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BBegeHne

Hactoawwii ctaHgapT paspaboTtaH Lienesoit rpynnoii no rno6ansHoi rapMoHusaumm (GHTF) — nobpo-
BONbHBLIM COOBLLIECTBOM, COCTOALUMM U3 NpeAcTaBUTENein perynupyolmnx opraHoB MeaULMHCKON NPOMBbILL-
neHHocTU. HacToawmiA ctaHaapT He NpeaHasHadeH kak obsizaTensHoe pyKoBOACTBO AJ1S1 UCMIONb30BaHNUSA ero
B perynuposaHun MeanuUHCKUX N3aenui.

Hactoawuin ctaHaapT npeaHasHadeH ANsl U3roTOBUTENEN MEeAULMHCKUX U3OENUA U perynupyromx
opraHoB. OH Takke MOXeT BbiTb MCMONb30BaH ANA obpasoBaTenbHbIX Leneni, HO He npegHasHaveH Ans
NCNOMNb30BaHWUA ero AN OLEHKU UK ayauTa Ha COOTBETCTBUE HOPMATUBHBLIM TpeGoBaHusaM. OxuaaeTcs, UTo
nonb3oBaTeflb HAaCTOALEero cTaHaapTa 3HakoM C HOPMaTUBHLIMU TPeBOBaHUSAMU K CUCTEME MEHEeAXXMEHTa
kavecTsa (CMK) B NpOMBILINEHHOCTU MEAULIMHCKUX N3AESNTUA.

Ona uenen HacToALWero ctaHaapTa npeanonaraeTca, YTo U3roToBUTENb MEeANLNMHCKOrO U3aenna numeeTt
CMK, koTopasn TpebyeT OT U3roToBUTENS AOKYMEHTUPOBAHMUS psiaa NPOLECCOB, € Lenbio obecnevyeHus Toro,
yTo6bl MeauULMHCKUE n3aenus, BbinyckaeMble B obpalueHue, siBnaTca 6esonacHbiMU U pe3ynbTaTUBHBIMU.
Hanpumep, Takne TpeboBaHua BknoueHsl B UCO 13485 «U3pgenua meguumuHckme. CucteMbl MeHeaXMmeHTa
kavecTBa. CucTeMHble TpeboBaHUA ANs Lenen perynupoBaHusy, «MoctaHoBNeHWe MUHUCTEPCTBa ANOHUM
no cTaHgapTam No KOHTPOSIO 3a NPOU3BOACTBOM U KOHTPOSTHO 32 KAYECTBOM MEQULMHCKUX N34enniA U Usaenuin
ans in vitro gnardoctukn (MHLW? MoctaHoeneHne Munuctepctea Ne 169)», «Mpeanucanne ana Cuctem
kauyectBa FDA2 21 CFR YacTb 820» unu TpeGoBaHWUA K cucTemMaM KadecTsa COOTBETCTBYIOWUX eBponei-
CKNX ANPEKTMB MO MeANLMHCKAM U3aenmnam.

[ns aTyx uenen nsrotosuTesnb AOSPKEH yCTaHaBNMBaTb Npouecchl U onpeaenaTb COOTBETCTBYOLWME
Mepbl ynpaBneHWs AMns MOHWTOPUHIa BbISIBMEHWS HECOOTBETCTBUIA U NOTEHUManNbHbIX HECOOTBETCTBUI U
nx aHanusa. Kpome Toro, usrotoButenb AOPKeH paspaboTaTek npoueaypbl, onpegensaolwme, Korga u kak
AOMKHBI 6bITb NPEANPUHATLI KOPPEKLMK, KOPPEKTUPYIOLWWE UK NpeaynpexdatoLme AeAcTBus. AT AencTBus
AOIMXKHbI BbITb aAeKBaTHBI PUCKY BOSHUKHOBEHMWS HECOOTBETCTBUSA UM NOTEHLUMANbHOrO HECOOTBETCTBUSA.

TepMuHbI, MpUMEHEHHbIE B HACTOSLLEM cTaHAapTe, Kacawwuecs PUCKOB, MEHedXMeHTa PUCKOB U
CBsI3aHHOW C HUMU TepMuHosnornen, onpegeneHel B UCO 14971 «Uspenua meguumHckue. MpumerHeHne
MeHeKMeHTa pUcKa AN MeANLIMHCKAX N3OeNniny.

CokpauleHne «CAPA» He ByaeT ncnonb3oBaTbCA B HACTOALEM CTaHAAPTE, TaK Kak NOHATUE KOPPEKTU-
pylowmMx 1 npegynpexaarowmx AeicTBuid Bbino HenpaBuUnbHO WMHTEPNPeTMPOBaHO, Npeanonaras, 4Yto
npegynpexgaroLmne 4eAcTBNs TPebyoTCA A KaX40ro KopPeKTUpYoLero AeiCTBUS.

B pamkax HacTosilero cTaHgapTa paccMmaTtpusaeTcs npoLecc nonydeHus: tHopmaummn U3 pasnuyHbiX
«aKTUBHBIX» U «MaCCUBHBIX» WUCTOYHWKOB, KOTOpble OyayT MMeTb OCHOBY AnNsl KOPPEKTUPYIOLMX WUIv
npegynpexaaroLwmnx 4eACTBAA.

UsroTtoBuTenb gomkeH 060CHOBaThL BbIGOP TUMA MCTOYHWKOB AaHHbLIX, HA OCHOBaHWMU KOTOPLIX ByayT
onpegeneHbl KOPPEKTUPYIOLLME UMK NpeaynpexaaroLme AencTBus.

HeszaBucrMo oT XxapakTepa UCTOYHMKA AaHHbIX, AanbHelllas oLeHKa 1 nocneaytollee paccneaoBaHue
SIBNSAOTCA NOEHTUYHBIMU, BKIOYAs 3Tanbl paccriefoBaHuns, BbIABNEHUS NPUYNH, onpeaeneHne HeobXxoaumbix
nocneaywoLwmx AeACTBUA, BepUMUKaLIUIO NX peanusaummn 1 oLeHKY pe3ynbTaTUBHOCTH.

Hactoawumn ctaHaapT BKoYaeT onvcaHue MpoLeccoB NM3MEpeHnsl, aHanusa U ynyylleHus B Buae
MOMHBIX N HTErPUPOBAHHbIX MPOLLECCOB.

" MuHuncTepcTBo ANoHWMK No 3apaBooxpaHeHuto, Tpyay u 6narococTosiHmIo.
2) YnpaeneHue no CaHMTapHOMY HaJ30py 3a Ka4ECTBOM MULLEBbLIX NPOAYKTOB U MeankameHTos (CLUA).
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HAUUWOHANBbHBIW CTAHAAPT POCCMUCKOW SGEAEPALUUMU

Cucrema MeHe)KMeHTa kayecTBa
un3gennda MEQUUMHCKUE

PyKOBOACTBO Nno KOppeKTUpyrLuM U Nnpeaynpexaarowium OeACTBUAM
U CBA3aHHbLIM NpoueccamMm CUCTeMbl MEHEDKMEHTa KavecTBa

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

DaTta BBegeHmns — 2016—07—01

1 O6nacTb NnpMMeHeHus

HacTosiwmin cTaHaapT coaepkuT pekoMeHaaLmn Ang yecTaHoBNeHns aaeksaTHbIX NPOLECCoB usMepe-
HUSA, aHan13a U yNydLeHWs B CUCTEME MEHEKMEHTa KaueCTBa, CBA3aHHbIX C KOpPeKLUMen W/nnm KoppeKkTUpyio-
WMMU OeACTBUMAMW B Cnyvae BbISIBMIEHUSI HECOOTBETCTBMA WNM npedynpexaarowmx AeWcTBUA Ans
NoTeHLManbHbIX HECOOTBETCTBUIA CUCTEMBI, NPOLIECCOB UM NPOAYKLMK.

2 TepMuHbI U onpeaeneHus

B HacTosilleM cTaHaapTe NpUMeHeHbl creayole TepMUHbLl C COOTBETCTBYIOLLIMMU OnpeaeneHUsMU.
B ckobkax gaHbl cCbinki Ha nyHKkTL MCO 9000.

2.1 koppekuusa (correction): lencteue, npeanpuHAToe ANA yCTpaHeHUs1 0BHapY>KeHHOro HecooTBeT-
cTBusA (3.6.2).

MpumevyaHwusn
1 KoppeKumsa MOXeT OCYLLEeCTBNATLCA B COMETAHMMN C KOPPEKTUPYIOWUM aerucTBuem (3.6.5).
2 Koppekuusi MOXeT BKITtovaTh B cebs, Hanpumep, nepegenky (3.6.7) unu cuwxenue rpagauum (3.6.8).

2.2 koppekTupyrowee gencteue (action corrective): lenctene, npeanpuHATOE ANs ycTpaHeHUs npu-
YWHBI 0BHaPYXEHHOTO HECOOTBETCTBUSA (3.6.2) UnKn Apyroi HexenaTenbHON CUTyaLuK.

MpumevyaHwun

1 Y HeCOOTBETCTBUSI MOXET OblTb HECKONBbKO NPUUUH.

2 KoppekTtupylowee gencTBre nNpeanpuHuMaeTcs ansi NnpeaoTspaleHns NOBTOPHOIO BO3HUKHOBEHUST COObITUS,
Toraa Kak npegynpexgaiwlee gericreme (3.6.4) — AnA npegoTBpaLeHUA BOSHUKHOBEHUA COBLITUS.

3 CyuwecTByeT pasnuuue mexay koppekumen (3.6.6) n koppektupyowmm gencTenem.

2.3 MCTOYHUKKU nonyyveHUA AaHHbIX (data sources): MNpouecchl BHYTPU CUCTEMBI MEHEeMKMEHTa
KayecTBa, MO3BONSAOWME NOSyYaTb KaYEeCTBEHHYI MHopMaunto, KoTopasa MoXeT 6biTb UCNoNb3oBaHa Ana
naeHTUdUKaLMM HECOOTBETCTBUI UMK NOTEHLUMANbHBLIX HECOOTBETCTBUN.

2.4 paspelleHue Ha oTKIoHeHue (concession): PaspelleHne Ha NCNoNb3oBaHWe Uy BbINYCK NPoayK-
LUK, KoTopas He COOTBETCTBYET yCTaHOBNEHHbIM TpebosaHuam (3.6.11).

2.5 npepynpexpatouee aencreue (preventive action): lenctesne, npeanpvHAToe Ans ycTpaHeHUs
NPUYMHBI MOTEHLUAaNbHOro HecooTBETCTBUA (3.6.2) unn Apyron NOTeHUMAanNbHO HeXenaTenbHOW CUTyaLun.

MpumevaHusn

1 Y noTeHumansHOro HECOOTBETCTBUSA MOXET GbITb HECKOMBKO NPUYNH.

2 lMpepynpexpaaowee gericTBue NpeanpyHUMaeTcs Ans NpeaoTBpaLeHnss BOSHUKHOBEHUST cOObITUSA, TOraa Kak
Koppektupyiolee aencreue (3.6.5) — ans npeaoTBPaLLEHUS TOBTOPHOIO BO3HUKHOBEHWUA COOLITUS.

WUspaHve obmumanbHoe
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2.6 HecooTBeTcTBUE (Nonconformity): HeBbinonHeHne Tpe6oBaHuaA (3.1.2).

2.7 Bepudmkauun (verification): MNMoarsepxaeHne Ha ocHOBe NpeacTaBneHUsA 06BLEKTUBHLIX CBUAE-
TenbcTB (3.8.1) Toro, 4UTo ycraHoBneHHble TpeboBaHus (3.1.2) 6611 BEINOMHEHbI.

MpumevaHunsn

1 TepmuH «BeprdULMPOBaHO» UCTONb3yeTcs AN 0603HauYeHNs1 COOTBETCTBYIOLWEro cTaTyca.

2 [lesTenbHOCTb NO NOATBEPXKAEHMIO MOXET BKIMIOYATh:

- OCYLLECTBNEHNE anbTEPHATUBHBIX PaCcyeTOoB;

- CpaBHEHWE Hay4HOW Y TEXHNYECKON AIoKyMeHTaLum (3.7.3) No HOBOMY NPOEKTY € aHANOIMYHOW AOKYMEeHTauuei no
anpobupoBaHHOMY NPOEKTY;

- npoBeaeHue ucnoitanuii (3.8.3) n gemoHcTpaumi;

- aHanw3 AoKyMEHTOB [10 UX BbiNycka.

2.8 Banupauua (validation): NoaTeepxaeHue Ha ocHOBe NpeAcTaBneHnst 06 bEKTUBHBLIX CBUAETENLCTB
(3.8.1) Toro, uto TpebosaHusa (3.1.2), npegHasHavYeHHbIe 45151 KOHKPETHOro NCNONb30BaHMS UK NPUMEHEHUS,
BbIMOSTHEHbI.

MpumevaHnunsn
1 TepMKWH «noaTBEpPXKAEHO» NCNorb3yeTcs Arsi 0603Ha4YeHUsi COOTBETCTBYIOLWEro cTaTyca.
2 Ycnosusi NpUMEHEHUst MOryT 6bITb pearnbHbIMU UIM CMOAENUPOBAHHBIMU.

3 O6wum o630p

MaroToBuTeNb OTBEYAET 3a BHeapeHue 1 nogaepxaHne CMK, koTopasa no3sonset opraHu3aLum npous-
BoAWTb Be3onacHble U pe3ynbTaTUBHbIE MEAULMHCKWE U3aenus, oTeevarowme TpeboBaHuam notpedutenei
1 HopMaTUBHbLIM TpeBoBaHNAM.

HecooTBeTcTBUE, Kak 3T onpegeneHo B 2.6, ABNAeTCA HeBbINONHeHNeM TpeboBaHuA. BaxkHo noHumMaThb,
yTO TPeboBaHWA MOryT OTHOCUTLCS K MPoAyKLuK, npoueccy unu CMK.

Korga HecooTBeTCTBME WMAEHTUMDULMPOBAHO, U3rOTOBUTENb AOSMKEH onpeaenuTb ero 3HaYUMMOCTb,
CBAi3aHHbI€ PUCKU U BEPOATHOCTL Ero NMoBTOPEHUs.

Mocne Toro, kak aTo 6bIf0 CAeNaHo, U3roTOBUTENb MOXKET MPUHATL PeLeHUe O TOM, YTO HECOOTBETCTBUE
MMeeT He3HauuTerbHble PUCKW UMW BPSA N NOBTOpUTCA. B Taknx crniyyasix M3rotoBUTENb MOXET pelnTb
NMPOBECTN TOMbKO KOPPEKLMIO.

EcnuHecooTBeTcTBME NoBTOpsieTcs B CMK, B npoLecce npon3BoACcTBa UM Noche TOro Kak MeauuuHCKoe
nsgenue 6bino NocTaBneHo NoTPebUTento, 3To NPMU3HaK TOro, YTO COOTBETCTBYIOLME AEACTBUSI MOTYT ObiTh
Heobxoaumel. B nto6om cnyvyae CMK TpebyeT, 4Tobbl KOppeKkTUpyoLLne AeiAcTBUS NPOBOAUMMUCH C LieSbio
npegoTBpaLLeHUs NoBTOPeHUsi HecooTBeTCTBUA. KoppekTupyioLwwme AeACTBUS MOTyT BbITh Kak MPOCTBIMMI, Kak
nepenoaroToBKa COTPYAHUKOB, TaK 1 6oree CNoXHbIMK, Kak PeUHXNHUPUHT MPOU3BOACTBEHHOTO NpoLecca.

MNsroTtoBuTEsNb MOXET CTOSIKHYTBCA C CUTyaLMsIMK, KOTOpble Ha camoM Aene He sIBfsNUCb NPUYUHON
HeCcoOTBETCTBMIA, HO Mornn co3fgaTb WX B 6yaywem. Takue cuTyaumum MoryT noTpeboBaTb MPUHATUSA
npegynpexjarLwmnx gencTsuin. Hanpumep, aHanus TpeHA0B NPOU3BOACTBA UK NPUEeMO-CAATOYHBIX UCTIbITa-
HWIA NokasbIBaeT, YTo NpoLuecc NpUbnuxaeTcs kK npeaenbHbIM 3HavYeHUsM U TpebyeTca nepecMoTp napameT-
POB NPUEMKI NPOAYKLUN NN TEXHOMOrMYECKNX NapamMeTpoB NPOU3BOACTRA (NpoLeccoB, 06opyaoBaHUs unm
NPOVN3BOACTBEHHBLIX 06BHEKTOB). 3TU U3MEHEeHUs1 MOryT NpeAcTaBNsaTe cobor Npedynpexjaowmne 4encTBUN.
Mpepynpexaatowine AencTBUA He AOMKHBI BKIOYATb Takne KoppeKTUPOBKM, KoTopble 6bl NpeaHasHavanucs
ANs1 yBenMyeHUs HOMM1HasbHbIX 3HAaYeHWU B AnanasoHe perynmpoBaHns Npon3Bo4CTBEHHbIX MPOLECCOB.

Mepbl, IPUHSATLIE ANs1 yCTpaHEHUs BbISIBNEHHbIX HECOOTBETCTBUM B paMkax ogHo CMK (Hesasucumo ot
TOro, NpeanpuHUManuch nu aenctans B 6onee Yem Ha OHOM NPOM3BOACTBEHHO NoLwaake Unu unuanax,
dyHKUMOHMPYOLWMX B pamkax aTon CMK), 6yayT paccmaTpuBaTbCs Kak KoppekTUpyowme AeicTenua. TeM He
MeHee, noAo6Hble AeAcTBUsI, NpuMeHsieMble B Apyrot CMK (He3aBMCUMO OT TOro, pacrnpocTpaHaeTca N oHa
Ha 3Ty nrowaaky uin punuan, unu opraHMsaLmio B LLEeNoM), B KOTOPLIX elle He BO3HWUKanu nogo6Hble Heco-
OTBETCTBUSA, BYAYT paccMaTpuBaThCs Kak npeaynpexaatome.

Ha pucyHke 1 nokasaHbl TUNWYHBIE 3Tanbl, KOTOPble HEOHBXOAMMO y4MTEIBATL MPU NaHUPOBAHUN, OCY-
LeCTBEHUN U NoAAepXaHNN pe3ynbTaTUBHOCTM MPOLLECCOB U3MEPEHUs, aHanuaa, yny4yeHns u oTBeTcT-
BEHHOCTW BbICLUEro pykoBoAcTBa. B npunoxeHun A npegctasneH nepeveHb BO3SMOXHBIX MepPOMNpUATUN,
COOTBETCTBYIOLWMX 3Tanam Ha pucyHke 1.

B kayecTBe NpoBepku pesynbTaTUBHOCTU OnpedefieHHbIX MPoLEeccoB, BbiCEe PYKOBOACTBO AOIDKHO
perynspHo nepecMaTprBaTh BbIXOAbl MTPOLECCOB U aKTyanMsnpoBaTh UX Mo Mepe Heobxo4nMocCTH.
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PucyHok 1— Tpouecchbl U3MEPEHUs, aHann3a uyaydleHus

[ OKyMeHTUpoBaHHblE NpoLeaypbl, Tpe6GoBaHNA 1 3aNUCK A0MKHbI GbiTb ONpejeseHbl U3roTOBUTENEM
Ansi o6ecrneyeHns U LEeMOHCTpauuyu pesynbTaTUBHOIO MJIAHMPOBaHUA, (PYHKLMOHWPOBAHWUA W ynpaBieHnus
npoueccamu. [OKyMeHTUpPOBAHHbIe CBUAETENbCTBA MNPUHATUS PeLIeHWii U OCYL,EeCTBIEHUS Kakux-nn6o
AeicTBuiA ONXHBI ABNATLCA YacTbio CMK.

4 3tan |. NnaHnpoBaHue

MnaHupoBaHMe BKAOYAET onpeaeneHne NpoLeccoB 1 CBA3aHHbIX C HUMKU PeCcYpCOB ANs yA0BeTBope-
HUS KOHKPETHBIX Leneii. ®akTopsl, KOTOPbIe CEeAYET YUMTbIBATb HA 3Tane NiaHUPoBaHUS AOMKHbI GbITb COTa-
COBaHbl C 06WMM GU3HEC-NNAaHOM M3roTOBUTENS, BKIOUalOLKe npeanonaraemoe UCnonb3oBaHue nsaenus,
aHanu3 pbiHka, 06paTHy0 CBSA3b OT NOTpebuTeneil, a Takkke HopmaTUBHbIE Tpe60BaHUS.

[,0/1XHO 6bITb ONpPEeAeneHo yyacTne BbICLIEr0 PYKOBOACTBA (HanpruMep, aHanus, yTBepX4eHne) Ha cooT-
BETCTBYIOLIMX YPOBHAX B C/lyYasix BbIiBNEHNS HECOOTBETCTBUIA UM NOTEHUUANbHLIX HECOOTBETCTBMUIA. BbiC-
Lee pyKoBO/ACTBO 0/IKHO 06ecneunTb, UTOObl KPUTEPUN U3MEPEHMNIA N UCTOUHUKM AaHHbIX 6bIAV ONpeaeneHsbl
1 oBeAeHbl 0 CBEAEHUSA BCeli opraHmsauuu.

4.1 MnaHupoBaHWe NPOLLECCOB M3MEPEHUS, aHaNn3a nynydleHns

dakTopbl, KOTOpble CefyeT yUnTbiBaTb B X04€ M/AHUPOBAHUSA [LO/KHbI GblTh COrfacoBaHbl C 06LINM
6U3Hec-N1aHOM WU3roTOBUTENS U, Kak MUHWMYM, AOJDKHbI BKIOYaTb B cebs TUM NPOM3BOAMMOIO WU3AENus,
npeaHasHauyeHHble PbIHKW 1 NOTpebuTeneil, U HopMmaTMBHbIE TPEGOBaHMA. B pamkax naaHWpoBaHusa Bbiclee
PYKOBOACTBO AO0/MKHO ONpefennTb NMPOLECcChl, KPUTUYECKN BaxHble AN AESATEeNbHOCTU, BAMsOWEd Ha

3
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KayecTBO U HOpMaTUBHblE TpeboBaHus, U BbIBUpaTh COOTBETCTBYIOLME UCTOUHUKA AaHHBIX NSl USMEPEHUs,
aHanusa u cogeicTBoBaThb yNyylLeHWIo Mo Mepe HeobXoaAMMOCTHU.

B npouecce nnaHupoBaHWUA U3MEPEHUs U aHanusa, U3roToBUTESNb AOMKEH YyYUTbIBaTb WMCTOUHMKA
AaHHbIX, U3MepeHue 3M1IeMeHTOB AaHHbIX B Npeaenax Kaxaoro UCTOYHUKA AaHHbIX, BKMOYas NepuoanyHOCTb
MOHUTOpUHIa U aHanusa, KoTopble AOIKHbI GbITb OCYLECTBEeHbl NO KaXOAOMY MCTOYHUKY AaHHBLIX, UIA
HeCKOMbKUM UCTOYHUKAM AaHHbBIX.

M3mepeHune anemeHTOB AaHHBIX AOMKHO BbITh OCYLWECTBNEHO TakuM obpa3om, 4uTobbl obecneunBaTb
N3roToBUTENS Pe3yrbTaTUBHON yNpaBieHYeckon AeATeNbHOCTbIO U NoaaepXnsaTth pesynbtatuBHocTb CMK.
Kaxablil U3 anemMeHTOB AaHHbIX AOMDKEH GbiTb onpeaeneH, 3annaHMpoBaH B COOTBETCTBUM C KOHKPETHLIMA
TpeboBaHUAMU ANs U3MEPEHUs!, KOTOPbIE NepuoaNIECcKN NOABEPratoTCA MOHUTOPUHTY.

O6nactb npumeHeHus CMK u obnacte npuUMeHeHUs NPoLEeCcCOB U3MepeHUsl, aHanMsa u ynyyueHus
onpeaensiloT, SABASAETCA MU UCTOYHUK AaHHBIX aKTUBHBLIM (KOppeKkTupylowne ASWCTBUSI) UNN NACCUBHBIM
(npeaynpexpatolume AencTBuUS).

OTanbl NnaHUpoBaHuWA 4OMKHbLI 0becnevnBaTh cneaytoLlee:

- onpefeneHne COOTBETCTBYIOLMX BHYTPEHHWUX U BHELUHUX UCTOYHWUKOB AaHHbIX, ABMAOLNXCA MHANKA-
TOopaMu npoLecca 1 aKCnyaTauuoHHbIX XapakTepUCTUK U3genus;

- obecneyeHne ageksaTHBIMA pecypcamu U yCTaHOBIIEHUE OTBETCTBEHHOCTU 1 NOSIHOMOYUIA ANist TOTO,
4YTOObI OCYLLECTBUTL HEOBXoaUMbIE ASUCTBUA. Pecypcbl MOTyT BKNOYaTb B ce6 TeXHUYECKUX 3KCNepToB,
ucneiTaTenbHble Tabopatopun, AaHHbIE, HDPACTPYKTYpY, 0Oy4eHne U T. 4.;

- onpepgeneHune TpeboBaHWN ANA KaXXA0ro UASHTUMULMPOBAHHOMO UCTOYHUKA AaHHbIX, BKNOYas orpa-
HAYEHUS1, KpUTEPUUN NPUEMNEMOCTU, KPUTEPUN Pa3BUTUA, MEXAHU3MOB OTYETHOCTU O HECOOTBETCTBUSAX UK
noTeHuManbHbIX HECOOTBETCTBUAX;

- aHanu3 3NeMeHTOB AaHHbIX B Npeaenax UCTOYHUKOB AaHHbIX;

- B3aUMOCBSA3b U aHanU3 AaHHbIX, NOMYYEHHbIX U3 UCTOYHUKOB AaHHbIX.

[nsa kaxgoro anemeHTa AaHHbIX AOMKHLI BbITb onpeaeneHsl 0TAeNbHBIE KPUTEPUN, OAHAKO KPUTEPUU
MOryT 6bITb onpeaeneHb U AN KOMBUHaLWUKN 311IeMeHTOB AaHHbIX. KpuTepuu A0MKHb! B6bITb KONMUYECTBEHHBIMMU,
Korfa aTo BO3MOXHO, 4To6bl MakcuMansHo o6ecnevnTb cornacoBaHHOCTb U BOCNPOU3BOAUMOCTb ANA Nocne-
ayloulero aHanusa. Ecnu kputepuu U AaHHbIe ABAAIOTCA KaYeCTBEHHBIMU, TO CYOBbEKTUBHOCTL AOMKHA BbITh
yCTpaHeHa unu cseeHa K MUHUMYMY.

KpvTepum npuemnemMocTy AOMKHbI BbITb OCHOBaHbI Ha AaHHBIX CUCTEMbI MEHePKMeHTa KavyecTBa, npo-
AYKUMU 1 NpoLieccoB, cneyudukauuii unu TpeboBaHnit, koTopble 0bbIYHO ONpeaensitoTeA B XoAe NpoeKTupoBa-
HWS 1 pa3paboTkn. JTo BKIOYaET B cebsl NpoLecchl NPOEKTUPOoBaHUSA, pa3paboTky U NoanepXaHue NpoLeccoB
Npoun3BOACTBA, 4OCTaBKN, 06CNYKMBAHUA U MPOLLECCOB MOHTaXa.

KpuTepum passuTusi, Mcnonb3yemble Ans Lenemn peanysawmv npouecca yny4weHusi (cM. pazgen 6) moryT
6bITb NpeAcTaBneHbl B BUAE YPOBHEN e ACTBUI, TPUITEPHBIX TOYEK, MOPOroB U T. 4., UMX HEO6X0AMMO AOKYMEH-
TUpoBaTb. ATU KPUTEPUU PA3BUTUS BKIOYAIOT B cebs1 onpeaeneHHble ypoBHU AeACTBMIA 0bLero xapakrepa, a
TaKKe KOHKpeTHble OEWCTBMSA B paMkax OeATeNbHOCTM MO ynpaBreHuio puckamu. B yactHocTn, Kputepun
AOIKHbI BbITh YCTaHOBMNEHbI A4St KOHKPETHBIX CriyvaeB. HanpumMep, B cnyyae MHUMAEHTa, KOTOPLIA NpUBen K
neTanbHOMY NCXOAY WUIN Cepbe3HbIM TpaBMam, cneayeT NPUCTYNUTb K HeMeaIeHHbIM AEACTBUSIM B paMKax
aTana ynydwexus (cMm. pasaen 6).

N1 HOBBIX TEXHONOI M U CYLLECTBYIOLLMX, HO C HOBBIM NOAXO40M NPUMEHeHUs, NepBoHaYvasibHble KpuTe-
pUU pasBUTKA MHOr4a TPYAHO onpedennTb B paMKax npoLecca MOHUTOPUHra. MosToMy M3roToBUTESb OOSKEH
nnaHMpoBaThb pecypchl ANs aHanuaa MHdopMaLuuu, YTobbl NoATBEPANTL NepBOHaYaribHble NPeArNoNoXeHUs U
YCTaHOBWTL I NEPECMOTPETb KPUTEPUMN PA3BUTUS.

MnaHnpoBaHWe JoMKHO NpedycMaTpuBaTh NOATBEPXAEHNE TOr0, YTO KPUTEPUN MPUEMAeMOCTM U pasBu-
TUS, MEXaHU3MbI OTYETHOCTW O HECOOTBETCTBUSX UMW MNOTEHLMAaNBbHBIX HECOOTBETCTBUSX, NO-NPEXHEMY COOT-
BETCTBYIOT paHee onpedeneHHbIM UCTOYHMUKAM U 3neMeHTaM gaHHbIX. Tam, rae AomKHbl 6biTe onpeaeneHsbl
HOBblE UCTOYHWKM AaHHbIX, CriedyeT NoATBEePAUTb, YTO OHM Obif BbISIBIIEHBI U UX KpUTepUn onpegeneHsbl.

4.2 OnpepgeneHue UCTOYHUKOB flaHHbIX U KpUTEpUEB

MsroToBuTenbs JomkeH onpeaenutb U ICKYMEHTUPOBaTbL COOTBETCTBYIOWMNE NCTOMHUKN AaHHBIX U 3r1e-
MEHTbI AaHHbIX, KaK BHYTPEeHHWE, Tak 1 BHELLUHWE MO OTHOLLEHUIO K OpraHnsaunm. SnemMeHTbl AaHHbIX JODKHbI
npeaocTaBnATb MHOPMALUIO O HECOOTBETCTBUSX, MOTEHLMaNbHBIX HECOOTBETCTBUAX N Pe3ybTaTUBHOCTU
NPOoLLeccoB B onpeaeneHHbIX UCTOMHUKaX AaHHbIX.

Mpumepammn MCTOYHUKOB AaHHbIX MOTYT SABMATHLCA:

- HopmMaTtusHble TpeboBaHus;

- aHanus co CTOPOHbI PYKOBOACTBA;

- nocTaBLYMKK (B3aumoaencTBue/ynpasneHume);
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- anobbl/o6palleHus;

- OT4YeTbl 0 HE6NAroNPUATHBLIX COBLITUSAX;

- MOHWTOPWHT NPOLLeCCOB;

- roToBasi NpoayKLMs;

- ayauTbl (BHYTPEeHHWUE/BHELLHME);

- OT3bIBbI O NPOAYKLMK;

- CTaTUCTMKA MO KOMMEKTYIOLLIMM;

- OT4YeTbl N0 06CNYXMUBaHWIO;

- BO3BpaThl NPOAYKLMN;

- 1ccrneaoBaHue pblHKa/KIMMeHTYphI;

- HaydHasi nuTepatypa;

- ncTodHnkn CMW;

- MPOLEeCChIXN3HEHHOro LinKa npoayKLuum (NPoeKTUpoBaHue, 3aKynku, Npou3BoACTBO U oBCnyXuBaHue,
obpaTtHas cBa3b oT noTpebutenen);

- MeHeKMEHT PUCKOB.

JononHutenbHble NpUMepbl 31eMeHTOB AaHHbIX MPUBEAEHbI B NPUoXeHAu B.

Koraa npo6nema BbISBNSAETCA U3 OQHOM0 UCTOYHUKA AaHHbIX, U3rOTOBUTE0 HeOBX0AMMO NpoaHanusu-
pPOBaTb aHanorM4Hyo MHpopMaLMio U3 APYrMX UCTOYHUKOB AaHHLIX. Bonee Toro, Takke cnegyeT aHanU3uMpo-
BaTb MHPOPMALIMIO, NOMYYEHHYIO U3 BHELHUX UCTOYHUKOB AaHHBIX. MonyyeHue nHgpopmMaumm ns HeckonbKux
MCTOYHUKOB AaHHBIX B pesynbTaTe nNpuBeaeT K KOMMMEKCHON OLeHKe AaHHBIX. DTO MOMOXET U3rOTOBUTENIO
nyJlle onpedennTs HeoBXxoanMble Mepbl.

5 Jran Il. UamepeHne n aHanNM3 ¢ NOMOLLLIO UCTOYHUKOB AAaHHbIX

Mocne Toro, kak 6binn onpeaeneHbl UCTOYHWKU AaHHbIX, 3MI€MEHThI JaHHBLIX U KpUTep1mu NpueMrieMocTu,
Kak 4acTb npouecca nraHNpoBaHus, N3roTOBUTENb AOMKEH OCYLLECTBATL MPOLLEeCChl USMEPEHUsi, MOHUTO-
puHra n aHanusa, 4Tobbl NOATBEPAUTL COOTBETCTBUE UMW BLISIBUTb HECOOTBETCTBUE.

MporpammHoe obecneyeHne, NCNONbL3yeMoe NpU U3MEPEHUN, MOHUTOPUHIE U aHanu3e, byab To npu-
obpeTeHHOe MK crneuvansHo paspaboTaHHoe, AoMKHO GbiITb BaNMAUMPOBaHO ANA UCNONbL30OBaHUA ero no
HasHa4yeHwuto.

Hanpumep, onpockl KMMEHTOB, NPOBOAUMbIE OTAENIOM MapKeTUHra, nokasanu, 4to cylecTByeT obuee
HeJOBOMNbLCTBO OTHOCUTENLHO ynakoBku npogykTa X. Mpu ganbHenweM paccrnegoBaHum (BHYTPU 3TOMO UCTOY-
HUKa OaHHBIX U cpedn ApYrux UCTOYHUKOB), Hanpumep, AaHHLIMK U3 XXanob, Bo3Bpatam NpoAyKLMn, oTyeTam
n Ap., CTano O4YeBUAHO, YTO CYyLLIEeCTBYET BEpPOSITHOCTb BO3HUKHOBEHUSI HECOOTBETCTBUKA: HebesonacHoro
MUCNOMb30BaHUA U MOBPEXAEeHNA n3aenua B pesyrbTaTe UCMONb30BaHWUS TEKYLIEero BapuaHTa yrnakoBKU.
B pesynbTaTte aToro aHanusa Ha ctagum lll (cm. pasgen 6) 6bino onpeaeneHo, YTo B JAHHOM criyvae
LenecoobpasHo OCyLLeCTBUTL Npeaynpexaatowme AencTBus.

5.1 U3mepeHue

B pamkax HacTosiWwero ctaHaapTa, usmepeHue npeactasnseT coboit Habop onepauuii Ans onpeaeneHust
3Ha4yeHWs aremMeHTa AaHHbIX (KONMYeCTBO, KaYeCTBO).

HaHHble, nony4yeHHbIe Mo pesynbTaTam M3mMepeHunin npoaykuum, npoueccos n CMK, HakannueawTcs Ha
MPOTSKEHUN BCEro XMU3HEHHOro uukna nsgenna. M3rotoButenb OOMKEH onpeaenuTb, HanpuMmep 4YactoTy
N3MepeHusi, BEMUINHY TOYHOCTW U OOCTOBEPHOCTU AaHHbIX. N3roToBUTENDb Takke AomKeH ybeauTbesl, 4To
cobpaHHble TekyLiMe AaHHbIe ABMSATCS akTyanbHbIMU.

[aHHble pe3ynbTaToB U3MEPEHUA OOMKHBI BbITb coXxpaHeHbl B BAAe 3anuceir. MU3rotoButenb AOIDKEH
COXpaHsiTb AaHHbIe B BUAe, NO3BONSAOLLEM UX N3BIIEKATb, NPU 3TOM AaHHbIE AOIDKHBI SABMIATLCS MOAXOASLLIMMMN
Ans aHanusa n oteevatownmm kak CMK, Tak u HopmaTUBHBLIM TPeBOBaHUAM.

MOHUTOPUHT AABNSAETCA CUCTEMATUYECKM 1 PEryrsipHbIM COOPOM pe3ynbTaTtoB usMepeHuin. NarotoBu-
TeNb AO/KEH OnNpeaennTb Ha aTane NaHUPOBaHWSA, Kakue, koraa 1 KakuMm obpaszom cobpaHHble gaHHble
[OMKHBI 6bITh MpoBepeHbI. [ony4eHHble AaHHbIE AOMKHbI GbITb TAKOBBIMM, YTOOLI OHU CMOT N BbiTh NPoaHanu-
31poBaHbl ANsi AanbHenWwnx AencTemin. MoOHUTOPWHT AaHHBIX MOXET ObiTb HEMpPe PbIBHLIM UM NEPUOANHECKAM,
B 3aBMCMMOCTM OT TUMNa UCTOMHMKA AaHHBIX U 31eMeHTOB AaHHbIX. Mpoueccbl MOHUTOPUHIA AOMKHbLI Nepuoan-
Yecku nepecmaTpuBaThCcsa AN Lenen ux AansHenwen npurogqHocTu.

5.2 AHanus

B nacTosillem cTangapTe aHanua npegcrasnseT cobon cuctemMaTniecknin cbop AaHHbIX U NX OLeHNBa-
HUe NocpeCTBOM U3MePeHUIA Ars (DOPMUPOBAHNS 3aKITIOUEHWIA.
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N3roToBUTENb AOITKEH UMETb AOKYMEHTUPOBaHHLIE NpoLeAypbl 4S8 aHann3a gaHHbIX B COOTBETCTBUMU C
KpUTEPUAMU, YCTAHOBMEHHbIMA B 4.1. AHanNn3 HeobXxoaMMO NPOBOANTD C LiEeSbio BbIABNEHUA HECOOTBETCTBUN
UInu NoTeHUManbHbIX HECOOTBETCTBUN UMM C Lienblo onpedeneHus obnactu, rae Heo6xoaumo MHUUMMPoBaTh
OanbHenwee paccnegosaHue. Kpome Toro, aHanus ucnonb3yetcsi Anst AeMOHCTpaLmy NPUrogHoOCTU 1 pesyrib-
TaTUBHOCTW NpoAayKuuun, npoueccos U CMK. AHan1M3 MoXeT 6bITb BBINOMHEH € UCMOMb30BaHUEM aHaNUTUYeC-
KUX UHCTPYMEHTOB, rpynmn 3KCMepToB, BradenbLeB NpoLEecCOoB UMM C MOMOLWbH HEe3aBUCUMOro aHanusa.
Pe3ynbTaThl aHanu3a AormkHbl 6bITb 3a10KyMEHTUPOBAHBI.

Mocne Toro, kak onpegeneHo, YTo HeobXoAMMO U3MePsITh, AOMKHbI 6bITb ONpeaeneHbl cTaTUcTUYeckue
MeToabl ANA naeHTUdUKaLum 06nacTu U3MEHYMBOCTM U TEM CaMbiM MOMOYb U3rOTOBUTENIO NoAAEPKMBaTb
UNW NOBbILWATL Pe3yNbTaTUBHOCTL U 3hEeKTUBHOCTL. DT MeToAbl Talkoke COCOBCTBYIOT NydLIEMY UCTIONb30-
BaHUIO UMEIOLLIUXCA AaHHBIX AN1A OKasaHUsi NTOMOLUW B MPUHATUN peLleHUiA. CTaTucTuieckue MeToabl OKasbiBa-
0T MOMOLLb B BbIABNEHUN, OLieHKe, aHanuse, MHTepnpeTaLuM u MoaenmposBaHumn U3MeH4YMBOCTU.

Ana aHanu3a HeCcooTBETCTBUSA MOTYT BbITb NMPUMEHEHBI Kak CTaTUCTUYEeCKUE, Tak U HecTaTUcTUYeckue
MeToabl.

Mpumepbl cTaTUCTUUYECKUX METOA0B:

- rpaduku cTaTUCTUYECKOro ynpasneHusi npoLeccamu;

- aHanusMapeTo;

- TpeHabl AaHHbIX;

- JTMHEeWNHbIA U HENUHENHbIA perpecCUOHHbIN aHanus;

- OMbITHO-KOHCTpPYKTOpCcKNe (DOE — nnaHupoBaHue aKkcrnepumMeHTa) U aHanus oTKIoOHEeHUIA;

- rpadpuyeckme MeToabl (TMCTOrpamMMbl, AvarpaMmmel paccesiHUs UT. 4.).

MpuMepbl HeCTaTUCTUYECKUX METOAOB:

- aHanus CMK co cTopoHbl pyKOBOACTBA;
pe3ynbTaTbl COBELLaHNA NO Ka4ecTBY;

KOMMUCCUM MO HaAEeXHOCTU (BHYTPEeHHNe/BHeLLHWe);
aHanus BUAoB 1 nocneacTsuin otkasos (FMEA);

- aHanus apesa HeucnpasHocTen (FTA).

AHanus, kak npasunno, NPOBOAUTCSH B HECKObKNX pasNNUYHbIX TOYKax (BO BpEMEHN U/UNW Ha opraHn3aun-
OHHOM ypoBHe). Hanpumep, onpedeneHHbln o6beM aHanM3a U BO3MOXHOCTW paccnefoBaHUA OTKa3oB
(roe ecTb goKkasaTeNlbCTBa HECOOTBETCTBUS) ByaeT HeobXxoAnM AN KAXA0To UCTOUYHUKA AAHHbIX.

B AgononHeHue K aHanuay n3 UCTOMHUKOB AaHHbLIX He0OX0AMMO ONPeaennTL YPOBEHb aHannsa Mexay
NCTOMHUKaMW JaHHbIX, YTOObl ONpeaennTb cTeneHb U 3HAYMMOCTb HECOOTBETCTBUA UNU NOTEHLUMaNbLHOro
HecooTBeTCTBUSA. CBA3b AaHHbBIX U3 PasfIUYHbIX UICTOUYHWUKOB AaHHbIX HA3bIBAETCA «FOPU3OHTAaNbHbLIA aHaNU3».
C NoMOoLLbH FOPU3OHTaNbLHOMo aHannsa MoXHo:

- onpefenqTb, YTO NpeanoXeHHoe AeNcTBUE, UCXOOs U3 aHanNM3a UCTOYHUKA AaHHbIX, ABNAETCA AOC-
TaTo4HbIM, 6e3 AanbHeNWnX 4oNOoNMHUTENbHBIX AeAcTBUI B aTane |1l (cM. pasgen 6); unn,

- npenocTaBnTb NHMPOPMaLUIO 0 HEOBXOANMMOCTU AOMONMHUTENbHBLIX AeUCTBUA Ha aTane Il (cm. pas-
Aen 6), He3aBUCUMO OT TOro, BbISIBUN NN aHAaNN3 UCTOYHUKOB AaHHbIX HECOOTBETCTBUA UNWU NOTeHUNanbHble
HEeCoOTBETCTBUS.

BapuraHTbl BbIXOAHBIX JaHHBIX U3MepeHUs M aHanusa npuseaeHbl Ha PUCYHKe 2.

A B | 3ranm C | 3rmanm D
Het xoppekumi Koppekuuu Koppekuun Koppekuuu
aHanu3 aHanu3 aHanus aHanu3
MOHUTOPUHI MOHUTOPUHT MOHUTOPUHI MOHUTOPUHF
naMepeHue n3MepeHue naMepeHue n3MepeHue

PucyHok 2 — Bbixogbl UaMepeHusi v aHanu3sa
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B npeacTaB/ieHHOM HUXe npumepe npuBefeHa 6osee nogpobHas MHopMauns, pasbsacHsoLWas pucy-
HOK 2. Kaxk[blii BapuaHT, NnokasbiBaloWmii pas3/inuHble BbIXOAbl Pe3y/1bTaToB U3MEePEHNs U aHanm3a, onucbiBa-
€TCsl Ha OCHOBe NPUBEAEHHOro HUXE Npumepa.

Mpumep - B npougecce NpoekTUPOBaHWs 1 pa3paboTKu He 6bl1 BbINOJIHEHbI TPe60BaHNsl K COCTaBy
[OKYyMeHTauun. HefocTarowwas AoKyMeH Taums BKoYana B cebsi 3aMeHy 04HOM0 NMOCTaBLLMKA 3/1eK T POHHOIA
nnaThbl Ha Aapyroro. Tpe6oBaHWe 3aKMOYa/IOCh B [JOKYMEHTUPOBAHUM HauMEHOBaHMS MOCTaBLUMKA U ero

perncTpaynoHHOro Homepa B "ToroeomorT4yeTe.

BapuaHT A  Koppekuun He TpebyeTca. smepeHne 1 MOHUTOPUHT OCYLIECTBAIOTCA B TEKYLLEM PeXUME.
MpuHUMaeTCA pelleHne He MnpeanpuHNUMaTb HUKaKUX KOpPeKuuid, U He npeanpuHMMAaTtb HUKaKUX
OEencTBuiA caaHHbIM HecooTBeTCcTBMEM Ha aTane Il (cm. pasgen 6).
Mpumep HecooTBeTcTBUe PerncrpaunoHHbIli HoMmep nocTasLMKa He OblN BK/IHOYEH B MTOrOBbLIV OTYET, O4HAaKO,
HaumeHoBaHue nocTtasLymKa 6b1/10 3a[,0KYMEHTMPOBAHO.
OCHOBHble pe- AHanu3 nokasblBaeT, YTO Npoueaypa ABAseTca afekBaTHOW U N0/Ib30BaTeN0 XOPOo-
3ynbTaTbl  M3Me- IO U3BECTEH AaHHbI/ npoLecc.
peHus n aHanusza  [locne paccMoTpeHus 3TOro BOMpoca, MPUHUMAaeTCs pelleHne NpoBefeHns BHe-
N1aHOBOW NPOBEPKU.
Yka3zaHHOe TpeboBaHue npegnonaranocb TONbKO A8 yaobcTsa.
BbiBOAbI Koppekunmn He TpebyeTca. B UTOroBbIi OTYET U3MEHEHUSA BHOCUTb He 06A3aTesibHO,
Tak KakK NnocTaBLMK LOKYMEHTa/IbHO UAEeHTUMULMPOBAH N0 HAUMEHOBAaHWUIO, Cneao-
BaTes/ibHO, NPOCNEXMBAEMOCTb UMEET MeCTO.
[evictBuii Ha aTane lll He TpebyeTcs.
BapuaHT B TpebyeTtca koppekuus. VismepeHne U MOHUTOPUHT OCYLLECTB/IAIOTCA B TEKYLLEM PEeXUME.
MpuHUMaeTCA pelleHne OCyLLEeCTBUTb HaYa lbHY0 KOPPEeKLUMIo, HO He NpeanpuHUMaTh HUKakux aencTeuii
CAaHHbIM HecooTBeTCTBMEM Ha aTane lll (cm. pasgen 6).
Mpumep HecooTBeTcTBUE HanMmeHoBaHMe NocTaBLiMKa U €70 PErucTpaLoHHblii HOMEP He 6blNN BKIOYEHbI B
MTOrOBbIA OTYET.
OCHOBHblE pe- AHanu3 nokasbliBaeT, YTO Npoueaypa ABAseTCA afekBaTHOW M NOIb30BaTENO XOPO-
3ynbTaTbl M3Me- IO U3BECTEH AaHHbIA npouecc.
peHus u aHanusa  [loc/ie paccMOTPEHMA 3TOro BOMpoca, NPUHWMAaEeTCA pelleHue NPOBeAeHNs BHe-
nnaHoBOI NpPoBEpKM.
Yka3aHHoe Tpe6oBaHue o6ecneunBaeT NPOCAEXMBAEMOCTb NOCTaBLL KA, U UHAOP-
Mauma MOoXeT GblTb NOTepsiHa, eci B UTOTOBbIA OTYeT He GyAyT BHECEHbl M3MeHe-
HUS.
BbIBOAbI HauanbHasa koppekuus fonxHa 6blTb CBeeHa K BHECEHUID U3MEHEHUWIA B UTOrOBbIA
oTYer.
[LelicTBuii Ha atane lll He TpebyeTcs.
BapuaHte  Koppekuus u ocyliecTBrieHve ganbHeilunx 4eidcTBUiA Ha atane yaydleHus.
MpuHUMaeTCa pelleHne OCYLLeCTBUTb HayaslbHYl0 KOppekumio. Tem He MeHee, CyllecTBYeT Heob6xoam-
MOCTb 471 nocnefyowmx genctenii Ha atane lll (cMm. pasgen 6) B pesynbTarte NpoBefeHHOro aHanusa
ONA fanbHenwero paccnefoBaHns, 4To6bl onpeaennTb He06X04MMble KOPPEKTUpYoLWme AelicTBUS.
Mpumep HecooTBeTcTBME HaumeHoBaHWe nocTasLiMKa U €ro PerncTpaunoHHbIi HOMep He GblIN BKIKYEHBI B
UTOrOBbI OTYeT.
OCHOBHbIE pe- AHanu3 nokasbiBaeT, 4YTO npouefypa MOXET SiIBNATbCA HeafeKBaTHOW W 6bliTb He
3ynbTaTtbl W3Me- O4YeHb MOHATHOW ANA Nofib3oBaTesneil, yuacTByOLUMX B JaHHOM npouecce. Mpo6ne-

peHuna n aHanusa

BbiBOAbI

Ma 6blna BbisiBIeHa B HECKOJIbKMX 0TYETaX. B 0fHUX cryyasx, NpocnexmBaemMmocTb
nocTaBLUiMKa MOrna 6biTh OCYLLECTB/IEHA C MOMOLLbIO UHbIX CPEACTB, HO B APYrUX
c/lyyasix 370 6b1/10 HEBO3MOXHO.

HavanbHasa koppekunsa Ao/mkHa 6biTb CBefleHa K BHECEHUI0 M3MEHEHWI B UTOTOBbIN
OTYEeT C yKaszaHMeM HauMeHOBaHuA U perncTpayuoHHOro HoMmepa nocTaslimka (B
cny4dasx, Korga MoXxHo 6bi10 naeHTMduLMposaTtb NocTasLymnka).

Mepexoa Ha 3atan lll gns ocyw,ecTBNEeHNS KOPPEKTUPYOLWMNX AENCTBUIA.
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OKOHYaHue

BapuaHTD [JanbHeiiwee nccnegosaHne nNpo6iemMbl ocyllecTBNAETCA Ha 3Tane ynydlleHus.
MpuUHUMaeTCca pelweHne 0 TOM, UTO Ha AaHHbIA MOMEHT HEAOCTATOUYHO MHOPMaLUKM, YTOBLI ONpeaennTb
KOHKpeTHOoe AeicTBUe, MO3TOMY NocneaytoluimMe agelicTBus 6yayT ocylecTBeHbl Ha aTane lll.

Mpumep HecooTBeTcTBME HavMeHoBaHWe NocTaBLMKa U ero PerucTpaunoHHblli HOMep He GblsIn BK/IIOYEHbI B
NTOrOBbLIN OTYeT.

OCHOBHble pe- AHanu3 nokasbiBaeT, 4YTO npouefypa MOXeT ABNATbCA HeaAeKBaTHOVI, N 6bITb He
3ynbTtatbl U3Me- O4YeHb NOHATHa ansa nonb3oBaTtesnei, ydyacTByrOLWKUX B JaHHOM npouecce. ﬂpo6nel\/|a
pPeHna u aHanunsa 6bl51a BbISIB/IEHA B HECKOJIbKUX OTYeTax.
lpocnexnesaemoCcTb MOCTaBLLMKa He MOXeT 6bITb ocyuiecTB/ieHa C NOMOLWbO Ka-
Knx-nnbo cpeacTs.

BblBO/bI Koppekuns HeBO3MOXHa, T. K. NOCTaBLNK HEN3BECTEH, KOPPEKLUSA HE MOXET ObiTb
ocyuiecTB/eHa.
Mepexoa Ha atan Il 4nA ocyLwecTB/IEHNA KOPPEKTUPYIOLWNX AEeACTBUNA.

JokymeHTUpOBaHHbIe NpoLeaypbl 4O/DKHbI YHETKO pasrpaHnuunTb M onpeaenunTb, Korga TpebyeTcs nepe-
xon4 Ha atan lll.

O6bIYHO M3rOTOBUTENIM UMEKT B HaINYUM OpraHu3aunoHHble TPYnnbl WUAKM CBA3aHHble Npouecchbl U3
OCHOBHbIX UICTOYHWKOB AaHHbIX (Hanpumep, o6paboTka xanob, nHopMaLmnsa 0 HECOOTBETCTBUAX, MaTepuransl
HabnpgaTeNnbHbIX COBETOB, NPOLECCHl yNpaBileHUss U3MeHeHusamu). B pamkax aTux rpynn uam npoLeccos
onpefeneHHble BUAbI feATENbHOCTW, OTPaXEeHHbIe Ha PUCYHKe 2, MOTYT 6biTb peanim3oBaHbl 6e3 ganbHelw nx
aencteuin Ha atane Il

OpHako MOryT MMeTb MeCcTO onpefesieHHble cobbiTUA, 4eliCTBUA NO KOTOPbIM, B CBA3M CO 3HAYMMOCTbIO
pucka, MoryT nepeitu Ha atan lll 6e3 3amegneHus. B cnyyae BbIABEHNA NOTEHLUMAIbHOTO HECOOTBETCTBUA,
nocnejywuime oelicTBUA Takxxe MOryT nepexoantb Ha atan Il (cm. pasgen 6) 4nsa ocyuw,ecTBieHUs Heob6xoamn-
MbIX A€ACTBUI NO NpefOoTBpPaLL,eHN0 BOBHUKHOBEHUSA NMOTEHLMAbHOIO HECOOTBETCTBUSA.

B cnyyae HEBO3MOXHOCTY KOPPEKLMY, UK, €C/TN KOPPEKLUSA MOXEeT 6blTb MPUHATA B rpynnax uam npowec-
cax, Heo6X0AMM MOHUTOPWUHI W aHa/IN3 UCTOYHUKOB AaHHbIX (Hanpumep, B TpPeHAE), A1A onpefeneHns Toro,
Kakas HakonseHHas MHopMauua MoxeT notpebosBaTbcsa Ha aTane lll. Becaknit pas, korga npo6siema nepexo-
avT Ha aTan lll, nio6as nHpopmaynsa, nonyyeHHas B paMkax, onpegensemMblX 4eATeNbHOCTbIO 3TUX Fpynn uim
npoueccoB, f0/HkHa 6bITb UCMONb30BaHa B Kakoin-nnbo gesatenbHocTn aTana lll, Hanpumep, «paccrnefoBaHne»
(cm. 6.1) nnn «onpegeneHune genicTenin» (cm. 6.3).

6 Jtan lll. Yny4yweHwne

JTan «ynyuyweHne» B BUAE KOPPEKTUPYHOLWMUX WAW Npeaynpexpanlinx AeicTBuii npegHasHavyeH s
yCTpaHeHUs Uan cMAaryeHus nocneacTBMini HECOOTBETCTBUSA UM NOTEHLNANBHOIO HECOOTBETCTBUA.

[leaTenbHOCTb MO YNyYLIEHNIO 3aBUCUT OT KOHKPETHOTO HECOOTBETCTBUSA WM NOTEHLMAbHOTO HEeCoOoT-
BeTCTBMA. Bce npegbiayuive gaHHble atana 1no/mkHbl 6bITb UCNOMb30BaHbl B KAYECTBE BXOAHbIX AaHHbIX B NPO-
neccax atana lll.

JTan «ynyyweHne» M MeEPONPUATUSA, NPUBELEHHbIE HA PUCYHKe 3, 4OMKHbI 6bITb 3a40KYMEHTUPOBAHbI.
YnydweHne 06bIYHO BK/AOYaeT crnegywuine BuAbl AeSATeNbHOCTW, KOTOpble WM3roToBMUTeNb bGyaeT ocyuie-
CTBNATb NOC/eA0BaTeIbHO AN UHOTAA OHOBPEMEHHO:

- BCECTOpPOHHee paccfiefjoBaHMe OTYETOB O HECOOTBETCTBUSAX;

- rny6oKuii aHan3 NPUYNH BO3HUKHOBEHNA HECOOTBETCTBUIA;

- onpegeneHne Heo6XxoANMbIXAENCTBUIA;

- Bepudukauusa BbINOSHEHNS 3TUX AENCTBUNA;

- paspaboTka MeponpusaTuii;

- NpoBepKa pe3ynbTaTUBHOCTU peasim30BaHHbIX MEPONPUATUIA.

6.1 PaccneposaHue

Llenb paccnefoBaHus 3aknovaeTcs B MAEHTUDMKALWM OCHOBHOW NPUYMHBI CYLLECTBYIOLUX UK, NO BO3-
MOXHOCTU, MOTEHLMANbHBIX HECOOTBETCTBUIA, a TaKKe B BbipaboTke peKoMeHAauumn 405 peleHns npo6nemsi.
MacwTab/paMkn pacciefoBaHUs 4O/KHbI 6bITb COM3MEPUMbI C PUCKOM BbISIBIEHHOTO HECOOTBETCTBUS.

8
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6.1 PaccneqgoBaHne ———————» 6.2 AHanu3 nNpuuMH

y"yq weHue 6.3 OnpegeneHve HeOBXxoAUMBIX AEACTBUA
6.6 MpoBepka peaynbTaTMBHOCTU

peanu3oBaHHbIX MEpONpUATUIA

k 6.5 Paspa6otka 6.4 Bepudpmkauun

MepOonpUsITUiA BbiMOMHEHHLIX ASWCTBUA

Pucynok 3 — Oran lll. Ynyuwenune

MpakTuka nokasbiBaeT, YTO JOKYMEHTallbHO NnaH AomkeH ObiTb pa3paboTaH Ao HavYana nNposeaeHus
paccnegosarust (cM. npunoxerue D). MnaH gomkeH BknoyaTh:

- ONnMncaHne HeCOOTBETCTBUS, BbipaXKeHHOe B BUAE NOCTAHOBKW 3afa4u;

- obnacTb paccnegoBaHus;

- rpynnano paccnegoBaHuio, U 06a3aHHOCTIN YNIEHOB rpynnbl;

- onuncaHune gesATenbHOCTH, KOTopas A0MKHA GbiTb BbIMOHEHA;

- pecypcel;

- MeTodbl U CpeacTBa;

- BpeMEeHHbIe paMKu.

W3 nHbopmaLumm, nony4yeHHo B xoae Bcero npolecca, nocTaHoBKa 3a4ayun MoXeT 6blTb epecMoTpeHa
1 yTOYHEeHa B 3aBUCMMOCTN OT 06CTONATENBLCTB.

PaccneposaHue AomnxHo:

- ornpeaennTb CTerneHb HECOOTBETCTBUSA UMU NOTEHLNanbHOro HeCOOTBETCTBUS;

- NPUHMMAaTL BO BHUMaHUE, YTO eCTb, BEPOSITHO, HECKOSLKO NPUUUH COBLITURA; CneaoBaTenbHo, paccne-
A0oBaHWe He A0MMKHO 6bITb MpekpalleHo JOCPOYHO;

- OTnMYaTb CUMNTOMbI HECOOTBETCTBMUA OT UCTUHHBIX MPUYNH ero BO3HUKHOBEHUA U TpeboBaTk ycTpaHe-
HUS NEePBONPUYMHBI, @ HE TOIbKO CUMMNTOMOB;

- OnpeaennTb KOHEeYHYHo TOUKY paccredoBaHus. YpeamepHo ucuepnbiBaowee paccnegoBaHne MoxeT
ABMATLCA HeonpasAaHHOW OTCPOYKON OCYLLECTBIIEHUS KOPPEKLMN HECOOTBETCTBUA NN MOHECTU AOMNOSNHU-
TenbHoe yBenuveHue satpar. (Hanpumep, ecnu yctpaHntb 80 % BbISIBNEHHBIX NPUYUH, TO BNOMHE BEPOSITHO,
YTO 3HAYMTENbHbIE MPUYMHBI BbINn YyCTpaHeHsl (MeTog MapeTo));

- MPWHATb BO BHUMaHMWE BbIXOAHbIE AaHHbIE MeHEeI)KMEHTa pUcKa;

- cornacosartb B1A U bopMy AokasaTenbcTs. Hanpumep, AokasaTenbcTea A0MKHBI BKIlOYATL crieyto-
Lyto nHcpopmaLmto:

a) TSKeCTb;

b) BeposaTHOCTbL HacTynneHus cobbITUS;

C) aHanu3 nocneacTBUiA, BbITEKAKLMNX U3 COBBLITUS.

[ns obneryeHns aHanusa paccrnegoBaHne JOMKHO NpegycMaTprBaTh c6op AaHHbIX U OCHOBLIBATLCA Ha
moboM aHanuae, olleHkax U paccrnefoBaHNUsX, koTopble BbinNn paHee ocyllecTBreHsbl (CM. pasaen 5). Nuuam,
OCYyLLEeCTBMsALLMM paccregoBaHue, notpebyeTca naeHTUdULMpoBaTb, onNpeaenuTs U 3aTeM A0KYMEHTUPO-
BaTb HabnogaeMble 3amMe4aHnsA/HECOOTBETCTBUS UK YKe U3BECTHbIE NPUYMHBI, YTOGLI rapaHTUPOBaTh NOHU-
MaHue KoHTekcTa U macwTaba paccriegosaHust. Takke Heobxoaumo:

- MpoaHanM3npoBaTh Y YTOUHWUTL NOMYYEHHYO MHopMaLuio;

- NpPoBecTU aHanu3 Noboi AoNONHUTENbHON UHopMaLMK, NOMYYEeHHOW C MOMOLLbIO FOPU3OHTANBHOrC
aHanunaa;

- paccMoTpeTb, ABMNSAETCH NN 3TO CUCTEMHOW MU HECUCTEMHOK NpobneMoit;

- cobpaTb gonofHUTeNbHbIe AoKa3aTe bCTBa, /M 3T0 Heo6X0aAUMO;

- NPOBECTU ONpoc BNnajesbLies NpoLeccos/onepaTopos UN ApYrux 3anHTepecoBaHHbLIX CTOPOH;

- MPOBECTM aHanNn3 JOKYMEHTOB;

- NpoBepuTb 0B BEKTHI UM acreKTbl OKPYXKatoLLen cpeabl.
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[omxkHbl 6bITb NpoaHanM3vpoBaHbl NpeablayLiue paccrneaoBaHus ¢ Uenblo onpeaeneHus aensieTca nu
AaHHoe cobbITUe HOBBIM UMW MOBTOPSIOLLIMMCS, KOrAa, HanpuMep, paHee peannaoBaHHble AeNCTBUS IBUNUCH
HepesynbTaTUBHbLIMU. CriegytoLme BONPoCkl MOMOryT NPUHATL peLLeHne:

- HecooTtBeTcTBME NONYYEHO U3 OAHOMO UCTOYHUKA AAHHBLIX?

- CooTHOCUTCS N AaHHOE HeCOOTBETCTBUE C HECOOTBETCTBUSIMU, MOMYYEHHLIMW U3 APYTMX UCTOYHUKOB
JaHHbIX?

- NaeHTndunumpyeT N HeCcooTBETCTBUE HECKOMNBKO UCTOUYHUKOB AAaHHbIX?

- OkasblBatoT 1M BNUsiHWE Ha paccredyemyto npobnemy apyrme HecooTBETCTBUSA?

MHorMe U3 MHCTPYMEHTOB, KOTOPbIE UCTIONb3YIOTCA B paccrnefoBaHUAX, OCHOBaHbI Ha NPUYUHHO-cRea-
CTBEHHO CBA3M Mexady cobbITUEM N CUMMTOM 3TOr0 COBbITUA. UTODOLI yOeanuTbea, UTO BbIsIBNEHBI UMEHHO NpU-
YWHBI, @8 He CUMMTOMBI, Heo6X04MMO crneayoLlee:

- YyeTKoe onucaHue NpuYuHbl U ee BrMsAHKE. Talke AoMKHA ObiTb ONUCaHa CBA3b MeXAy NMPUYUHON U
HexxenarenbHbIM pesynbTaToMm;

- Kaxgoe onucaHue NpUdrHbl Takke AOMMKHO BKMKOYATL YCIOBUSl, CNOCOBCTBYOWME BO3SHUKHOBEHUIO
HexenaTenobHoro acpdekTa.

BesgeicTBre MoXeT paccMaTpMBaTbCS Kak NpUYMHa TONBKO B criydae, ecnu cyllectsyeT TpeboBaHue
Kakoro-nnbo aencTaus. TpeboBaHWe 4eCTBUSI MOXET BbITb ONpeAeneHo B npoueaype, pernaMeHTe, ctTaHgap-
Tax, PYKOBOAALMX MPUHLMANAEX UMW APYroro pasyMHO 0XXnMaaemoro AencTeuns.

HekoTopble 13 Hanbonee pacnpocTpaHeHHbIX UHCTPYMEHTOB M METOAOB BKMOYALOT cneayowee:

- MPUYNHHO-CNEACTBEHHbIE AMarpamMmel;

- MeToa «5 nodyemy»;

- cxembl [MapeTo;

- MPUYNHHO-CrEeACTBEHHbIE AMarpamMmbl «pbibuii ckeneT» Mcukassl;

- aHanus U3MeHeHUn;

- MeTodbl aHanmnsa puckos;

- metod «[Jda/HeT».

WUTorom paccnenoBaHus 4OMKHO BbITb crieaytowee:

- YeTKo ofnpegerneHHas NocTaHOBKa 3ajauu;

- uHdopmaums, koTopasi belna cobpaHa, NpoaHanuanpoBaHa Uunu oueHeHa;

- pesynbTaTbl aHanuaa/oLeHnBaHns UHpopmauuu;

- naeHTUMKaLUa NPUYMH(BI) MK CNOCOBCTBYIOWNX (hakTOpOB;

- OelCTBUSA B OTHOLLEHUM NPUYNH(bl) UMK cNocobCTBYOLWUX (haKTOpOB.

6.2 OnpepeneHne oCHOBHbLIX NPUYUH

MpuunHBl UNK akTopsl, cnocoGCTBYIOWLNE BO3HUKHOBEHUIO HECOOTBETCTBUS UMM MOTEHLUarnsHOro
HecoOTBETCTBUA, AOMKHbI ObITb He3aMeaANMTeNbHO BbISIBNEHbI, YTOGbl MOT M 6bITh MPUHATLI KOPPEKTUPYIoLLME
AelcTBYs ANs NpeaoTBpalleHUs ToBTOpeHUs coBbLITUSA UMW Npeaynpexaatolme AeicTeua Ang npefoTepallie-
HUS ero BO3HUKHOBEeHWS. lMpolecc onpedeneHUsl OCHOBHBIX MPUYMH CrieyeT HauyuHaTb C Bbixoda(oB)
paccnegoBanus (cM. 6.1).

Mpw oLieHKe COOTBETCTBYOLLMX AaHHBIX, HEOBX0AUMO YUUTLIBATL credylollee:

- cucTemMaTiMyeckoe HakomneHue NMPUUUHHO-CIEeACTBEHHbIX BbIBOAOB, AOKYMEHTANbHO NoATBepXKaeH-
HbIX AAHHBIX;

- OLeHKa 3HaYMMBIX U1 CKPBITLIX MPUYKMH U UX BIIUSIHUE Ha Npobriemy;

- YBEPeHHOCTb, YTO UAEHTUDULMPYIOTCA MPUYUHBI, @ HE CUMITOMbI;

- nposepka Gonee o4HO NePBONPUUYUHBI (aHaNN3 APYIMX NPOLIECCOB B Crlydae Heo6XxoaumMocTH).

Mpu4rHEl UK cnocobeTBYOLWME hakTOpbl BOSHUKHOBEHUSI HECOOTBETCTBUIA UIU NOTEHLMarIbHbLIX HECO-
OTBETCTBUIA MOTYT BKIIOYATL crieaytoLlee:

- 0TKa3 WM HeMCnpaBHOCTb: NOCTYNaLWMX MaTepuaros, NPOLECCOB, UHCTPYMEHTOB, 060py0BaHUA
UMK NPOU3BOACTBEHHLIX OGHLEKTOB, B KOTOPLIX BbIMycKaeTca NPoAyKUMs, XpaHeHUe U UCToNb3oBaHue, B TOM
yncne obopyaoBaHue U CUCTEM B HEM,;

- HeafeKsaTHblE UMW OTCYTCTBYHOLLME NPOLIeAYPbl U AIOKYMEHTaLusT;

- HecobntoaeHuWe npoueayp;

- HeapgekBaTHOe yrnpaBneHue NpoLeccoMm;

- HeCOOTBeTCTBYOLLEE MNaHUPOBaHUE;

- HegocTaToK 0By4eHus:;

- HeafekBaTHble yCroBus TpyAa;

- He[QoCTaTOuHbIe pecypchl (YenoBeYeckUe Unvm matTepuarbsHbie);

- M3MEHYMBOCTb MNpoLiecca.
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N nony4eHus 4ONOMHUTENbHON MHOPMALUMK NO acnekTam, KoTopble 6yayT paccMOTpeHbI NpU BbINOA-
HEHWUW aHanM3a OCHOBHBIX MPUYUH, CM. Npunoxexne C.

PesynbTaToM aHanusa OCHOBHOW MPUYUHBI AOMMKHO ABMATLCA YETKOE U3NOXKeHNe (dyHaaMeHTasnbHOMN
MPUYMHBI BOSHUKHOBEHWUSI HECOOTBETCTBUA (CM. NpunoxeHue D).

6.3 OnpepgeneHue aencTBUN

Koraa npuuuHa(bl) onpegeneHa(bl), N3rotoBuUTeNb AOIMKEH onpeaennTb 1 3a40KyMeHTUpoBaTb Heobxo-
AVMble KOppekuMu W/unu KoppekTupylolme AeUCTBUA unv npeaynpexaatowme aenctsusa. 3T gencTsus
AOMKHBI BbITh MPoaHanNU3upoBaHbl € Lenbio obecneyveHns Toro, YTo UAeHTUdULUPOBaHLI Bce Heobxoaumele
AencteuA. AHanu3 MoxeT BbiTb NoneseH AnA npoueccHoro noaxoda. B cnyyae HeobxoaMmocTn peweHus
OTHOCUTESLHO YNpaBneHuA NPoayKUMen Takke A0MKHbI ObITb JOKYMEHTUPOBAHGI.

Bo3MOXHO nonyveHue cneayowmx pe3ynbTaTos, KOTOpbIe AOMKHBI ObITb 3240KYMEHTUPOBAHbI:

He TpebyeTca HUKakuX AONOAHUTENbHBIX AeUCTBUI (NMPU YCNOBUK, YTO OTCYTCTBYIOT BONPOCHI, CBA3aH-
Hble ¢ 6e30MacHOCTbIO UK perynupyowmMMmn TpebosaHnsaMm):

a) NpoAaosHKaeTca HenpepblBHbIA MOHUTOPWHT;

b) npuHumMaeTca peweHue 06 OTKNOHEHUN U NPOJOITKAETCS MOHUTOPUHT.

Koppekuun

Koppekuus moxeT 6bITb Heobxoauma, UTobbl caenaTh NepBble KOPPEKTUPOBKU C LLENbIO peLLeHNs BONpo-
coB 6e30MacHOCTU UMW CHUXKEHUSI pyUcKa (HanpuMep, NpekpalleHue Bbinycka, NPUOCTaHOBKA OTIPY3ku/NocTaBs-
KW, npegoctasneHue NOSICHUTENbHBIX yBeAoOMIeHnn). 3Ta AeATerbHOCTb NPOBOAUTCA A0 3aBeplueHus
paccnefoBaHUA U BbIABMEHUS NpuunHbl. OgHako nocne npoBedeHus paccrnefoBaHns U onpeaeneHus OCHOB-
HbIX NPUYUH, MOTYT NoTpeboBaTbcs HE0BX0AUMbIE AOMOSTHUTESIbHBLIE U/UINU, BO3MOXHO, UHBIE KOPPEKLMN.

KoppekTupytowme aencTeus

KoppekTupylowme AencTBus AOIMKHBI peluaTb CUCTEMHbIe Npobnembl. Hanpumep, nameHeHue npoueay-
pbl 1 06y4eHWe NepcoHana nepecMoTPeHHOM NpoLeaype camo no cebe He Bcerga MoxeT GbiTb LienecooGpas-
HbIM UM AOCTaTOMHBIM 4151 peLUeHUs1 CUCTeMHBIX(01) npobnem(bl).

Mpeaynpexaatolwmne AencTBus

PaspaboTka npedynpexgarownux eACTBUA He npeanonaraeT HanuMuue paHee BbIABMNEHHbIX HECOOT-
BETCTBUN.

B pesynbTate aTol AeATENbHOCTM, NepeYveHb AeUCTBUA AOMKEH BbITb 3a40KyMeHTUpoBaH. OH MoxeT
BKITHOYaTh!

- nogpo6Hoe onucaHmne ocyLlecTBNeHNs paboT;

- aHanus perynupytowmx TpeboBaHni (NMUeH3npoBaHue, cepTudukaumnsa n . a.);

- hYHKLMUM N 06513aHHOCTM NL, CBA3AHHBIX C BbIMNOSTHEHNEM AEACTBUIA;

- orpegeneHue HeobxoaMMbIX pecypcoB (Hanpumep, MHgpopMaLoHHoe obecneveHne, MHPaCTPYKTY-
pa, Npon3BOACTBEHHAsA cpeaa);

- MpoTOoKOonNbl BepudnkaLumm n/unm sanugasmm ¢ Koutepusmmn npuemMnemMocTu;

- rpaduK BEINONHEHNUsI paboT, BKoYasi BpeMeHHYo NocrneaoBaTebHOCTb;

- MeTodbl UM AaHHble As onpeaeneHus pesynbTaTUBHOCTU C KpUTePUSMU MPUEMIEMOCTH;

- naeHTUdMKaLMo HavyanbHOM TOYKA MOHUTOPUHIE U KOHEYHOW TOYKN B BUAE KOPPEKLA U/ U KOPPEKTU-
PYHOLLMX AEACTBUIA UK NpeaynpexaatoLwnx 4eiCTBUA, Kak BbINo N3NOXEHO BhILLE.

6.4 Bepudukauuna gencTeumn

Mepen ocyllecTBNEHUEM ASACTBUIA, KOTOpbIE B onpedeneHbl, M3roTOBUTENb A0IMKEeH BepUdULmMpo-
BaTb WAEHTUULUMPOBaHHbIE AENCTBUA U YTBEPAUTb UX peanusauuio. Kpome TOro MoXeT AONOMHUTENbHO
noTpeboBaTbcs Banuaauns UnNu pesanvaaums, Tam, rae MeHsitoTcs notpebHocTy none3oBaTtenen unu npegno-
naraemoe 1cnonb3oBaHue 1 6yaeT Heobxognma BanuMaalms npoLecca NnpoekTnpoBaHus.

[eATenbHOCTb Mo BepUuKaLnm ormkHa 06ecneYvnTb, 4Tobbl BCe 3neMeHThl NpeanaraeMoro AeicTBus
(ookymeHTaums, obydeHue 1 T. 4.) byayT yaoBneTBopsiTb TpeboBaHuAM npeanonaraeMoro Aenctamsa. OTn
MepPOoNpPUSATAS AOMMKHEI ObITb BbINOMAHEHbI MLaMK, KOTOPble KOMMNETEeHTHbI B MpoLecce NpoekTUpoBaHUS Unn
npoLecce, KOTOPbIA ABMSAETCA NPeAMETOM KOPPEKTUPYIOLLNX MW Npedynpexaarowmux geicTeuin. Bepuduka-
LMs npegynpexgatollero AencTBMsA MoXeT BbiTb AOCTUIHYTa MyTeM COo3AaHus YCNOBUNA, B KOTOPbIX MOXHO
COOTBETCTBYHOLLYH CUTYaLMIO NOATBEPAUTb, 1 NPU 3TOM HECOOTBETCTBME HE BO3HMKaeT.

C nomolLubto Banugaunm 4esTeNlbHOCT HakannmeaoTes AaHHble 1 nHdopMaLums, KoTopble noaTBepxaa-
tOT BEPOATHOCTb Pe3ybTaTUBHOCTU KOPPEKTUPYIOLLNX AeNCTBUIA AN UCKITFOYEHUS HECOOTBETCTBUSA UNU Npe -
naraemMoro HeCoOTBETCTBUS.

Mpumepbl BOMpPoOCOB, KoTopble ByAyT paccMoTpeHbl NpU NMaHNMPoBaHWWM BepudmkaumMu/Banugaunu,
BKIHOYaloT B cebs:
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- YcTpaHuT nn AeCTBUE BLISIBIIEHHYIO NPUYNHY?

- OxeaTblBaeT N AeACTBNE BCce HeoOXx0aAMMble NPOoLecChl/NPoayKLmMio?

- Bnnsiet nv oTpuuaTensHo AeNCTBUE Ha rOTOBYHO NPOAYKLMIO?

- MoXHO N1 3aBeplMTb AENCTBUS B COOTBETCTBUM C 3arniaHWpoBaHHbIM rpacukom (pecypchl,
cblpbe/MaTepuarnsl, IOTUCTUKA, CBA3L U T. 4.)7

- ABnaeTtca nn geicTeBre COM3MEPHMbIM CO CTEMEHbIO paHee YCTaHOBNEHHbIX PUCKOB?

- BO3HWKHYT N HOBbIE PUCKN UM HECOOTBETCTBUSI NMOCHE 3TUX ASNCTBUA?

6.5 OcyuwecTBneHue gencTBumn

Cnepytowime anemMeHTbl, KOTopble MOTYT BbiTh 32aTPOHYThI MPW OCYLUECTBIEHUN AENCTBUIA, U KOTOpble
OOMKHbI ObIT 3840KYMEHTUPOBaHDI:

- MpUuHMMaloLMe y4acThe CTOPOHbI;

- Marepuansl;

- npoLecchl;

- oby4eHue;

- KOMMYHUWKaLUn;

- WHCTPYMEHTHI;

- BPEMeHHble paMKun OCyLLeCTBNEeHNs AEACTBUA.

Takke Heobxoanmo BepuULMpOoBaTh, UTO OCYLLECTBNEHNE BCEX AeCTBUA 3aBEPLUEHO.

6.6 OnpeaeneHue pe3ynbTaTUBHOCTU OCYLUECTBMNEHHbIX AeCTBUIA

N3roToBuUTENb OOMKEH HAaKanNIMBaTh AaHHble, CBA3AHHbIE C pe3yribTaTUBHOCTLIO, B TeHEeHUe BCero Bpe-
MeHM OCYLLEeCTBNEHUs1 AeACTBUN (NpUMepbl NpUBeAeHbl B NpUIoXeHnn D).

Bbicllee pykoBoACTBO A0MKHO obecneunTb NpoBegeHNe aHannaa 1 cBoe y4acTue B HeM ¢ Lenbio nog-
TBEPXAEHWUSA TOrO, YTO NPEAnPUHATbIE AeNCTBUS Bbin pesynbTaTUBHBLIMK, @ HOBbIE BOMPOCHI UK Npobnembl
He Bo3HMKatoT. Creaytowme BONpochl A0MKHbI ObITb pACCMOTPEH bl HA COOTBETCTBYIOLLMX 3Tanax ocyLlecTene-
HWUs1 0eACTBUI 1 BKIIOYEHbI B OKOHYATEbHbIA aHamnus:

- cylwjecTBylowas npobnema 6binia BCeCTOPoOHHE paccMoTpeHa?

- onpegeneHa nu cteneHb Npobnemsbl (HaNpUMep, AManasoH BbiNyckaeMblX U3genyi, MHopmauus ot
naLueHTOB, MpoLEecchl, MPON3BOACTBEHHbIE NTUHMM, onepaTop)?

- BbISIBMEHbI N NEPBOMNPUYMHBI/CNIOCOBCTRYOWME hakTopbl 3TOM NPobnemMbl 1 pelleHbl i OHN?

- onpepjerieHbl N1 4eACTBUSA, HanpaBneHHble Ha yny4lleHue? 3annaHnpoBaHbl N OHU, 3a40KYMEeHTUPOo-
BaHbl, BepUPULNPYIOTCSA U OCYLLIECTBNAOTCA NN?

Ecnu usrotoBUTeNb cUUTAET AENCTBUS HEpe3ynbTaTUBHEIMA, OH AOTDKEH MOBTOPHO MHULIMMPOBATL AeA-
TenbHocTb aTana lll (cm. pasgen 6). Ecnv nsrotoButens cuMTaeT 4eNCTBUA HePe3yNbTaTUBHBIMU UMW B XOoA4e
OCyLLeCTBNEHUSA OEeNCTBUIN BO3HUKAKOT HOBble NpobnemMbl UMM HECOOTBETCTBUA, TO OH AOMKEH NEepenTn K
dencteuam atana ll (cm. pasgen 5).

7 Jtan IV. BxoaHble AaHHble ANs BbiCero pykoBoacTBa

Boiclwee pykoBoaCTBO Ha pasHbIX YPOBHSX OpraHn3aLmm AormkHO ObiTb BOBIEYEHO B KaXaoe AeNCTBUe
ynyuLweHust; oo nocpeacTBOM YTBEPXKAEHWSA AeNCTBUIA UM OTYETHOCTU.

OTy4eT Ans BbICLLEro PYKOBOACTBA ABNSAETCH OCHOBHBIM MEXaHN3MOM, YTOObI rapaHTUpoBaTh, YTO CUCTe-
Ma MeHeXXMeHTa KauyecTBa B LiefIoM SIBIIAETCS pe3yrbTaTUBHON.

7.1 OTyeT ANA BbICLLIETO PYKOBOACTBA

WaroToBUTENb AOMKEH UMETh MexaHUaM/NpoLeaypy, KOTOPbI onepaTBHO pearnposan 6bl Ha BONpock|,
cBsi3aHHble ¢ 6e30NacHOCTLI0 UM ApYrue Npobnemsl B yripaBeH!n ¢ BbLICOKMM PUCKOM. DT BOMPOCHI MOTYT
6bITb AEHTUDULMPOBaHBI B UCTOUHMKAX AaHHBIX, (hasax ynydleHus (cM. pasaen 6), Unmn BO3HUKaTb 13 UCTOMY-
HUKOB, BHELUHWX MO OTHOLLIEHUIO K CMCTeMe MeHedXMeHTa KayecTBa. B AononHeHne K 3ToMy onepaTuBHOMY
MexaHW3My, U3roTOBUTENb JA0IKeH onpeaeninTb 0653aHHOCTU BLICLLEro PYKOBOACTBA 1 COTPYAHMKOB (Hanpu-
Mep, BnagenbLeB NPoLEeccoB) KacaTenbHO MPOLEeCCOB M3MepPeHWs], aHanusa 1 yryyLleHns NpoLeccoB, YToGl
rapaHTUpOBaThb, YTO NPOLIECChI 1 peanusyemMble AeMCTBUA, pesynbTaTuBHbL. [Ns 3Toro B JaHHOM MexaHuame
[OIMKHO BbITh NPedyCcMOTPEHO yrpasreHne Ha pasHbiX YPOBHSIX, UTOGHI MonydaThb akTyanbHyo MHopMaLmio
UMK JaHHbIe:

- U3 0esATeNbHOCTM MO U3MEPEHUIo 1 aHaNN3Yy U3 0TAENbHbIX UCTOUYHUKOB AaHHbIX;

- paccrnefoBaHuWi, AelCTBUIA, OCYLLLIECTBMNEHNS U T. . U3 NPOLLeCCOB YNyyLIeHNs.
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7.2 AHanus co cTopoHbl pykoBOACTBa

M3roToBuTeb AoKeH UMeTb NpoLeaypbl AN NOAYYeHUs BXOAHBLIX AaHHbLIX AN aHannsa co CTOPOHbI
PYKOBOACTBA, BKIOYask COOTBETCTBYIOLLYIO MH(pOPMALMIO NPOLIECCOB YAyULLEHUS, TakMX Kak AeWACTBUS No
yny4dLeHno (KoppeKkTupyoLme n/unn npegynpexaatoLme gencTBus), a Takke BaXkHbIX USMEHEeHUIA.

M3roToBuUTENb AOMKEH ONPEAENNTL, KAKNE AaHHbIE OITKHBI 6bITh NpeAcTaBneHbl ANg aHan1sa co cTopo-
Hbl pyKoBoACTBA. [laHHble AOMMKHbBI y4UThIBaTL Cneludunky Lenei B 06nacTn ka4yecTsa U3roToBUTENS U aHanu-
3UMpOBaTbLCA Ha perynsipHoi ocHoBe. lMpocToe npegocTaBreHne psaa MepPOmpUSATUA NO YRyYLIEeHUo Uim
AaHHbIX O TOM, KaKkoe KOMUYeCcTBO AeNCTBUA NO yNyyleHUo Bbio BKHOUYEHO B aHanms Co CTOPOHbI PYKO-
BOACTBA, He AIBMNSIeTCA 4OCTaTOYHbIM A1 OLeHKN pe3yrbTaTUBHOCTY MPOLECCOB.

B aHanuns gomkHa 6bIThb BKNtOYEHa oOLEeHKa MobbiX BO3MOXHOCTEN ANA YydLleHUs NPoAyKLUMK, NpoLec-
COB CUCTEMbI MEHEIXKMEHTa Ka4yecTBa Ui CamMol OpraH3aL M B LLENOM.

BbIXoAHBIMY AaHHbIMW aHan13a MoryT SIBMATLCA BblAeneHne AonoNHATENbHBIX PECYPCOB UMW NepcoHa-
na B Ty UK UHyto oBnacTi, NpoeKT Uiv NPOU3BOACTBO NPOAYKLMM, B KOTOPbIX aHan13 BbISABAN NpobneMsbl, cBs-
3aHHbIe C HEBbIMONHEeHWeM TpeboBaHUiA KTMeHTOB, perynupylowmnx TpebosaHuin, TpeboBaHuii 6esonacHocTU N
oXnaaHna HeobXo4MMON pesynbTaTUBHOCTN.
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MpnnoxeHne A
(cnpaBoy4HoOeg)

MpuMepkl aTanoB AeATENbHOCTU

Mepe4eHb BO3MOXHON AeATENbHOCTN Ha COOTBETCTBYIOLWMX 3Tanax npyeeaeH Ha pucyHke 1.

Huxe npueegeHb NpuMepbl N3 OCHOBHBIX NYHKTOB HacCToOsAWero crasHgapTa. OHuHe npeagHasHa4eHbl B Ka4vecTee 06s-
3aTenbHbIX M HE JOMKHbI MCMOMNb30BaTLCS B KAYECTBE TAKOBbIX, HO MOTYT ObITb MCMONb30BaHbI KaK NPUMEpPbI B3auMOCBSI3U
3TanoB U AesITENBHOCTM ONUCaHHbIX B HACTosILWEM cTaHgapTe. NprBeaeHHbIe B CkoGkax HOMepa NyHKTOB/BUAOB AesiTeNb-
HOCTM HE 03Hau4atoT CTPOromn NnocrneaoBaTenbHOCTU — HeKOTOPbIE MOTYT BbINOMHATLCA NapannensHo.

Ta6nuuya A1

OTan DeatenbHocTb

MnanupoBaHue 1 OnpepgeneHve BCEX UCTOYHMKOB AaHHbIX (BHYTPEHHUX/BHELLHMX) MO TUMY NpoAyKunm
4.1)

2 OnpepeneHve HeOBXOANMBIX PECYPCOB M OTBETCTBEHHOCTM NEepcoHana ans usmepe-
HWS KaXOO0ro UCTOYHMKA AaHHbIX (4.1)

3 OnpepeneHune TpeGOBaHWI ANs KAXA0TO UCTOYHWKA AaHHBIX M 3MTEMEHTOB AAHHBIX B
npegenax Kaxzaoro UCTOYHMKa AaHHbIX, KOTOpble ByayT uamepeHsl 1 NPOaHaNU3UPOBaHbI
4.1)

4 OnpepgeneHve TpeGoBaHWI K Nepexoay Ha 3Tan ynyuwenus (4.1)

5 Onpepenenne TpeboBaHni ONA MOHUTOPUHTA U3MEPEHUI B WCTOYHMKAX AAHHbIX
(5.1)

6 OnpegenexHne NCTOYHMKOB AaHHbIX (4.2)

MamepeHue n aHanua c 7 N3mepeHne n aHanna BCEX UCTOYHUKOB AaHHbIX, B KOTOPbIX BO3HUKAIOT HECOOTBETC-
NMOMOLLbIO  UCTOYHUKOB | TBMSA U MOTEHUMarnbHble HecooTBeTCTBUA (5, 5.1 1 5.2)
AaHHbIX 8 Bbinn coobuweHns © HECOOTBETCTBUM UMK NOTEHUMANBbHOTO HECOOTBETCTBUA M3 6o-

rnee Yem O4HOro NCTOYHMKA AaHHbIX?
9 AensAeTcs HECOOTBETCTBME UMK MNOTEHLMANBHOE HECOOTBETCTBUE CUCTEMHBIM?

Paccneposanue 10 Onpepenenne o6bema M HEOOXOAUMBIX BbIXOOHbLIX AAHHBLIX MO paccreaoBaHUIo
(6.1)

11 PaccnepgoBaHve HeCOOTBETCTBUIM UM NOTEHUMArbHbIX HeCOOTBETCTBUN (6.1)

12 AHanua nepBoOnpuuYMHbI HECOOTBETCTBUSI UMW MOTEHUMANbHOIO HECOOTBETCTBUS
(6.2)

13 Onpegenexue gencTeusi (KOppPEKLUMs, KOPPEKTUPYIOLLME AENCTBUS UMW Npeaynpex-
Jawolee gencteme) (6.3)

14 Bepudvkaumsa npegnaraembix 4eMCTBYA A0 Havana ux peanusauum (6.4)

15 Peanusaums npegnaraembix mep (6.5)

16 OnpegenexHne pe3ynbTaTMBHOCTU AENCTBMI (Banuaauusl, €Cnu 370 BO3MOXHO)

(6.6)
BxogHble paHHble Aans 17 dopmupoBaHMe OTHeTa NO paccrefoBaHnIo U BbIXOAHLIX AHHbLIX Ars BbICLLErO py-
BbICLUEro pyKOBOACTBA koBoacTea (7.1)

18 lNpoBegeHve aHanusa paccregoBaHusi U ero pesynbtaToB (6.6, 7.2)

19 Ecnu aHanus He ycTpamBaeT, nepexog K wary 10

20 TMpu HeoBXOAMMOCTM NOAroTOBKa OTYeTa AN perynupytowmx opraHoB (Mpumeya-
HVe — OTYETHOCTb MOXET NoTpeboBaThCs paHee, B 3aBUCUMOCTU OT Npobnemsi).*

21 lpoeegeHne aygmta CUCTEMbl MEHEKMEHTA Ka4ecTBa B onpegerieHHble UHTep-
BanbI®

22 EcCnn KONU4eCcTBO HECOOTBETCTBUI MIM NMOTEHUMamNbHbIX HECOOTBETCTBUIA MPEBbLI-
WwaeT ueneBble NokasaTenu, nepecmoTp Beex npoueccoB CMK*

* Warn 20—22 He onucaHbl B HAaCTOsIWLEM CTaHaapTe, HO o6aBneHsb! B 9Ty Tabnvuy B Ka4ecTBe HanoMuHaHusi 06
06LWmMx ynpaeneH4eckmx PyHKUmMsAX B 3Ton obnactn CMK.
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MpunoxeHne B
(cnpaBo4Hoe)

an/IMepbl UCTOYHUKOB AaHHbLIX N 3NTeMEHTOB AaHHbIX

Mpumepbl UCTOYHMKOB AaHHbLIX U 9IEMEHTOB AaHHbIX NpuBeaeHsbl B Tabnvue B.1, HO He orpaHu4MBaKTCS 3TON

Tabnuuen.

Ta6nuua B.1

MCTOUMHUKW JaHHBIX

3nemeHTbl AaHHbIX

Perynupytowme TpeboBaHns

PesynbTaTbl NPOBEPOK PEryNUPYIOLLMMU OpraHamu
HoBble nnu nepecmoTpeHHble perynupytome Tpe6oBaHus

Ananus CMK co CTOpOHBI BbICLE-
ro pykoBoAcTBa

BbIXO}J,HbIe AaHHble OTYeTa NoO aHanun3y BbICWero pykoeoactea

YnpaBneHue nocTaBwuKamm

KonunyectBo noctaBok

MHhopmaums o NocTaBkax U oTrpy3kax

PesynbTaTbl NPOBEPOK U NPOTOKOMNbI UCMbITaHWUM

KonnuectBo Gpaka unum OTKNOHEHUI OT KavecTBa

MpuunHel Gpaka

CopTupoBKa No NocTaBLUKaM, ECNKY CyLLeCTBYeT boree Yem OuH NOCTaBLLMK
Wcrnonb3oBaHwe NpoAyKUUM Unn ycnyrm

Mpo6remMsbl ¢ NOCTaBLWUKAMMU

Pabota ¢ xanob6amw/o6palieHu-
AMK

KonvyecTteo

Mo Bugam npoaykumm

Mo knneHTam (Bpayun, Megy4pexgeHuvs, nauveHTol, Apyrve)
Mpu4nHbI xanob

Knaccutukauus xanob

Cepbe3HOCTL/TAXECTb

VIHble KOMMOHEHTbI

OT4yeT 0 HebnaronpusTHbLIX CO-
ObITUSX

CobbiTus

KonunuectBo

Mo Bugam npogykuvm

Mo knueHTam (Bpayu, MeflyHpeXaeHus, NauneHTbl, gpyrue)

Mo Tvnam cobbITUiIn (CMepTernbHbIE CyYaun, Cepbe3Hble YBeYbsl, Apyroe)
MHble KOMNOHEHTHI

Ynpaenenue npoueccamm

Mo Bugam npogykuvm

Bnagenbubl npoueccoB

Pa6GoTta no cmeHam

Wcnonb3ayemMele o6opyaoBaHue u/mnm MHCTPYMEHTbI
Pe3ynbTaThl NPOBEPOK M NPOTOKOMbI UCMbITAHWIA
Pe3ynbTaThl NoonepaumoHHOro KOHTPONSA
MapameTpbl ynpaBneHusi npoLeccamm
MpoLeccbl NpoBeaAeHUs1 MHCMEKLMIA
OkoHuyaTenbHas npueMka

OTKNOHEHUA

CneuunanbHble Npoueccehl

Pesynbtatel Banuaauum

MoHuTOpUHr Npoueccos

loToBas npogykumsa

PesynbTaThl NPOBEPOK M NPOTOKOIbI UCMbITAHUNA

Ayautbl CMK (BHYTpeHHMe/BHeLL-
Hue)

Habniogenus (konu4ecTeo, KaTeropum, KopnopaTneHas NoNUTUKa, perynupyto-
wue TpeGoBaHns, BaXHOCTb, ApYyroe)

MNoeTopHble HabMoAEHWs (NOATBEPXAEHWE Pe3yNbTaTBHOCTY)

Mepnogn4yHoCTb

O6wan npvemnemocTb nogpsiayuvka u nocTasLumKa

CobntogeHue rpachmKoB ayauToB

AyanT nepcoHana
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OkonyaHue mabnuye! B.1

MCTOUHUKM AaHHbIX

AnemeHTbl AaHHbIX

OT3bIBbI O NpogyKUMn

CBoeBpeMeHHOE pearMpoBaH1e Ha OT3bIBbl
Knaccudukaums 0T3bIBOB
MpoBepka pe3ynbTaTMBHOCTU Mo paboTe ¢ OT3bIBamMu

CTaTtneTuKa No KOMMNEKTYIOWUM

MepuognyHOCTb 3aMeHbI

Homepa napTuim KOMNneKTyowmx

CopTupoBka o NocTaBLyMKam, ecrnv cylecTByeT 6onee Yem oauH NnocTaBLLMK
Mo notpebutensm

Mo mecToHaxoxgeHuio noTpebuTens

OTy4eTbl No ob6cnyXMBaHMo

OTueTbl N0 MOHTaXy

Beoa B akcnnyartauuio
MepuognyHocTe 06CnyxnBaHNA
Buabl pemoHTOB

YacToTa peMOoHTOB

YacroTa ncnonb3oeaHuns
3ameHa 3anvacten
O6cnyxuBalowmin nepcoHan

BosepaTt npogykuum

Konuuecteo

MpuunHel BO3BpaTa NpoAyKUun

Cratuctuka no KnueHtam

Buabl BoisSiBNEHHbIX AeheKTOR BO3BPALLEHHON NPOAYKUMU

VMcenegoBaHue pbiHKa/KNMEHTOB

TpeboBaHus noTpebuTenemn
Bpems n cpokm o6cnyxmeaHnsi KTMEHTOB
Uudopmaumsa o HoBoW unu MognnLUMPOBaHHON NPOAYKUUN

Hay4Has nuTepartypa

HayuHble paboTbl

CpeactBa maccoBon wuHdbopma-
umm

CraTtbm B npodheCcCcMoHanbHbIX XXypHanax

JKV3HEHHBIM UMK NpogyKuun
(mpoekTnpoBaHue, 3akynka, npo-
M3BOACTBO U  OOGCNyXuBaHue,
obpaTHasi cBA3b OT noTpebuTte-
nem

Pesynbratel aHanusa npoekTupoBaHus n paspaboTku

Pesynbrathl ceptudmrkauum npoekTMpoBanus un paspabortkm

Pesynbratel Banuaauumn npoekTMpoBaHuns n paspabotku

M3ameHeHns NpoeKTMpoBaHNA U pa3paboTku (NpuunMHa U3MEHEeHUI, pesynbTa-
TUBHOCTb U3MEHEHWUN, APYroe)

YnpaBneHue 3akynkamu {(CM. Bbllle «YNpaBrneHne NOCTaBWmKamMmy )

Bepudukauus sakynneHHon npoaykumm

BXoAHOW KOHTPONb M UCNBITaHUSA 3aKyNIEHHON NPoAyKuMn

Mpouecchbl MPoM3BOACTBa M 06CNYXMBaHUSA, BKNIOYAs OHUCTKY NPOAYKUMK

Crepunmaaums

Pesynbratbl MOHTaxa

O6cnyxuBaHue u SKcnnyaTaums, ecrniv NPUMeEHNMO (CM. Takke: «OT4YeTbl Mo
obcnyxvBaHNio»)

Pesynbrathl Bepudukaumm u Banmaauum npoLeccoB Npou3eoacTea u obeny-
Xueanusi. B Tom uncne ogobpenne o6opynoBaHus u kBanudukaums nepcoHana

MpocnexmBaeMocTb AaHHbIX

YnpaeneHne yCTpouCcTBaMmn Anst MOHUTOPUHIA U U3MEPEHNI

KanubpoBka n TexHndeckoe o6cnyxmeaHme obopyaoBaHus

MHtbopmauma gna KNUEHTOB: ANA HOBbIX M MOCTOSAHHbLIX

OT3bIBbl KITMEHTOB B UHbIX (hopmax HexXernm xxanobbl unu BO3BpaLLeHHas npo-
AyKumsa {(AaHHble cnyx6 nopaepXku, NOBTOPHLIX OTIPY30K, AaHHbIE O NOCTaB-
Kax/ancTpnbbloTopax)

MeHempxkmeHT prcka

Ony6nvkoBaHHbIEe OTHETE/NUTEPATYPHBIE AAHHBIE O HEXenaTenbHbIX COObITU-
AX C aHaANOMM4YHON NPOZYKUNEN

MpobneMel, KOTOPLIE 3aTparMBalT 3aUMHTEPECOBaHHbIE CTOPOHLI U ObWecT-
BEHHOCTb

Kputepun npuemnemocTn pucka
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Mpunoxenne C
(cnpaBouHoe)

MpuMepbl hakTopoB, CNOCOGCTBYIOWNX BO3HUKHOBEHUIO HECOOTBETCTBUIA

Mpumepbl BO3MOXHbIX CNOCOGCTBYIOWMNX (DAKTOPOB, KOTOPbIE paccMaTpUBatOTCs NPYW BbINOMHEHWW aHaNn3a 0CHOB-
HbIX MPUYUH:

MaTepwansi:

- HEecoOTBEeTCTBYHLee Cbipbe (Cblpbe CAEeNaHo He B COOTBETCTBUM CO cneumndukaumen);

- npobnema cBsi3aaHHbIX NapTUiA;

- npobnema NpoeKTMPOBaHUs (HENPaBUMBHO BEIOPAHO Chipbe Arns NPoAyKUMK, HEMpaBUbHbIE cneundrkaumm);

- npobnema nocTaBLMKa (OTCYTCTBUE YNPaBeHUs NOCTaBLUUKAMM, OTCYTCTBUE anbTepPHATUBHOIO NOCTaBLLMKa);

- HeXBaTKa CbIpbSi.

MalwuHbl/o6opyaoBaHue:;

- HenpaeWIbHbIV BbIGOP UHCTPYMEHTA;

- HegocTaToYHOe TeXHU4eckoe obCcrnyXMBaHve Unm NPoOeKTUPoBaHne — KanubpoBka;

- o6opyaoBaHue 3KCnnyaTpoBanoch He B COOTBETCTBUM C PEKOMEHAALUSIMU U3rOTOBUTENS;

- noBpexgeHHoe o6opyaoBaHNe NN UHCTPYMEHT;

- 3aKaH4MBaeTCs CPOK IKCMnyaTaumm;

- YenoBeueckasi OlWMbKka — HeJoCTaToOYHasA NOAroTOBKA.

MpoussogcTBeHHas cpeqa:

- He MpaBWIbHO opraHn3oBaHo pabovee MecTo;

- He OCYLLECTBAETCA KOHTPONb COBMNICASHMA peXnMa — TemnepaTyphbl, BNaXHOCTH, AaBNEHUs], YNCTOTh;

- HEecoOTBETCTBYlOLWEE NNaHMpoBaHue paboThl.

MeHegKMeEHT:

- HEeJOoCTaTO4HOE yYacTue B yrpaBlieHny;

- CTpecc;

- YerioBeveCKMin hakTop;

- OTCYTCTBME OrPaxaeHui onacHbIX 0O LEKTOB;

- ObINo NN U3BELWEHO PYKOBOACTBO/NPEANPUHSANC NN OHO MEPHI.

MeToabl:

- HedeTkue npouenyps;

- HecrneZoBaHWe Ha NpakTVKe NpeanvMcaHHON MeToaonormum;

- MIoXne KOMMYHUKaLUM.

Cucrema MeHeaKMeHTa:

- HegocTaTovHoe obydeHne unm obpasoeaHnue;

- Mroxoe BOBMNEeYeHne COTPYAHUKOB;

- Mroxoe pacrno3HaBaHue onacHoCcTy;

- npegpigyne onacHoOCTU He YyCTPaHeHbI.

M3amepeHne, MOHUTOPUHT U yNyYlUEeHNe:

- HeageKBaTHbIE NPOLECCH U3MEPEHUA U YNYHLIEHUSA.
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Mpunoxenve D
(cnpaBouHoe)

Mpumepbl AOKYMEHTUPOBaHUS NMpPoLEecCcoB ynyJuweHuna

Tabnuua D.1 npeactaBnsieT coboli pykOBOACTBO ANA AOKYMEHTUPOBAHUA Pa3nuuHblx TpeGoBaHuii npoueccoB

yrnyJllEeHusI.

Ta6nwuya D.1

Heobxoaumbie pencreus

Mpumepbl AOKyMEHTUPOBAHUA

Tyanusaumsi/ytouHenue, ecnm bbina
BbIABNE€Ha HOBas MHdopmaums).

- Kakas wvHtopmaums Obina
cobpaHa, npoaHanuanpoBaHa u/unu
OueHeHa .

- PesynbTtatbl ananwsa/oueHu-
BaHWA nHdopmauun.

- VgeHTudmkaumst npuumH unm
COMYyTCTBYIOLWMX (DAKTOPOB

dopmynupoBka - YeTtkoe onpegeneHve cdopmy- B xoge npouecca ncneiTaHWin roTOBOM NPoAyKUMK, ABa
npobnembi TIMPOBKU NPOGIembi. nagenus n3 30 661N NPU3HaHLI HECOOTBETCTBYIOWMMU TPe-
- MNpeacraBnenve pokasatenb- | 60BaHMsAM npoekTHoro pgokymeHta Ne 123456, nepe-
CTBa (470, KOTAQ, KTO, A€ U CKOMbko, | cmoTp A. NpumMedanne 2.1 B TEKCTE NPOEKTHOIO AOKYMEHTA
eCcnv NPUMEHNMO) Ne 123456 tpebyeT, 4T06bI WEPOXOBATOCTL NOBEPXHOCTH
6bina makcumym 32 mKglNmMa No BCEN BHELWHEN NOBepX-
HOCTU. [lBa HECOOTBETCTBYIOWMX U3AENNA UMENUN LLEPOXO-
BaTOCTb NMOBEPXHOCTU BhiIE MAKCUMaNbHON:
- cepunHbIn - HOMep 54321, wepoxoBaTtocTb — 67
MKQIOMMOB;
- cepunHbIn HOMep 65432 — 38 mkanmos
Koppekuun OCHOBHbIE NPUMEPLI; MocTtaBwuk 661N yBegomner o npobneme.
- U30MWPOBAaHUE; MoctaBwumk npoeen uHdopmauuoHHoe obyqeHne o6
- NPUMOCTaHOBKA  OTIPY3KW/No- | MHUMAEHTE ANSA ONEpaTopoB.
CTaBKu; Upentndmumposara npobnema — nocraswmk Ne 678.
- Bblaya NosiCHUTENbHOro yee- | Bce Hencnonbayemble KOMMOHEHTHI U U3Aenusl, NPou3Be-
OOMINeHus; OEeHHbIe U3 KOMMOHEHTOB M3 3TOW NapTUM HaxodsATcA nog,
- ocBedoMIieHne nepcoHana o6 | koHTponem. Hu oaHo uzgenve n3 aToi naptmm He BbIno oT-
uHungeHte/ obyderwe; rPY>KeHo.
- W3MEHEHWe WINN MNpPUOCTaHOB-
neHne MpPOV3BOACTBEHHOIO  Mpo-
uecca
PaccnepnosaHus - Onpegenexve npobnemsl (ak- PaccmotpeH wucTouHvk npobnembl. [locnegytowee

paccrnegoBaHue nogTBeEpAMNoO, YTo npobnema Obina orpa-
Hn4eHa noctaBwmkom Ne 678, Bce gONONHUTENBHOE KOMK-
YeCTBO [JOCTYMHOINO KOMMOHEeHTa Obifo NPOBEpPEeHo B
COOTBETCTBWM C NNaHoM npoBepku (95/95) u He 6bino obHa-
PY>XEHO HMKaKux npobnem.

Mpouecc NpoBepkM KOMNOHEHTa Obin ocywecTBMneH B
cooTtBeTcTBUM ¢ FMEA, peayneTaTsl NpoaHannavpoBaHbl 1
6bINV NpU3HaHbl aJeKBaTHbLIMU.

AHanma roToBon NPoAyKUMM 3a NPOLLIALWNIA oA He Bbisi-
BMN Opaka n3-3a 3Toro KOMMOHEHTA Mo NapameTpy Wepoxo-
BaTOCTW NOBEPXHOCTHU.

Ons pewennsa npobnembl BGblNM NCNONB30BaHbI credy-
IOLLIME MHCTPYMEHTBI M METOAbI B X04e paccnegoBaHust 370-
ro Bonpoca ¢ 06paboTkol NOBEPXHOCTH.

- AHanma «pblbbsi KOCTb» — BO BIIOXEHHOM (haine ¢
HagMNMCbIO KMOBEPXHOCTU — LIEPOXOBATOCTb — aHaNma».

- KoHdpepeHu-cBA3b ¢ MOCTABLIMKOM M aHanu3 [JoKy-
MeHTaummn. CM. NprKpenneHHbli ann, KOTOPLIN COOAePXKUT
mMaTepurarnbl KOHEepeHL-CBA3MN.

PesynbTaTtel uccnepgoBanust Gbinu cnegytowme. [ea
pasHbIX BUAA Cbipbsi CMeWwany Ha OUHULWHOM 3Tane npo-
uecca noctaBwuka. OgvH BUA Chipbsa NpeaHasHavancs ans
OTIPY3KV NPOAYKUMM KNneHTy «A» (naptmsa Ne 10000-100 ¢
TpeboBaHusiMn Kk 00paboTke NOBEPXHOCTM MaKCUMYyM
32 mkprorivma), a Apyrov BUA cbipbs Obin NpegHasHaveH ans
knueHTta «b», ana npogykumm, KOTOpaa mMorna UMeTb 3Ha-
YEHUs LLepOXOBATOCTU NOBEPXHOCTU Gonee 32 MKAONMOB
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Heobxoaumbie AencTBUA

Mpumepbl OKYMEHTUPOBAHUSA

VaeHtuduka- Pesynbtatom ananusa nepeo- Bbin coenaH BbIBOA, YTO MPUYUHON MOSIBIIEHUS] 3TOrO
UUSI MPVYMH He- | NPUYMH JOIKHO OblTh YEeTKOE U3NO0- | HEeCOOTBETCTBMSA SIBUNUCH HeadeKBaTHbIe Npoueaypsl y no-
COOTBETCTBUI XKEHWE CaMblX OCHOBHBIX MPUYMH, | CTaBLLMKA
NPVBOASILLMX K HECOOTBETCTBUIO
MnaHnpoBaHue Ykaxute: Koppektupytolliee aelicTBre: NOCTaBLLMK AoGaBun B A0-
OeATenbHOCTU - Yto Heobxogumo caenatb? KyMEeHTUpOBaHHble npouedypbl TpebOOoBaHNA K TEXHONOIu-
- Kro ato 6yget genatb? 4Yeckol IMHMM No  napaMmeTpam  oGpabaTbiBaeMou
- Korpa ato pomnxHo GbiTb coe- | NOBEPXHOCTEN
navo?
Bepudmkauus HesitenbHOCTL NO BepucUKaLmm O6Lwue npumepbl NpUBeAeHbl HUXe. PakTudeckas JoKy-
OeATenbHOCTU OomkHa obecneunTb, YTOObI BCE | MEHTauWsi 4OIMKHA OblTb Gonee KOHKPETHOM:
3MNEeMEHTbl MPeanoXeHHoro AencT- - aHanua v yTBepxaeHne U3MeHeHu B npoueaype ne-
BMS (OQOKymMeHTauwu, obydveHue W | ped Ux UCMoNb3OBaHWeEM;
T. A.) yooBrieTBopsina tpeboBaHusiM - MpoBedeHue NMUINOTHbIX paboT No HOBOW Mpoueaype
npegnaraemoro JercTBus. No KOHKPETHOMY MpOeKTy/oTAeny Mo BbINOSIHEHUIO BCErO
Banvaaumsa peaTenbHOCTU C€O- | LMKN3;
3p2eT JaHHble U MHopmaumio, Ko- - Bepuvdrkaums Toro, YTo B 0OGHOBIEHHOM MOpsigKe MNo-
Topble NOATBEPXKAAIT BEPOSITHOCTb | CTABLUUKOM paccMaTpuBaeTCsl UMEHHO TOT MpoLece, KOTo-
pe3ynbTaTVBHOCTM  KOPPEKTMPYIO- | Pbill Bbi3Ban HECOOTBETCTBUS;
LLMX AEVCTBUIN NO YCTPAHEHWUIO HECO- - BepudmKaumsi Toro, YTo Mmartepuarnsl ans oby4yeHus
OTBETCTBUSI WM MpeanaraeMmoro | COTPYOHWKOB MOCBSILLLEHbI KOHKPETHOMY NPOLIECCY, KOTOPbINA
HECOOTBETCTBUS Bbl3Barn HECOOTBETCTBUS;
- cpaBHeHue crneumdurKaumMm HOBOTO NpoeKTa ¢ aHarno-
rMYHbIM NPOEKTOM NMpeabiayLen cneundukaumm;
- BbIMOJIHEHUE PACYETOB C UCTONb30BAHWEM arnbTepHa-
TUBHOIO METOAa;
- ocywecTBneHve  Bepudmkauum  o6opyaoBaHus,
nporpamMMHoro obecneveHunsi, NPOU3BOACTBEHHBIX MPOLEC-
COB, METOAOB UCTbITAHUIA, KOMIMOHEHTOB U T. 4.
Mpumep — AHanu3s u ymeepxoeHue nocmasujukom
u 3akaszvyukoMm npouedypbi XXX, paspabomarHoll
nocmaeuwjukom, ¢ yenbio noomeepxdeHusst docmamosy-
HOCMU B8HEeCEeHHbIX U3MeHeHUll 06HO8JIeHHO20 npo-
yecca
Bepudukaums MeToabl nnu aaHHble gna onpe- «X» MecsueB nocne BHeAPEHUS:
pesynbTaTue- AeneHns pesynbTaTUBHOCTU C KPU- - MpoBeAeHne aHanu3a faHHbIX SNEKTPOHHON CUCTEMBI
HOCTK TEPUAMU NPUEMIIEMOCTHI: NPON3BOACTBEHHOTO KOHTPOMNA AnA Bepudmkaumm oTCyT-

- uenb ynyqweHus;

- AoKasaTenbcTBa  (UCTOYHWKM
AaHHbIX), KOTOpble ByayT UCnonb3o-
BaTbCA B UENsX NOAAEpXaHus pe-
3yNbTAaTUBHOCTW  (Hanpumep, 37O
MOXeT 6bITb UCTOUHUK AaHHbIX, rAe
u3HavanbHo oOpasoBanacbk npPoo6-
nema);

- BPeMeHHble paMKu, B KOTOpble
pe3ynbTaTUBHOCTL ByAET KOHTPONW-
poBaTtbcA (Hanpumep, Nocne 3aeep-
LIEHNA AEWCTBUIA UMK Yepes TPU UMK
WeCTb MECALEB B 3aBUCUMOCTU OT
obcrosiTenscTe);

- Heobxoaumbin 06beM BbIGOP-
KW Ans AeMOHCTpaumm pe3ynbTaTue-
HOCTU

CTBUS1 OTKNOHEHUI NO WEPOXOBATOCTU NOTOBOW NPOAYKLMK
no pesyrnbTaTam NPUEMOYHOIO KOHTPONS;

- NpoBeAeHVe NPOBEPKN Y NOCTABLUMKA (DYHKLMOHNPO-
BaHUs MpoLeaypbl, BINONHEHUA NPOLEAYPLI onepaTopamm
¥ NMpefoCcTaBNeHNs A0KA3aTENLCTB, YTO OHU CNeayloT 3ToN
npoueaype
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