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Mpepucnosue

Llenn v npuHumnel ctaHgapTusaumm B Poccuiickon ®eaepaunm ycraHoBneHol PegepanbHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-d3 «O TeXHUYECKOM perynmpoBaHMny, a npasuria npuMeHeH s HaunoHarnbHbIX CTaH-
naptoB Poccwiickor Pegepauyun — FOCT P 1.0 — 2004 «Ctangaptmsaums B Poccuiickon degepauymnn. OcHoB-
HblEe NOMNOXEHUS»

CBepgeHus o cTaHgapTe

1 MNOArOTOBJIEH Hay4uHbiM yupexaeHnem «Hay4Ho-uccnenoBatensCckuii LEHTP CTaHaapTusaumm, MHop-
MaLmm 1 cepTUdmKaLmm Cbipbsi, MaTePManoB 1 BELLLECTB» HA OCHOBE COBGCTBEHHOMO ayTEHTUYHOIO NepeBoa Ha
pYyCCKUI 93blK CTaHOapTa, YKa3aHHOro B NyHKTe 4

2 BHECEH TexHuuyeckum komuteToM no ctaHgaptusauum TK 100 « Ctpaternyeckmii  MHHOBaLMOHHBIN Me-
HEeKMEHT»

3 YTBEPX/EH v BBEJJEH B JEMCTBWE Mpukasom ®enepanbHOro areHTCTBa No TEXHUYECKOMY pery-
nMpoBaHuio n meTponorum ot 24 nioHs 2010 r. Ne 116-cT

4 Hacrtoswwmi ctangapt ACTM E 1578:2006 siBnsietcss MoaMdULMPOBaHHBLIM MO OTHOLLEHWIO K CTaHAapTy
AMepUKaHCKOro obLLecTBa No UCnbiTaHWIo M MaTepuanam « CTaHgapTHOE pyKOBOACTBO No nabopaTopHbIM MHAOp-
MaunoHHbIM MeHegkMmeHT-cuctemam (JIMMC)» [ASTM E 1578: 2006 «Standard guide for laboratory information
management systems (LIMS)»] nyTem nameHeHus cogep>xaHust OTAeNbHbIX CTPYKTYPHbIX 371IEMEHTOB, KOTOpPbIE
BblgeNeHbl MOMYXXUPHOW BEPTUKANbHOW NIMHWEN, PACcONOXKEHHON Ha Nonsx crnesa oT TekcTa. OpurmHanbHbIl
TEKCT 3TUX CTPYKTYPHbIX 311EMEHTOB MPUMEHEHHOIO MEeXAYHapOA4HOro CTaHAapTa M 06bACHEHUS NPUYNH BHECe-
HNSA TEXHUYECKNX OTKNOHEHUIN NpUBEAEHbI B JONONMHUTENBHOM npunoxeHuun JA. INpn 3TomM JONONHUTENBHLIE
croBa (pa3sbl, NoKasaTenu, CCbinkn), BKMOYEHHbIE B TEKCT CTaHA4apTa Ans y4eTa noTpebHoCTeN HaunoHansHoM
3koHOMUKM Poccuniickon depepaummn n/mnm noTpebHOCTEN POCCUMINCKONM HAUMOHarbHONM CTaHAapTu3auum, Belgere-
Hbl MOMY>KUPHbLIM KYPCUBOM, 8 OO BSACHEHWS NPUYNH NX BKITIOYEHNSI NPYBEAEHbI B CHOCKaX.

Kpome TOro, n3 HacTosLLero ctaHgapTa UCKMYeHbl CCbIfIKM Ha MeXayHapogHble cTaHAapTbl U gpyrue
OOKYMEHTbI, HOCSILLME CNpaBOYHLIN XapakTep 1 He aercTeytowme B Poccuiickon ®epepaumn.

HacTtosawwmin ctTaHgapT AONOSIHEH CnpaBOYHbIM NpunoxexHvem b, B kKOTOpoM AaHbl NOSCHEHMS K 0603Ha-
YEHWSIM U COKpaLLLEHMAM, NPUBEAEHHBIM B TEKCTE HAaCTOALLEro CTaHAapTa Ha aHrMUIACKOM A3blke

5 BBE[JEH BINEPBbIE

UHopmayusi 06 UsMeHeHUsIX K HacmosiuweMy cmaHdapmy rybrukyemcsi 8 exxe200Ho usdagaeMoM UH-
ghopmayUoHHOM yKkasamere «HayuoHanbHble cmaHdapmbl», @ MeKCM U3MEeHEHUU U MonpasoK — 8 eXXeMECSIYHO
u3dasaeMbix UHGHOPMaUUOHHBIX yKasamersix « HauuoHarnbHblie cmaHGapmbi». B criydae nepecmompe (3amMeHbi)
unu ommeHbl Hacmosuweao cmaHdapma coomeemcmsyrouwee ygedomneHue 6ydem onybrukogaHo 8 exeme-
csiYHO uzdasaeMoM UHGhOpMayUOHHOM yKa3amerie «HauuoHanbHblie cmaHdapmbi». Coomeemcecmeyouast UH-
gopmayusi, yeedomrieHUE U MEKCMbI pa3Mew,aromcs makxe 8 UHghopmMayUoHHOU cucmeme obujezo nonb306a-
HUs1 — Ha oghuyuanbHOM catime @edeparibHO20 a2eHmemea o MexXHUYeCcKoMy peaysiuposaHuro U Memposioauu
8 cemu lHmepHem

© CrangaptmHdgopm, 2010

HaCTOHIJJ,MI7I CTaHOapT HE MOXET ObITb NOSTHOCTLIO UM YACTUYHO BOCMNpoun3BeneH, TMpaxmpoBaH 1 pacnpo-
CTpaHeEH B Ka4eCcTBe ocbmu,maanoro n3aaHus 6es paspeLleHnda cDe,u,epaanoro areHTCTBa Nno TeXxHN4YeCKoOMy pery-
NTMPOBaHUIO N METPOJIOTNN
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HAUMWOHANBbHBIA CTAHOAPT POCCUNCKON ®OEQAEPALUMN

CTAHOAPTHOE PYKOBOACTBO MO JIABOPATOPHbIM UHOOPMALIMOHHbIM
MEHEDXKMEHT-CUCTEMAM (JIUMC)

Standard guide for laboratory information management systems (LIMS)

Oarta BBegeHna — 2010 — 10 — 01

1 O6nactb npumeHeHusA

B HacTosLem cTaHaapTe paccMaTpmBatoTCs NPobnembl, BO3HUKaOLLMeE, Kak NPaBUIo, Ha BCex CTagnsx
XKM3HEHHOrO LKna niabopaTopHbIX MHPOPMALMOHHBLIX MeHemxMeHT-cucteM (JIMMC) oT Havana ux skcnnyartaumm
1 0O U3bATMA U3 dkcnnyaTtauun. Nogpasgensl HACTOSALWEro CTaHAapTa Takke CoaepKaT AeTanbHoe onucaHvue
Bo3moxHocTten JIMMC npy npyMeHeHn B KOHKPETHBIX 061acTaX NPOMBILLNIEHHOCTU U XO3ANCTBEHHOW AeATENb-
HOCTMU.

1.2 OCHOBHbI€ Lenu

Llensamun HacTosLWero ctaHgapTa SBAsioTCS:

1) okasaHue nomoLLm HoBbIM nonb3oBatensam JIMMC B ux obyueHuu;

2) npegocTaBneHne cTaH4apTHOW TEPMUHOMOMMK, KOTOpasi MOXeT BblTb MCNOMb30BaHa NOCTaBLLMKaMmn 1
KOHe4HbIMU nonb3osartenavu JIMMC;

3) yctaHOBNEeHne MrHUManbHbIX TpeGoBaHWI K OCHOBHbIM (oyHKUmnsaM NTIVMC;

4) obecneyeHune pykoBoacTBa no cneymndukaymm, oueHke, onpeaeneHmnio CTOMMOCTH, BHEAPEHWIO, yrpaB-
FNIEHUI0 NPOEKTOM, OBYYEHWI0, OKYMEHTUPOBAHWIO;

5) npegocTtaBneHune o6pasua KOHTPONbLHOro cnucka dyHkumi JIMMC.

1.3 OnpepenexHue JIMMC (LIMS)

TepMmuH «nabopaTopHble MHOPMALMOHHBIE MeHemKMeHT-cucTteMbl, JIMMC» (laboratory information
management systems, LIMS) onucsiBaeT knacc KOMnbIOTEPHbIX CUCTEM, MPeaHas3HavYeHHbIX AN ynpaBneHns
nabopaTopHO MHopMaLmEN.

1.4 Kateropumn naboparopum

CnekTp nabopaTopuii, kKoTopble ncnonsbaytoT JIMMC, o4eHb LWnpok. Hrxe npuBegeH NpMMepHbIv nepeyeHb
KaTeropui nabopatopui, KoTopble B cBoel paboTte ucnone3aytot JIMMC.

1.4.1 OcHOBHbIe nNabopaTopumn

1.4.1.1 QkcnepmHbIe, ucnbimamersibHble nabopamopuu

1.4.1.2 Hay4Ho-uccnedoeamersbCcKue, KOHMPOJIbHO-aHaIumu4ecKue 1abopamopuu, 8 mom 4ucie
Nno KOHMpPOJIIo Ka4Yecmea*

1.4.2 lTabopaTtopumn B 06n1acTu oxpaHbl OKpyKarLien cpeabl

1.4.2.1 Jkonornyeckne nabopatopuu, BKNOYAA MOHUTOPUHT OKpYXXatoLLen cpeabl

1.4.3 EcTecTBeHHOHay4HbIe nnaboparopumn

1.4.3.1 buotexHonorusi

1.4.3.2 KnuHnyeckasi anarHocTunka

1.4.3.3 MegnumHa, 3apaBooxpaHeHne

* [NpusedeHbl kamezaopuu nabopamoputl, hyHKUUOHUPYOUWUX Ha meppumopuu Pocculickol ®edepayuu.

U3gaHune opmumanbHoe
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1.4.3.4 O6opynoBaHue

1.4.3.5 ®apmaueBTuyeckme npenapartbl, B TOM YMCHe AN BETEPUHAPUN/KMBOTHBLIX

1.4.4 labopaTtopumn B CEKTOpE TAXKENTON NPOMbILLNEHHOCTHU

1.4.4.1 DHepreTrKa u pecypchbl

1.4.4.2 Npon3BoACTBO M CTPOUTENLCTBO

1.4.4.3 MaTtepuarnbl U XuMMUYecKkune BeLecTBa

1.4.4.4 TpaHcnopTMpOBaHWe 1 NepeBo3Ka rpy30B, B TOM YNCHE MOPCKUM NyTeM

1.4.5 NweBbIe NPOAYKTbI U HAMUTKU

1.4.5.1 Cenbckoe X035IMCTBO

1.4.5.2 lNunweBble NPoayKTbI

1.4.5.3 Hanutkun

1.4.5.4 MpegnpvaTnsa obLEeCcTBEHHOIo NMTaHKs, MPOAOBOSIbCTBEHHbIE NPEeANpPUATUS

1.4.6 lTabopaTopum rocyaapCTBeHHOro u o6Lexo3ANCTBEHHOrO CeKTopa

1.4.6.1 MNpaBooxpaHuTeNbHbIE OpraHbl (JTabopamopuu e o6s1acmu cy0ebHol MeduUUHbI, KPUMUHAa-
nucmuku) *

1.4.6.2 MNpaBuUTenbCTBEHHbIE OpraHbl (pecnybrukaHcKue, OKpY)XHble, o6acmibie, MyHUyunanbHbIe,
MecmHoe ynpaesieHue) *

1.4.6.3 ObpasoBaHue

1.4.6.4 OOLecTBEHHbIE KOMMYHarbHbIE YCIYTM (BOAOXO3ANCTBEHHbI KOMIIEKC M OUMCTKA CTOYHbIX BOZ,
3NEeKTPO3HEpPreTHKa)

1.4.7 Paamep nabopaTtopuii

1.4.7.1 NpegmeTom 06CcyXaeHns B HacTosiLem ctaHgapTe sisnstotes JIMMC, npegHasHavyeHHbIe Kak ais
HebonbLUMX TabopaTopuii ¢ NPOCTbIMM TPEOOBAHMSAMM K CUCTEME, TaK U NS KPYMHbIX, TEPPUTOPMArbHO pacrpe-
OeneHHbIX TabopaTtopuii Co CNoXHbIMUM TPeOOBaHNSAMU K cUCTEME.

XOTs1 B HACTosLLEM CTaH4apTe pacCMaTpMBaKOTCS CIIOXHbIE NPOGEMbI, KOTOPbIE B MEPBYIO 04Mepeab Brns-
0T Ha BHeApeHue kpynHomacwTabHbix IMMC, ctaHgapT mMoxeT ObiThb Takke noneseH npuv BHeapeHun JIMMC
B nnabopatopuu noboro pasmepa. MNMpogomkutensHocTb BHeapeHust JIMMC n pekomeHgauum, NpuBeaeHHbIE
B HACTOsLLIEM CTaHAapTe, MPEANUCBIBAIOTCS J19 CPEAHNX U KPYMHBIX TabopaTopui.

1.5 UHTerpauus

WHTerpauus JIMMC n gpyrmx BHELLHMX CUCTEM [ynpaBrieHne JOKYMEHTaUMEN, CUCTEMbI XpomaTtorpadunyec-
KVX AaHHbIX, TabopaTopHble Npubopbl, CUCTEMbI CMEKTPOCKOMMYECKUX OAaHHbIX, CUCTEMA NITaHMPOBaHWS pecyp-
coB npeanpuaTtusa (ERP), ncnonHutenbHas cuctema npowussoactea (MES), cuctema  KoppekTupyrowmx
n npegynpexaatowmnx aenctenii (CAPA), anekTpoHHble nabopaTopHble 3anncHble KHkkn (ELNS), apxue gan-
HbIX] 06ecneyvnBaeT 3HauUMTENbHLIE NPeMMyLLecTBa B OM3Hece ansi ntodbix nadopatopuii. UHTerpauyusa JIMMC
N OPYrnX BHELIHUX cucTeM obCyxaaeTcs B HACTOsALEM CTaHAapTe NpU ONMCaHNM BEPXHErO YPOBHS, BKOYas
B3aUMHbIi 0OMeH JaHHbIMM U cTangapTbl XML.

1.6 ®Pasbl XKU3HEHHOrO LUKNa

AKusHenHbI unkn JIMMC, npeacTaBneHHbIV B HACTOSALWEM CTaHAapTe, BKNoYaeT B cebs cnegytowme dasbl:

1) MHULMWPOBAHME NPOEKTA;

2) aHanu3 TpeboBaHui;

3) npoexT (NpoekTnpoBaHue);

4) cbopka (kommnoHoBKa)/KOHUIypupoBaHWE;

5) ncnbitaHve n npnemka;

6) akcnnyataums n 06cnyXnBaHue;

7) BbIBO, (M3BATME) M3 SKCNTyaTaLuK.

HacTtosawwmii ctaHaapT npeaHasHayveH a5is pa3bsCHEHUst XXM3HeHHoro uukna JIMMC n npumMmeHeHnst Hagne-
Xallen NpakTUKK ANg Kaxaoro npegnpuHuMaemMoro genctsng. Hactoawmin ctangapT NOMOXET yYacTHUKaM BHe-
apenunst JIMMC, paboTatowum ¢ Hel BnepBble, NITaHMpoBaTh U ynpaenatb npoektom JIMMC, B To Bpems Kak
onbITHbIE nonb3oBaTeny JIMMC MoryT MCnonb30oBaThb 3HAHWS O XKU3HEHHOM Lmkne cuctembl JIMMC gns obenyxu-
BaHMs umetoLenca B akcnnyataumm JIMMC v nogrotoButh 4Nsi BHEAPEHMS cneaytouee nokonexHne JIMMC.

1.7 Kpyr nonb3oBarenem

HacToswmi ctaHgapT co3gaBarncsi ¢ y4eToM NoTpebHOCTEN CrneayoLmx 3anHTEPECOBaHHbLIX CTOPOH:

1) kOHeuYHbIX nonb3oaTenen JIMMC;

* lNpusedeHbl kamezaopuu nabopamopul, hyHKUUOHUPYrOUWUX Ha meppumopuu Pocculickoli ®edepayuul.
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) ydacTHukoB BHeapeHus JIMMC;
) NnepcoHana no Ka4ecTay;
) nepcoHarna no MHPOPMAaLMOHHBLIM TEXHONOTUSAM;
) npoussoautenen u npogasuos JIMMC;

6) nponsBoanTENe 1 NPoAaBLOB NPMOOPOB;

7) nn, KOTopble AOMKHbI YTBEpXaaTh (huHaHcuposaHue JIMMC;

8) cneunanucTos no nogaepxke npunoxexHun JINMMC;

9) cneumanmncToB No UCNbITAHUIO U Banuaaummn NporpamMmmMHOro obecneyveHust.

UHdopmaums, cogepxallascs B HaCcTosILLEM CTaHAapPTHOM PYKOBOACTBE, MOXET MPUHECTU NOMb3y LWNPO-
KOMy Kpyry 1L, KoTopble paboTatoT B labopaTopum ninm CoTpygHU4atoT ¢ Hell. HoBble nonb3osartenu JINMC
MOryT UCNOMNb30BaThb HAaCTOosILLIee CTaHOapTHOE PYKOBOACTBO A11s NOHMMaHus 3aaad u dyHkumn JIMMC. Hactos-
LLiee CTaHOapTHOE PYKOBOACTBO MOXET Takke NOMoYb byayum nons3osatensam JIMMC B noHMMaHumM TepMmHo-
normu, KoHUrypaumm, XxapakTepmucTumk, CTPYKTypbl, Monb3bl u ctonmoctn JIMMC. Jlnua, koTopble npuobpeTtatoT
JIMMC, moryT ncnonb3oBaTtb HacTosiLee CTaH4apTHOE PYKOBOACTBO AN naeHTudukaumm pyHKUnA, KoTopble
pEeKOMeHAYTCA Ang cneynduyeckon paboyen 3oHbl nabopaTtopun. HayvyHo-nccneaoBaTenbCkuii nepcoHan
npoussoguTenei kommepyeckoro JIMMC-npogyKkra MOXeT MCMOSb30BaTh PYKOBOACTBO Kak MHCTPYMEHT AArs OLIEHKN,
naeHTndmKaLmMm n NoTEHLUMaNbHOro COBEPLUEHCTBOBaHMS BO3MOXHOCTEN UX NPOayKTOB. [lepcoHan no npoaaxe
JIMMC moxeT ncnonb3oBaTh HACTOSILLLEE PYKOBOACTBO Ans npeactasnenns dpyHkumn JIMMC-npogykTta 6yaymym
nokynaTtensam B 6onee obLLMX N HEWTPanbHbIX TEPMUHAX.

1.8 Uto ocTaeTcsa 3a npeaenamm o6CcyxaeHUsi B HacTosiLeM cTaHAapTe

lMonHoe onncaHve 1 MCNonb3oBaHNe CUCTEM, YNIOMUHAIOLMXCS B HACTOSILLEM CTaHOApTE B KOHTEKCTe
obpasoBaHusa uHTepdericoB ¢ JIMMC, ocTaloTcsa 3a npegenamm HacTosero ctaHgapTa. lNpumepamum Takux
CUCTeM crnyxaT cucTeMbl XxpoMmaTorpaduyeckunx gaHHbix (CDS), anekTpoHHble nabopaTopHbIe 3anMCHbIE KHMKKU
(ELN), apxvB gaHHbIX, cUCTeMbI yNpaBneHus Hay4YHbiMu gaHHbiMu (SDMS), cuctembl nnaHnpoBaHust pecypcoBs
npeanpuatua (ERP), ncnonHutensHasa cuctema npoussogctea (MES), cuctembl 3neKTpoHHOro JOKyMeHTo060-
pota (EDMS).

2
3
4
5

2 HopmaTuBHbIe CCbISNIKK

B HacTosiLem cTaHgapTe UCNonb3oBaHbl HOPMATUBHBIE CCbINKW Ha crieaytoLmMe cTaHaapThl:

FOCT P UCO/M3BK 12207 — 2006 NHgbopmauuoHHas mexHooaus. [Npouecchl XU3HEHHO20 YuUKra rnpo-
epamMmMHbix cpedcme (MCO/MOK 12207:1995, IDT)

FOCT P UCO/MOK 14764 — 2002 UHgbopmauyuoHHass mexHonoaus. ConpogoxdeHue rnpoepaMMHbIX
cpedcme (MCO/MOK 14764:1999, IDT)

FOCT P UICO/M3BK TO 15271 — 2002 UHgbopmauuoHHas mexHosoausi. Pykoeodcmeo no rnpuMeHeHUro
FTOCT P NCO/M3K 12207 (MCO/MOBK TO 1527:1998, IDT)

FOCTPUCO/MOBK TO 16326 — 2002 NpoepammHas uHxeHepusi. Pykogodcmeo ro rnpumeHeHuto TOCT P
NCO/M3K 12207 nipu ynpasneHuu npoekmom (MCO/M3K TO 16326:1999, IDT)

FOCT P NCO/M3K 17025 — 2006 Obwue mpebosgaHusi K KOMIEMeHMHOCMU ucrbimamersibHbIX U Kanub-
po8oyHbIx tabopamoputi (MCO/MOIK 17025:2005, IDT)

MpumedyaHue— lNpy NONb30BaHUN HACTOSLLMM CTaHAAPTOM LieniecoobpasHo NPoBEPUTL AeCTBUE CCbINoY-
HbIX CTaHOaPTOB B MH(OPMALMOHHONM cUcTeMe 06LLero Nofb3oBaHns — Ha oguumanbHoM cainTe dedepanbHOro areHT-
CTBa N0 TEXHUYECKOMY PErYNIMPOBAHUIO U METPOSIOTAN B CETU VIHTEPHET UK MO eXerogHo n3gasaemMomy MHopMaLMoH-
HOMY ykasaTento «HaunoHanbHble CTaHaapThbl», KOTOPbIA OMNyGrvKoBaH MO COCTOSHUIO Ha 1 siHBaps Tekylero roaa,
M MO COOTBETCTBYHOLUMM EXEMECAYHO M3aaBaeMbiM MHAOPMALMOHHBIM yKasaTensam, onyGrMKOBaHHLIM B TEKyLLeM
rogy. Ecnu ccbinoyHblii cTaHaapT 3ameHeH (M3MeHeH), TO MpuW Nofb30BaHUK HAaCTOSLLMM CTaH4apTOM creayeT pyKoBOA-
CTBOBaTbCA 3aMEHSIIOLLMM (M3MEHEHHbIM) CTaHaapToM. Ecnu cCbinNoyHbI cTaHaapT OTMEHEH 6e3 3aMeHbl, TO Mosioxe-
HVe, B KOTOPOM [jaHa CCbifika Ha Hero, NPUMeHSIeTCsl B 4acTu, He 3aTparuBatoLLeii 3Ty CChIIKy.

3 TepMuHbI 1 onpeaeneHus

3.1 B HacTosWeM cTaHgapTe NpUMeEHEHb! TEPMUHBI, cnonb3yemble B obnactu JIMMC. B nogpasgene 3.2
npuseaeHbl cneundunyeckmne TepmuHbl JIMMC. Monb3oBaTeny HacTosILLEro CTaHAapTa AOMKHbI 3anpalunsath y
Ka)KQoro nocTaBLLMKa TEPMUHONOMMYECKUIA NEpPEYEHb CO CChINKaMu Ha UCMOSb3yeMbIe B HACTOSALLEM CTaHAapTe
TEPMUHBI.
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3.2 TepmuHbI M onpegeneHusi, UICNosb3yeMble B HAaCTOsLWEM CTaHAapTe

3.2.1 koppeKkTupyroLwiue 1 npegynpexaarowme aencreus (Corrective action, preventative action, CAPA).

3.2.2 cuctema xpomartorpacduyeckmx gaHHbix (Chromatography Data System, CDS): KomnbtoTepHas
cucTema, ucnonb3dyemas Ans cbopa, aHanusa, XxpaHeHus 1 coobLleHns nHdopmauum, Noy4eHHON ¢ XpomaTor-
padunyeckux npndopos..

3.2.3 cuctema ynpasneHuUs 3neKTPOHHOW AoKyMeHTauuewn (Electronic document management system,
EDMS).

3.2.4 aneKkTpoHHasa naboparTopHas 3anucHas kHuxkka (Electronic laboratory notebook, ELN): Komnbto-
TepHas cuctema, cosgaHHas B3ameH ByMaxkHOro nabopaTopHOro xypHana.

3.2.4.1 ObeyxaeHne

OnekTpoHHas nabopaTtopHas 3anucHas KHUKKa 00bIYHO UCMONb3yeTCs Hay4YHbIMU PabOTHMKaAMM U TEXHW-
YeCKUM NepcoHanoM Ans 4OKYMEHTUPOBaHNS MCCnegoBaHNiA, SKCNepUMEHTOB M NpoLeayp, NPoBeAeHHbIX B Na-
GopaTtopuun. AneKkTpoHHasi nabopaTopHas 3anucHas KHUXKKa 4acTo UCMONb3yeTCs B Ka4ECTBE HOPUANYECKOro AO-
KyMeHTa 1 MoxeT BbITb MCNOMb30BaHa B Cye Kak CBUOETENbCTBO. Takxe, Kak U 3NeKTPOHHas 3anncHas KHXKKa
nsobpetatens, nabopaTopHas aNEeKTPOHHASA 3anncHas KHDKKa nepefaeTcs Ha pacCMOTpeHne aKkcnepTam npu
Bblaye NaTEHTOB, a TaKkKe B Crly4asix cyaeOHbIX pa3bupaTenbCTB B OTHOLLEHUM MHTENEKTYarnbHOW COOCTBEHHO-
CTW. AneKTpoHHas nabopaTopHas 3anMcHas KHKKa AaeT BO3MOXHOCTb 3NIEKTPOHHOI0 A40CTyNa K nHdopMauuu,
BKIIOMAs! MOUCK, COOP AaHHbIX C NPMOOPOB M B3aUMOAENCTBUE MExXay NepcoHanom nadbopatopum 1 nepcoHarnom,
KOTOpbI HaxXoaMUTCA 3a Npegenamu nadopaTtopun.

3.2.4.2 ObcyxaeHne

OnekTpoHHbIe nabopaTopHble 3anucHble KHkkM (ELN) MoryT BbITb pasgeneHbl Ha ABe KaTeropumn:

1) cneumdmyeckme ELN cogepxxat ocobble xapakTepucTuku, NO3BONsoLMe paboTaTb C KOHKPETHBIMY NPU-
NOXEHUSMM, Hay4HbIMU NPUBOPaMM UK pasnUuHbIMX TUNamMmu AaHHbIX. B kavecTBe npumepa cneumduyec-
KOW 9NeKTPOHHOW NabopaToOpHOWM 3anNUCHOW KHUXKKMN MOXET CIYXWUTb nabopaTopHas MCMONHUTENbHasa cmctema
(LES);

2) nepekpecTHO-OUCLMMIMHAPHbBIE ANEKTPOHHBIE nabopaTopHble 3anncHble KHxkM ELN nnv ocHosHble ELN
co3gatoTcs AN Noaaepkkn JOCcTyna KO BCeM JaHHbIM M MHOpMaLumm, koTopas Heobxoanma Ans 3anvcu B
NnabopaTopHYHO 3aMNMCHYHO KHIDKKY.

3.2.5 cuctembl NNaHUpOBaHUA 1 ynpasrneHus pecypcamm npeanpusatus (Enterprise Resource Planning,
ERP).

3.2.6 Hagnexalasa aBToMmaTu3MpoBaHHas naboparopHas npakTtuka (Good automated laboratory practice,
GALP): O6beanHeHHble heaeparnbHble MHCTPYKLMMW, NOSIUTUKA U PYKOBOASILLME AOKYMEHTLI. HekoTophble 13 ycno-
Buin GALP BonnoueHsl B ctaHgapTel GLP areHTcTBa Mo oxpaHe okpyxatoweri cpeapl CLUA (Environmental protection
agency, EPA). DokymeHTbl GLP (Good laboratory practice standards, ctaHgapTsl No Hagnexatuer nabopaTopHomn
NPaKTUKe) ABMNAKTCS HOPMAaTUBHBIMU JOKYMEHTaMU, KOTOPbIE ONpeaensitoT pyKOBOACTBO U NMPOBEAEHME HEKNU-
HUYECKNX (OOKITMHNYECKMX, IKCMEePUMEHTarnbHbIX) UCCNeaoBaHui B 60nbLUMHCTBE NabopaTopuii, NOAYNHSOLLNX-
ca nogpasgeneHunio EPA no Tokcnyeckvm BelectBaM 1 BeLecTBaMm, OTHOCALUMCS K MeCTULMaam.

3.2.7 Hagnexawas asToMmaTM3MpoBaHHas NpousBoAcTBeHHas npakTuka (Good automated manufac-
turing practice, GAMP).

3.2.8 nabopaTopHas ucnonHutenbHasa cuctema (Laboratory execution system, LES): KomnetoTepHas
cucTema, npumeHsiemas B nabopatopum Ha ypoBHe paboTbl aHanNMTUKa 4nsd nomoLm B COb6MnogeHnm npasms npu
BbIMOSTHEHWM NTABOPATOPHBIX UCMLITAHWI C UCTMIONb30BAHMEM Pa3NNYHbLIX METOO0B.

3.2.8.1 ObeyxaeHne

JlTaBGopatopHskle ucnonHuTeneHble cuctemel (LES) aBnstoTCA Nnogknaccom anekTpoHHbIX TabopaTopHbIX
3anucHbIX KHkek (ELNSs), koTopble hoKycrpyoTca Ha aTanax BblNOMHEHNUst KOHKPETHBIX METOA0B NabopaTopHbIX
ncnbiTaHmi. Kak npasuno, LES ncnonb3yoTcsa B nabopatopusix Mo KOHTPOJIO Ka4yecTBa, B KOTOPbIX ONpeaensoT-
cs MeToAbl UcnbiTaHWi. PyHKLMOHaNbHbIe BO3MOXHOCTM LES n JIMMC yactuiHo nepekpbiBaloTcs B 0bnactu
BBOAA pe3ynbTaToB, MHTErpauum ¢ npubopamm n MapknupoBkx cneuudurkaymii. PasmeLyeHHble onuym BKNYaoT B
cebs cuctembl LES n JIMMC, pasBepHyTble B Ka4eCTBE UHTErPUPOBAHHOTO PELLEHMS, a Takke Tomnbko JINMMC
nnu Tonbko LES (ans orpaHuyeHHbIx dyHKLMIR).

3.2.9 nabopaTopHble MH(hopMaLNOHHbIE MeHemxMeHT-cucTtembl, JIMMC (Laboratory information
management system, LIMS):

1) JINMMC — akpoHum TepmumHa «J1labopaTopHas nHdopmaLMoHHasa MeHeIKMEHT (ynpasnstoLlas)-cucre-
mMay. KomnbloTEepHOE NpUoXeHne NporpamMmmMHOro U annapaTHOro obecneyeHms, C MOMOLLbIO KOTOPOro MOXHO
cobupaTb, aHanM3npoBaTb AaHHble, yNpaBnsaTe JaHHBIMU U MHopMaLmert nabopaTtopum, ohopMIIATb OTHETHI;

4
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2) KOMMNbITEPHOE NporpaMmMHoe obecneyeHne, KOTOPoe UCNONb3yeTcs B NabopaTtopum Ang ynpasneHus
obpa3suamu, pesynbTaTamm UCNbITaHUIA, NONb30BaTENAMU, NPMGOPamMK, CTaHAaPTHBIMM 0BpasLamMn 1 TaKUMK Nna-
GopaTopHbIMM (PYHKUMSIMU, KaK OPOpMITEHNE CYETOB, YNpaBrneHne obpasLamMmm, MOMELLEHHbIMY B NITaHWWeThI
(koHTeliHepbI, NPOBMPKK) ANA NPOBEAEHUSA aHanu3a, U3yveHue ctabrnnbHocTM 06pasLoB ¢ ucrnons3osaHnem JIMMC,
aBTOMaTmM3aums paboyero NoToka;

3) Knacc npuknagHoro NporpaMMHoOro obecneveHnsi, KOTopoe OCYLLIECTBSIET XpaHEHUe U yripaBneHue nH-
dopmanmen, nponsseaeHHON B NpoLiecce NabopaTopHoOW AeATENbHOCTU. TN CUCTEMBI UCMIONB3YIOTCS Ans Y-
paBneHns nabopaTopHbIMM NpoLeccamu, BKINoYas onpegeneHne Mmactep-gaHHbIX (OCHOBHbIX AaHHbIX), yrpasne-
HWe obpa3uamMm 1 LIenoYvKorn XxpaHeHnst nHdbopmauum 06 obpasuax, HasHaveHve Ha paboTy, ynpaBneHue npubopa-
MU 1 060pygoBaHNEM, YNpaBreHne CTaHaapTHeIMU 0OpasyamMy u peareHTamu, NnaHnpoBaHne céopa obpasLoB K
NpOBeAEHNS UCMNbITaHWS, BBOA, Pe3yNbTaToB, MPOCMOTP (PacCMOTPEHUE) pe3ynbTaToB, OTYETHOCTb, HAbMoAeHWe
32 OTKITOHEHUSIMU 1 MPYMEHEHNEM HOPMATUBHBIX OKYMEHTOB. OTW CUCTEMbI COEQUHSAIOTCS C MOMOLLbIO MHTEp-
eincos ¢ nabopaTopHbiMM Npubopamm (Hanpumep, C cUCTeMon xpomaTtorpadumyeckmx gaHHbix (CDS), cnekTpo-
hoToMETpamu 1 Becamm) 1 ApYrummn MHAOPMAaLIMOHHBIMU CUCTEMaMU, TaKUMU Kak CUCTeMa NaHUpoBaHms pecyp-
coB npeanpuaTtua (ERP), ncnonHurtensHas cuctema npoussoactea (Manufacturing execution systems, MES)
NN MeguLMHCKME MHPOPMaLUMOHHbIE CUCTEMbI, B OCHOBE KOTOPbIX NexaTt nabopaTopHble MHPOPMaLUNOHHbIE
cuctembl. JIMMC — 370 npunoxeHue, xapakTepusyoLeecs BbICOKOM CTENEHbLI0 TMOKOCTU, KOTOPOE MOXET ObITb
KOHOMIyprpoBaHO U HACTPOEHO TakK, YTOObI CNOCOBCTBOBATL LLUMPOKOWN BapnabensHOCTN mogenen nabopartop-
HbIX pabo4MXx NOTOKOB.

3.2.10 koHdpurypuposanue JIMMC (LIMS configuration): OTHocuTca k npoueccy noarotosku JIMMC gnsa
MCMonb30BaHUs B KOHKpPeTHON nabopaTtopuu. Kak npaBuno, npouecc KoHOUrypupoBaHus BkIoyaeT B cebs mc-
nonb30BaHue nHTepderica, NpegocTaBnsaoLLLEero NpogasLy BO3MOXHOCTb BBOAWTE MCNOMb3yeMyto B nabopaTo-
p1K MHOpMaLMIO, KOTOPas ONMUCLIBAET TWMbl 06Pa3LIOB, METOAbI aHanu3a, cneuudmrkaumm, U T. n.

3.2.11 HacTtpowmka JIMMC (LIMS customization): OTHocutcs k npoueccy moandukauum JIMMC ans Toro,
4yTOObI cornacoBaTh TPeOOBaHUS KOHKPETHOM NabopaTtopun. Kak npaeuno, BktovaeT B cebsi fobasneHve Tadnuy,
MoamndUuKaLuo CTPYKTYp Tabnuu, n HanncaHue KOL4O0B UM NporpaMm Ansa nameHenusa yHkumii IMMC.

3.2.12 meTapaHHble (Metadata):

1) 4aHHbIE O AAHHbIX;

2) nHdopmauums, onuckiBaroLLas apyror Habop AaHHbIX.

3.2.12.1 ObeyxaeHne

MeTagaHHble B koHTekcTe JIVIMC 06bI4HO BKIOYakoT B cebs AaHHble, KOTOPbIE MOAAEPXKMNBAIOT pe3ynbTaThl
ncnbiTaHni 1 3annceiatotcest B JIMMC. MpumMepom MoryT CryXuUTb UCMbITaHWA NO onpeaenexHuto pH: pesynbTathbl
onpegeneHns pH mMoryT ObITb NOAAepXaHbl C MOMOLLbIO MeTaAaHHbIX, BKIYatoLWwmx B cebsi cBefeHns 0 ToM,
Kakue npmbopsbl ObInv MCNONb30BaHbI, KAKUMK ObiNy AaHHbIE KanMbpoBKku Npnbopa, kKakue cTaHaapTHble bydep-
Hble pacTBOpbLI (peareHTbl) ObIlNN NCNOMb30BaHbl AN kKannMbpoBKM JaTYMKOB pH 1 Kakum Obln CPOK XpaHeHus
CTaHOapTHbIX 06pa3sL0B pacTBOPOB.

3.2.13 peructpauus obpasua (Sample registration): MNpouecc permctpaumm obpasuos B JIMMC.

3.2.14 cuctema ynpaBneHUs Hay4YHbIMM AaHHbIMU (Scientific data management system, SDMS).

3.2.15 cucrtemMbl CNEKTPOCKONUYECKNX AaHHbIX (Spectroscopic data systems): KomnbtoTepHasi cucte-
Ma, ucronb3yemas anst 06paboTtku, BM3yanusaumm, UHTepnpeTauum, XpaHeHns 1 3anucy MHopMaLmm Co Crek-
TPOCKOMUYECKMX M HEXpOMATOrpadmyecknx npnodopos.

3.2.16 cTtaTnyeckue Tabnuubl (Static tables): OnncaTteneHble (AeckpunTUBHBIE) Tabnuubl 6a3bl AaHHbIX
JIMMC, rge wabnoHbl, UcnbiTaHWs, pacyeTbl, cneLmgmuKaLmmn n COoTBETCTBYOLAs MHPOPMaL A OxapakTepuso-
BaHbl 1 COXpaHEHbI 1 06bIYHO HAaX0AATCs B Tabnuuax «nouck/cebinka/croBapby.

3.2.16.1 ObcyxaeHue

JIMMC xpanHnT uHdopMaumio Ans noucka ¢ Lenbko 6eicTpon pernctpaumm obpasua n HasHaYeHUs Ha UCTbl-
TaHus. OBbIYHO cTaTMYeckne TabnuLbl He0BXoaUMO KOHUIyprpoBaTh 4O permcTpaummn obpasua. BHeapeHue He-
koTopbIx JIMMC moxeT conpoBoXaaTbCsa BBOAOM MHGOPMALMU U3 CTaTUYECKON TabnmLbl HENOCPeaCTBEHHO Ha
aTane peructpaumm obpasya. CUHOHUMbI CTaTUYECKUX TabnuML, BKITHOYAKT B ceba macTep-gaHHble (master data—
OCHOBHbIE JaHHbIE) M JAaHHbIE NO KOHUIypaLum.

4 Ha3HayeHMne n npumeHeHue
4.1 O6ocHOBaHue

HacTtosawuin ctaHgapT npeaHasHadeH ans obyvyeHns 3aMHTepecoBaHHbIX CTOPOH MHorMM acniektam JIMIMC.
HacTosawmin ctaHgapT MOXeT:
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4.1.1 Nomoyb B 06y4eHun HoBbIX Nonb3oBaTenen JIMMC.

4.1.2 NomoYb B 00y4eHMN OCHOBHOIO KOHTUHIEHTa COTPYAHMKOB NabopaTtopuii u Apyrnx opraH3awmii, KoTo-
pble ucnonbayT JIMMC.

4.1.3 lNomouyb B 06y4eHU NPON3BOAUTENEN NPUOOPOB U N3FOTOBUTENEN APYIUX CUCTEM, KOTOPbIE MOTYT
ObITb COeanHEHbI Mexay cobon nHTepderncamu.

4.1.4 MNMpepocTaBuTb CTaHOAPTHYIO TEPMUHOSIONNIO, KOTOpas MOXET ObITb MCNorb3oBaHa npogasuamu JIMMC
N KOHEYHBIMM NOMb30BaTENSMU.

4.1.5 YCTaHOBUTb MUHUManbHbI Habop TpeboBaHMii K OCHOBHBIM chyHKumsim JTAMC.

4.1.6 ObecneunTb PYKOBOACTBO BLIMOMHAEMbIMM 3agavamMu U OOKYMEHTaUMEN, CO30aHHON B cneuudu-
Kauum, a Takke OeNCTBUSIMM NP OLeHKe, 000CHOBaHMU CTOMMOCTU, BHEAPEHWM, YNPaBEHNN MPOEKTOM, 00yye-
HUK 1 gokymeHTuposaHum JIMIMC.

4.1.7 O6ecneunTb BbICOKOKOMMETEHTHbIV YPOBEHb pykoBoacTea npu uHterpauum JIMMC ¢ 60nbLUMHCTBOM
0ObLIYHO MHTErPUPYEMbIX CUCTEM, TaKNX Kak nabopaTopHbie npubopsl, CDS, ERP, ELN, SDMSu . a.

4.2 AcnekTbl UICNOSIb30BaHUA CTaHAapTa

HacToswmn ctaHgapT npegHasHadeH ANs MCNonb30BaHNs BCEMMW 3aMHTEPECOBAHHbIMU CTOPOHAMM, BKIHO-
YeHHbIMM BO BCE acneKTbl BHeApeHus unu obenyxunsaxus JIMMC.

4.2.1 HacTosiwmi cTangapT npegHasHadeH Ons MCrnonb30BaHUSA B paMkax XusHeHHoro uukna NMMC
OTAEeNbHBIMM MLAMKU UK rpynnamu nuy, otBeTcTBeHHbIMK 3a JIIMC, Bkntoyas cneyndukaumio, noctpoeHune/
KOHpMrypmupoBaHue, Banuaauuio, UCNonb3oBaHne, 06HOBNEHUE, N3bSTNE U3 SKCTyaTaunn/BbiBOA U3 SKCMIya-
Tauymn.

4.2.2 HacTosLmin cTaHgapT Takke NpegHasHayeH Ans npegocraBneHns obpasya nepeyHs dyHkumin JIMMC.

5 KoHuentyanbHasa mogenb JIMMC — rpadmyeckoe nsodpaxeHue
dyHKUMOHanNbHOCTEN

MpumeyaHune 1— OcHoBHble pyHKUMU JIMMC, NyHKTBI MHTErpPaLuUn, XXU3HEHHBIN LMK U OTPacnmn NPOMbILLNEH-
HOCTM NpuBEAEHbl Ha puUcyHkax 1 — 4.

5.1 KoHuentyanbHasa mogens JIMMC — BepxHuii ypoBeHb

OcHogHble dyHKUmM NIMMC oxBaTbIBatoT LUMPOKYHO 06nacTb pabounx NOTOKOB labopaTtopumn, ynpaeneHue
NHdOpMaLMeEn U MHTErpaLmMIo C APYrMU NPOM3BOACTBEHHLIMU KOMMBIOTEPHBIMU CUCTEMAMU. OTU OCHOBHbIE (PyH-
kumn JIMMC nokasaHbl Ha pucyHke 1 B 6roke JINMC. UHTerpauus ¢ IMMC 1 BHELIHMMU cucTeMamu, Mpubdopamu,
WHCTPYMEHTaMM OTYETHOCTU U MHCTPYMEHTaMU aBTOMaTU3UPOBaHHbIX UCMbITaHWIA NpeacTaBneHa Ha pucyHke 1
B BEPXHEM U HXKHEM CEKTOpaX.

5.2 KoHuenTtyanbHas mogens JIMMC — cpegHuit U HUXHULU YPOBHU

®OyHkumm JIMMC 1 ux B3aMMOCBSA3b C BHELLHUMMW CUCTEMaMU, paclLnmpeHHbIMK pyHKumnsamu JIMMC v oxnaa-
eMbiMu B Byayuiem dyHkumamu JIMMC nokasaHbl Ha pucyHke 2. [Jnarpamma onpegenser:

5.2.1 OcHoBHble dpyHkummn JIMMC (LC) c noactpyktypamu onepaumii (LC-1.X) nnognepxku (LC-2.X).

5.2.2 PacwmnpeHHble yHkumun NIMMC onucaHsl B nepeyHe B cektope LE-X.

5.2.3 Cuctewmbl, asnsatoLmecs sHewHumm ans JIMMC, nokasaHbl B cekTopax ¢ kogamu E.

5.2.4 Oxngaemble B 6yayLiem pyHkuyum JIMMC onucaHel B cektopax ¢ kogamu LF.

5.3 ®a3bl xusHeHHoro uukna JIMMC (cm. FOCT P MUCO/MOK 12207, TOCT P UCO/MOK 15271)

BepxHuin ypoBeHb xun3HeHHoro Lukna JIMMC npeactaBneH Ha pUcyHke 3 Kak:

1) nepsoHavanbHoe BHeapeHune JIMMC;

2) yHKUMoHMpoBaHue (akcnnyataums) JIMMC;

3) cuctembl 0BCRyXMBaHUS.

Kaxgast n3 aTmx ocHoBHbIX ha3 B AarbHelweM npeobpasyeTcsi B OCHOBHble hyHKLMKU. Hymepaums un
0603Ha4YeHUst Ha pUcyHke 3 COOTBETCTBYIOT NPeACTaBIIEHHLIM Ha PUCYHKE 2, a Takke TpeboBaHMAM, NepevmcrieH-
HbIM B NpunoxeHum X1.

ba3zoenbili (HUxHUU) yposeHb XusHeHHo20 yukna JIMMC ompaxeH Ha pucyHkax 2 u 5 ™. |

5.4 KoHuenTtyanbHasa mogens JIMMC — oTpacnu npoMbILLNEHHOCTHU

BasoBhkIl pabounin NOTOK, KOTOPbLIV yCTaHaBNMBAETCS B TlabopaTopusix HE3aBMCUMO OT UX NPOdUIS, BKIO-
YyaeT B cebs Takme hyHKUMM, Kak peructpaums obpasua, HasHavyeHue UCMbITaHuiA, BBOL, pe3ynbTaToB, pacCcMOT-
peHve pe3ynbTaToB, yTBEPXKAEHME pe3ynbTaToB U OTYETHOCTb (HUXHUU YPOB8EHb XU3HEHHO20 Uukna JTUMC *).

* [JononHumernbHoe pa3bsCcHeHUe 8 Uensx ny4dwea20 noHuMaHusi yposHel xu3HeHHo2o yukna JIMMC.
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— OCHOBHble dyHkLmKn JIMMC;

OTyeThl

KnuHuyeckue — pacwwmpeHHble dyHkunm JIMMC;
W HEKINIMHUYECKue
ueneITaHua - — BHELLHWE CUCTEMbI
Kanu6- WUccne- Beb- Ksanu-
poBKa aoBaHuA aocTyn cpukauuma
nonb3o-
BarTenew
A f A A f
\ J \ i \ i  J \
LIMS, nTMMC BasoBble nabopatopHbie Mepenaya paHHbIX/ MoHUTOPUHT cpefbl.
JlaBopaTopHast paboure NoToKM. YHKUUW yoaneHus:. BesonacHocTb XpaHeHus
YnpaBneHue YnpaBneHne xpaHeHnem 1 3MEKTPOHHbIE 3anuncH.
VIHqJOpMaLIMOHHaﬂ I'IapTVlﬂMM/J'lOTaMM. 06pa3L|,OB. I/Iayqume CTaG@ﬂbHOCTM.
MEHEIKMEHT- LLITpuX-KOAMPOBaHHE. MpoekTbl (Banuaauums, CTaTUCTMYECKWIA aHanus.
cucrema CraHaapThl 1 peareHTbi. peknamatmm). OneKTPOHHbIE GriaHku
[ e e Kanubposka 1 nposepka  (WabnoHbl). .
p - parop! (nosepka). BbICOKOMPOWU3BOANTEMNBHbIN
pavor. YnpaeneHue npubopamm CKPUHUHT 06pasLioB

YnpaBneHue oTyeTamu.
XpaHeHue AaHHbIX

0 LiernoYyke obpasLoB.
MnaHnpoBaHue
NMPOU3BOAUTENBHOCTU
(MponyckHo cnocobHOCTH)

1 YyCTaHOBKOMN
MHTEpdECcoB.
YnpaeneHvue apmako-
KUHETUYECKUMU U
¢hapmakogMHaAMUYECKUMU
nccneposaHuamu (PK/PD
OaHHble).

Busyanusauusa gaHHbIx
aHanusa

\

I

CnoxHble npubopsbl,

Hanpumep,
cuctema MpocTbie
xpomatorpauyecknx| UHCTPYMEHTBI,
AaHHbIX (CDS), Hanpumep,
CNeKTPOoOTOMETPbI BEChHI

B Y®-Buanmon
obnacTsax cnekTpa

PucyHok 1 — KoHuentyaneHble mogenu JIMMC — BepxHuii ypoBeHb

* CokpauwjeHus u 0bosHa4yeHus npusedeHsbl 8 npunoxeHuu [b.
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I'IepeqmcneHHble CUCTEMDbI:

LC* — 6asoBble hyHkuumn JIMMC:
1.0 — onepauuu;
2.0 —nopaepxka;

E — BHelLHME cuctemsl;

LE — pacwumpeHHble

dyHkumm JIMMC;

- LF — 6yaywme dpyHkumm JIMMC

COIr (SOPs)
Cneuundukauum.

MeTogab! UcnbiTaHuin.
Matepuansl ans obyveHus.

E -1 JokymeHTbI N0 06CNyXMBaHWIO (CepBUCHAA OOKYMEHTaLMs1) — pa3paboTka 1 nogaepka:
Lorosop 06 yposHe obcnyxusanusi (SLA) u onepaunoHHom yposHe (OLA).

TpeboBaHus nonb3oBaTensi.
TpeboBaHusA K PyHKLMOHANBHOCTAM.
TexHuueckue cneundmkalum

YnpaeneHwue koHdurypaumen (LC-2.1):

- c6op NepBOMCTOYHMKOB

(cbop UCTOYHMKOB AOKYMEHTOB);

- MPOLIECC KOHTPONS U3MEHEHWIA;

- co3faHne MacTep-AaHHbIX;

- TeCcTMpoBaHue/Bepudmrkaums (nposepka)
MacTep-AaHHbIX;

- NepemeLleHne MacTep-aaHHbIX

B MPOU3BOACTBO;

- yaaneHue mMactep-aaHHbIX

Peructpaumsi obpasua (LC-1.1):

- 3anpoc nabopatopun Ha obcnyxuBaHue;
- perucTpauus nota/naptum;

- perucTpauus 06pasLos;

- pacrievaTka aTUKeToK Anst o6pasLos

CucreMHoe agmuHucTpupoBaHue (LC-2.2):

- obcnyxkuBaHve annaparHbiX CPeAcCTs;

- obcnyxuBaHve NporpaMMHoro obecneyeHus;
- obcnyxuBaHve AaHHbIX;

- aBapuiHoe BOCCTaHOBMeHne

Ynpaenexue pecypcamu (LE-1):
- 3anuch cBefeHNin 06 0By4eHun aHanuTuka;
- cTaTyc KBanudukaumum

YnpaeneHue obpasuamu (LC-1.2):

- nony4yeHne o6pasLos;

- pacnpegeneHve o6pasLioB;

- XpaHeHue obpasLoB;

- LLenoyka xpaHeHus ceegeHuii o6 obpasuax

YnpaeneHne cooTBETCTBUEM
(noateepxaeHunem) (LE-2):

- 3reKTPOHHast 3anuck;

- 3rIeKTPOHHas NOAMUCH;

- COOTBETCTBUE CEKPETHOCTU
(koHdMAEeHUMANBLHOCTW);

- h1HaHCOBOE COOTBETCTBUE

Ynpaenexune obopynoaHuem (LE-3):

- ynpaBneHue kanubpoBkamu;

- NpefBapuTeribHoe obCnyxmBaHue;

- ynpaBrneHue ob6cnyXmBaHUeM/PeMOHTOM

BasoBble nabopatopHble paboyne noToku
(LC-1.3):

- HasHa4eHWe aHanuTuka;

- HaszHaveHue npubopa;

- NOAroTOBKA WCMbITaHUS;

-BbINOMHEHVE UCTIbITAaHWS;

-BBOJ JaHHbIX

Ynpaenexue naptuamu/notramu (LE-2):
- hopmupoBaHue;

- NPOCMOTP;

- pasmelleHune

C6op gaHHbIX ¢ npubopos (LE-6):

- cucTema xpomarorpaduyeckux AaHHbIX;
- MpsIMOE MonyYeHVe AaHHbIX;

- nony4yeHue caiina/aHanusa;

- XpaHeHue aiinos ¢ HeobpaboTaHHbIMMK
AaHHbIMU;

- nony4eHve mMeTaJaHHbIX

MpocmoTp pesynbtaTos (LC-1.4):

- BbILLIECTOSILLUM PYKOBOACTBOM,
nonb3oBaTeneM, KOHTPONepoM,

[IMPEKTOPOM, CNELMATNUCTOM Mo 0BecnedeHmo
kayectBa (QA);

- BepudmKaLms AaHHbIX;

- Banuaaums AaHHbIX;

- obecneyeHne gaHHbIX

YnpaBreHuve 3annaHupoBaHHbIMK CryHasmMu
(pesynbTatamu) (LE-5):

- OKpyXxatoLasi cpeaa;

- cTabunbHOCTL

YnpaeneHnve ctaHgaptamu/peareHtamu (LE-7)

YnpaeneHnue 3anacamu (LE-8):
- KOHTpONUpyeMble cy6cTaHLuY;
- peareHThl;

- cTabunbHOCTb

CucTeMHas uHTerpaumsi (MHTerpaums
¢ cuctemamm) (E-2):

- ELNs/LES;

- ERP/MRP;

- MES;

- SCADA;

-ynpasneHve JoKyMeHTaumeil;

- CTaTUCTUYECKUIA aHanu3;

- NEPEKPECTHbIN aHan13 NPUNOXKEHNI

Banupauus IMMC (E-4):
-KBanudukaums;

- Bepudukaums;

- Banuaauus

YTBepxaeHune obpasua (binyck) (LC-1.5)

Ynpaenexue uccnegosarusmmn (LE-9)

OtyeTHocTb (LC-1.6):

- 6asoBble NabopaTopHble NOTOKM;

- nabopaTopHble METPUKY;

- cneunanbHble COobLLEHMS;

- cepTudmKaTbl aHanumaa;

- 0T4eTbl 06 ynpaBneHuy;

- OTHYETbl O HOPMATUBHbIX AOKYMEHTaX
(perynupytoLime coobLueHus)

Paspa6oTtka KoHTporbHbix kapT (SQC) (LE-10)

ApxuBupoBaHue gaHHbix JIMMC (LC-2.3)

PucyHok 2 — Mogenb koHuenuun JIMMC — cpegHuii n 6a308b10 ypoBHU — CTpyKTypa TpeboBaHuii

* CokpauweHus u obosHaqyeHus rpusedeHbl 8 rpusnoxeHuu [b.
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[ns nabopaTtopuii B pa3nmyHbIX OTPACHsX MPOMBILLIIEHHOCTU MOTYT MOTPeO0BaTLCA AONOSNHUTENbHBIE (PYHKLUN B
COOTBETCTBMM C KOHKPETHLIMK TpeboBaHUsMU K paboveMy noToky. Hanpumep, aons nabopaTtopum 3Konoru-
YeCKOro HanpasneHus MoryT TpeboBaTbCsl NPOCINEXMBAEMOCTb KOHTENHEPOB € 0OpasLiaMmu, 06paboTka obpasLoB
B MapTUSAX C MCMOMb30BaHMEM KOHTPOSIbHbIX 0OpasuoB, MHTErpaums ¢ npubopamu Ans nepegayv cBegeHun
0 YKche ONMCaHHbIX KOMMNOHEHTOB M MHOTOYPOBHEBbIN NMpocMOoTp. Kpome Toro, moryT notpebosaTtbcs cneuudm-
yeckne TpeboBaHMA K OTYETHOCTU. HekoTopble 13 AONONMHUTENBHBIX PYHKLMIA, KOTOPbIE MOTYT ObITh 3aTpeboBaHbI
ansa nabopaTopui B cneumdmnyeckmnx oTpacrsix NpOMbILLIEHHOCTH, NPeACTaBneHbl Ha pucyHke 4. MNpeacTaBnex-
Hble Ha pUCYHKe 4 dyHKLMW SBASIOTCHA AONOMNHMTENbHBIMU K 6a3zoBomy paboyemy NoToky nabopatopumm.

Llenouka Obpabortka OneKkTpoHHas
OcHoBHble npocrexusanms napTuii OTYETHOCTb.
naboparopuu UHcbOpMALIN o0b6pasuos, PesynbTatsl
06 obpasLe BKIto4asi KOHTpOsis
pasLy o6pasLibl QA Kkavectsa (QC)
Oxpyxatowas Pacnpenenerue/ Obpabotka M OneKTpoHHasi Banupauusi
cpena napTuii HoroyposHeBbief  VIHTerpaums OTYETHOCTb.
npocnexusaemMocTs 06 P pac4yeTos.
pasyos, paccMoTpeHnsa c npu6opa,w/] e3ynbTarbl
obpa3LoB N MeTtoasl QA/QC,
. BKItoYasi n ytBepxaenns | u cuctemoni GIS KOHTpons
W UCbITaHWI o6pasubl QA kadecTsa (QC) Bepugukaums
y Ljenouxa O6paboTka Cucrema GIS [ 9nektpoHHas
ObLiecTBeHHbI | npocnexusaHus napTuii ans OTYETHOCTb.
CeKTop uHpopmauum o0bpa3Los, onpenenenuns Pesynetatsi
06 obpasue/ BKIHoYas nokanu3sauum KOHTpoOnsi
[okasaTenbcTea | 06pasibl QA 06pasLoB kavectsa (QC)
KoHtponmpyemsie| OgHopogHocTs. Banupauus
EcTtecTBeHHble g Py AHOpOA MtoroypoBHeBeie U u TpeboBaHus
cybcTaHuymm. PacTtBopMOCTB. WHTerpayus CcKnoYeHNs 6
Hayku CrabunsHocTb Pacuersl. paccMoTpenms c ERP " BbIMYCK K oOCIyKuBario
06DA3LIOB Creuncusatm U yTBEPXKAEHNS u Kannbposke
past U u npu6opos
MpocnexwvBae- Wnterpauns | CTamuctudeckas | Yckmodenme.
Muwesas MOCTS 0Bpa3LIoB Mroroyposressie| - MESp EL;? 4 npocrexmsa- plainags
MPOMBILLNIEHHOCTb <o 3emmm paccMOoTpeHus MOVt emoctb 1151 Mpogax
W yTBEPXKAEHUS ncucteMont | gappabensHoctu| A4 MPOA
Ao cTona» cHabxeHus npouecca U MapKeTuHra
ABTOMaTN3NPO-
UHTer]
Teokenas BaHHoe c cwcer 5 ;:AM”Z Cratuctuyeckue |BxogHelie faHHbIe
MPOMBILLNIEHHOCTb ””gggggffg ne npaeneHuns Kkaprel i A7 rpochunak-
P 1 TEeCTOB. ‘_},/ g cccamn | OHTPOMMpYeMbie TUYECKOro
YnpaBnenue pou npeaensi obenyxuBaHusi
napTusmmn n npubopamu
Ynpasnexue naggHgfgbLeble Paccmorperive, CuctemHas PaclumpeHrHbie
o5 parop BepudmKaLs, OTYeTHOCTb
pasuamu paboune MHTEerpauus DyHKLUM
HoTOKM yTBEpXAEHUE

®dyHkumm JIMMC >

PucyHok 4 — MoTtpebHocTn oTpacneni npombiwneHHoctn B JIMMC

* CokpauleHusi u 0bo3HaqyeHusi npusedeHnbl 8 npunoxeHuu b.

6 Pa6ouunn notok JIMMC m KM3HEHHbIN LUKN obpa3ua
(cm. FTOCT P UICO/M3K 14764, TOCT P UCO/M3K TO 16326)

6.1 Pa6ouun notok JIMMC, BBepgeHue

Mogenb pabodero notoka JIMMC (cMm. pucyHok 5) naet obLiee npeactaBneHne 0 NPoLLEeCCHOM NOTOKE B
TUNM4Hom nabopatopun. Lienbio gnarpammel paboyero notoka sensieTcs pasbacHeHue pyHkumn JIMMC n ykasa-
HMe MYHKTOB UHTErpaLum ¢ TUNMYHbLIMU NabopaTopHbIMK pabodrmm npoueccamm (06paboTka 06pa3LoB, aHaNU3 1
oT4eTHoCTb). OnpeaeneHHble (cneynduyeckme) nabopatopHble TpeboBaHWSA 3HAYUTENBHO BApbUPYHOTCS OT OOHOM
nabopaTtopuu k gpyroin. MeTtogbl onpegeneHns n coctaes obpasua nnm CoBOKynHoCTM 06pasLioB byayT Takke
0COBEHHBLIMW ANst KOHKPETHOW NabopaTopun n ByayT 3HAYUTENBHO MEHATLCS B 3aBMCMMOCTU OT OTpacnu nNpo-
MblILLEeHHOCTW. MHAMBMAYyanbHbIn paboynin NoTOoK 1 onpeaeneHue obpasua, npucyLyne Tonbko aTon naboparo-
pYK, OOMMKHbI SIBMASITECSA YaCTbi0 XMn3HeHHoro umkna JIMMC. Basosble dyHkumm JIMMC 1 B3aumogencTeue pabo-
4YMX NOTOKOB NpeAcTaBneHbl Ha pucyHke 5. Lindpbl B ckobkax (M. 6.2) COOTBETCTBYIOT KOHKPETHLIM NPoLieccamM
paboymx NOTOKOB (NPAMOYroribHbIe 6rIOKK), NPeACTaBNEHHbIX HA PUCYHKE 5, KOTOpblE OTHOCATCS K 06nacTam,
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nokasaHHbIM Ha KoHLUenTyanbHbix Moaensx JIMMC (cm. pucyHkn 1 — 4) B pasgene 5. B kavyecTBe npumepa Toro,
YTO MOXET ObITb BbINOMHEHO C MOMOLLbIO KaXaomn 13 yHKLUIA Mogenn paboyero noToka, MCNomMb3yTCA AaHHbIE
BCEX YPOBHeW KoHuenTyanbHo mopenu JIMMC. MNogpasgen 6.2 He COAEPXKUT OMMCaHWI KaXgon YHKLUK
KOHLIeNTyarbHOW MOAESN 1 HE OrpaHMYMBaETCH KakUM-MBo cneunuyeckum ypoBHEM.

YnpaeneHue obpasuamu

I i
1
i (LC-1.2) :
1 1
] I
N Peructpaums | 4 C6op |
> (LC-1.1) ] -] (LC-1.2.1) !
i |
L I 1 1 :
| : : \ i I
: OcHoBHble === mmmm e a | ! !
| TlaGopartopHbie paboune i HasHaueHue et o | ___4| Pacnpegenenve | |
! notoku (LC-1.3) | Ha paboTy ose ! (LC-1.2.3) !
[ | (LC-1.3.1) =17 : :
S N Loy | \i !
| ¥ EEY ] !
| MogroToBska il S —_ Moctynnexne i
! ucnbITaHNi \ ! i (LC-1.2.2) i
! (LC-1.3.2) A ! i
| IR S H |
! FN !
i i !
: i Pl \E\\ :
| H 1 N !
: BbinonHeHve : i \\9 XpareHve i
: UcnbITaHNiA --;--*I""'"","__— (LC-1.24) i
! (LC-1.3.3) o | |
! I
| L |
' Y | ' i
I I !
. - :
: BBog AaHHbIX | ! !
I (LC-1.3.4) : | :
| . |
: ..................................................... 1 : :
| I 1 1
_________________________________ J I !
\ : 1
| |
MOBTOPHBI _ MpocmoTp ! !
TecT - (LC-1.4) : !
| |
| |
Y I !
| |
MOBTOPHbI > WHTepnpeTauys | i
obpasel - (LC-1.5) | :

1
i |
\ 1 1
| |
OT4eTHOCTb ! !
(LC-1.6) ! i
| |
! |
i | ¥ i
| |
ApxueupoBaHne | ] Pa3wvelueHve !
(LC-2.3) : (LC-1.2.5) ;
| |
I 1
e .

PucyHok 5 — OcHoBHble paboune notoku NIMMC
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6.2 OcHoBHbIe pabouue notoku JIMMC

O6a nornyecknx NoToKa AaHHbIX, XapakTepuayoLwmx paboTty JIMMC B komOUHaLUmM ¢ COOTBETCTBYOLLUMHU
dusmyecknMn NpoLieccamMm B OTHOLLEHUN 0Opa3LIoB, MOKa3aHbl Ha pucyHke 5. Kaxxgomy 650Ky, npeacTaBneHHo-
MY Ha pUCYHKe 5, MPUCBOEH YHUKarbHLIA HOMepP (HOMepa COOTBETCTBYIOT NpeACcTaBEeHHbIM Ha PUCYHKE 2, ae-
TanbHOE onucaHve NPoLEeCcCoB MPUBEOEHO B NOCNeayownx pasgenax).

6.3 O6nacTtu pyHKLMOHaNbHbIX Bo3MoxHocTen JIMMC

OcHoBHble aTanbl pado4ymx notoko JIMMC, npeactaBneHHbIX Ha PUCYHKE 5, onncaHbl B HUXKECTNEAYIOLLEM
nogpasgene ctaHgapTa. Kaxgpbii atan onncaH ¢ nepekpecTHON CChINKOW Ha pucyHok 2. MHaekc (B ckobkax)
yKa3blBaeT Kak Ha PUCYHOK 2, Tak U Ha NpunoxeHne X1.

6.3.1 Peructpauus o6pasua (LC-1.1)

6.3.1.1 Hayanom npouecca sBnseTcs MHMLMUMpOBaHWe 3anpoca Ha ucnbitTaHne/otéop npod obpasuos. 3an-
pocbkl Ha 06pasLbl MOryT ObITb OCYLLECTBIIEHBI B PYyHHOM U 9M1EKTPOHHOM PEXMMAaX; 3TO MOTyT ObITb TENedoH-
Hble, Beb6-3anpochbl; Npon3BoACTBEHHbIE 3aMPOChI, KacaroLLMecs CPOKOB U rpadnKoB; CreLmarnbHble 3anpock! 1
3anpocsl, reHepupoBaHHble JIMMC. MHdgopmaums, nonyvyaemas ns 3anpocoB Ha obpa3seL, BkrovaeT B cebs 6mo-
rpacpuyeckue gaHHble, AaHHbIE O KITMEHTE, 3anpoLUEeHHbIE MeTOAbI UCTbITaHWSA 1 MHGOpMaLmio 0 6esonacHocTy. B
pe3ynbTaTte BHegpeHusi HekoTopbix JIMMC nabopatopus nony4yaeT BO3MOXHOCTb OCYLLECTBISATL NpeaBapuTenb-
HYI0 MMM NOCNeayoLLYyI0 perncTpauuio obpasLoB Un KNMEHTOB ANS NpeaBapuTernbHON permctpavmmn obpasuos
nocpencrsom Beb-noprana.

6.3.1.2 MNMpexae Bcero cuctrema JIMMC gormkHa 6bITb Hagnexawmm obpa3om CKoHUrypupoBaHa, u cooT-
BETCTBYOLLMM 06pa3omM 3admKcMpoBaHHas MHpopMaLms 0 NnepcoHarne, 3akad4vmkax (KnnmeHTax, nokynaTensx),
UCNbITaHWUSX, OTYETax U T. M. AOMKHa ObITb BBEAEHA B cTaTnyeckme Tabnuupl. lNocne toro, kak JIMMC ckoHdury-
pvpOBaHa, MOXeT HauaTbCA Npouecc pernctpaumm obpasua. JIMMC npuceanBaeT yHUKATNbHBIN HOMEP KaXXOoMy
pernctpupyemomy obpasuy. YHUKansHbIN HOMep MOXeT ObITb OAHUM U3 NOCIeL0BaTENLHOMO Psaa LiesbiX YACEN
W U3 YCTAHOBITEHHOM NONb30BaTENAMN NOCNeAoBaTenbHOCTU. bonbLioe yncno o6pasuoB, KOTOpble BMECTE
OblnM NPeACcTaBneHbl HA pacCMOTPEeHKe AN perncTpaumm, MoryT ObiTb normyeckn cesidaHsl B JIMMC, Hanpumep,
BCe 00pasLbl KOHKPETHOrO 3aka34yuka. Kak npaesuno, cuctema JIMMC 6ygeT obecneunBatb hyHKLMOHAMbHEIE
BO3MOXHOCTM nsi cbopa creayroLlen 4eckpunTmeHon (onucatenbHon) nHpopmaumm o6 obpasuyax: 0 ToM, KTO
npegocTasun obpasubl Ha paccMOTpeHWE, 3aTpaThl (CTOMMOCTb), ONMcaHne 0bpasLa U Kakme UCTbITaHWS OOMKHbI
ObITb NpoBeeHbl. [pyras nHpopmauusi Takke MOXeT ObITb Ype3BbIHANHO BaXKHOW, HANPUMEP, O MPUOPUTETHOCTM
UCMbITaHWIiA, O TOM, Kakme YPOBHMN TOYHOCTU 1 NPaBUITbHOCTU TPeObYyTCSA NpU UCMbITAHMSAX, Kakylo ONacHOCTb
MOXeT NpeAcTaBnATb obpasey Ansi nepcoHana nadoparopun, Kakue NpubnmManTenbHbIE YPOBHM COAEPKAHNS
KOMMOHEHTOB OXMNAAKTCH, YTO AOIMKHO ObITb caenaHo ¢ obpasuom, koraa aHanus 6yaet 3aBepLueH. Peructpa-
unsi 06pasL/oB MOXET NPeALLECTBOBATL UK CNefoBaTh 3a unsmdeckum coopom obpasuos. PyHkumsa JIMMC no
perycTpauum obpasLoB OOMMKHA ObITb MPOCTLIM MPOLECCOM C UHTYUTUBHBLIM 1 9 EKTVBHBLIM MHTEPEENCOM NOSb30-
BaTens.

6.3.1.3 CoobLLeHre 0 NoATBEPXKOEHUN YACTO BbIMyCKaeTCsl A1 TOro, YTobbl rapaHTUMpoBaTb MOMb3oBaTe-
nsam akT NpUHATMSA cucTemon 3anpoca Ha obpasel,. Ctatycel IMMC obHoensATCesa Ana obpasua/ 3akasa. Cucte-
ma JIMMC pgomkHa caenaTbk 3annck 0 TOM, YTo BbIn caenax 3akas (ans Toro, YTobbl nogaepXXuBaTth KCnyaTaum-
OHHYI0 MeTpuKy). Korga 3anuck 6yaeT coenaHa, cMctema CMOXET OTCIEeXnBaTb BPEMEHHbIE (KaneHaapHble)
WHTepBarbl 415 OCTarbHbIX 3TanoB npouecca. lNonyyeHHble cBegeHMs NO3BONST PyKOBOACTBY flabopatopum on-
pegensTb Bpemsi 060poTa, ctaTyc obpasia 1 pasfnyHbie YCIoBMS MPOCPOYEK.

6.3.2 YnpaBneHue o6pasuamm (LC-1.2)

6.3.2.1 Coop obpasuos (LC-1.2.1)

C60p 06pasLIoB MOXET NPOBOAUTLCS B PYYHOM, aBTOMaTUYECKOM Ui poboTU3NpOBaHHOM pexnmax. Coop
00pasLioB MOXET NPOBOANTLCSA C Ucnornb3oBaHuem cuctemsl JIMMC (nocnegytowas pernctpauust obpasua), KoTo-
pbili B HEKOTOPbIX paboumx cpefax ConpoBOX4AETCS pacnevaTkon cnmcka cobpaHHOro matepuarna u reHepvpoBa-
HUS MapKUPOBKM STUKETOK (LUTPWX KOAOB) AN KOHTENHePoB ¢ obpa3uamu. C6op 06pa3os MOXET NpeaLlecTBoBaTb
pericTpauum obpasia nnv criegoBaTh 3a pernctpauueri obpasua; akTyanmM3npoBaHHbIN 3aka3 MOXET MEHATLCS OT
nabopatopun k nadopartopun. Ctatycel JIMMC moryT 6b1Tb 06HOBNEHBI (NOCNeaytoLLasn pernctpawmsa obpasua) B
TeyeHue aTana cbopa obpasuos. Cuctema JIMMC moxeT 06ecneunts MHpopMaLMio O TOM, KaK OCYLLLECTBNATb
cbop 06pasLoB, 0 NNIaHNPOBaHUKM crieumdnyecknx obpasLoB, TPeOOBaHMSX K KOHTEMHEPAM W YCIOBUSAM XpaHe-
HUS, MHdOopMaLmo o 6e3onacHOCTK (CNNCKKM AaHHbIX 0 6e30nacHOCT MaTeprarnoB UnNn «nacnopT 6e3onacHoCcTu
maTepuana» — MSDS, Material safety data sheets), TpeboBaHusax kK xpaHeHUto obpasuya n nHhopmMauum o poTta-
uum obpasua. Lienb XpoHONorm4eckoro 4OKyMeHTMpoBaHMsa MHpopmaumm 06 obpasue (chain of custody) moxeT
ObITb NpocnexeHa ¢ nomoLlbto JIMMC, xoTta JIMMC 1 He MOXeT NONHOCTBIO 3aMEHUTb OPUONYECKU paspeLleH-
Hble TpeboBaHUSA K cO3aaHMI0 NOA0BHOM AoKyMeHTaLumn 06 obpasue.
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6.3.2.2 MocTynnexue obpasyos (LC-1.2.2)

dusunyeckoe noctynneHne obpasLoB B nabopaTopuio 3annceiBaeTcs B cucteme. lNpouecc noctynneHus
BKIoYaeT B cebs BaxHble dpyHkumm JIMMC no pernctpauum obpasua (ecnu 06pasLbl He Obinn 3apermcTpupoBaHbl
B JIMMC fo ux cbopa), nepBoHa4ansHON Nnposepke obpasLia u MapkmpoBke. 3akas Ha obpasel, unu rpynny obpas-
LOB MOXET ObITb MPOBEPEH MO OTHOLLEHMIO K TPEOOBaAHUAM 3aKa3umKka UM K NpoekTy otbopa npob obpasuos.
MoxeT ObITb 3aperncTpmMpoBaHa Takasi 4OMNONHMUTENbHasA MHAOPMaLWs, Kak YMCIOo NOSTy4eHHbIX 06pa3LoB U BpeMmst
OOCTaBKW, a Takke MOXeT ObiTb OGHOBIEH CTaTyC 06pasLoB Ans obpasua /3akasa, HauMHas oT perncrpauum oo
nonyyeHus obpasua. Tam, rae cnonb3ylTCcsa CNUCKM cobpaHHbIX 006pasLoB, oT4eT 06 yTepsiHHbIX obpa3uax
MOXET ObITb MCNOMb30BaH A4S ykazaHusl Tex 00pasLoB, KOTOPbIE HE MOTTM BbITb NOMyYeHbI N0 KaKoR-Nnbo npuym-
He. 3aka3umKy MoOXeT ObITb BblAaHa KBUTaHLUMSA 115 NOATBEPXKOEHMSA NOCTaBKM (O0CTaBkM) obpasua.

6.3.2.3 MoxeT cyliecTBoBaTb HEOOXOAMMOCTb pa3aenvTb obpasel, Ha NnogodpasLbl UNK anuKBOTbI NS
0[HOBPEMEHHOI0 aHanun3a Ha pasnmyHbIX aBTOMaTM3MPOBaHHbIX paboumx MecTax Unm B pasHbix NiabopaTopusix.
Cuctema IMMC onpegensieT TpeboBaHMsA K annkBoTaMm Ans oopasLoB, OCHOBaHHbIE Ha NpeaBapuTENbHO NPoBe-
OEHHBIX C UX UCNOSb30BaHWEM UCTbITaHMSAX. Ha 3Tom 3Tane MoryT ObiTb OTMEYEHbI M 3aperncTpupoBaHbl Npobne-
Mbl ¢ 06pasLom. MoxeT ObITb OTMEYEHO HEAOCTAaTOYHOE KONMYeCcTBO obpasua Ans NpoBe4eHUS UCNbITaHNS UK
NOArOTOBKM MHAMBWUAYAmNbHbIX anukBOT, HEOBXOAMMBIX ANt MHOrOYMCNEHHbIX TECTOB. MoryT HabnogaTees 1
perncTpvpoBaTbCcs Apyrve npobnemMsl ¢ 06pasLamu, Takme Kak ux HenpeayCMOTPEHHas oKpacka Ui Henpegyc-
MOTpEHHOEe hn3myeckoe cocTosiHme. [Ins HeKoTopbIX 06pa3LoB MOXET NoTpeboBaTbCA NpeaBapuTensHas obpa-
60oTKa, Hanpumep, fobaBneHne koHcepBaHTa. Ecnv aTo Heobxoaumo, To nabopaHTy MoryT ObITb NPeACTaBNEHbI
WMHCTPYKLUUK C TEM, YTOObI rapaHTUpOBaTh NpaBuIlbHYI0 paboTy Ha 3Tom aTane. Cucrtema JIMMC gomkHa ObiTb
O0CTaTO4HO rmbkon, YTobbl 06ecnevnTs NPOBEAEHNE TaKMX MPOBEPOK U JOKYMEHTUPOBAHWS B TEHEHUE npoLiecca
perucrpaymm obpasua (Mnm aTm eNCTBUS OOIMKHbI ObITb BbINOSIHEHLI TaG0OpaHTOM A0 NOAroTOBKM 06pasua nunm
ucnbitaHust). Cuctema JIMMC Takke 40mKHA HA3HAYUTb YHUKArbHbIN TabopaTopHbIA MOEHTUMMKATOP NS KaXO0-
ro Nony4eHHOro obpasLa UnNn Kaxxaov reHepUPOBaHHONM anuKBOTLI M HaneyaTaTb COOTBETCTBYHOLLYIO 3TUKETKY
Ons kaxgoro obpasua.

6.3.2.4 Pacnpegenexue obpasuos (LC-1.2.3)

Mpouecc pacnpeneneHns ob6pasyoB BKIoYaeT B cebs Takue BaxkHble dpyHkuum JIMMC, kak paboune nucTol,
poTauuio 1 NpocnexmBaeMocTb obpasua. Lienb xpoHonornyeckoro 4oKyMeHTUpOBaHus nHcpopmavimm o6 obpas-
Liax MOXeT NoHaaobuTbcs Ans obecneyeHns AOKYMEHTUPOBAHHOMO CBMAETENBCTBA O KOHTPOSIE U NPOCEXMBae-
MOCTU XpaHEHWs KOHTEHEPOB C 0Opa3LiamMu 1 nx cogepxmmoro. Npumepamm cutyaumii, rae moryT notpeboBaTtbes
3anpockl 0 Lenu xpaHeHus nHdopMaumm o6 obpasuax, ABnsaTcs: obpaboTka BeLwecTs, NOANEXaLUMX KOHTPOSHO;
cBuaeTenbcTBa (cyaebHo-meanumHckne), NnogaepXvBaoLLme opuamdeckme cygebHele cryyau, unu Hanudme
pagmoakTMBHbLIX MaTepuanos. Cuctema JIMMC formkHa npeocTaBuTh NepeYeHb BCEX UCTIbITAHWIA, KOTOpbIE J0JK-
Hbl GbITb BbIMNOSHEHbI, U MOXET AaXe NpefoCTaBUTb NabopaHTy AeTanbHy MHOPMaLU0 OTHOCUTENBHO anuk-
BOT, TpeOyeMbIX ANsi KaXKO0ro CNbiTaHWs, KonnyecTea TpebyemMoro matepuana, a Takke Toro, kyaa obpasubl
OOIMKHbI BbITh HanpasneHsl. Obpasew nnm anukeoTa MOryT BbITb HanpaBreHb! AN aHanu3a Ha paboyee MecTo B
nabopaTopum unn Ha paboyee MeECTO B CTOPOHHEW yAarneHHon opraHm3auun. PacnpegeneHme obpasuos no garte
1 BPEMEHM OYEHb BaXKHO, TaK Kak MOMOraeT onpeaennTb, koraa obpasel, CTaHOBUTCA AOCTYMNHLIM AN aHanm3a Ha
pa3nunyHbIx NabopaTopHbix pabounx mectax. CtaTtyc obpasua 06HOBNSETCH C TEM, UTOObI yKa3aTb Ha 06pasupl,
KOTOpble SABNSATCA OCTYMHBLIMU A5t aHanM3a B JaHHOE BPEMS.

6.3.2.5 XpaHeHue n yganeHue obpasua (LC-1.2.4)

O6Gpasubl unu anukKBoTbI, KOTOPbIE AOMMKHBI BbINM ObITb NPUFOTOBMEHLI, MOTYT XPaHUTBLCS 4O aHanus3a B
cneuunanbHO BblaeneHHon Ans xpaHeHus komHate. Ctatycel cuctemsl JIMMC obHoBRsitoTCA Ana obpasua/3akasa.
B gononHeHue k 0ObI4HLIM 0Opa3uam MoryT NoAAepKMBaThCA 3anackl 06pasLoB cpaBHEHNWS, NabopaTopHbIX pea-
reHToB, CTaHOapTHbIX 06pasLoB, obpasLoB Ang KoHTpond kadectsa (quality control, QC), a Takke 0bpa3uos,
3aBUCSILLMX OT BPEMEHM XPaHEHWUS (CEKTOP CTabMITbHOCTH).

6.3.2.6 PasmeLlueHne obpasLos (LC-1.2.5)

Hapgnexalyas 4OKyMeHTaums no pacnopsikeHuio 06pasLoM nocre aHanusa saenaeTcsa npegmeTom 6onee
BHUMaTENbHOro paccmoTtperus. JIMMC moxeT bbiTb MCNONb30BaHa Ansi NPOCIEXMBaHUSA MECTOMOMNOXEHNS KO-
HeYyHoro obpasLa 1 yaaneHns HEHYXXHbIX OCTaTKoOB (COPOCOB).

6.3.3 HasHa4yeHune Ha paboTy (LC-1.3.1)

6.3.3.1 NnannpoBaHue pabotbl (LC-1.3.1)

Cuctema JIMMC moxeT KOHUIypupoBaThCa AN rpynnuMpoBKu 06pasLIOB B CEPUIO Uy NocneaoBaTenbHO-
CTU ¥ ANg NNaHupoBaHusa paboT (MCnbITaHWUA) AN Kakgoro obpasia/3aka3a B aBTOMaTUHECKOM PEXUME, UMK
cucTemMa MOXET OblTb CKOHUIypMpoBaHa Tak, YTOObl NO3BONNTL 3apPErMCTPUPOBAHHBLIM (aBTOPN30BaHHbIM)
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NONb30BaATENAM BbIMOSHATE 3TN (PyHKLMK Bpy4HYt0. Cuctema JIMMC mMoxeT KoHdumrypmrpoBaTbcs anst fobaene-
HKS K 3annaHnpoBaHHOMY paboyemMy NOTOKy labopaTopHbIX CTaHAAPTHBIX, KOHTPOSbHbIX 00pasLoB 1 06pa3uoB
AN KOHTpons kavecTsa, unu cuctema JIMMC moxeT KOHUryprpoBaTbCS Tak, YTOObI NO3BONWTL aBTOPU30BAH-
HbIM MOfb30BaTENSAM BPY4HYI0 BBOAWTb B HEE CTaHAAPTHbIE U KOHTPOSbHbIe 06pasLbl.

6.3.4 AHanus

AHanu3 cogepXXmMT MHOro4McreHHble CyObekTbl 1 AencTeus. K HUM oTHoCATCA noaroToBka o6pasLos, Npo-
BeieHVe N3MepeHnii, 06pasLbl Anst KOHTPOMS Ka4yecTBa, MonyveHne 1 cobop gaHHbIX. [eicTBrS No NpoBEeaEHMIO
aHanusa U3MeHsIIoTCS B 3aBUCUMOCTY OT HanpaBrneHns AedaTensHOCT nabopatopuu. [NeTnm NoBTOPHOrO UChbITa-
HMSA 1 NOBTOPHON BbIBOPKM 06pasua Takke NpeacTaBneHbl Ha pucyHke 5 (mogpobHee cM. Huxke).

6.3.4.1 MNogrotoska ncnbitaHus (LC-1.3.2)

[na 6onblunMHCTBa 06pa3LoB TpebyeTcs NoAroToBka nepea aHannaoM. Kpome Toro, 4ns HEKOTOPbIX 0bpas-
LOB MOXeT noTpeboBaTbCs, YTOObI 3Tanbl NpegBapuTENbHOW paboTbl ObINM BbINOMHEHbBI A0 CO34aHUS anvKBOT
obpasLa, npegHasHayveHHbIX Ang npepobpabotkm. Cuctema JIMMC moxeT 6biTh CKOHGUIYpupoBaHa Ans obecne-
YeHUWs ynpaBneHnsi NOAroToBKM 00pa3LoB Ha 3Tanax npeaBapuTernbHon 00paboTkm M NpeanoaroToBkM 06pasLoB.
Cuctema JIMMC moxXeT Takke KOHpUrypmpoBaTbCs Anst aBTOMAaTUYECKOro BKIMOYEHNS B MOCNEA0BATENBHOCTb
onepavuin Hem3BeCTHbIX 06pa3yoB, CTaHAAPTHBLIX U XONOCTbIX 06pa3LoB, HeobXxoaNMbIX A411S KanMBPOBKM NN
onepauui no Bepudukaumm metoga nogrotosku. Cuctrema JIMMC moxeT 6biTb CKOHGUIYprpoBaHa 4151 BbluUcre-
HUS U3 3TUX AaHHbIX SKCNepUMeEHTarnbHbIX PAKTOPOB (hakTopa PacTBOPUMOCTU MK (hakTUYECKON Macchl).
B kayecTBe anbTepHaTUBbLI 3TN TUMbI NaPaMeTPOB MOTYT ObITb paccunTaHbl BHe JIVIMC 1 Bpy4Hyto BBeAEHbI Nabo-
paHTom. O6pasLbl, cTaHAapTHbIE 06pa3Lpbl M 06pa3Lpbl Anst KOHTPONS KadecTBa, KOTOpble MOABEprawTca npea-
BapuTenbHoM 06paboTke unM npegnoaroToBke, unv oboum BapraHTam obpaboTkm obpasua, TPedyrT yH Kanb-
Hol ngeHtTudpmkaumm. O6pasLbl Ans KOHTPONA KayecTBa MOryT BKITHOYaTh B cebs cneymanbHble obpasubl 1 nx
Aybnukatbl, HeobxoauMble B Ka4eCTBe CPEACTB M3MEePEHUSI TOHHOCTM METOAA, XONOCTble NPobbl 1 AybnukaTsl
obpasuoB. TpebyeTcs TwaTenbHO KOHTPONMPOBATb TO, Kak cuctema JIMMC ncnonb3yeTt yHKUMIO NpOoCcnexnBa-
eMOoCTM 3TuXx 06pasLoB Ansa KoHTpons kadectBa. Cuctema JIMMC gomkHa nogaepxmBaThb CBA3W Kak CO BCEMU
obpasuamm 4ns KOHTPONst KA4eCcTBa, Tak U C aCCOLMMPOBaHHBIMM C HUIMW HEU3BECTHBIMU 06pa3uamn. Accoumauum
06pa3LoB AN KOHTPONS kKavyecTBa MOryT BbITb OnpegeneHsl NabopaHToOM, KOTOPbIN BPYYHYH BHOCUT rpymnnbl 06-
pasyoB B cuctemy JIMMC, unu JIMMC mMoXeT KOHUIypMpoBaTbCs Ansi aBTOMaTU4eckoro hopmMumpoBaHus
NapTM HEU3BECTHBIX U CTaHOAPTHBIX KOHTPOMbHbLIX 06Pa3LI0B, OCHOBLIBAIOLLMXCHA HA TAKUX KPUTEPUSIX, KaK KUC-
nonb3yemble MeToabl» Unn «npubopbi». JTlobble HeMcNPaBHOCTU UK UCKITIOYEHUS, C KOTOPLIMU CReLManmncTbl
nabopaTopuu cTankuBarTCcs B Xo4e NoAroToBkM 00pa3LoB, MOryT ObiTb BBEAEHbI Kak MPUMEYaHusi, KOTopble
oTobpaxatoTcsa Ha aKpaHe AMCnres Unmn pacneyaTbiBaloTCA U MOTYT MOMOYb OOBACHUTL Ntobble HeobblYHbIE
pe3ynbTaTbl, NoNy4YeHHble No3xe B npouecce paboTbl. CtaTyckl cuctemsl JIMMC obHoBNAKTCA Ans o6pasya u
3aka3sa C TeMm, 4ToObl yka3aTb Ha 3aBeplLueHne NoaroToskm obpasua. 'pynnel (accoumaumm 06pasuoB) MOryT ObITb
onpeaeneHbl nabopaHToM, KOTopbI coobLuaeT o Hnx cucteme JIMMC, unu cuctemon JIMMC, koTopas coobLiaeT
06 aToM nabopaHTy. Accoumarmm o6pasLoB MOryT BbiTb BbiAerneHbl B OTYETaxX U MOryT NOMOYb B OO bSACHEHUN
noBbIx HeobbIYHbIX pedynbTatoB. CtaTyckl cuctembl JIMMC obHoBRsOTCS Ana obpasua u 3akasa. Nocne nogro-
TOBKM 06pasLa aHanMT1K MOXET MCNOMb30BaTh AOCTYMHbIE (PYHKLMOHArbHbIE BO3MOXHOCTM cuctembl JIMMC ong
BBOAA NOArOTOBIEHHbIX 0BPa3L 0B U CBA3aHHbLIX C HUIMM CTaH4APTHBIX 06pa3LoB 1 06pa3LoB Anst KOHTPONS Kade-
CcTBa B TOW onpefeneHHOoN nocnenoBaTenbHOCTH, B KOTOPOW OHW AOMKHbI ObITb M3MepeHbl. AnNbTepHaTMBON
NepeYnCrieHHbIM BhilLE OENCTBUAM MOXET ObiTb KOHdUrypmposanme JIMMC Tak, 4To6bl Obinia BO3MOXHOCTb B
aBTOMaTUYECKOM pexmme 3aka3blBaTb 06pasLbl ¥ KOHTPObHbIE CTaHAapPTHbIE 0Opas3Lbl B NOCneaoBaTenbHOCTY,
GasmpyoLLerics Ha CNonb3yeMblx MeTodax U npubopax. B aTom cnyyae moxeT noTpeboBaTbCH OCyLLECTBIIEHNE
¢ nomoLLsto JIMMC cbyHKUMM NpoCcNeXnBaeMoCcTm 3a 4OMNOMNHUTENBbHBIMW CTaHAAPTHLIMK obpasuamm 1 obpasuamm
ONsi KOHTPONA KadecTBa. [ONONHUTENbHbIE CTaHAaPTHbIE 06pas3Lbl M 06pas3ubl ANst KOHTPOIIA Ka4ecTBa OOIKHbI
ObITb yHMKanbHbIM 06pa3om ngeHtTuduymposaHsl B JIMMC n gomkHbIM 06pa3om CBA3aHbl C aCCOLMNPOBaHHbI-
MW C HAMM NaHOBbIMK 06pasuamu.

6.3.4.2 BbinonHerwne ucnbitaius (LC -1.3.3)

MopaepxuBaemble MeTagaHHble ONpeaeneHHoro Buaa OMKHbI KOMMNNEKTOBAaTLCS Kak COCTaBHas YacTb
npouecca nsmepeHus. MeTagaHHble MOTyT BKMOYaTh B ce05 napamMeTpbl HACTPOWKM aHanMTU4ecKoro npubopa,
nobble ncnonb3yemble 4ONONHUTENbHbIE CTaHAapTHbIe 06pa3ubl, 06pasLbl 415 KOHTPONA KAaYecTBa 1 XOnocTble
npobbl, a Takke MHdopMauumto o NMobbix HAbM4AEMbIX HEMCNPABHOCTSX, TPYAHOCTSX U HEOOBLIYHOM NOBEAEHNM
cucTembl. OTa MHopmaLms MOXET NOMOYb AOKYMEHTUPOBATbL NCMONb3yeMble NPOoLEeaypbl Y COO4ENCTBOBaTL B
06BbACHEHNN HEOObIYHBIX pe3ynbTaToB. Pe3ynbTaTtbl UCMbITaHWI ABMNSKOTCSA MMAaBHOM NPoAyKUMER npoLecca nave-
peHusi. [poMeXXyToUHbIE 1 3aKMNouUTENbHBbIE pe3yrbTaTbl UCTbITaHWI 06pa3L 0B, CTaH4APTHLIX 06pa3L0B 1 acco-
LMNPOBaHHbIX C HAMM 0Opa3LoB AN KOHTPOMs kavyecTBa MOryT ObITb 3anncaHbl B hopMaTte 4OKYMEHTarnbHOM
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(TBEPAON) KOMWU UMK B 3NEKTPOHHOM dhopMaTe, a Takxke ¢ ucrnonb3oBaHneM obomx opmaToB. Kpome TOro, B
npouecce U3MepeHns MoryT NpoAyLMpOBaTbCA 3HaAYEeHUS ANs AOMNOMHUTENbHbLIX BHYTPEHHMX XOMOCTbIX
npo6, cTaHaapTHbIX 0Opa3LIOB M CaMOMPOBEPKUN aHANUTUYECKMX NPUOOPOB. [NoHATME «MCxoaHble, HeobpaboTaH-
Hble JaHHbIe» U NPpeAcTaBneHne 0 TOM, YTO TpebyeTcsa COXpaHUTb B KA4YECTBE HOPUMANYECKOro CBUOETENbLCTBA
(BokymeHTa), MoryT 6bITb ONpeaerneHbl No-pa3HoOMY AMs KaXKAoro KnneHTa v NpuBrieYeHHoro (CoTpyaHuyato-
LLIero) NpeanpusTuS.

6.3.4.3 B Tex cny4yasix, koraa npmbopbl AByHanpaeneHo coeanHaTca ¢ cuctemon JIMMC untepdencamn,
nocrnefoBaTesnlbHOCTb HEUM3BECTHBIX 00Pa3L0B U KOHTPOSbHBIX CTaHAAPTHBIX 00pa3LoB MOXET ObITh NepeaHa
aHanuMTu4eckoMy npnbopy ¢ Tem, 4Tobbl yNopsaounTsL YyCTaHOBKY Npubopa Ao Havana aHanu3a. [laHHas nocne-
O0BaTeNbHOCTb MOXET BKIOYaTh B Ce651 Takyto MHOpMaLmIo, Kak naeHTMnkaumoHHbIe AaHHbIe 06pa3sua, maccy
ob6pasua, hakTop pacTBOPUMOCTM MU OPYrYH OTHOCSALLYIOCS K Aeny MHcopmauuo. MHdopmaums o nocnegosa-
TeNbHOCTU MOXET BbITb COXpaHeHa B hopMaTUPOBaAHHOM 3IEKTPOHHOM dhane, cosgaHHoMm B JIMMC, u 3arpyxe-
Ha B NporpaMMHoe obecnedeHne npndopoB NocpeacTBOM pyHKLMM uMnopTa davina. AnbTepHATUBHO BbILLIE U3-
NOXEeHHOMY NnocneaoBaTenbHOCTU MOTYT BbITb HaneyaTaHbl Ha 6naHkax paboyrx NMMCTOB CO LUTPUXOBLIMU KOoAa-
MU, 1 MocreaoBaTeNbHOCTL 06pa3L 0B MOXeET ObITb ObICTPO 3arpykeHa B nporpammMHoe obecneveHune npubopa
nyTeM CKaHUPOBaHUS LUTPUXOBbIX KOAOB C 611aHKOB pabo4mX NIMCTOB UMM KOHTENHEPOB NOATOTOBIEHHbLIX 0Opas-
uos. B cnyyae otcyTcTBUS MHTEPhenca nocneaoBaTensHOCTU MOTYT ObITb BPYYHYO BBEAEHbI B CUCTEMY Npubo-
pa aHanMTUKOM MIN UCMONb30BaHbl HanevyaTaHHble GriaHkn pabo4vmx IMCTOB A1 TOro, YTOObI Bpy4YHYHO caenatb
3anuchb O pesyrnbTaTax UCNbITaHWN.

6.3.4.4 Beopg paHHbIx (LC-1.3.4)

PesynbTaThl UsMepeHus A0MmKHbI 6bITb BBeAeHbl B cuctemy JIMMC. Yucno nogaepxunBaemblx namepsie-
MbIX AaHHbIX, KOTOpble OyayT nepedaHsl B cuctemy JIMMC, OomkHO ObITh TWATeNbHO paccymTaHo. MockonbKy
KMMEeHTbI NPOCAT, YTO6bl MM BbINo coobLyeHo 0 BonbLueM Yncne aTUX M3MepeHHbIX AaHHbIX, JIMMC gomkHa
UMeTb CMOCOBHOCTL cobMpaThb, XpaHUTb 1 coobLLaTh 0 BonbLIEM YMCNE 3TUX AaHHbIX. OTa MHPOPMALMA MOXET
ObITb BBEAEHA NOCPEACTBOM 3M1EKTPOHHBIX MHTEPEENCOB MK, B criydae HebonbLoro obbema NpunoXxeHnn,
Hane4aTtaHa nabopaHToM (CoTpyaHUKOM). Korga pesynbTaT UcnbiTaHWs BBEAEH, CTaTyCbl obpasLia/3akasa 1 pe-
3ynbTaTta 06HoBnsATCA. C NOMOLLLI0 YHKLUUKM YIpaBneHnsa oTmevatoT BpeMsi U bakT donkcnpoBanus B JIMMC
pe3ynbTaToB, C TeM, UTOObI OHW MOIN ObITb NOABEPrHYTbI CTATUCTUYECKON 06paboTKe, 1 MOXKHO BbIfo NpocnexXu-
BaTb MPOOBWXEHME KaxAoro 3akasa Ha wucnbiTaHue. C nomoublo OyHKUMM ayauTOPCKOW MNpOcCrexuBa-
eMOoCTV fenaeTcs 3anucb Ouorpaduyeckor (XpOHONOrMYeckor) MHbopmMaLum o Kaxkgon TpaHcakumm B JIIMC.
Mpsamas naterpauus npubopa c cuctemont JIMMC aBnseTca BaxkHbIM MOMEHTOM AN MOMHOM  peanu3aumm
OEenoBbIX BbIroA U NpenmyLecTB oT BHeapeHus cuctembl JIMMC. UHTerpauusa ¢ aHanuTuieckum npmdopom
nmeet MmecTo npu peanusaumu pyHkumm JIMMC LC-1.3.4 (npunoxeHue X1).

6.3.5 NMpocmoTp (paccmoTpeHune) ucnoitaHun (LC-1.4)

6.3.5.1 PaccmoTpeHue pesynbTaToB UCMbITaHUA U UHTEprpeTauus

Na6opatopusa MoxeT NoTpeboBaTh, YTOOLI KaXAbI pe3ynbTaT UCMbITaHWA NPOXOoAW 0auH uny Bonee ypos-
Hel JOKYMEHTUPOBAHHOIO NpocMoTpa U uHTepnpetaumn. Cructema JIMMC gomkHa 6biTb pa3paboTaHa Tak, YToobI
ObINo BO3MOXHO JOKYMEHTMPOBaTb, MO KpalHen Mepe, Ba ypPOBHS NpocMoTpa. PesynbTaT ncnbiTaHus opurn-
HanbHoro obpasLa 0bbIMHO paccMaTpMBaETCA U MHTEPNPETUPYETCH B NEPBYI0 odepeab NabopaHToM (nepBryHas
kBanudvkaumsa coTpyaHuka nabopaTtopum). ATOT NPOCMOTP PErMcTpUpyeTcs B JOKYMEHTUPOBaHHOM BUAE B CUC-
Teme JIMMC. JlabopaTopms MoxXeT noTpeboBaTb pacCMOTPEHUS pe3yribTaToB BTOPbIM MO KBanudukaumm cotpya-
HMKOM (KTO 9TO ByAeT, 3aBUCUT OT CneLmdmKmn oTpaciv NPOMBbILLIIEHHOCT 1 HOPMATUBHbIX TpeboBaHuUi), YToObI
rapaHTMpoBaTb, YTO pe3ynbTaThbl ObINy BBEAEHbI M MHTEPNPETMPOBANUCH A0MKHBIM 06pasom. [ing Toro, 4Tobbl
NMoMoYb B 9TOM npotecce, cuctema JIMMC MoxeT nokasaTb pe3ynbTaTbl 419 CTaHAAPTHBIX M XONOCTbIX Npob B
OOMOoNHeHWe K pedynbTaTam, Nony4YeHHbIM Ans aHanuaupyemoro obpasua. Ha ocHoBaHMM 3TUX pe3ynbTaToB
nabopaHT MOXEeT caenaTb BbiBOA, MPOBOAMUIICS JIM KOHTPOSb MeToAa ucnoitaHnin. Cucrema JIMMC moxeT noka-
3aTb pe3tome paboTbl 4N NPOCMOTPA, T. €. KpaTKOE U3NOXKEHWNE OCHOBHbIX NMOMNOXEHUA NPOBEAEHHOW paboThl.
Heobbl4Hble nnu BeinagatoLwme n3 HOpMaTMBHOIO AMana3oHa pesynbTaTbhl MOryT ObiTb OTMeYeHbl AN bonee BHU-
MaTenbHOro uccnegoBaHusi. Ecnu anst npoaHanuavpoBaHHbIX CyOCTaHLMIM N3BECTHBI 3HAYEHNWS, COOTBETCTBYHO-
LMe HopmaTUBHOMY AManasoHy, OHM MOryT BbITb OTOBpaxeHsbl Ha aucnnee. PesynbTaThl, oTNnyaoLwmecs ot
HOPMbI, MOTYT BbITb OTMEYEHbI MM OTAENBHO OTOOPaXeHbl Ha Aucnee Ans bonee geTanbHOrO PacCMOTPEHWS.
Cuctema JIMMC moxeT npegnucatb NpoBeaeHne nabopaTtopHbIX CTaHAapPTHbIX onepaunoHHbIX npoueayp COr
(SOP, Standard operation procedures), cornacHo Tpeb0oBaHUAM KOTOPbIX PELEH3EHT M UCTbITaTENb AOMMKHbI ObITb
pasHbIMY NoAbMU. VIcnpaBneHns unm nuaMeHeHns B JaHHbIX, BBEAEHHbIX paHee B cuctemy JIMMC, moryT ObiTb
cAernaHbl Ha cTagum Bepudmkaumn. MameHeHuns B pedynbTtaTax, BBeAeHHbIX paHee B cuctemy JIMMC, gormkHbl
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ObITb MOABEPrHyTHI ayAUTY, a Takke NpMBEAEHbl MPUYMHbBI, HA OCHOBaHWM KOTOPbIX ObINO CAenaHo UcnpaeneHne
(6bina npoBeaeHa KoppekLms). B xxypHanax no ayamTty OOMKHbI COAepXaTbCs OpUriMHanbHble AaHHbIe N BCe
N3MEHEHUS, BHECEHHbIE B pe3ynbTaT, BKIoYas AaTy U BpeMst USMeHeHUs, CBeJleHNs 0 TOM, KTO cienan usMmeHe-
HWME 1 Ha OCHOBaHUU Yero.

JIMMC moxxeT obecneumTb NPOCMOTpP pe3ynbTaToB, 3a UCKIMIOYEHNEM CryYaeB, rae pesynbTaTbl COOTBET-
CTBYHOLLMX crieumdmKaLmMin UM HaxogaLmecs B 4ONyCTUMbIX Npeaenax pesynbTaThl nepeaarTcss aBTomaTtuiec-
Kv B 0630p MCMbITAHUI, N TOMNBKO HEOXNAAHHbBIE PEe3yNbTaThl UCMbITAHUIA BLIBOAATCA AN PYYHOro NpocmoTpa.
PesynbTatbl MOryT GbITh YTBEPXKOEHBI C UBMEHEHMEM CTaTyca pedynbTaTta. McnbitanHne (ogHo unu 6onee onpeae-
NEeHUn) MOXET ObITb BKITHOYEHO B rpachmk MOBTOPHOMO UCMbITAHNUS U, €CI 3TO HEBO3MOXHO, pe3ynbTaT MOXET
ObITb MPOCTO OTMEYEH KaK OLUMBOYHbIN (HenpaBusbHbIN). [And Toro, 4Tobbl NOATBEPAUTL U3MEHEHNS B CTaTyCe
otyeToB JIMMC, MoryT 6bITb UCNOSb30BaHbI ANIEKTPOHHbIE NOAMUCH, ECIIU HOPMATUBHbIE JOKYMEHTbI UMK PYKO-
BoAcCTBa TpebyoT aToro. PyHKUMM ynpaBneHns HeobXoaumbl A4S TOro, YToObl 3HaTb, Koraa pesyrnbTaTel Bepudm-
LMpYyoTCS, Npy 3TOM Bepudurkauus SBnseTcs gpyrMM aTarnoM B xofe npoBegeHust paboT «ucnbiTaHne/ obpasewy/
3aka3s». Ctatyckl JINMC obHoBnsatoTca Ans obpasua/zakasa. He ansa scex BHeapeHui cuctemsl JIMMC tpebyetca
npoBeaeHue ayaunta. Cneunanuct no BHegpeHuto cuctemsl JIMMC gormkeH onpegenutb, HACKOSNbKO BaXKHbIM
ABMNSETCA NpoBefeHVe ayauTa, Kakad MHpopMauusa SOImKHaA NoBepraTbCcs ayanTy, a Takke AOMMKHbI v ObiTb
3aperncTpupoBaHbl NPUUMHbI 419 BHECEHUS UBMEHEHUIA.

6.3.5.2 LInkn noBTOPHOro ncnbiTaHms

[MoBTOpPHbIE MCMbITAHMSA MOTYT BbITb MHULMUPOBaHbLI BO MHOTMX MyHKTax pabdo4vero notoka JINMC. Bo3amox-
Hble NyTWU ANsi OpraHn3aLmn NOBTOPHbIX UCMbITaHUA MOKa3aHbl Ha pUcyHKe 5. [ToBTOpHOE UCMbITaHne onpeaens-
eTcs kak ogHO unu 6onee 4ONONHUTENBHOE ONpPeAeneHne opurMHansHoro obpasua /3akasa U3 CooTBETCTBYHO-
LLIero koHTelHepa. lNoBTOpHOE McnbITaHne 06bIYHO TpebyeTes, ecnv 3agaHHoe UCTbITaHWe, MPEANONIOKNTENbHO
notepneno Heygavy no TEXHNYECKMM NPUYMHAM, TakMM Kak OLLMOOYHbIE NMapaMeTpbl KOHTPONSA KavyecTBa Unm
cbon ob6opynoBaHus. B cucteme JIMMC gormkeH JOKYMEHTUPOBATLCS KaXkabl NOBTOPHbIA TECT HA OCHOBAHWM
COOTBETCTBYHOLLIEN MOTVBMPOBKU.

6.3.5.3 Linkn noBTOpHOW BEIBOPKN 0BPa3LoB

MoBTOpHas BbIbOpKa 06pasLoB MOXET ObITb MHULMMPOBaAHA BO MHOMMX NyHKTax paboyero notoka JIMMC.
BoamoxxHble NyTu 4nsi NTOBTOPHOM BbIOOPKM 06pasLioB NokasaHbl Ha pucyHke 5. NoBTopHas Bbibopka 06pasyos
onpegenseTcd kak oguH unu donee gononHuTeneHbIX 06pasuos. JIMMC gomkHa ycTaHOBUTL NpsiMble U 06paT-
Hble CBsI3V ¢ 0bpasLamu, KoTopble 40OABNAOTCA NyTEM LyKIa NOBTOPHOM BbIOOPKM 06pa3LoB. MoBTOpHbIE BbIOOP-
kv 06pasLioB 0ObIYHO TPEOYHOTCS, ECNM BO3HMKITO MO403PEHNE OTHOCUTENBHO CreayLWmnX HEGPEXHOCTEN 1 OLLIK-
OOK Npu NpoBeaeHNM UCTbITaHWSA 3adaHHOro obpasua: rae UMEeHHO A58 NPoBeeHMS MOBTOPHOIO UCTbITaHMSA UMe-
NOCb HEQOCTAaTOYHOE KONMUYECTBO 0OpasLa, MHeHNE TabopaHTa 0 TOM, YTO OpUrMHanbHbI 06paseL, He COOTBET-
cTBOBan TpeboBaHUSAM NPOBEAEHNS TECTA UK NPOBEeAEHME UCTIbITaHMS ObINO HENPaBUITbHBLIM.

6.3.6 YTBepxaeHue obpasua (LC-1.5)

6.3.6.1 labopaTopusa moxeT noTpeboBaTb, YTOObI KaXabIn 0bpaseL, nogsepranca 4OKYMeHTUPOBAaHHOMY
npoueccy yteepxaenuns. JIMMC gomkHa ObiTb pa3paboTaHa Tak, YTobbl B Hel Obina npegycMoTpeHa BO3MOX-
HOCTb IOKYMEHTUPOBaHUA 3TOro npoLecca. JlabopaTtopus CywecTByeT, 4TOObI NPON3BOAUTE MHADOPMALMIO AN
BbILLECTOSLLEN OpraHn3auum 1 opraHusaumm knmeHta. Hekotopble us cuctem JIMMC KoHpUrypumpytoT Tak, 4Tobbl
ny4Lle NoMoYb B JOCTKEHNM 3TON OCHOBHOM Lienn. Cuctemsl JIMMC moryT opraHvM3oBbIBaTh U KOHOUIypupoBaTb
pe3ynbTaThl TaK, 4Tobbl O6bINO NPoLLE NPOBOAUTL MHTEPMNPETALMIO M NPUHUMATBL peLleHns. KoHdurypmpoBaHmne
pe3ynbTaTtoB MOXET ObITb NPOBEAEHO NyTEM KOMOMHALMN pe3yrbTaToB aHann3a MHOrMx oopasuoB, [obaBneHns
OOMONHUTENBHON MHdOPMaL MK, NPOM3BEAEHHON He B nabopaTopuu, kK 0OTYETaM UK cepTudurkaTam aHanuaa,
a TaKke BKMYEHMS obLLel MHpopMaL MK, OTHOCALLIECS K UCTIbITAHUSIM UK AeATENbHOCTU, 00YCNOBNMBaloLLEN
NPUYMHY NEPBOOYEPELHOrO aHanm3a Tex N  MHbIX 06pa3uoB. AHanu3 4YacTo NPOBOAAT ANA TOro, YTobbl
NOATBEPAWTbL Ka4eCTBO UMM CBOWCTBa MaTepuanoB. B aTtom cnyyae cneumdwukauum matepuanoB MOryT
ObITb BBeAeHbl B JIMMC Tak, 4Tobbl pesynbTatbl MO ObiTb NPOBEPEHBI B COOTBETCTBUM C AOMYCTUMbBIMU
3HaYEHUAMMU.

[na noaTBepXXaAeHUs pesynbTaToB Ui aBTOpU3aLnmy (paspeLleHnst) nameHeHus B ctaTtyce otvyeToB JIMMC
MOTyT UCNOSb30BaTLCH AMEKTPOHHbIE Nognuncu. MiHorga MoryT MCNonb30BaTbCA PYTUHHbIE CTATUCTMYECKME pac-
YeTbl Ha OCHOBAHMWM COBOKYMHOCTU Pe3ybTaToB C TEM, YTOObI ONpeaenuTb TEHAEHLUN 1 caenaTh ApYrie BblBO-
Obl 1 3akntoveHus. [Ana naeHtTudukaumm matepmanoB MOryT UCNOMb30BaTbCA CNeKTpasibHble BUbMoTeKn.
B HekoTOpbIX cnyyasx, 4ToObl Oka3aTb NOMOLLb B MOHUMaHUN pe3ynbTaToB, UCNOMb3YETCS MCKYCCTBEHHbIN NH-
Tennekt. Ctatycbl JIMMC obHoBnsitoTCa Anst o6pasyal 3akasa.
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6.3.6.2 BbinyckHble 4OKyMeHTbI 06 yTBepxaeHun obpasua moryT 6biTe NpeacTaBneHsbl B opme 0TYeTOB,
cepTudmKkaToB aHanmnsa, peLUueHnin, OCHOBaHHbIX Ha NpeaonpeaerneHHbIX KpUTepusx, Unn AencTBusX, Hanpas-
NeHHbIX Ha HeNoCcpeaCTBEHHOE ynpaBreHne NpoLeccomM.

MpumMmeyaHue 2— Bo MHOMUX cryyasx yHKUMS HTepnpeTauum 6yaeT coBnagaTb C OTYETHLIM NMPOLECCOM.
Bo mHorux cuctemax JIMIMC paHHble MHTEpNpeTMpyoTCcs B hopMaTte oTyeTa B 3/1EKTPOHHOM B0 B GymarkHOM Buae.

6.3.7 OT4yeTHOCTL (LC-1.6)

BepudunumpyoTcs Tonbko pe3ynbTaTbl UCTbITaHWIiA, MOTyT reHepUPOBATLCS Kak BHELLHUE, TakK U BHYTPEHHUE
OTYETHI.

6.3.7.1 PesynbTaTbl UCNbITAHUIA, HAPSAY C AaHHBIMM MO KOHTPOO kavecTBa (QC), MoryT ObITb COOOLLEHbI
3akasuuky. [Ina 3Toro MoryT 6biTb MCNOMNB30BaHbl pa3Ho0bpa3sHbie hopMbl, BKIOYasi OTYETHI B BUAE TBEPAOM
KONuM (OOKYMEHTarnbHOWM Konuu), nepefady AaHHbIX B 3N1EKTPOHHOM BUAE M € nomoLpto Beb-cuctembl. Coctas-
neHue oT4yeTa B Npegenax gaHHon cuctemsl JIMMC gomkHO GbITb TMOKMM A58 TOro, YToObl MOXHO 610 Npucno-
coOUTL pasnunyHble OTYETHI K TPEOOBaHUSAM OTAENbHbIX KMeHToB. Cuctema JIMMC pgornkHa 6bITb cnocobHa nc-
nonb30BaTb 3apaHee NporpaMMMpoBaHHble hopmaThbl Ans 60MbWLNMHCTBA 0ObIYHBIX TBEPAIX (AOKYMEHTamNbHbIX)
KOMNuiA 1 hOopMaTOB 3NEKTPOHHbIX OTYETOB. YcnoBHble «CepTudmkaTtsl aHanuaax (Certificates of Analysis, COA)
06bI4HO TpebyoTCs B Ka4yecTBe NpuMepa oT4eTa B BUAE TBEPAON Konuu. MHOrve KnneHThl Tenepb nonararTcs Ha
NCMONb30BaHME PasfnMYHbIX SNIEKTPOHHBLIX hOPMaToB, KOTOpbIe NOAAEPXKMNBAIOT Nepeaady AaHHbIX U3 6a3bl faH-
Hbix JIMMC B 6a3y AaHHbIX KITMEHTA C MCNONb30BaHNEM TaKOro 3NeKTPOHHOIo hopmaTta nepegaydu, kak XML.

6.3.7.2 OT4eTbl MOryT BKIto4aTh B cebsi CBOAKM 111 BHYTPEHHETO NCMOSb30BaHMSA PyKOBOACTBOM fnabopa-
Topum. ®yHkumm ynpasnexms JIMMC coobLatoT, koraa BbinycKarTCa OTYEThI, MOCKOMbKY OHW MapKMpyroT (0OTMe-
YyaloT) Bpems 3aBepLueHust uukna pabot.Cratycel JIMMC obHoBRsAtoTca Ans obpasua/3akasa. C nomoLlubio coopa
CTaTUCTUYECKMX AaHHBLIX U OTMETOK BPEMEHM (LLUITAMMOB) B Pa3NMYHbIX NMyHKTax npoLecca MoryT 6biTb NOAroToB-
NeHbl OTYETLI ANd Nepefaydv pykoBoacTBy nabdopatopun. MoryT GbiTe NOArOTOBMEHb! AaHHbIE O YMcre obpas-
LoB, 06paboTaHHbIX Ha KaXXAOM aBTOMaTU3MpoBaHHOM pabovem MecTe, C ykazaHneM Yaca v gHa Hegenu. MNony-
YeHHble JaHHbIe MOTYT MOMOYb COCTaBUTb rpacouK AOCTUXKEHUST MakCMyMa 3arnpoCcoB Ha NPOBEAEHNE aHan1aa,
B paboTe KOHTPOJIbHO-NMPOMYCKHbIX MYHKTOB U peLLeHnsX apyrnx npobnem, a Takke obecnevmBaroT co3gaHme
Hagnexallen JOKyMeHTaLun, B KOTOPOW NoATBEPXKAAETCA MHAOPMALIMSA O HOBbLIX aHaNUTUYECKNX Mpnbopax nnm
coTpygHukax. [No TpeboBaHumto knneHTa nabopaTopusi AOMKHa ObITb FOTOBA NPEAOCTaBUTL OKYMEHTbI 3a MPo-
wepwee BpeMs. PesynbTaTthl, Nony4YeHHbIE MO OKOHYaHUK paboTkl 1 xpaHswmecs B JIMMC, nomoratoT pykoBo-
OVTENAM OnpeaenuTb, HaCKOIbKO XOPOLLIO nabopaTopusi COOTBETCTBYET TEKYLLMM 3anpocam. [lepcoHanbHbIN y4eT
3aTpar BPEMEHU MOXET ObITb OTCINEXEH MO BPEMEHN HAXOXAEHNA KaxKaoro obpasua Ha kaxkaom paboyem mecTe.
MonyyeHHble AaHHbIe MOTYT BbITb MCMONB30BaHbI NPY pacyeTe NPOEKTHBIX XapakTEPUCTUK U KOHTPONA paboThl
nepcoHana. Yncno nNpoBefeHHbIX UCTbITAHWIA MOXET WCMONb30BaTbCA AN OLEHKMU pacxofa peakTMBOB U UX
noctaBku. KannbpoBka aHanuTu4eckux NpubopoB U oT4YeTbl 06 MX 0BCNYXMBAHUM MOTYT NOAAEPKUBATLCA U
coobuwaTbea ¢ nomoulpbto JIMMC.

6.3.7.3 [N BHyTPEHHEro UCMoNb3oBaHUsA nabopaTtopuen Takke MoryT ObITb NOArOTOBMNEHbBI OTYETHI MO KOH-
Tponto kKadecTBa. [1ns OLeHKM NPON3BOANTENBHOCTU KOHKPETHOrO MeToAa B npegenax nabopaTopum MoryT co-
CTaBNATLCA CTAaTUCTUYECKME OTHEThI. Ha OCHOBaHMKM aHanm3a KOHKPETHbIX 00pas3LoB A1 KOHTPOSSA KayecTBa Mo-
ryT ObITb NOCTPOEHBI KOHTPOSbHBIE KapThl. [nanasoHbl XapakTepUCTMK, NOMYYEHHbIE U3 KOHTPOMbHbIX KApT, MOTYT
ObITb MCNONB30BaHbI 4119 YCTaHOBMNEHUSA JOMNYCTUMbIX NPEeAernioB, KOTOpbIE MCNONb3YTCA nabopaTopuert npu
OLEHKE BHYTPEHHUX MPOLIECCOB UMW NPW CPaBHEHWWN AEATENBHOCTU NabopaTopun ¢ onybnukoBaHHbIMK TpeboBa-
HUSIMM K BbINOSTHEHWIO 3a4aHHOro MeToaa. HekoTopble KMeHThl TpebytoT, 4TOObI UM Takke coobLanu o6 aTnx
CTaTUCTUYECKNX Anana3oHax.

6.4 Mopgenwu gaHHbIx JIMMC

6.4.1 Tunbl gaHHbIX

TexHonorust 6a3bl AaHHbIX, ucnosb3dyemasi cuctemon JIMMC, MeHsieTCcs B 3aBMCMMOCTM OT KaXkaoro nocTas-
LLMKa M KOMaHAbl N0 BHeApeHuto. Tabnuubl 6a3el gaHHbIX JIMMC nogpasgeneHsl Ha ABe LWnpoKue obnacTu:

1) Tabnmupl ctatudecknx 6a3 gaHHeix JIMMC, roe pa3smelleHa onucaTtenbHas MHgopmaums (Hanpumep,
npocunu, TeCTbl, BbIMUCTIEHUS, cCnelmdmrKaLmum 1 cBa3aHHasi ¢ HUMM nHdpopmaums, 06bI4HO HaxoasALWwascs B Tab-
nvuax «nomck/ccblinka/crnoBapby);

2) onHammnyeckme Tabnuubl, rae XpaHUTCa MHGOPMaLUsi 0 TOM, Kak perMcTpupyroTcs obpasLbl 1 BBOOATCA
pe3ynbTaTbl.

TepMuHbI «CTaTUYECKME» U «QNHAMMYECKUEY Aal0T NpeacTaBneHme 06 obLLen xapakTepucTuke Tabnumu, 6asbl
AaHHbIX JIMMC, oTpaxatoLwmx 4acToTy nameHeHui aaHHbix. lNMones3oBartens cuctemsl JIMMC gormkeH BHMMaTENb-
HO M3y4nTb, KaK OpraHn3auus TekyLlen nabopaTopHon nHdopmaumm 1 pabovero noToka COOTBETCTBYET ABYM
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obnactam 6a3bl AaHHbIX (CTaTU4ECKON 1 AMHaMmnyeckon). Bpewmsi, Tpebyemoe ans sHegpenust IMMC, 3aBucut ot
WHCTPYMEHTOB U CTPYKTYpbI Tabnuy, ctatuyeckon 6a3bl AaHHbIX.

6.4.2 CtaTycbl

Cucrema IMMC cnocobHa k nogaepxaHuio MHopmaLum 0THOCUTENBHO cTaTyca 00pasuoB, MHAMBMAYarb-
HbIX UCMbITAHWIA U ONpeaeneHnii, CpaBHEHUS pe3yrbTaToB B COOTBETCTBMM CO crneumdmkauusamm, sepudmkaumm
pe3ynbTaToB, yTBEPXAEHNSI 06pa3LIOB U 3aka3oB M MHOMOro apyroro. iHgopmaums o ctatyce o6HOBNSAETCS, KOr-
Oa MMeeT MecTo Kakas-nnoo TpaHcakumsa JIMMC. Bece dyHKLMoOHanbHble 1 paboyne NOTOKM UMEOT BO3AENCTBUE
Ha ctaTtyc nHcopmaumm B JIMMC. MNpumepsl cTaTycoB obpasua 1 3akasa BKMYaloT B ce05: «HeJOCTYMHbINY,
«OOCTYMHBINY», «NONyYEHHbIV B NabopaTopuio», «B NPOLIECCE UCTIBITAHUSA», KTPUOCTAHOBITEHHbINY, «3aKOHYEH-
HbI», KYTBEPXKAEHHbINY» N «OTKIMOHEHHBIN» CTaTychl. [prMepbl CTaTyCOB UCMbITAHUSA U ONPEAENIEHNS BKIOYAKOT B
cebs: «AOCTYNHbINY, «3aKOHYEHHBINY, <YTBEPXAEHHBINY, «HE COOTBETCTBYIOLLMI CneLmdukayum» cTaTychl.

6.4.3 3arpy3ka 1 nepemMeLyeHne JaHHbIX

Cuctema JIMMC cnocobHa k nogaepkke nHdopMaLmm Ans LWMpPoKoro AManasoHa AaHHbIX B pamkax ous-
Hec-NpoLeccoB U NabopaTopHO AeATENBHOCTM, HeobXoaNMbIX Anst addeKkTMBHON paboTkl Nnabopatopun. Cucrte-
mMa JIMMC coaepXuT gaHHble, KOTOPblE HE TOMbKO OTpaxaroT Tekyllee COCTOSIHME OeATeNlbHOCTH
nabopaTtopun, HO TaKKe WCTOPUYECKYIO MHGOPMALIMIO OTHOCUTENBHO NPOLUSION paboTkl U cobbiTui. BonbLias
YacTb MHopmaumu, 0bblvHO Haxoaswencs nog ynpasneHnem JIMMC, Hanpumep, o Tom, rae NNIMMC sBoguTtcs B
pabouyto cpeay, B koTopon npexae cuctema JIMMC He 6bina paseBepHyTa, OyaeT cyuiectBoBaTb B oopme By-
Ma>XHOW JOKYMEHTALUN UMK 3NEKTPOHHBIX UCTOYHMKOB, TaKMX KaK OOKYMEHTbI, KpynHOGOpMaTHble Tabnuubl
unu cneynanusnpoBaHHble 6a3bl AaHHbIX. [1py BHegpeHun JIMMC aTn gaHHbIe Heo6X0AMMO 3arpy3nTb B HOBYHO
cuctemy JIMMC ¢ Tem, 4ToObI 06ecneunTb ee 6a3oByo koHGUrypauuto. CTaTudeckne AaHHbIe BCErAa 3arpyatoT-
cs B JIMMC kak yacTb passepTbiBaHus B JIMMC xun3HeHHOro uukna. PelueHne 0THOCUTENBHO TOro, Kak pacrnopsi-
XaTbCs UICTOPUYECKMMN AUHAMUYECKUMIN JaHHBIMU, JOMKHO OLEHMBATLCA C y4eToM dhakTopa pucka. CooTeeT-
CTBYIOLLME CTpaTErMn Anst MaHUNyNsiLMn 3TUMKN SaHHbIMK BKIHOYAKOT B ce05 NepemeLLeHne, COXpaHeHMe N apxu-
BMpOBaHMWe AaHHbIX. Tam, rge cyuectsytowasi cuctema JIMMC 3aMeHsIeTCsl HOBbIM PELLEHNEM, MOXET NMOSIBUTb-
€Sl BO3MOXHOCTb NepemMeLLeHns AaHHbIX n3 ucxogHon JIMMC k mecTy pasmelleHns B Hosou Lenesor JIMMC.
lMepeMelLeHre AaHHbIX JOMKHO ObIThb TLATENBHO NPOaHaNM3npPOBaHO U CMaHMpoBaHo. [naH JoMmKeH BKYaTh
B cebs Bepucpmkaumio npouecca, a MMEHHO NPOBEPKY TOMO, YTO AaHHbIE YCMELUHO NepeMeLLEHbl B HOBYIO 6a3y
OaHHbIX.

7 UHdppacTpyKTypa, uHTerpaums m nitepdencol JIMMC
(cm. FTOCT P UCO/M3K 14764)

MpumeyaHne 3— B gaHHOM pasgene onuckiBatOTCs BonbLIEl YacTbio TEXHUYECKME AeTanu NPOMBbILLIIEHHbIX
CTaHA4apToB AN MHApPacTpyKTypbl, Heobxoanmon ansa cuctemsl JIMMC B uenom, ycTaHOBNeHNe MHTEpPdencoB n nHTer-
paumsa JIMMC ¢ gpyrumn cuctemamm, Takumm kak ERP 1 nabopaTopHble Nnpubopsl (CM. CCbINkM Ha pUcyHkn 1 1 2, 6nok
E-2).

MpumedyaHnue 4 — KoHuyenTyanoHas nabopaTopHas MHdOpMaThka 1 KOpnopaTtuBHas BblYUCAUTENbHasA
(komnblOTEpHas) apXUTeKTypa, KOTopble ABMASITCS TUNUYHBIMU ANs 6onblunMHCTBa BHeapeHui JIMMC, npeactaBneHsl Ha
pucyHke 6.

MpunmeyvyaHnunme 5— OgHMM 13 BaxHbIX (PAKTOPOB ANS AOCTUXKEHUSA ycrexa SBMSeTcs UCMonb3oBaHue
6ecnpoBOAHON TEXHOMNOrMWM MHAPACTPYKTYpbl Tex nabopatopui, rae BaxHa MOOUIBHOCTb.

MpunmeyaHwue 6— KoHuenTyanbHas MHpopmaLMoHHas TeXHonornyeckasi Tonomnormdeckas mogens ISA-95
(International standard for the integration of enterprise and control systems) npeacrasneHa Ha pucyHke 7. HacTtosawmn
cTaHaapT onpegensieT opmarnbHyl0 Mogenb obmMeHa AaHHbIMU Mexay AenoBbiMU (GU3HEC) U NMPOU3BOACTBEHHBIMU
cuctemamu.

Mopenu copepxaT cneaylolime onpeaeneHus:

1) ynpaeneHne nNpou3BOACTBEHHLIMW OnepaLnaMu;

2) npom3BoACTBEHHas (LexoBas) AeATENbHOCTb, B KOTOPOW UCMOMb3YIOTCS rpadvkn NiaHMpoBaHMsA nNpon3Bofa-
CTBa, BbINOMHEeHWe dakTudecko paboTbl, Tpebyemor Ans NpouM3BOACTBa NpoAykuuu, u obecnedeHue Bu3yanusa-
uun npomussogcTea. Cuctema JIMMC, nokasaHHas Kak ypoBeHb 3 Ha PUCYHKe 7, — 3TO YPOBEHb YNpaBneHuns onepayms-
Mun. Hambonee TunuyHbIM sBRsieTca To, kak cuctema JIMMC uHTerpupyetcsa ¢ cuctemamum 6ornee HU3KMX ypoBHen (c
nabopaTtopHbiMu Nnpubopamun) Ha ypoBHAX 1 1 2, a Takke C cucTteMamu BepxHero ypoBsHsa 4, Tuna ERP.
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npOVISBO,CI,CTBeHHbIe
CUCTEMDI

ERP, CAPA, EDMS,
CUCTEMbI NOTUCTUKN

I oprnopaTuBHasa KOMNbOTEPHAaA CETb |

|
MpousBoacTBeHHas NnaTcopmMa UHTerpaumn MpoTokonbl, BEG-cepBUCHI, ApyTHe
nnartchopMbl 0GbEAUHEHNS AaHHBIX

| |
KoprnopaTtuBHasi KoMNbloTepHas CceTb

CucTembl NabopaTopHbIX I I
JaHHbIX /\
//'-\\ =
el
. — LIMS, CDS, SDMS,
— ELN
@
= g

X
I JlabopaTtopHas skcniyatauMoHHasa u/unu KopnopaTtMBHas KOMNblIOTEPHAs CeTb

J'Ia60paTopr|e aHanuTu4yeckne CUCTEMbI

ObopyaoBaHue
M UHCTPYMEHTBI

PucyHok 6 — KoHuenTyanbHasa nabopaTopHas MHopmaTMKka M KoprnopaThBHash KOMMbloTepHas apXUTeKTypa

7.1 AnnapatHble cpeacTBa/nnargopmbl

Kputepum Beibopa JIMMC gomkHbl OCHOBbLIBATLCA Ha (PYHKLMAX NporpaMMHoro obecnedenus. lNpuoputeT
annapaTHbIX CpeacTB AOIMKEH OblTb HA BTOPOM MeCTe Nocrne NporpaMmHoro obecnedyeHuns ¢ nofnHbIM Habopom
PYHKLMOHambHbIX BO3MOXHOCTEN. KOMMbOTEpHAas TEXHOMNOMMS annapaTHbIX CPEACTB, NCMONb3YeMbIX 411 No4-
aepxkn NIMMC, a Takke COOTHOLLIEHME «LieHa/kavyeCTBO» M3MeHsITCs BbicTpo. Cneumanuct no BHeapeHuto JIMMC
OOIMKEH NoA PyKOBOACTBOM MOCTABLLMKA Ha4YaTb OLLEHKY TOro, 6yayT fv KOMMbIOTEPHbIE annapaTHble CpeacTBa
rapaHTMpPOBaHHO COOTBETCTBOBATb TPEOOBAHMSAM TEXHUYECKOrO 3aaaHuns. Cneunanuct no BHEOPEHVIO OOIDKEH
crnepoBaTh PEKOMEHAALMSIM MOCTaBLLMKa MO OLIEHKE TEXHUYECKNX XapaKTEPUCTMK annapaTHbIX CPeACTB C onpe-
OENeHHbIM YACIIOM KITMEHTCKMX MECT U MPOBECTN UCTbITAHWS Ha SKCNEPUMEHTarbHbIX BHYTPEHHNX CUCTEMAX
(MpodaBupl MHOrAa «COKpaLLalTy cneyudmrKaumio annapaTtHoro obecnevyeHns Anst COXpaHeHUsi nepBoHavarb-
HbIX 3aTpaT HNU3KMMMU, YTOObI COXPaHUTb BNMsSIHWE Ha BM3Hec nokynaTens). TexHn4eckne xapakTepucTukmu annapat-
HbIX CPeACTB 3aBMCAT OT MHOIMMX dpakTopoB. K Hanbonee BaxkHbIM (hakTopam OTHOCATCS:

1) UMCNO KOHKYPEHTHBIX MONIb30BaTENEN;

2) eXXerofgHoe YNCIOo PErmMcTpUpyeMbIX JOKYMEHTOB (4ns 06pa3LoB 1 onpeaerneHni);

3) uncno perncTpupyembix OKYMEHTOB, KOTOpble ByayT 06CnyKnBaTbCHA B PEXMME KOH-TNaNH;

4) TpeboBaHNs K apXUBY;

5) Tpebyemblli TN OTYETHOCTY;

6) BHELUHSAS 3arpy3ka CUCTEMbI OT MPUMOXKEHWI, He oTHocsAwmxcs kK JIMMC.

TpeboBaHUst K TEXHUYECKMM XapaKTepUCTUKaM annapaTHbIX CPeACTB BKIOYALOT B cebsi TpeboBaHUs K LIEHT-
panbHoMy npoueccopy (CPU), TakToBYyt 4YacTOTy, LWUMPWHY LUWHBI AaHHbIX, NamMsATb, 06bem gucka, ANCKOBBbIN
BBOZA/BbIBOZ, CPEAHIOI BMECTUMOCTb apXMBa Y HOPMbI (CKOPOCTb) KOMMYHUKaLMOHHOM ceTU. HaunHaroLme nonb30-
BaTenu cuctembl JIMMC gormkHbl 3HaTb, YTO Npu TpaHcakumsx JIMMC (6a3bl AaHHbIX) TpebyeMmble 3arpy3km 4acTo
pa3meLLaTCcs Ha KOMMbIOTEPHBIX annapaTHbIX cpegcTBax. CocTaBneHne 0TYETOB, KOTOPbIE TPeBYTCA Npy CyM-
MUPOBaHWUM AaHHbIX ANs co3aaHus 60nblworo obbema gaHHbIX, 3aHMMaeT pasHble Nepuoabl BpEMEHN — OT
MWHYT 40 YacoB. [lonb3oBaTenb 4OMMKEH NNaHUPOBaTh Lenu BHeAgpeHus, rpadomku n pecypcebl. [1ns BHeapeHus
cuctembl JIMMC B 6onbLion nabopaTtopmm MOXeT NoTpeboBaTbCs OT WeCTh A0 24 Mmecsues u 6onee. [ns Toro,
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YpoBeHb 4 — noructuyeckne
cUCTEMBI

ERP, APO, noructuueckue
CcUCTEMBI

T

eTb GU3HEC-NPOLIECCOB

YpoBeHb 3 — ynpasneHue
akcnnyarauven

nnMC, MES, WMS, cuctembl CMM

YpoBeHb 2 — NPOM3BOACTBEHHbIN

KOHTpOnb (CMCTEMBbI)
HMI, SCADA, cuctembl

napTuin

PLC, DCS,
nakeTMpoBaHHbIE CUCTEMbI

KoMMy HUKaLMoHHas ceTb AMCKPETHOTO M MPOLECCHOTO 060pyA0BaHUA

YpoBeHb 1 — NPOM3BOACTBEHHBIN
KOHTpoIb (060pyaoBaH e, CEHCOoPbI)

1/0, obopynoBaHue,
ceHcopbl

YpoBeHb 0 — Npou3BOACTBEHHbIN NPOLIECC

PucyHok 7 — ISA-95 — koHuenTyanbHas Tononorns MHMOPMaLMOHHBLIX TEXHOIOMMIA

4YTOObI KOMMBIOTEPHOE OOECNEYEHUNE MNyyllie COOTBETCTBOBAO LiensiM nabopaTopun, peKoMeHayeTcs Ha cTagum
BHeapeHus JIMMC nokynatb HEGOMbLLOW NPOLIECCOP Y HE3a40TO A0 KOHLA BHEAPEHMS MPOBOANTL MOAEPHM3A-
umto oo 6onee GbicTpor NNaTopMbl (Toraa LieHbl Ha annapaTHbIE CPEACTBA AOMKHbI OKa3aTbCs 6onee HU3KMMM).
CnepyeT Takke nnaHMpoBaTh pacLumMpeHune nabopatopum Ha oaMH — Tpu roga Bnepea. Linknbl 4enoBor akTBHO-
CTW He BCcerga NpuMBosAT K paclumMpeHunto nadopatopun. CnegyeT paccMoTpeTb BO3SMOXHOCTb cuctemMbl JIMMC,
KOTOPYH0 OLIEHMBAET 3aKa34uK, K MacLLUTabMpoBaHmMIO 4O MeHbLLEN, Gornee NpoCToW CUCTEMBI TaK XKe XOPOLLO, Kak
0o bonbluen, bonee cnoxHom cuctembl. MNpogasubl 6a3 4aHHbIX TPOrpaMMHOro obecneyeHns YacTo HeCyT CylLle-
CTBEHHbIE ONOMHMTENbHbIE 3aTpaThl HA NULEH3MKN 49 MacluTabupoBaHUsl [0 MEHBLLLMX CUCTEM, B CBSI3N C YEM
Npu NepeHoce NPUIOXEHUN ¢ Gonee CNOXHbBIX KOMMbIOTEPHBIX CUCTEM HA MEHEE CITOXKHbIE KOMMbIOTEPHbIE CUC-
TeMbl MOTyT ObITb CyLLECTBEHHO 3aTPOHYThI CKMAKM Ha annapaTHble cpeacTBa v NporpamMmmHoe obecneveHue.
OuyeHb BakHa NOPTaTUBHOCTL MPOrpaMMHOro obecrneyeHns CUCTEM annapaTHbIX CPeACTB, ECNU Bbl OXMaaeTe
N3MeHeHUs NnaTgopM annapaTHbIX CPeAcTB Ha NpoTskeHun cyecteoBaHms JIMMC. CnocobHocTh K nepegave
OaHHBIX MeXay pasnMyHbIMU KOMMbIOTEPHBIMI CUCTEMAMM SBIAETCH KM3HEHHO HEOOXOAMMOW ANs reTeporeHHo-
ro KOMMbIOTEPHOIO OKPYXXeHWs. CriegyeT BbiOUpaTh Ty CUCTEMY annapaTHbIX CPEACTB, KOTopas MOXET ObITb Mac-
wrabuposaHa (ckopocTb CPU 1 06bem xpaHeHWst 4aHHbIX), YTOObI COOTBETCTBOBATL M3MEHEHWIO TPEOGOBAHMN.

7.2 PekoMeHAaLun B OTHOLWEHUN 0a3bl AaHHbIX

7.2.1 OcHOBHbIe TpeboBaHuA

KomnoHeHToM 6a3bl AaHHbIX cucTembl JIMMC aBnsieTca apxutekTypa, A4nst KoTopor TpebyeTca HanbonbLUni
ypPOBEHb MIMBKOCTU B OTHOLLEHWM NMOCTOSIHHO BO3pacTatoLLmx TpeboBaHui K 06MeHy nHgopmaumen mexay nabopa-
Topuen u npegnpusatuemM. Cuctembl JIMMC gomkHbl 6a3npoBaTbCsl Ha KOMMeEpPYECKMX Basax AaHHbIX CUCTEM
ynpaBneHus nnv nakete 6asbl JaHHbIX, KOTOPbIE ABMATCA OCTYNMHBIMU, 3PEEKTUBHBIMU U NOLAEPKMBAOTCA
n3BHe noctasLmkom JIMMC (BbiGop ABNsieTCA NPaBUSIbHBLIM B CIly4Yae, eCrin 3aKka3ynk XO4ET UMETb BO3MOX-
HOCTb A58 U3MeHeHus cywectytowler JIMMC B byayLiem).
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Kommepueckas pensuymoHHas 6a3a JaHHbIX CUCTEMBI yIpaBIieHUs MOXET ObITb OpraHM3oBaHa, CKOHUIryp1poBa-
Ha 1 HacTpoeHa A58 yA0BNEeTBOPEHMS LUMPOKOro AuanasoHa CLeHapreB NCNOorb30BaHUSA 1 BbiNonHeHus. Cob-
cTBeHHas 6a3a AaHHbIX cuctem ynpaeneHuns JIMMC He siBNsieTCs LUMPOKO UCNOMb3yEeMOW, HO MOXeT noTpebo-
BaTbCA 4118 yOOBNEeTBOpeHUs cneundudecknx tpebosanmin. NMateHToBaHHas 6a3a gaHHbIX CUCTEM yMpaBeHns
JIMMC aBnsaeTca UICTOYHNKOM pUCKa «NPUBSA3KM» NabopaTopHbIX aHHbIX K onpeaeneHHOMY NpoaasLy, KOTOpbIi
MOXET YBENMUYUTb LiEHY B CIydae nepemMeLleHms fobbix JaHHbIX B HOBYHO cucTeMy B ByayLiem.

7.2.2 KnouyeBble 06bEKTbI pPACCMOTPEHUA

Mpw oueHke Nnatdopmbl 6a3bl JaHHLIX CriedyeT paccmaTpuBaTh CriegyoLLme XapakTeprucTUKK.

7.2.2.1 CtaHgapTusauus

Basa gaHHbIX JOMmKHA NO3BONATh NPUITOXEHUAM v 6a3e AaHHbIX ypaBfeHYeCcKoro nepcoHana B3ammMmo-
OeicTBOBaTh C 6a3oi AaHHbIX, BasnpyloLLenca Ha nyydllein NpoMbILLNEHHON NpakTUKe U 06X CTaHAapTax aAnsg
TaKuX pensALUMOoHHbIX 6a3 AaHHbIX KOMMbIOTEPHbBIX CUCTEM, KaK MCMOMb30BaHWe si3blka CTPYKTYPUPOBaHHOIO 3anpo-
ca (SQL) ans 3anpoco. 6a3bl AaHHbIX. B ngeansHoMm cniyyae nnatdopMbl 6a3bl AaHHLIX AOMMKHbLI NOAOEPXKMBATb
Takxke cornacosaHue ¢ nnatgopmamu 6a3bl AaHHbIX U CTAHAAPTOB, HAXOAALWMXCH B yNoTpebneHun Ha npea-
NpUSITUM 3aKas4vika.

7.2.2.2 OcHoBHasi TMOKOCTb NpoekTa

MpoexkT 6a3bl 4aHHbIX, NpegocTaBnsemMbii npogasuom JIMMC, gonmxkeH 6bITb Hagnexalmm obpasom AoKy-
MEHTUPOBAHHBLIM U [OCTAaTOYHO M’MOKMM A1 NpucnocobneHmns kK obLmMm 3agadam no ynpaBneHnto U KoHdurypa-
uum JIMMC, Hanpumep, Taknm Kak ob6cryXmBaHue nonb3oBaTterns, Mogmdukauusa padbodmx NoTOKOB, CpaBoYHas
nHdopmauus B Tabnmuax Ans npocMoTpa 1 fobaeneHve ycTaHaBnMBaeMblx norns3osarenem nonew. MNMpoekt gon-
)KE€H COXpaHSATb CNPaBOYHYIO0 LIeNOCTHOCTb MHpopMaLim B 6a3e AaHHbIX, T. €. AOMOMHeHWe, yaaneHve nnm obHoB-
neHne JaHHbIX B KaXgon obnacTtv JOMKHbI 3aBUCETb OT BO3AENCTBUS HA AaHHbIE, K KOTOPbIM OHM 0BpalLLleHbI.
Bce Tunbl gaHHbIX, ncnonb3yemble B paboyem noToke nabopaTopuu, AOMKHbI ObITb pasmeLleHbl B 6a3e AaHHbIX,
BKIt0YAs! MOSHbIN Auanas3oH YUCTIEHHbIX AaHHbIX, AaTy/BPEMS U TUMbl TEKCTOBbIX U MEMO-AaHHbIX. [ipyrue Tpeby-
eMble TUMbl JaHHbIX MOryT BKINtoYaTh B cebs bonee nepefoBble B TEXHUYECKOM OTHOLLEHUU (DYHKLMOHANbHbIE
BO3MOXHOCTM, Takme Kak CrnoCOBHOCTb TMNOB AaHHbIX K NOAAEPXKKE XpaHEeHMS N306paxkeHni, MynbTMMeamna um
darinos.

7.2.2.3 PaclumpeHHasi ’MbKOCTb NpoekTa

Bbasa gaHHbIX 4OMmKHa NogaepkunsaTe CNOCOBHOCTL K MoAUdUKaLumn CTPYKTYpbl 6a3bl AaHHbIX B COOTBET-
CTBUM € TpeboBaHUSIMU 3aKa3uuka, BKIoYas Nons 4onofiHeHns/MoandmkKaumm, MHOEKCOB, 3aBUCUMOCTeN 1 Tab-
nuu. OgHako nepepn OCyLWeCTBIEHNEM 3TUX N3MEHEHNIA HEODXOAMMO BHUMATENbHO PAacCMOTPEThb MX BO3AEN-
cTBue Ha dhyHKLMoHanbHocTu JIMIMC.

7.2.2.4 lybnupoBaHne faHHbIX

PyHKUMa OyGnMpoBaHNsS OaHHbIX SBNAETCA KPUTUYECKOM NS 3awWmThl 1 o6cnyxmBaHusa nHpopmauum B
JIMMC. JTabopaTopuu, NCNonb3yoLL e aNeKTPOHHbIe 3anncy (6e3 BymadkHON pe3epBHOW Konun), BOMKHBI obec-
neyYnTb JONONHUTENBHYIO 3aLLUTy MHpopMaLmMKn, nony4yeHHon B npeaenax JIMMC. TunuyHele npoueccbl MOMeH-
TanbHOro NNy BO3pacTaloLLero pe3epB1poOBaHNs OCYLLIECTBIIAOTCH HOYbIO, HO 06eCneYMBaloT OrpaHNYEHHYO 3a-
LLMTY MEXAY MHTepBanamu pesepempoBaHnst. IHCTpyMeHTbI Ay6rnmpoBaHuns AaHHbIX B peaenax cnos 6asbl gaH-
HbIX [a MHOTrAA MeXay CNosIMU XpaHeHNst — 3TO ceTu XpaHeHus AaHHbIX (SANs, Storage area network)] obecne-
YMBAIOT JOMONHUTENBHYH 3aLMUTY B OTHOLLEHUW AaHHbIX, MOTEPSAHHBIX MPU KOMMPOBaHMM BCEX TPAHCAKLMIA MEX-
Ay UeHTpaMu AaHHbIX Unv yaaneHHbIM1 cepBepamu.

7.2.2.5 MHorouncneHHble cpeabl: MnatopMbl pa3paboTku, kKavyecTBa (MCMbITaHWs) U NPOU3BOACTBa

Mnatdopma 6a3bl 4aHHLIX JOIMKHA NOAAEPXKMBATb CMOCOOHOCTb MHOTOUMCIEHHBbIX cped (konuii) 6a3 AaHHbIX
JIMMC " HCTPYMEHTOB Murpaumm Ans nepemMeLleHnss o6bekTos Mexay cpegamu. TUnM4Hoe BHeapeHue BKIo-
yaeT B cebsi co3gaBaemyto cpefy Ans pa3paboTkm koga/koHdurypaumm, cpegy kadecTsa anis opmanbHoro
UCMbITaHUS, NOCTPOEHMNS cpeabl MacTep-AaHHbIX 1 NPOU3BOACTBEHHOW cpeabl A5 NPON3BOACTBEHHOM HAOpPMa-
umun. Cpefa 6a3bl 4aHHbIX BKIOYaeT B cebst KOMNOHEHTbLI pa3paboTaHHbIX NPUNOXEHW AN yNpaBneHns AaHHbI-
MW, HACTPOVKM NMPUMNOXEHUS U UHTErpaLmmn. 3T MHCTPYMEHTbI YaCcTO UMEIOT CMIOCOOHOCTb K pa3BepTbIBaHUIO Xpa-
HSALLMXCH NpoLeayp, NPOCMOTpam (XpaHALWUXCs 3anpocoB), a Takke hyHKLUM 4OCTYyNa C MCMNONb30BaHMEM 3ar-
NaHUPOBAHHbIX MPOLLECCOB U APYTMX MPUNOXEHWUIA UITM MOLYIEN MPUNOXKEHNIA.

7.2.2.6 ObcnyxnBaHue

MnaTtdopma 6a3bl 4aHHbIX 4OMMKHA AaBaTb BO3SMOXHOCTb agMUHUCTpaTOopy 6a3bl AaHHbIX OCYLLECTBMAATL
TOHKYI0 HACTPOWKY TEXHNYECKNX XapakTepUCTUK 1 Be3onacHOCTU 6asbl 4aHHbIX C PYHKLUUSMU MHAEKCUPOBaHUS,
ynpasneHusi Tabnmuamu n KaneHgapHbIMy rpadonkamm NpoLEeccoB.
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7.2.2.7 lNepcoHan

Ecnu HekoTopble unu Bce cuctemsl JIMMC ByayT ynpaBnaTeCs U NOAAEPKUBATLCA BHYTPEHHUMW CUNaMu
npeanpusTUa Uy pyrMMm CTOpoHamu, 3a ncknodeHnem npogasua JIMMC, gormkHa ObITe pacCcMOTpeHa npuroa-
HOCTb TEXHMYECKOro NepcoHana, BrageHve MM HaBblkaMu B 0611acTn TEXHONOMMIA, HEO6X0ANMBIX ANS UCMOSb30-
BaHWsA Nnatgopmbl 6a3bl 4aHHbIX.

7.2.2.8 NHTerpauus

Mnatcopma 6asbl AaHHbBIX AOMMKHA MO3BONUTE UMMOPT U 3KCMOPT AaHHbIX B dOpMaThbl MPOMbILLUIEHHbIX
cTaHgapToB, Hanpumep, TekctoBble XML n ASCII (American standard code for information interchange, amepu-
KaHCKuUin cTaHA4apTHbIM Koa Ans obmeHa nHdopmaumen), u obecneunTs HABOP NMHCTPYMEHTOB UK NOCpeaHNYeC-
Koro nporpaMmmMmHoro obecneyenus (MN0O) TpeTbel CTOPOHbI /MK NOAAEPKKY 0OMeHa CooBLLEeHNSIMM 118 UHTerpa-
Lnm1 ¢ APYTMIMY NPUMOXEHUSIMU U MHAOPMALIMOHHBIMU CUCTEMaMM.

7.2.2.9 KonnposaHwe (gybnvposaHue) 1 BOCCTaHOBMNEHUE

MnaTtdopma 6a3bl AaHHbIX AOMKHA NOAAEPKMBATL HAUITYYLLNE NMPOMbILLIIEHHbIE MPAKTUKM KONMMPOBaHUS
(oybnupoBaHus) 1 BoCCTaHOBNEHUSA AaHHbIX Hanbonee aheKTUBHBIM U LienecoobpasHbiM 06pa3om. ITa yHK-
LM NogaepPKKky OOMmkHa ObITb BKMOYeHa B HAbop MHCTPYMEHTOB 6a3bl 4aHHbIX UMM BCECTOPOHHE NOOOEPKUBATbL-
CS1 MIHCTPYMEHTaMM TPETLEN CTOPOHBI.

7.3 NMnarcopma npunoxeHun cucrtemol JIMMC

7.3.1 OcHOBHble TpeboBaHus

Cuctembl JIMMC passepTbiBaloT Ha NnatdhopMax NPUoXEHUA, XapakTepuayoLLMXCS LLIMPOKOK Bapuabernb-
HOCTbIO, MPY 3TOM UCMONb3YT MHOTME CTaHAapPThl U NPOrpaMMmpyemMble 3blku, KOTOpble obecneynBatoT agek-
BaTHbIE XapaKTePUCTMKN 1 pyHKLMKN. BcneacTeue aToro BaxkHo, 4Tobbl npogasel JIMMC npegoctasun getanes-
HYI0 [OOKYMEHTaLMIO O TEXHUYECKUX BO3MOXKHOCTAX cuctembl JIMMC 1 NpoeKT apXuTEKTYpbl NPUITOXeHWIA. [LoKy-
MeHTaLus fOSHKHA MO3BOMATb YETKO OLIEHNBATL MMOKOCTb NPUITOXKEHWI B OTHOLLEHUM BO3MOXXHOCTEN, TPEBYEMBIX
ans nabopatopun. Popma 6a3oBbix TpeboBaHuii NObLIX opraHu3aunii ABNAEeTCs He0BXOAMMOW AN OLEHKM apXu-
TEKTYpPbl MPUITOXKEHMUI B KOHTEKCTE UX CMOCOBHOCTU K KOHPUIYPUPOBAHMIO, HACTPOKKE U MHTErpauum ¢ opyrumm
cuctemamu (cm. 6.3.3).

7.3.2 Kno4yeBble NYHKTbI paCCMOTPEHUA

Mpu oueHke nnaTopMbl NPUMOXKEHUS AOMKHBLI pacCMaTpmUBaTbCH CreayoLmne ee BO3MOXHOCTU 1 XapakTe-
PUCTUKN.

7.3.2.1 MogynbHOCTb

MpunoxeHue, asnstoLLeecs PyHKLMOHANBHOW BO3MOXHOCTBIO Ha YPOBHE apXUTEKTYPbI, AOIMKHO ObITb pas-
OereHo Ha Noryeckne Mogynu ¢ YeTKo onpeaeneHHbIMY CTaHAapTHbIMU UHTEpdECaMN MEXAY MOgYNAMU. OTH
MOZYIM MOTYT ObITb CrPYNNUPOBaHkLI MO XapakTepUCTUKaM, pa3MeLLEHMIO MO CIOSM apXUTEKTYPbI NPUNOXEHNS
(Hanpumep, Npe3eHTauus, AenoBas nornka, HTepdenchl C 4aHHLIMU) UM Ha OCHOBaHWM TOro 1 Apyroro. Yacto
rPyNnMpOBaHME NO XapaKTepUCTUKaM AOCTUraeTcs MyTeM UCMONb30BaHNSA 0O bEKT-OPUEHTUPOBAHHOMO TEXHNYEC-
KOro noaxoaa npoekTa B COK3e C APpYrMMU MPUHLUNAMM NPOMBbILLNIEHHBIX CTAHAAPTOB MO HAMUMYYLLEN NPaKTUKE B
OTHOLLEHUW MPOEKTa NpUIoXxeHus. NpoekTnpyemas MOAYyNbHOCTb MOXET MUHMMU3MPOBAaTL HenpeaBuaeHHbIe
nocneaoBaTenbHOCTU U3MEHEHWI NPUNOXEHUS MYyTEM KOH(PUIypupoBaHus, HACTPOMKN NI UHTErpauun, n3onu-
pyst 06nacTy NpuUnoXeHus, 3aTparvearoLime n obnerdaroLme NcnbITaHNe NPUNOXKEHUS.

7.3.2.2 IHCTpYMEHTbI KOH(UIypupoBaHus

Mpunoxerune JIMMC gomkHo o6ecnevnTb S3KCTEHCUBHBIN aAMUHUCTPATUBHbBIA MHTEPAIENC Tak, YTOObI MONb30-
BaTenb MOI CKOHPUIypPUpPOBaTh NPUIOXKEHNE, MO BO3MOXHOCTH, 6€3 NPOrpaMMmpoBaHmns Uy NpsiMO MHTEPBEH-
unm 6a3bl gaHHbIX. MHTepdenc nonb3oBaTens AOMMKEH Takke OLEeHNBaTLCS C TOYKM 3PEHMS ero CMOCOBHOCTM K
OOMOJSTHEHMIO, YAANEHUIO, a TaKKe M3MEHEHUI0O Moaynern U POPMEHHbIX 3IEMEHTOB Ha 3KpaHe, 4YTobbl Obina
BO3MOXHOCTb CO3aHus NMPOAYKTUBHbLIX hOPM U paboumx NOTOKOB C MUHUMAarbHbIM MPOrpamMmmMMpoBaHNEM.
B noeanbHom criyyae npunoxexume JIMMC gormkHO No3BONUTL OCYLLECTBNEHNE HACTPOWKM, BKITHOYAOLLIEN B ce6s
BCTpavBaHWe COOEPKaHNS U3 BHELLHUX CUCTEM, TAKMX Kak BCTPOEHHbIE MyNbTUMEANIHbIE (PYHKLMM (XpOMaTor-
pammbl, renb-nnacTuHbl, KOPOTKME oby4varoLme BUAEOKYPChI U T. 4.).

7.3.2.3 Asbikn nporpammmpoanus JIMMC

Cuctema JIMMC gomkHa obecneumBaTth NporpaMmMmmpoBaHme Tak, YTOObl OCYLLLECTBNATbL HACTPONKM NPUMo-
xeHu JIMMC vnu co3pgaBath pacdeTsl B npeaenax npunoxerus JIMMC. MHcTpymeHTbl nporpammupoBanust JIMMC
MOryT ObITb BeCbMa 3(pheKTUBHbI, NO3BONSASt KOHKPEeTHOM nabopatopun unu wraty JIMMC HacTpanBaTb npuno-
xeHue JIMMC B COOTBETCTBUM C U3MEHSIIOLLIMMUCA TpeboBaHAMU. PekoMmeHayeTCst OCTOPOXKHOCTb MPW HACTPOKKe
nocTasneHHou npogasLom cuctems! JIMMC ¢ TeM, 4ToObl rapaHTUPOBaTb COBMECTUMOCTb CUCTEMBI C ByayLLMMM
0obHoBMNEHUAMM NporpaMmmHoro obecneyeHns npoaasua. Cm. Hxe o HacTpolike JIMMC.
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7.3.2.4 CornacoBaHue CTpyKTypbl AaHHbIX npunoxeHns IMMC ¢ 6usHec-paboyrm NOTOKOM

Mpunoxenue JIMMC 1 ero 6a3oBas TEXHOMNOMMS AOMMKHbI HAaMbGonee TOYHO COOTBETCTBOBATL TpeboBaHMAM
KOHKPETHOW OpraHnsaLum K TEXHONormyeckum npoueccam (pabounm notokam) naboparopum n MHHOPMaLMOHHON
cTpykType. [Npunoxexne n apxmutektypa 6a3bl AaHHbIX cuctembl JIMMC onxHbI OLeHnBaTLCA B COOTBETCTBUM C
NX MMBKOCTBIO MO OTHOLLEHMIO K KOHPUTYPMPOBAHUIO, HACTPOWKE N MHTErpaLmm CUCTEMbI B COOTBETCTBUN C NOTPe6-
HOCTSIMW OpraHu3aLmmn.

MpumeyvyaHne 7 — BcectopoHHee npucnocobneHue NIMMC k nabopaTopHbiM onepauusim siBnseTcs Gonee
BaXHbIM, YeM cneuuduryeckas nepegoBas TEXHOMOMMS.

7.3.2.5 BbInonHeHWe nHTerpaLmMm npoekTa u aHHbIX

ApXuTeKTypa NpUnoxeHus AormkHa 6bITb paspaboTaHa Ansd MCnonb3oBaHUs NNaTgopm onepaLMoHHON CUc-
TeMbl 1 annapaTHbIX CPeACTB, cneumnduumpoBaHHbIX ¢ HanbonbLuer aheKTMBHOCTLIO. Tak, NPUNoXeHne BKN0-
YyaeT B cebs OLeHKy napannenbHOro (KOHKYPEHTHOrO) NCMOMb30BaHMS, MMKOBOrO MCMNOSb30BaHMUS U CMOCOBHOCTK
WHAMBWAYanbHOro KOHEYHOTO NONb30oBaTeNs k paboTe B MHOro3agayHoM pexume (410 03Ha4aeT BO3MOXHOCTb
OTKPbITUS HECKONBbKUX 3KPaHOB UNWN (PYHKLIMIA MPUITOXKEHWS B OOQHOM 1 TOW e NOoNb30BaTenbCcKorn ceccumn) 6e3
npekpatleHuns paboyero npouecca. CyLlecTBeHHbIE BbiroAbl 0becneymBaeT 0onee paHHee (HAaCKOMbKO 3TO BO3-
MOXXHO) UCMONb30BaHNE UCTbITaTENbHbIX UHCTPYMEHTOB aBTOMaTU3aLmm 1 MOCTPOEHNE MOAENMN NpeacTaBneHns-
UCMbITaHNSA CUCTEMbI B NpoLiecce BHeApPeHUs. IHCTpyMEeHTbI aBTOMaTu3aummn MoryT ObiTb MCNOMb30BaHbI As KOH-
TPONs UBMEHEHUI B paboTe CUCTEMBI, 41151 OCYLLECTBIEHMS 0OpaTHOW CBSA3M NPU UCTILITAHUW B CIly4ae BHECEHUS
N3MEHEHMNI B NporpaMmmHoe obecneyeHme n HaCTPOKKY CUCTEMbI, MOCKOMbKY CUCTEMA pa3BMBaETCH Aaxe B Npo-
Lecce paboTbl M nogaepku das xusHeHHoro umkna JIMMC.

7.3.2.6 CnocobHOoCTb 6a3bl 4aHHbIX K B3aMMOAENCTBUIO

Ecnu TexHonornyeckne ctaHgapThl OpraHn3aunm n3MeHsaTea Yacto, npunoxerme JIMMC gomnxHo oueHu-
BaTbCS C TOYKM 3PEHMS CNOCOBHOCTN apXUTEKTYPbI NPUINOXEHUA NOAAEPXKUBATL NIAT(OPMbI LLMPOKO NCNOSb3Y-
eMbix 6a3 AaHHbIX.

7.3.2.7 NepcoHan

Ecnu HekoTopblie unm Bce cuctembl JIMMC ByayT ynpaBnsTbCsa nnv nogaepxuBaTbCs BHYTPEHHUMY cyna-
MW OpraHm3aLmn unv gpyrmmm CTopoHamu, 3a ncknoveHvem npogasua JIMMC, gomkHa 6biTe paccmoTpeHa cno-
COBHOCTb TEXHMYECKOrO NepcoHana K nony4yeHnto He0BX0AMMbIX HaBBLIKOB B TEXHOMOMMSIX, UCMOMNb3yEeMbIX MpU-
noxeHusamn. Becbma BaXkHbIM SBSIETCA 3HAHWE NEPCOHANOM NOAOEPKUBAEMbIX ONEPALMOHHBIX CUCTEM, SI3bIKOB
NPOrpaMMMpPOBaHUA, TEXHOSIOMMI, 3aN0XKEHHbBIX B TEXHUYECKOM 3aaHNMW, UCNOMNb3yeMbIX 419 HACTPOWKUN U UH-
Terpauum ¢ NpuUNoXeHUSIMu.

7.3.2.8 lNporpammumpyemsblie nHTepdencs npunoxexHus (API)

Ecnu npegycmatpuBaloTca HacTpoika unu unterpaums cuctemsl JIMMC, npoagasen, JIMMC pomkeH obec-
neunTb Hagnexallyo aokymeHTaumto no APl (Application programming interfaces) ons cosgaHus uHtepderica
¢ npunoxennem JIMMC, 4eTkon Mogenblo A cCo3aaHns nHTepderica ¢ NpUNoXeHNIMu, ABASHOLWMMNCS PYHK-
LUMSMU Ha pacnpeaeneHHOM YPOBHE.

7.3.2.9 CraHgapTbl MHTErpaumm

Cucrtema IMMC pormkHa obecneuntb cnocodbl MHTErpaLmm n obmMeHa gaHHbIMW, OCHOBbIBAKOLLMECS Ha
Takux obLlenpuHATBIX MeToAdax, kak XML, 6asupytowwmiica Ha npotokone SOAP (Simple object access protocol,
npoTokone obmeHa CTPYKTYPMPOBaHHBIMU COOOLLEHNAMU B pacnpeneneHHon BblMUCITUTENBHOM cpeae) n/mnm
MeTOAaxX MHTErpaLmu, NoAAEPKNBAEMbIX TAKUMU NPUITOXKEHUAMU, KaK CUCTEMBI YIPaBeHNst LOKYMEHTO000po-
Tom n ERP-cnctem, koTopble B Lenom nHterpupytotcs ¢ cuctemont JIMMC.

7.4 HacTtpoiika n nuterpauusa JIMMC

7.4.1 CpaBHeHu1e KOH(pUrypmpoBaHusi, MacluTabmpoBaHUA U HACTPOWKMN

MoHATME «HaACTpoKay 4acTo UCTONb3YeTCs Kak 0OLLMIA TEPMUH, OTHOCALLUIACS K TPEM UHAMBUAYANbHBIM
OENCTBUSAM, KOTOPbIE Pa3NnyaloTCa C TEXHUYECKOM TOUKUN 3pEHUS.

7.4.1.1 KoHcpurypuposaHue

[nsa KOHUryprMpoBaHUA NCNOMNb3YIOTCA XapakTEPUCTUKM YNPaBNeHUs CUCTEMbI, MPeLoCTaBNsieMble Nake-
Tom nporpamm JIMMC gns Toro, 4Tobbl AOCTUMHYTb COOTBETCTBUS TEM xapakTepuctukam JIMMC, kotopble Heo6Xo-
OMMbI 41151 UICNOMNb30BaHMs B CneLmdryeckon AeaTenbHOCTU NPeanpusaTis n opraHu3aymm paboyvero notoka. Kon-
UryprpoBaHue 4acto OrpaHU4MBaeTCs N3MEHEHNEM TONBbKO CMPaBOYHbLIX AAHHBIX UK NpegonpeaeneHHbIX
napameTpoB HacTporiku B npunoxeHun JIMMC. OcHoBHble nabopaTopHble TpeboBaHNS AOMKHbI ObITb AOCTYMHbI
KOHpurypmpoBanuio B cucteme JIMMC.
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7.4.1.2 Hactpovika IMMC 1 maclutabupyemoctb

Hactpoiika — nameHenunsi npogykra JIMMC, koTopble NPMBOAST K pacLUMpeHUIo nnmn 4obaBneHnto Xxapakre-
puctuk JIMMC, Tpebyembix B COOTBETCTBUM CO cneuudmnyeckumMmm notpebHocTamMu opraHnsaumm. Hactpoika
BblbMpaeTcd B TeX Criyyasix, koraa Habop TeKyLmx 1 oxugaemblix B oyayem xapakrepuctuk JIMMC nnm nHter-
pauuns ¢ ApyrMMmn NpunoXeHnsiMmn nporpaMmmMHoro obecneyeHnst He MoryT GbITe NpUcnocobneHs! Ans cneumndu-
Yyeckux noTpebHocTen (opyrve napaMmeTpbl GM3HEC-NPOLIECCOB U OloaXeTa He paccmaTpuBatoTcs). HacTponika
yacTo TpebyeT uameHeHnsa 6a3bl JaHHbIX, NpoekTa npunoxeHus npoaykra JIMMC nnu gononHeHusa nporpamm
3aKasuuka.

7.4.1.3 NHTerpaums

MHTerpayusa — cnocobHocTb npoaykta JIMMC kK o6MeHy uHpopmaumnen ¢ opyrumm NpUoXKeHNSMmn npo-
rpammHoro obecneyveHus. HTerpaumnsa MoxeT BkntovaTtb B cebss 06MeH JaHHbIMW C APYTUMU NPUNOXKEHNAMMN
n/vnv obMeH NOrMYECKNMU NPUITOXKEHNAMMN U (DYHKLMOHANBHOCTAMN C APYTMMY NPUITOXEHUAMU. VIHTerpaums
nossonseT JINMMC ycunusatb xapakTepucTuky opyrux npunoxeHunin 6e3 nobasneHus xapakrepuctuk B JINMMC
camum 3akazuunkom. MiHterpaumsi IMMC moxeT noTpeboBaTtb M3MEHEHUS TEXHNYECKOTO 3aaHns Ha 0a3y AaHHbIX
UnNu apxmuTekTypy npunoxeHusa npogykrta JIMMC, HO B uaeanbHOM crnyyae 9To U3MeHeHue SOMKHO 6bITb MUHK-
MarnbHbIM, ecnv npogykT JIMMC goctaTtouHo rmbok Ans UHTerpaumn.

7.4.2 O6bwume penctBuA npu Hactponke JIMMC n nHrerpaumm

HekoTopble npumepbl, EMOHCTpUpYoLLME ocylecTerieHne HacTponku JIMMC unu nHterpaumio ¢ apyrumm
cucTeMamu, NpUBeAEHbI HAXKeE.

7.4.2.1 Paboune noToku

Hactpoiika JINMC Heobxoamma ons Toro, 4Tobbl NpucnocobuTs pa3suBatoLLmecs paboyme NoTOoKM K Liensim
OOCTWKeHUS BornbLuer NPoM3BOANTENBHOCTM, COOTBETCTBMS M MOMONTHEHUS AaHHBIMU. HacTpoika MOXeT Takke
BKIIOYaTh B cebsi cneaytoLLme BapuaHTbl MHTErpauum:

1) c cuctemamm no ynpasneHno JOKyMeHTamu (CTaHgapTHbIE ONepaumMOHHbIE MPoLUeaypbl, ynpaBrneHue
Lenovkamun XxpaHeHus nigpopmauum ob obpasue nT. 4.);

2) c 06y4eHnem n n3ydeHMeM CUCTEM MO SNIEKTPOHHLIM y4eOHUKaM;

3) c cucTemMol nnaHnpoBaHusa pecypcos npeanpuatus (ERP).

7.4.2.2 Xnmmn4yeckme MHOopMaLMOHHbIE CUCTEMBI

1) OTYETHOCTb U MHTENNEKTYanbHbIE pecypchbl NPeanpUsTUS.

HacTtpovika otyetoB JIMMC n/vunun gononHeHne oT4ETOB cneynanbHbIMM BO3MOXHOCTSIMU. QTOT npouecc
MOXET TakKe BKIoYaThb B cebsi HACTPOWKY 3KCMopTa AaHHbIX, NPOCMOTPOB 6a3bl AaHHbIX 1151 BHELLUHWUX CUCTEM
nepegayvm coobLLEeHNA, XpaHUnuLL/MarasuHOB AaHHbIX, a TakKe MHTEerpaumio ¢ MHGOOPMaLUMOHHBLIMW NPUBOPHBIMM
naHensammn n nopTanamu.

2) COop faHHbIX.

Hactpoiika uHtepdperica nons3zosatens JIMMC ang 6onbLuein adhekTMBHOCTU cOopa AaHHbIX, MHTerpaLmum
C 9MNEKTPOHHOW 3aMNNCHOM KHWDKKOW M NPUMOXEHNSIMU As c6opa AaHHbIX UM MHTerpaumm ¢ nabopaTtopHbIMM
npuéopamm.

3) besonacHocTb.

HacTtpoiika JIMMC Heobxoguma ans Toro, 4tobbl 06ecneyunTsb GonbLue pacnpeneneHHbIX NoTHoMo4ni be-
30MaCHOCTU B XapaKTEPUCTMKaX CUCTEMbI, BKITHOYaIOLLMX B Ce0S1 COOTBETCTBYHOLLME SMEKTPOHHbIE MOANNCH, NH-
Terpayuio ¢ cuctemMamm yrnpasneHns npeanpuaTmeMm unn cucteMamm ayteHtudukaumm no eauHCTBEHHOMY
npusHaky [LDAP — gupektopum (obrierdeHHbIn NpOTOKON AocTyna K katanoram, Lightweight Directory Access
Protocol), cuctembl 6e30nacHOCTM Mo MOEHTUPUKALMOHHBIM KAPTOYKaM U T. A.].

7.4.3 PaccMmoTpeHue AenoBoi akTUBHOCTU ANA HACTPOWKM Unu uHTerpauum JIMMC

OpaHuMm 13 Hanbonee CyLLeCTBEHHbIX KpUTEPUEB OLIEHKM Npu Bbibope 1 BHeapeHun ntoboli cuctemsl JIMMC
sBnsieTca hopMmnpoBaHue NOTpebHOCTeN A4S HacTpoiku n nHTerpauum JIMMC n cnocobHOCTL KaHauaaTa Ha cuc-
Temy JIMMC ocywecTBnaTb 3TU PYHKLMM € JOCTaTOdHOW rmbkocTbio. HacTpoika JIMMC vnu unterpaumsa JIMMC
C APYrMMM CMCTEMaMU MOXET OKa3blBaTb CyLLLECTBEHHOE BO3AENCTBNE Ha BbIOOP NPOAyKTa, BHEAPEHUE, TEKY-
LLlee ynpasreHue n obLme 3atpaTbl BnagensLa npu uneectnumsx B JIMMC. PelwweHue o HacTpoiike JIMMC ans
0C0BeHHbIX Lener buaHeca unu nHterpauumn JIMMC ¢ apyroin nHgopMaLMOHHON CUCTEMOM LOIMKHO MPUHMMATBCS
Ha OCHOBaHWM XOPOLLO NPOAYMaHHOro NpoLecca, KOTopbli POpMUPYET HacTb CUCTEMBI XKU3HEHHOTO Lmkna JIMMC.
bonee getannanpoBaHHOEe 00BACHEHNE PELUEHMIA O HACTPOWKE OEeIT0BOW M YNpaBnsoLWen akTUBHOCTU CM. B
pasgenax o xusHeHHoM uukre JIMMC, pa3sutum 6musHeca, KOHTPONE U3MEHEHWIA.
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7.4.4 TexHonornyeckoe nNyiaHMpoBaHMe HaCTPOMKU Unu nHterpauum JIMMC

lMnaHupoBaHme CTPYKTYpbl 4Ns HACTPONKM Unu uHTerpaumm JIMMC TpebyeT NoHMMaHUS TOro, Kak TEXHOJTO-
rmyeckme acnekTbl paboTbl OyayT BO3AENCTBOBATL HAa BHEAPEHUE U TekyLee ynpaeneHue cuctemon JIMMC. Akty-
anbHOe coepXXaHue 1 NpoLecc aHanu3a Bo30eNCcTBMSA NPOoeKTa Ha HaCTPOWMKIM U MHTerpauum 6yayT MeHATbCS
npu OpMMPOBaHMN METOLO0NOMMM XKUSHEHHOTO Uukna cucteMbl. OAHaKo, kak MUHUMYM, MoBoN 4eNCTBEHHbIN
aHanm3 1 TEXHOMNOMMYECKNI MiTaH AOMMKHbI BKITKOYaTh B ce05 cneayoLme Buabl AeaTenbHOCTY Nepes TEXHONOoMM-
YeCKUM BHepeHUEM:

7.4.4.1 PacnpegeneHue TpeboBaHuWi

[insa yctaHoBnNeHMs COOTBETCTBUA TpeOOBaHUAM HEOOX0AMM AeTanbHbIn 0630p YHKLMOHANbHbIX TpeboBa-
Hu K JIMMC ¢ oLleHKOM TEXHONOrMYECKO AeATENbHOCTN U pecypcoB. O630p AOIMKEH BKOYaTb B ceOS OLEHKY
TEXHOMOMMYECKMX PUCKOB, KOTOPbIE MOTYT ObITb ONMMCaHbI B TPEOOBAHMSAX K BHEAPEHMIO.

7.4.4.2 O630p apxutekTypbl TekyLwen JIMMC

MonHbIh 0630p apxXMTEKTYpbI NPUNOXeHN 1 6a3bl AaHHbIX cuctembl JIMMC. O630p fOMmKeH BKOYaTh B
cebs, Kak MUHMMYM, OLLEHKY CrieayoLwmx ()akTopoB:

1) NnporpaMMUpOBaHNe U N3MEHEHME TEXHNYECKOTO 3a4aHnst Ha 6a3bl AaHHbIX UMK LOMOSHEHWS, Heobxoan-
Mble M5l COOTBETCTBUS TpeboBaHUAM;

2) nporpaMmmMmumpoBaHue nHTepdencos 6asbl AaHHbIX, TpegocTasngemoe npogastom JINMC;

3) Bo3gencTBmE M3MEHEHWI Ha Apyrue xapaktepucTunku n yHkuum JIMMC. TpebyeTcs 6onblLuas 0CTOpOX-
HOCTb W rapaHTUK TOrO, YTO HACTPOKKa UMW UHTErpaLmns ¢ ApYrMMu CUCTEMaMM He U3MEHSIT OXXuaaemble 1 Banman-
pyemble oyHkuun JIMMC B npouecce Ucnonb30BaHus;

4) Bo3genctaue nameHeHuin, korga JIMMC unu cuctema, ¢ kotopon JIMMC nHTerpupyetcs, peMoHTUpyeTCa
unmn mogepHuanpyetcs. Kputmndeckumm dhaktopamm SBrAsiOTCS N10X0 pa3padoTaHHble HACTPOWKUN N MHTepdenchl
nnm Hermbkue cmuctembl JIMMC, 4TO MOXET NPUBECTM K HAPALLMBAHUIO XapaKTEPUCTUK U AaXKe OCHOBHbIX (OYHKLNI
JIMMC B npouecce mogepHusaumm JIMMC. Jaxe B MeHee aKCTpemarbHbiX 06CTOATENbLCTBAX NSIOXOM NPOEKT
MOXET NPMBECTU K HEOMpPaBAAHHLIM 3aTpaTam U LONOSHUTENbHLIM YCUNMAM MO KOOPAMHALMK 06CnyXnBaHus
JIMMC n coBepLLEHCTBYEMbIX KOMMOHEHTOB;

5) Bo3gencTBme n3aMeHeHMn 1 NCNonb30BaHNE M3MEHEHWI 4N BbINOMHeHMs paboT B cucteme JIMMC. Ha-
npumep, byaeT nu 3annaHMpoBaHHbIN HOYLIO 06MEH AaHHbBIX O NapTUKN NOTPEBNATL HACTOMBLKO MHOMO PECYpCoB
CUCTEMBI, YTOObI OTpULATENBHO BO3AENCTBOBATL Ha AEATENBHOCTL MO OOCNYKMBAHWUIO APYrMX CUCTEM U MapTUii
obpasLoB?

7.4.4.3 ApxunteKkTypa MHTErpupyemMon cuctembl

[omkHbI ObITb BCECTOPOHHE PACCMOTPEHBI apXUTEKTYPA NPUNOXEHNS 1 6a3a AaHHbIX TOW CUCTEMbI, KOTopas
MoxeT BbITb UHTErpnpoBaHa ¢ cuctemon JIMMC. Ee oueHka gomkHa NpoBOANTLCH B COOTBETCTBUU C TEMMN Xe
KpUTEPUSIMU, YTO 1 paCCMOTPEHNE apXMTekTypbl Tekyen JIMMC.

7.4.4.4 TlepcoHan

Heobxoanmo paccMoTpeTb HanpaBneHnsa No1cka TEXHUYECKOro nepcoHana (Tunbl U UCTOYHUKK). TexHn4Yec-
KuiA nepcoHarn, UCnonb3yeMblil AN HaCTPOKWKK, OMMKEH 0bnaaaTh cCneayrowmMmmn HaBblkamu:

1) aHanu3 GusHec-NpoLEeCcCoB;

2) NPOEKTMPOBaHUE NPUNOXEHUS 1 Ba3bl aHHBbIX;

3) nporpaMmmMmmnpoBaHue npunoxeHus n 6a3bl AaHHbIX [¢ ncnons3osaHnem RDBMS (Relational database
management system, cuctema ynpasneHusi pensiyMoHHbIMU 6a3amm AaHHbIX) U UHCTPYMEHTOB NPOrPaMMHOro
obecneyenuns, nogaepxmeaembix npogaslom JIMMC];

4) nporpaMMMpoBaHne NOCpeaHNYECKOro NpoayKTa [nogaepxka nporpaMMmMpoBaHuS C UCMONMb30BaHNEM
XML, aKkcTpakLms faHHbIX, TpaHcopMaums u 3arpyska (Extract, Transform, Load, ETL)]nT. g.;

5) ynpaBneHue 6a301 AaHHbIX 1 CUCTEMHOE agMUHUCTPUPOBAHKE.

7.4.4.5 BHUMmaTensHOMY pacCMOTPEHMUIO OOMKHbI NOABEPraTbCs UCTOYHUKMA MNOSNyYEHUSS TEXHUYECKOro
nepcoHana, HeobxoAMMOro Ans BbINoNHeHUs npoekTa (npogasel, JIMMC, apyrve npogasLbl NPoAykKTa, opMbl
ayTCOpCUHra, BHYTPEHHMN UT-uTaT) u To, YTO ABNSETCA Hauny4ylen KombunHalmen HaBbIKOB, CTOMMOCTU U NpK-
rogHOCTM AN Kaxaon chasbl NpoekTa (Hanpumep, MOXHO ucnonb3oBaTh npogasua JIMMC unu oopmy ayTcop-
cviHra ans paspabotku HacTpoviku JIMMC, Ho obcrnyknBaTb 3Ty HACTPOKKY OyaeT BHYTpEeHHMI wtaTt naboparto-
pvn).

7.4.4.6 InTerpaumsa unm Hactporika

[omkHO ObITb NPUHATO peLLeHne 0 ToM, OyayT nu nydle COOTBETCTBOBATbH TEM WS UHBIM TPEBGOBaAHNSAM
HacTpovika JIMMC vunu nHTerpaums ¢ 4pyrum NpUnoxkeHMeMm, KOTopoe yXXe oTBevaeT TpeboBaHMAM 3aKas4ymka.
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7.4.4.7 Co3gaHue npotoTuna

Kak v B crniyyae ¢ BHegpeHuem ocHoBHow cuctembl JIMMC, cozgaHue NpoToTyna SABNSETCS BaXXHbIM 3TanoM
B npoviecce nobor HAaCTPOMKK C TeM, YTOObI MpoBeAeHne paboT, TEXHUHECKUA MOOX0M U TEXHUYECKMNE PUCKM
MOrfM ObITb BannaMpoBaHbl U KONIMYECTBEHHO onpeaerneHsl neped BHegpeHnem JIMIMC.

7.5 KomnbloTepHas apxuTekTypa npeanpusaTus

00630p komnboTepHor apxutekTypbl JIMMC, Toukn nHterpayum ¢ JINMMC n o6wme dyHkumm JIMMC npego-
cTaBrieHbl Ha pucyHkax 1 un 2. Nprmepbl UHTErPUPOBAHHOM KOMMBbIOTEPHOW apXUTEKTYPbI NPeanpuUsaTUS, KOTopble
0XBaTbIBalOT NMPOCTPAHCTBO OT CUCTEM NPeanpuATMs 40 YPOBHS NabopaTopHbIX aHanUTU4ecknx cuctem (npnbo-
poB), NpeacTaBfeHbl HA PUCYHKaxX 6 1 7.

7.5.1 TepputopuanbHoe pacnpegerneHue (rnobdanusaumsa — kopnopaTuBHoe pa3BepTbiBaHue JIMMC
Ha pas3nUYHbIX TEPPUTOPUSAX)

"mobann3auus sBngeTcs NpoLeccoM u cpegon, bnarogapst KOTOPOW KOMMaHUM MOTYT 3aHUMaTLCA KOMMeEp-
YECKOW AeATEeNbHOCTBIO He TONBbKO B CBOEN CTpaHe, HO U, COBMECTHO C APYTMMW KOMMAAHUAMU, BO MHOTUX APYIUX
cTpaHax. NosBneHue nepeaoBbiX KOMMYHUKALIMOHHBIX TEXHOMOMMIA, Takmx Kak IHTepHeT 1 BbicTpoe pa3pacTtaHue
TOProBbIX OTHOLLUEHWI (Cpeau Apyrux hakTopoB), B 3HAUMTENBbHOW CTENEHN pacnpeaennno Hay4YHy aKTUBHOCTb
B LieyIoM 1 nfabopaTopHbie cpeapbl, B 4acTHOCTK, No BceMy Mupy. B pesynbTaTe, nonb3oeatenu JIMMC, Boene-
YeHHble B rnobanbHble onepauyun, ctanu TpebosaTh Y npogasuos JIMMC, 4Tobbl OHM NpegocTaBunmM UM Npuse-
OEHHbIE HKe NapamMeTpbl:

7.5.1.1 KoHgurypupoBaHme 60NbLUMHCTBA UITM BCEX XapaKTEePUCTUK NONb30BaTENbCKUX MHTEPXECOB C
ncnosnb3oBaHeM pasfiMyHbIX A3bIKOB.

7.5.1.2 ABTOMaTN4YECKast HACTPOWKa pasHuLIbl B YaCOBbIX Nosicax U Habopax CUMBOJIOB.

7.5.1.3 YnpouyeHune pacnpeneneHns 0OHOBNEHMI NPorpaMMHOro obecnevyeHns B LUMPOKOM AManasoHe —
noKanbHOW ceTn n/unun cetn VIHTepHerT.

7.5.1.4 CornacoBaHHble nabopaTopun — CX0XNe HOPMaTMBHbIE AOKYMEHTLI BO MHOMMX CTpaHax n/mnm
IOPUCONKLNSAX.

MpumeyaHue 8— Mobanusauus obbl4HO HanpaBnsAeTcs Yepe3 KOMOUHALMIO KOHPUIYpPUpYEMbIX U
HacTpauBaeMbIx NapaMeTpoB B npedenax npunoxenus JIMMC.

7.5.2 KoHdorypupoBaHue pacnpepeneHHbix cuctem JIMMC

PasBepTbiBaHue cuctemsl JIMMC, TepputopranbHO pa3MeLL,eHHON B pa3nnYHbIX MecTax, 0bbl4HO npea-
CTaBrnisieTcs B Tpex popmax (cMm. Tabnuuy 1): LeHTpanbHOW, perMoHanbHON 1 pacnpeaeneHHon.

7.5.3 CopepkaHue pyHKLMM noKanusauum

CopepxaHne yHKLMM NToKanuaawmm xapaktepmayeTcs TEM, YTO obecrneymBaeT Nosb30BaTeNbCKUI UHTEpP-
dewic, oTpaxaloLni onpegeneHHble reorpaduyeckme NoTpebHOCTU KaXgoro nonb3oBaTens, U, kKak NpaBurio,
BKITHOYaET B ceba Tpu anemeHTa: 1) aA3bik, 2) HAbopbl CMMBOJIOB 1 3) YacoBbIe Nosica, KOTopble 06bIYHO BBOAATCS
B Nnpodunb JIMMC nonb3oBaTens Unmv B fIokanbHyt0 (MECTHYHO) YCTaHOBKY.

7.5.3.1 Jlokanuaauus a3blka — 3TO TPAHCNAUUS s3blKa B NOSIb30BaTENbCKUI MHTEPMENC MECTHOMO NOSb30-
BaTerns. OBbIMHO 3TOT MPOLIECC ABNSIETCA KOHUIYPUPYEMbIM 31IEMEHTOM Npu rmobansHom paseepTbiBaHun JIAMC,
Kak MpaBuIio, OCYLLECTBISIEMOM C MOMOLLIbIO KOHTEHTa 6a3bl 4aHHbIX A3bIKa, KOHPUIYPaLMOHHbIX (hannos n/mnm
G6asumpytouierocs Ha XML ocTtoBe nHTepderica nonb3oBaTterns.

7.5.3.2 Habopbl CUMBOMNOB OTHOCATCS K BBOAY CMMBOJIOB, UCMOJSTb3yEMbIX ANS BbIpaXXeHUS BbIOpaHHOro

s13blKa, B NOJSIb30BaTENbCKUI MHTepdelic. B yacTHoCcTH, BbiIGop Habopa CMMBOSIOB ABNSAETCS OCOOEHHO BaXKHbIM
Torga, Korga paccMaTpuBaroTC HAaCTPOVKU NONb30BaTeNbCKOro nHTepdenca. Habopel cumeonos Unicode yacto
NCMNOMb3YTCS, YTOObI pellaTe MECTHbIE A3bIKOBbIE NPObneMbl 6e3 BO3AENCTBUSA Ha MONb30BATENbCKUA NHTEP-
enic.

7.5.3.3 YacoBoi nosic oTpaxkaeT onpefeneHHyo 30Hy MECTHOMO BPEMEHH, UCronb3yemyto cuctemon JIMMC
Onst OTMETOK BPEMEHMU 1 LieNner ayautopckon npocnexmnsaeMoctn. OcobeHHO BaXKHO 3aMOMHUTL YacoBble Nosica,
koHpurypupyemble B cucteme JIMMC, korga xpaHeHue, CpaBHEHWE UInu arperaums JaHHbIX BO MHOTMX YaCOBbIX
nosicax siBNATCA YCNOBUAMW ONsi COXPAHEHUS ayaUTOPCKOW npocnexuBaemMocTn. O6bIYHO B Npefenax BHe-
aperHon JIMMC uncnonb3yeTcs BbipaXXeHNne BPEMEHM OT 3Ha4YeHusa cpegHero BpemeHun no Mpunsmyy (GMT,
Greenwich mean time) ans kaxgoro 4acoBoro nosica, KOTopoe oobeanHsET 3Ty nHdopmaumto. st Pocculi-
ckol ®edepayuu moykol omcyema siesisiemcsi MOCKO8CKOe 8peMst *.

* [JononHeHue 8 uensx npumeHeHuUs Ha meppumopuu Poccutickol ®edepauyuu.
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7.5.4 Perynupyolime (HopMaTUBHbIE) U (PyHKLMOHANbHbIE U3faHUA

PesynsTatoM rmobanusauum aBnseTcs BKNOYeHUe onpegeneHHbIX PyHKLUMOHanbHbIX NOTpebHoCTel B ne-
peyeHb KpUCAMKLMM B 0b6nacTu perynnpoBaHms 1 gpyrnx yHKUMOHaNbHbIX Npobrnem, CBA3aHHbIX C MECTHOM
nabopaTopHou cpegon. AT NPodneMbl MOTyT ObITb pa3peLLeHbl C MOMOLLbI0 KOHPUIYPUPOBaAHUSA UM HACTPON-
Ku. Micnonb3oBaHWe HOpMaTMBHBIX JOKYMEHTOB OCOOEHHO BaXkHO B TEX CLeHapusix, rAe HaCTPOWKM BbINOSMHSA-
0TCA MyTeM ModepH13aLum, o6Cny>xuBaHus 1 B3aMMOZAENCTBYS C MONb3oBaTensM1, paboTaroLymMm B Tepputopu-
arnbHO pacnpegeneHHbIX 1abopaTopusix.

7.5.5 Nonb3oBaTenbckasa 6e3onacHOCTb

Monb3oBaTtenbckas 6€30MacHOCTb B 3HAYUTENBHOM CTENEHN BapbUPYETCS NMPU TEXHONOTMYECKOM BHeape-
HuM B cuctemy JIMMC, ogHako B Lenom cuctembl JIMMC gomkHbl ObITb OLleHEHbI B COOTBETCTBUM CO Creayto-
LWmMun 6a30BbIMM NOMb30BaTENLCKMMKN Mpobnemamu 6e3onacHoOCTy:

1) obecneumnBaeT nu CTpyKTypa 6e3onacHoCcTH, npegocTasnsemas cuctemont JIMMC, ayautopckyto npocrne-
XKMBaeMOCTb 1 KOHTPOJb AOCTYyMNa BCECTOPOHHMM 06pa3oM B COOTBETCTBUM C MOTPEOHOCTAMM OpraHM3aumu;

2) 0eNcTBUTENBHO NN CTPYKTypa 6e30MacHOCTM ABNAETCS TMOKOW U [OCTAaTOYHO pacnpeaeneHHoNn, YToobl
OCYLLECTBNATb KOHTPOSb 6€30NMacHOCTM Ha PYHKLMOHANbHOM YPOBHE UM YPOBHE 3adauu;

3) MOXHO M ynpaBnsATb CTPYKTypor 6e30nacHOCTH, UMest EGMHCTBEHHYIO CTPYKTYpy 6e3onacHocTu ans
Bcex moaynen JIMMC, n MoxXeT nu oHa ObITb 06 beguHeEHa C APYrMMN CTPYKTYpaMu Npeanpuatna’?

CrtpykTtypbl 6e3onacHocTv JIMMC B Lenom nogaepXusaroT criegyoLme BO3MOXKHOCTU Ha YPOBHSIX NOJb30-
BaTens, rpynnbl U NPeanpusTuS.

7.5.5.1 lNonb3oBaTenbckas 6€30NacHOCTb:

1) AyguTopckas NpocrneXnBaemocTb.

Cucrema JIMMC gomkHa 6bITb cnocobHa, Kak MUHUMYM, 06ecneyvmTb NoNb3oBaTeNo MAEHTUdUKALUMIO U
LUTamn 0 BPEMEHM B NpoLiecce NpPoBeAeHNs MOSb30BaTeENIEM BCEX BWMOOB AeSATENbHOCTU (BBOA, OOHOBMEHWe
N yaaneHue) u No3BoNnnTb, YToObI AaHHble Obiny AOCTYNHLI AN 3anucen ayamMTopcKkoro (KOHTPONbHOro) cneaa.

2) OgHOKpaTHbI BBOA MNOANMUCH.
BonbwuHcTBo cuctem JIMMC umetoT yH1MUnpoBaHHyo cxemMy ayTeHTudmkaumm, bnarogaps KOTopon
nonib3oBartesib MOXeT OJMH pa3 3aperncTpupoBaTbCA U UMETb JOCTYM KO BCEM (PYHKLMAM, A1 KOTOPbIX OH UMeeT
npaBo AocTyna 6e3 3anpoca AONOMHUTENBHOMW perncTpaumn.

Tab6nuya 1— CrpaTerua passepTbiBaHUs TeppuTopmanbHO pacnpeneneHHon cuctemsl JIMMC

OnuncaHune

MpeumyuiectBa, nonb3a

CnoxHble 3agauu, npobnembi

LleHTpanbHoe pa3BepTbiBaHUE
npefocTaBnsieT BO3MOXHOCTb pas-
MeLLleHVA NpUnoXeHwin, 6asbl AaH-
HbIX U UHppacTpykTypbl JINMC B
OOHOM (€QUHCTBEHHOM) LIEHTpE AaH-
HbIX UMK FPyNMe LIeHTPOB AaHHbIX CO
BCEMMW MpPUKNagHbIMU (DYHKUNAMU,
yrnpaBnsemMbiM1 LIEHTPArbHO.

YacTo nonb3oBaTenbCKUA UHTEP-
denc nocTaBnsaeT NPUNOXEHUe
nonb3oBaTensm Yepe3 Be6-6paysep
UM TepMUHAaM «TOHKOrO KIIMeHTa»
(BkNoYasi oTAaneHHbIn paboyni
cton). KoHdurypupoBaHme ons no-
TpebHocTen kaxpon nabopatopumn
Takke ynpaenseTcsa LeHTparnbHO

LleHTpanbHoe ynpaBneHue obbe-
OVHSIET pecypcbl NOAAEPXKKN U OObIY-
Hble 3aTpaTbl.

M3meHeHUs u MopepHusauus
JIMMC pocTtynHbl nonb3oBaTtensm BO
BCEX MecTax okanusauuum Hemen-
NeHHo.

Moppmepxka JIMMC MecTHbIM
WT-nepcoHanoMm MUHUMU3MPYETCH,
MOCKOSbKY HET HUKaKoW noTpebHocTH
B MECTHOW (nokanbHOW) noanepxke
NpunoXxeHus (nocne obyyYeHns n T. 4.

PasBepTbiBaHME HOBbIX MECT f10-
Kanusauum ABNAeTcs 3HaYUTENbHO
©ornee GbICTPbIM U NTErKMM MPOLLECCOM,
yeM pasBepTbiBaHWe pacnpepenex-
HbIX CUCTEM.

[aHHble LeHTpanmayTcs, 4To 06-
neryaet c6op v aHanu3 6usHec-cee-
OeHUn O pa3Maxe LeATeNbHOCTU U
TEeHAEHUMAX opraHu3aumm

ApXMTEKTYpa NPUNOXEHNS ABNSAET-
ca KpuTudeckum chaktopom ans obec-
nevyeHusa rmékoctn JIMMC cornacHo
noTpebHOCTAM noKarnbHbIX (MECTHbIX)
nabopatopuit. Cucrema gormkHa ObiTb
cnocobHa K BbICOKOW CTeneHu KoHu-
rypupyemocTy Ans yCneLIHoro ynpaene-
HWSI MECTHBIM (NoKanbHbIM) SI3bIKOM Y
BOMpPOCaMMn perynnpoBaHus.

HactpavBaemble xapakTepucTuku
OOMKHbI 6bITh MpOaHaNM3npoBaHbl ANs
NpeaoCTaBnNeHNs rapaHTumn Toro, YTo
npu U3MEHEHUSX MONb30BaTENb MONy-
YUT NpeumyLLecTBa (M OHU He OKas3bl-
BalOT HeraTMBHOro BnusiHus). MHdpa-
CTPYKTYypa [JomkHa ObITb TLWATENbHO
cnnaHupoBaHa, YTobbl BblMMCIIMTENb-
Has ceTb Oblna JOCTYNHOMW U N36bLITOY-
HOW, B 0COBEHHOCTM U3-3a TOro, YTO
LUeHTpanbHoe pa3MelleHne AOJIKHO
ObITb JOCTYNHO AN rnobanbHbiX one-
pauui 24 yaca cemb OHEW B HeEAenNo
(24/7)
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lMpodomxeHue mabnuubl 1

Onuncaxne

Mpeumylyectsa, nonb3a

CnoxHble 3agauu, I'IpO6J'IeMbI

PernoHanbHoe pasBepTbiBaHNe
KOMOVHUPYET 3KOHOMUYHOCTb MacLL-
TabupoBaHWs LieHTpanbHOW MOAEN ¢
rMOKOCTbLIO pacnpefeneHHon Mogenu.

Fpynnbl nonb3oBatenen JIMMC
onpegenstTca no obwmm reorpadu-
YeCcKUM Mpu3HakaMm, npusHakam pery-
NpyemMoro unu oodLero nonbL3oBaHns
c TeM, 4Tobbl BHeapeHune JIMMC mor-
10 ObITb LEeHTpanu3oBaHo B NpoLecce
HECKOIbKMX YCTaHOBOK, MoKa He byayT
YyAOBNETBOPEHbI OCHOBHbIE MpUKNag-
Hble MOTPeBHOCTN KaXaon rpynnbl

3ornoTan cepeamHa Mexay 3KOHO-
MWeRn cpeacTB 3a cyeT MacluTabupo-
BaHUS U BO3BPALLEHUSI BIOXEHHbIX
cpeAcTB (MHBECTMPOBaHMWS) JocTura-
eTca npu yaoBneTBopeHun Tpebosa-
HWI nonb3oBaTens. OgHako noaaep-
XKKa C MCMONb30BaHUEM MECTHbIX
NT-cneumannctoB MUHUMKU3UPYETCS,
TaK Kak 3TOT MeToZ 06bIYHO MCMOSb3Y-
€T MPVHLUMN «TOHKOTO KMUeHTay.

PasBepTbiBaHWe HOBLIX MECT f0-
Kanusauum NpouCXoauT OTHOCUTENb-
HO BbICTPO M NPOCTO MO CPaBHEHUIO C
pa3BepTbiBaHWEM MOSIHOCTbIO pac-
npefeneHHon moaenu.

MN3MeHeHnss 1 MoaepHusauuto
MOXHO GbICTPO OCYLECTBNSATbL MpK
noaaepxaHum rubkocTu cCUCTEMbI.
HaHHble 6onee NpocTo arpernpytoTcs
B COOTBETCTBMM C OOLWMMM NOTPeb-
HocTsIMM Bu3Heca

pynnbl nonb3oBaTenen OOSMKHbI
ObITb TWATeNbHO onpeAeneHsbl, Unn
pes3ynbTaToOM MOXET SABMTbCSA MpocTas
BblCOKO3aTpaTHas LieHTpanu3oBaHHas
Mogenb. TpeboBaHus nonb3oBaTtenemn
OOIKHbI OblTb ACHO ONpefeneHHbIMU
B COOTBETCTBMU C A3bIKOM, perynupye-
MbIMU 1 (PYHKLUMOHamNbHbIMU NOTpe6-
HOCTAAMU C TeM, YToObI cuctema JIMMC
6blna KoHUrypmpoBaHa Haumny4mm
obpasom.

HacTporika n mogepHusauma oon-
XHbl OblTb TLATENBHO CUHXPOHU3WPO-
BaHbl KaK B OTHOLLUEHUW PErvoHanbHbIX
nonb3oBaTenen, Tak U opraHnsauui c
pervoHanbHbIM pasMelleHnem; nu3bbl-
TOYHbIE CUCTEMbI MOTYT ObITb aKTyarnb-
HO pasmelleHbl B APYrnX pernoHax,
6narogapsa 4emy aBapuiiHoe BoOcCCTa-
HOBJITEHNE CTaHOBMUTCS 3KOHOMUYHbBIM,
NOCKObKY TEXHOMOTMYECKME U MIoACKME
pecypcbl MOTyT 6bITb UCNONb30BaHbI
adpekTnBHO. TLaTenbHoe nnaHnpo-
BaHWe MH(PACTPYKTYpbl OOMKHO ObITb
npounsBefeHo Ansa Toro, YyTobbl 6bITb
YyBEPEHHbIMW, YTO Ha AOCTYMNHOCTb CUC-
TEeMbl HE NMOBMAUSAIT pernoHanbHble
npoucwecTBus. lNMpu pernoHanbHOM
pasmelleHMn N30bITOYHbIE CUCTEMbI
MOryT ObITb akTyanbHO pa3meLleHbl B
OpYrux pernoHax, genasi aBapuitHoe
BOCCTaHOBMEHNE 3KOHOMUYHBIM

PacnpepeneHHoe pasmelyeHune
npepocTasnseT rMbKoCTb KOHEYHbIM
nonb3oBaTensm, HO Npu 3TOM OBObIY-
HO TpebyeT camoi BbICOKON NOAAEPX-
Kv v 3aTpaT npu pasmelleHnn JIMMC.
PacnpeneneHHble moaenu cocTosT ns
aBTOHOMHbIX MPUNOXeHu paboyero
cTona KnveHTa unu MOAEnNn «KNUeHT-
cepBep» C YyCTAHOBKOW cepBepa Ha
KaXgoM MecTe nokanusauuu.

PacnpegeneHHble mogenun o6biy-
HO He MCMonb3ylTCs, Korga rnobanu-
3aums ABNAETCs CyLWecTBEHHON npo-
6nemon gna pasmetyeHus JIMMC
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CopepxaHune dyHKUUM nokanmaa-
LUun aBnaeTcs «KopoboYHbIM» Mpo-
OYKTOM, Tak Kak yctaHoska JIMMC Ha
KaXxgoM MecTe pasmeLleHust KOHpu-
rypupyeTcsi B COOTBETCTBUM C MECTHbI-
MU (nokanbHbIMK) NOTpebHOCTAMMU.

KoHturypupoBaHue n HacTpovika
MOryT ObITb B 3HA4YMTENLHON CTENEHN
BbINOMHEHblI 6€30THOCUTENBHO K MO-
TpebHOCTAM MECTHOro pasBepTbiBa-
HUS.

MpeanbHblM ABNSETCA BapuaHT,
korga TpeboBaHUs K Kaxxgomy MecTy
pasmeLleHnsa SABNSAITCS YeTKO OTNu-
vyalwmMmca apyr ot gpyra u/wnu
dYHKLMOHaNbHbIE pasnuynsa ACHO
oYyepyeHbl B 3aBUCMMOCTU OT MecTa
pasmeLleHmns.

[octynHocTb ceTn obbl4HO orpa-
Hu4yeHa npobnemamn 6onee ynpas-
nsemori mectHoi cetn (LAN) oTHOCK-
TenbHoO npobrnem 6onee crnoxHoun
LUIMPOKO pacnpocTpaHeHHow rnobans-
HOW ceTu

PassepTbiBaHWe  (pa3melyeHune),
obcnyxusaHve, MoaepHusauns, Hd-
pacTpykTypa u nogaepxka moryT ObiTb
OYeHb JOPOrMMU, MOCKOSBKY ANS Kax-
[Oro KOHKPETHOro BHeApPeHUs AaHHble
pecypcbl JOMKHbI BbITb AOCTYMHbI.

Onpegenenune rnobansHoro ctpa-
Ternyeckoro HanpasneHus Ans Bblpas-
HuBaHusa cuctem JIMMC no opraHusa-
LIMOHHOMY MPUHLMNY ABNSETCA 3aTpyAa-
HUTEMbHLIM, YTO OBYCNOBEHO BbICOKUM
YPOBHEM NOKanbHbIX (MECTHbIX) Bapu-
aHTOB.

HepocrtaTkn B obnactu ctaHgapTm-
3aumun. ObLwme perynupytoLume 1 ynpas-
nswoLme cTaHaapThl TPYAHO aBToMaTu-
31MpoBaTh MeXAY pasnuyHbIMU OpraHu-
3auunsaMu, 1 ycnewHoe passepTbiBa-
HWe B OOHOWN opraHM3auun He O3Hava-
€T NPOCTOE OCYLLECTBIEHME 3TOrO MpPo-
Lecca B Apyrmx Mectax pasmeLleHus.

Arperauust gaHHbIX Ans aHanusa v
oT4yeTa Ha ocHoBe rnobarnbHbIX onepa-
LUMA sBNAETCS MNOYTU HEBO3MOXHOW
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OkoHyaHue mabnuubi 1

Onucaxue ﬂpemmymeCTBa, nonb3a CnoxHble 3agauu, I'IpO6J'IeMbI

N3-3a TOr0, YTO UCTOMHUKM AaHHbIX SB-
NSTCA BbICOKO pacnpenenieHHbIMU.

MnaHbl aBapuHOro BocCTaHoBMe-
HWS TPYOHO W/UNK JOPOro BHEAPSITh, Tak
KaK Ka)xablvi NNaH 1 Kaxxgoe BHeApeHue
BapbUpYIOTCH B 3aBMCMMOCTM OT MecTa
pasMeLleHns

3) Bpems Ha npoBeaeHme ceccum.

Cxema ayTeHTMdUKaLmMm JoSMKHA Takke paspeLlunTb Nob30BaTeNto KOHUIYpMpOBaHHbI BBOA 3anpoca
ONs BBEAEHMS MMEHWU U Naponsi BHOBb, ECIN NMONb30BaTeNlb HAXOAMWIICS B CUCTEME, He paboTasi, B TeYeHue
BonbLuUero, Y4em KOHOUTYpUPOBaHHbIV Neprog BpeMeHu (3Ta PYHKLUSA MHOrAa YNpaBnseTCcs BHELWHEN CUCTEMOMN
JIMMC ¢ ncnonb3oBaHneM YCTaHOBOYHLIX MAapaMeTPOB CETU NPeaAnpusaTus).

4) Ctpaterusi B OTHOLLEHUM Naponsi.

Cucrema JIMMC pgorkHa COOTBETCTBOBATbL CTaHAApTaM KOMMaHUM B OTHOLLEHUN TpeboBaHMIA K BOCCTaHOB-
neHuo napons, KombuHauuin napons (croga OTHOCATCS: MUHUMAarbHas AfMHA CTPOKM CUMBOMNOB, KOMBUHaLNS
CVYMBOJSIOB M Y1CeN) U YPOBHIO LWINGPOBaHNS NPV XpaHeHnn napons B 6ase AaHHbIX.

5) CooTBeTCTBME HOPMATUBHBLIM JOKYMEHTAM U SNEKTPOHHbIE NOANUCH.

Cuncrema JIMMC gormkHa COOTBETCTBOBATL NPUMEHSEMbIM HOPMAaTMBaM M CTaHAapTaM KOMNaHuw, rae 3a-
OeCTBOBaHbI SMEKTPOHHbIE NMOANUCY NN NOSb30BaTENbCKOE MOATBEPKAEHWNE SMNEKTPOHHBIX 3anucen, Unn Tem
OpYrvMM HOpMaTUBHbBIM JOKYMEHTaM OIHOBPEMEHHO.

7.5.5.2 be3onacHocTb rpynn

1) HasHayeHue nonb3oBaTens.

Cucrema JIMMC pgormkHa nogaepxmBaTb BO3MOXHOCTb Ha3Ha4yaTb MHAMBMAYAlNbHbIX NONb30BaTENEN Ha
NPUHAANEXHOCTb K CUCTEMHbBIM FPyNnam Uinm ponsam (GOSPKHOCTAM).

2) HasHaueHue 3anpoca.

Cuctema JIMMC MOXeT OnuMoHanbHO NO3BONMTb HA3HaYeHe NoNb3oBaTernen B rpynbl NyTem 3anpoca
Opyror nonb3oBaTenbCKon MHpopMaLum, Hanpumep, U3 otaena.

3) OyHKUMOHANbHOE Ha3Ha4YeHne.

Cuctema JNNIMMC gomkHa AaTb BO3MOXHOCTb Ha3HayeHust A0CTyna rpynnam Ans KOHKPETHbIX onepaLui B
cucteme JIMMC ¢ Tem, 4ToBbI €ANHCTBEHHAS rpynna Morna UMeTb CTaHaapTHbIA HAbop paspeLlLeHnii Ans KoHGK-
rypmpyemoro Habopa pacnpegeneHHon AesTenbHOCTY (Hanpumep, BbIMONTHEHNE BBOAA Crneumnduyeckux 3agad,
TeKyLNX cneumnmryeckmx oT4eTOB UK KAaTErOPUN OTHETOB, U T. A.).

4) AyguTopckasi NpoCrneXnBaemocTb.

Cucrema JIMMC pomkHa o6ecnevnTb ayanTOPCKYH MPOCNEXMBAEMOCTb (MOEHTUMMKALMIO NONb30BaTENS
N OTMETKY O BPEMEHW) BCEX U3MEHEHMIA B COCTaBE YM1EHOB rpynnbl N1 JOCTyna rpynn Hapsay ¢ agMUHUCTPaTUB-
HbIM MONb30BaTeneM, KOTOPbIA OCYLLLECTBUM 3TN U3MEHEHNS.

7.5.5.3 be3onacHoCTb NpeanpuUsaTUs

1) Be3onacHOCTb KaTanoroB NPeanpUATUS UMW BbIYUCITUTENBHOM CETHU.

Cuctema JIMMC mMoxeT onumoHanbHO MHTErPUPOBATLCS C KaTanoraMmum no 6e3onacHoOCT NpeanpusiTus (Ha-
npumep, LDAP, active directory, windows domain u T. fi.). 3T\ XapakTepuCcT1Kn OnpeaensitoT Nonb3y OT UCMOSb-
30BaHWS €AMHCTBEHHOIO HAbopa M3 MOSTHOMOYMI A1 MHOTUX NPUIOXEHUN, «GeclloBHY0» MHTerpaumto JIMMC ¢
KopnopaT1BHOM NONUTMKON 6esonacHocTk, bonee yagobHoe n 060CcHOBaHHOE yripaBneHne 6e30nacHOCTbIO NOSb30-
BaTenei. Hanpumep, npu yaaneHuu nonb3oBaTens n3 katanora yganaeTcs 4OCTYN NoNb3oBaTers Ko BCeM npu-
NOXXEHUSAM BMECTO TOr0, 4TOObI TpeboBaTh yaaneHns nonb3oBaTens 13 Nofib3oBaTeNbCkux 6a3 aHHbIX B KaX-
OO0M MPUNOXEHNN.

2) NHTerpauums ¢ pmsndeckummn cucteMamm 6e3onacHOCTU U MHAPPACTPYKTYPOM OTKPLITBIX KITHOYEN.
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CrtpykTypa 6e3onacHocTu cuctembl JIMMC MOXET Takke onumMoHanbHO MHTErPMPOBATLCS C OpraHu3aumen,
nmetoLen puranyeckme cucteMbl 6€30NaCHOCTU, TakMe Kak MOEHTUMKALMOHHBLIE KAPTOYKN U BromMeTpuyeckune
npnbopsbl. CMm. B 7.4.4 nidopmauuio o cuctemax, KoTopble A0MOSHAKT YAOCTOBEPEHUSA NINYHOCTU (Cry>KeBHble
nporycka) 1 Naponu 3awmdpoBaHHbIMU cepTUdMKaTamm, CUCTEMamMm Co cMapT-kapTamu (MacTMKOBLIMU KapTou-
KaMu CO BCTPOEHHBIMM MUKPOMNPOLLECCopamMm) U T. 4. ATU BO3MOXXHOCTU oDecneunBatoT 4ONOMHUTENbHYO Banvaa-
LU0 U ayAUTOPCKYH NPOCIEXMBAEMOCTb Npu ayTeHTudmkauyumn nonssoarener JIMMC n (¢ coOoTBETCTBYIOLLNM
npmbopom, nHterpnpoBaHHeiM ¢ JIMMC) moryT o6ecneunts 6onee GbICTpoe AOMOSNHUTENBHOE COOTBETCTBUE Mac-
cmBHOW ayTeHTudukaymm ¢ cuctemon JIMMC, yem pyyHor BBOA MOEHTUMKALMOHHBIX aHHbIX MONb30BaTENS U
naponsi.

7.5.6 UndppacTpyKkTypa

VHdpacTpyKTypa BbIMUMCIIUTENBHOW CETU U annapaTHbIX cpeacTs, Tpebyemasi cuctemont JIMMC, BapbupyeT-
CS1 B LLMPOKOM AnanasoHe B COOTBETCTBUM C BbIGpaHHbIM cneumndunyeckum nporpammMHbiv obecnedeHmem JIMIMC
1 HabOpOM XxapakKTEePUCTMK, HO 3TO OCOOEHHO BaXKHO AN MOHUMAHWS, Kakue pecypcbl ceTu n obopyaoBaHus
OyayT HeoOX0AMMbI B 3aBMCMMOCTYM OT BbiDOpa MeToaa pa3BepThiBaHWs (LLEHTPanbHOro, perMoHarnsHoro, pacnpe-
AeneHHoro). lNMepeyeHb HEKOTOPLIX TpeboBaHWI K 00LLen MHpaCTPYKType 1 BapuaHTam Bbibopa, OCHOBAHHbLIM Ha
cTpaTeruv pa3sepTbiBaHWs, NpMBeaeH B Tabnvue 2.

7.6 ObmeH paHHbiMu Mexay JIMMC u cuctemor nnaHUpoBaHUSA PecypcoB NpeanpuaTvA
(ERP-cuctemammn)

YctaHoBneHue nitepdericos mexay JIMMC n ERP gns nHterpmpoBaHms oyHKUMM yNpaBieHus Ka4eCTBOM,
AeTanbHO NPeACTaBNEHHONM B NPMBEAEHHOW HUXKE anarpamme, sensaetcs obuwmm tpebosaHmem s cpeabl nabo-
paTopum Mo KOHTPOIIO Ka4ecTBa, rae pa3BepHyTbl 06e cuctembl. TpeboBaHUs K MHCNEKTMPOBAaHMIO BO3pacTaloT
NP1 NPOXOXXOEHUM MaTepuarnos B MPOLIECCE YNpaBieHns Lenovykamm NOCTaBOK C UCMOSb30BaHNEM NTOTUCTUYEC-
knx moaynen ERP. Pasgenenune ganHbix mexay JIMMC n ERP moxeT cogenctesoBaTh Gonee bbicTpoMy 1 ag-
(HPEKTVBHOMY KOHTPOJTIO Ka4yecTBa M MPOLIECCOB NPOM3BOACTBA HA OCHOBAaHMM XXU3HEHHOTO LKA Kaxkgov napTum
NpPoAYKUMM (CM. PUCYHOK 8).

OcHoBononarawLime McTouHmk/ Mpownssoacteo/ | PacnpegenexHue/ O6cnyxuBare
hyHKUMM 3akynka npoayKums npogaxa
YnpasneHue MnanuposaHve PasmeLlleHune Moppepxka
marepvanamm npoayKumm maTtepuarnos 3aKasdvka
MMyHKTBI Ayaut Mcnonb3yembie PeweHne 06 CortBeTcTBUE
MHTErpaumm npogasua. martepuarnsl. NCMOMNb30BaHMMN. npoayKuuu.
JIMMC ToBapHas MpousseneHHble MocTtaBka BosBpar
HaknagHasi. maTtepuansl. ToBapa ToBapa
C6op C6op obpasLos.
obpasuos. JTaGopatopHble
JlabopartopHble ncnblTaHUs
nCnbITaHWA

PucyHok 8 — MyHkTbI HTerpauun NMMC — ERP

7.6.1 Onuuun nHTerpaumm (CM. pucCyHok 2, 6nok LE-2)

MpuHUMNbI 06nerdenns nHTerpauum JIMMC c ERP-cucTeMoli 0XBaTbIBaKOT Ananas3oH OT pa3paboTkM HACTPOVKK
NHTepdENCOoB A0 0becnevynBaembix NPOBaNLgEPOM KOHUIyprUpyeEMbIX pELLEHWIA.

CyLecTByeT MHOXECTBO TEXHOMNOrin n MetooB obnerdyeHns nHterpaumu. MNMocraswmku JIMMC moryT obec-
ne4ynTb cneyndryeckm cepTurLMpoBaHHbIE NOCTaBLLMKOM MHTepderickl 4ns uHterpauumn ¢ ERP, koTopble ocBo-
GoxgatT KoMaHAy No BHeAPEHUO OT Gonbluer YacTu paboTbl N0 pa3paboTke HACTPOMKM U JOPOroCTOSILLErO
obcnyxumBaHus. CTaHaapTbl UHTErpauum NpeanpusTus u cuctem ynpaesneHus ISA-95 Takoke 04eHb BaXkHbI U LLMPO-
Ko nogaepxmsatotcs MHormu npoaasuamm ERP n MES. [laHHble cTaHOapTbl ONMCLIBAKOT UHTErpaLmio Mexay
OENOBbIM NTOrMCTUYECKNM CITOEM YNpaBleHWs, KOTOPLINA BKIoYaeT B cebs cuctembl ERP, 1 cnoem ynpaenexus
NPOW3BOACTBEHHBLIMU ONepauusamMm, KOTopblii BknovaeT B cebst cuctemsl MES n JIMMC. Ha BcemupHom chopyme
(The World Batch Forum) 6bino onpegeneHo, kak npeactaBnatb ISA-95-nHdopmanmio B XML, M3BECTHYIO Kak
Business to manufacturing markup language (6u3Hec ons MapkMpOBKM MPOU3BOACTBEHHOIO A3blKa) UIM
B2MMLV2.0.
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7.6.2 MNyHKTbI nHTerpauum mexay JIMMC n ERP
OcHoBHble nyHKTbI MHTerpauumn mexay JIMMC n ERP-cnctemon npeacraeneHsl Ha pucyHke 9.

ERP JIMMC
Mony4yeHune padmk cbopa
HeobpaboTaHHOro - > M ncnbliTaHus
matepuana obpasuos

| !

HeobpaboTaHHble

WcnbiTanus
maTtepuarnsbl,
- > HeobpaboTaHHbIX
BO3BpaLlEeHHbIe
maTepuarnos
npoaasLly
A  §
/
OpobpeHHble
(NpuHaTLIE)
HeoOpaboTaHHble
maTepuarnbl y
A O6pasubl,
HaxopsiLmecs
L B MpoLecce UCnbITaHui
Matepuansi, Iy
HaxopsiLmecs
B npoLecce
npou3soacTea
A
\i \
YnakoBKa KOHEYHOro WcnbiTaHns
(dpuHMWHOrO) - > KOHEYHOro
npoaykTa (dvHMLLHOTO)
npoaykTta
A 1
L \i
XpaHeHue/
PacnpocTtpaHeHne | > CcTabunbHOCTb
ob6pasuos

PucyHok 9 — Bo3MOxHbIe NyHKTbI Nepegayn aaHHbix mexay ERP n NMMC

7.7 UHTerpauus c nabopatopHbiMu npubopamm

7.7.1 Nutepdpencol mexay JIMMC n nabopaTopHbiMy Npubopamm [Takumm kak Becbl, pH-MeTphl, CnekTpo-
¢hoTOoMETpbI, CUCTEMBI XpoMaTorpadudeckmx gaHHblx (CDS)], kak npaBuno, BKNOYakoT B cebsl yCTaHOBKY MHTEP-
devica cuctembl JIMMC ¢ gpyrumm cuctemamuv AaHHbIX, KOHTPONUPYeMbIX annapaTHbIMU cpeacTBamu npnbopa.
Cucrema xpomatorpaduydeckunx aaHHbIX (CDS), kak npaBuno, 0THOCUTCS K cneumdnyecKkon kKateropum ns-3a npu-
cyLen ein cnoxHoctu. MuTterpaums npmubopa ¢ JIMMC aengaetcs kntoyeBbiM hakTopom B obecneveHnmn acpgex-
TWUBHOW BbIr0Abl MO CTOMMOCTHOW KaTeropum npu BHeAPEHUN.

7.7.2 B CBS131 C CYLLLECTBYIOLLIEN CMIOXHOCTBIO YNPaB/ieHUs NOCNEA0BaTENbHOCTLIO NPMOOPOB NpU UCTbITa-
H1M 06pasLioB (B HEKOTOPbLIX Cy4asax — aBTocamnnepa) ¢ ncnone3osaHnem JIMMC n cuctem gaHHbIX nabopa-
TOpPHOro npubopa xenateneHo, 4Tobsb! JIMMC 3arpyxana nocnegoBaTenbHOCTb UCTBITAHUA B CUCTEMbI AaHHbIX
nabopaTtopHoro npubopa vYepes MHTepdeic ¢ TeM, YToDbl rapaHTUPOBaTb TOUHLIN 0OMeH MHbopMaLIMe.

7.7.3 Cuctema gaHHbIX nabopaTopHoro npnbopa ocyLlecTBNAeT nsmepeHue n nepegady Hasaz s JINMC
pe3ynbTaToB ANd AanbHenwen paboTsl B npeaenax JIMMC. PesynbTat ucnbiTaHus, npoBedeHHOro Ha nabopa-
TopHOM npubope (onpegenexHne, namepenue), nepepaetcs B JIMMC yepes untepdenc IMMC — npnbop. Anb-
TepHaTUBHO ONMCaHHbIM OENCTBUAM, cucTema cbopa AaHHbIX nabopaTopHoro npubopa MoxeT, 06pa3Ho roBops,
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«BblITawmTb» M3 JIMMC nogxoasime obpasLibl, NPOBECTU HEOOXOAUMBIE UBMEPEHNST U 3aTEM BEPHYTh pe3yrnbTa-
Tbl Ha3ag B JIMIMC.

7.7.4 Bo MHOrMx cny4asix xxenarenbHo, 4Tobbl pesdynbTaT nepegasarcs U3 cucteMbl cbopa AaHHbIX B
JINMC B peanbHOM BpeMeEHM C TeM, YTODObI B AanbHelwem 00paboTka pesyrnbTaTa ¢ ucnons3oBaHmem JIMIMC
(nepekpecTHasa TexHMKa pacyeToB, YTBEPXKAEHUS, OTYETHOCTb U T. A.) ObiNna npoBeAeHa Tak e ObICTPO, Kak u
nsmMepeHue.

Tabnuua 2— TpeboBaHus k UHDPACTPYKTYpe AN cTpaTernn passepToiBaHus JIMMC

MHdpacTpykTypa

LleHTpansHoe
pasBepTbiBaHNE

PernoHanbHoe
pas3BepTbiBaHNe

PacnpeneneHHoe
pasBepTbiBaHNe

KoHdurypaumsa cetn

MHppacTpykTypa
6e3onacHocTH

Cuctembl ons Konu-
poOBaHUS U pe3epBupo-
BaHUSA

KoHdurypauusa an-
napaTtHbIX CpeacTB

Linpoko pacnpocTtpa-
HeHHas (rnobanbHas) Bbl-
yncnuTenbHas ceTb WK
BUPTyarnbHas 4YacTHas Bbl-
yucnuTenbHas ceTb

CnpaBo4Has nHdopma-
uMa o NpeanpuaTAN Unu
BHYTPeHHAA 6a3a fgaHHbIX
JInMC

ExeoHeBHOE UNU He-
npepbIBHO yBENUYMBaLLee-
CA YMCIIO KOMWUW JaHHbIX,
NPOU3BOASALLMXCA aBTOMa-
TUYECKN ONA CTOPOHHEro
MecTa pasmMelleHns. LleHT-
pbl pe3epBMpOBaHNA AaH-
HbiX. [yHKTBI gOCTyna K pe-
3EepBHON CeTu

OCHOBHbIE UNM MHOTO-
YUCNEHHbIE CepBepbl LEHT-
panbHOro npoueccopa
(CPU) ¢ nonHom koMnnekTa-
LUMen KOMMNoHeHTamu (cep-
BEp, MaTepuHckas nnaTa,
namsaTb, OUCK, SHEProcHab-
XeHne wn T. A.). KoHdwrypa-
LMsi TOHKOTO KInuneHTa (Tep-
MWHan, yganeHHbln pabo-
ynii cton, Beb-6paysep)

LLinpoko pacnpocTpaHeH-
Has (rmobanbHasi) BblYMCIIU-
TenbHas CeTb WU BUPTYyarib-
Has YacTHas BbIYUCIUTENb-
Has ceTb

CnpaBo4yHasa nHdopma-
Lusi 0 NPEANPUATN UIN BHY-
TpeHHsia 6a3a gaHHbIX JIMMC

ExxeoHeBHOE wnu Henpe-
pbIBHO yBenuumBatLeecs
YWUCMO KOMWIA AaHHbIX, NpO-
M3BOASALLMXCA aBTOMaTu4ec-
KW ANns CTOPOHHEro mecta
pa3smelleHus. LleHTpbl pe-
3epBUPOBaAHUS OAHHbIX UMK
pasgeneHHbln nepexsat yn-
paBneHusi NpyM OTkase Mex-
Ay pervoHarnbHbIMU LeHTpa-
MU. [yHKTbI JOCTYNa K pesep-
BHOI CeTu

MHorouncneHHble cepBe-
pbl LEHTPanbLHOro NpoLecco-
pa (CPU) ¢ nonHoi komnnek-
Taymen KoMrnoHeHTamu (cep-
BEp, MaTepuHckas nnara, na-
MSITb, OUCK, SHEprocHabxe-
Hue u T. A4.). KnueHt-cepsep
(npunoxeHue Ha paboyem
ctone ¢ 6a3o AaHHbIX 1 Npu-
noxeHue AnsA cepsepa Ha
BbIXOAHOM Bydbepe) nnm KoH-
hurypaums TOHKOrO KInueHTa
(TepMuHan, yaaneHHbln pa-
6ounii cton, Beb-6payaep)

JlokanbHasa BbIYUCIIU-
TenbHasa ceTb

BHyTpeHHAa 6asa paH-
Hbix JIMMC unu nokanbHbIN
(MecCTHbIN) AoMeH

ExxegHeBHOE nMpon3Boa-
CTBO KOMWI C Py4HON nepe-
Aayeri ona CTOPOHHEro xpa-
HeHUs. OObIYHO HUKaKUX
OaHHbIX, MOJNYYEHHbIX U3
LEeHTpa unm cetu, He pesep-
BMpYyeTCcA

BepomcTtBeHHbIV cepBep
C MVWHMMAIbHOWM KOMMMeKTa-
LUMen Wnm oTCyTCTBMEM Cep-
Bepa (ansa pasBepTbiBaHUA
HECKOMbKUX  KITMEHTCKUX
mecT). KnuenT-cepsep (npu-
noxeHue Ha paboyem cTone
¢ 6a30i JaHHbIX 1 NpUoXe-
HWe Ans cepBepa Ha BbIXOA-
HoM Bydepe) wnm KoHdury-
pauus aBTOHOMHOro paboye-
ro cTona ¢ nokasnbHbIM Xpa-
HEHVMEM [aHHbIX

7.7.5 [pu BbINONHEHMM pacyeToB, HEODXOAMMBIX ANdA MOMHOro aHanuaa, HaMbonbLUMI yenex AocTuraeTcs
npv ncnonbsoBaHun JIMMC 1 aBToMaTusaumm, cBsi3aHHOM co cneundmrdeckummn npudopamu. llokanusaums Bbi-
YNCNEHWI JOMKHA OCHOBbLIBATLCS Ha TOM, KaknMu dyHKLIMOHANbHBLIMU BO3MOXHOCTAMM 0becneynBaeTCs kKaxaas
cuctema (JIMMC unu cuctema cbopa gaHHbIX nabopatopHoro npubopa). Xopolwmm npumepom ssnsetcs CDS
(cnctema xpomaTorpadmyeckmx AaHHbIx). Cuctema xpomaTtorpadmyeckmx OaHHbIX YCNELWHO NPUMEHSIETCS
st yCTaHOBIEHWS CUCTEMbI COOTBETCTBUS, MHTENPUPOBAHUS NKA, MOCTPOEHNS KarnMbpoBOYHbIX kpuBbiX. JIMMC
yCMEeLIHO NPUMEHSAETCS NPU NEPEKPECTHOM TEXHUKE PacHeTOB, CPaBHEHMU CO CNeLMPUKALNAMU, KOPPEKTUPOBKE
C Y4ETOM BAXXHOCTU M APYTMX (DAKTOPOB, YTBEPXKAEHWUN OTKIIOHEHWUI, pe3yrbTaToB NTabopaToOpPHbIX UCTbITAHUA U
OTYETOB O HUX. TUNMYHbIE NPUHLMNBI NpoBeaeHus pacyeToB B cucteme JIMMC — CDS ocHoBaHbI Ha cneayoLmnx
B3aMMOOTHoLLeHusX: cuctema CDS coobuyaeT JIMMC o 3Ha4eHumM oTknMka 06pasya OTHOCUMTENbHO 3HAYEeHUS
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OTKNMKa cTaHgapTHoro obpasua, a IMMC ncnonb3yeTcs Ang Toro, YTobbl BbIMUCINTL KOHEYHbIN pe3yrnbTaT, CpaB-
HWTb ero co cneumdukaLnsMmn 1 B AanbHENLLIEM BKITOYNTL B OTYET.

7.8 UnTerpaumsa paboymx noTOKOB:

7.8.1 [insa ynpaBneHus n obpaboTtku obpasuoB B nabopaTtopuu, Kak NpaBuio, UCMoSb3yeTcsl HECKOSbKO
noaxonos. [1sa OCHOBHbLIX MOAX0A4a BKNOYalOT B cebs:

1) ucnblTaHne MHAMBMAYanbHLIX (OTAENbHbLIX) 06pa3LoB — O4HOr0 3a OAVH pas3, 3aBEpPLLEHNE BCEX UCTbITa-
HWin ogHoro obpasua n

2) co3gaHve napTum N3 HECKONbKNX 0Opa3sLIoB, Afst KOTOPbIX MPOBOAMTCS TO e UCTbITaHKe.

7.8.2 OToenbHbI 06pasew, unu rpynny O4HOTUMNHBIX 06pa3LoB (0ObIYHO NepeyYncneHHbIX B paboyem nucre)
BHOCST 1 3anomMuHaloT B cucteme JIMMC, pasmeleHHon B nabopaTopuu, 4To ABnsieTcs HeobxoamMMbiM Ans co-
3[4aHus napTum ob6pasLoB C MAEHTUYHOW NN NO0OHON (CXOXKEN) TEXHUKOW UCTIbITaHWUIA.

7.8.3 Kak npaeuno, JIMMC ncnonb3ayeTcsi, 4ToObl 3anpalmBaTh 4OCTYMNHbIE 06pasubl C UAEHTUYHBIMU UK
NoAo0GHbIMY (CXOOHBIMW) TPEBOBaHUSMU K UCTIBITAHUSM, YTO YCKOPSIET HAa3HaYeHWe Ha UCTbITaHUe 1 3aBepLUIEHNE
UcnbITaHWS.

7.9 lMNpombiwWneHHas TEXHONOrMss 06MeHa AaHHbIMU

7.9.1 YctaHoBka uHtepdeica JIMMC c npubopamu, Kak NpaBuio, 03Ha4aeT CoeaNHEHME ABYX YMEPEHHO
CMNOXHbIX UMK OYEHb CMOXHBIX cucTeM. [1na Toro, 4Tobbl yCneLwHo NpoBeCTU JaHHYH0 onepaumio, A0MKHbI UC-
nonb3oBaTbCs Nnydwme NT-metoabl. B ngeansHom criydae nHtepderic mexay JIMMC n npubdopom gormkeH bbiTb
6e3 hainnos, NpeacTaBnAOLLMX PUCKM A8 6e30MaCHOCTU, NN HEOBXOAUMO YBENNYNTL OBLLYIO CIIOXHOCTb CU-
CTEMbI, YTOObI CMArYUTbL 3TOT puck. CTaHaapT AaHHbIX XML dakTuyeckun npeacraBnseT cobon NpOMbILLIIEHHbIN
CTaHAapT B kayecTBe UH(POpMaLIMOHHOIo popmaTa aAnst 0OMeHa CTPYKTYpUPOBaHHBIMU JAHHBIMU MexXay OBYMS
cuctemamun. Kpome toro, XML MOXeT NOCTOSIHHO COXPaHATLCS B KadecTBe haiisioB UM BPEMEHHOTO (MPOMEXY-
TOYHOr0) 06MEHHOrO NOTOKA MEXAY ABYMS COTPYAHUYAIOLLMMM NPUNOXeHNsaMU. M3-3a LUIMPOKOro pacnpocTpaHe-
Hus opmaT XML pekomMeHOyeTcs Kak OCHOBHOM doopmaT Anist uHTepdernica K npubopam.

MHCcTpyMeHTbI NpoMbiLLneHHoro ctaHaapTa (tTuna XSL, extensible stylesheet language, paciunpsiemblii A3bik
Tabnuvy cTunen) MoryT Cnonb3oBaTbCs 415 TOro, YToObl TPaHCHOPMNPOBaTL MPEACTaBIEHME AaHHBIX OT O4HOMO
npoaasua K Apyromy, yBenuumeas LeHHOCTb UHTepdeica, 6basmpytoieroca Ha XML.

7.9.2 HekoTopble cTaHgapTbl CYLECTBYIOT Anst obneryeHns obmeHa gaHHbIMUM Mexay NtlabopaTopHbIMU (K-
Huyeckummn) npnéopamu n JIMMC.

7.9.3 AreHTCTBO No oxpaHe okpyxatowen cpeabl CLUA (EPA) npumeHsieT «cTangapT A1 No3TanHoro oome-
Ha 3NeKTPOHHLIMW AaHHbIMU B 06racTu akonormdeckux nporpamm» (SEDD, Staged electronic data deliverable).
Crangapt EPA SEDD ucnonb3yeT pacnpocTpaHeHHY TexHorornio sdbika (XML) n aBnsietcst 06beagMHEHHbIM
cTaHOapToM.

7.9.4 TexHonorusa XML obecneunBaeT cTangapTHbIN popMaT AaHHbIX A1 06MeHa MHpopMaumen mMexay
JIMMC n npnbopamn. BHOBb nosiBnsitoLLmecs ctaHaapTel, Tuna ctangapta XML ans gaHHbIX B 06nacty aHanuMTu-
yeckon xummm (Analytical information markup language, AnIML), ocHoBbIBatoTCst Ha popmarte gaHHbIx XML,
4yT0ObI 06EecneunTb CTaHAAPTM3IALMIO NPEeACTaBNeHNs 0BLLMX MHPOPMaLMOHHBIX 3anemeHToB. Cxema sapa AnlML
npuvHUMaeT BO BHMMaHue XML nomeTku ntoboro BMaa aHannTuyeckon nidopmaumm. B komnnekre o6pasLoBbix
OOKYMEHTOB Mo aHanuTudeckon TexHuke (atid — analytical technique instance documents) B Buae XML-chainos
(0AQuH 13 KOTOPBIX MO AHANUTUYECKOWN TEXHVKE) MPUMEHSIFOTCS CTPOrMe OrpaHnYeHust 4ns rmbkoro sapa, KoTophble,
B CBOIO ovepeapb, OnpeaensaoTcs TEXHNYECKOW CXxeMoin. PaclumpeHns TeXHUYEeCKOW CXeMbl ABMAIOTCA BO3MOX-
HbIMW NS MHCTUTYLMOHANBbHO-CNeLudnyHbIX TapaMeTpoB 1 NapamMeTpoB, cneumdnyHbIX 4 nocTasLwmka. Vc-
nonb3oBaHue cTaHaapToB popmaTa gaHHbIXx XML (Tvna AnIML) obecneyvmBaeT cTaHaapTHbIE CTPYKTYpbI ANS
WHTEerpauumn aHanuTnyeckmx npnbéopos ¢ JIMMC.

7.10 UHTerpaumsa npunoxeHUi npeanpusaTus u nocpeaHnyeckoe nporpaMmmMmHoe obecneyeHue

Ecnv opranmnsaums meeTt onpeaeneHHyo CTpaTeriio MHTErpaLum NpuUnoxXeHui NpeanpusTust unv ctaHgapT-
Hyt0 NnaTopMy NocpeaHMYeckor nporpaMmmel npeanpusatus, cuctema JIMMC kak npunoxxeHne AomkHa oLeHu-
BaTbCsl C TOYKU 3pEHUSA ee CMOCOBHOCTM NErko 06bEAMHATLCH C MOCPEOHNYECKO NPOrpamMmmMon, MogaepXKvBato-
Ler ctaHaapTbl. MIHTerpaums ¢ LeHTpansHoM nnaTtgopMor nocpegHNYEeCcKon NporpaMMbl MOXET CYLLLECTBEHHO
CHM3UTb 3aTpaThl HA MHTErpaumio U YMEHBLUWTL €€ CIOXHOCTb. EAMHCTBEHHOE (OgHOKpaTHOE) MPOBEAEHME NHTEr-
paumu cuctemsl JIMMC ¢ nnaTtcopmoit nocpeaHuydeckoro nporpammHoro obecnevenus (MO) MoxeT 3aTeM NOTEH-
umaneHo Nnogaepunsatb MHPOPMALIMOHHBIN 0BMEH CO MHOMMMIW MPUITOXKEHNAMMW NPEANPUATUS, CBA3aHHBIMU C TEM
e nocpeaHuyecknm MO.
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7.11 UnchpoBON KOHTEHT

MHoxecTBO LU poBbIX cpen [M306paxeHus; MeCcTHbIe U KoprnopaTuBHbIe CTaHAapTHbIe onepauumm (COIT);
OTYETbI, MOMYYEHHbIE C pa3HbIX MPUBOPOB; 3anncK 06 06y4YeHM NoNb3oBaTENS; COOOLLEHNSI MOCTaBLUKa U T. 4.]
coxpaHsieTca B nabopatopumn 6e3onacHbiM cnocoboM. XpaHeHue 1 ynpaBrieHne aTuMy NogaepXnBaembiMm
OOKYMEHTaMu 1 3NEKTPOHHBbIMU 3anUCsIMUN HaXoasaTCs, Kak npaBuino, BoO BHewHeM EDMS nnn cuctemax apxu-
Ba AaHHbIX, cBA3aHHbIX ¢ JIMMC. [JocTyn K 3TUM UCTOYHMKAM LMPPOBOro KOHTEHTA MOXET BbiTb JOCTUTHYT C
NCMONb30BaHMEM LLUMPOKOro Anana3oHa TEXHUYECKUX PeLLEHU (COBMECTHOE UCMONb30BaHME OaHHbIX MPeanpu-
ATUSA, CUCTEMA YNPaBIEeHNS KOHTEHTOM U T. A.). [JlocTyn K 3TuM, xpaHswmmes B JIMMC, gaHHbIM BecbMa xenare-
neH, 0cobeHHo ecrnu paboymre NoToku 6binm nHTerpnpoBaHsl B JIMMC ¢ noMoLLblo KOHOUIYypUpOBaHWS.

7.12 UHTerpaums c aneKTPOHHOM nabopaTtopHoun 3anucHon KHwxkkoun (ELN)

WHTerpauusa ELN ¢ IMMC moxeT MeTb HeCkornbko hopM, 3aBUCALLUX OT BU3HeC-GOYHKLMIA, BbINOMHAEMbIX
KaXxaorn cnctemon. OyHKUUKM SreKTPOHHOM NabopaTopHON 3anMCHOM KHUXKKM BapbUPYIOTCA B LUMPOKOM AManaso-
He, HO B OCHOBHOM OTHOCSITCS K ABYM KaTeropuam: 1) cneumdundeckne ELN 1 2) nepekpecTHo-AMcUMNNnHapHbIe
ELN. Cneumndmyeckue ELN cogepxat napameTpbl, Co3gaHHble A5 paboTbl Co Cneuudruiecknmm NpunoXeHus-
MW, Hay4YHbIMU MprBopamn unNn TMnamm gaHHbIX. Cneumdumydeckue ELN moryT BbITb TeCHO MHTerpupoBatsl ¢ JIMMC
ansa nepeaaym nicgpopmaumm ns JIMMC B ELN 1 u3 ELN B JIMMC. Mpumepom cneyndomyeckort ELN moxeT SBnsTb-
ca nabopaTtopHas ucnoltatensHas cuctema (LES). MepekpectHo-gucuunnuHapHslie ELN unu ocHoBHble ELN
pa3paboTaHbl AN NOAAEPXKKM AOCTYNa KO BCEM JaHHBbIM Y MHCPOPMAaLMK, KOTOPbIE AOMKHbI ObITb 3aperncTpmpo-
BaHbl (3an1caHbl) B NabopaTOpHO SNEKTPOHHOM 3anmnCcHOM KHXKKE U 06bI4HO nHTerpupytotes ¢ JIMMC kak ykasa-
Tenu unu ceeinku B npegenax JIMMC. BHegpeHue cneunduyeckort JIMMC moxeT BapbupoBaThCs:

- OT MOSTHOro BHEAPEHMS, KOTOPOE MOKpbIBaeT NabopaTopHble NOTPEBHOCTM 1 MHTErpaumio ¢ npubopamm oo
KOHEYHoro pesyrnbTtara, n

- pacnonoxeHust matepuana (naptum) (c IMMC, BeinonHsiower dyHkuumn ELN) o 6onee orpaHnyYeHHOro
BHegpeHus, rae JIMMC ynpaBnseT KOHEYHbIM pe3yrbTaToM, HO He NMOMHOCTLIO OXBaTbiBaeT nabopaTopHbie no-
TpPeBGHOCTM M PYHKLMN MHTEerpaumm ¢ npudopamu, a ELN ynpaensieT uHgopmaumeri o nabopaTtopHbIX NOTpe6Ho-
CTSAX M MHTerpaumen ¢ npubopamm v nepegaeTt 3Ty nHopmaumio B IMIMC.

8 XKXu3sHeHHbIW umnkn cuctemnbl JIMMC

8.1 BBeaeHue

YKunaHeHHbIn unkn cnuctembl JIMMC oTHOCKUTCS K AEACTBUSIM, KOTOPbLIE NPOBOASATCS NPU NPUobpeTeHNN, BHe-
OpeHnn, akcnnyaTauum 1, B KoHe4YHoM utore, yaaneHun JIMMC. Mockoneky MHOrMe n3 aTux 4ecTBUA JOMKHbI
NPONCXOANTE OOHOBPEMEHHO, XM3HEHHbIN LK cuctemsl JIMMC nyywe Bcero nOHMMaeTCs Npy pacnpegeneHnm
OelcTBUI No pasam, KOTOpble, Kak NpaBunno, MPOUCXOAAT NOYTU nocnegoBaTensHo. PacnpeaeneHve gencTsni
no cazam obneryaet nNnaHNPOBaHUE N YCTaHOBIIEHNE KOHTPOSbHbIX TOYeK ANnd ynpasnexus npoektom JINMC.
KnsHeHHbI umkn cuctembl JIMMC npounntoctprpoBaH Ha pucyHkax 10 u 11. [lnarpamma B BepXHen 4actu pu-
CYHKOB OTpaaeT 0BLL1I XN3HEHHbIV LK cuctembl JIMMC, gnarpamma B HUXKHEN YacTy PUCYHKOB NoOKa3biBaeT
XXU3HEHHbIV LMK annapaTtHbIX cpeacTs. Hymepaums cxembl (SX-n) COOTBETCTBYET NPeACTaBnNeHHoW Ha anarpam-
Me ¢hase XXM3HEHHOro LuKna B cooTBETCTBUM € 5.3. XKnsHeHHbIn uukn cuctembl JIMMC HaunHaeTcs ¢ nepBoHa-
YanbHoro BHeapeHus JIMMC. 31o moxeT 6biTe BBeaeHue JIMMMC anst 3ameHbl pyyHbIX orepawuin B nabopatopum
unu yctapeswei JIMMC. MNepeoHavansHoe BHeapeHue JIMMC HanoMuHaeT NpoeKT pa3paboTku NporpaMMHOro
obecneyeHns 1 06bIYHO 3aHMMaeT oavH — ABa rofda 4o 3aBeplueHus. [pouecc BHegpeHns COMpPOBOXAAETCH
3KCNnyaTaumoHHon chasol, B TeueHme kotopori  JIMMC ncnonb3yeTtcsa 4ns onepauui no ynpaeneHuo AaHHbIMN
n paboymm notokom. Cuctema JIMMC ByaeT pa3BmBaTbCHa B TedeHne dasbl IKCnnyaTaumum n obcnyxnBaHums.
Pecypcbl nogaepkv 4omkHbl 400aBUTbL HOBbIE OTYETHI Y PaCLLUUPEHWSI C MTOMOLLBI MHCTPYMEHTOB HACTPOIKN 1
koHpurypuposaHnus. Npogaeel, IMMC gomkeH obecnevnTs 0GHOBNEHMS 1 MOAEPHU3aLUN, MOCKOSbKY YyCOBEpP-
LLIEHCTBOBAHMS NPOU3BOAATCA B caMOM npoaykte. Pasa akcnnyatauum n obcnyxmBaHns Moxet anuteces 10 net
nnn 6onee.

BbiBeaeHne cuctemsl U3 akcnnyaTauum Nnpon3onaeT, Korga cuctemMa unm OCHOBHas MHppacTpyKTypa cTa-
HYT yCTapEeBLUMMU UIN KOr4a OpraHn3aLnoHHbIE M3MEHEHMWS MPOAUKTYIOT HOBble obnacTu npumeHenust JIMMC.

8.1.1 ®asbl xku3HeHHoro uukna JIMMC (cm. FTOCT P UCO/M3K 12207, TOCT PUCO/MOK 14764, TOCT
PUCO/M3IKTO 15271, TOCT P MCO/M3K 16326)
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MogepHusauus JIMMC (BcTaBka B nporpaMmmHoe obecneyeHue) SM-2
|

SM

KoHTpornb OueHka MpumeHeHne Wcnbitanune/
M3MeHeHui sosmevicteus [ mopepHusaumu [ npuemka

NepBoHayanbHoe BHegpeHue JIMMC

LC BbiBOa
SC-1 sC-2 SC-3 SC-5 axennya- [ u3
/ MpoekT Moctpo- Wcnbitakne = tauus skennya-
ViHMLpO- Anarms | exue / ¥ npuemka v obcny- Tauuu
BaHue y
Tpe6oBaHmii 1 KOHdpM- XUBaHWe
npoekTa P rypaLus

4 I

BonbwuHcTBO MogepHusauun JIMMC / LIMS SC

|
. |/

MocTtpo-
MHuuumnpo- 0CTPO
AHanus eHue UcnbiTaHne
BaHue - -~ | MpoekT [l -1
TpeboBaHuit 1 KOHU- 1 npuemka
npoekTa
rypauusi

PucyHok 10 — >KnsHeHHbI umkn cuctembl JIMMC

8.1.1.1 «MHnumnmnpoBaHme NpoeKkTa» ABMNSETCS NepBor dha3on Npu nepBoHavansHoM BHegpeHun JIMMC, a
Takke and 6onbwmHcTBa cryyaes mogepHusaummn JIMMC, koTopble NPOMCXOaaT B TedeHue has akcnnyatauum
obcnyxusaHus. Ha aTom aTane ob6cyxaatoTcs Kak NpoekT unu mogepHusaums JIMMC, Tak n HanpaBneHus geno-
BOW aKTUBHOCTM, BKITHOYas OLIEHKY (PMHAHCOBLIX 3aTpart v Bbirog. OnpegenstoTcd nepBoHayanbHble Hanpasne-
HUS Y rPaHNLbI MPOEKTa.

8.1.1.2 «AHanua TpeboBaHuii» aBnsaeTca hason, B TEYEHNE KOTOPOW onpeaensaeTcs, Kakme yHKLMM 1 Xa-
paktepuctuku JIMMC notpebytotca u kak JIMMC OypeT nogaepxmeaTb pabouunii notok naboparopuun. AHanm3
TpeboBaHUn NPOBOAAT B TeYeHue nepeoHadvansHoro BHeaperus JIMMC, a Takke B npouecce 6onbLumMHCTBa MO-
aepHusaumn NIMMC. TpeboBaHuns npegocTaBnsaoT OCHOBaHMA Ans Beibopa npogykra JIMMC. MNpoaykt NIMMC,
Kak npaBuIio, BbIOMpaloT B TeyeHne dhasbl «aHanusa TpebdoBaHuii» npy nepeoHavansHom BHeapeHun JIMMC.

8.1.1.3 «[poekTpoBaHune» sBnseTca has3omn, B TEHEHNE KOTOPOK PyHKLUMOHanbHbIE TpeboBaHms K cucteme
nepeBoOAsTCH B AeTalbHble Norndeckme n usmdeckne cneumdumkauum npoekrta. lNpoekTpoBaHue NpomMcxoauT B
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O6cnyxuBaHue annapaTtHbix cpeacTts JIMMC SM-1

SC-1

NHunuyn-
npoBaHue
npoekra

Ananus b
Tpeboa-
HUA

Perucrpauus Kauecteo/
nobenyxueatne | ™ veranoska |  npuewmka
lNMepBoHayanbHoe BHeapeHue LIMS
SC-2 SC-3 SC-4 SC-5
Mpoext Moctpoe- 3arpyska Qvav SM
Hue [aHHbIX Banupa- Sxcnnya- BbiBene-
KOHdury- uua AL Hue
| pauna |, .| kasecta |iw] " n3
" oBenyKM- akcnnya-
Banuaa- sane Taumm
ums

KoHduryprpoaHue/pacLumperve \

MogepHusaumsa annapaTtHbix cpeacts JIMMC / LIMS SM-3

3anpoc
n3meHe-
HUIA

n yTBEp-
XaeHue
™ usmeHe- [
HUA

063op YcraHoBKa

KoMnoHeHTbI
- KayecTBa

A

Beinyck
B 3Kcnnya-
Taumio

npotecce nepeoHa4varnbHoro BHegperus JIMMC u 6onblunmHeTBa MogepHusaumii JIMMC (em. FTOCT P UICO/M3K

PucyHok 11 — KusHeHHbii ynkn JIMMC — annapatHble cpeacTea

12207, FTOCT P UCO/M3K 16326).

8.1.1.4 «Cbopka (koMNOHOBKa)/KOH(pUIyprpoBaHME» SBNSAETCA (Pa3oil KOHCTPYUPOBAHWUSI CUCTEMbI XKUN3-
HeHHoro umkna JIMMC. [encTBua BKITOYaOT B ce05 KOHCTPYMPOBaHWME, HACTPOWKY, KOHPUIypUpOBaHME 1 3KCre-
pumeHTanbHoe ncnbitanune JIMMC. [JeincTBmsi N0 KOMNOHOBKE/KOHUIYPUPOBaHUIO NPOMCXOAAT Kak B MpoLecce

nepeoHavansHoro BHeapeHus JIMMC, Tak u B npouecce 6onbluMHCTBa MoaepHusaumin JIMMC.
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8.1.1.5 «/cnblTaHne 1 npuemMka (BBOA B 3KCNNyaTauuio)» aBnsawTca ason, B TeyeHne kotopoi JIMMC
BBOAMWTCSA B 3KCNNyaTauuto. [lencteus BkMoyatoT B cebs BanuaaumMoHHOe TECTUPOBaHUE, 3arpy3ky OaHHbIX, 3aK-
NIYUTENBHYIO MPUEMKY 1 BBOA B AencTeure. [na geTansHoro pykosoacTtaa no sanugauum JIMMC B perynupye-
MbIX cpefax Heob6xoamMMo ncnone3oBatb 4OKyMeHTbl GAMP (cMm. 2.5).

8.1.1.6 «OkcnnyaTaums n obcnyxmBaHue» sIBNATCA NPOM3BOACTBEHHOM hason. Cuctema JIMMC vcnonb-
3yeTcs AnA nogaepkkm nabopatopHon gesitenbHocTn. OBCnyxuBaHe 1 NogaepKka BbINOMHATCA C UCMNOSb30-
BaHuem cuctembl JIMMC, 4T0BbI COXpaHATL Ha OIMKHOM YPOBHE OeATENbHOCTL NabopaTopmmn Npy USMEHEHUM
TpeboBaHwWi K TexHonormm n 6usHec-npoueccam. JIMMC passuBaeTcsa nyTem 0OHOBEHWI U MOAEPHU3ALMIA. DTN
0BHOBMNEHNst MOTyT BbITb MPUMEHEHbI K CUCTEME NOCHE TOro, Kak X BO34eNCTBME NpoaHanuanposaHo. MogepHu-
3aumm npegycmaTpuBaloTcs Torga, korga npogasel, coBeplueHcTayeT npoaykt JIMMC. OcywecTtenexve mogep-
HM3auum obbIYHO BKITKOYAET B ce0S MCNoNb3oBaHUE B TabopaTtopun HOBbIX (OYHKLMOHANbHBIX BO3MOXHOCTEN.
[MprMeHeHne mogepHN3aLmMn MOXET BbITb FaBHBEIM NMPOEKTOM 1 COMPOBOXAAETCH NPOLEeCCOM, NOAO0BHbLIM NepBo-
HayanbHOMy BHeapeHuto JIMMC.

8.1.1.7 «N3bATME 13 0BpaLLeHMa» ABNAETCA KOHEYHON ha3oi xum3HeHHoro uukna JIMMC. U3batue ns obpa-
LLieHNs1 0BbIYHO CBA3bIBAETCH C yCTapeBLUen TEXHOMNOMMEen 1 npeaycmaTpuBaeT niaHMpoBaHme criedyoLero no-
konenus JIMMC, Bkntoyasi obecneveHne 4OCTyna K COOTBETCTBYHOLLMM UCTOPUYECKUM NTAab0opaTopHbLIM AAHHbBIM.

8.1.1.8 MNoHumMaHue xunsHeHHoro uukna cuctemsl JIMMC n Hagnexalen npakTukm Ans Kaxgoro nu3 gen-
CTBMWIN MOXET NOMOYb B TEX CryYasiX, korga KoHcTpykTopbl JIMMC BnepBbie NNaHupyoT U yNpaBnsitoT NPoeKkTaMm
JIMMC. OnbiTHble nonb3osaTenu JIMMC MoryT ncnons3oBath Xu3HeHHbIn uukn cuctemsl IMMC ans toro, 4tobbl
obcnyxmBaTtb MMetoLytocs B akennyataumm JIMMC v rotoButb k BHEAPEHMIO cneaytowlee nokornenune JIMMC.

8.1.2 OcywecTBneHne npoeKkTa BHeAPEHUA XXU3HeHHoro uyukna JIMMC

IMpoTekaHme XN3HeHHOTO Lukna TunmuyHom cuctemMbl JIMMC npepctaBneHo Ha pucyHke 12.

8.1.2.1 BpeMeHHble (kaneHaapHble) rpaHulbl, NPOUNNICTPUPOBaHHbIE Ha pUCYHKe 12, NpeACcTaBneHbI B
kauecTBe npumepoB BHeapeHus JIMMC B TnnyHyto nadopaTtoputo, HacuMTbIBakoLLyo NpubnmanTtensHo 100 nonb3o-
BaTeneu, Bknodas ot 30 go 50 aHanuTukos. BHegperne NIMMC moxeT 06ecneunTb NorHble (YHKLMOHaNbHbIE
BO3MOXXHOCTW ANs nogaepxaHus paboTel B nabopatopum. K nepeyHio yHKUMOHaNbHbIX BO3MOXHOCTEN OTHOCAT-
CA nonyyeHve ob6pasLoB 1 HAa3Ha4YEeHUE Ha UCMbITAHWS B PyYHOM UMM aBTOMaTUYECKOM peXMME, MPoCexXuBae-
MOCTb 06pa3LoB, Lienoyka XxpaHeHns 06pa3LioB, HasHavyeHne Ha paboTy, MHCTPYMEHT ANS ABYHanpPaBneHHON UH-
Terpauum ¢ 10 TMnamm NpubopoB, MHOrOYPOBHEBbLIE MPOCMOTPbI U YTBEPXKAEHMWS, OTYETHOCTb, Kannbposka npu-
Oopa, ynpaBneHue obCnyXMBaHMEM, YNpaBieHWE CTaH4APTaMU U peakTBaMM.

8.1.2.2 CnepgyeT OTMETUTb, YTO MOCKOMbKY (hasbl BHeAPEHUS NPOXOAST NocrneaoBaTensHo, MPoekTnpoBa-
HMe MOXHO ObIno 6bl HauMHATBL 00 3aBepLleHns cbopa TpeboBaHuI, a cOopKy/KOHGUrypupoBaHue — A0 3aBep-
LLIeHns npoekTa. B ocobeHHOCTH 3TO NpoMCXoauT B CrlyYae BHEAPEHUS NpOTOTMNA, rae UCNomnb3yeTcs obpaTHas
CBsi3b C MHEHWEM MOfb30BaTeNs, KOTOPOe HeOBX0AMMO AN CTUPOBKM NpoekTa. OBbIYHO hasa «cbopka/koHDU-
rYpMpOBaHMe» SIBNAETCSA OYEHb NPOAOIMKUTENBHOM U CIIOXHON B NpoLecce nepBoHavansHoro BHeapexHus JIMMC,
a Takke B bonbLlnHCTBE crnyvyaes mogepHusauuin JIMMC. ®asa «akcnnyataums/obecnyxuBaHue» aBnseTcs ca-
MOW ANMHHOM dha3om B XnsHeHHoM uukrie JIMMC n gomkHa npogormkatbcst MHoro neT, noka JIMMC He obecne-
YUT IKOHOMMUYECKYIO achpheKTMBHOCTL BM3Heca.

8.1.2.3 B HWxHen YacTu guarpaMmmbl (CM. pUCYHOK 12) npuBegeH NnpuMep TUNMYHOIo MCNONb30BaHUS pe-
CYPCOB B TeYeHUe pasnunyHbix pas xumsHeHHoro uukna JIMMC. MNMokasaHbl Tpy TUNa pecypcoB, BKIOYasi Norb30-
BaTenen — y4acTHUKOB AeATEeNbHOCTU nabopaTtopuun, akcnepToB nnm paspabdotymkos JIMMC n akcnepToB no
Banuaauun.

8.1.2.4 MNonb3oBaTtenu, paboTtatowime B nabopaTopmu, B 3HAYNTENBHOW CTENEHN BOBMEKAKOTCH B NIAHUPO-
BaHue GusHeca, YTO NPOUCXOAMUT B NPOLECCe MHULMMPOBAaHWS MPOEKTa U aHanunsa TpebosaHuii. [Nonb3oBaTten B
MeHbLLEW CTeneHn NpuyacTHbI K dhase NPOeKTUPOBaHUS, HO MOBTOPHO 3aHAThI B hase «cbopka/koHUrypuposa-
HMe» U 0ObIYHO B 3HAYMTENbLHOWM CTENEHU 3aHAThI B dhase «ucnblitaHme/npuemMkar. NMonb3oBaTenu, paboTatoLme
B nabopaTopuu 1 3aHnmarowmnecs busHecom, obecneynBaloT ynpasneHue U NOSAEPXKKY, a TaKkKe yyacTve B
MoZepHM3aLmax n obHOBMEHMAX B poLiecce dasbl «aKcnnyaTaums/ obCrnyxmBaHne».

8.1.2.5 HekoTopas nogaepxka akcneptor JIMMC saBnsieTca nonesHom B NpoLecce NHULMUPOBaHNUS MPOEK-
Ta, a Takxke B npoLecce aHanu3a TpeboBaHui, B X0A4e KOTOPOro 3KCnepTbl BHOCAT BKNag B NOHMMaHWe yHKUMO-
HanbHbIX Bo3MokHocTen JIMMC 1 Toro, 4To MMeHHO ABMsieTCA 000CHOBaHHbLIM M BbINOMNHMMBIM. JkenepTbl JIMMC
aenatoT 6onbluyto YacTb padoThl B Mpouecce a3 «NpoekTupoBaHme» N «cbopka/ KoHurypmpoBaHue». OHu
Takke obecneunBaroT NOAAEPKKY NPU BbIMONTHEHWUM dha3bl «UCTbITaHUE/NpUeMKa.

8.1.2.6 B HopmaTuBHOW (perynvpyemMon) cpefe 3KchnepTbl MO Banvaaluu BOBIeKarTcs B paboTy no
NnnaHMpOBaHUIO Banuaaumu B TedeHne a3 «aHanma TpeboBaHuiny 1 «npoekTuposaHune». OHM co34atoT JOKYMEH-
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TUNUYHbIN XXU3HEHHbIN UKMKN cuctembl JIMMC

[ ] VHuuumposaHue npoekTa

[ ] Ananus TpeGoaHwit
[ 1Mpoexr
| | C6opka 1 koHbUrypupoBaHue
Wenbitae mnpuemka [ ]

Akennyatauus | 33 |

n obcnyxmBaHue Boisenenve [
13 aKCnnyaTaumm

H_\Im—'; i ID:‘:‘IFH_L.

QTR 1 QTR 2 QTR 3 QTR 4 QTR 5 loap!
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PucyHok 12 — TUNUYHBIN XM3HEHHbIA unkn cuctemsl JIMAMC

Tbl MO UCMbITAaHWAM B npouecce dasbl «coopka/koHurypupoBaHuey. OHM TakkKe B 3HAYNTENBHON CTENeHn BOBIe-
KaloTcsa B NpoLecc BHeAPeHMS Ha (hase «ucnblTaHne/npuemMkay, rae CnocoOCTBYHOT NPOBEAEHMIO NCMbITAHUNA.

8.1.3 dakTopbl, Bnuswme Ha npoektbl JIMMC

AnbTepHaTUBHbIE CLEeHapyn MOTYT MPUBECTU K CYLLLECTBEHHBLIM Pa3fNYnsaM BO BPEMEHHBIX (KaneHgapHbIX)
rpaHuuax npv BHegpeHun npoekta JIMMC. HekoTopble hakTopbl, KOTOPbIE MOy Obl BO34ENCTBOBATL HA BPEMEH-
Hble (KaneHgapHble) rpaHmubl npoekTa JIMMC, npyvBeaeHsl B Tabnuue 3.

8.1.3.1 Bpewms, Heobxoammoe nepcoHany nabopatopun ans nonHoro BHeapeHus NIMMC n goctuxeHus
h1HaAHCOBOrO ycnexa, 3a4acTyto HegooueHnBaeTcs. HegooueHka BpemeHn BHegperus JIMMC asnsieTca HaMHo-
ro 6onee cepbe3HoON Npu ycTaHoBKe DonbLUMX (KpynHoMacwTabHbix) JIMMC.

8.1.3.2 Kak 1 60nbLUnHCTBO 3HauuMmbIx U T-npoekTos, ycnewHoe BHegpeHune JIMMC TpebyeT cobrnogeHmns
CPOKOB BbINOMHEHUSA B3ATbIX 06593aTENbCTB BCEMU CTOPOHAMU, NPUYACTHLIMU K BHEAPEHUO. K HUM OTHOCATCS
BMNagernbLbl, a Takke coobLLEeCcTBO NoNb3oBaTenemn, KOTopblie COBMECTHO YyNpaBnsoT 3(eKTUBHON NOCTaBKOM
UT-komnoHeHTOB npoekTa oT UT-rpynn. UT-rpynna MoxeT 6biTb BHYTPEHHEN MO OTHOLLEHWIO K ONPeAeneHHON
KOMMNaHUM NN MOXET BKMoYaTh B ce651 BHELLHUX KOHCYITbTaHTOB/TPETbW CTOPOHBI.

8.1.4 HekoTopble obwwme npobnemsbl, C KOTOPbLIMM CTaNKMBaKTCS B NpoLecce paboTbl Hag NPoek-
Tom JIMMC

8.1.4.1 HepoctaTouHOCTL 0653aTENBLCTB CO CTOPOHBI aAMUHUCTPaL MK coobLecTBa Monb3oBaTeNen.

8.1.4.2 Hepoctatok onbiTa paboTel UT-konnektuea ¢ JIMMC.

8.1.4.3 HepgooueHka ycunuii n CrnoxHoCTH 3agay.

8.1.4.4 HeagexkBaTHOE NnaHnpoBaHWe pecypcoB U 06593aHHOCTEN.

8.1.4.5 YpeamepHas (M36bITOYHas) HacTporika.

8.1.4.6 HeagekBaTHOe ynpaBrieHne N3aMeHeHNsaIMn.

8.1.4.7 Owmnbkm npm oueHke ponu nabopaTopumn B OpraHn3aunm.

8.1.4.8 OwmnBKM Npy ynpasnieHnm oXngaHuamu.

8.1.4.9 Cnnwkom meaneHHbin Beog JIMMC B npon3BoacTBO.

8.1.5 KntoueBble chakTopbl AN yCNewHoro npeoaorieHns 4acTo BCTpeyvarLwmxcs npoonem

8.1.5.1 CnepnyeT HasHauNTbL MEHepKepa NPoekTa, pa3paboTaTh NnaH NPoeKkTa 1 ynpaensaTbh B COOTBETCTBUM
C HUM JelCTBUSIMM, NYHKTaMM NPOBEPOK U pa3paboTaHHbIMK AokyMeHTamu. CrieqyeT npeaycMoTpeTh YacTble
OTYeThbI O CTaTyce NpoekTa.

8.1.5.2 CnepnyeT npuBnekaTtb K MPOEKTUPOBAHUIO KITHOYEBLIX NOfb3oBaTesnen n TpeboBaTth OT HUX OTBET-
CTBEHHOrO OTHOLLEHWSA K Aeny.

8.1.5.3 Cnepnyet yooctoBepuTbCA, YTO Nepes Havyanom npoekTa Obina npoBeaeHa agekBaTHasa OLeHKa Npo-
uecca paboTbl 4518 rapaHTUM TOro, YTO KOHEYHbIN MYHKT BCEM SCEH M XOPOLLO MOHSATEH.
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8.1.5.4 CnepyeT ynpaBnATb BO3MOXHOCTAMMU cuctembl JIMMC. CnegyeT ncnonb3oBaTh COBEThI MO ynpas-
nexuto namerHeHnamu JIMMC, ytobbl yTBEpANTL NOOLIE AONONHEHUS U U3MEHEHUS.

8.1.5.5 CnegyeT no BO3MOXHOCTY n3beratb YpeamepHo (M3bbiTovHom) HacTporiku JIMMC ¢ ncnonb3oBaHu-
eM BonbLIoro Ymcrna HoBbIX PYHKUMOHarbHBIX BO3MOXHOCTEN. HacTporika TpebyeT 3aTpaT NULLHEro BpeMeHu
Ha AeNCTBMS NO pa3BepTbiBaHWIO U ucnbitaHuam cuctembl IMMC n MoxXeT 6bITb BONONHUTENBHBIM MCTOYHUKOM
BO3HMKHOBEHMS OLLMOOK.

8.1.5.6 insa BHeapeHus npoekta cuctembl JIMMC cnegyeT ucnons3osaTth ONbITHbIX cneumanictos. Cneum-
anucTbl, Ha3HaYeHHbIe AN pa3BepTbiBaHUSA U KoHGUryprposaHusa JIMMC, 4omkHbI MMETb OMnbIT paboTbl C KOHK-
peTHbIM JIMMC-npoaykTom, noanexatiym ycTaHOBKe.

8.1.5.7 Cnenyet obecneunTtb agekBaTHoe 0bydeHne BCeX CNELManncToB (PeCYpCcoB), UCMONb3yEMbIX B
npoekTe.

8.1.6 [ipyrue nyHKTbI paccmoTpeHus npoekra JIMMC

8.1.6.1 OpraHunsaumm OOMmKHbI paccMaTpuBaTh HOBbIE MOEW O TOM, Kak 3(pdEKTUBHO UCMONBb30BaTb MHCTPY-
MeHT JIMMC. Cnuctem TupaxmnpoBaHmsa ByMakHbIX KOnuii Heob6xoanmo nsderatb.

8.1.6.2 Heobxoouma HoBast nonuTMKa 3aLLUmMThbl LLeHHOW nHdopMaumm B Lenom. MNprumepb! NONMTUKN BKIOYa-
toT B cebsi 6e3onacHOCTb, pe3epBUPOBaHNE AaHHbIX, apXMBMPOBaHWE AaHHbIX U aBapUAHOE BOCCTaHOBIIEHME.

8.1.6.3 HoBas cuctema JIMMC gomkHa 6biTb pa3paboTaHa Takum obpasom, YTobbl caenaTb, HACKOSbKO 3TO
BO3MOXXHO, MPO3paYHbIMK ANt KOHEYHbIX NONb3oBaTenen hopmatsl 3anpoca AaHHbIX U COOOLLEeHU ANng ceefe-
HUS K MUHUMYMY BO3MOXHOCTb HapyLLEHWNsi CMOCOBHOCTU K 06CNyXMBAHUIO CUCTEMBI.

8.1.6.4 OgHUM 13 KpUTUYECKUX PAKTOPOB ABMSIETCS 3HAYMMOCTb BblI6Opa KOHKPETHOMO anbTEPHATUBHOIO
MeToda OTYETHOCTU, 1 3TOT anbTepHaTMBHbLIN METOZ (Pe3epBUPOBaHME B PyHHOM PEXUME) AOMKEH MEPUOANHECKM
MpOBEPSATLCS.

8.1.6.5 JlabopaTopHas nHopmaums, nogaepxmeaemas B JIMMC, gomkHa HaxoanTbest B cBOGOAHOM LOC-
Tyne Ans KNMeHTCKOro Nnonb3oBaTensi, KOTOPbI aBTOPU3YeTCS AN UCMONb30BaHWS MHopMaLmm.

8.1.7 AnbTepHaTUBbI BHEAPEHUIO XXMU3HEHHOro uukna JIMMC

8.1.7.1 MNMepBoHavanbHoe BHeapeHue JIMMC go ero 3aBepLueHUs MOXET ObITb MeaneHHbIM 1 gopornm. B
OyayLiem Te KOMnaHum, KOTopble MOHMMALOT CyLHOCTb cuctemsl JIMMC 1 cnegytoT xxmnsHeHHomy umkny JIMMC,
CMOTYT NOAAEPXKMBATL BHEAPEHUE TEX (DYHKLMOHAMbHBLIX TPEOOBAHMI, KOTOPLIX HET B BEIOPaHHOM MMM NPOAYKTE,
YTO B KOHEYHOM UTOTE MOXET MPUBECTU K MyYLLIUM pe3yrbTaTam no CpaBHEHUIO C KOHKypeHTamu. bonee menkue
KOMMNaHMU MOTyT AOCTUYb YCrexa, UCNorb3ys MeToAbl, anbTepHaTUBHbIE hopManbHbIM TEXHUYECKMM onepaum-
AM, nepeyncneHHsbIM B 8.1.8.4, ¢ ucnonb3oBaHnem TpeboBaHuii, npuBegeHHbIX B 8.5. AnbTepHaTUBHbIE METOAbI
BKITHOYAIOT B ceb4:

1) ycTaHOBKY M UCMbITaHNe Kaxxaow u3 Heckonbkux JIMMC, koTopble cooTBeTCTBYOT 6a30BbIM TpeboBa-
HUAM;

2) npocTyto oueHKy JIMMC B COOTBETCTBUM C KOHTPOJSIbHBIM (MPOBEPOYHBLIM) CMMCKOM, MPUBEAEHHBIM B
npunoxeHunm X1;

3) tocTnpoBKy paboumnx npoueccoB nabopatopmm 1 NpoLeaypbl Ans Ny4YLero ncnonb3oBaHms yHKLMO-
HarnbHbIX BO3MOXHOCTEN BblIOpaHHOM kommep4yeckoi JTMC.

8.1.8 Banupauums (cm. FOCT P UICO/M3K 12207, TOCT P MCO/M3IK 14764, TOCT P UCO/MBK TO
15271, TOCT P UCO/MOK TO 16326)

8.1.8.1 Banngaunsa JINMMC aensietca ob6a3aTenbHbIM LLarom gis perynmpyemMbiX OTpacrer MpoMbILLSIEH-
HOCTMW.

8.1.8.2 Banngaumsa NIMMC moxeT o6aBnTb KO BpEMEHN BHEAPEHUS OT Tpex 40 12 mecsueB.

8.1.8.3 CnpaBouHble fokyMeHTbl GAMP (2.5) MoryT ObITb MCNOMb30BaHbI A5t JOMOTHUTENBHOMO AeTaNbHO-
ro pykosogctsa no sanugauuu JIMMC.

8.1.8.4 HgmeupgyanbHble dasbl B xXM3HEHHOM Lmkne cuctembl JIMMC onvcaHbl 6onee nogpobHO Hmke.

8.2 ®aza 1 — nHMUMMpoBaHue NpoekKTa

Llenb gaHHoOro pasgena coctouT B TOM, YTOObI BblAENUTb AEWCTBUSA, KOTOPbIE BCTPEYaloTCH B NpoLecce
dasbl MHNLMMPOBAHWS NPOEKTa XM3HeHHoro umkna JIMMC. Pasgen cogepXvT Tpu YacTu, BKIloYawLLme B cebs
WHULMUPOBaHWE NPOEKTa U NaHnpoBaHue, pasBuTue OenoBov akTUBHOCTU U pa3paboTKy nnaHa no kayecTsy.
Vcnonb3oBaHne gaHHOro nogpasaerna npegocrasnseT NoNb30BaTento BO3MOXHOCTb CefoBaTh pekoMmeHaauum-
SIM PyKOBOZACTBA, Kora OHW NpUCTYNatoT K paboTe Hag HOBbIM NpoekToM cuctemsl JIMMC.

8.2.1 UHnummnpoBaHue NnpoeKkTa u NnnaHMpoBaHne

PaboTa Hag NpoeKkToM onpeaensoLLero AOKyMeHTa HanpasieHa Ha To, YTOObI Kak MOXHO paHbLUe onpeae-
nuntb Bo3amoxHocTu JIMMC. K paccmaTpuBaeMbiM OTHOCATCS cneayoLume dyHaamMmeHTanbHble BOnpochl:
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1) 6yayT nn Bce nabopaTopun BKMOYEHbI B AenapTaMeHT (OTAen) MM OopraHuM3auuito Unu TOMbKO
HECKOJbKO;

2) nmeeTca nu 6onee Yem ogHO hmanveckoe MecTo, BKNtoyeHHoe B JIMMC;

3) MetoTCA N Kaknme-nMbo BpeMeHHbIe (kanenaapHble) rpaHuLbl Npy BHeApeHun n akennyatauumn JIMMC;

4) UMEeITCH NN KakMe-nnbo OrpaHnyeHns Mnpy KOMMSeKTauuy NnepcoHana;

5) nmetoTca nu kakne-nmbo orpaHnyeHnsi B 06y4eHM 1 NonyYeHnn NPaKTUYECKNX HABbIKOB;

6) MMEITCA N KOMMYHUKALMOHHBIE CBA3M C BHELUHMMMW KOMMbIOTEPHBLIMU CUCTEMaMK, KOTOpbIe TpebytoTcA
ANns npoBeaeHns pabor;

7) npegnonaraeTcs Ny CBA3bIBaTb HAaNpsiMyto nabopatopHeie npubopsl ¢ JIMMC?

8.2.2 PazButue 6M3Hec-npoLeccoB

PeweHue o BHegpeHun, mogepHusaymm unm sameHe JIMMC mMoXeT npuHMMaThbCs Nog BIIMSSHUEM MHOTMX
dakTopoB. Hanpumep, MOXeT cyLiecTBoBaTb HeobxogmMMmocTe MoaepHusupoatb JIMMC B cooTBeTCTBUM C
perynupyrowmmmn coobieHnammn unu TpeboBaHnAMN COOTBETCTBUA. He3aBmncnmo apyr OT Apyra cnegyet pac-
cMaTtpuBaTh pasnuyHble acnekTbl Aenoson aktuesHocTu JIMMC, Hanpumep, obLwme pecypcbl (BOCTynHOe ouHaH-
CMpOBaHMWe, YNCI0 COTPYLHUKOB M HaBbIKU LUTaTa nlabopaTopun), BpeMeHHbIe (kaneHgapHble) TpeboBaHus (ans
BHepeHus, 06paboTkn nabopaTopHbix 06pasLoB), GBU3HEC-NNaHbI KOPOTKOrO U ANUTENBLHOIO 4ENCTBUS U Liere-
Bble pyHKUMK. BHegpeHune JIMMC o6bIYHO OCHOBLIBAETCSA Ha aHanu3e 3atpar 1 nofyyYeHHon Beiroge. Hagnexa-
LLMIA aHanNn3 CooTHOLLEHUS «3aTpaTtbl — Bbirogbl» JIMMC TpebyeTt BpemMeHn, 4eTKOro noHumaHus nabopartop-
HOW cpefbl U MNOHVMaHUA peanu3oBaHHoON Bbirogbl. CepbesHblil aHanm3 hakTopoB «3aTpaTbl — BbIrodbl» He
BO3MOXeH 6e3 sCHOro npeAcTaBneHns o TpeboBaHMsIX k NpoekTy. Onsa npuHATUA pelueHnst o6 yctaHoske JIMMC
TpebyeTcsa paccMoTpeHre (hakTOpOB «3aTpaThl — BbIrOAbI», B TOM YACHE Mano3aTpaTHbIX daktopoB. Heobxo-
ONMO Takke obpaTUTbCsl K KOMMOHEHTaM CTOMMOCTHOW Bbiroabl HeBHeapeHHon JIMMC. MNpu aHanuse 3aTpar
JIMMC pomkHbl paccMmaTpuBaTbCst 00Last CTOMMOCTb, YCTaHOBIIEHHas COOCTBEHHMKOM, BKITKOYas HavarnbHbIe
3aTpaThbl Npu 3aKymnke, CTOMMOCTb BHEAPEHMS 1 TEKYLLIME PacXodbl COGCTBEHHMKA Ha aKcnnyaTaumio. MpenmyLye-
ctBa v Bbirogbl JIMMC 06bI4HO paccmaTpurBaloTCs Kak MaTtepuanbHble (Mnv TBepable) BbIroAbl, KOTOPbIE MOTYT
ObITb NIErko onpeaeneHbl KONMYECTBEHHO, M HEMaTepUuarbHble (MK MSITKUE) BbIrOAbl, KOTOPbIE MPU3HAKTCS Cy-
LLIECTBYHOLLMMMU, HO UX TPyAHEe onpeaennTtb. PakTnyecku, ¢ UCNONb30BaHMEM HEKOTOPOrO TBOPYECKOIro MOTEHLUM-
ana v NpUIoXeHHbIX YCUINUA, MOXET ObITb onpeaeneHa 6onbluasi YacTb BbIrog, U caenatb 370 Ype3BblYanHO
BaXkHO. [1pn onpegenennn Bbirogbl BaXKHO JOKYMEHTMPOBATbL NPEANOSIOXKEHUS], KOTOPbIE NMPY 3TOM UCTOSNb3YHOT-
cs1. NoHumanwue Bbirog, ot BHegpeHust JIMMC He Tonbko nomoraeT 060CHOBLIBATL NPOEKT, HO U A0SMKHO MOMOYb
YCTaHOBUTb NPUOPUTETLI NPU BHEAPEHUUN KOHKPETHBIX 0COBEHHOCTEN NN PYHKLUIA, KOTOPbIE MOryT 06ecneunTb
CYLLIeCTBEHHYIO Bbirogy. HekoTopble ob6nactu npu nccnegosaHum Beirof v NpenuMyLLEeCcTB Npy UCNOSNb30BaHUN
JIMMC nepeuuncneHsbl B Tabnuue 5. MNpeactaBneHne o NoTeHUManbHbIX BbIrOAaX Tako MHPOPMAaLMOHHON TEXHO-
noruu, kak JIMMC, moxeT BbI3BaTb NpeyBenMYEHHbIe OXXMaaHua byagyLmnx nons3osartenen. Ho npu sTom BakHO
MOHATb, YTO AOCTUTHYTBIE YCNEXN ABNAITCA pe3ynbTaToM TSKenon paboTkl, 06beanHSALEN MyyLLMe TEXHOMO-
rn, KBanuUUMpPOBaHHLIN NepCcoHan n Hagnexaltlyto opraHmsayuio paboyero npouecca. Cnegyet cocpenoTo-
YNTBCS Ha TOM, YTO sIBNSAETCS Hanbonee BaXHbIM, U 3beraTb CNMLLKOM 3aBbILLEHHbIX OXXWAAHWIA, KOTOPbIE MOTyT
cTaTb NPUYMHON pa3oyapoBaHmusl. ATO 0ObIYHO MPUBOAUT K HEUCMONHEHMIO NpoekTa. K 06wwmm owmnbkam npu nna-
HuposaHun JIMMC oTHocaTCS:

8.2.2.1 OxunpgaHne goctmxeHus 6e3bymaxkHoro oguca B HavanbHom hase BHeOPEHNS.

8.2.2.2 OxxnpaHne oT roToOBOro KOMMepP4YECKoro npoaykTa («kopobo4yHOro» npoayKra) COOTBETCTBUSA BCEM
TpeboBaHUsIM.

8.2.2.3 OxxmaaHme nocTosIHHOrO YBeNUYeHNsi NPOU3BOAUTENBHOCTH.

8.2.2.4 HepooueHka nabopaTopHbIM LITAaTOM KONIMYECTBA BPEMEHU, TPeByeMOoro Ans co3gaHus ucnbita-
TenbHbIX Tabnuy JIMMC 1 chopmata cuctembl COrnacHo cneumdukauumn Nonb3oBaTens.

8.2.2.5 OwmbKmM B cTpaTernyeckomM nnaHnpoBaHunm (OUHaHCOB, NepcoHana u NpoCcTpaHCTBa) AN pacLumpe-
Husi/3ameHbl JIMMC.

Tabnuuya 3 — dakTopsbl, BAMAOLLME HA BPEMEHHbIE (KaneHAapHble) rpaHuLbl BeinonHeHus npoekta JIMMC

DakTopbl, BAUSIOWLME HA BPEMEHHbIE rPaHULbl BbIMNONHEHNUS BosgencTteue
npoekta JINMC

3HaunTenbHas HacTpovika CTaHAapTHbIX (KoMMepyec- YBenuyeHve npogomknutenbHoCTn das npoeKkTupo-
KMX, «<KOPOBOYHBIX») PyHKLMOHaNbHOCTEN, Tpebyemasn ANns | BaHWs, BHEOPEHNS U NepexoaHoro nepuoaa
AOCTUXEHNSI COOTBETCTBMSA C 3anpocamu
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dakTopbl, BNUAOLLMNE HA BPEMEHHbIE FPaHWLbI BbINOIHEHUS
npoekta JINMC

Bospeiicteue

KpynHble unu TepputopuansHo pacnpeaeneHHble na-
Gopatopun ¢ GoNbWKMM YUCIIOM NPOAYKTOB M aHanv3oB
UMM CnoXxHbIMU paboynMmn NoToKaMm

Bonbluee Bpemsi, TpebyeMoe ANS BbINOMHEHNUS BCEX
¢a3. Hanbonbluee Bo3gencTBme Ha dasbl MPOEKTUPOBa-
HWS, BHEOPEHNS U NEPEexXodHOoro nepvoaa

apmoHusaums TpeboBaHuin Ana TeppuTOpUanbHO
pacnpegeneHHbIx nabopatopui

3HauntenbHo 6onee anutenbHas asa aHanu3a Tpe-
6oBaHwi; apyrne dasbl Takke MOryT ObITb PACTAHYTLI BO
BpEMEHMU

Ycunus no nepemelLeHnio 60nbLuoro 06beMa AaHHbIX,
Tpebyowwmxcs ot JIMMC-HacnegHuupl

MoTeHumansHo Gonee AnuTenbHasa asa nepexoaHo-
ro nepuoaa

MonHasa Banugauunsa ¢ keanudukauymen OyHKLNOHNPO-
BaHus, Tpebyemasn ans 3aBepLiaroLero yHKUMOHANbHO-
ro ncnbiTaHus

Bonee anuTtenbHble da3bl NpoekTUpoBaHWs, BHegpe-
HWS M NepexogHoro nepvoga

ManeHbkas na6opaTopM$|, HECKOIMbKO MPOAYKTOB U
aHanusos, 00blYHOE npuMeHeHne ctaHaapTHOro («KOpO-

Bonee kopoTkue dasbl AN paccMoTpeHus TpeGosa-
HWiA, NPOEKTUPOBAHNUA U BHEAPEHUS

604HOro») Habopa (PyHKLMOHANBHOCTEN C MUHUMATLHOW
HaCTPOWKOM

8.2.3 NnaH no o6ecnevyeHuno KayecTBa

8.2.3.1 lNnaHupoBaHne obecneyeHns KadecTea

OBOCHOBaHHBIM, XOPOLLO NPOAYMAaHHBIN MaH Mo o6ecneyeHunto KayecTBa rapaHTMpyeT yCneLwHoe BHeape-
Hue n Banugaumto cuctemsl JIMMC. Cructema ynpaBneHusi Ka4eCTBOM OOMKHA BKIOYaTh B C€6S MONUTUKY U Lenu
B 061acTy kayecTBa, pykOBOACTBO N0 06ecneveHunto kayecTBa, Tpebyemble JOKYMEHTMPOBaHHbIE NpoLeayphbl, a
TakkKe AOKYMEHTbI, He0OX0AMMbIE 4N rapaHTUM NpoBeaeHUs 3 PEeKTMBHOMO NNIaHNPOBaHWS, paboThbl 1 KOHTPONSA
npoueccoB, TpebyeMbix 0T4eTOB. [lOKyMEHTUPOBaHHbIE NPOoLEeAypbl B COOTBETCTBUM C CUCTEMOW yNpaBreHns
Ka4eCTBOM JOJPKHbI ONpedensThb, Kak Takas cuctema 0yaet BHEAPATLCH, BanvMaMpoBaTbCs U NOAAEPKNBATLCH B
pexnmMme Banungauun B Te4eHune 06bI4HOro NCNOMNb30BaHUSA U BblBEAEHNA CUCTEMbI U3 SKCNITyaTauum ()KI/I3HeHHbII7I
umkn cuctemsl). Kpome Toro, nnaH no obecneveHnto kKayecTea onpegenseT Takue Heobxoaumble JOKYMEHTbI Ans
TaKoro NPOEKTa, KaK: AOKYMEHT C NMOSb30BaTENbCKMMU TPEOOBaHUSMU, [OKYMEHTUPOBaHHbIE creumdmKaumm yHk-
LMOHalbHbIX BO3MO>KHOCT€I7I, ,qOKyMeHTMpOBaHHbIVI NPOEKT CUCTEMbI, NNaH Banuagauun, N T. O.

8.3 ®as3a 2 — aHanus Tpeb6oBaHuM

Llenb HacToswero nogpasgena coctouT B TOM, YTObbI BblAeNUTb AENCTBUS, MPpoUCXogsiLme B TeHeHne
asbl «aHanusa TpeboBaHuny K Kn3HeHHoMY Lukny cuctembl JIMMC. Mogpasgen cogepkuT NsATb NYHKTOB, BKIHO-
varowmx B cebst aHanm3 paboyero notoka, TpeboBaHUS K 4eN0BOM aKTUBHOCTM (GU3Hec-npoLieccam), nnaHMpoBa-
HVe Banuagauumn n obecneyveHns Ka4yecTsa, aHanu3 puckoB, OLEHKY M BbIOOP cuCTeMBI. VIcnonb3oBaHne HacTos-
LLiero nogpasaena npegocTaBnT NOMNb30BATENO BO3MOXHOCTL C MOMOLLIbIO PYKOBOACTBA BblAENUTL TpeboBaHMs K
KOHKpeTHol cucteme JIMMC.

8.3.1 AHanus pabounx NOTOKOB — TeKylliee 1 byayLiee COCToOsiHME

8.3.1.1 MogenvpoBaHune TekyLLero COCTosIH1S TabopaTopHON NPaKTUKK

Heobxogmmo npoBoanTb coBelaHus ¢ nonb3opartenamm JIMMC, koHeYHbIMM NONb30BaTENAMU, MEHEKE-
pamu nabopaTtopun 1 BHELLHMMW NOSb30BaTeNAMN nabopaTtopHon nHdopmMauun. Ha gnarpamme otobpakeHsl
paboure noToku o6pasLa n nHgopmarmmn, cobpaHHor B nadopatopum (cM. paboune notokm JIMMC Ha pucyHkax 4
n 5). Bpems, Tpebyemoe onst MOgeNMPoOBaHMA guarpamMmmbl MOTOKA TEKyLLe NabopaTopHON NPaKTUKKA, MOXET
COCTaBIATb OT HECKOMbKMX AHEN [0 HECKONbBbKMX MecsLeB. PacluMpeHHoe mogenvpoBaHue MoxeT BbiTb HEeMnpo-
OYKTUBHbLIM, €CIM BpeM4 npesBblllaeT HECKOJ1bKO Heaerb. bonee NPOAYKTUBHbIM ABNAETCA 6b|CTpO€ co3gaHue
npoToTuna. MimeeTcs MHOro Hagnexalmx CnpaBoOYHbIX MaTepMarnoB U BHELLUHUX KOHCYNbTUPYHOLLIMX CTOPOH, KO-
TOpble MOryT ObITb NCMOMNBb30BaHbI 4119 OKa3aHWs MOMOLLM B MPOL,ECCEe MOAENTMPOBAHUS.

8.3.1.2 MogennpoBaHue 6yayLiero CocTosiHMA TabopaTopHON NPaKTUKK

ByayLiee coctosiHne nabopaTopHO NPaKTUKX LOIMKHO ObITh ONpeaeneHo Ao BHeapeHus 1 Bbibopa JIMMC.
OLWKMBKM Npu BbIMOSTHEHNM 3TOTO 3Tana MOryT NPMBECTU NONb30BaTeNs kK HeO6XO0AMMOCTM aBTOMAaTU3MPOBaTb Ha-
pyLeHHbIV umkr. CHavyana crieqyeT yCTaHOBUTL LUK (nabopaTopHbIi pabounii NOTOK) U 3aTEM aBTOMATU3UPO-
BaTb ONTUMarnbHbIN pabounii notok. JIMMC He formkHa NCNonb30oBaTbCsl ANst YCTAHOBKM MONTMTUKN U MPOLEayp
nabopatopuu, Ho JIMMC MoXeT Ncnonb3oBaTbCA, UTOObLI X NpeanucaTthb. TpebyeTcs BbiAENUTb BPEMS Afs TOro,
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4yTOObI OLEeHNTb pelieHus JIMMC kak yacTb ocyLLeCcTBNeHMs npuHumna «MogenvpoBaHue 6yayLero CoOCToSHUSA
nabopartopHon npakTukuy. MNoHnmaHmne cnocobHocTen JIMMC no3BonuT NoNb3oBaTENsaM ONpeaenuTb NyyLInii
noaxop K 6yayLiemMy CoCTOosHMIO TabopaTopHON NPaKTUKK.

8.3.1.3 NapmoHu3ayms npolecca

B TeuyeHue npoLiecca MogenupoBaHusa HEOOXOAMMO HalTV CNOCob rapMoHM3aLMK NpoLeccoB B naboparto-
pvn, Mexay nabopaTopusiMmn 1 B3anMHO NepecekaroLmmMmncs niowagkamm (ecrnm 3to BO3MOXKHO). OTO NO3BONUT
yeunutb JIMMC 3a cueT npeanpudatums.

8.3.2 AHanu3 TpeboBaHuii K 4eNOBOW aKTUBHOCTU (OM3Hec-npoueccam)

8.3.2.1 Llenun n ctpaTerns 4enoBon akTUBHOCTU BEPXHErO YPOBHS HYXXAAl0TCA B MOHMMaHUN 1 pacCcMoTpe-
HUM B KA4YeCTBe NPeAnoChISIKMA ANs onpeaenenns getannanpoBaHHbix dusHec-TpeboaHun k JIMMC. BusHec-
TpGGOBaHI/Iﬂ HeOGXOp,I/IMO onuncaTtb, YeTKO onpeaennTb HeO6XO,D,I/IMbIe N yTBEPOUTDL UX KNo4YeBbIMU Y4aCTHUKaMIU
Oyayuiero 6usHec-npouecca. TpeboBaHMs K 4eNOBOW aKTUBHOCTU LOIMKHbI ObITb peanucTUYHbIMK, T. €. HaZOo No-
HSITb, YTO MOXHO OXXMAATb OT KOMMEPYECKNX CUCTEM UINN CUCTEM, pa3pabaTbiBaeMbIx MO 3aKa3y M OCHOBAHHbIX
Ha 3HaHWMM PeCypCcOoB 1 UX BOBMOXXHOCTEN. 3Ta MHpopmMaLus, Kak NpaBunio, onpeaenseTcsi B N(POEKTHOM JOKYMEH-
Te BEPXHErO YPOBHS.

Tabnwuuya 4 — CToMMOCTb OCHOBHbIX anemeHToB JIMIMC

[NpumepHbI NepeyveHb
Tun saTtpaTt KaTeropusa P KOIBII'IOHBHT%B KommeHTapuun
3akynoyHas AnnapaTtHoe obecneyeHne | Cepsepbl.
CTOMMOCTb MK TepmuHansi.
O6opyanoBaHue,
ynpaBnsemMoe Bpy4Hyto
MporpammHoe obecneveHne | basa gaHHbIx JIMMC.
MHTerpaunoHHble cpeacTsa.
padumka
WHdpacTpykTypa Kabenw/nposoaa. Bo MHormx cnyyasax nHpacTtpyk-
MapLpyTbl. Typa yXe MMeeTcs Ha MecTe yc-
OHeprocHabxeHue. TaHOBKU
KoHguuuoHnpoBaHue.
Knumar-koHTponb.
YcTaHoBKa po3eToK, hypHUTY-
pbl
3atparthl OTHOCKTCS K MPOEKTY TpeboBaHna k ynpasneHuto| BaxHO NOHATbL, Kak BO3AENCTBO-
Ha BHedpeHune NPOEKTOM. BaTb Ha wraT nabopaTopumn, Ko-
PaspabaTbiBaemMoe TexHUWYeC-| TOpbI MOXET y4acTBOBaTb B NPO-
Koe 3afjaHue ekTe, B npouecce 06bIYHOW pa-
6ouelri pesTenbHOCTH
KoHdurypuposaHue/ Tunbl 06pas3yos. YpoBeHb ycunui Ansa 3arpysku
HacTpolika JTIMMC Cneuymndumkaymm. CTaTU4eCKNX AaHHbIX 0ObIYHO SIB-
McnbiTaHma/meToasl. ngeTca ogHoOKpaTHO Hambonee
PacyeTbl. 3aTpaTHbIM (PakTopoMm npu BHe-
OT1yeThbl. apeHun JIMMC (aTto ocobeHHO
HacTtpowka koga BEPHO Ans 60nbLIMX/CIOXHbIX
BHeOpPeHWN, cm. 8.6.2)
WcnbiTaHns/npuemka Paspa6otka COIl. Ycunua asTopa no cosfaHuio
O6yueHne nposeaeHuto ncnbl-| COl, obyyeHne wtaTa U KOHeY-
TaHWiA. HbIX MONb30BaTeENen, y4acTByto-
3arpyska gaHHbIX Ansi nepeme-| LWMX B NpoekTe, Banugauust (uc-
LeHUS. nbiTaHMe) NpunoxeHus (B oco-
Banupauus 6EeHHOCTM ANs perynmpyemMbix oT-
pacnei NpoOMbILLNIEHHOCTH) U ne-
pemeLleHne UCTOPUYECKUX OaH-
HbIX SBNATCA BTOPbIMW MO Be-
nnyYuHe 3aTpaT obnactamu npwu
BHeapeHun IMMC
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OkoHyaHue mabnuubl 4

Tun 3atpar Karteropus Hpmrgﬁ:ﬂn;ﬁp&?e% KommeHTapum
Tekywme pacxodbl | PaclmnpeHHble gyHKLun WHTerpaums ¢ npubopamum.

CncteMHasa nHTerpauus

E>xxerogHble KOHTpaKTbI JInueHsumn Ha nporpammHoe | OBbIYHO BbIpaXakoTcs B MPOLEH-
obecneyeHue. Tax (%) oT npuobpeTeHHoW nu-
Mopoaepxka NporpaMMHOrO | LEH3UM Ha nNporpammHoe obecre-
obecneveHus. YyeHne
PeHTal nuamHr

BHyTpeHHsia nopaepxka CuctemHoe agMWHUCTPUPO-
BaHue.
O6y4eHne.
YBenuyeHne/HapaluBaHue.
Banugauyusa

PacwuperHasa nognepxka | KoHdurypauyma (koHdwurypu- | HYacto Heobxogumo caenatb ms-
poBaHue). MEHEHWNs1, YTOObl COXPaHUTb TEKy-
O6y4eHne. wyto NIMMC cooTBeTCTBYIOLLEN
Banupauyus nabopaTopHoi cpege u noTpeb-

HOCTSAM

PacxogHble maTtepuarnsl JononHuTeneHble

KOMMOHEHTbI

8.3.2.2 [lokyMeHTMpOBaHHbIe Lienu cneymndunyeckoro busHeca

YeTko onpegeneHHble 1 AOKYMEHTUPOBaHHbIE AeNOBble OXXnaaHNs A0MMKHbI 06ecneynTb CHUKeHne 3aTpat
Ha npoekT JIMMC. Jorosop JormkeH bbITb BbIFOAEH BCEM CTOPOHaM, ABRSOWMMCS yYacTHukamu npoekta JIMMC,
BKIOYas NabopaTopHbIv NEPCOHarn, MEHEXKMEHT, OPUEHTUPOBAHHBIN HA paboTy NO KA4YeCTBY LUTAT, MEPCOHAI No
UT-TexHonorum un ycnyram, FopucToB, CNeLManmcToB Mo AOKYMEHTaLMN 1 MHXXEHEPHbIA nepcoHan (paspaboTymkm).
Cnepyet y6eanTbCs B TOM, YTO BCE CTOPOHbI MOHUMAIOT Lieny 6rnsHeca 1 3HatoT, Kak NpoBEpPUTL peLleHus Ans
OOCTWXKEHNS 9TUX LieNen.

8.3.2.3 FOpuguueckune sonpocsl

Heobxoanmo obpaTnTbCs K opUANYECKUM OrpaHNYeHNAM B OTHOLLEHMM TOTO, KaK Balua nabopartopus nc-
nonb3yeT nHdpopmaumio. B cooTBeTCTBUM C perynupyowmummn TpeboBaHnsiMm MoryT noTpeboBaTbCs KOHKPETHbIE
(cneumdmyeckme) ocobeHHocTu cuctembl JIMMC, nogo6HbIe ayauTopckoMy NpocnexunsaHnto TpaHcakumn JIMMC.

8.3.2.4 TpeboBaHus k BU3Hec-NpoLieccam MoryT BKoYaTh B ceba HeoOX0AMMOCTb NoAMNUCAHHbIX LOKY-
MeHTarnbHbIX (TBEPAbIX) KONWUI AN Bcex nabopaTtopHbiX JOKYMEHTOB. Heo6xoaumo NpOKOHCYNbTUPOBAaTLCS C
IopUAMYECKMMM OTAEnamMu (Npy UX Hanu4mMmn) OTHOCUTENBHO TOrO, Kak Bbl NNaHUpyeTe NCNOoMb30BaTb CUCTEMY
JIMMC. JomxHbl 6bITb pacCMOTpEHbI 1 NOHATHI Nonb3osaTenamm JIMMC koHUenLmMn Hanny4Llero BapmMaHTa 4oc-
TYNHOrO NoATBePXAeHWS nabopaTopHbIX 3anucen. [omkHo 6biTe NpoBeAeHO TLaTenbHOoe N3y4yeHne HopMaTuBe-
HbIX JOKYMEHTOB A1 onpedeneHuns Toro, eCTb N NoTpebHOCTL:

1) B npoBeaeHuun onsa coobLiaembix pe3ynbTaToB ABYX BepudmnkaLumii (MpoBEPOK);

2) B ochopmneHun coobLaembix pe3ynbTaTtoB, U3MEHAEMbIX B TEYEHWE OHMNanH onepauui, onsg ayamtopc-
KOW MPOCNexmBaemocTy;

3) B NONOXEHWK, yKkasbiBatoLLeM, YTO apXUBUPOBaHHbIE AaHHbIE U TabnuLibl TECTOB/3aMPOCOB 3arpy»atTcs
B CYLLIECTBYHOLLYIO CUCTEMY Ars BOCCTaHOBMNEHMS nHdopMaunn. [JomkHbl ObITb onpeaeneHbl U OLeHeHbl nepuo-
bl 3a1ePXKM Kak ANns HeobpaboTaHHbIX, Tak 1 AN pe3naeHTckux aaHHbIx JIMMC.

8.3.3 NnaHupoBaHue Banugauumn

8.3.3.1 PauuoHanbHoe nnaHupoBaHve Banvaaumm ABNSeTCs rapaHTuen Toro, YTo KOMMNbITEPU3NPOBAHHbIE
CUCTEMbI BbINOMHSIOT paboTy B COOTBETCTBUM C NpeaonpeaeneHHbIMY cneuydukaumaMmm MeTtogaMmm B OTHOLLEHUN
TOYHOCTM (NPaBUIIbHOCTH), AOCTOBEPHOCTM U BOCMIPOM3BOAMMOCTU. Lienb nnaHa Banvaaumm COCTOUT B TOM, YTOObI
YyCTaHOBUTb MPOLLECC, KOTOPOMY HAAo CNeaoBaTh, M AOKYMEHTaLUuo, KoTopas gormkHa obecneuntb nogTeepxae-
HWe TOro, 4YTo cucTeMa bbina yctaHoBreHa 1 paboTaeT cornacHo yTBepxaeHHbIM TpeboBaHusaM, creumdmKaumsam,
NPOEKTY, KOPNopaTUBHOW NOMUTUKE U PETYNMPYIOLMM U AenoBbIM NoTpebHocTaM. MNnaHnposaHme Banugaumm
0COBEHHO BaXkHO B TEX OTPACNAX MPOMbILLIIEHHOCTU, KOoTopkle perynupytoTea GxP (Good manufacturing practice,
GMP — Hagnexallasn nponssoacteseHHas npaktuka; Good laboratory practice, GLP — Hagnexauas nabopatop-
Has npakTuka, Good clinical practice, GCP — Hagnexalias knmHnyeckas npakrmka).
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8.3.4 AHanu3 puckoB

8.3.4.1 CyLuecTByeT HECKOMNBbKO XOPOLLO AOKYMEHTUPOBAHHbIX CMPaBOYHbIX MaTepUanos, CBA3aHHbIX C OLIEH-
Kom pucka. [onb3oBaTeny OOMKHbI OLLEHUTb MPOEKTHI B OTHOLLEHUN Lienen nx busHeca u pucka, CBA3aHHOIO C
npoektom JIMMC. MapameTpbl pucka BKNOYaoT B cebs, HO He OrpaHNYMBalOTCA, CreayoLWMMN NapaMmeTpamu;
CYMMapHbI pUCK NPOEKTa; PUCK NPOAYKTa, OCHOBaHHbIV Ha BO3AencTBUn, koTopoe cuctema JIMMC 6yaeT okasbl-
BaTb Ha KAYeCTBO NPOAYKTa; PUCK MepcoHarna B 06nactu ynpasneH1s U3MeHEeHNsIMN U JEeNOBOW PUCK.

8.3.5 OueHka v BbIOOp cUCTEMbI

8.3.5.1 3anpoc npegnoxenuin (RFP)

Cnepyet onybnukoBatb 06bsBNeHue, cogepxatlee 3anpoc npeanoxexunin (RFP — Request for Proposal)
ans npogaeuos JINMC.

3anpoc npegnoxexuin (RFP) gomkeH BkntoyaTth B cebs pestome TpeboBaHWi, @ UMEHHO: (PYHKLMOHAaNbHbIE
BO3MOXXHOCTW, €XXerogHoe YMcro obpasuoB, CIIOXKHOCTY NPV NPOBEAEHUN UCTIbITAHWUIA, MPOLLECCHbIE MOTOKM, pabo-
yme NoTOKU N Moaeny ob6pasLoB, perfiaMeHTbl Mo yrpaBreHnto GU3HECOM C TEM, YTOObI MOXHO ObINo onpeaennTb
cneumdunyeckme (KOHKpeTHbIE) NOTPEBHOCTM 3aKa34mKka.

8.3.5.2 KoHuentyanbHasa mogens JIMMC n npumepbl RFP yHKLMIA B HACTOALWEM CTaHAapTe MOryT 6biTb
NCMNOSb30BaHbI C Lierbio onpeaenuTb COoTBETCTBME Balunx Tpeboranuii cucteme JIMIMC npogasua. MoryT 6biTb
co3gaHbl Mmogenu pabounx NoTokos obpasua, NpuBegeHHbIe Ha pUcyHKax 4, 5 1 B npunoxeHnm X1, 4ytobel npu-
BECTU B COOTBETCTBME C TpeboBaHuAMY K nabopaTtopum 3aka3uuka. Bpems, Heobxogmmoe ons oopmynuposa-
HUs 1 NyGnvkaumm 3anpoca npeanoxexuii no JIMMC, moxeT oxBaTbiBaTb Ananas3oH OT O4HOW HeAenM 40 OAHOro
mecsua unm 6onee.

MpumeyvyaHune 8— CospgaHHas no 3akady cucrtema JIMMC moxeT BbITb pa3paboTaHa cobCTBEHHBIMU CUnamu.
CospgaHue NNMMC B cooTBeTCTBMU C TPEOOBaHNAMU 3aKa3ymka peKoMeHayeTCs TONbKO B TEX Cryyasix, Koraa 3anpaiivsa-
10TCS YHUKarnbHble TpeboBaHus. 3aTpaTtbl Ha KOHCTPyUpOBaHue n obcnyxueaHne cuctemsl JIMMC, paspaboTtaHHol cuna-
MW CMELUanMcToB KOHKPETHOW OpraHun3aumm, HeobxoaMMo CpaBHMBATh C 3aTpaTtamu Ha npuobpeTeHne KOMMepYecKomn
JIMMC. ®yHkumm kommepyeckon NIMMC Heobxoammo cpaBHMBaTL C TPEOOBaHUAMU K OYHKLMOHAMbHLIM BO3MOXHOCTSIM
KOHKpeTHOWM nabopatopun 3akas4uka.

8.3.5.3 OueHka v BbIOOp

PacueHku, nony4yenHble oT npogasuos JIMMC, omkHbI ObITb paCCMOTPEHbI COrMAacHO AOKYMEHTY, COAep-
Xauemy TpeboBaHus K YyHKLMOHaNbHbIM BO3MOXXHOCTAM cuctembl JIMMC. JomkHbl ObITh caenaHbl 00beKTMB-
Hble BbIBOAbI O MPENMYLLECTBAX U HEBLIFOOHBLIX CTOPOHaXx kaxaoro npogykra JIMMC. Heobxogumo oueHuTb BKnag
Kaxxgon cpyHkumm JIMIMC, SBNSAOLWENCS CNOXHON CUCTEMOK, B COOTBETCTBMM C NpunoxeHnem X1. 3akasuumky
cnegyeT obpaTuTbCs K KOHTporbHOMY cnvcky JIMMC B oTnpaBHoOM Touke 1 4o6aBntb COBGCTBEHHbIE TPEOOBaHMS
K dpyHKUMOHanbHocTAM. COTpyaHUKKM, KoTopble ByayT B3anmopencteoBaTb ¢ JIMMC, 0omkHbI UrpaTb akTUBHYHO
pOrb Ha 3Tanax OLEHKM 1 BbiIbopa. PekomeHayeTcs noceLleHne Tex opraHn3aumin, rae yxxe MMelTCs yCTaHOBMNEH-
Hble cncTembl. CriegyeT NPOCMOTPETb CEKLMIO 0 TexHonornm 6asel gaHHbix JIMMC 1 nnatdopm annapaTHOro
obecneyeHns Ans JOMOSMHUTENBHOIO N3y4YeHNst STUX BOMPOCOB. B HacTosiLemM cTaHgapTe NpuBedeHbl HEKOTOPbIE
pekomeHaauum no seibopy JIMMC:

1) cnepyeT BbIGUpath Takyto JIMMC, cTpykTypa 6a3bl 4aHHbIX CTaTU4eckux Tabnuu/darnos (npodunu,
TECThbI, BblMUCIEHUS, cneuudmrKauum 1 cBsisaHHast UHPOPMaLWsi) KOTOPOW Kak MOXHO BoribLue COOTBETCTBYET Te-
KyLLM MHDOPMALMOHHBIM CTPYKTYpam 1 paboynm NoToKaM 3aKa34vuka;

2) cniepyeT BbloupaTh JIMMC, nogaepxmMBatoLLyto CTaTycChl, KOTOpble TpebytoTcs 3aka3umky s obecnede-
HUs1 PYHKLMOHUPOBAHUS CBOEN NabopaTtopuu;

3) kpuTepum Boibopa JIMMC onpegensatoTcs B NepByto ovepenb PYHKLUSMM NPOrpamMMHOro obecneveHns n
NVWb 3aTEM pacCcMaTpUBaOTCA XapaKTePUCTUKKN annapaTtHbIX CPeACTB;

4) cnepnyet BbloMpaThb Takyto JIMMC, kombuHaums npunoxeHus JIMMC 1 ero o0CHOBHOWM TEXHOMOMMK B KOTO-
pon Hanbonee 6nm3ka TpeboBaHMAM NabopaTopHbIX Pabo4mnx MOTOKOB U MHPOPMALMOHHOWM CTPYKTYPE 3aKa3uuKa;

5) cnepyeT Bbibupatsb JIMMC, ocHoBaHHY0 Ha KOMMepYecKor 6ase AaHHbIX 4115 CUCTEM YNpaBneHus unm
6ase gaHHbIX C UHCTPYMEHTarIbHOM NaHerbio, KoTopasi ABNSAETCS HAaAEXHON, 3EKTUBHON U NogaepnBaeTcs
n3sHe npoaasuom JIMMC (aTo ocobeHHO NpaBubHO, ECNKX 3aka3uyuk npeanonaraet nameHnts JIMMC B Gyay-
wem). NateHToBaHHast 6a3a gaHHbIX JIMMC anst ynpaBneHus cuctemamm MoXeT ObiTb 3aTpeboBaHa Ansi COOTBET-
CTBUS onpeaereHHbIM TpeboBaHnsaM NPon3BOACTBEHHON AeATEeNbHOCTU. MOBUNBHOCTB AaHHbIX ABNAETCS KItoYe-
BbiM chakTopom B BbiGope JIMMC, BKkntoYast COBMECTUMOCTb C MPOMBbILLIIEHHBIM CTaH4APTOM AMS TOro, YTobbl
NoMyYnTb 4OCTYN K JAHHbIM;

6) cnepnyeT BbloMpaTth cuctemy JIMMC, 6asmpytoLlytocs Ha TexHoorMm 6a3bl A4aHHbIX, KOTopas NO3BONseT
KOHEYHOMY Mnornb3oBaTernto 406aBnATL/ MoaMMUMPOBATE NOMS, UHOEKCHI, B3aUMO3aBUCUMOCTH, Tabnuvupl, 1 Kogpl;
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7) cnepyet Bbibupatb Takyto JIMMC, cTpykTypa 6a3bl AaHHbIX cTaTu4eckux Tabnuu/darinos (npodunu,
TEeCTbl, BblYMCIEHMS, cneumdmrkaymm n ceazaHHas MHopMaLms) KOTOpoin Hanbonee COOTBETCTBYET TEKYLLIMM UH-
dhopMaLMOHHbBIM CTPYKTYpaMm 1 pabounm noTokam 3akasdvka. Pasgen npegHasHavyeH komaHae no paboyemy no-
TOKY;

8) cnepyert BbIOMpaTh Takyto JIMMC, cTpykTypa 6a3bl JaHHbIX AMHAMUYECKMX Tabnuvu/dannos KOTOPOW
COOTBETCTBYET UHOPMALIMOHHBIM TUMaM (YMcrnam, gaTam, 3anncsm), UCnonb3yemMbiM B labopaTopun 3akasyumka.
Pasgen npegHasHavyeH koMaHge no paboyemMy NOTOKY;

9) cneayet BblbUpaTh Takyto JIMMC, B KOTOPON BO3MOXHO UCMNOMb30BaHWE UHCTPYMEHTOB TPETLEN CTOPOHbI
ONS reHeprMpoBaHnNs OTHETOB, SKCNOPTa, UMMNOPTa U CBS3U C BHELUHMMUW CUCTEMaMM, 6e30NacHOCTbLIO 1 KOHTPO-
nem BO3MOXXHOCTEMN, CO3AaHHbIX HenocpeacTBeHHO B JIMMC n He oTHocALwmXcs K pyHKumoHaneHocTam JIMIMC.

8.3.5.4 Nokynka

Mpwn nokynke cuctembl JIMMC 3aka3s gormkeH cogepXaTtb YCIOBUSA U NMOMOXEHUS, KOTOpble TpebytoTcs Ko-
HEYHOMY MOMb30BaTEN. TUNNYHBIE MYHKTBI BKITOYalT B cebs1 faThl NOCTaBKW, NPUEMOYHOE UCTIbITaHne, rpadom-
K1 onnatbl, UCXOAHbIN KOA, NOAAEPKKY NPOrpamMMHOro obecneveHuns 1 NonNnTUKy o6HoBNeHNs, Tpebyemyto JoKy-
MeHTaumo, 0by4eHne, yCTaHOBKY, rapaHTum1, CNMCOK BCEX annapaTHbIX CPeACTB U NporpaMMHOro obecneveHums.
®opmarnbHble KOHTPaKTbl MOTyT BbITb NPUCOeAMHEHDI K 3aKa3am Ha MOCTaBKy.

8.3.6 leMmoHcTpauuun, npoBoAMMbIE NPOAABLIOM

8.3.6.1 B kauecTBe YacTu npouecca Boibopa cuctembl JIMMC criegyeT BkoyaTh 4EMOHCTPaLUMIO, NPOBOAN-
Myt0 NpodaBLoM. [leMoHcTpaums fomkHa ObiTb 3annaHvpoBaHa 3apaHee. CnegyeT NpegocTaBmTb NpoAasLyy npu-
Mepbl TUMOB 06Pa3L OB 1 METOAOB UCMbITAHWA BMECTE C KOMMNEKTOM NOArOTOBIEHHbIX CLIEHapUeB, BKIHOYaOLLMX
B cebs oxnaaeMble pesyrnbTaTtbl, C MOMOLLBIO KOTOPLIX MCCeayTcs PYHKUMOHanNbHbIe Bo3moxHocTu JIMMC.
DyHKUMOHANbHbIE BO3MOXHOCTU, KOTOPbIE ABMAOTCS KPUTUYECKMMM DaKTOpaMm 4111 yCNELHOro BHEAPEHUS TH-
MUYHBIX TpUMepoB Npu gemoHcTpauum JIMMC, MoryT GbITb YCNOXHEHbI BBIYMUCIIEHNAMY UM NPOBEPKaMU JOMyC-
TUMBIX MpedenoB, aBTOMaTUYECKMM Ha3Ha4YeHneM 06pasLoB M Ha3HAa4YEeHNEM TECTOB Ha MUCMbITaHWE NponycKae-
MOW MapT1UK UMK YCNOXHEHMEM JTOMVMKM MOBTOPHOIO UCMbiTaHuS. 1o kpaliHel Mepe 3a ABe Hepenu [o npoBefe-
HUa gemoHcTpauun JIMMC npogasuy OomKeH BbITb HaMpaBeH 3aka34ynkoM COOTBETCTBYIOLLMIA 3anpoc.

8.4 ®aza 3 — npoekT (NPoeKTUpoBaHue) CUCTEMBI

8.4.1 AHanu3 hpyHKUMOHalNbHbIX TPeOOBaHUM

8.4.1.1 B cooTBETCTBUM C CUCTEMOW XM3HEHHOTO umkna JIMMC dyHKUMoHanbHble TpeboBaHna MOTyT ObITb
onpegeneHbl B 0OTAEMNbHOM JOKYMEHTE COMMacHO Nofb30BaTeNbCKUM (4enoBbiM) TpeboBaHusm. MNMonb3oBartensc-
Kvne TpeboBaHMst ONUCBIBAIOT, UCMONb3Ys «A3bIK» AEMO0BOW akTMBHOCTH, TO, YTO cucTema obA3aHa genatb Ans
noaaepxaHust GusHec-npouecca. PyHKLUMOHanNbHblE TPeGOBaHMSA ONMUCHIBAIOT, UCNONb3Yst «A3bIK» PYHKLMOHAmMb-
HbIX BO3MOXHOCTEW CUCTEMBI, T. €. Kak cuctema byaet cooTBeTCTBOBaTL TpeHOBaHMAM BuaHeca. [pyrumm cnosa-
MW, cneumndmrkaumm yHKLMOHaNbHbLIX BO3MOXHOCTEN SABMSIOTCA NepeBOOM AeroBbIX TpeboBaHU (4T0 cuctema
0bsi3aHa genatb) Ha A3bIK cneunduyecKknx NpUnoXeHun (Kak okoH4YaTenbHasa cuctema 6yaet CoOoTBeTCTBOBaTb
OenoBblM TpeboBaHusIM). yHKUMOHANbHBIE, a Takke aenosble TpeboBaHus K JIMMC gomkHbI 6bITb KOHKPETHbI-
MU, usmepsieMbIMU U peanucTudHbiMU. Ucnbitanusa JIMMC gonxHel onpeaenvTsb, COOTBETCTBYET N JaHHas cuUc-
Tema TpeboBaHUSAM 3akas4yuka.

Tabnuya 5— MNpumepbl NnpenMyLlecTs 1 Bbirog npu npumexHeHnn JIMMC

Tun npenmyLiecTts

W BBIFOA Onucaxune KommeHTapum
MaTepuanbHblit: pacyeT | NponyckHas cnocobHocTb nabopa- YBenuyeHve uncna obpasuos, obpabaToiBae-
BbIFrO4 M NMPEUMYLLECTB | TOpUK MbIx nabopaTopueit B TedeHWe onpeneneHHoro
OCYLLLeCTBMSETCS MPOCTbI- rnepvoga BpPeEMEHMU
MK cnocobamu O6opoT o6pasuoe B nabopatopuun YMeHbLUeHMe BpemeHu, Tpebyemoro anst obpa-
60TkM 0bpasLoB B nabopatopuu
OkoHoMMYHOCTL nabopaTtopun YMeHbLUEHUE YMcna YacoB, NOTPAYEHHbIX aHa-

nUTUKOM Ansg ob6paboTkm BblAaHHOro yMcna obpas-
uoB B nabopatopun

YMeHbLUeHWe uncna ownboK, ¢ Ko- YMeHbLUeHUe umcna owmnboK MOXeT CoKpaTUTb
TOpbIMY CTasnkvBaTcs B nabopaTo- | KONMYECTBO NOBTOPHOW PaboThl M BO3AEWCTBOBATbL
pum Ha MPOAOIHKUTENBHOCTL NabopaTopHbIX Uccneao-

BaHW. OLWMBKM Npy BBOAE AAHHbBIX YMEHbLLIAIOTCS C
ucnonb3oBaHMem nporpaMmm no cbopy AaHHbIX.
MeHbLLe NpoLecCHbIX OLLMGOK BCTpe4aeTcs npy BBe-
AeHun 6onee dopManbHbIX U Nydlle JOKYMEHTUPO-
BaHHbIX pabounx npoueadyp
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OkoH4YaHue mabnuubs! 5

Tun npenmyuiecTs
1 BbIrog,

Onucaxne

KommeHTapuun

MaTepuanbHbiii: pacyeT
BbIFOZ ¥ NPEUMYLLIECTB
OCYLLLeCTBMNSETCS MPOCTbI-
MK crnocobamm

HemaTtepuanbHbii:
pacyeT BbIrod 1 Npemmy-
LecTB TpebyeT GonbLuero
TBOpYECKOro noaxoaa

Opyrue npenmyLiectsa u
BbIrogbl NpU 1CMnosnb3oBa-
Hum NIMMC

YMeHbLUEeHVE BpeMeHW LMKna Bbinyc-
Ka npov3BeneHHO! MNPOoAYKLUM

YMeHbLLEHNE BPEMEHW, MOTPAYEHHO-
ro Ha na6opaToprle ncenegoBaHuA

YnyJylweHue ynpaBneHus oGcnyxu-
BaHUEM

Ooctyn k nHopmaumu/npubopam

Bonblias npoctoTa SOCTMXEHUSA U
OEeMOHCTpaLUun cooTBETCTBUS HOp-
MaTMBHBLIM [OKYMEHTaM

Bonee 6bicTpas koppekuns owmbok
B npovecce ynpasreHus nabopato-
puen

MeHblUee YnCno yTepsiHHbIX 0Gpas-
Los

Bonee npocToe BblgeneHne OTKIO-
HEHWI Npu onpeaeneHMn kadectsa
npoayKuum

WHTerpaumsa IMMC ¢ MRP/ERP cuctemamu gaet
BO3MOXHOCTb BblMNycka NpoayKumK, Kak Tonbko Oy-
OyT yTBEPXAEHbI pe3ynbTaThl NabopaTopHbIX aHa-
nusos

HemeaneHHas JOCTYNHOCTb AaHHbLIX U COCTOS-
HUS Npouecca obneryaet nabopaTopHble nccneno-
BaTenbCKkMe npoLecchl

MpenMyLlecTBa NponUCTEKAOT U3 BO3MOXHOCTYU
Gonee TOYHO MHTErpMpoBaTb MHpOpMaLUUo NocTaB-
LLIMKOB W KITMEHTOB

JocTyn kK AaHHbIM 1 UHCTPyMeHTaMm, obecneyu-
BaembiM JIMMC, no3BonuT nonb3oBaTensiM Npoms-
BOAMTb OTYETbI, BKMOYaowme B cebs HoBble MyTU
anst 0603peHnst AaHHbIX. [OCTyn K AaHHbIM Takxke
06nerynT peleHne pyTUHHbBIX U HE PYTUHHBLIX MPO-
onem

BHeapeHue texHonorun JIMMC o6blvHO cBsi3a-
HO C COBEpLUEHCTBOBaHNEM paboyMx NPoLECCOB U
CTaHAapTHbIX onepauuoHHbIX npouenyp. JIMMC
obnerynT npoueccbl COBEpPLUEHCTBOBAHMS B HEKO-
TOpbIX Crny4asix, NOHyXAas nonb3oBaTenei crneno-
BaTb coobpa3HoMy npoueccy kadecTBa. [ocTyn K
OaHHbIM caenaeT Gonee nerkMM AeMOHCTpauuio
NpOoLIeCCOB KayecTBa HenocpeacTBEHHO Ha MecTe

WHcTpymeHThl, obecneynsaemblie JIMMC, gatot
BO3MOXHOCTb GonblUero cooTBeTcTBUs paboyero
noToka W ynpaeneHust NabopaTopHbIMK onepauusi-
MU

@DyHKLMOHANBHOCTb NO NPOCNEeXnBaeMocTu 0b-
pasLoB MOXeT obecrneynTb 3HaHWe cTaTyca U Mec-
TOMNonoXxeHust Bcex obpasuos

Bonee TouHOe B3aumopencTBue mexay nabo-
paTopuein u nponssoacTteoM obecneunt 6onee Obl-
CTPOE yKa3aHWe Ha OTKIIOHEHWS Npy onpeaeneHuu
KayecTBa NpoayKLmn

8.4.1.2 Tam, rge AenoBble U hyHKUMOHarnbHble TpeboBaHMsA onpeaensitoTcs B OTAENbHbLIX JOKYMEHTAX, OHU
OOIMKHbI ObITb CBSI3aHbI C UCMOSIb30BaHNEM MaTpuLbl NPOCHEXNBAEMOCTM 4118 00ecrneveHns cnocobHOCTY K Nor-
HOW NPOCINEXMBAEMOCTU MeXAy OENOBLIMU U (DYHKLMOHANBHBIMU TPEBGOBaHMAMMN.

8.4.1.3 OyHKUMOHarnbHble TPeOoBaHNA MOTYT ObITb JOKYMEHTUPOBaHbI B hOPME KOHTPOLHOIO CrMcKa oc-
HOBHbIX OCOOEHHOCTEN U OYHKLMIA CUCTEMBI, KOTOpble OyayT B AanbHeNLWeM KOHUIypupoBaTbLCsa U UCMOMb30-
BaTbCs (CM. KOHTPOIbHbIV CNMCOK cTaHaapTHoro pykosoacTtea JIMMC B npunoxenunn X1). KoHuyenTtyansHasa mo-
aenb JIMMC moxeT ncnonb3oBaThbCs Kak OTNpaBHas Touyka B paspaboTtke cnvcka pyHkumii IMMC. CtaHgapThbl
Onsi annapaTtHbIX CPEACTB M NPorpaMmMHOro obecneyeHns B KOHKPETHOM NTabopaTopum UIv KOMMAaHUU MOTYT Takke
noTpeboBaTbCA Ans TOro, YTo6bl ObiNia BO3MOXHOCTE TBEPAO NPUAEPXKMBATLECA CNeumndULMpoBaHHbIX Tam yHK-
LMOHasbHbIX TPEOOBaHWIA.

8.4.1.4 AHann3 yHKLUMOHanbHbIX TpeboBaHMIA 06bIMHO MPOBOAUTCA MOCIE BbiIGopa KOMMEPYECKOro Npo-
rpaMMHOro nakeTa, OCHOBAHHOTO Ha BceobbemntoLwmnx TpeboBaHnsAxX k Gu3Hecy. ATOT npoLecc BKITHYaeT B cebs
aHanu3 cyllecTByoLWmx 1 npegnaraembix cuctem JIMMC. CyliecTBytowlas cuctemMa MoOXeT OCHOBbIBATbCSA Ha
NCMNOMb30BaHNM PYHHOTO PeXnMa ¢ UCNorb3oBaHMeM ByMaxKHOro ob6opoTa unu ABNSATLCH ee HacnegHUUen —
KOMMbIOTEPHOW CUCTEMOM UNN cucTemamun. Pe3ynbTaToM npouecca aHanvaa sBnseTcs cneyudukaums Tpebosa-
HWI K PyHKLMOHanbHbIM Bo3MoxkHocTam JIIMC. aHHas cneumdmkaumsi nogpobHo onuckiBaeT dyHKUMK npegna-
raemoli cuctembl. Onpepenenne yHKUMOHanNbHbIX TpeboBaHuin JIMMC TpebyeT NonHoro noHMMaHus GusHec-
npotiecca (NpoLLeccoB), Nonb3oBaTensLCkMx TpeboBaHWI 1 NpeaiaraeMbIX CUCTEMON BO3MOXHOCTEN. TpeboBaHus
K (OYHKLMOHaNbHbIM BO3MOXXHOCTAM JOJIKHBI BKITOYaTh B ce0s criegytolmne obnactu: busHec-TpeboBaHus, an-
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napaTHble CpeacTBa, NporpaMmHoe obecneyeHme, Nonb30BaTENbCKUI MHTEPdENC, paboYyto XapaKTepucTumky,
NpUrogHoOCTb, CUCTEMHbIE MHTepdenchl, 6e3onacHOCTb, perynMposaHue (HopMaTuUBHbIE OKYMEHTLI), ynpasre-
HMe CUCTEMOW, JOKYMEHTaLMI0, MOMOLLb M 0ByYeHue.

8.4.1.5 TpeboBaHus OOMKHbI OLIEHNBATLCS B NOPSAKE 3HAYUMOCTM (HanpuMep, «KKPUTUUECKUIA» , «BAXKHBINY,
«COOTBETCTBYIOLLMIAY), YTOOBI 06MEer4nThb NPUHATUE PELLEHUS OTHOCUTENBHO TOrO, MOTYT N BbITb BHEAPEHbLI ONpe-
AeneHHble hYyHKLMKN B HaYanbHbIX da3ax Uiv 0TCpoYeHbl 4o 6onee no3gHux cas.

8.4.1.6 [Ins oka3aHusi NOMOLLM MNONb30BaTENAM U KOMaHae pa3paboTynkoB B AeTanbHOM paspaboTke dyH-
KUMOHanbHbIX TpeboBaHUn, 0hOpMeHHbIX B popme KoMnnekTa noapobHbIX cneumdukaumi yHKLMOHaNbHbIX
BO3MOXHOCTEM, MOTyT ObITb MCNOMNBb30BaHbl METOAbI ObICTPOro obpasoBaHusa NnpoToTMna. B cnydyae paboTbl c
KOMMEPYECKNMU, Y>Ke FOTOBbIMU MPOAYKTaMu, 3TOT NPOLECC Takke YCNELIHO NPUMEHSIETCS NPW OKa3aHmM MOMO-
LM O OrPAHUYEHMIO OXUOAHWI NONb30BaTeNs U PYHKLMIA CUCTEMBI B Npeaenax BO3MOXHOCTEN «KOpOBOYHOro»
NpoAayKTa, ECNN HY)XXHO N30exaTb U3NULLIHErO KOHUTYPUPOBAHUS UMM ECITN MOXKET NOHAA00MTLCA HACTpoViKa.

8.4.1.7 PaspaboTka geTanbHbIX QYyHKLUNOHAIbHbLIX TPEOOBaHU MOXET 3aHSTb NPUONM3UTENBLHO OT NSATU 0
20 gHeii unu 6onee, NcknoYasa Bpemsi Co3gaHns NPoToTMNa U LMKIOB NPOCMOTPa/yTBEPKOEHUS.

8.4.2 lMpoeKT cuctembl

8.4.2.1 OkoH4aTenbHON, NoAnexallen Kk coade, ABNseTcsi NPOEKTHO-TEXHUYECKasi JOKYMEHTaLUNsS CUCTEMbI
(SDD — System design document), koTopasa getanuanpyet cneumdukaummn npoekta cuctembl. [NpoeKkTHO-TEXHU-
Yyeckas JOKyMeHTaLus 4OImKHa 06ecnevmnTb oCTaToO4HOE KONMYeCcTBO MHAOpPMaLIMK Anst NOCTPOEHUS U KOHW-
rypvMpoBaHus NporpaMmMHoro obecneyeHns CUCTEMbI U apXMTEKTYPbI BIMUCTIUTENBHON CETU.

8.4.2.2 B TeueHue aTon hasbl nonb3oBaTeNnb MOXET ObiTb OMATb OMPOLUEH C TEM, YTOObI NOMNYYnUTb
KOHKPETHbIE AeTanu NpPoLEeCCHbLIX MOTOKOB N pa3paboTaTh NX Ha OCHOBE TpeboBaHWI 415 ONpeaenvMOon YacTy
GusHec-npouecca. [poueccHble NOTOKM KOHCTPYMPYIOTCS B CMOSIX Tak, YTOObI BbIn MOHATEH MPOCMOTP CUCTEMHbIX
NpoLLeCCOB, BKMNOYasi CUCTEMHbIE MHTEPAENCHI, a Takke AeTanu KOHKPETHbIX Paboyvmx NOTOKOB C TEM, YTOObI
afekBaTHbIe creuyduKaLmMmn NpoekTa Obinv JOKYMEHTUPOBaHbI 4118 ACHOCTU KOHUIYpPUPOBaHNS/KOONPOBAHMS.

8.4.2.3 lNpu ncnonb3oBaHnM METOL0B CO3[4aHMSA NPOTOTUNA cneuudunyeckast MHGopMaLms O ToM, kak byayT
NCMNoNb30BaThCA cnucTema 1 yHKLUMK, Tpebyemble nonb3oBaTensamu, cobrpaeTcs u nepedncnseTcs B JOKyMeHTe
— NPOEKTE CUCTEMBI BbICLLIENO YPOBHSI, KOTOPLIN ByAeT MCNoMnb30BaTbCA Kak pyKOBOACTBO MPOTOTUMOM.

8.4.2.4 Ha paHHoM aTane moryT ObiTb Takke onpeaerneHbl apxXUTEKTypa CUCTEMbI, annapaTHble CPeACcTBa u
nporpammHoe obecneveHne. OHM MOryT ObiTb BKMOYEHBI B OAVH U3 pa3aenoB JOKYMEHTANbHOro NpoekTa cucTe-
MbI U NpeacTaBneHbl B OTAENbHOM AOKYMEHTE — cneLndukaLmm apxXuTekTypbl CUCTEMBI.

8.4.2.5 Pa3paboTka TEXHMYECKOro 3agaHnsi CUCTEMbI MOXKET 3aHATb NPUBNN3NTENLHO OT NATK 0o 50 gHewn
nnu bonee, ncknovasa Bpems AN Co3gaHns npoToTunaun LUKNOoB npocMoTpalyTeepxaeHus. Ona Gonblien
YacTM TEXHWYECKOrO 3afaHnsi, KOTopas Yyxe npeacTaBrieHa B NpoekTe, OyaeT NpoBOaUTLCS OTragka KoHury-
PVPOBaHNA/KOAMPOBAHKS.

8.4.3 NnaHupoBaHue MOAYNBLHOIO U MHTErPaALMOHHOIO UCTILITAHUN

8.4.3.1 MpuHUMN “cnbITaHUS CUCTEMBI NPUY ee pa3paboTke JOIMKEH ONPEAEnATLCSA B MpoLecce co3aaHus
npoekTa (TeXHMYeckoro 3agaHus). CTeHO0BOE UCTbITaHUE NPOrpaMMHOro Kofa 3akas4mka 00blYHO BKIOYaAET B
cebsa MoaynbHOE, MHTErpaLuoHHOE U CUCTEMHOE UCTbITAHUS KOHAUTYPUPYEMbIX MOAYEN CUCTEMBI, UHTEpPdEN-
COB M NtoObIX pa3pabaTbiBaeMblx 3akazyunkom Mogynei. MNnaH no npoBeeHWIO UCTIbITaHWI JOJPKEH BKOYaTh B
cebsi Takme TeMbl, Kak Liernn, CTpaTeris UCnblTaHWiA, OTBETCTBEHHOCTb, MOArOTOBKA UCTbITAHUIA U NpoLeaypbl UCTbl-
TaHWI (BKNtoYas ynpasrneHne oTKIOHEHUAMN).

8.4.3.2 Pa3paboTka nrnaHoB MOy bHbIX M MHTEMPaLMOHHbBIX TECTOB MOXET 3aHATb OT ABYX A0 10 gHer unm
Bonee, UCKMOYas LUKIbI MPOCMOTPA U yTBEPXKAEHUS.

8.5 ®a3a 4 — c6opka (komnoHoBKa)/ KOHdUrypupoBaHue

8.5.1 KoHdurypupoBaHue 1 paspaboTtka cucremol INMMC

8.5.1.1 B TeueHune aton dhasbl KOHPUrypupyeTcs nporpaMmMHoe obecrneveHne cucTemMbl, KOHPUIYPUpYHOTCS
unu paspabatbiBatoTCa MHTEPPENChI, KOOUPYTCA Nobble TpebyeMble HACTPONKU, 06bEAMHATCS annapaTHble
CpeACcTBa, a BCe KOMMOHEHTbI, 6asupylolmecs Ha cneumndmkaumax npoekTa, UHTErpupyoTCS B NMOSHYI0 CUCTEMY.

8.5.1.2 KoHdhurypmpoBaHue BkNovaeT B cebs ncnonb3oBaHne QyHKUUN agMUHUCTPATUBHBLIX U MacTep-
OaHHbIX, NpegoCTaBMEeHHbIX KOMMEPYECKNM NPOrpaMmHbIM 06ecneyeHmnemM ¢ TeM, YToObl NOArOTOBUTL CUCTEMY K
NPUMEHEHMI0. TN AENCTBMSA OObIMHO OCTUraOTCA NyTEM YCTAHOBMNEHNSA 3HA4YEeHWI, Bbibopa No3nummn Ans oTme-
TOK, 3anonHeHns opmM nnu Tabnuu 3HaveHun, a Takke Apyrmx NoAO6HbLIX 4eNCTBUIA, KOTOPbIE ONpeaensioT, Kak
BbIMOMHATbL OCHOBHbIE (pyHKLMK cncTembl. ObLLme KOHDUIypUpyeMble MyHKTbI BKITHOYatoT B cebs Tunbl onpeaens-
eMblIx 06pa3uoB, hopMbl perncTpaLmmn odpasyoB unm gopmMbl BBoaa pesyrbraTa.
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8.5.1.3 HacTpovika B 60MbLUMHCTBE Cly4aeB onpeaensercs Kak AeicTBms No pa3paboTke NporpammMHOro
obecneyeHunsi, KOTOpbIe BKNOYAKOT B cebs HanmcaHue npoueaypHo nporpammmpyemoro koga B JIMMC Ha ga3bike,
3anaTeHTOBaHHOM 1 NMOCTaBIEHHOM pa3paboT4MKOM, N Ha OPYroM si3blke TpeTbel CTOPoHbl. Kpome Toro, Ha-
CTpOViKa MOXET U3MEHUTb CNOCcoD, C MOMOLLBI KOTOPOro hyHKUuM 6a3oBon cucTemMbl Oblv NpegHa3HaYvYeH bl
AN NCNonb3oBaHUsA unu gobaeneHns HoBbIX PYHKUNUIA, HE NPeACTaBNeHHbIX B OCHOBHOM MPOoAyKTe npodasua.
HacTtpowiku MoryT ObITb pazpaboTaHbl AN ynydeHust 3hEKTUBHOCTM UM KayecTBa NyTeM aBTomMaTusaumm ata-
MOB UNW eNCTBUI, 0ObIYHO BbINOMHAEMbIX Nofb3oBaTensamm B cucteme. ObecnedeHne guHammyeckoro obHoB-
neHus 3agaHHbIX npedenos B 6ase gaHHbix JIMMC nytem nHTerpaumm ¢ oTaensHOM CUCTEMOW KITMEHTCKON 6asbl
OaHHbIX MO3BOSNSAET ONpenennTb, SIBNSIETCA N NpeAHa3HauYeHHbIN 3aka3ymKy NPOM3BeAEHHbIV MPOAYKT NpuMe-
POM HaCTPOWKM.

8.5.1.4 O6BbIYHO KOHPUTYPUPOBaHUE MOXKET ObITb JOCTUMHYTO BbICTPO U 3DPEKTUBHO C MOMOLLbIO aAMUHW-
CTPaTUBHbIX NPEeAoCTaBNeHHbIX PYHKUWA. NPUHATHE peLLEeHNs O TOM, Kak NyyLle BCero KoHgurypmpoaTb QyHK-
LMOHasbHbIE BO3MOXHOCTU, 3aHMMaET OT HECKONbKNX AHEW 0 HECKOSbKMX Hegenb paboThbl C MCNOMb30BaHEM
pasnunyHbIX BAPMaHTOB N OLLEHKOW UX BO3OENCTBUSA Ha Apyrue PyHKLUn cuctembl. HacTporka MOXeT 3aHATb OT
HECKONBbKMNX AHEN 0O HECKOMNBKNX MECALIEB ANl CO30aHMSA NPOEKTa, KoAa U UCTbITaHUIA, 3aBUCALLMX OT CITOXHOC-
T 3aTpebOBaHHbIX (YHKUMOHANbHBIX BO3MOXXHOCTEN.

8.5.1.5 CywecTByeT MHOro METOLOMOMIA A5 KOHPUIYPUPOBAHMS 1 KOHCTPYMPOBaHMSA CUCTEMbI. [JokymeH-
Tol Mo FOCT P UCO/M3K 12207 moryT agekBaTHO 06 bACHUTE pasnnyHble NPUHLMILI pa3pabdoTku MporpamMmmMHOro
obecnevenns. K HIM OTHOCATCA Kak BapyaHTbl TUNa TPaaMLMOHHOIO «BOAOMNaAay, Tak M NoaTanHble 3BOSOLMOH-
Hble METOA0NOMMN.

8.5.1.6 MNpw koHUryprpoBaHMKN 1 pa3paboTke CUCTEMbI MPUHLIMN «BOZONaAa» MOXET MCNOSb30BaTbCs B
TOM crnyyae, Korga NpoeKkT CUCTEMbI MOSTHOCTBIO CKOHCTPYMPOBAH U YTBEPXKAEH Nepes OCyLLeCTBNEHNEM AeN-
CTBUIA MO NOCTPOEHMIO cUCTEMBI. BbICTpOE cCo3aaHme NPoToTUNa, XapaKTepusytoLLieecs uTepaLmnsmMm NPoeKTa, KoH-
CTPYKLMW 1 NCMbITATENMbHbIX 4EWCTBUIA, [OKa3ano 3 eKTUBHYO METOLAOSOMMIO U YACTO UCNOSb3YETCA CErOAHS.
Kak npaBuno, nnaHvpyeTcs JOCTUXXEHUE CO34aHMs MPOTOTUMNA B TEYEHME Tpex — NATU UTepauuii, rae ans
Kaxkgow ntepaummn Tpebyetcsa npnbnmantensHO OT ABYX HeAenb A0 ABYX MecsAueB nnv bonee.

8.5.1.7 lNpwu co3gaHnm npoToTMna pa3padaTbiBaeTcs NepBoOHaYarnbHbIA MPOEKT, KOTOPbIA AOMKEH UCMNOMb30-
BaTbCA 418 TOro, YToObl MPOBECTU KOHCTPYMPOBaHWE NpoToTuna cuctembl. [yTeM UTepauuin npoekTta, KOHCT-
PYKUMW M UCTbITaHWI B crieumdurKaLmm NpoekTa cuctemsl paspabaTbliBaroTCs U JOKYMEHTUPYHOTCS OOMONHUTENb-
Hble AeTany TpeboBaHWI 1 NpoekTa cucTeMbl. [eTannsnpoBaHHble KOH(MIypaLoHHbIE NapameTpbl 1 cneumduka-
LM NpoeKTa MOAEPHN3MPYHOTCH OQHOBPEMEHHO, HO hOpMaribHO HE MOTYT ObITb YTBEPXKAEHbI 40 3aBEPLUEHNS
3aKNYUTENBHON NTepaLmn.

8.5.1.8 TpeboBaHusi kK KOHCTpyMpoBaHuto cuctembl JIMMC pasgensatoTcst Ha normdeckne rpynnol anst pop-
MUPOBaHWS 31IEMEHTOB KOHCTPYKLM UK NpoToTuna. TpeboBaHus, M3NoxeHHbIe B creumdmKaumsx, 4OSKHbI CO-
oTBeTCcTBOBaTh KOH(purypaumm JIMMC unu, B crniydae Heo6xoamMMoCTK, Mofb3oBaTeNsckoMy kogy. Moagynm nons3o-
BaTENbCKOro Koga [OJMKHbI KOHCTPYMPOBATLCSA C MCNOSb30BaHMEM CTaHAAPTOB KavyecTBa. ATOT MPOLLECC BKITO-
YyaeT B cebs ycTaHoBneHne obLimMx CTaHAapToB AMs MOSCHEHWS koAa, onpeaernsieMbiX MepeMeHHbIX, JHobbIX
WUMEH NS nepeMeHHbIX UM Modynen, MHAeHTMpoBaHue U T. 4. CTaHgapTbl AOMMKHbLI yCTaHaBNUBATLCA U UCMOSb-
30BaTbCs BCeW rpynnon pa3paboTunkoB. PykoBoauTenbs TEXHNYECKON KoMaHabl Unv cTapLuunii paspaboTymk gon-
)KEH pacCcMOTPETb KOA Ans Toro, 4Tobbl 4eTKo cnefoBaTe 3TMM cTaHgapTaM. CTaHgapThl AOIDKHbI OXBaTbiBaThb
crnegyowme TeMbl: MOAYNN AOIMKHBI UMETb ONMcaTerbHble PyOPUKKM (3aronoBKM) NporpamMmebl, BKNOYas Takyto
nHbopmaLuto, Kak AaTa nepecmoTpa (ecnm NpegycMOTPEHO, TO HOMEP KOHCTPYKLMK), UMS MPOrpaMMucTa, Hasea-
HVe CUCTeMbI (YMCMO NepecMOTPOB, ECNV NPEAYCMOTPEHO), HA3BaHNe MOAYNS, 3agayvn Modyns, nobblie Heobxo-
AVMble CUHTaKCUCbI A1 BHELUHMX CChINOK (BBOA WUIK BbIBOA) K MOGYITHO/M3 MOAYNS 1 Ntobble yHMKaMNbHbIE peLue-
HUS ANst uHTerpaumun. ictopust uUameHeHuii (HassaHus, 4aTtbl, KpAaTKME ONUCaHNs U3MEHEHWIA) AOIMKHA ObITb BKIHO-
YeHa B «Larnky» (KonoHTUTyn) nporpammbl. Kog AomkeH ObiTb CTPYKTYPMPOBAH M BKIIOYaTb B ce0s1 A0CTAaTOYHO
KOMMeHTapmeB, YTOBbI MO3BONUTL APYrMM NPOrPaMMmUCTam Jierko NoOHATL paboTy ¢ KOOOM.

8.5.1.9 B koHLe kaxaomn ntepaumm KOHCTPYKLMK Nepes NpocMOTPOM NPOTOTUNA KO U pa3BepThIBaHUE TEKY-
LLIMX BO3MOXHOCTEW OMbITHOro obpasua «3aMopaxumBaloTcay. PyHKLMOHANbHbIE BO3MOXHOCTM NPOTOTUNA JOMK-
Hbl BbITb NPOAEMOHCTPUPOBAHbI NMONb3oBaTensm. Jlioboe nsmeHeHne/mcnpasneHne 3anpocoB AOMKHO BbITb A40-
KYMEHTMPOBAHO C NCMOSb30BaHMEM NPOLECCa KOHTPONS UBMEHEHWS, TAE 3anpoChl aHaNM3npyTCA N NpeacTas-
naTCA rpynne pa3paboTYnKOB AMs BKITHOYEHUS B 3aKITHOYMTENBbHYI0 KOHCTPYKLUMIO CUCTEMBI.

8.5.1.10 PaspaboTka cuctemMbl U HACTPOEK B NIIOOOM Criy4yae MOXET 3aHATb OT 25 AHen 4O HECKOMbKNX
MecsLeB nnv bonee, BKMoYas Bpems Ha co3gaHue npotoTuna.
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8.5.2 MoaynbHoe, UHTErpaumMoHHOe U CUCTEMHOE UCTbITaHUSA

8.5.2.1 Ha 3akniountenbHOn cTagmm KOHUIypupoBaHUs CUCTEMBI UM CO34aHUSA MPOTOTUNA MOXET ObITb
CKOHCTPYMPOBaH OKOHYaTENbHbIN BapyaHT CUCTEMbI, KOTOPbIV NOABEPraeTcst MOAYMbHOMY U MHTErpaLMOHHOMY
UCNbITaHMIO OO0 Hayana dopmanbHOK Banupalumu B perynupyemsix cpegax. MogynsHoe v MHTerpauuoHHoe
UCMbITaHNe NPOBOANTCS rpynnov pa3paboTYnKoB B cpede pa3BepTbiBaHus. Kaxabin nHAMBMAYansHO KOHCTPYU-
pyeMbIi MOZYIb TECTUPYETCH OTAENBbHO B COOTBETCTBUM C ONPEAENIEHHbIMY NapaMmeTpamm cnelmdurkaumm npoek-
Tacuctembl. VHTerpaumMoHHOE WCMbITaHNE Takke BbIMOMHAETCH rpynnon pa3paboTunKoB Ha PYHKLMOHAMBHBIX
BO3MOXHOCTSX, 06ecneyveHHbIX CBA3aHHOM rpynnon eanHUL, KOHCTPYKUMK. B aTon dpase rpynna paspaboTymkoB
NorM4yeckn KOMOUHNPYET HAMBUAYarbHbIE eANHULBI KOHCTPYKLUN 1 NPOBEPSIET CUCTEMY KaK MHTErpanbHyto ean-
HuUy. MIHTerpaumoHHoe ucnbiTaHne NO3BONSET Takke NPOBEPUTL Ntobble MHTepdericel mexay JIMMC v gpyrimn
nabopaTopHbIMU UM MPON3BOACTBEHHBIMW CUCTEMAMMU.

8.5.2.2 CkpunTbl K MOAYNbHBIM M MHTErPaLMOHHBLIM TeCTaM pa3pabaTbiBaloTCst KOMaHAON pa3paboTynKoB
OOIMKHbI ObITb PACCMOTPEHbI Y YTBEPXKAEHBI 4115 BbINOHEHNS. VIMEIoLWMEeCs TECTOBbIE CKPUNThI 4118 OTAENbHbIX
eaMHUL/MOLYNen KOHCTPYKLUKN pa3pabaTbiBaloTCS U BbIMOMHATCA pa3paboTyMKOM UMK YrieHOM rpynnbl UCNbITa-
Tenemn, KOTopbIN He pa3pabaTbiBan Koda Ang 3TUX eauHuL/Moaynen, 4To aBnseTcsa odeHb 3hPeKTUBHLIM 415
naeHTnduKkayum omboK 1 okasaHus NOMOLLM B NPOM3BOACTBE HAAEXHOW cucTembl. JTlobble aHoManum, ¢ KOTo-
pbIMM CTamNKNMBAKTCHA B TEYEHUE NCTbITAHMS, JOIMKHbBI ObITh JOKYMEHTMPOBAHbI, U OPMbI KOHTPOMS M3MEHEHUS
MCMONb30BaHbl AMsi AOKYMEHTUPOBaHMS OedeKToB NporpammHoro obecrneyvyeHns, NpeasioXKeHHbIX peLeHni 1
3aTeM — AN NOBTOPHOrO NPOBEAEHUSA HEYAAYHOro TecTa.

8.6 ®asza 5 — ucnbiTaHne/npuemka

8.6.1 YcTaHOBKa u kBanudukauma annapaTHbIX CPeACTB U NPOrpaMMHOro obecnevyeHus

8.6.1.1 Banugauus

Banungaumsa NIMMC sBnsieTca ob6a3aTenbHbIM Warom Ans perynvpyemMbix 0Tpacnei NpOMbILLEHHOCTY.
KoHkpeTHbIe (cneumduydeckune) TpeboBaHUA K Banugauum CyLeCcTBYOT AN OTpacner NPOMbILLIIEHHOCTU, pery-
nupyembix npasunamu FDA (Food and Drug Administration — ynpaeneHue no Hag3opy 3a Ka4eCTBOM MULLEBbIX
npoagyktoB n megnkameHTos, CLUA), EPA n NRC (Nuclear Regulatory Commission — komunceusi no perynuposa-
HUIO gaepHbIx BewlecTs, CLUA). JomkHbeiM 06pa3omM ynpaBnsieMoe BbINONHEHNE NPYHLUMMNOB Banuaalmmn, KoTopoe
npeaocTaBnsieT BO3MOXHOCTb UCMOMb30BaHUA HanMy4yLLMX TEXHUYECKUX METOL0B, MOMOXET COKOHOMUTb, B KO-
HEeYHOM cyeTe, BpeMsi, peCypChl, MaTtepuarnbl U 3aTpaTbl. TpaguuMOHHbIE METOL4ONOrMM Banvaaumm, Takme Kak
GAMP, moryT nobaBuTb ko Bpemerun BHegpeHus JIMMC ot Tpex o 12 mecsues. MNpunoxeHne HameyYeHHbIX Ans
ucnonb3oBaHua metogonoruii Tuna C3Q (The concurrent computer configuration qualification methodology, C3Q
— MeTogo0rns KBanudmkaLum KOMNbITEPHOWN KOHUIYpaLMW) UM NOAXOL4O0B, OCHOBAHHbBIX Ha OLLEHKE pUCKa,
MOXeT yMeHbLIMTL BpeMsi Banvaauumn JIMMC n cHU3UTbL CTOMMOCTb B perynumpyemblx pabounx pamkax. Joky-
MEeHTaLMsa UrpaeT BaxkHyH posb B npoLecce Banugauun JIMMC.

8.6.1.2 lokymeHTauus

[okymeHTauus aBnseTcs O4HUM U3 BaxkHenLwnx paktopoB Ans pabotsl JIMMC. [JokyMmeHTaums BKoYaeT B
cebs pyKOoBOACTBa, NOCTaBnseMble NPOAABLIOM, Y AOKYMEHThI, pa3paboTaHHble nofnb3oBarteneM. [pumepom mo-
XKET CMYXMTb NocTaBnsieMast npoAaBLOM JOKYMEHTaLMS, KOTopas BKMoYaeT B ce0s pyKOBOACTBA, TEXHNYECKME
crnpaBOYyHbIE PYKOBOACTBA, PYKOBOACTBA NO Banvaaumm, OKyMEHTaLUMIo Mo KOHTposnto kavecTtsa (QC) u pestome
npoaasua. PaspaboTaHHble Nonb3oBaTenem JOKYMEHTbI BKIOYatoT B ce05 BCe CTaH4apTHbIE onepaLMoHHbIE Npo-
ueaypbl (COlMbI), AOKyMEHTbI Mo 06y4eHNto, POPMbI KOHTPOMNSA M3MEHEHUI, onpeaerieHnst, 3anMcm o NPUEMKe —
TECTMPOBaHWIO, MPOONEMbI PErMCTpaLIMK OTHETOB, PErMCTPaLIMKN PE3EPBHBLIX U BOCCTAHOBMEHHbIX KOMWUIA, ayanTop-
CKMe OTYETbI M OTYETLI MO0 6e30NaCHOCTML.

8.6.1.3 CtaHgapTHbIe onepauMoHHbIE MPOoLEAYpbl U CUCTEMHOE JOKYMEHTUPOBaHUE Kak TpeboBaHus ons
LLenoCTHOro Noaxoaa K Banuaawumm, cTaHgapTHbIM onepauyoHHbIM NpoLieaypam He0BX0AUMBI, HO HE OrpaHN4nBa-
toTca Takmmm, kak COl no pe3epBMPOBaHNIO 1 BOCCTAHOBIIEHWNIO (BKMOYAOT B ce6s perynsipHoe TeCTMpOBaHmne
cucTem u parinos); ucnonb3osaHue COl1, onpeaensitowmx, kak Nonb3oBaTernb OPKEH UCMONb30BaTh CUCTEMY
1 Kakom TUn nHopMaLMm BBOAUTCS B CUCTEMY, a TaKKe MCTOYHMKM AaHHbIX; COlN B pamkax CUCTEMHOIO aaMUHK-
CTPUPOBaHUS, onpeaensioLme ynpasneHme Takumm 3agadamu, Kak HazHavyeHne BugoB 6€30MacHOCTH, CBA3aH-
HbIX C NporpamMmMHbIM obecneyeHeM, 6e30MacHOCTbI0 CUCTEMBI, NOrMYeCckon 6e3onacHOCTbIO U unsnyeckor be-
3onacHocTbio; COlN No KOHTPOMO N3MEHEHWIA, ONPEeAENSIOLWMX He TONMbKO HeobxoaumbIe Lwaru 4na npon3Bog-
CTBa M3MEHEHUI B CUCTEME, HO TAKXKE U BKITHOYEHWSI OLLEHKN PUCKA U3MEHEHWIA U BO3OENCTBUSA HA CUCTEMY.

8.6.1.4 TpeboBaHus k nepcoHany JINMC

TpeboBaHwus K NepcoHany BapbUpyTCA B 3aBUCMMOCTH OT pa3mepa flabopaTtopun, Yncna nogaepxvsae-
MbIX Nonb3oBarernein n cnoxHoctn BHeapeHus JIMMC. JononHuTeneHble pecypcel OyayT TpeboBaTbCs B TEHEHNe
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nepBoHa4vanbHoro BHegpeHns JIMMC gns aHanv3a, NpoeKTUpoBaHMs, KOHOUINYPMPOBaHUSI U NOCTAHOBKM 3a4au
ans ncnbitaHus. Takke 6yayT TpeboBaTbCst pecypchl, NpegHa3HaYeHHbIe AN CUCTEMHOW agMUHUCTPaUUn 1
NOAAEPXKKN B TedeHne dasbl aKkcnnyataumm (pyHKUMOHMPOBAHNS) U 06CITyXMBaHWS. OTU PECYPChbl HE OOJKHbI
ObITb NOCTOSAHHO 3aBUCUMbIMY OT cTeneHu rotoBHocTU JIMMC. MHorne nabopatopum NnpuBneKaroT pecypebl Ans
obcnyxuanua tekywen JIMMC, uyto obecneynBaeT COBEPLLUEHCTBOBAHNE CUCTEMbI, BKIOYAs AOMOSTHUTENbHbIE
PYHKLMOHANbHbIE BO3MOXHOCTM M 0TYETLI. CTOMMOCTb 3TMX PECYPCOB ONpaBabiBaeTCA 3KOHOMUYECKUMMU BbIrO-
Oamun, LOCTUrHYTbIMM OT AONOMHUTENBHBIX PYHKLMOHANBHbIX Bo3MoxxHocTen. Obcnyxusanune JIMMC moxeT 6biTh
obecneyeHo nabopatopHbimM unn N T-wtatom. MoeanbHbit kKaHanaat anst pabotbl ¢ JIMMC coyeTtaeT kak nabopa-
TOPHbIA, TAK M KOMMbIOTEPHBIV ONbIT. MHOMMe KOMNaHWUKM yCneLLHO NPOBOAAT NepekBanudukaumio (nepeobyyeHue)
nabopaTopHoro nepcoHana, 4YTobbl NO3BONUTL EMY NPUOBPECTUN HOBbIE KOMMbIOTEPHbIE HaBbIKK. [1ns nogaepxku
JIMMC moryT GbITb Takke NpUBIEYEHbI 4115 BbINONHEHWS paboT TpeTbM Nnnua (ayTCOPCUHT).

8.6.1.5 ObyueHune

O0yyeHne KOHEYHOrO Nofb30BaTENsI U CUCTEMHOIO MeHeIpKepa ABASETCH KpUTUYeCcKkUM cpakTtopom ans
ycnewHon pabotsl JIMMC, n atomy npoueccy obydeHns Hy>XHO yaenuTb 0coboe BHUMaHMe 1 Oka3biBaTb NOCTO-
AHHYI0 MOAAEPXKKY. XOTS, Kak MpaBurio, oby4yeHne ynpaBneHuo CUCTEMON SIBNSETCA BCECTOPOHHUM, HY>KHO MO-
3a60TUTBCSA O TOM, YTODOLI 0OECNEUNTL KOHEHYHOMY MOMbL30BATENI0 AOCTATOYHbI 06 bEM 3HAHUIA, YTOOLI N3bexaTb
B AaNnbHENLWEeM HenpepbIBHbIX NEPEroBOPOB MO TeNedoHy U NMCbMEHHBLIX BOMPOCOB K NlabopaTtopumn. Obyuye-
HVe JOMMKHO AaTb BO3MOXHOCTb NMOSb30BaTENO 0XBATUTL BCe acnekTbl paboTsl JIMMC, T. e. kak NpoBOAUTL perv-
cTpaumio obpasLioB, BBOAUTL pe3yrbTaThl U 0hOPMASATbL OTYET O pe3ynbTaTtax; a oby4vatoLemMycs MeHeaxepy
CMCTEMbl — KaK NMOAAEPXKMBaTb CIMOXHbIE KOMMbIOTEPHBIE CUCTEMbI. KBanndukauMoHHOEe UCMbITaHWe NOSb30Ba-
Tensa ABNAeTCs CTaHAapTHbIM 4Ns perynupyembix nabopartopuii. [JokyMeHTbI o 06y4eHunto, nogaepxusaemble
ONs1 KaKOO0ro Nonb3oBaTensi, MOryT BKIloYaTh B cebs nepcoHanbHble bruorpaduydeckme ceegeHmst, o6pasoBaHme,
KBanudvKauumio, onbIT paboTbl, onncaHue padoTbl M hopMarnbHOE UCTIbITaHUE OTHOCUTESNBLHO CNeLUEUYECKNX QYHK-
umii IMMC. CeuaeTenbcTBO 06 06y4eHn (HanpumMep, cepTudmKaT) MOXET/OOMKHO NOSAEPKUBATLCA CUCTEMOM
JINMC.

8.6.1.6 Bannpgauns ucnbitTaHuni, Banuaauus NpuemKm

Banugaumsa JIMMC aensieTca ob6a3aTenbHbIM 3Tanom ans perynmpyembix oTpacrien NpoMbILLNEHHOCTH.
Cneumndmyeckne TpeboBaHUS K Banugaumm CyLLECTBYHOT A5l OTpacel NPOMbILLIIEHHOCTU, PEryNIMPYEMbIX MECT-
HbIMK 1 dpegepanbHbIMK areHTCTBaMm 1 opraHamum no ceptudmkayun. Nposegenne sanugauum JIMMC moxeT
000aBWTb KO BpEMEHU BHEAPEHUS OT TPEX A0 12 mecsLeB.

8.6.1.7 NepemeLyeHre oaHHbIX

Mpu nepemeLleHUn AaHHbIX TpebyeTcd, YTOObI ObiNn TLWAaTenbHO NpogymMaH MiaH no nepegadve OaHHbIX
N MeTagaHHbIX OT CUCTEMbI K cucTeMe. MNnaH JosmkeH BbiTb MPOCYMUTAH C TOYKU 3PEHUSA CUHXPOHU3ALIMM TUMOB
nonen, onvHbl Nonewn, kapTorpadum Nonen n py4yHor sepudpmkaummn rpadmka otoopa o6pasuos. NepemeLyeHHbIe
OaHHbIE MOXHO TaKKe CUATaTb YacTblo CTAaTUYECKOW 3arpy3Ku AaHHbIX (CM. criegyowmin noanyHkT). MNepemele-
HWe OOHOWN CUCTEMBI K APYrOil HE TONBbKO NPefoCTaBnsieT BO3MOXHOCTb NepeMeLLeHNs AaHHbIX, HO Takke aaeT
LIaHC AN NpoBeAeHUs yCoBEpPLUEHCTBOBAHUSA npoLiecca.

8.6.1.8 Cucrtema JIMMC cnocobHa k nogaepxaHuto MHopMaLum B LUIMPOKOM Anana3oHe AenoBbIX 1 nabo-
paTopHbIX AaHHbIX, TpebyeMbix ans agdpekTnsHom paboTtel nabopatopumn. JIMMC cogepXxuT gaHHble, KOTOpble He
TONbKO OTpaxaroT TekyLlee paboyee COCTOsAHNE NabopaTopumn, HO 1 UCTOPUYECKYIO MHAPOPMaLINIO OTHOCUTENBHO
npoLunon padoTbl n cobbiTuin. B cnyyae, ecnn JIMMC BBefeHa B cpeay, rae cuctema JIMMC He 6bina npegsapu-
TenbHO pa3BepHyTa, bonbluas YacTb MHopmaumm, obbivHO ynpaensiemoli B JIMMC, GygeT cyliectsoBaTh B oop-
Me OyMaXHON OOKYMEHTaLUMM UK CYLLECTBEHHO OTMIMYALMXCA OT HEE 3NEKTPOHHBLIX MCTOUYHMKOB, TAKMX Kak
OOKYMEHTBI, KpynHOopMaTHble Tabnuubl nnv cneumannanpoBaHHble 6a3bl faHHbIX. Korga npoBoauTcst BHeApe-
Hue JIMMC, HekoTOpble U3 3TUX AaHHbIX ByayT obecnevmBaTb OCHOBY A KOHUrypuposaHus cuctemsl JIMMC.
CraTtnyeckune gaHHble Bcerga 3arpyatotcs B JIMMC kak yacTb ee pa3BepTbiBaEMOro >XU3HEHHOTO LMKNa.

PelueHre OTHOCUTENBHO TOrO, Kak pacnopsikaTbCs UCTOPUYECKUMUN AUHAMUYECKMMU AAaHHBIMW, OOJDKHO
ObITb OLLEHEHO C y4eToM haKkTOpoB pucka. CoOOTBETCTBYHOLUNE CTpaTENMN, NpeaHa3HayYeHHbIe ANg TOro, YToobI
pacnopshkaTbCsa 3TUMU AaHHBIMUY, BKITHOYAKOT B ce0s nepemeLLeHne, CoxpaHeHne 1 apxmBnpoBaHue. Tam, rae
cywectayowas JIMMC 3ameHaeTCs HOBbIM peLleHneM, MOXET ObITb BO3MOXHO nepemMeLleHme aHHbIX OT UCTOY-
Huka JIMMC k HoBo pa3BepTbiBaemon JIMMC. B Takmx criyyasix Hy>kHO pacCMOTpPEThb CreayoLmne aTanbl: ucxon-
HbI aHanNM3 gaHHbIX, LeneBoe KOHurypmpoBaHue 6a3bl JaHHbIX, MICTOYHMK ANS LENEBOro kKapTorpacdupoBaHus,
nnaHMpoBaHMe NepemMeLLeHns OaHHbIX pabovero NoToka, MakeTMPOBaHME NEPEMELLIEHNS U BanMaMpOoBaHWe Npo-
Lecca, nepemeLLeHne gaHHbIX 1 Bepudmkaumio gaHHbix. JIMMC yacto obecnevmBaeT BCTPOEHHYHO UM KOMMEpP-
YEeCKYH CUCTEMY (DYHKLMSMM MOMOLLM B NpOLieccax 3arpy3ku U nepemeLLeHns JaHHbIX.
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8.6.2 3arpy3ka cTaTu4eCcKuUX (MacTtep, OCHOBHbIX) AaHHbIX

8.6.2.1 B HacTosLLEeM NOANYyHKTe paccMaTpmrBaeTCs 3arpy3ka METOAO0B UCTIbITaHWI, BbIYMCIIEHWI, crieumdu-
KaLuui 1 Apyrow ctaTU4eckon (Mactep, OCHOBHOM) MHdopMaumn. 3arpyaka NnpvHaanexalmx KOHKpeTHom nabo-
paTopuy METOA0B UCMbITaHWUIA, BbIMMCNEHWI, CNeLMdUKaLniA 1 Apyron ctatmdeckon nHdopmaumm B 6asy AaHHbIX
JIMNMC, kak npaBuro, siBNsieTcs caMmbiM TpygoeMkum warom npu BHegpeHun JIMMC. bonbluas nabopartopus ¢
COTHSIMW METOAO0B UCTbITAHUIA, BbIMUCIEHWI 1 cneumudmnkaLmii MOXET MOTPaTUTL OT LUECTH 40 24 mecsueB 1 bonee
Ha BBOA 1 BepupmKaLmio opurmHanbHbIX AaHHbIX. Bpems BbinonHeHns aTux onepauumii 4ns nabopatopuii MeHb-
LIero pa3mepa v MEeHbLUMM YMCITIOM METOL0B MUCTbITaHUIA, BEIYMCIIEHWI U cneuuduKkaumni MoxeT ObITb CokpaLle-
HO 0 0gHOro — wecTu mecsaueB. CNoCoOBHOCTb K NepeMeLLeHnIo AaHHbIX C UCMONb30BaHMEM aBTOMaTU3aumm
(ecnu 3T0 BO3MOXXHO) MOXKET 3HAYMTENBHO CHU3NTL BpemeHHb]e (kaneHgapHble) 3aTpaThbl, OLNOKM B TPAHCKPUM-
uun 1 Bepudmkaumm (cM. nogpasgen 8.8.1 o nepemMellleHun AaHHbIX). OTa 06nacTb NNaHMPOBaHNS ABMNAETCS B
HaMMeHbLLEeW CTENEHN ACHON ANA NOHMMaHWsa 1 NnaHnpoBaHus npy BHegperuun JIMMC. Owmnbkm npy onpegene-
HUM CTOMMOCTHbIX M BPEMEHHbIX 3aTpaT, CBSI3aHHbIX C 3TON oTAenbHon dpason BHeapeHusa JIMMC, moryT nocta-
BWTb BECb NPOEKT nof yrpo3y. ObLas CTOMMOCTb 3aTpadeHHbIX KOHKPETHBIM CreLmnanucTom YacoB, TpebyeMbix
Onsi BBOAA TECTOB, BbIYUCIEHWI M MHGOPMaLmK O cneumdgmrKauusax, MoXeT NPeBbICUTb 0BLLYI0 CTOMMOCTb anna-
paTHbIX CPeaCTB U NporpaMMHoro obecnedeHus. s AOCTMXKEHNS MaKCMMarbHON 3cpdeKTUBHOCTY paboThl B
3TOM 0bnacTun pekoMeHayTCA AeTanbHoe NNaHMpoBaHWe 1 co3gaHne npoToTuna. HayyHo-uccnegoBaTtenbckue
nabopaTtopuu n nabopatopun, paboTatoLme No KOHTPaKTy, MOryT UMETb MeHbLUEe paboTel, Yem bonbluasa nabopa-
Topua no obecneyeHuto kavectsa (QA). Kaxxgaa nabopatopust AormkHa pellaTtb 3Ty 3agadvy B 3aBUCUMOCTY OT
KOHKpPETHOTO Cry4as.

8.6.3 YcTaHoBKa (pa3BepTbiBaHue) cuctemol JIMMC

8.6.3.1 YcraHoBka cuctembl JIMMC MOXeT NponcxoanTb Mo NpUHLMNY «B0rbLIoro B3pbiBa» unm ha3oBoro
nogxopa. ns MeHbLUMX CUCTEM MPUHLMMN «O0NbLIOro B3pbiBa» peannayeTcs XOpoLUOo, Tak Kak UMetoLLeecs Ynic-
no nonb3oBartenewn ynpasnsemo. [ns 6onee KpynHbIX yCTAHOBOK NOAXOAUT NOSTanHbIN NOAXOA, TaK Kak orpaHu-
YMBaLLMM PaKTOPOM ABNSATCA 0byvaemble pecypchbl. K Apyrnm npegmeTam paccMOTPEHUS OTHOCSTCA OYHK-
LMOHMPOBAaHNE CUCTEMbI, NepPBOHAYanbHas NnpMemMKa CMCTeMbl KOHEYHBIM NOMb3oBaTeNneM, 4OBOAKa 1 TOHKas
HacTpolka cuctembl. PaboTta cuctembl BHOCUT 3HAUMTENbHBIN BKIa B NepBOHaYarbHbIe peakLm KOHEYHOTro
nonb3oBaTens Npy Npremke cucTembl. ECrin koHeuHble Nonb3oBaTenu HanuayT, YTo cuctema paboTaeT MeAEHHO,
TO OHM ByAyT HEAOBOIbHbI ¥ OTCPOYAT NPOLECC NPUEMKM aHHOW TexHonorun. NepevncneHHble Boille hakTopbl
MOTYT 3aTpy4HUTb paboTy cMcTeMHOro agMmnHucTpartopa. lNMpuHuyun basoBoro nogxoaa odneryaeT yCTaHOBKY.
MonoxuTtenbHas oueHka paboTtsl IMMC, BbiICTaBneHHasa NonbL3oBaTeNAMU NpY ee paccMOTpeHnn (obcneposa-
HUK), MOXET UMETb peLuatoLLiee 3Ha4YeHne nNpu npunemke cucrtemsl. lNpocmotp padotel JIMMC Ha cTagum ee ycTa-
HOBKW MOMOXXET CUCTEMHbLIM aaMUHUCTPaTopaM B Noadope nHdopMaLmMm 411 TOHKOM HACTPOKN.

8.6.3.2 YcraHoBka Takke TpebyeT nnaHMpoBaHust OyayLmx npobnem ¢ cMcTeMON, BKINtoYasa OTCNeXmMBaHue
3TMX NpobrneM, ycuneHne NOAAEPXKKM KNMeHTa NpoA4aBL,OoM, 3anpockl 06 yCTaHOBNEHUMN U BO3pacTaHUM Yncna
owmnboK (Kak Anst NpOeKTUPyeMoro, Tak U OCHOBHOIO NpoAyKTa), BOCCTaHOBNEHWE CUCTEMbI, BOCCTaHOBIEHNE
OaHHbIX.

8.7 ®aza 6 — akcnnyarauus (pyHKUMOHUPOBaHME) U OGCNyXMBaHue

Bonpockl no akcnnyatauum n obenyxmeanuto JIMMC BkntovatoT B cebs pesepBupoBaHue AaHHbIX, BOCCTa-
HOBMEeHWE AaHHbIX, ynpaBneHve pasnuyHbiMyu 6aszamMmu AaHHbIX U 3a4avamu no onTuMmnsaunm, obcnyxmesaHume
MOnb30BaTENbCKOro cyeTa u obLLee pyKOBOACTBO, HAaNpuMep, ynpasieHne CepPBUCHBIMU KOHTPaKTaMu, a Takke
obcnyxunBaHme 1 MoO4epHM3aLMI0 MPOrpaMMHOro obecneveHms/annapaTHbIX CPEACTB.

8.7.1 Wrat INMC 1 opraHm3aums pasmelleHus

Ons nabopaTtopum co WwtaTtom npubnuautensHo 50 YenoBek MOXET NOTpeboBaTbCA HE MEHEE OOHOTO Yero-
BeKa C NOMHOM 3aHATOCTbIO, 3aHUMaloLLEeroca ncknioumTensHo obenyxmnsaHnem JIMMC. B 6onblunx nabopato-
pYSX 3TUM MOTYT 3aHUMAaTbCH OT ABYX 0 NSATN COTPYAHUKOB C MOSTHOW 3aHATOCThI0, nogaepxusatowmx JIMMC un
nabopatopHyto asTomatusauyuto. LLtat JIMMC o6bi4HO NnopgaepkvBaeT aBToMaTnsauumo nabopaTtopum, BKoYas
JIMMC, nony4yeHune n HakonneHne gaHHbIX 1 poboToTeXHMKY. OpraHm3aLmm, B KOTOpPbIX €CTb OTAENbI N0 06paboT-
Ke JaHHbIX, JOIMKHbI PELUNTb, rae pa3MecTuThb Wrat no noaaepxke JIMMC — HenocpeacTBEHHO B nabopaTtopmm
unu B otaerne no o6paboTke AaHHbIX. PaKTOPbI, KOTOPbIE BYAYT NPUHUMATLCHA BO BHUMaHME C TEM, YTODbI kak
MOXHO nydwwe nogaepxusaTtb JIMMC, gomkHbl BKToYaTh B ceb9 4OCTYNHOCTb M ONepaTUBHOCTL LUTaTa Mo Noa-
aepxke NVIMC B OTHOLLIEHMM 3aMPOCOB COTPYAHUKOB Nabopatopuu. B HeGonbLmx nabopatopusax pyHKLMM CO-
TpyaHukoB no nogaepxke JIMMC moryT 6bITb pacnpeaeneHsl Mexay coTpyaHukamm nabopatopumn. Haebiku pabo-
Tbl C KOMMbLIOTEPOM U cUCTEMOW, Tpebyemble ans wrata JIMMC, BapbMpyloT B 3aBUCUMOCTY OT NPUMEHSEMOW
TexHonornn. Cuctemsl, BHeapsaeMble C MCNOMb30BaHNEM OCHOBHbLIX CTPYKTYP UM MUHUKOMMBIOTEPOB, 06bIYHO
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TpebyloT pecypcoB WTaTa C HaBblkamMu AN NOAAEPXKAHUSA 3TON apXUTEKTypbl. igeanbHbiM KaHouaoaToMm ans
BkntoveHns B wrat JIMMC aBnsetca nepcoHa kak ¢ 1labopaTopHbIM, Tak U C KOMMNbIOTEPHBLIM ONbITOM. Hantu
NoaxoasaLmMx KaHAMAATOB Kak C NabopaTopHbIM, TaK U C KOMMBIOTEPHBIM OMbITOM MOXET ObITb OCTATOYHO CIOX-
Ho. CnegyeT OTMETUTb, YTO BONbLUMX YCNEeXoB AobmBaloTca Te nabopatopum, B KOTOPbLIX NPOBOAUTCSA Nepuo-
andeckoe 0byyeHne nabopaTtopHOro nepcoHarna anst NpruodpeTeHns HOBbIX HABLIKOB paboTbl Ha KOMMbIOTEpE.

8.7.2 besonacHocTb

Monutuka n npoueaypbl AOMMKHbI BbITb YCTAHOBMEHbI TaK, YTOObLI AOKYMEHTMPOBATL 4OCTYM Nonb3oBaTenen
K JaHHbIM, NpyBUNErMn ansg obHoBNeHWs, BBOAA U yaaneHus ganHbix. MNpusunernm B pamkax JIMMC goskHbl
6bITb 0603HaYEHbI B TEPMUHAX AEMNOBbLIX MOTPEBHOCTEN, rapaHTMPYs LEMOCTHOCTb AaHHbIX, PACCMOTPEHNE BOMNPO-
coB obecneyeHns n KoHTpons kadectsa (QA/QC), oenoByto 3TUKY U yBEPEHHOCTb 3aKa34mka (KnMeHTa) OTHOCU-
TenbHO CEKPETHOCTU M 6e30MacHOCTU AaHHbIX. [lormkHa ObITb yCTaHOBMNEHa NpoLeaypa AOKYMEHTUPOBAHUS M3Me-
HeHWsa NpuBuNernii Ans none3osarenen. Npouedypa [ormKkHa NPUHMUMAaTL BO BHUMaHUE NOOLLpeHne Nonb3oBare-
neMw, 3aBepLUeHne AeATENbHOCTU (YBOMbHEHWS) M MOHWXKEHME B JOIPKHOCTU NONb30oBaTeNen.

8.7.3 Pe3epBupoBaHue, KonupoBaHue

HormxHa 6biTb yCTaHOBMNEHA NOMWUTUKA CO34aHUSA pe3epBHbIX KONui. MNMonuTrka gomkHa onpegensTb TUM
pe3epBHOM KONuK (KOMWUIA) M 4acTOTY CO34aHNst pe3epBHON konuu (konuid). NMpobnema HegonyCcTUMOCTM MOTEPU
AaHHbIX JOMKHA pacCMaTpmBaTbCs Ype3BblHanHO BHUMATENBHO.

8.7.4 ABapuinHoe BoccTaHOBJIeHUe

JomxHa 6bITb ycTaHOBMNEHa NpoLeaypa aBapuiiHOro BOCCTaHOBEHNS. TPEHNPOBOYHbIE 3aHATUS NO aBa-
PUNHOMY BOCCTaAHOBEHMIO AOSMKHbI MPOBOAUTLCS C OnpeaeneHHOM YacTOToN.

8.7.5 ApxuB faHHbIX

ApxuB gaHHbIx JIMMC gomkeH neprMoamyeckm A0NONHATLCSA U UCMONb30BaTbCA, YTOObI yNpaBnaTb obrac-
Tb0 NAMSATU CUCTEMbI Y (DYHKLIMOHUPOBAHMEM.

8.7.6 CucremHoe agMMHUCTPUPOBaHME

®yHkymoHmpoBaHme JIMMC B HopmManbHOM pexxume BKIoYaeT B ce0s pyTUMHHBIE NpoLeaypbl N0 perncTpa-
uum obpasLa, BBOAY pesyrbTaTta, NpoBepke (BepudukaLmm) pesynbtata n 0T4eTHOCTU. [1poBepka LienIoCTHOCTH
OaHHbIX ABNSIETCSA NOCTOSIHHOW 3aaader. CneuyanbHoe nporpaMMHoe obecneyeHne CMCTeMbI, ayauTopckas npo-
cnexuBaemocTb, oT4eTbl JIMMC ncnonbaytoTcst, YToObI KOHTPONMPOBaTL BEPHOCTL AaHHbLIX JIMMC n nHgopma-
unn. Hosble npnbopsl coeguHstoT ¢ JIMMC ansa nepegaym nHgpopmauyun. CBA3mM € BHELLHUMKU CMCTEMaMM Noa-
OepXxumBaoTca u obecnyxumpatroTca. 3agaym no NpodunakTMyeckomy ob6Cny>KMBaHuiO BINOMHAKTCSA C MCNOSb-
30BaHWEM 3apaHee COCTaBNEHHOro cnmcka. HemcnpasHble eguHULLI annapaTtHOro 06opyaoBaHNs AOMMKHbI pe-
MOHTUpoBaThbCs. Nogaepxka nporpaMmmMHoro obecneyeHmst nposoamnTcs npogasyom JIMMC, ncnonb3yowmm ro-
nocosyto (TenedoHHY0) CBA3b, Pakc, SNEKTPOHHYIO NOYTY U MOOEMHYIO MOAAEPXKKY.

8.7.7 Perynupyrowme Tpe6oBaHus (HOpMaTUBHbIE JOKYMEHTHI)

Okonornyeckme nabopatopun AOIMKHbI NPUAEPXKMBATLCA TPEOOBAHMI HOPMATUBHBLIX JOKYMEHTOB U MPUH-
uynnos GALP, GLP n GMP.

8.7.8 O6cnyxuBaHue U nopgaepxKa

Ons kommepyeckmx JIMMC obbluHO CyLLIeCTBYIOT CornalleHns o noaaepxkke u obcnyxmBaHum, Kotopble
OXBaTbIBalOT TEXHWYECKYID MOAAEPXKKY C pasnMyHbIMU YPOBHAMM 06cnyxmBaHus. CornalweHms o6 obcnyxu-
BaHUM MOTyT BKIOYaTb B cebs cchopMynupoBaHHbIe Unu npegnonaraemble YyCnosms MogepHu3auum nporpam-
MHOro obecneyeHus 1 06yyeHus, a TaKke YETKME ONpeaeneHns Kak Ans nonb3oBaTens, Tak U Ans npogasLa o
npegnonaraeMbix BUAAX NOAAEPKKM Ha NPOTSHKEHWUM AENCTBUS cornatleHms. B cornawwennm 06 obcnyxmBaHmm
OOMKHO ObITb 06CTOATENBHO O6BACHEHO, Kak ByayT paspeLluaTbCsi pa3HOrnacust OTHOCUTENBHO OBCIYXXMBaHUSA, U
3TV NYHKTbI AOMKHbI ABNSATHCSA YacTblo KOHTpakTa ¢ npogasuom JINMC.

8.7.9 KoHTpOonb U3aMeHeHun

YnpaeneHne KOHTponem/koHpurypaumer naMmeHeHnn urpaet BaxkHyto porib B padote JIMMC. N3ameHeHuns B
annapaTHbIX CpeAcTBax, NporpamMmmHoM obecneyeHnm, nabopaTopHOM LUTaTe 1 nabopaTopHON cpeae OOSKHbI
TLLaTeNbHO NPOBEPSATLCH U KOHTponupoBaTtbhces. [Mpogasel, 06bIMHO Nepuognyeckn obHOBNSET NporpammMHoe
obecneyveHne JIMMC. Wrat nogaepxkn JIMMC ToXe MOXET HacTpanBaTb NporpammHoe obecnevenune JIMIMC.
O6HoBneHusi/HacTpoikn nporpammHoro obecneveHus JIMMC HyxaaloTcs B TeCTUpoBaHuu/Banvaaumm nepes
BBOJOM B 3KCMJTyaTaLMo HOBOro nporpaMmMmHoro obecneyeHms. NMoctosiHHoe 06yyeHmre nonb3oatenen JIMMC n
06y4yeHne HOBbIX Nonb3oBaTenen HeobxoamMmo, YTo6bl NoNb3oBaTeENV NOAAEPXKMBanM TekyLuyto Bepcuto JIMMC ¢
HOBbIMW XapakTepucTukamu (napametpamm). [Mpouenypbl KOHTPOnsA nameHeHni JIMMC gomkHbl OCyLLeCcTBAATLCS
Ha Ha4arnbHOW cTaanm BHegpeHus. C MOMOLLbIO NPOoLEeAYP KOHTPOSS UBMEHEHWUI AOMKEH ObITb ONpeaeneH Kpyr
N, yNONHOMOYEHHbIX (aBTOPM30BaHHbIX) ANS YTBEPXAEHNSA U3MEHEHW (annapaTHbIX CPEACTB U NPOrpamMMHOro
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obecneyenunst). JomkHbl ObITb pa3paboTaHbl cTaHAapTHbIE POPMbI AN1S NPOCNEXNBAHNS U YNPaBeHNsa U3MeHe-
HUAMW. AﬂbTepHaTMBOVI MOXeT ABNATbCA MNOKYNKa KOMMep4eCKoro nporpaMmmMHoOro obecneyeHns c BO3MOXHOC-
TbIO KOHTPOMSI UBMEHEHWIA. HacTponku K kogam JOMKHbI 6bITb AOKYMEHTUPOBaHbI 1 YTBEPXKAEHbI C NCMONb30Ba-
H1em opmarnbHon npoueaypbl. HacTpoikm AormkHbI BKIIOYaTb B cebsi 06bem paboT, AeTanvsnpyowuin gerno-
Bble NOTPEBHOCTM NPU HAaCTPOWiKe, AeNoBble NOTPEOHOCTN yCTaHABMBAIOT KOAEKC AENOBOro pernaMmeHTa, KOTo-
PbI AOIMKEH COOTBETCTBOBATh AeTarbHbIM (pyHKLMOHaNbHbIM TpeboBaHusaM. MiHdopmaums, npocnexvsaemasi B
npouecce W3MeEHEeHWI, JOMKHa BKNoYaTb B cebs TpeboBaHus, KOTOpbIe BCTPEYalTCA nepes yTBepXaeHnem
N3MEeHeHW, nepecMmoTp umucen (UMdp) BCeX KOOOB, MOABEPratoLLMXCH UBMEHEHMIO, OTBETCTBEHHOCTL 3a
OOKYMEHTMPOBaHWE UCTIbITaHWI, yTBEPXKOEHNE N3MEHEHHBIX BEPCUI 1 NEepeMELLEHNE U3MEHEHHbBIX BEPCUI B NPO-
N3BOACTBEHHYIO Cpeay.

8.8 ®aza 7 — BbIBOA (M3bATHE) IMMC 13 ob6palwieHUs (3ameHa, apxmBmpoBaHue)

8.8.1 ApxuBupoBaHue faHHbIX UMK NepemMeLeHne

8.8.1.1 BbiBOA 13 ynoTpebneHus, 3ameHa (unun oba cny4vas) JIMMC

MnaHmpoBaHune 3ameHbl JIMMC gormkHO nponcxoauTs B CaMOM Havane xu3HeHHoro umkna JIMMC. TexHo-
norus (NnporpammHoe obecneyeHne 1 annapaTHble CPeACTBa) MEHAETCS OYEHb ObICTPO. TEXHONMOMMYECKUIA LMK
4yacTo KopoYe, YeM TUNUYHbLIV Lk BHeapeHus JIMMC. NpocTtota namMmeHeHus ogHown cuctembl JIMMC Ha gpyryto
OYeHb BaXXHa B CBA3U C KOPOTKUM TEXHOJITOTMYECKNUM LIMKITOM. MNosiBnsoTCcA BOMPOCHI O TOM, KaKk BOCCTaHaBIN-
BaTb, 3anoMmnHaTb 1 coobwaTtb 0 AaHHbIX JIMMC, cobpaHHbix u3 cuctemsl JIMMC ctaporo BapuaHTa. K aTnm
BOMpOcaM OTHOCATCA: NpeobpasyeTe nu Bl cTapbie (pekoMeHaoBaHHbIE) AaHHbIe, NogaepxuBaeTe nv Bel cTa-
pble annapaTHble CpeacTBa, YTOObl BOCCTaHOBUTL AaHHbIE Ha OrpaHMYeHHOW 6a3e (BbICOKMI PUCK Ha MPOTSXKEHNM
cpegHero 1 AnMTenbHOro nepMoaa BpeMeHn), unu copaceiBaeTe Bce AaHHbIe B CUCTEMY TpeTbeW CTOPOHbI AN
apxuea?
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MpunoxeHne X1
(pekomeHayemoe)

KOHTpONbHbLIN cCNUCOK TpeboBaHUM K PYHKLMOHANbHbIM
BOo3MoXxHocTam JIMMC

X1.1 [daHHbIA KOHTPOMbHbIA CMMCOK TPebGoBaHWIi K PyHKLMOHANbHbIM Bo3MoxHocTsM JIMMC npegHasHayveH ans
none3oBaTenen HacTosawero «CraHgapTHoro pykosogctea no JIMMC», koTopble paccMaTpuBaroT BOMPOCH! 3aKyMku, MO-
AepHusaumm nnu passepTbiBaHns JIMMC. MNockonbky Lienu BecbMa OOLIMPHBI, O4EHb BaXKHO, YTOObLI MONb3oBaTenu nc-
nonb3oBanu AaHHoe PyKOBOACTBO B TOT Meprog, Koraa OHW cobmnparoT 1 AOKYMEHTUPYIOT COBCTBEHHbIE PYHKLMOHANbHbIE,
TexHu4eckne TpeboBaHus, a Takke TpeboBaHua Kk 6e3onacHoCTN M BusHec-NpoLeccamM, OTHOCALLMMCS K NOTPEBOHOCTAM
MX KOHKPETHOro npoekTa.

X1.2 Xopowo NpoAyMaHHbIR 1 BbIMNOMHEHHbI npouecc cbopa TpeboBaHWiA, OXBaTbIBaAOLWMIA OBLLUMPHYIO rpynny
3anHTepecoBaHHbIX CTOPOH, BKIOYas Tex, KTo ByaeT co3gasatb uHtepderickl ¢ cuctemon JIMMC, aBnseTcsa KpuTnyeckum
anemeHTOM ycnelwHoro npoekta JIMMC. 3ayacTyto rpynna 3anHTepecoBaHHbIX CTOPOH HaxOAUTCA BHe LiTaTa nabopaTto-
puun 1 BKNoyaeT B cebst npeacTaBuTenen, 3aHUMalLLMXCS TakKuMu NpobnemMamm, Kak Ka4ecTBO, HOPMaTUBHOE Perynupo-
BaHWe, MPOM3BOACTBO, NMPOEKTMpOBaHMe u ynpasneHue. Ecnu npouecc cbopa TpeboBaHuWii, KOTOPLIV B TUNUYHOM Cryyae
COCTOWUT M3 PaCCMOTPEHNS CYLLIECTBYIOLLMX JOKYMEHTOB, OMpoca 3aMHTEPECOBaHHbIX CTOPOH U COBMECTHbIX 3acefaHui
no obcyxxaeHuo npoekta npunoxerui (JAD, Joint application development — coBmecTHas pa3paboTka NpunoxeHui),
He reHepupyeT HeOBXOAUMOro YPOBHS AeTanuaaummn Kaxaoro Tuna tTpeboBaHnii, ManoBeposaTHO, YTO NepBOHaYasbHbIN
BapuaHT JINMC 6ygeT ycnewwHbim.

X1.3 KOHTpOnbHBbIN cnmMcok dyHKLmMoHanbHbIx Tpebosanuin JIMMC npeacTtaeneH B Buae kpynHodgopMaTHon Tabnum-
ubl. Tabnmua umeeT NATb KOMOHOK, KaXAas M3 KOTOPbIX ONMcaHa Huxe.

X1.4 MNepBas konoHka BkM4aeT B cebs CCbINOYHYIO HymepaLumio. JTa KOMOHKa BKoYaeT B cebs nepekpecTHo-
CrpaBoYHble KOAbl, NMPUBEAEHHbIE Ha pucyHke 2. [epekpecTHo-CnpaBoYHas HyMepauus UCMomnb3yeTca BO BCEM  [OOKY-
MEHTE 1 JOIKHa MCNOoMb30BaThCA ANA NoMnyYyeHus AeTanbHoW MHopMaLumn o 3HavYeHnn Kaxaoro TpebosaHms, onucaH-
HOro B HacTosILLlEeM CTaHadapTe.

X1.5 Bropas konoHka «®yHkumsa JIMMC» npegHa3sHadeHa ans nepevmcrnenns nepsuyHblx dyHkumin JIMMC, Bknto-
Yas paboune/npoueccHble NOTOKW, MOTOKU AAHHBIX, BKIOYaoLwme B cebs Bepudmkaumio (MpoBepky), Banmgaumio 1 Bbl-
nycK, a Takke pacCMOTpeHne PYHKUNUIA yNpaBneHnsa XuU3HeHHbIM Lukrinom npogykta JIMMC, Takux kak apxmBmpoBaHue
1 n3baTne ns akennyatauymun. C Apyrov CTOPOHbI, 3TN dNEMEHTbI AOMKHBI ObITh Aanee pasnoXeHbl Ha COCTaBHbIE YacTu U
NOABEPrHYTbl HACTPOWKE B COOTBETCTBUM CO crneuuduryecknmm TpeboBaHnsamu K NnpoekTy. K kputepusam, kotopble byayT
paccMOTpeHbI, Takke OTHOCATCA BbINOMHEHWE MPoAaBLIOM CBOUX 006A3aTenbCTB U OLEeHKa CTOMMOCTMW.

X1.6 TpeTbsl konoHka «KpUTUYHOCTbY» YKa3blBAET Ha CTEMNEHb KPUTUYHOCTU KaXXOoro afemMeHTa, NpUBEAEHHOrO B
cnucke PyHKUMA. « KpUTUYHOCTL» B 3TOM Crydae OTHOCMTCH K noTpebHocTsM BmaHec-npoLeccoB Anst 0COH6EHHbIX yHK-
Uuii B NepeyHe BO3MOXHOCTeW. Hanpumep, KpUTUYHOCTb MOXET ObiTb BblpaXeHa creayiowymMm obpasom:

X1.6.1 BbICcOkuin, CpeaHWI, HU3KNIA YPOBEHb.

X1.6.2 Cny4yarnHasa unun patanbHas owubka B nporpaMMHOM obecneyeHnn; HeobxoaMMOCTb UNn NpeanoYTeHe
(npn BbIGOPE YHKLMOHANBHOCTHN).

X1.6.3 KputnyHas, BaxHas, xenaTtenbHasa yHKUMS.

X1.7 BaxHo, 4ToObl BO BpeMsi cbopa, hopMUPOBaHNS U CEFMEHTMPOBaHUS TpeboBaHUI OHWU KnaccuduumpoBa-
NINCb AN OTPaKEHNA KPUTUYHOCTU, Tak Kak 6onblumHeTBo cnctem JIMMC He obecneunBaeT Beex xenatenbHbIX PYHKLM-
OHanbHOCTEN B «KOPOOOYHOM» NPOAYKTE, Aaxe Mocrne OOLIMPHOro KOHMUIYPUPOBaHUS UM HACTPOWKN. YUYeT Kputuyec-
Koro chbaktopa AN Kaxaon yHKUMM MOMOXEeT B OueHKe npoaykTa. Hanpumep, ecnu noteHuuanbHoe pelueHne Ans
npoaykTa He MoXeT obecneynTb KayeCTBEHHOE NPUMEHEHWEe CroXHON nnu Tpebyemoin nonb3osartento yHKLUN, OHO
(peleHue), kak npasuno, byaeT ycTpaHeHo Ans 6yayLiero paccmoTpeHus. Ecnnm dyHKUMM OTHOCATCS K pa3psiay HECOoX-
HbIX WIN XenaTternbHbIX, TO NONMb30BaTeNb MOXET NPUHSATL pelleHre Anga Bbibopa 3Toro Npoaykra, HO AOMKEH MpU3HaThb
orpaHuyeHue, naeHTMduUMpoBaHHOe B MpoLecce aHanusa HegoCTaTKoB.

X1.8 YeTtBepTas konoHka «BosmoxHoCTM» npegHa3HavaeTcs ANns Toro, YTobbl pacCMOTPeTb NPOEKTHbIE NOTPeD-
HOCTM B onpegeneHun pyHKUMoHanbHbIx obnacten npoekta JIMMC. BBog 06bIMHO OrpaHM4MBaeTcst MPoCTbiMu OyneBc-
KMMU 3HaveHuamu, T. e. pga/Het, T/F (true/false — npaBunbHo/ownb04HO), 0/1 n T. A.

X1.9 Narasa konoHka «OnpegeneHne BpeMeHn» UMeeT oTHoLleHne K Ton dase BHegpenus JIMMC, roe Tpebyetcs
AaHHas yHKUMOHanbHas BO3MOXHOCTb. BHeapeHue cnoxHbix cuctem JIMMC pacnpegensietca no 3atanam, COrfacHo
KOTOpbIM onpegeneHHble 6a3oBbie dyHkumm JIMMC BHeOpsAlOTCA Ha paHHUX 3Tanax, a AoMOoNHUTENbHble YHKLUN OO-
6aBnsATCA Ha nocrnegylowmx atanax. BHedpsiowas opraHusaums MOXeT 3apaHee onpegenqTe npubnuantensHoe
pacnpegeneHue no atanam 1 ykasaTb B CMMCKe, KakoMy 3Tany BHeAPEHUsi COOTBETCTBYeT kaxaas u3 dpyHkumn JIMMC.

X1.10 Hactosawui ctangapT pekomeHayeT nonb3osatenam JIMMC vcnonb3oBaTh AaHHbIN CNMCOK 0COBeHHOoCTen/
YHKLMIA B Ka4eCcTBe MCTOYHUKA, KOFAA OHU HaYuHaT cOop, cerMeHTUpoBaHve, pacnpeaeneHne no NPMoOpuTETHOCTH, a
Takke AOKYMEHTUpOBaHWEe TpeboBaHWi K (OYHKLMOHAMNBbHLIM U TEXHUYECKMM BO3MOXHOCTAM, 6€e30nacHOCT! 1 AenoBow
aKTMBHOCTM nx ByayLien cneuuduyeckon nepsoHavansHon JIMMC.
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Homep ccbifiku dyHkuusa MMMC KputnuHoctb 827::3 O;‘?ee“ﬁlg:f:ze
rpaHuL

LC-1.1 Peructpayus

LC-1.1.1 Pernctpauns o6pa3sLoB B aBTOMaTU4ECKOM
pexnme

LC-1.1.11 KaneHgapHoe nnaHupoBaHue perucrpa-
uun obpasuoB

LC-1.11.2 MnaHvpoBaHwe peructpaummn obpasuos —
3anyckatowee cobbiTne

LC-1.1.1.3 Peructpauusi o6pasuoB ons nsyyeHusi cta-
GunbHoCTH

LC-1.1.1.4 MpenBaputensHasa pernctpauus obpas-
LoB

LC-1.1.1.5 Pernctpauyma paboyero notoka sanyLieH-
HbIX 0OpasLoB

LC-1.1.1.6 Pernctpauus o6pasuoB M3 BHELIHWUX CUC-
Tem nnu dpannos

LC-1.1.1.7 lMpucBoeHne MapKkMpOBKM KaxaoMy obpas-
LUy B aBTOMaTU4eCKOM pexvmMe, Npoun3Bo-
avmoe JIMMC

LC-1.1.1.8 OTtyeTbl 0 permcTpauun obpasuos

LC-1.1.2 Pervnctpauus obpasyoB B py4yHOM pexu-
me

LC-1.1.21 Perncrpauyusa otaensHoro obpasua

LC-1.1.2.2 Mcnonb3ayemble LLaGMoHbI

LC-1.1.2.3 CneyuvanbHble crny4dau

LC-1.1.2.4 Pervnctpauust Heckonbkux o6pasuoB

LC-1.1.2.5 Mcnonb3yemble LIaGMoHbI

LC-1.1.2.6 CneuwmanbHble cnydan

LC-1.1.2.7 OT4eTbl 0 perncTpaumm obpasuoB

LC-1.1.2.8 Moandukauma mcnuiTaHUs, HasHa4YeHHo-
ro Ha obpasubl B TeyeHue perncrpauuu
ob6pasuos

LC-1.1.2.9 Mpownssogumasi JIMMC yHukanbHas Hyme-
pauus, HasHa4YeHHasn Ha kaxabli obpasel,
B aBTOMAaTUYECKOM PEXUME

LC-1.1.2.10 CneumnanbHas perucTpaums obpasua u
HasHayeHve Ha ucnblTaHue

LC-1.1.3 WcnbiTaHme rpynn obpasuos

LC-1.1.3.1 Pernctpaums rpynnel unu naptnm obpas-
LoB

LC-1.1.3.2 Pernctpauus obpasuoB M3 BHELUHUX CUC-
TeM unu dannos

LC-1.1.3.3 OnpeperneHHble nonb3oBaTeniemM MeToAbl

perncrpaymm obpasuyos
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Mu obpasuyamu

Homep ccbisiku dyHkuusa MMMC KputnuHocTb 82?::3 O;s:“ﬁl;lﬁ::l(e
rpaHuL

LC-1.1.3.4 OnpegeneHHble nonb3oBaTenem obpasubl
Onsa perucTpauumn, otobpaxeHHble Ha K-
paHe

LC-1.1.3.5 MpocTtoTa pernctpauynn obpasLos

LC-1.1.4 [pumeHeHne cneundukaymn ans mcnbl-
TaHui

LC-1.1.41 LLlabnoHbl Ans ycraHoBneHus npegenos B
UCMbITAHNAX, KOTOPbLIE AOSMKHBI ObITb Npe-
ponpegenexsl

LC-1.1.4.2 [Oo6GaBneHne unu yganeHve UCNbITaHUN
unu npodomnen Ans 3aperncTpupoBaHHbIX
obpasuoB

LC-1.1.4.3 Pernctpauus obpasuoB M3 BHELIHWUX CUC-
Tem vnu dpannos

LC-1.1.4.4 Peructpayusa noctynneHua obpasuya ans
npenBapuTenbHON peructpaummn obpasua

LC-1.1.5 OTMKETKN/WTPMX-Koabl

LC-1.1.51 Pacneyatka 3TUKETOK AN KOHTENHepoB
(c vnu 6e3 WTpux-kOJOB)

LC-1.1.5.2 PacneuaTtka otyeta TpeboBaHWIA K KOHTEN-
HepaMm u3 pacnucanus (rpaduka)

LC-1.1.5.3 PacneuaTtka aTUKeTOK 13 XXypHana perucr-
pauun 06pasuoB (Co WTpUX-Kogamm)

LC-1.1.54 PacnevaTtka aTukeToK M3 pacnmcanus (rpa-
dbuka)

LC-1.1.55 Pacnevatka gaHHbIX 0 NoCTynneHun obpas-
ua

LC-1.1.5.6 Pacneyatka MmapLupyTHOro nucrta oopasuos
n3 pacnucaHusa (rpadguka)

LC-1.1.5.7 OnpegeneHHble nonb3oBaTtenem cgopma-
Tbl 3TUKETOK

LC-1.1.5.8 [MpocToTa PyHKLUMM NPUCBOEHUS MapKu-
pOBKM

LC-1.2 YnpasneHune obpasuamu

LC-1.21 MonyyeHune obpasuos

LC-1.2.2 PacnpeneneHve obpasuos/uenoyka xpa-
HeHunst nHpopmaumm o6 obpasue

LC-1.2.21 Llenoyka xpaHeHusi nHgpopmaumm o6 06-
pasue

LC-1.2.2.2 MapuwpyTtusauyusa (HanpaeneHue) obpas-
LoB

LC-1.2.2.3 XpaHeHue n yganeHve obpasuoB

LC-1.2.2.4 YnpaBneHve VHBEHTapu3aunen xpaHumbl-
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Homep ccbifiku dyHkuusa MMMC KputnuHoctb 827::3 O;‘?ee“ﬁlg:f:ze
rpaHuy,

LC-1.2.2.5 Pa3melyeHne obpasLos/ynpaenenne pas-
MelLleHnem

LC-1.2.2.6 HocTyn K uHopmauum o pacnpegeneHumn
o6pasLoB, xpaHeHUn 1 GesonacHocTM B
peXnMe «OH-NanH»

LC-1.2.3 OT4eTHOCTb

LC-1.2.31 Pabouve nuctbl ona cekumii M aHanuTu-
KOB: pacnevaTka 3akas3oB Ana pabouen
rpynnbsl U aHanUTUKOB

LC-1.2.3.2 Pabouve nucTel Ans rpynn cneyuanmanpo-
BaHHbIX 0Opas3sLoB: pacrnevaTka 3aKka3oB

LC-1.2.3.3 Jluctel pacnpepeneHus obpasuyos

LC-1.3 OcHoBHbIE paboyne noToku nabopatopuu

LC-1.3.1 HasHayeHne aHanutuka

LC-1.3.1.1 Bbibop MeToOoB MCMbITAHUSA UM obpas-
uoB

LC-1.3.1.2 OnpepneneHHble nonb3oBaTeniemM MeToAbl
Has3HavyeHus Ha paboTty

LC-1.3.1.3 Pabouve nucTbl 4na aHanuMTuka (pacneva-
TaHHbIE UMW B 3MEKTPOHHOM BUAE)

LC-1.3.1.4 Jluctel pacnpegenexus

LC-1.3.1.5 Llenoyka xpaHeHusi uHdopmaumm 06 ob6-
pasue

LC-1.3.1.6 MapwpyTtnsaumsa (HanpaeneHue) obpas-
LoB

LC-1.3.1.7 XpaHeHue 1 BoccTaHoBNeEHMe obpasLoB

LC-1.3.1.8 [poBepka cepTudukauumn aHanutTuka

LC-1.3.2 HasHayeHne Ha npubopel

LC-1.3.2.1 Bbibop 3agau

LC-1.3.2.2 eHepupoBaHne nocnegoBaTenbHOCTU
npubopos nnu ynpaenstoLero cana

LC-1.3.2.3 (MonbITka 3arpy3ku 1 nepegayun nocnego-
BaTeNbHOCTU B charin)

LC-1.3.2.4 lMposepka kanubpoBkM u O06CRyXMBaHNA

LC-1.3.3 BBoa AaHHbBIX B PYYHOM pexunme

LC-1.3.3.1 OtgenbHbll  obpasey cornacHo obpas-
Ly/mcnbITaHnio

LC-1.3.3.2 MHorouncneHHble obpasubl cornacHo pa-
6oyemy NUCTy 3aKa3o0B U UCMbITAHWA

LC-1.3.3.3 Pabounin nucT BBOAa AaHHbIX ANs OTAENb-
HOro0 M MHOTOYMUCIIEHHBIX 06pa3LoB

LC-1.3.3.4 OnpepneneHHblli Nonb3oBaTenemM MeTos,

BBOAa pe3ynbTaToB
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Homep ccbisiku dyHkuusa MMMC KputnuHocTb 82?::3 O;s:cg:ﬁl:ze
rpaHuL

LC-1.3.3.5 KpynHodopmaTHble Tabnuubl unu npeae-
nbl 4NS aBTOMaTU4ECKOro BBOAa

LC-1.3.3.6 YnpaBneHue nHeeHTapusaymnen xpaHmmbix
obpasuos

LC-1.3.3.7 PacnonoxeHne obpa3uyoB v ynpasneHue
UX pacrnonoXeHnem

LC-1.3.3.8 [ocTtyn Kk nHdopmaumm o pacnpegeneHnm
obpasuoB, xpaHeHuio n 6esonacHocTn B
pexmmMe «OH-NamnH»

LC-1.34 ABTOMAaTUYeCKUn BBOJ, AaHHbIX

LC-1.3.41 CTtaHpgapTHbIN uHTepdenc npubopos
RS-232

LC-1.3.4.2 Cuctembl cbopa

LC-1.3.4.3 YnpaeneHve npubopom (OByHanpaBneH-
Hoe)

LC-1.3.4.4 YnpaBneHne aBTocamniepom

LC-1.3.4.5 Po6oTn3anpoBaHHble cucTemsl

LC-1.3.4.6 [MpocMOTp aBTOMaTU4ECKM BBEOEHHbIX pe-
3ynbTaToB

LC-1.3.4.7 Mepepaya (nepeHoc) darinos

LC-1.3.4.8 OnpeaeneHHbli Nonb3oBaTeneM MMMNOPT
WHCTPYMEHTOB

LC-1.3.4.9 Beoa pesynbTatoB OT 06pasuos, nepe-
CMaHHbIX U3BHE U N3 YYyXNX CUCTEM

LC-1.4 lMpocmoTp (paccmoTpeHune)

LC-1.41 Bepudukauma paHHbIX

LC-1.4.11 MpocmoTp (paccmoTpeHne) n Bepuduka-
UUS UCNblTaHWI PYKOBOACTBOM, KOHTpOne-
powm, cneumanucTom B obnactu obecneve-
Hus kadvecTBa (QA)

LC-1.4.1.2 MepennaHupoBka UcnbITaHW, 06pa3yoB

LC-1.4.1.3 YTBepxaeHne obpasuyos

LC-1.4.1.4 CraTyc COeiMHEHNSI C BHELLHNMUW CUCTEMa-
Mn

LC-1.4.1.5 OnpepgeneHHble nonb3oBaTenemM MeToAbl
npocMoTpa U yTBepXaeHus

LC-1.4.1.6 PepaktnpoBaHune/koppekyma AaHHbIX

LC-1.4.1.6.1 WHdopmauma o pegaktnpoBaHum obpas-
ua

LC-1.4.1.6.2 PesynbTaTbl pegakTupoBaHusa UCNbITaHWUS

LC-1.4.1.7 YTepsiHHble cneuyundukalmm

LC-1.4.1.8 MpubnuantensHas npoBepka cneunduka-
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rpaHuL

LC-1.4.1.9 OnpepeneHHas nonb3oBaTesiemM MpoBep-
Ka cneymdumkaymm

LC-1.4.1.10 Onpegenexne cneymanbHon cneunduka-
uun nocne peructpauumn obpasua

LC-1.4.1.11 Cneundukayum, OCHOBaHHbIE Ha pe3ynb-
TaTax MCnbiTaHUi

LC-1.4.1.12 MpepynpexaeHve nonb3oBaTento O cne-
undpumkauun (cnbilimmoe, otobpaxeHHoe
Ha aKpaHe cooblieHue, BblaeneHue uBe-
TOM, cneumanbHasi oTMeTKa, curHan)

LC-1.4.1.13 OnpepgeneHHbii NO 3aka3y nonb3oBaTens
anropuTMm Ons npoBepku cneumdumkaummn

LC-1.4.1.14 PaccmoTtpeHune u yTBepxaeHue pesynbTa-
TOB

LC-1.4.1.141 PaccmoTpeHue n Bepudmkayma ncnoita-
HUN

LC-1.4.1.14.2 MepennaHupoBka wucnbiTaHWin, o6pasuos

LC-1.4.1.14.3 YTBEpxaeHne obpasuyos

LC-1.4.1.14.4 CraTyC yCTaHOBNEHUS CBA3W C BHELLHUMU
cuctemamm

LC-1.4.1.14.5 OnpepgeneHHble nonb3oBaTenemMm MeToabl
paccMOTPEHUS N YTBEPXKAEHNSA

LC-1.4.2 Banunpauums gaHHbIX

LC-1.4.21 OnuHa nons (nHdopmauun)

LC-1.4.2.2 Tvn paHHbIX

LC-1.4.2.3 dopmaT AaHHbIX

LC-14.2.4 Bbluncnenus

LC-1.4.2.41 Bbluncnenna gns otaenbHoOro unun He-
CKONbKUX MCMbITaHWU

LC-1.4.2.4.2 Bbluncnenns gna oTtoenbHOro Un He-
CKomnbKMx 06pasuoB

LC-1.4.2.4.3 HarnagHas (aeckpuntuBHasa) cratucTuka

LC-1.4.24.4 YCcoBepLUEHCTBOBAHHbIE MaTeMaTuyeckme
PYyHKLUK

LC-1.4.245 OnpepeneHHble nonb3oBaTenemM yHKLUN

LC-1.4.2.4.6 CoeguHeEHUs C NPEXHUMU pe3ynbTaTamMu

LC-1.4.24.7 @PYHKLMN TPUITEPOB/CUCTEMHBIX CODbLITUI

LC-1.4.2.4.8 Bubnuoteka maTemaTM4eckux nognpo-
rpaMmm

LC-1.4.2.4.9 dakTopbl NOAroToBKM obpasLa

LC-1.4.2.4.10 IlnHeliHasa kanubpoBka

LC-1.4.3 Tpurrepbl paboyero notoka
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Homep ccbiniku dyHkumsa MMC KputnuHoctb (22?“”:3) O;ﬁ:ﬁ:;f:ze
rpaHunLy

LC-1.4.4 CootBeTtctBre ERES

LC-1.4.5 YpoBHM NpenenoB AaHHbIX: O4MH, OBa,
TpU +

LC-1.4.6 Mpobnembl ¢ npegenamn obHapyXeHnUs
obpasua npubopom

LC-1.5 Beinyck pesynstaTtos

LC-1.5.1 PesynbTaTbl ANA oTAEMNbHbLIX UCTbITaHWUM

LC-1.5.2 PesynbTaThl Ansa otaensHoro obpasua

LC-1.5.3 PesynbTtaThl Ansa naptuu/cepun

LC-1.6 OT4yeTHOCTD

LC-1.6.1 CnocobHOCTL K reHepauunn cneymnanbHbIX
0oT4eToB

LC-1.6.2 MpeaBapuTenbHO 0TOPMaTMPOBAHHbIN
cepTudukat aHanmsa

LC-1.6.3 OT4eTbl 0 BM3Hec-npoueccax

LC-1.6.3.1 OThenbHbIn 0bpasel

LC-1.6.3.2 OTu4eThl 0 cTaTyce obpasua

LC-1.6.3.3 OT4eTbl O rpyNnoBLIX aHann3ax

LC-1.6.3.4 OTyeT 0 cepTudukaTax aHanmsa

LC-1.6.3.5 OT4eTbl 0 pesynbTaTax, BblpaXXeHHbIe rpa-
cdunyeckmn

LC-1.6.3.6 OTt4eThbl, onpeaeneHHble Nonb3oBaTenem,
1 crneumarnbHble OTYEThI

LC-1.6.3.7 MHCTpyMeHTanbHbIn UHTEpdenc ans oT-
YETOB TPETbEN CTOPOHbI

LC-1.6.3.8 OTt4eTbl 0 paboyen Harpyske (3arpyske)

LC-1.6.3.9 [MpocpoyeHHble OTYETHI

LC-1.6.3.10 OT4eTbl 0 Harpyske npubopa

LC-1.6.3.10.1 McnblTaHns, BbINOSIHEHHbIE ONepaToOpoM
Ha npubopax

LC-1.6.3.10.2 McnbiTaHma Ansg oueHKU MCMoNb30BaHUSA
npubopa 1 cooTBEeTCTBUA PYHKLMM «YNpaB-
neHne nNpoeKToM»

LC-1.6.3.11 YnpaBneHue kanubposkoi npubopa

LC-1.6.3.12 OT4eTbl 0 3arpyske (Harpyske) nepcoHana

LC-1.6.3.13 Byxrantepckue otyeTbl

LC-1.6.3.13.1 OTyeT 0 pacnpepeneHumn 3artpat: obuwme
pacxobl, aCCUrHOBaHHbIE CYETOM

LC-1.6.3.13.2 BbinonHeHne pacyeToB NO HaknagHbIM

LC-1.6.3.13.3 CoBOKyMHbIE U3AEPXKKM MO cYeTaMm

LC-1.6.3.14 KaTtanor Bo3amoxHocCTeln
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Homep ccbifiku dyHkuusa MMMC KputnuHoctb 827::3 O;‘?:Sg:f:ze
rpaHuy,

LC-1.6.4 OT4eTbl B COOTBETCTBUN C HOPMATUBHBLIMU
AOKYMEHTaMm

LC-1.6.4.1 OT4eTbl 06 ayAMTOPCKOM MPOCIEXMBAHUN

LC-1.6.4.2 OT4eTbl 0 NPOUCLLECTBUAX

LC-1.6.4.3 [okymeHTauma 06 aneKTPOHHbLIX AaHHbIX

LC-1.6.4.4 OT4eTbl 0 Lenoykax XpaHeHus uHdopma-
unn o6 obpasuyax

LC-1.6.4.5 OTt4eTbl 06 obecneyeHun kadectea (QA)

LC-1.6.4.6 XKypHan peructpayum n o6cnyxmBaHus
TpaHcakumu

LC-1.6.4.7 YnpaBneHvue vHBeEHTapu3aunen

LC-1.6.4.8 OT4eTbl 0 kKanMbpoBKe UHCTPYMEHTA

LC-1.6.4.9 OT4eTbl 06 MCKMIOYEHNSX

LC-1.6.4.10 OT4eTbl 00 MHBEHTApPM3aLUUN peareHToB U
CTaHZdapTHbIX obpasuoB

LC-2.3 ApxusnposaHune

LC-2.3.1 [aHHble/MeTafgaHHble

LC-2.3.2 Kop koHcurypupoBaHus/kog 3akasudvka

LC-2.3.3 BoccTtaHoBneHne gaHHbIX 13 apxuBa

LC-2.3.4 PasmeLlyeHne

LC-2.3.5 VMcnonb3oBaHue: noggepxka ucropuyec-

KMX TEHAEHLWIA 1 COOTBETCTBUSA HOPMaTUB-
HbIM TpeboBaHUAM

LC-2.1 M3baTne n3 obpalleHus

LC-2.11 MnaHupoBaHue

LC-2.1.2 [NoaroTtoBka AaHHbIX

LC-2.1.3 lMoarotoBka nporpammMHoro obecneveHus

LC-2.1.4 [NogroToBka annapaTHbIX CPEeACTB

SM HapgexHocTb cuctembl n TpeboBaHus K
obcnyxmMBaHuio

SM-1 O6cnyxuBaHme U MogepHu3aunsa npo-

rpamMmmMHoOro obecneveHus

YacTtota mopepHu3aumin (06HOBMNEHNI)

YcTaHoBKka HOBOro BbiNyCKa napannenbHO
ncnbiTbiB@EMOMY

MepeHoc AaHHbIX K HOBOMY BbIMYCKY

[lokyMeHTaumMa o modepHu3aumax npo-
rpammHoro obecnevyeHus

MpocToTa npouecca MoaepHU3aLum

SM-2 YnpasneHve npobrnemamm

61



FOCT P 53798 — 2010

lpodomxeHue mabnuybl X1.1
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PyHkuma JIMMC

KputnyHoctb

OueHka
(na/Her)

Onpegenexune
BpPEeMeHHbIX
rpaHuL,

SM-2

n pO6J'IeMbI KOHEeYHOro nonb3oBartend

PacluvpeHve noagepxku npoaasua

SM-3

Ob6y4yeHne

KoHeuHbI nonb3oBaTternb

OnbITHLIA Nonb3oBaTenb

AomuHucTpauus

SM-4

KoHTponb M3MeHeHun

M3ameHeHne kopa

CraTnueckast Tabnuua u cneumdukaums

Cwnctembl ncnblTaHus anga paspaboTku m
MCNbITaHNSA N3MEHEHUN

SM-5

ApXVBUpOBaHWE, pe3epBrpoBaHMe U BOC-
CTaHOBEHNE

nepI/IO}J,I/ILIHOCTb apXmBUpoBaHNA OAHHbIX

MeprnoanyHoCTb pe3epBnpoOBaHMSA AaHHbIX

Meprnoan4HOCTb BOCCTAHOBMNEHNSA AaHHbIX
N3 apxmea UCMbITyeMbIX CUCTEM

Meprnoan4HOCTb BOCCTAHOBMNEHNS AaHHbIX
M3 pe3epBHbIX KONui A4ns MCI'II:»ITyeMOIZ Cun-
CTeMbl

SM-6

Ay,lJ,VITOpCKoe npocnexumesaHne

PepakTvpoBaHve ypoBHS pesynbTaTa

PenakTipoBaHue ypoBHs oGpasua

PepaktupoBaHue cTpykTypbl 6a3bl AaHHbIX
JINMC

CTpyKTypa UcnbiTaHuii

Cneuwndumkaymm

MeToabl TIMMC

SC

®asbl xunsHeHHoro uukna NIMMC

SC-1

MHnummnpoBaHue npoekTa/aHanns tpebo-
BaHUm

SC-11

CtpykTypa 6a3bl JaHHbIX

SC-1.1.1

Mnockas carnosas cucrtema

SC-1.1.2

PensunoHHaga 6asa gaHHbIX

SC-1.1.3

KnueHT-cepBepHas/pacnpeaeneHHas
6a3a gaHHbIX

SC-1.1.4

CornacoBaHue Tekyleh MHPOPMaLMOH-
HOW CTPYKTYPbl 1 B3aUMOCBS3EN

SC-1.1.5

CornacoBaHne TekyLmx nabopatopHbix
mMaTepuanos, UCNbITaHWUIA U cneynduka-
uumn
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Homep ccbinku ®yHkums IMMC KpUTHUYHOCTb 827::3 O;‘?ee“ﬁlg:f:ze
rpaHuy,

SC-1.1.6 Ctpyktypa 6a3bl gaHHbix JIMMC gns o6-
pasuoB 1 pesynbTaToB: AOCTYN K COOTBET-
cTByloLLern nabopaTtopun

SC-1.1.6.1 CTtpykTypa obpasLoB, pe3ynbLTaToB, maTe-
puanos, npodunen, UCnNbITaHWUi, pesynb-
TaTtoB N cneyudunkaumm

SC-1.1.6.2 B3anmocBsasb mexay obpasyamv U ucnbl-
TaHuAMMU

SC-1.2 MHCcTpyMeHTbl 6a3bl AaHHbIX

SC-1.2.1 OnpegeneHHble nonb3oBaTtenem Tabnu-
Ubl, MONSA, UHAEKCHI, paclUMpeHne nomnewn

SC-1.2.2 OnpepeneHHble Nons, aBTOPU3OBaHHbIE
no TUMNY JaHHbIX, KaTeropuu, rpynne,
nonb3oBaTernto

SC-1.2.3 Mogaynu nmnopta/akcnopta JIMMC

SC-1.24 ABTOMaTMyeckas pecTpykTypusaums crta-
pbIX AaHHbIX B HOBOW CTPYKTYpe

SC-1.3 MHCTpYMEHTbI KOHpUrypnpoBaHusi

SC-1.3.1 OnpepeneHue maTepuana

SC-1.3.2 OnpepeneHne ncnbiTaHUn

SC-1.3.21 McnblTaHns, cBsidaHHbIe CO crieynduyec-
KMMK MaTepuanamu

SC-1.3.2.2 CraHgapTHble MCMbITaHUS

SC-1.3.2.3 OnpepeneHne cneumanbHOro UCMbITaHUs
B npovecce perucrpauum obpasua

SC-1.3.24 MpoxoxaeHne/oWwmnbo4YHOCTb UCTbITaAHWUIA

SC-1.3.25 CB0BOOHO KOMMEHTMPYEMbIE MCMbITAHUSA

SC-1.3.2.6 MeHto Bbibopa ucnbITaHWi

SC-1.3.2.7 YucneHHble UcnbiTaHWs

SC-1.3.2.8 UnCneHHble UCNbITaHWS C BblYUCNIEHNSAMMN

SC-1.3.3 OnpegeneHve pe3ynbTatoB U Habnoge-
HUI

SC-1.34 OnpegeneHne anroputma

SC-1.3.5 Onpeaenexnune npoguns

SC-1.3.6 OnpegenexHve xpoHoMeTpaxa

SC-1.3.7 Onpegenexne cneumdukaynm

SC-1.3.8 KoHTponb nepecMoTpoB

SC-1.3.9 M3meHeHus ayanTopcKoro npocnexusa-
HUSA

SC-1.3.10 OT4eTbl N0 KOHPUIypPUPOBAHUID

SC-1.4 CBS13M C OCHOBHbIMW LieNeBbIMU UHCTPY-

MeHTaMu
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(6]
Homep ccbinku dyHkyusa TMMC KputuuHocTb (22/9””6":’) :F?;ﬁ]':ﬂs:ze
rpaHunLy

SC-1.4.1 Pa6ota B Word

SC-14.2 KpynHomaciitabHble Tabnuubl

SC-14.3 BcnnbiBatowmii kanbKynstop

SC-1.4.4 Cratuctuyeckuin aHanms

SC-145 padmyeckan npeseHTaums

SC-2.0 Mpoekt

SC-2.1 Ob6ecneveHne yHKLMOHanbHbIX TpeboBa-
HUW

SC-2.2 ObecneyeHne cneundukauni npoekTa

SC-2.3 Ob6ecneveHne cnyvyaeB MOAYMbHbIX UCTbI-
TaHuin

SC-2.4 ObGecneveHne criydaeB MHTErpPUPOBaHHbIX
McnbiTaHWn

SC-3 Cbopka (KomnoHoBka)/KOH(UrypmpoBa-
Hue

SC-4 3arpyska gaHHbIX

SC-4.1 BbluncneHus

SC-4.1.1 Bbluncnenus ana otaenbHOro UcnbiTaHus
N HECKOIbKUX UCMbITaHWN

SC-4.1.2 Bbluncnenne gns otgenbHoro obpasua u
Heckonbknx obpasuos

SC-4.1.3 HarnsgHas (meckpuntuMBHas) ctatucTyka

SC-4.1.4 YcoBepLUeHCTBOBaHHbIE MaTemMaTnieckue
yHKLMM

SC-4.15 OnpepeneHHble nonb3oBaTenemM yHKLUN

SC-4.1.6 CBA3M C NpexHUMu pesynbTatamm

SC-4.1.7 DYHKLUMN TPUITEPOB/CUCTEMHBIX CODBLITHI

SC-4.1.8 Bubnnoteka maTemaTnyecknx nognpor-
pamm

SC-4.1.9 dakTopbl NOAroTOBKM 06pasua

SC-4.1.10 JInHenHasa kanmbposka

SC-4.2 MOHUTOPWHI KOHTPOSS KayecTea

SC-4.2.1 LLlabnoHbl ons obnactu obecneyeHus ka-
yecTtBa

SC-4.2.2 ABTOMaTM4YECKOE FEHEPUPOBAHME KOHT-
POSbHBIX KapT

SC-4.2.3 ABTOMaTUYECKUIA aHanNn3 OTKNOHEHWUN

SC-4.2.4 ABTOMaTM4eckoe BblyucreHne (%) TOYHO-
CTW, NpaBUMBHOCTW, BOCMPOU3BOANMOC-
TW, pa3HOCTW M AP. At KOHTPOSIbHBLIX NPO6
n pybnvkatoB npo6
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(0]
Homep ccbinku dyHkuusa NMMC KputunuHocTb 82/9:;3) ;5:3::5:2‘3
rpaHuL

SC-4.3 Ob6cnyxuBaHme CUCTEMBI

SC-4.3.1 O6cnyxunBaHne AaHHbIX CUCTEMbI

SC-4.3.2 SkcnopT pe3ynbTaToB

SC-4.4 [ocTtyn K MHopMaLun B pexume OH-nanH

SC-4.4.1 CTtaHgapTHble onepaunoHHble Npoueaypbl
(cony

SC-4.4.2 PaspaboTtka meToga

SC-4.4.3 Banupauus metona

SC-4.4.4 Moppepxka TexHu4eckon nHdopmalmmn

SC-4.4.5 McTopuyeckne gaHHble no obecnevyeHuto
KavecTBa

SC-4.5 KoHTponb nameHeHui

SC-4.5.1 MN3meHeHne kogoB

SC-4.5.2 CraTtnyeckue Tabnuubl 1 cneumdmrkaummn

SC-4.6 BesonacHocTb

SC-4.6.1 BesonacHocTb rpynn, nonb3oBaTtenen, Tu-
NoB AaHHbIX, Nornen, PYHKLUNOHamNbHbIX
CpeacTB, BbIMUCAUTENBHON CeTU

SC-4.6.2 BesonacHoCTb C MCMOMb30BaHNEM 3EKT-
pOHHOW naeHTUmKaumm (naponem) n anek-
TPOHHOW nognucu (buomeTpunyeckasi Bepu-
purkauns)

SC-4.6.3 ABTOMaTUYECKUI BbIXOA U3 CUCTEMbI (KO-
HeL, ceaHca)

SC-4.7 3arpyska AaHHbIX Npy npoLeccax nepeHo-
ca

SC-5 Kesanudukauns, sepudpmkauma n sannga-
umsa

SC-5.1 LlenocTHOCTb AaHHbIX

SC-5.1.1 OTYeT 0 LenoCTHOCTM AaHHbIX

SC-5.1.2 TpaH3uTHas LenoCTHOCTb, LieNOCTHOCTb
CCbINTOYHbIX AaHHbIX

SC-5.1.3 BoccTtaHoBneHne gaHHbIX nocre oLmnobok

SC-5.1.4 LlenocTHOCTb AaHHbIX B Mpouecce OfHO-
BPEMEHHOro pasBepTbiBaHUS

SC-5.2 BbinonHexne

SC-5.2.1 OLEHOYHbIE UCTIBITAHUS HA CYLLIECTBYHOLLMX
cucTemax Bbinycka npoaykuum

SC-5.2.2 Yncno KOHKYPEHTHbIX norib3oBaTenen B
npoLecce UCMbITaHUi

SC-5.2.3 Yncno KOHKYPEHTHbIX Nonb3oBaTenen, Ko-

TOpble NOAAEPXXMNBAKTCA
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Onpepnenexve
Homep ccbinku dyHkyusa TMMC KputuuHocTb ag/e:e'(f) :p?enﬁeSH::(
rpaHunLy
SC-5.2.4 OO0wue BbIBOAbLI O BLIMNOMHEHUN
SC-5.3 Mpeacraenenne B umMcnoson opme
SC-5.3.1 Mpobnembl OKpyrreHus
SC-5.3.1.1 OnpepgeneHHble nonb3oBaTtenemM npasuna
OKpYrneHus
SC-5.3.1.2 HeueTHbI - YeTHbI
SC-5.3.1.3 MaTb u BbIWE
SC-5.3.4 Onepatopbl cpaBHeHUs (<, >, +, —)
SC-5.3.5 Tunbl AaHHbIX: TEKCTOBLIE, LIENOe YUCro,
nnaeawLas gecaTuyHas 3ansTtas, Quk-
cupoBaHHas 3ansTasi, SKCNOHeHUManbLHoe
npeacTaBneHne Yncern, Nornyeckme fat-
Hble
VCS PaccmoTpeHune 1 BbIOOp npoaaBua
VCS-01 PewntuHr npogasuya

lonocoBas noaaepxka

MopemHas nogaepxka

Mopnepxka ¢ NOMOLLbID «CNPaBOYHOrO
cTona»

Moanepxka obydeHus

Moagepxka yCTaHOBKM

[okymeHTauns

YcTaHOBNEeHHble cTaHAapTbl pa3paboTku
nporpaMmMmHoro obecneyeHus

KoHTponb gopMasnbHbIX M3MEHEHUN

KoHTponb nepecMoTpa NporpamMmMHOro
obecneyeHus

MopTaTMBHOCTL NpOrpamMmHoOro obecreye-
HUS

HocTyn kK ucxogHomy kogy

KBanudukaums n HaBblkM WITaTa

YuncneHHocTb WTaTa Ans NoadepXku 3a-
Kas4duka

YncneHHoOCTb LWTaTa, 3aHUMaloLwerocs Ha-
YYHO-MCCe0BaTENbCKON AeATENIbHOCTHIO
B OTHOLLEHUN ByayLmx pyHkumin JIMMC

CnocobHOCTL NpoAaBUa NPUMEHNUTb HOBYHO
TexHonoruno anga npoaykra JINMC

durHaHcoBasi cTabUNbHOCTb

Yucno yctaHoBneHHbix JIMMC

MpoponmkuTenbHOCTL paboThl B CekTope
6usHeca NIMMC (ner)
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Homep ccbinkun

PDyHkuma JIMMC

KputuyHocte

OueHka
(nalHerT)

Onpegenexune
BPEMEHHbIX
rpaHu,

VCS-01

CooTBeTcTBUE (heaepanbHbiM, MECTHbIM
U MeXayHapoaHbIM PerynupyoLLmMm Tpe-
©oBaHNsIM (HOPMAaTMBHLIM JOKYMEHTaMm)

MmeeTtca nu cornaweHne o6 ypoBHe 06-
cnyxuBaHua?

VCS-02

CtoumocTb (UeHa MOXeT ObITb paHXupo-
BaHa OTHOCUTENbHO APYrMX NpoAaBLOB UNn
npueegeHa B hakTu4eckon cymme)

CToMMOCTb annapaTHbIX CPeAcTB

CTommocTb annapaTtHbIX cpeacTtB OT Ba-
Aenbua, BKIoYasda KOHTPaKTbl Ha OGCJ'Iy)KVI-
BaHMEe N coaepxaHune

CTommocTb nporpaMmmHoro obecneyeHus

CTOMMOCTb MporpaMMHOro obecrneyeHuns
OT COBCTBEHHMKA, BKMNOYas NoaaepxkKy,
MoaepHU3aL o

CTtonmocTb kabenen

CToMMOCTb BHEOpEeHUs

CtoumocTb 0byyeHns

VCS-03

CnpaBoyHbIN CnUCoK npopasua (nonyde-
HWe nocnegylowler nHpopmaymmn oT Kax-
[Oro 3akasuuka)

Yuncno nepecMoTpoB NporpammHoro obec-
nevyeHnda

MnaTtdpopma annapaTHbIX cpeacTs

YnMCno KOHKYPEHTHbIX Nosib3oBaTenen

Yucno obpasuos B roa

MpoMBbIWNEHHOCTb (OTpachb NPOMbILLMEH-
HOCTW)

Yucno net paboTbl

KoHTakTHOE nms

TenedoH

MoryT nu cucTemMHble agMUHUCTPATOPbI
obecneunTb 06paTHyto CBA3b A4S noaaep-
*kn NIMMC npogasLom?

MoryT nu BHelwHne 3aka3unkn obecneyu-
BaTb nomns BeBoda B Oyaywux yHKumax
Iinmc?

Habniogenuwe 3a paboton JINMMC

HocTyn K ucxogHomy kogy, UCMonb3yst yc-
NOBHO (hopMarnv3oBaHHOe cornalleHue

Yucno 3akasHbiX KOAMPOBAHHbLIX MPO-
rpamMmm B COOTBETCTBUMN C Tpe6OBaHI/I$lMI/I

VCS-04

OueHka peHTabenbHOCTU WHBECTULNIA
(ROI)
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Mpunoxenne OA
(ob6s3aTenbHoOe)

BHeceHHble Mmoaudmkaumumn

Tabnuuya OAA1

Moppasgen, noanyHKT

Moandukaymsa

1.4.1 OcHoBHble nabopaTopumn

1.411
1.41.2

1.4.1 OcHoBHble nabopatopumn

3aMeHeHo:

«1.4.1.1 Pa3pabotka ctangaptoB (ASTM, IEEE, ISO)

1.4.1.2 Opranusaumu npu npasutensctse CLUA (EPA, FDA, JPL,
NASA, USDA, FERC)» Ha

«1.4.1.1 BkcnepTHble, UcnbiTaTenbHble nabopaTopum»

1.4.1.2 Hay4Ho-uccnegoBaTenbCckue, KOHTPONbHO-aHanUTu4ec-
kve nabopartopuu, B TOM YMCIlE MO KOHTPOSO KayecTBa»

1.4.6 JlabopaTopun rocynapCTBEHHOro u 06-
LLIEXO3SIMCTBEHHOIO CekTopa

1.4.6.1
1.4.6.2

1.4.6 JTabopaTopumn rocyaapCTBEHHOMO M OOLLIEXO3ANCTBEHHO-
ro cekropa

3ameHeHo:

«1.4.6.1 MNpaBooxpaHUTENbHbIE OpPraHbI»

1.4.6.2 [NpaBnTENbCTBEHHbBIE OPraHbl — LUTAT, MECTHOE ynpas-
neHve» Ha

«1.4.6.1 MNpaBooxpaHuTenbHble opraHbl (nabopaTtopun B 06-
nactn cyaebHor MeauuMHbl, KPUMUHANUCTUKM)

1.4.6.2 TlpaBuTenbCTBEHHbIE OpraHbl (pecnybnvkaHckme,

OKpYXHble, 06nacTHble, MyHULMNanbHble, MECTHOE YNpaBreHne)»

MpunmedyaHune— B HacToswem ctaHgapTe no oTHoweHuto K ACTM E1578:2006 13 nepeyHst kateropum
nabopatopuii, nepevncnerHbix B 1.4.1.1, 1.4.1.2, 1.4.6.1, 1.4.6.2, Uckno4eHbl Te, KOTOPbIE OTCYTCTBYHOT Cpeamn KaTero-
puii nabopatopuii, NpuHATLIX B Poccuiickoit ®epepauun. B nepedeHb kateropuin nabopatopuini BHeCEHbI Moandmrka-
Uun, oTpaxarowue HanpaBreHNs NPOMbILLNEHHON N 0bLWEexo3siCTBEHHON AeaTenbHocTn B Poccuiickoin ®enepauuu.
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Mpunoxenue OB
(cnpaBo4Hoe)

O603Ha4YeHus n cokpaleHus

O6o3HauveHne n cokpalyeHve (Ha MosicHeHne 0603HaYeHust MpumeyaHus
aHIMNACKOM S3bIKE) M COKpaleHUss Ha PYyCCKOM S3blke
ANIML (Analytical information markup | Ctangapt XML ons gaHHbIX N0 aHanMTUYeCcKon XuMmnm
language)
ANSI (American national standards | HaymMoHanbHbI MHCTUTYT cTaHgapTusauun CLUA
institute)
ASCIl (American standard code for | AMepukaHCKuin cTaHOapTHbIN Kog Ans obmeHa uHdop-
information interchange) mMaumen; npegcraBnaeT cobow 8-6GUTHYHO KOAMPOBKY AnS
npeacTaBneHnst 4ecATUYHbIX LMdp, NaTUHCKOro 1 Hauu-
OHanbHOro andgasuTOB, 3HAKOB NPENVHaHWA U ynpasns-
IOLLUX CUMBOIIOB
API (Application programming inter- | UHTepdenc npuknagHoro nporpammMmumpoBaHust (MHTep-
faces) denc nporpaMMmnpoOBaHNS NPUMOXEHWUI)
APO (Advanced planner and optimi- | PaclumnperHoe nnaHupoBaHue v ontumusauus npoussod- | CM. pucyHok 7
zer) cTBa
ASTM (American society for testing | AMepukaHckoe mMexayHapogHoe o6l ecTBO MO MCMbITa-
and materials) HUAM U MaTepuanam
B2MML (Business to manufacturing | BusHec ons MapkMpoBKM NMPOM3BOACTBEHHOIO A3blka
markup language)
CFR (Code of federal regulations) Kopekc denepanbHbIX NpaBun, CoaepXalumx koanduka-
uno oBLMX M MOCTOSAHHBIX HOPMATUBHBLIX [OKYMEHTOB,
onybnukoBaHHbIX B PeaepansHom peructpe CLUA
CMM (Capability maturity model) Mogenb 3penocTu NpoLeccoB Co3aaHns NPorpaMMHOro | Cm. pUCYHOK 7
obecneyeHus
COA (Certificates of analysis) CepTtudukar aHanusa
Control chart trending TpeHabl 1 MHTeprpeTauns KOHTPOMbHbIX KapT CM. p1cyHOK 2
C3Q (Concurrent computer configu- | MeTogonorvns ksanudukaunum KOMNbIOTEPHON KOHMUTY-
ration Qualification methodology) pauum
DCS (Distributed control system) PacnpegeneHHas cuctema ynpasrneHus -— cuctema yn- | CMm. pucyHoK 7
paBneHnst TEXHONOrMYECKMM MPOLLECCOM, XapakTepuay-
IOLAsACcs MOCTPOEHNEM pacnpefeneHHONn CUCTEMbl BBO-
0a BbIBOOA W AeleHTpanu3auunert 06paboTkn aaHHbIX
E (External system) BHewHAsa cuctema CM. pUCyHOK 2
EPA (Environmental protection agen- | AreHTCTBO no oxpaHe okpyxatouen cpegpl (CLUA)
cy)
ERES (Electronic signatures electro- | MporpammHoe obecnedeHne Ons SNeKTPOHHbIX 3anvcen
nic records software) 3NEKTPOHHbIX nognucen
FDA (Food and drug administration) | YnpaBneHue no Haasopy 3a kayeCcTBOM MULLEBbLIX MPO-
OykToB 1 MmeankameHToB (CLUA)
FRD (Functional requirements docu- | [JokymeHTauusa o pyHKLUUOHaNbHbIX TpeboBaHUAX Cm. pucyHok 3
ments)
FRS (Functional requirements) ®yHKUMOHanbHbIE TpeboBaHUA Cm. pucyHok 3
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acquisition)

O6o3HaveHre 1 cokpalleHue (Ha MosicHeHne o06o3HaveHus MpumeyaHus
AHTNIACKOM H3bIKe) N COKpalleHUA Ha PyCCKOM A3blke
GCP (Good clinical practice) Hagnexawias knMHu4eckasi npakTuka
GIS (Geographic information system) | Meorpadunyeckas nHpopmaunoHHasa cuctema Cwm. pucyHok 4
GLP (Good laboratory practice) Hapgnexawan nabopaTopHas npaktuka
GMP (Good manufacturing practice) | Hagnexauwass npou3BoaCTBEHHast NpakTuka
HMI (Human machine interface) YenoBeKko-MalUUHHBIN MHTEpdeiic cuctem ynpasnenus, | CM. pUCYHoOK 7
npegHa3HauYeHHbI AN BU3yanu3aumm napameTpoB Mnpo-
uecca (o6bekTa) n/mnu ocyLlecTBNEHUsT onepaTopcKoro
yrnpaBneHus
ISA (International society of automa- | MexagyHapogHoe o6uiecTBo no asTomaTusaLmm
tion)
JAD (Joint application development) | CoBmecTHas pa3paboTka NpunoXeHur
LAN (Local area network) NokanbHas BblMUCAUTENBHANA CETb
LC (LIMS core function) OcHoBHble dyHkuun NTIMMC CM. p1cyHok 2
LDAP (Lightweght directory access | ObneryeHHbIn NpOTOKON CyX6bl KaTanoros
protocol)
LE (LIMS extended functions) PacwupeHHble dyHkummn JIMMC CM. pUCYHOK 2
LF (LIMS future functions) Byaywue dyHkumm JIMMC CM. PUCYHOK 2
MES (Manufacturing execution sys- | UcnonHuTensHas cuctema npovssoacTsa
tem)
MPR (Material resource planning) lMnaHvpoBaHWe MaTepuanbHbIX Pecypcos
MSDS (Material Safety Data Sheets) | Cnuckn aaHHbIX 0 6e3onacHOCT MaTepuarnos UiKn «nac-
nopt (nNuct) 6e3onacHOCTM MaTepuana»
NetCDF (Network common data | CeTb 06LMX POPM JaHHbIX
form)
NRC (Nuclear regulatory commis- | Komuccus no sgepHon pernameHtaumm
sion)
OLA (Operation level agreement) HoroBop 06 onepauvoHHOM YpPOBHE Cm. pucyHok 2
PD (Pharmacodynamics) $PapmakoguHamuka CM. p1cyHok 1
PK (Pharmacokinetics) dapmakokuHeTunka Cm. pucyHok 1
PLC (Programmable logic controller) | NporpamMmupyembliin nOrM4eckuii KOHTponnep CM. pucyHoK 7
QA (Quality assurance) ObecneveHne kayectsa
QC (Quality control) KoHTponb kayecTBa
Regression testing PerpeccnoHHoe ncnbiTaHne — ucnbiTaHne HenpegHame- | CM. puUcyHOK 1
PEeHHbIX MOCMNEeACTBUIA U3MEHEHUI NporpaMm
RFI (Request for information) 3anpoc 0 npeaocTaBneHnn MHopMaumm Cm. pucyHok 3
RFP (Request for proposal) 3anpoc npegnoxexusa. Tun JOKYMeHTa, UCMONb3yeMbli
Ansa 3anpoca npeanoXeHuin NPoayKTOB UMK ycnyr y npea-
nonaraemMbix NpoAaBLOB
ROI (Return on investment) KoadpdpmumeHT peHTabenbHOCTU MHBECTULMIA CM. pucyHok 3
SAN (Storage area network) CeTb XxpaHeHus AaHHbIX
SCADA (Supervisory control and data | [ucnetyepckoe ynpasneHue n c6op AaHHbIX CMm. pucyHkn 2, 7
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O6o3HaveHre 1 cokpalyeHue (Ha
aHrMuncKkom sA3blke)

MosicHeHne o6o3Ha4eHus
N COKpaLleHUA Ha PYyCCKOM A3blke

Mpumeyanus

SDD (Software design document)

MpoeKkTHO-TEXHNYECKAs AOKYMEHTaLMsa NporpaMmMHOro
obecneyeHuns

Cm. pucyHok 3

tem)

HUs, obecneyunBatoLlas aBToMaTM3aumio ynpasneHus
CKIafcKMMy npoLieccamm

SDS (System design specification) CneundukaLmsa NPoOeKTHON OOKYMEHTauuM CUCTEMBI Cwm. pucyHok 3
SEDD (Staged electronic data delive- | [oaTanHein 06MeH 3NEKTPOHHBbIMKU AaHHbIMK. [pea-
rable) cTaBnseT coboi eanHbI dhopmaT AN AOCTaBKM aHanm-
TUYECKMX JaHHbIX B 3NIEKTPOHHOM BuAe Ans o6nactu ako-
NOrM4yecknx nporpamm
SLA (Service level agreement) [oroeop 06 ypoBHe 06CnyXunBaHus CwMm. pucyHok 2
SOAP (Simple object access protocol) | lMpoTokon o6MeHa CTpyKTypUpOBaHHbIMU COOOLLEHNSMU
B pacnpefeneHHoln BblYMCIUTENBHOWN cpeae
SOP (Standard operation procedu- | COll (ctaHgapTHble onepaluoHHbIe npouenypsbl)
res)
Source control (Source control sys- | Cuctema ynpasneHus BepcusiMK, 4TO nossonseT paspa- | CM. pUcyHok 3
tem) 6oTuYMKam ynpaBnsTe WUCXOAHbIMW KO4aMU
SOW (Statement of work) TexHuyeckoe 3afaHve. [JOKyMeHT, ucnosnbayembin 3akas- | CM. pUcyHoK 3
YMKOM B KayecTBe cpefcTBa Afis onucaHus U onpeaerne-
HWUSI 3a[ad, BbIMOSHAEMbIX NpY peanusauuu goroeopa
SPC (Statistical process control) CTaTUCTMHECKUI KOHTPOSb NPOLeccoB, addeKkTuBHbIn | CM. pucyHok 4
MeTOoA KOHTPONS 3a NPOLEeCCOM C MOMOLLbIO KOHTPOSbHbIX
KapT
Stress testing CTpecc-ucnbiTaHme — ucnbiTaHne HagexHoctu npo- | CM. pucyHok 1
rpaMMHoro obecneyeHus npu Harpyskax, HaxoOsLMxXcs
3a npegenamy HopmasnbHOro (OYHKLMOHUPOBAHUA
SQC (Statistical quality control) CTaTUCTMYECKMIA KOHTPOIb KayecTsa Cm. pucyHok 2
SQL (Structured query language ) A3bIK CTPYKTYPUPOBAHHLIX 3aMpocoB
URD (User requirements document) | Monb3oBaTtenbckas AOKyMeHTaLusl K TpeboBaHsM — f0- | Cw. PUCYHOK 3
KYMEHT, UCMomnb3yeMblii Npu pa3paboTke NporpaMMHoOro
obecneveHus, onpegensowuin TpeboBaHus, KOTOpble
nonb3oBaTenb 0XMAAET OT NPOrpamMMHOro obecneyeHus,
pa3paboTaHHOro Ha OCHOBAHUWU MPOEKTHOW [OKYMeHTa-
uum
URS (User requirements specifica- | Cneundukauus tpeboBaHuii nonb3oBartens CM. puCyHOK 3
tion)
UV (Ultraviolet) YnbTpaduonetoBasi obnactbe cnekrpa CM. pUCyHOK 1
VIS (Visible) Bugumas obnactb cnekTpa CM. p1cyHoK 1
VCS (Vendor consideration and se- | PaccmoTtpeHne u Bbibop npoaasLua
lection)
Volume testing O6bemM UCMbITaHWA — uCNbiTaHKe NPOrPamMMHOrO NMpu- | Cm. pUCyHOK 1
NOXeHUs1 ¢ onpefeneHHbIM 06beMoM AaHHbIX
WMS (Warehouse management sys- | Cuctema ynpasrieHus Cknafom — 3T0 cMCTeMa ynpasne- | Cm. pucyHok 7

XML (extensible markup language)

Paclumpsiemblii s13blk pa3aMeTku, NpeacTaBnsoLLmii cobon
CBOJ OOLLMX CUHTaKCUYECKMX NpaBuI
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KrntoueBble cnoa: nabopaTopHble MHPOPMAaLMOHHbIE MEHEeIKMEHT-cucTeMbl, JIMMC, nporpamMmmHbie cpeacTBa,
YXM3HEHHbBIN LMK NporpaMmmHbIx cpeacTs, yHkummn JIMMC, nndppactpykrypa JIMMC, Banugauums, obecneveHne
KavecTBa

72



Pepaktop B. H. Konbicos
TexHuueckun pegaktop H. C. MpuwaHosa
Koppektop C. B. CmupHosa
KomneloTepHas Bepctka 3. M. MapmsiHosol

CpaHo B Habop 21.09.2010. MognucaHo B neyatb 11.11.2010. ®opmat 60><841/8. Bymara odcetHasa. MapHutypa Apuan.
MevaTb odbceTHas. Ycn. nedy. n. 8,84. Yu.-usa. n. 8,50. Tupax 201 ak3. 3ak. 1377.

oryn «CTAHOAPTUH®OPM», 123995 Mockea, 'paHaTHbI nep., 4.
www.gostinfo. ru info@gostinfo. ru
HabpaHo u oTneyataHo B Kanyxckon Tunorpacdum ctaHgaptos, 248021 Kanyra, yn. MockoBckas, 256.






