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MNpepgucnosue

Llenn v npuHumMnbl cTaHgapTn3aummn B Poccuiickoii Pegepauny yctaHoBeHbl ®efepanbHbiM 3aKOHOM OT
27 pekabpsa 2002 r. N?184-®3 «O TeXHUYEeCKOM perynnpoBaHumn», a npasuaa npUMeHeHNs HauoHanbHbIX CTaH-
paptoB Poccuiickoli ®egepaumm — FOCT P 1.0 — 2004 «CTtaHgaptusayms B Poccuiickoli ®egepaunmn. OCHOB-
Hbl€ MOJIOXEHNA»

CeejeHus o cTaHgapTe

1MOoArOTOBJ/IEH HayuHbIM yupexeHnem «Hay4Ho-uccnefosartenbCckuil LLeHTp cTaHAapTusanum, nHgop-
Mauumn n ceptTudukKaLmnm Coipbs, MaTepnanos 1 BeLeCcTB» HA OCHOBE COGCTBEHHOrO ayTEHTUYHOMO Nepesoja Ha
pyccknit 3blk CTaHAapTa, yKasaHHOro B NyHkTe 4

2 BHECEH TexHuyeckum komuTeToM no ctaHgaptusaumn T K100 «CTpaTernyeckuini 1 UHHOBaUUOHHbI Me-
HEKMEHT»

3 YTBEPX/JEH n BBEAEH B/AEWCTBVE Mpukasom ®efepanbHOro areHTCTBa M0 TEXHUUYECKOMY pery-
nvpoBaHuio n metponoruu ot 24 nwoHa 2010 1. No 116-cT

4 HactosAwwmin ctaHgapt ACTM E 1578:2006 siBnsieTca MOAN(ULMPOBAHHLIM MO OTHOLIEHWIO K CTaHAapTy
AMeprKaHCKOro obLwecTsa no NcnbiTaHWio u maTepuanam «CtaHfapTHOEe PyKOBOACTBO M0 nabopaTopHbIM MHAOP-
MaLVOHHbIM MeHeaXMeHT-cuctemam (JIMMC)» [ASTM E 1578: 2006 «Standard guide for laboratory information
management systems (LIMS)»] nyTeM nameHeHusa cogepxaHus oTAeNbHbIX CTPYKTYPHbIX 3/IEMEHTOB, KOTOpbIE
Bblfe/IeHbl NONYXWPHON BEPTUKaNbHOW TMHNEN, Pacno/IOKEHHON Ha NOMSAX c/ieBa OT TekcTa. OpuUrnHanbHbINR
TEKCT 3TUX CTPYKTYPHbIX 3/1EMEHTOB NPUMEHEHHOTO MEeXAYHapPOAHOro cTaHAapTa n 06 bACHEHUSA NPUYNH BHECEe-
HUA TEXHUYECKUX OTKIOHEHWUI NpuBefeHbl B ONONHUTENbHOM Npunoxernuu OA. TFpy 3TOM AONONHUTENbHbIE
cnosa (thpasbl, nokasatenn, CCbinkn), BKIOYEHHbIE B TEKCT CTaH4apTa 4/1a yyeta noTpebHOCTen HauoHanbHowM
3KOHOMUKKM Poccuiickoit ®epgepaumm n/unv noTpebHocTel poccuiickoli HaUuMoHanbHO cTaHAapTM3auun, Belaene-
Hbl NONTY>XXVPHbBIM KYPCUBOM, & OO BSACHEHUA NPUYMH UX BKIIOYEHUS NPUBEAEHBI B CHOCKAX.

Kpome TOro, U3 HacTosLero ctaHjapra UCK/IIOYEHbl CCbIJIKU Ha MeXAyHapo/fHble cTaHgapThbl U Apyrue
[OKYMEHTbI, HOCsILLMe CNpaBOoYHbI XapakTep n He feiicTBytowne B Poccuiickoin depepaunu.

HacTtoAwwmi ctaHAapT 4ONOMIHEH CNPaBOYHbIM NpuNoxeHnem 6. B KOTOPOM AaHbl NOSICHEHUS K06O03Ha-
YEHMAM 1 COKpaLLeHUsIM, NPUBEeEeHHbIM B TEKCTE HACTOSL ero cTaHAapTa Ha aHIIMACKOM A3blke

5 BBEJIEH BIMEPBbIE

NHudopmaumusa 06 n3MeHeHUAX K HacToAlWw emMy CTaH4apTy Ny6UKYeTCA B eXerofHo n3gasaeMom UH-
hopmaunoHHOM yKasaTesne «HaunoHanbHble CTaHAapThli», aTe KCT U3MEHEHMN U NONPaBOK— B €XEMECAYHO
n3faBaeMblX MUHDOPMALMOHHbIX YKa3aTensax «HaunoHanbHble cTaHgapTel». B cnyvyaenepecmoTtpe (3aMeHbl)
UM OTMEHbl HacToAW,ero ctaHjapTta COOTBETCTBYIO L ee yBejoM/ieHne 6yAeT onyb/MKoBaHo B exeme-
CAYHO U3faBaemMoM UH(POPMaLMOHHOM yKa3aTene «HaunoHanbHble cTaHgapTbl». COOTBETCTBYO L as UH-
hopmauus. yseomneHne nTeKCTbl pasMmelarnTca Takx e B MHOpMaLMOHHOV cucteme obLiero nosbL3osa-
HNA — Ha ohuymanbHoM caliTe ®efepanbHOro areHTCTBA MO TEXHNYECKOMY Pery/inpoBaHnio u MeTpoaornm
BceTn NHTepHeT

© CrtaHgapTuHcopm. 2010

HacTosiwuii ctaHfapT He MOXeT GblTb NOJTHOCTbLIO MW YACTUYHO BOCNPOU3BEAEH, TUPAXMPOBAaH W pacnpo-
CTpaHeH B kayecTBe ohuLnanbHOro n3aaHnsa 6es paspelleHns defepanbHOro areHTCTBa Mo TEXHUYECKOMY pery-
NVPOBaHMNIO U METPOIOTNN
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CopepxaHue

O6nactb NPUMEHEHNS
HopmaTuBHbIE CCbl TKKN
TepMuHbl 1 onpegeneHuns
HasHauyeHune n npumeHeHune
KoHuentyanbHaa mogens IMMC — rpadmnyeckoe n3obpaxeHme MYHKUNOHANBHOCTENR  .occoveeeennenee.
Pa6ounit NOTOK JIMMC 1 KUSHEHHBITE LIAKIT OO PABLEA ueiveeiiriiniieitieiiieesieeiaeseeesteesieessaessseesteesnsessbeessaessseensnes
WHMpacTpykTypa, nHterpauma un nHtepdgeicsl 1M MC
XXV3HEeHHbIW unkn cuctemol TV M C
punoxenue X1 (pekomeHayemoe) KOHTpOnbHbIV cNMCOK Tpe6oBaHuii K DYHKLMOHAIbHBIM BO3MOXHOC-
TAM JIAIMOC ettt e e et e e et e e e e e e e e e e r e
punoxenune 1A (06a3aTeibHOE) BHECEHHBIE MOANM MKALMM ...cnviiiieiiie e e
punoxenve b (cnpasoyHoe) O603HAYEHNA N COKpaLly eHnsa
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HALULMWOHANBbHBW CTAHAAPT POCCUNMNCKOWN SGEAEPALMUMN

CTAHOAPTHOE PYKOBOACTBO MO JIABOPATOPHbIM NH®OPMALIMOHHbBIM
MEHEIXXMEHT-CUCTEMAM (JIUMC)

Standard guide for laboratory information management systems (LIMS)

[ara BBegerHns — 2010 — 10 — 01

1 O6nactb NnpumeHeHUs

B HacToflweM cTaHAapTe paccmaTpuBalTca Npo6aeMbl, BO3HUKaOLWME, KaK NPaBuio, Ha BCex cTaanax
XW3HEHHOrO0 uuKna nabopaTtopHbIX MHOPMALMOHHBIX MeHeKMeHT-cuctem (JIMMC) oT Hayana nx akcnayatauuu
1M A0 N3bATUA U3 3IKCnyaTauun. Nogpasgensl HaCTOAWEro CTaHAapTa Takxe cofepxartgetasibHoe onucaHue
BO3MOXHOCTeW JIMMC npu npyMeHeHUY B KOHKPETHbIX 06/1aCTAX MPOMbILLINIEHHOCTU U XO35AACTBEHHON feATenb-
HOCTW.

1.2 OcHOBHble Lenu

Llensamun HacTosAlero cTaHgapTa ABNA0TCA:

1) okasaHve nomoLm HOBbIM Nonb3oBatenam JIMMC B ux obyvyeHun;

2) npepocTaB/sieHNe CTaHAapPTHON TepMUHOOMK, KOTOpas MOXeT GbiTb MCNOMb30BaHa NocTaBLWUkaMu u
KOHEeYHbIMW nonb3oBaTtenamun JIMMC;

3) ycTaHOB/IEHNE MUHUMASIbHbIX TPe6OBaHMNt K OCHOBHbLIM hyHKUMAM JIUMC:

4) obecneuyeHne pykoBoAcTBa no cneuyndukaLum, oueHke, onpegeneHnto CTOMMOCTHN, BHEAPEHMIO, yNpas-
NEeHNI0 NPOEKTOM, 06YUYEHUNI0, AOKYMEHTUPOBAHUIO.

5) npefocTaBfeHne o6pasua KOHTPOILHOIO cnucka yHKunn IMMC.

1.3 Onpegenenune IMMC (LIMS)

TepMuH «nabopaTopHble MH(POPMaLMOHHbIE MeHeAXMeHT-cuctemsbl, JIMMC» (laboratory information
management systems, LIMS) onucbiBaeT Knacc KOMNbIOTEPHbIX CUCTEM, NpefHa3HaUYEeHHbIX ANA YNpaBieHns
nabopaTopHOil nHdopMaLmei.

1.4 Kateropuun nabopartopui

CnekTtp na6opartopuii, KoTopblie ncnonb3yT JIIMC, o4eHb WMPOK. HUxXe NpuBeeH NPUMEpPHbI nepeyeHb
Kateropuini nabopaTtopuii, KoTopble B CBOei paboTe ncnonb3yT JIMMC.

1.4.1 OcHOBHble nabopaTtopuu

1.4.1.1 9KcnepTHble, ucnblTaTenbHble nabopaTopumn

1.4.1.2Hay4yHo-uccnepoBaTtebCkne, KOHTPONbHO-aHaNNnTMyYeckne nabopatopun, B TOmM yucne
No KOHTPONIO KayBcTBas

1.4.2 Na6opaTopuu Bo6acTu oXpaHbl OKpyXarLwei cpeabl

1.4.2.1 3konorunyeckune nabopaTopuu, BKIOYAA MOHUTOPUHT OKpYXatoL e cpegbl

1.4.3 EcTecTBEHHOHay4YHble nabopatopuu

1.4.3.1 buoTexHonorus

1.4.3.2 KnuHuyeckas gnarHoctuka

1.4.3.3 MeguuunHa, 3apaBooxpaHeHne

* MpuBeaeHbl KaTeropun naéopaTopuii, PYHKLMOHMPYIOLUX Ha TeppuTopumn Poccuiickoit ®eaepaunn.

M3paHve oguumansHoe
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1.4.3.4 O6opypoBaHue

1.4.3.5 dapmaueBTUYeCK/e npenapaTtbl, B TOM Y/C/e A1 BETEePUHAPUNSKUBOTHBIX

1.4.4 JNabopaTopumn B CeKTOpE TAXENON NPOMbILIIEHHOCTMN

1.4.4.1 DHepreTuka n pecypcsbl

1.4.4.2 NMpon3BOACTBO N CTPOUTE/IBCTBO

1.4.4.3 MaTepuanbl 1 XMMU4eckne BeLecTsa

1.4.4.4 TpaHcnopTMpoOBaHMe N nepeBo3ka rpy3os, B TOM Y/C/1e MOPCKUM NyTEM

1.4.5 MvwesBble NPOAYKTbl U HANUTKNK

1.4.5.1 CenbcKoe X0341CTBO

1.4.5.2 NuweBble NPOAYKTbI

1.4.5.3 Hanutkun

1.4.5.4 MNMpeanpuaTus 06LWeCTBEHHOrO NUTaHNA, NPOA0BO/IbCTBEHHbIE NPeANpuATUSA

1.4.6 NabopaTtopuun rocysapCcTBeHHOro N 06WEeX035ACTBEHHOIO cekTopa

1.4.6.1 NpaBooxpaHuUTeNbHble OpraHbl (nabopaTtopuun B o61acTu cyae6HOl MeANLNHbI, KPUMUHA-
NUNCTUKN) *

1.4.6.2 MpaBUTENbCTBEHHbIE OpraHbl (pecnybnnkaHckue, oOKpyXHble, 06n1acTHble, MyHULUNanbHble,
MeCcTHOe ynpasJfieHue) *

1.4.6.3 O6pasoBaHue

1.4.6.4 O6wecTBEHHbIE KOMMYHa bHble YCNYrn (BOAOX03SAWCTBEHHbIV KOMMNIEKC U OYMCTKA CTOYHbIX BOA,
3N1eKTPO3HEPreTUKa)

1.4.7 Pasmep nabopaTtopuii

14.7.1 MpeameTtom obcyxaeHns B HacToslweM cTaHaapTe asnatTca JIMMC. npegHa3HayeHHble Kak gns
He6obLWNX nabopaTopuii C NPOCTbIMK TPe6OBaHNAMMN K CUCTEME, TaK M 4NA  KPYMHbIX, TEPPUTOpPUanbHO pacnpe-
[eneHHbIX nabopaTopuil co CAOXHbIMU TPe6OBaHUAMMN K CUCTEME.

XOTS B HACTOAWEM CTaH4apTe paccMaTpmMBaloTCA CMI0XHbIE NPOo6aeMbl, KOTOPbIE B NEPBYIO oYepeb BANSA-
10T Ha BHepeHne kpynHomacwTabHbix IMMC, cTaHfapT MoXeT 6biTb Takke noneseH npu BHegpeHuun JINMC
B nabopartopuu nwboro pasmepa. MNpofomkutTenbHoCcTb BHeapeHns IMMC n pekomeHgauuun, npuBeaeHHble
B HacToAleM cTaHgapTe, NPeAnuCbIBAIOTCA A1 CPEAHUX U KPYNHbIX nabopatopuii.

1.5 HTerpauusa

WHTerpaymsa JIMMC napyrux BHeELWHUX cCUCTeM [ynpasfeHne AoKyMeHTaunell, cucteMbl XpoMaTtorpaguuec-
KMX flaHHbIX. nabopaTopHble NPUO0PbI, CUCTEMbI CEKTPOCKONMYECKUX flaHHbIX, CUCTEMA N1aHUPOBaHUA pecyp-
coB npegnpuatua (ERP), ucnonHutensHas cuctema npoussoactea (MES), cuctema KoOppekTUpyrLwmnx
n npegynpexgatouwmnx geiictsnii (CAPA), anekTpoHHble nabopaTopHble 3anucHble KHKkM (ELNS), apxus gaH-
HbIX] 06ecneynBaeT 3HauYNTENbHbIE NpenMMyLLecTBa B 6u3Hece AnsA Nwb6bix nabopatopuii. WHterpauyms IMMC
N OPYTrMX BHELWHUX CUCTEM O06CYX[aeTca B HACTOALLEM CTaHAapTe Npy ONUCaHU BEPXHETO YPOBHSA, BKIOYas
B3aWMHbIl/i 0GMEH faHHbIMW 1 cTaHfapTbl XML.

1.6 ®a3bl XMU3HEHHOTO unKna

XXusHeHHbI uukn JIMMC. npeAcTaB/eHHbIl B HACTOSWEM CTaHapTe, BkaovaeT Bcebs cnegyowme dasbl:

1) UHMLMNPOBaHWNE NPOEKTA;

2) aHanus3 TpeboBaHuii;

3) npoekT (MpoekTupoBaHue);

4) cbopka (KOMNOHOBKa)/KOHUrypupoBaHme;

5) ucnoiTaHne n Nnpuemka,

6) akcnnyaTtauusa n o6¢cnyxuBaHue;

7) BbIBOA (M3BATUE) U3 IKCAyaATALNN.

HacTosAwwii ctanfapTt npefHasHayeH Ana pasbsACHEHNS XU3HEHHOro yvukna IMMC u npuMeHeHns Hagne-
Xallei npakTuku 45 Kak40ro npegnpuHMMaemMoro geicTeus. HacToswmii cTaHgapT NOMOXeT yYacTHUKaM BHe-
apexus IMMC, pab6oTatoLwmm ¢ Hell BNepBble, N1aHMpoBaTh U ynpaeBnaTb npoektom JIMMC. B TO BpemMs Kak
onbITHbIe Nonb3oBaTenn JIMMC MoOryT MCNOMb30BaTh 3HAHUA 0 XXM3HEHHOM Lukie cuctembl JIMMC gnsa o6cnyxu-
BaHMA umetowelica B akcnayatayum JIMMC v noAroToBUTL 4151 BHEAPEHUSA criegytouiee nokoneHue JIMMC.

1.7 Kpyr nonb3oBaTtenei

HacToawwuit cTaHgapT co3gaBancsa ¢ y4eToM NoTpebHoCcTen cnefyoLwmx 3aMHTepecoBaHHbIX CTOPOH;

1) KOHeuHbIX Nonb3oBaTeneli IMMC:

* MpuBeaeHbl kaTeropun nabopaTopuii. PYHKLMOHMPYIOLUX Ha TeppuTopumn Poccuiickoit deaepaunn.
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2) yyacTHUKOB BHegpeHus IMMC;

3) nepcoHana no ka4ecTsy;

4) nepcoHana no MHopMaLMOHHbLIM TEXHOOMMAM;

5) npoussogutenei n npogasuos JINMC;

6) NnponsBoAnTeNei U NpogaBLOB NPMH0POB;

7) Nny, KOTOPble [0/KHbI YTBEpPXAaTh (huHaHcuposaHue JIMMC;

8) cneynannucToB No Noaaepxke npunoxenunin JTMMC;

9) cneynanncTos Mo UCMbITAHUIO U BaNMaunm nporpaMmmMHoOro o6ecneyeHms.

WNHhopmaumsa, cogepxaljasca B HacToseM cCTaH4apTHOM PYKOBOACTBE, MOXET MPUHECTU NoMb3y WNpo-
KOMY Kpyry nuu, KoTopble pa6oTalT B nabopaTtopuu nnm coTpygHuyalrT ¢ Hell. HoBble nonb3osatenun JINMC
MOTYT MCNONb30BaTh HaCTOsILee CTaHAAapPTHOE PYKOBOACTBO A8 NOHUMaHMA 3a4a4 1 dpyHkunii IMMC. HacTos-
lee cTaH4apTHOE PYKOBOACTBO MOXET Takxe NomMoyb 6yayuimum nons3osatensm JIMMC B NOHUMAaHUN TEPMUHO-
norun, KoOHUrypawuum, xapakTepucTuk, CTPYKTYpbl, N0Nb3bl U cToumocTn JINMC. Nluua, koTopble NnpuobpeTatoT
JTIMMC. moryT ncnonb3oBaTb HacTosiLee cTaHAapTHOe PYKOBOACTBO ANA nAeHTUdUKaLum yHKLMi, KoTopble
pekoMeHAylTCA A5 cneynduyeckoli paboyeid 30HbI nabopatopuun. HayuyHo-nccnefoBaTenbCxuii nepcoHan
npoussoguTeneli kommepyeckoro JIMMC-npogyKkTa MOXeT UCNO0/Ib30BaTb PYKOBOACTBO Kak UHCTPYMEHT A5 OLLeHKU,
NAEHTUMKALUM N NOTEHLMANbHOTO COBEPLUEHCTBOBAaHNS BO3MOXHOCTE UX NpoAyKTOB. MNepcoHan no npogaxe
JIMMC moxeT ncnonb3oBaTth HacTosiLLee PYKOBOACTBO 4/18 nNpefcTaBneHns gyHkunii IMMC-npoaykTa 6yayuium
nokynatensm B6osee 06LWmnX N HEWTPanbHbIX TEPMUHAX.

1.8 YTo0 OocTaeTcd 3a npegenamu o6CyxXAeHNA B HACTOALWEM cTaHgapTe

MonHoe onucaHne n UCMNOIb30BaHNE CUCTEM, YNOMUHAKOLWNXCA B HACTOALWEM CTaHAapTe B KOHTeKCcTe
ob6pasoBaHns uHTepdelicoB ¢ JIMMC. ocTaloTcs 3anpegenamu HacToslero ctaHgapTa. MNpuMmepammn Takux
CUCTEM CNyXaT cUucTeMbl XpomaTorpaduyueckmx gaHHolix (CDS), aneKkTpoHHble nabopaTopHble 3anUCHbIEe KHUXKN
(ELN), apx1B AaHHbIX, CUCTEMbl yNpaBaeHNs HayYHbIMU gaHHbiMKn (SDMS), cuctembl N1aHMpoBaHNs pecypcoB
npegnpuatusa (ERP), ucnonuutensHasa cuctema npounssogctesa (MES), cuctemMbl 3/1eKTPOHHOTO JOKYMEHT0060-
pota (EDMS).

2 HopmaTuBHbIE CCbINKKU

B HacToAlem cTaHgapTe UCNosib30BaHbl HOPMATUBHbIE CChINIKM Ha cnefyoLlne cTaHaapThl;

FOCTP NCO/M3K12207 — 2006 IHhopmaLnoHHasa TexHonorus. Mpouyecchbl XXM3HEHHOTo uukna npo-
rpaMMHbIX cpeacts (MCO/MIK 12207:1995. 1OT)

FOCT P MNCO/M3K 14764 — 2002 VHhopmaLnoHHaa TexHonorua. ConpoBoXAeHne nporpaMmMHbIX
cpencTts (MCO/M3IK 14764:1999. OT)

FOCTP MCO/M3K TO 15271 — 2002 VIHhopMaLMOHHAA TeEXHONOMMA. PyKOBOACTBO N0 NPYMEHEHWIO
FTOCTP NCO/M3K 12207 (MCO/M3K TO 1527:1998. tOT)

FTOCTPUVCO/M3KTO 16326 — 2002 MporpaMMHasn uHxeHepusi. PykoBoacTBo no npumeHeHuto rOCTP
MCO/M3K 12207 npuynpaBneHmmnpoektom (MCO/M3K TO 16326:1999. HOT)

FTOCTP MCO/M3K 17025 — 2006 O6uie TpeboBaHNA KKOMNETEHTHOCTU UCMblTaTEeNbHbIX U Kannb-
poBoyYHbIX nabopatopuii (MCO/M3IK 17025:2005. OT)

MpumMmeyaHue — Mpu NOMb30BAHNN HACTOALIMM CTAHAAPTOM Lie/Ieco06pasHoO NPOBEPUTL AeiiCTBME CCbINoY-
HbIX CTAHAAPTOB B MHIOPMALMOHHOI cUCTeMe OBLLEro No/b30BaHNs — Ha ouuManbHOM caiiTe defepanbHOro areHT-
CTBa N0 TEXHWYECKOMY PETY/IMPOBAHMIO N METPO/IOTMN B CETU VIHTEPHET UM MO EXEroAHO n3aasaemMomMy NHDOPMAaLIOH-
HOMY yKasaTeso «HauuoHa bHble CTaHAapTb», KOTOPbI OMy6/MKoBaH MO COCTOSIHWMIO HA 1 sAHBaps TEKyLIEero roaa,
M N0 COOTBETCTBYIOLMM EXEMECAUYHO U34ABAEMbIM UH(IOPMALMOHHLIM yKa3aTessiM, Ony6/IMKOBaHHbIM B TEKYLLEM
rogy. ECNn CCbINOYHbIV CTaHAAPT 3aMEHEH (U3MEHEH), TO NpY NO/b30BaHUU HACTOSLLMM CTaHAAPTOM CrliefyeT PyKOBOA-
CTBOBATLCS 3aMEHSIIOLMM (M3MEHEHHbIM) CTaHAAPTOM. EC/N CCbIIOYHbINA CTaH4apT OTMEHEH 6e3 3ameHbl, TO MOoJoXe-
HUE, B KOTOPOM fj@Ha CChISIKA HA HEro, NPUMEHSIETCA B YacTu, He 3aTparvBaloLLeli 3Ty CCbIKy.

3 TepMuHbl 1 onpeaeneHns

3.1 B HacTosAwem cTaHAapTe NpMMEHeHbl TepMUHbI, ucnonb3yemblie B 06nactu JIMMC. B nogpasgene 3.2
npusefeHsl cneynduyeckme TepmuHbl JIMMC. MNMonb3oBaTenin HacToALLero cTaHgapTa 4o/KHbI 3anpalmeaTb y
KaXx4oro nocrasLyka TEPMUHONOTNYECKNIA NepeYeHb CO CChI/IKaMU Ha UCNO/b3yeMble B HACTOSAWEM CTaHAapTe
TePMUHBI.
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3.2 TepMUHbI noONpefeneHna, UCNoNb3yeMble B HACTOALWEM cTaHgapTe

3.2.1 koppekTupyluwmne n npeaynpexgatwume gelicteus (Corrective action, preventative action. CAPA).

3.2.2 cuctema xpomatorpacdumuyeckux gaHHblx (Chromatography Data System. CDS): KomnbloTepHas
cucTema, ucnonb3lyemasn Ansa cbopa, aHanmsa, XxpaHeHa 1 coobLeHna nHopmaLmm, NoONy4YeHHO ¢ xpomaTor-
padmyecknx npnubopos.

3.2.3cuctema ynpaBaeHnUs 3/1I€KTPOHHOI fokyMmeHTauuel (Electronic document management system,
EDMS).

3.2.4 aneKkTpoHHaa nabopaTtopHasa 3anucHas kHuxka (Electronic laboratory notebook. ELN): Komnbio-
TepHas cuctema, cos3faHHas B3ameH 6ymaxHoro 1abopaTopHOro xypHana.

3.2.4.1 O6eyxaeHne

JneKkTpoHHan nabopaTopHas 3annUcHas KHUKKa 06bIYHO UCNOMb3YeTCsA HayYHbIMU PA6OTHUKAMMN N TEXHU-
YeCcKMM MepcoHasiom 415 JOKYMEHTMPOBAHNA NCCNeA0BaHUNA, 3KCNepUMEHTOB v NpoLeayp, NPOBeAeHHbIX Bna-
6opaTopun. neKTpoHHaa nabopaTtopHas 3anucHasa KHMUXKa 4acTo MCNOob3yeTCcsa B KaYecTBe PUANYeCKOro A40-
KyMeHTa 1 MOXeT 6bITb MCNO/Ib30BaHa B Cy/le Kak CBUAETENbCTBO. TakXe. Kak v 31eKTPOHHasA 3annucHasn KHuUxXKa
n3obpetartens, nabopartopHas 3eKTPOHHAA 3anucHas KHWXKa nepefaeTcs Ha pacCMOTpeHue akcnepTam npu
BblJaye NaTeHToB, a Takxe B cnyyanx cyaebHbix pa3bupatenbcTB B OTHOWEHUN UHTENeKTyanbHO CO6CTBEHHO-
CTW. DNeKTpoHHasa nabopaTtopHas 3anucHas KHWXKa faeT BO3MOXHOCTb 3/1IEKTPOHHOTO A0CTYyNna K uHdopmauuu,
BK/1l0Yas NONCK, CO60P AaHHbIX C MPMOGOPOB 1 B3anMofeicTBNe MeXAy NepcoHasom nabopaTopum 1 nepcoHanom,
KOTOpPbI HAXOAMTCA 3@ Npegenamu naboparopuu.

3.2.4.2 O6eyxpeHne

DNEeKTPOHHbIE nabopaTopHble 3anucHble KHUXKM (ELN) MOryT 6bITb pa3geneHbl Ha ABe KaTeropuu:

1) cneuundpmnueckme ELN cogepxaT ocobble xapakTepucTuki, no3sonstoLme paborarb C KOHKPETHLIMU NPU-
NOXEHUAMM, HayYHbIMU NpubGopaMun AN pasnuyHbIMKU TUNamn AaHHbiIX. B kauyecTBe npumepa cneuyuduyec-
KOl 3N1eKTPOHHOI NabopaTopHO 3aMMCHOM KHUXKU MOXET CYXUTb nabopaTopHas UCNOMHUTEeNbHAaA cuctema
(LES);

2) NnepeKkpecTHO-AMCUNNINHAPHbIE 3N1IEKTPOHHbIE lTabopaTopHble 3anucHble KHKKM ELN nnn ocHoBHble ELN
cosgalnTca ANns NoAfepXKn focTyna KO BCeM faHHbIM U MHOpMauumn, kotopas Heobxoauma A1 3anucu B
nabopaTopHY 3aMUCHYH KHUXKKY.

3.2.5cucTeMbl NnaHUpoBaHWsa M ynpaBneHus pecypcamu npegnpusatua (Enterprise Resource Planning,
ERP).

3.2.6 Hagnexalana aBTomaTusnposaHHasa nabopatopHasa npakTuka (Good automated laboratory practice,
GALP): O6befnHeHHble hefepanbHble MHCTPYKL MKW, MOANTUKA U PYKOBOAALME AOKYMEHTbI. HekoTopble 13 ycno-
Byt GALP BonsoweHsl B cTaHgapTbl GLP areHTcTBa No oxpaHe okpyxatowleii cpeabl CLUA (Environmental protection
agency. EPA). lokymeHTbl GLP (Good laboratory practice standards, ctaHgapTbl No Hagnexatle nabopaTopHoi
npakTuke) ABASATCA HOPMATUBHLIMU [LOKYMEHTaMu, KOTOpble ONpeAensatoT PYKOBOACTBO U NPOBeAEHNE HEKIU-
HUYECKMX (BOKTMHUYECKNX, IKCNEPUMEHTaNbHbIX) MCCNef0BaHNi B 60NbWNHCTBE NabopaTopunii, MOSUUHSAIO L UX-
cA nogpasgeneHunto EPA no Tokcnyeckum Bewectsam v BelecTBam, OTHOCALMMCSA K necTuungam.

3.2.7 Hagnexalan aBToMmaTM3MpoBaHHas NnpomM3BoAcTBeHHaa npakTuka (Good automated manufac-
turing practice. GAMP).

3.2.8 nabopaTtopHasa ucnonHutenobHasa cuctema (Laboratory execution system. LES): KomnbtoTepHas
cucTema, npuMeHsiemMas B nabopaTopun Ha ypoBHe paboTbl aHanMTuKa 415 NoMoLLM B cobaaeHuy npasun npu
BbINONTHEHUN NabopaTopHbIX UCNbITAHUIA C UCMOb30BAHWEM PA3/INYHbBIX METOAOB.

3.2.8.1 O6cyxaeHune

NabopaTopHble ucnonHuTenbHble cuctembl (LES) ABNAIOTCA NOAKNACCOM 3N1E€KTPOHHbIX NabopaTopHbIX
3anuncHbIX KHxek (ELNS). koTopble hOKyCMPYOTCA Ha 3Tanax BbINOMIHEHWUS KOHKPETHbIX MeTOA0B 1abopaTopHbIX
ncnbiTannii. Kak npasuno. LES ncnonb3ytoTcs B 1a60opaTopmsx Mo KOHTPOJIIO Ka4ecTBa, B KOTOPbIX ONpeensioT-
Ccs MeToAbl UCNbiTaHWi. PyHKLUMOHaNbHbIE BO3MOXHOCTU LES n IMMC yacTu4HO nepekpbiBalOTCA B 061actn
BBOJA pe3y/bTaToB, MHTerpauuy c npuéopamm n MapkMpoBku cneyndukaymii. PasmelleHHble onyum BKIYaT B
cebs cuctembl LES n JIMMC. pa3BepHyTble B Ka4yeCTBe MHTErPMPOBAHHOIO pelleHuns, a Takke Tonbko JIMMC
nnn ToNbko LES (ansa orpaHnyeHHbIX YHKLUIA).

3.2.9 nabopaTopHble MH(DOPMALNOHHbIE MeHeaXMeHT-cucTtemsbl, JIMMC (Laboratory information
management system, LIMS):

1) NIMMC — akpoHum TepMmuHa «JlabopaTopHas nHhopMaLOHHasA MeHeXXMeHT (ynpasnstoLljas)-cucre-
Ma». KomnbloTepHOe NpUIoXeHne NporpaMMHOro 1 annapaTtHoro o6ecneyvyeHns, ¢ NOMOLLbI0 KOTOPOro MOXHO
cobupatb, aHanIM3npoBaTh AaHHble, yNpaBnATb AaHHbIMW U MHOpMaLvei nabopatopuun, 0hOPMAATb OTHETHI;

4
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2) KOMNblOTEPHOE NporpammMHoe obecneyeHne, KOTOpoOe UCNONb3yeTca B nabopaTopuun ANa ynpaBneHus
o6pasuamu, pesynbtaTaMmn UCMbITAHWUIA, MONb30BaTENAMU, NPUGOPaMu, CTaHAAPTHLIMU 06pasLamMun 1 Takumm na-
60paTopHbLIMU PYHKLUAMKN, Kak opopMIeHne cHeToB, ynpasieHne obpasuamu, NOMeL,eHHbIMU B NNaHLWeTbl
(koHTelHepbl, NPO6GUPKN) ANA NPOBEAEHUSA aHann3a, n3yyeHme cTabunbHOCTM 06pasLoB C ucnonb3osaHnem JIMMC,
aBTOMaTu3auus paboyero noToka;

3) Knacc npukNagHoOro NPorpaMMHOro o6ecneyeHns, KOTOpoe OCyLLecTBAAET XpaHeHne 1 ynpaBieHne nH-
hopmaunein. nponsseeHHO B npoLecce nabopaTopHON eATeNbHOCTU. DTN CUCTEMbI UCNONB3YHOTCA ANA Y-
paBneHnsa nabopaTopHbIMK NpoLieccaMm, BKOYas onpefeneHne Mactep-gaHHbiX (OCHOBHBIX AaHHbIX), ynpas/e-
Hue obpasuamu 1 LLenoykoli xpaHeHusa nHgopmaumm 06 obpasuax, Ha3HavyeHne Ha paboTy, ynpasneHue npubopa-
MU 1 06opyAoBaHuEM, ynpasfeHve cTaH4apTHbIMKU o6pasLammn u peareHTamu, niaHnposaHue cb6opa obpasLos 1
npoBefeHNs UCNbiTaHWs, BBOJ pe3y/ibTaToB, NPOCMOTP (PAacCMOTPEHNE) pe3ynbTaToB, OTYETHOCTb, HabnaeHne
38 OTK/IOHEHUAMU U NPUMEHEHNEeM HOPMAaTUBHbIX AOKYMEHTOB. 3TV CUCTEMbI COEAMHAIOTCA C NOMOLLbIO MHTEpP-
thelicoB c na6opaTopHbIMU NpuGopammn (HanpumMmep, ¢ cUcTeMoli xpomaTorpaduyecknx gaHHolix (CDS), cnekTpo-
choTOMETPAMM M BECAMU) U APYTUMMN MHDOPMALNOHHBIMU CUCTEMAMU, TaKUMU Kak CUCTEMA NMTaHMPOBaHUA pecyp-
coB npegnpuaTtua (ERP). ucnonHutenbHas cuctema npomssogctea (Manufacturing execution systems. MES)
NN MeANLNHCKNE NHPOPMALMOHHBIE CUCTEMbI, B OCHOBE KOTOPbLIX 1exaT nabopaTopHble MHhopmaLoHHble
cuctembl. JINMMC — 3TO NpunoxeHue, xapakTepusytLleecs BbICOKOW CTeNeHblo rMbKoCTW, KOTOPOe MOXeT bbITb
KOHbUIyprMpoBaHO UMM HACTPOEHO TakK. YUTO6bI CMOCOGCTBOBATH LUMPOKOW BapnabenbHOCTU Mogeneli nabopaTtop-
HbIX paboynx NOTOKOB.

3.2.10 koHpurypuposaHue JINMC (LIMS configuration): OTHocuTcs K npoueccy nogrotosku JINMC gnsa
MCMNoAb30BaHMA B KOHKpPeTHOW nabopatopun. Kak npaBuio, npouecc KOHPUrypnposaHua BkiovaeTt B ceba nc-
nosib3oBaHne nHTepdeiica, NnpeAocTaBAOLWEro NpogaBLy BO3MOXHOCTb BBOAUTL UCNO/b3yeMyio B faboparto-
pun nHdopMaLmio, KoTopas onnceiBaeT TUMbl 06pas3LoB, MeTOAbl aHanunsa, cneyudukaymm, nT. n.

3.2.11 HacTpolika IMMC (LIMS customization): OTHocuTCcs K npoueccy mogucukayumn JIMMC ansa Toro,
4TO6bI CornacoBaTb TpeboBaHMA KOHKpeTHO NabopaTtopun. Kak npaBuio, BkovaeT B cebs fo6aBneHne Tabnu,
MoanbuKaLuo CTPYKTYp Tabnuny u HanucaHme KOAO0B UM Nporpamm Ans usmeHenma dyHkumnii IMMC.

3.2.12 meTagaHHble (Metadata):

1) aaHHbIE O flaHHbIX;

2) nHdpopmavma, onvcoiBarLwan 4pyroit Habop faHHbIX.

3.2.12.1 O6cyxaeHne

MeTafaHHble B KOHTekcTe JIMC 06bI4HO BKOYAIOT B ce65 AaHHble, KOTOPbIE NOAAEPXMNBAIOT pe3ynbTaTbl
ncnbiTanuii n 3anucesiBaoTea B JIMMC. MpuMepoM MOTyT CAYXUTb UCMbITAHWA NO onpeaeneHuio pH: pesynbTtaTsl
onpefeneHna pH MoryT 6biTb NoAAepXaHbl C MOMOLLLI0 MeTafaHHbIX, BKAOYaKOLWMNX B ceba CBEAeHNs 0 TOM,
Kakne npuoopbl 6bINM NCNOb30BaHbl, KakMMK 6biNn AaHHble KannbpoBkK Npubopa, Kakne ctaHgapTHble bydep-
Hble pacTBOpbI (peareHTbl) 6bIM UCNONb30BaHbl ANA KaNU6POBKM AaTUMKOB pH 1 Kakum 6bl CPOK XpaHeHns
cTaHfapTHbIX 06pa3L 0B pacTBOPOB.

3.2.13 pernctpauuns obpasya (Sample registration): Mpouecc perncTpaymm obpasuos B JIMC.

3.2.14 cuctema ynpaBneHunsa HayuyHblMn gaHHbiMK (Scientific data management system. SDMS).

3.2.15 cucTtembl cnekTpockonnyecknx gaHHbl X (Spectroscopic data systems): KomnbloTepHas cucre-
Ma. ucnosibdyemas ana o6pabotku, Bu3yanusauuu, MHTepnpeTauny, XxpaHeHus u 3anucu nipopmasmm co cnek-
TPOCKOMMYECKUX U HexpomaTtorpadmyeckux npubopos.

3.2.16 ctaTnyeckne Tabnuubl (Static tables): OnucatenbHble (4eCKPUNTUBHbIE) Tabnuubl 6a3bl aHHbIX
NINMC. rae wabnoHbl, UCNbITaHNA, pacyeTbl, cneundukaym 1 cooTBeTCTBYOLWAA MHhopMaLUsa oxapakTepnso-
BaHbl N COXPaHeHbl N 06bIYHO HAXOAATCA B Tabnuuax «nouck/ccblika/cnoBapb».

3.2.16.1 O6ecyxaeHne

NTMMC xpaHuT nHhopmaLmio 415 Noucka ¢ Lenbto 6bICTPoii pernctpaunm obpasua u HasHaueHUs Ha Ucnbl-
TaHuA. O6bIYHO cTaTUYeckne TabnmnLbl He06X0AMMO KOHPUTypUpoBaTb 40 perncTpalmm obpasua. BHegpeHue He-
KoTopbIX JIMMC MOXeT CONpoBOXAaTbCA BBOLOM MHpOPMaLUN N3 CTAaTUYECKON TabnuLbl HENOCPeACTBEHHO Ha
aTane perucrpauymmn obpasua. CUHOHUMbI CTaTUYeCKUX Tabnul, BKIOYatoT B cebsi macTep-gaHHble (master data —
OCHOBHbIE flJaHHble) U AaHHble N0 KOHUTrypauuu.

4 Ha3HayeHne n npumeHeHue

4.1 O6ocHOBaHue
HacTtoawwmii ctaHgapT npegHasHayeH AN 06y4eHUs 3anHTepecoBaHHbIX CTOPOH MHOTMM acnektam JIMMC.
HacToawumii ctaHgapT MOXeT:
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4.1.1 NMomo4b B 06yyeHnn HOBbIX Nonb3oBaTenein IMMC.

4.1.2 NMoMoYb B 06y4eHUN OCHOBHOTO KOHTUHIeHTa COTPYAHMKOB NabopaTtopuii n Apyrnx opraHu3aymii, koTo-
pble ncnonb3sywT JIMMC.

4.1.3 Momoyb B 06y4eHnn nponssBoguTeneinl Nnpnbopos 1 N3roTOBUTENENR APYTNX CUCTEM, KOTOPbIE MOTYT
6bITb COEANHEHBI MEXAY CO60I nHTepdelicamu.

4.1.4 MpepocTaBuTb CTaHAaPTHYIO TEPMUHOOINIO, KOTOPast MOXeT 6blTb UCMONb30BaHa npogasuamu JIMMC
1N KOHEYHbIMUW NOSIb30BaTENAMMN.

4.1.5 YCTaHOBUTb MUHUMa/bHbI Ha6op Tpe6oBaHNn KOCHOBHbLIM thyHKUMsiM JTUMC.

4.1.6 ObecneunTb PyKOBOACTBO BbINO/HAEMbIMW 3ajavyaMy U AOKyMeHTauuel, co3faHHoi B cneyndm-
Kauuu. a Takxe felicTBUAMU Npu oLeHke, 060CHOBAHWUY CTOMMOCTU, BHEAPEHWUW, yNpaBieHUn NPOeKToM, obyye-
HUW 1 AoKyMeHTuposaHun JINMC.

4.1.7 O6ecneynTb BbICOKOKOMMNETEHTHbIi ypOBEeHb pyKoBOACTBa Npu uHTerpauun IMMC ¢ 601bWNHCTBOM
06bIYHO NHTETPUPYEMBIX CUCTEM, TAKNX Kak nabopaTtopHble npuéopbl. CDS, ERP. ELN. SDMSuT. 4.

4.2 AcnekTbl MCNONb30BaHWA cTaHgapTa

HacToswwuii ctaHaapT npegHasHavyeH AN UCNo/b30BaHUA BCEMU 3aUHTEPEeCOBaHHbIMY CTOPOHAMU, BK/IO-
YEeHHbIMUN BO BCe acneKTbl BHeApeHus nnun obenyxmsaunsa IMMC.

4.2.1 HacTosiwmii cTaHgapT npefgHasHavyeH 419 UCNO/b30BaHWA B pamMKax XW3HEHHOro uukna JAIMMC
OTAENbHBLIMW ULAMKU MU TPyNNamMu NnL,. oTBeTCTBEHHbIMK 3a JIMMC. Bknoyasn cneyndurkalmo, noctpoeHue/
KOHMUTypupoBaHue, BanuaaLunio, ncnonb3osaHne, 06HOBNEHUE, U3BATUE U3 IKCMyaTaLn/BbIBOA U3 3KCNya-
Taumn.

4.2.2 HacTosAwwmii cTaHfapT Takke npefHa3HaveH ana npefocraBneHuns obpasua nepeyHs yHkumii IMMC.

5 KoHuentyanobHasa mogens JIMMC — rpacuyeckoe n3obpaxeHue
dyHKUMOHaNbHOCTEN

MpumeyaHune 1— OcHOBHble pyHKLMM JIMMC. NyHKTbI MHTErPaLMN, XU3HEHHBINA LKA U OTPACN NPOMbILLIEH-
HOCTV NpuBefeHbl Ha pucyHkax 1 —4.

5.1 KoHuenTtyanbHasa mogenb JIMMC — BepxHUii ypOBEHb

OcHoBHble hyHkunn JIMMC oxBaTbiBalOT WNPOKY 06/1acTh paboumx NOTOKOB naboparopuun, ynpasneHme
MHhopMaumelt n nHTerpaymio ¢ 4pyruMu NPon3BoACTBEHHBIMU KOMMbIOTEPHLIMU CUCTEMAMU. DTN OCHOBHbIE (PyH-
Kuun TIMMC nokasaHbl Ha pucyHke 1B 6n10ke JIMMC. UHTerpaumsa ¢ IMMC 1 BHEWHUMM cuctemamu, npubopamu,
MHCTPYMEHTaMN OTYETHOCTM M UHCTPYMEHTaMN aBTOMAaTU3MPOBAHHbIX UCMbITaHWIA NpeAcTaBAeHa Ha pucyHke 1
B BEPXHEM U HXXHEM CEKTopax.

5.2 KoHuyenTyanbHas moaenb JIMMC — cpefHUA U HUXHWI YPOBHMU

®yHKUUM JIMMC 1 nx B3aNMOCBSA3b C BHELWHUMUN CUCTEMAMMN, paclinpeHHbIMU dyHKunamm IMMC n oxunga-
eMbiMK B 6yaylwiem dyHkuuamu IMMC nokasaHbl Ha pucyHke 2. lnarpamma onpegensier:

5.2.1 OcHoBHble thyHKumn IMMC (LC) c nogcTpykTypamu onepauyuin (LC-1.X) n nogaepxkun (LC-2.X).
5.2.2 PacwupeHHble pyHKumn JIMMC onncaHbl B nepeyHe B cekTtope LE-X.

5.2.3 Cuctembl, anawuwmnecs sHewHuMu ans JIMMC. nokasaHbl B cekTopax ¢ kogamu E.

5.2.4 Oxupgaemble B 6yayuwiem dpyHkumn JIMMC onucaHbl B cektopax ¢ kogamu LF.

5.3 ®asbl Xn3HeHHoro yukna JIMMC (cm. FTOCTPUNCO/M3K12207. TOCTPUCO/M3K 15271)

BepxHuii ypoBeHb XU3HeHHoro yukna JIMMC npegcraBneH Ha pucyHke 3 Kak:

1) nepsoHayvanbHoe BHegpeHune JINMC:

2) hyHKUMOHMpoBaHue (akcnnyartayus) IMMC:

3) cucTembl 06CAYXUBAHUSA.

Kaxaas M3 aTuX OCHOBHbIX (ha3 B flanbHelilwem npeobpasyeTcs B OCHOBHble PyHKUUKU. Hymepauus u
0603HaYeHNs Ha pUCyHKe 3 COOTBETCTBYIOT NPefCTaB/IEHHbIM Ha PUCYHKe 2. a Takxe TpeboBaHUAM, NepeymncreH-
HbIM B NpuioxeHun X1.

Ba30BbIii (HMWKHWUIA) YpOBEHb XN3HEHHOTO Uunkna JIMMC oTpaXeH Ha pucyHkax 2 n 5 * |

5.4 KoHuyenTtyanoHaa mogesnb JINMMC — oTpac/iv NpOMbILWIEHHOCTHN

Ba3oBblii pabounii NOTOK, KOTOPbLIA ycTaHaBnBaeTcs B 1abopatopmnsix He3aBUCUMO OT UX NPOIUNSA, BKIIO-
yaeT B cebs Takme PpyHKLMK, Kak peructpauma obpasua, HasHauyeHue UCNbITaHWA, BBOA pe3y/bTaToB, PACCMOT-
peHue pe3ynbTaToB, YTBEPXKAEHVE Pe3yNbTaToB M OTYETHOCTb (HUXHUI ypOBEHb XU3HEHHOTO uukna JINMC *)-

* [0NONHUTE/IbHOE pa3bsiCHEHNE B LeNsiX Nydllero NnoHMMaHns ypoBHeW XnsHeHHoro uukna JIMMC.
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-oonamu ifewuw JIMMC;

O— 1wuBviLl 1 pavwmpaTbil pywiumH LW C;
MHMANMMMO*

TUTaH Ha -WMUMMU OHNARH

WHCTpYMEHTBI /151 UCMbITAHUIA - perpeccrBHoe
(NpoBepoYHOE) UcnbITaHUe, NCTIbITAHNE B NPOAE/bHbIX
pexumax n UcnblTaHne HaLEeXHOCTH

PucyHok 1 — KoHuenTtyasbHble mogenmn JIMMC — BepXxHUii ypoBEHb

* CokpalleHns 1 0603HadYeHns NpyMBeAeHbl B NpuaoxeHun 6.
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PucyHok 2 — Mogenb koHuenuumn JIMMC — cpefHuii n 6a30BbIii YpOBHU — CTPYKTypa TpebosBaHuii

* CokpalleHnss 1 0603HayYeHNs NpMBeAeHbl B npunoxenun 6.
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Onsa nabopaTopuii B pa3IMyHbIX OTPACASX NPOMBbILLIEHHOCTH MOTYT NOTPe60BaTLCA JONOTHUTENbHbIE (DYHKLN B
COOTBETCTBUM C KOHKPETHbIMM TpeboBaHUAMU K pabouemy noToky. Hanpumep, ans nabopatopuu 3Koaoru-
4YecKOoro HanpaBieHnss MOryT Tpe60oBaTbLCA NPOCNEXNBAEMOCTb KOHTEiHepOoB ¢ o6pa3uamu, obpaboTka 06pasLoB
B MapTMsAX C WCNOMb30BaHWEM KOHTPO/bHbIX 06pasLoB, WHTerpauus cnpubopamuv AN nepepayv cBefeHni
0 YMc/ie ONNCaHHbIX KOMMNOHEHTOB 1 MHOTOYPOBHEBbIVi MPOCMOTP. Kpome Toro, MoryT notpe6osatbcsa cneuundu-
yeckune TpeboBaHMA K OTHETHOCTW. HekoTopble 13 4ONOMHUTENbHbLIX PYHKLMA, KOTOPbIE MOTYT 6bITb 3aTPe60BaHbI
Ana na6opartopuii B cneuncuyecknx oTpacasx NpoMbILLAEHHOCTU, NpeAcTaBeHbl Ha pucyHke 4. MNpegcraBneH-
Hble Ha PUCYHKe 4 (PYHKLMUN ABIAOTCA AOMNONHUTENbHBIMU K 6a30BOMYy paboyemMy MoToky nabopaTopuu.

YHLMINMC

PucyHok 4 — TMoTpe6HOCTM oTpacneit NpombIwneHHocTy B JIIMC

* CokpalleHusi 1 0603Ha4YeHVs NnpuBeAeHbl B Npunoxenun 4b.

6 Pab6ouuii notok JIMMC 1 XU3HEHHbIN UMKN obpasua
(cm. TOCT P MCO/M3K 14764. TOCT P MCO/M3K TO 16326)

6.1 Pa6ouunii notok JIMMC, BBeageHune

Mopgenb pabouero notoka JINMMC (cm. pucyHok 5) naeTt obuwee npegcrasaeHne o NpoLECCHOM NOTOKE B
TUNMYHON nabopartopuu. Lienbto gnarpamMmmbl paboyero noToka siBnseTcsa pasbsacHeHne pyHKunii TMMC un yka3sa-
HWe NYHKTOB MHTerpauumn ¢ TMNUYHbIMKU NabopatopHbiMu paboynmmn npoueccamu (06paboTka o6pasLoB, aHann3 u
oTYeTHOCTb). OnpegenexHble (cneunduyeckme) nabopatopHble Tpeb6oBaHNA 3HAUNTEIbHO BaAPbUPYHOTCS OT OfHOW
nabopartopuun Kk Apyroin. MeToAbl onpefeneHns u coctas obpasLua UaM cCoOBOKYNHOCTU 06pasuLoB ByayT Takxke
0CO6EHHbIMU A9 KOHKPETHO nabopaTtopumn 1 6yayT 3HAUYNTE/IbHO MEHATLCS B 3aBUCUMMOCTM OT OTpac/av npo-
MbIWNEHHOCTU. NHAMBMayanbHbli paboyunii NoTok 1 onpegeneHne obpasua, npucyLine TonbKo 3Toi na6oparto-
PUN. AOMKHbBI IBNATLCA YaCTb0 XXU3HEHHOTO unkna JIMMC. Basosble chyHkuun TMMC 1 B3anmogeicteune pabo-
YMX NOTOKOB NpejcTaBfeHbl Ha pucyHke 5. Lindpbl B ckobkax (CM. 6.2) COOTBETCTBYIOT KOHKPETHBIM Npoueccam
paboyunx NOTOKOB (NPSAMOYro/ibHble 6/10KM), NpeAcTaB/IEHHbIX HA PUCYHKE 5, KOTOPbIe OTHOCATCS K 061acTaM.
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nokasaHHbIM Ha KOHUenTyanbHbiXx mogenax JIMMC (cm. pucyHkn 1— 4) B pa3gene 5. B kauecTBe npumepa Toro,
4YTO MOXET 6bITb BbIMO/THEHO C MOMOLLbIO KaXA0K U3 YHKUKI Modenn paboyero noToka, UCNO/b3yTCA AaHHbIE
BCEX YPOBHel KoHuenTyansHoli mogenn JIMMC. Moapasgen 6.2 He COAEPXUT ONUCAHWUR KaxAoW yHKLUN
KOHLeNTyanbHOW MOAENN U He OTpaHnYMBaeTCa KakMM-Nnm60 cneundryeckmum ypoBHeMm.

PucyHok 5 — OcHoBHble pabouvie notokv JIIMC
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6.2 OcHOBHble pabouune noToku JINMC

O6a nornyecknx NoToka AaHHbIX, xapakTepuaywmnx paboty IMMC B kOMGUHALNY C COOTBETCTBYIOLLUMU
husnyeckumm npoLieccamu B OTHOLLIEHUM 06pa3LL0B, NoKasaHbl Ha pucyHke 5. Kaxaomy 610Ky, npeacraBieHHo-
MY Ha PUCYHKe 5. NPUCBOEH YHUKaNbHbI HOMep (HOMepa COOTBETCTBYIOT NPeACTaB/EHHbIM Ha PUCYHKe 2. Ae-
TasnbHOE onMcaHne NpoLeccoB NPUBEEHO B MOCAeAyOLWNX pa3genax).

6.3 06nactn pyHKLMOHaNbHbIX BO3MOXHOCTeRn JINMC

OCHOBHbIe 3aTanbl pabounx notokoB JINMMC, npeAcTaBAEHHbIX HA PUCYHKe 5. onncaHbl B HUXecneaywem
nogpasgene ctaHgapra. Kaxablii aTan onucaH ¢ NepekpecTHOW CCbISIKOW Ha pUCYHOK 2. NHAekKc (B ckobkax)
yKasblBaeT Kak Ha PUCYHOK 2. Tak U Ha npunoxeHue X1.

6.3.1 Pernctpauuns obpasua (LC-1.1)

6.3.1.1 Hayanom npouecca aBAsSeTCA MHULUMPOBaHME 3anpoca Ha ucnbiTaHne/oT6op Nnpo6 o6pasuoBs. 3an-
pocbl Ha 06paslbl MOTryT 6bITb OCYLLECTBIEHbLI B PYYHOM U 3N1EKTPOHHOM pexunmax; 3To MOryT 6biTb TenedoH-
Hble. Be6-3anpochbl; NPON3BOACTBEHHbIE 3aNpPOChl, KacawLwmnecs CPOKOB U rpankos; cneunanbHblie 3anpocsl
3anpochl, reHepupoBaHHbie IMMC. NHdopmauns, nonyyaemas U3 3anpocos Ha obpasel, BkioyaeT B cebs 61o-
rpachuyeckve gaHHble, faHHble 0 KNMeHTe, 3anpoLUeHHble MeToAbl UCNbITaHNA N MHpopmauuio o 6esonacHocTu. B
pe3ynbTate BHefpeHUsa HekoTopbix JIMMC nabopatopus nonydyaet BO3MOXHOCTb OCYLECTBAATb NpeABapuTeib-
HYl0 WK nocnefyoLlyto perncTpaumnio 06pasLoB amn KIMeHTOB AN NpejBapuTenibHON perncTpaymm o6pasyos
nocpeacTsom Beb6-noptana.

6.3.1.2 Mpexge Bcero cuctema JIMMC gomkHa 6bITb Hagnexau,mm o6pasom CKOHUIyprpoBaHa, 1 cooT-
BETCTBYOLW MM 06pa3om 3adpmkcnpoBaHHasa nHpopmaL s o nepcoHane, 3akasumkax (knmeHTax, nokynarensx),
MCNbITAHUAX, OTYETaX U T. N. AO0/MKHA 6bITb BBeAeHa B cTaTuyeckue Tabnuubl. Mocne Toro, kak IMMC ckoHdury-
pupoBaHa. MOXeT HayaTbCs npoLecc peructpayun obpasua. JIMMC npucBanBaeT YHUKabHbI HOMEP KaXA0MY
peructpmpyemomy o6pasuy. YHuKanbHblii HOMep MoXeT 6bITb O4HUM U3 NOC/eA0BaTeIbHOTO paja Lenbix yucen
MW U3 YCTAHOB/IEHHON NONb30BaTENaAMN NOCneAoBaTeNbHOCTU. Bonblwoe yncno o6pasLoBs, KOTOpble BMecTe
6bINM NpefcTasB/ieHbl HA pacCMOTPeHne Ana perucrTpauumn, MoryT 6biTb 1ornyeckn ceasaHsl B JIMMC. Hanpumep,
BCce 06pasLbl KOHKPETHOro 3akasuumka. Kak npasmno, cuctema JIMMC 6yneT obecneunBatb hyHKLMOHANbHbIE
BO3MOXHOCTW Ans cbopa cneaytouieli 4ecKpunTMBHOM (onucatenbHoOR) nHpopmaymmn 06 obpasuax; o TOM. KTO
npegocTaBua obpasLbl Ha pacCMOTpeHne, 3aTpaThbl (CTOMMOCTb), onucaHve obpasua 1 kakme UCNbITaHNUs AOKHbBI
6bITb NpOBeAeHbI. pyras uHhopmauma Takke MoXeT 6bITb YUpe3BblHaHO BaXHOM, HanpuMep, 0 NPUOPUTETHOCTH
MCMbITAHWI, O TOM. Kakve YPOBHMU TOYHOCTU M NPaBUIbHOCTU TPeBYTCA NpU UCNbITAHUAX, KaKylo ONacHOCTb
MOXeT npeAcTaBfsATb obpasel 4N1A nepcoHana naboparopuun, kakme NpubanM3nTenbHble YPOBHU COgepXaHus
KOMMOHEHTOB OXUAATCS, 4TO AO/MKHO ObIThb cAeNaHo c o6pa3LoM, Korga aHanuns byaet 3aseplieH. Perncrpa-
1A 06pasLoB MOXET NpejlecTsoBaTb AN cief0BaTh 3a hu3nyeckum co6opom obpasyos. PyHkynsa JIMMC no
perucTpaunv o6pasuoB A0/KHA 6bITb NPOCTHIM NPOLECCOM C MHTYUTUBHBLIM U 3(DEKTUBHBIM MHTEPENCOM NO/b30-
BaTens.

6.3.1.3 CoobLieHne 0 NOATBEPXKAEHUN YACTO BbiNyCcKaeTcs 415 TOro, 4yTobbl rapaHTMpoBaTb MNo/b3oBaTte-
NnaM hakT NPUHATUS CUCTEMOI 3anpoca Ha obpasel,. Ctatyckl JIMMC o6HoBNATCS ANA o6pa3ual/ 3akasa. Cucre-
mMa JIMMC pgonxHa caenaTb 3anvucb 0 TOM. 4TO 6blN caenaH 3akas (419 Toro, 4Tob6bl NoAAepXUBaTh IKCNNyaTaum-
OHHYI0 MeTpuky). Korga 3anuck 6yaeT caenaHa, cucTeMa CMOXeT OTC/eXnBaTb BpeMEHHble (KaneHAapHble)
MHTepBasbl 415 0CTaNbHbIX 3TAanoB npouecca. MonyyeHHble CBeAeHUsA NO03BOASAT PYKOBOACTBY nabopaTopumm on-
penensatb Bpemsa 060poTa, ctatyc o6pasua v pasnunyHbie ycioB1a NpocpoYek.

6.3.2 YnpaBneHue obpasuyamu (LC-1.2)

6.3.2.1 Co6op obpasyos (LC-1.2.1)

C6op 06pasLoB MOXeT NPOBOAUTHLCA B PyHYHOM, aBTOMaTUYECKOM UM po60TU3NPOBAHHOM pexunmax. Coop
o6pa3u 0B MOXET MPOBOANTLCA C UCNONb30oBaHneM cuctemol JIMMC (nocnegywowas perncrpayusa obpasua), KoTo-
pblil B HEKOTOPBIX paboumnx cpefax conposoajaeTcsa pacneyaTkoi cnucka cobpaHHOro mateprana u reHepuposa-
HUS MapKUPOBKMN 3TUKETOK (LLUTPUX KOAOB) AN KOHTeliHepoB ¢ obpa3suamu. C60p 06pa3oB MOXeT NpejLlecTsoBaThb
perucTpauuu obpasua nnu cnefoBaTh 3a peructpauneil o6pasua; akTyan3mpoBaHHbIli 3aKka3 MOXeT MEHATLCA OT
nabopatopumn knabopartopuun. Ctatycel IMMC mMoryT 6bITb 06HOBNEHBI (MOCNeayloLWas peructpaymsa obpasua) B
TeueHue aTana c6opa ob6pasyos. Cucrtema JIMMC moxeT o6ecneunTb MHOPMAaL MO O TOM. Kak OCyLLecTBNATb
c6op 06pasyoB, 0 NN1aHMpoBaHuKM cneyndrnyecknx o6pasLos, Tpe60BaHUAX K KOHTEiHEpPaM 1 yC/TI0BUAM XpaHe-
HUA. MHhopMaLmio 0 6e30nacHOCTU (CNUCKKU AaHHbIX 0 6e30nacHOCTN MaTepruanoB UM «nacnopT 6e30nacHoCTH
matepuana» — MSDS. Material safety data sheets), Tpe6oBaHusAX kK xpaHeHNt0 06pasLa n uHpopmaymu o pota-
uum obpasua. Lienb XpoHO0rMyeckoro 4oKyMeHTUpoBaHus nHgopmaymmn o6 obpasue (chain of custody) moxeT
6bITb NpocnexeHa ¢ nomowbio IMMC. xoTa JIMMC 1 He MOXEeT NOMIHOCTbI0 3aMEHUTb L PUANYECKN paspeLl eH-
Hble TpeboBaHNsA KCo34aHM0 NOA06HON 4oKyMeHTauum 06 obpasue.
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6.3.2.2 MocTtynneHne obpasyos (LC-1.2.2)

dun3snyeckoe noctynseHne o6pasyos B 1abopaTtoputo 3anucbiBaeTcs B cucteme. lNpouecc nocTynneHns
BK/tOYaeT B ceba BaxHble PyHKLuun JIMMC no pernctpauumn obpasua (ecav obpasLbl He 6bi1u 3aperncTpmpoBaHbl
B JINMC po nx cb6opa), nepsoHavanbHON NpoBepke obpasLa n MapkmpoBke. 3aka3 Ha o6pasey nau rpynny obpas-
LLOB MOXeT 6bITb NPOBEPEH N0 OTHOLUEHNIO K TPpeboBaHUAM 3aKa3umka Uiy K npoekTy oT6opa npob ob6pasLos..
MoxeT 6bITb 3aperncTpupoBaHa Takas fONo/IHUTEebHasA MHhOPMaLMA, Kak Y1NC0 NOyYeHHbIX 06pa3LoB 1 Bpems
[loCTaBKU, a TakxXe MOXeT 6blITb 0GHOB/EH cTAaTyCc 06pas3LoB ANns o6pasua/dakasa, HauUMHasA 0T perucTpauun Lo
nony4yeHms obpasua. Tam. rge Ncnonb3ylTCs CUCKM COBpaHHbIX 06pa3sLoB, oT4eT 06 yTepsiHHbIX o6pa3uax
MOXET ObITb UCNOJIb30BaH A/18 yKasaHUsa Tex 06pasLoB, KOTOPbIe He MOrM 6bITb NOYyY€eHbl NO Kakoli-Nn6o npuun-
He. 3aKa3unkKy MoXeT 6bITb BbljaHa KBUTAHLUS A5 NOATBEPXAEHUS NOCTaBKM (LoCTaBku) o6pasua.

6.3.2.3 MoxeT cyl,ecTBoBaTb HE06X0AMMOCTb pasfennTb o6pasel Ha Nogo6pasubl UM annKBOTbl 414
0 HOBPEMEHHOr0 aHanm3a Ha pas/IMyHbIX aBTOMaTM3NPOBaHHbIX Paboynx MecTax unan B pasHbix naboparopusx.
Cuctema JINMC onpegsensiet Tpe60oBaHuUs K aMKBoTaM A5t 06pasLoB, OCHOBaHHbIE HA NpeABapUTENbLHO NpoBe-
[EHHbIX C X UICNOJIb30BaHNEM UCMbITaHNAX. Ha 3TOM 3Tane MoryT 6biTb OTMEYeHbl U 3aperucTpmpoBaHbl npobie-
Mbl C 06pa3LoM. MoxeT 6bITb OTMEYEHO He40CTaTOYHOE KOIMYEeCTBO 06pasLa Ana NPOBeAEeHNS NCMbITAHUSA UK
NOArOTOBKA WMHAMBUAYANbHbLIX aNWKBOT, HEOBXOAUMbIX 415 MHOTOYMC/IEHHbIX TECTOB. MOryT Ha6noAaTbesa u
perncTpupoBaTbCa Apyrve npobaemMbl ¢ 06pasLamu, Takme kak MX HempegycMoTpeHHas okpacka uav Henpegyc-
MOTpeHHOe n3myeckoe cocTosiHme. [ina HeKoTopbIX 06pa3LoB MOXeT NnoTpeboBaTbCcsA NpefBapuTenbLHas obpa-
60TKa. Hanpumep, fo6aBneHne koHcepBaHTa. Ecnum aTo He06X0AMMO, TO 1abopaHTy MOTYT GbITh NpeAcTaBEHbI
MHCTPYKLUM C TEM. YTOGbI rapaHTMpPOBaTh NpaBu/ibHYl0 paboTy Ha 3aTom aTane. Cuctema JIMMC gonxHa 6biTb
[oCTaTO4YHO rMOKONA, YTO6bI 06ecneynTb NPOBeJEeHNe Taknx MPOBEPOK 1 JOKYMEHTUPOBaHMSA B TeYeHne npouecca
pernctpauuv obpasua (MIm aTn A4eNCTBMA OMKHbI 6bITh BbINOHEHbI Na60pPaHTOM 40 NOArOTOBKM 06pasua nnm
ncnbiTanus). Cuctema JIMMC Takxke OMKHA HA3HAYNTb YHUKabHbIA NabopaTopHbIi naeHTUdMKaTOP AN KaXo0-
ro Nosly4eHHoOro obpasua nav Kaxgoin reHeprpoBaHHON annMKBOTbl U HanevyaTaTb COOTBETCTBYIOLLYI0 3TUKETKY
ANA Kaxaoro obpasua.

6.3.2.4 Pacnpegenexne o6pasyos (LC-1.2.3)

Mpouecc pacnpegeneHns o6pasLoB BkIloYaeT B ceba Takne BaxHble pyHkuun JIMMC. kak pabouvie InCTbl,
poTauuio n npocnexunsaemMocTb obpasua. Lienb XpoHO0rMyeckoro JOKyMeHTMpoBaHus nHpopmauum o6 obpas-
Lax MoxeT NoHafo6uTbcst ANst o6ecneyeHns LOKYMEHTUPOBAHHOTO CBUAETENbCTBA O KOHTPOJIE U NpOC/exuBae-
MOCTV XpaHeHNs KOHTeliHepoB ¢ o6pa3uamMu 1 Nx cogepxumoro. MNprMepamun cuTyaunii, rae MoryT notpebosatbes
3anpochl 0 Luenu xpaHeHus nHopmaymm 06 obpasuax, ABNATCA: 06paboTKa BELecTB, NoAexXallnx KOHTPOI;
cBuaeTenscTBa (cyfebHo-MeuLMHCKME), NOALEPXUBAIOLLME OpuanYeckue cyfebHble cnyyaun, UnuM Hanuune
pafnoakTUBHbIX MaTepuanos. Cuctema JIMMC gomkHa NpefocTaBUTb NepeyeHb BCEX UCMbITAHWNA, KOTOPbIE [0/XK-
Hbl 6blTb BbIMO/THEHBI, U MOXET Aaxe NpefocTaBuTb NabopaHTy AeTaNbHY0 MHDOPMALMI0 OTHOCUTENBbHO anvkK-
BOT. TpebyeMbIX /19 KaxLoro UcnbiTaHus, KoNnyecTsa TpebyeMoro marepuana, a Takxe Toro, kyfa o6pasubl
[OMKHbI 6bITb HaNpaBneHbl. O6pasew AnM anNKBOTa MOTYT GbITb HaNpaB/eHbl 415 aHann3a Ha paboyee MecTo B
nabopartopum nnn Ha paboyee MecTo B CTOPOHHel yaaneHHo opraHusaymm. PacnpegeneHne o6pasuos no gate
1 BpeMEeHM 04YeHb BaXKHO, Tak Kak noMoraeT onpefenuTtb, korga o6pasel, CTaHOBUTCS AOCTYNHbIM 415 aHaM3a Ha
pasnMyHbIX NabopaTopHbIx pabounx mecTax. CTaTtyc o6pasLa 06HOBNAETCS C TeM. YTOObI yKkasaTb Ha 06pasLbl,
KOTOpble ABNAITCA AOCTYNHLIMU A8 aHanM3a B AaHHOe BpeMs.

6.3.2.5 XpaHeHue nyganeHue o6pasua (LC-1.2.4)

O6pasybl UM anNnKBOTbI, KOTOPbIE AO/MKHbI GbIAN OGbITb NPUTOTOBMAEHbLI, MOTYT XPaHUTLCS 40 aHanu3a B
cneunasnbHO BbiAEEHHON 4N XpaHeHns komHate. Ctartychl cuctems! JIMMC obHoBASIIOTCA 4719 06pas3La/3akasa.
BaononHeHve K 06bl4YHbIM 06pa3LiamM MOryT NoAAepXMBaThCS 3anacbl 06pasL,0B CpaBHEHUS, 1abopaToOpPHbIX pea-
reHTOB. CTaHAapTHbIX 06pa3yoB, 06pa3yoB A8 KOHTponsA kavectBa (quality control. QC). a Takke 06pasLos,
3aBUCALNX OT BPEMEHMN XPaHeHNs (CeKTop CTabuibHOCTH).

6.3.2.6 Pa3smelleHune obpasyos (LC-1.2.5)

Hapnexalas JOKYMEHTaLMA No pacnopsXXeHnto 06pasL,oM Nocne aHanusa siBnsieTcs npegmeTom 6onee
BHMMaTesibHOro paccmoTpeHuns. IMMC MoxeT 6bITb NCMOMIb30BaHA A8 NPOCAEXNBAHUSA MECTONOI0XKEHNSA KO-
HeuyHoro o6pasta uyganeHns HeHyXHbIX OCTaTkoB (C6pOCOB).

6.3.3 HasHauyeHue Ha paboTy (LC-1.3.1)

6.3.3.1 TMnaHuposaHue paboTtbl (LC-1.3.1)

Cuctema JIMMC MOXeT KOHUTrypmMpoBaTbLCS ANA rPyNNUPOBKN 06pas3LL0oB B CEPUI0 UK NocefoBaTe bHO-
CTW W ANs NaHMPOBaHMA paboT (McnbiTaHWid) ANA KaXA0oro obpasLa/3akasa B aBTOMaTUUECKOM pexume, unm
cucTemMa MoXeT 6biTb CKOHUTYpMpoBaHa Tak. YTo6bl NO3BO/INTHL 3aperMcTpMpoBaHHbIM (aBTOPM30BAHHBIM)
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no/ib30BaTesisAM BbINOJIHATL 3TU MYHKUUM BPYUHYI0. Cuctema JIMMC MoXeT KOHtUrypuposaTtbcs 415 gobasne-
HUA K 3anlaHMpoOBaHHOMY paboyeMy NoToKy 1abopaToPHbIX CTaHAaPTHbLIX, KOHTPO/IbHLIX 06pa3L0B M 0bpasLoB
ON5 KOHTpONs KavecTsa, nnn cuctema JIMMC moxeT KOH(UTYpUpOBaTbCA Tak. YTO6bI MO3BOMNTL aBTOPU30BaH-
HbIM M0/1b30BAaTE/IAM BPYUHYI0 BBOAUTL B HEE CTaHA4aPTHbIE N KOHTPO/IbHbIE 06pasLbl.

6.3.4 AHanwus

AHann3 cofepxnT MHOrouYncneHHble Cy6bekTbl 1 4elicTBUA. K HUM OTHOCATCS NOAroTOBKa 06pasLos, Npo-
BeJleHne nsMmepeHunit, o6pasubl 4719 KOHTPONA KayecTBa, NoJiyyeHne n c6op faHHbIX. leicTBUA No NPOBEAEHUIO
aHann3a U3MEeHSAI0TCS B 3aBUCYMOCTU OT HanpaBieHus geaTenbHocT nabopatopuu. MeTan NOBTOPHOrO UCMbITa-
HWS M NOBTOPHOW BbIGOPKM 06pasLa Takxe npeacTaBieHbl Ha pucyHke 5 (nogpobHee CM. HUXe).

6.3.4.1 MoparotoBka ncnbitTalns (LC-1.3.2)

[nsa 6onblnHCTBA 06pa3LoB TpebyeTcs NOAroTOBKa Nnepes aHanm3oM. Kpome Toro, 418 HEKOTOpbIX 06pas-
LLlOB MOXeT noTpeboBaTbCs, UTO6bI 3Tanbl NnpeBapuTebHON paboThbl 6b1/1M BbINO/HEHBI 0 CO3[4aHNSA aMKBOT
obpasua, npegHasHauvyeHHbIX 4N npegobpaboTkn. Cuctema JIMMC mMoxeT 6bITb CKOHUTypupoBaHa a5 obecne-
YeHus ynpas/ieHns NOAroToBky 06pas3LoB Ha aTanax npejBapuTenibHON 06paboTkn M NpeanoAroToBKM 06pas3LIoB.
Cuctema JINMC mMoxeT Takxe KOH(UTrypmpoBaTbCs A1 aBTOMAaTU4eCKOro BK/IIOUYEHUSA B NOCNef0BaTeIbHOCTb
onepawuuii Hen3BecTHbIX 06pa3L0B, CTaHAaPTHbIX U XONOCTbIX 06pa3L0B, HE06XOAUMbIX AN KANTMGPOBKM UK
onepauwuii no Bepudmkalymn metoga noarotoekn. Cuctema JIMMC MmoxeT 6bITb CKOHPUTYpUpPOBaHa A4/15 BblUnCie-
HUA U3 3TUX JaHHbIX 3KCMEepUMeEHTaNIbHbIX (hakTopoB (hakTopa PacTBOPMMOCTU UAN (PaKTUYECKON Macchl).
B kauecTBe afiTepHaTUBbLI 3TV TUMbI NapamMeTPoB MOTYT 6bITb paccunTaHbl BHe JIMMC v BpyuHYyto BBeeHbl Nabo-
paHToM. O6pa3subl, cTaHAapTHbIEe 06pasLbl 1 06pasLbl 419 KOHTPO/IA KAYecTBa. KOTOpble MOABeprawTca npef-
BapuTenbHO o06paboTke WAN NPeanoAroTOBKe. UM 060MM BapuaHTam 06paboTkm obpasua, TPebyT YHUKab-
HOl naeHTudnkayun. O6pasLbl 418 KOHTPOSA KayecTBa MOryT BK/loYaTh B cebs cneunasnbHblie 06pasybl 1 nx
ay6nukatbl, He06X04MMble B Ka4eCTBe CPeCTB U3MEePEeHNs TOUHOCTM MeToAa, X00CTble NPobbl U Ay6AnkaTbl
06pasuoB. TpebyeTcs TWaTeIbHO KOHTPOIMPOBATL TO. Kak cuctema JIMMC ncnonb3yeT PyHKLMIO Npocnexunsa-
eMocCTy 3TUX 06pasLoB 418 KOHTpoNA KadecTBa. Cuctema JIMMC fgonxHa nofaepxusBaTth CBA3N Kak CO BCemMu
ob6pasLuamu 415 KOHTPOJIA KaYecTBa, Tak 1 C aCCOLMMPOBAHHbIMU C HUMW HEN3BECTHbIMK 06pasLuamu. Accounannm
06pasLoB [/11 KOHTPOA KaYecTBa MOryT 6bITb OnpeeneHbl 1abopPaHTOM, KOTOPbI BPYUYHYIO BHOCUT rpynnbl 06-
pasyos Bcuctemy JIMMC. nnn JIMMC MoxeT KoHuUrypuposatbCs A1 aBTOMaTuveckoro oopMmnpoBaHuns
napTUM HeEN3BECTHbIX U CTaH4APTHbIX KOHTPO/IbHbIX 06pa3L,0B, OCHOBbIBAIOLLNXCSA HA TAKUX KPUTEPUAX, KakK «uC-
nonb3yemble MeTOAbI» NN «NPUBOpPbI». JTI6ble HEUCNPABHOCTW WU UCKNKOYEHUS, C KOTOPLIMWU CNeLnanmncTbl
nabopartopumn cTankMBalTCs B X04e NOAFOTOBKM 06pa3LoB, MOTYT 6bITh BBEfeHbl Kak NpyMeYaHns, KoTopble
oTo6paxaloTCs Ha aKkpaHe AUCNes UAK pacneyvyaTbiBalOTCA U MOTYT NOMOYb OOBACHUTL /06blIe HEO6bIUHbIE
pe3ynbTaThbl, NOJiy4eHHble No3xe B npouecce paboTbl. CTatychl cuctemMsl JIMMC o6HoBAAOTCA A8 06pa3ya u
3aKasa c TeM. YTo6bl ykasaTb Ha 3aBeplieHue NoAroToskn obpasua. Fpynnsl (accounaunn o6pasLos) MOryT 6biTb
onpefeneHbl nabopaHToM, KOTOPbI coobLlaeT o HUX cucteme JIMMC. nnu cuctemoii IMMC. koTopas coobLiaeT
06 3TOM labopaHTy. Accoyualmm o6pasLoB MOryT 6biTh Bble/leHbl B OTHETax U MOryT MOMOYb B 06 bACHEHUN
N6bIX HEOObIYHBIX pe3ynbTaTtoB. CTaTychl cuctemsl JIMMC o6HOBNATCA ANa obpasua v 3akasa. Nocne noaro-
TOBKM 06pasLa aHaIMTUK MOXET UCMONb30BaTh OCTYMNHbIE (PYHKLNOHANbHbIE BO3MOXHOCTU cuctemsl IMMC gns
BBO/a NOArOTOB/IEHHLIX 06Pa3L,0B 1 CBA3AHHbIX C HUMMW CTaHAAPTHLIX 06pas3LoB 1 06pas3LoB 418 KOHTPO/IA Kave-
cTBa B TOIl onpefefieHHOl nocnefoBaTesIbHOCTU, B KOTOPO OHW AO0MKHbI 6biTb N3MepeHbl. ANbTepHaTUBOM
nepeyncieHHbiM Bblille 4eiCTBUAM MOXeT B6biTb KOHUrypuposaHue JIMMC Tak. 4To6bl 6bl/1a BO3SMOXHOCTb B
aBTOMaTU4YeCKOM pexunme 3aKkasblBaTb 06pasLbl U KOHTPO/IbHbIE CTaHAAPTHbIE 06pasLbl B NoC/neA0BaTe/IbHOCTH,
6asupyroLlelica Ha UCnob3yembix MeTofax u npubopax. B aTtom cnyyae moxeT noTpeboBaTbCs OCYyL,eCTBIEHNE
¢ nomoubio JIMMC dhyHKLUK NpOCNeXnBaeMoCcTu 3a ONONHUTENbHbIMY CTaH4apTHLIMK 06pasuamu n obpasuamu
[N KOHTPO/IA KayecTBa. [loNoIHNTe IbHbIE CTaHAapTHbIE 06pasLbl M 06pasLbl 418 KOHTPOJIA Ka4ecTBa [O/IKHbI
6bITb YHUKaNbHbIM 06pa3om naeHTuduumposaHsl B JIMMC 1 4ONXHBIM 06pa30M CBA3aHbl C acCOLUNPOBaHHbI-
MW C HUMU NNaHOBbIMKU 06pasuamMm.

6.3.4.2 BbinoniHeHue ncnbitaHua (LC -1.3.3)

MopfepxnBaemble MeTafaHHble ONpefeneHHOro Buaa Ao/KHbl KOMNeKToBaTbCA Kak cocTaBHas YacTb
npouecca nsmepeHus. MetagaHHble MOTyT BK/lO4aTb B Ce65 napameTpbl HACTPOIKN aHaIUTUYecKoro npubopa,
No6ble Ncnonb3yemMble JONONHUTE IbHbIE CTaHJapTHbIE 06pasLbl, 06pasLbl A1 KOHTPOIA Ka4ecTBa U X0N0CTble
npo6bl, a Takke MHopmaLuuto o Nt bbix HabnwgaeMblXx HEMCNPABHOCTAX, TPYAHOCTAX U HEOOLIYHOM NOBEAEHUN
cucteMbl. 3Ta MHPOPMaLMA MOXeT NOMOYb JOKYMEHTUPOBATL UCMOJIb3yeMble NpoLeaypbl 1 coaeiicTBoBaTb B
06BACHEHNN HEOObIYHbIX pe3yNbTaToB. Pe3ynbTaThl MCNbITAHWI ABAAIOTCA [1aBHOW NpoAyKuueli npoyecca nsme-
peHus. NMpoMexyTouHble 1 3aKkNounTe bHble pe3ynbTaTbl UCMbITaHWI 06pasLoB, CTaHAAaPTHbIX 06pasL 0B 1 acco-
LLMMPOBAHHbIX C HAMMN 06pas3L 0B A1 KOHTPO/IA KayecTBa MOTYT 6biTb 3anncaHbl B hopmarte JOKYMEHTasIbHOW
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(TBEPAOI) KONWUK UNK B 3NEKTPOHHOM chopmaTe, a Takke ¢ ncnonb3oBaHuem o6oux chopmartoB. Kpome ToOro, B
npouecce U3mMepeHna MOryT nNpoAayunpoBaTbCAa 3HaMeHUs ANSA  LOMNOSIHUTENbHbIX BHYTPEHHUX XOJIOCTbIX
npo6, cTaHAapTHLIX 06pa3L0B 1 CAMOMPOBEPKN aHANUTUYECKMUX NPUBOPOB. MoHATNE «UCXOfHbIe, HeobpaboTaH-
Hble flaHHble» 1 NpefcTaBfeHne 0 TOM. YTO TpebyeTca COXpPaHUTbL B KAYecTBE PUANYECKOro cBuaeTenbCcTBa
(moKyMeHTa), MOryT 6bITb ONpeesieHbl No-pasHoOMy 419 KaXA0ro KIMeHTa U NpUBIeYeHHoro (CoTpyaHuyao-
Lero) npeanpuaATuS.

6.3.4.3 B Tex cnyyasx, korga npubopsl AByHanpaBneHo coegnHaTca ¢ cuctemoin IMMC nHtepdeiicamu,
nocsefoBaTe/IbHOCTb HEM3BECTHbIX 06pa3L0B M KOHTPOJIbHLIX CTaHA4AaPTHbIX 06pa3L0B MOXeT 6bITb NepegaHa
aHannTn4eckomy npmbopy ¢ TeM. 4TOObI yNnopaaounTb YCTAHOBKY Npubopa A0 Havyana aHanusa. [laHHas nocne-
[oBaTeNbHOCTb MOXET BK/OUaTh B ce65 Takyto nHdopmaLmio, kak ugeHTudukaunoHHble faHHble obpasua, maccy
o6pasua, hakTop pacTBOPUMOCTMN N APYTYI0 OTHOCALLYIOCSA K feny uHopmaumio. MHdopmauusa o nocnegosa-
TeNbHOCTN MOXET 6bITb cOXpaHeHa B (opMaTUPOBaHHOM 3/1IEKTPOHHOM (haiinie, cosgaHHom B JIVIMC. n 3arpyxe-
Ha B nporpaMmHoe obecneyeHune npmbopos NnocpeacTBOM PyHKUUN nMnopTa aina. AnbTepHaATUBHO Bbille U3-
NIOXXEHHOMY nocnefoBaTeNbHOCTN MOTYT BbITb HanevyaTaHbl Ha 61aHKax paboynx TMCTOB CO WTPUXOBLIMU KOAa-
MW. 1 nocnefoBaTeIbHOCTb 06pa3sL0B MOXeT ObiTb ObICTPO 3arpyXxeHa B NporpaMMHoe obecneveHune npubopa
nyTem CKaHMPOBaHMA LWITPUXOBbIX KOAOB C 6/1aHKOB pabounx INCTOB UM KOHTEWHEepOB NOAroTOB/IEHHbIX 06pas-
LoB. B cnyyae oTcyTcTBMA MHTEpdeiica nocnefoBaTeNbHOCTA MOTYT GbITb BPYUYHY0 BBEAEHbI BCUCTEMY Npubo-
pa aHa/IMTUKOM WU UCMOMb30BaHbl HaneyaTaHHble 61aHkn paboynx NNCTOB 415 TOTO, YTOObLI BPYUHYIO caenaTb
3anuncb 0 pesynbTaTax UCNbITaHWUA.

6.3.4.4 BBopg paHHbIX (LC-1.3.4)

Pe3ynbTaTbl U3MepeHns foKHbl 6bITb BBEeAEHbl B cuctemy JIMMC. Yucno nogaepxunsaemblx nsmepse-
MbIX AaHHbIX, KOTOpble 6yAyT nepefaHbl B cuctemy JIMMC. AOMKHO 6bITh TWATeNbHO paccuutaHo. MocKonbKy
KNNEHTbI NPOCAT, 4TOBbLI UM 6bINO COOOLLEHO O BONbLIEM YUCAE ITUX WU3MEPEHHbIX AaHHbIX. IMMC pgonxHa
MMeTb CMOCOBHOCTbL cCObUpaTh, XpaHUTb 1 coobLaTh 0 60bLIEM YACTIE 3TUX AaHHbIX. DTa UHhopmaLma MoxeT
6bITb BBElEHA MOCPECTBOM 3/IEKTPOHHbBIX MHTEP(ENCcoB Uan. B ciyyae Heb60/blIOro 06bema NPUIOXKeHUN,
HaneyataHa nabopaHToMm (COTpyAHUKOM). Korgaa pesynbTat ucnbiTaHns BBeAEH, CTaTycbl obpasual/aakasa u pe-
3ynbTata 06HoBNATCA. C MOMOLLLIO PYHKLMK ynpaBieHna oTmeyaloT Bpemsa u akT gpukcmposanusa s JINMMC
pesynbTaTos, C TeM. YUTOObl OHV MOI/IM 6bITb NOABEPTHYThI CTATUCTUYECKOV 06paboTKe, N MOXHO 6bI10 NPOCAEXN-
BaTb MNPOABMXEHME KaxAoro 3akas3a Ha ucnbiTaHue. C nomMolblo MYHKLUM ayauMTOPCKOW npocnexusa-
eMocTU penaetcsi 3anucb 6Grodadpnueckoli (XpPOHOIOrMYeckoi) MHGhopMaL M 0 Kaxao TpaHcakymm B JIMMC.
Mpsamas nHTerpayma npubopa c cuctemoint IMMC aBnsieTca BaXHbIM MOMEHTOM ANA MOMHON peanusayumn
[EenoBbIX BbITOA M NpenMyLLecTs OT BHeapeHusa cuctembl JIMMC. VHTerpaumnsa ¢ aHannTuyeckum npuoopom
nMmeeT MecTo npu peanusaunn pyHkumm JIMMC LC-1.3.4 (npunoxeHune X1).

6.3.5 TMpocmoTp (paccmoTpeHune) ncnolTaHmnii (LC-1.4)

6.3.5.1 PaccmoTpeHue pe3ybTaToB UCNbITAHWIA N UHTEpNpeTayus

NabopaTtopusa MoxeT NnoTpe6oBaTh, YTOObI KaXKAbI pe3ynbTaT UCNbITaHWii NPOXoAua OANH Uan 6onee ypoB-
Heli LOKYMEHTUPOBAHHOIO NpocMOoTpa U uHTepnpeTaunn. Cuctema JIMMC gonxkHa 6bITb pazpaboTaHa Tak. 4ToObI
6b110 BO3MOXHO AOKYMEHTUPOBATb, NO KpaliHeli Mepe, ABa YPOBHA NpocMoTpa. PesynbTaT ucnbiTaHns opuru-
HanbHOro o6pasua 06bIYHO paccMaTpUBAETCA U UHTEpPNpeTUpyeTCcs B NepBYo ovepeb nabopaHTom (NepBuyHas
KkBanudmkauns coTpyaHmka naboparopun). 3T0T NPOCMOTP perncTprpyeTcs B 4OKYMEHTUPOBAHHOM BUAE B CUC-
Teme JIMMC. labopaTopus MoxeT noTpeboBaTb pacCMOTPEHUSA pe3ybTaToB BTOPLIM N0 KBaNudukaLm coTpya-
HUKOM (KTO 3TO ByAeT, 3aBUCUT OT cneuuukn oTpacan NpoOMbILLIEHHOCTU U HOPMATUBHbLIX TPe6OBaHWIA), YTOObI
rapaHTMpoBaTthb, YTO pe3y/bTaTbl 6GblN BBEAEHbI M MHTEPNPETNPOBANCH JO0/DKHBIM 06pa3oM. [1s1s Toro, 4To6bl
nomoyb B 3TOM npouecce, cuctema JIMMC moxeT nokasaTb pe3ynbTathl 418 CTAHAAPTHbLIX U X0NOCTbIX NPO6 B
[ONOMHEeHWe K pe3ynbTaTtam, NofyYeHHbIM ANA aHanusnpyemoro obpasua. Ha ocHoBaHWUM 3TUX pe3ynbTaToB
nabopaHT MOXeT cfenaTtb BbIBOA, NPOBOAUIICS 1N KOHTPO/Ib MeToAa ucnblTaHuii. Cuctema JIMMC MoxeT noka-
3aTb pe3tome paboTbl 418 NPOCMOTPA, T. €. KpaTKoe N3/1I0XKEHNE OCHOBHbIX MOJIOXEHN NPOBELEHHON paboThl.
Heo6bluHble nnu BeiNnagawLe 13 HOpMaTUBHOrO Arana3oHa pe3ynbTaTbl MOryT 6bITb OTMEYEeHb! AN1A 601ee BHU-
mMaTefibHOro nccnegosaHus. Ecnvm gns npoaHannsnpoBaHHbIX Cy6CTaHLMIi U3BECTHbI 3HAYEHUS, COOTBETCTBYIO0-
e HopMaTMBHOMY AManasoHy, OHUM MOTyT 6biTb OTOOPaxXeHbl Ha gucnnee. Pe3ynbTaTthl, OTAMYawOLWMecs ot
HOPMbI, MOTYT 6bITb OTMEYEHbI WM OTAENbHO OTOBPaXeHbl Haaucnnee ansa 6onee getanbHOro pacCMOTPEHNS.
Cuctema JIMMC moxeT npegnucatb NnpoBeAeHne nabopaTopHbIX CTaHAaPTHbIX OnepaLyoHHbIX npoueayp COM
(SOP. Standard operation procedures), cornacHo Tpe6oBaHMAM KOTOPbIX PELLEH3EHT W UCMbITATe b AOKHbI ObITh
pasHbiMuK NoAbMU. icnpaBneHns nav n3MeHeHns B flaHHblX, BBEAeHHbIX paHee B cuctemy JIMMC. MoryT 6bITb
cenaHbl Ha cTagun Bepudmkaummn. MiameHeHus B pesysibTatax, BBeJleHHbIX paHee B cuctemy JIMMC. fOMKHbI
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6bITb NOABEPTHYTHI ayAUTY, a Takxe npuBeAeHbl NPUYNHBI, HA OCHOBAHWWN KOTOPLIX BbINIO cAeNnaHo ncnpaeneHne
(6blna npoBefeHa Koppekyus). B xxypHanax no ayguTy AO/DKHbI COAEPXaTbCsA OpUrMHasbHble faHHble U BCe
N3MEHEHWs, BHECEHHbIe B pe3ysibTaT, BKoYas faTy U BpeMs U3MEHeHUs, CBeleHUs 0 TOM, KTO chenan u3meHe-
HUE N Ha OCHOBAHUMN Yero.

NMMC moxeT o6ecneynTb NPOCMOTP pPe3ynbTaToB, 3a UCKIIOYEHNEM C/yYaeB, rae pe3ynbTaTbl COOTBET-
CTBYHOLLMX cReundukalmin unmn Haxogsawmecs B 4ONyCTUMbIX NpeAenax pesynbTatbl NepefarTcs aBTomarnyec-
K B 0630p MCNbITAHWUIA, U TOIbKO HEOXUAAHHbIE pe3ynbTaTbl UCNbITAHUA BEIBOAATCA 418 PYYHOro NpocMoTpa.
Pe3ynbTaTtbl MOTyT 6bITb YTBEPXAEHbI C U3MEHEHMEM cTaTyca pesynbraTa. icnbiTaHne (ogHo unu 6onee onpepge-
NIEeHNT) MoXeT 6bITb BK/IIOYEHO B rpadhuk MOBTOPHOIO UCNbITAHUS UK, €CIN 3TO HEBO3MOXHO, pe3yibTaT MoXeT
6bITb NPOCTO OTMEYEH KakK OLUMBOYHbIA (HenpaBuabHbINA). lna Toro, 4To6bl NOATBEPANTL MU3MEHEHNS B cTaTyce
ot4yeToB JINMMC. MOryT 6bITb UCNONb30BaHbI 31EKTPOHHbIE NOANUCU, ECNIN HOPMATUBHbIE AOKYMEHTbI NN PYKO-
BOACTBA TPEOYIOT 3TOr0. ®YHKLUN yNpaBneHnsa Heob6xoaMMbl 415 TOrO, UTO6bI 3HAaTh, KOraa pesynbtaTtbl Bepugu-
LMPYIOTCA. NPy 3TOM Bepupunkayms ABnseTca 4pyruMm atanom B xofe nposefeHnsa paboTt «ucnoiTaHne/ o6pased/
3aka3». Ctatycbl JIMMC o6HoBnsitOTCA ANA obpasua/zakasa. He ons Bcex BHegpeHuit cuctemsl IMMC TpebyeTca
nposegeHue ayauta. Cneymannct no BHegpeHunto cuctembl JIMMC fonxeH onpefennTb, HACKONbKO BaXHbIM
ABNAETCA NpoBejeHue ayauTa, kakaa nHopmaumsa AONKHA NoOBepraTbea ayAuTy, a Takxke JO0/DKHbI N 6bITb
3aperncTpupoBaHbl MPUUNHBI 41 BHECEHUSA U3MEHEHWIA.

6.3.5.2 LIk nOBTOPHOrO UCMbITaHUA

MOBTOPHbIE NCNbITAHWUA MOTYT 6bITb MHALUUPOBAHbI BO MHOTUX NYHKTax paboyero notoka JINMC. Bo3mox-
Hble NyTW ANA OpraHv3aumn MOBTOPHbLIX WCMbITaHWUIA Moka3aHbl HA pucyHke 5. MoOBTOpHOE NcMbITaHWe onpeaens-
eTcs Kak 0fHO unu 6onee 4ONONHUTENbHOE ONpejesieHne OpurnHanbHoro obpasuya /3akasa M3 COOTBeTCTBYIO-
ero KoHTeliHepa. MoBTOpHOe McnbiTaHWe 06bIYHO TPebyeTcs, ecnun 3afaHHoe ucnbiTaHue, NPeAnoN0XUTENbHO
noTepnesno Heyjayy no TEXHUYECKUM NpUYMHaM, TakuM Kak ownboYHble napaMeTpbl KOHTPONA kayecTsa uu
cboii o6opygoBaHua. B cucteme JIMMC fomKeH 4OKYMEHTUPOBATLCS KaXblii MOBTOPHbIM TECT HA OCHOBaHUN
COOTBETCTBYIOLLE MOTUBNPOBKU.

6.3.5.3 LiMkn noBTOpHOW BbIGOPKM 06pa3LoB

MoBTopHasA BbIGOPKa 06pa3L 0B MOXET 6blTb UHULMMPOBAHA BO MHOTMX NyHKTax pabouyero notoka JIMMC.
Bo3MmoOXHble NyTu AN NOBTOPHOI BbI6OPKM 06pa3L,0B nokasaHbl Ha pucyHke 5. MoBTopHas BbI6GOpka 06pa3LoB
onpefenseTca Kak oguH nnun 6onee 4oNONHUTENbHbIX 06pasuos. IMMC gonxHa ycTaHOBUTbL NpsMble 1 obpart-
Hble CBA3W Cc obpasuamu, KoTopble 06aBNATCA NYTEM LukNa NOBTOPHOW BbIGOPKM 06pa3LioB. MoBTOpHbIE BbIGOP-
KM 06pasL0B 06bIYHO TPEBYIOTCA, €C/IM BO3HUK/I0 NOA03PEeHNE OTHOCUTENBHO CeAyloLW X HebpexHocTen n owm-
60K Npy NpOBefEeHNM NCNbITaHNA 3a4aHHOro o6pasua: rae UMeHHO 419 NPoBeAeHNs NOBTOPHOMO UCMbITAHNUA Me-
N10Cb HeJ0CTaTOYHOE KO/IMYecTBO 0bpasLa, MHeHNe nabopaHTa 0 TOM. YTO OpUTrMHasbHbIN 06pasel, He COOTBET-
cTBOBaN TpeboBaHUAM NPOBEAEHNS TeCTa UM NPOBEEHNE UCTbITAHUSA 6bINI0 HENPABU/IbHbLIM.

6.3.6 YTBepxpaeHue o6pasua (LC-1.5)

6.3.6.1 NabopaTtopus MOXeT NnoTpeboBaTh, YTOObI KaXAblli 06pasel, nogBeprancsa OKyMeHTUPOBAHHOMY
npoueccy yreepxaerus. IMMC gonxHa 6biTb pa3paboTaHa Tak. UTo6bl B Heli 6bl1a npegycMoTpeHa BO3MOX-
HOCTb JOKYMEHTUPOBAHUA 3TOro Npouecca. Jlabopatopusa cywecTsyeT, YTo6bl NPOU3BOAUTL NHDOpMaLMio A4Nns
BbILLIECTOSLL e opraHn3aynm n opraHnsauum knveHta. Hekotopble n3 cuctem JIMMC KOHpUTrypupytoT Tak. 4Tobbl
nydlle NomMoYb B AOCTUXEHUMN 3TON OCHOBHOM Lienn. Cuctembl JIMMC MOryT opraHn3oBbiBaTh U KOHhUTyprpoBaTh
pe3ynbTaTtbl Tak. 4TOObI 66110 NPOLLE NPOBOAUTL UHTEPNPETALMIO U NPUHUMATL peleHns. KondurypnposaHue
pe3ysnibTaToB MOXeT 6bITb MPOBEAEHO NYyTEM KOMOMHAaL N pe3yNbTaToB aHann3a MHormx o6pasuos, fo6aBneHuns
[ONONHUTENbHOW MHOpMaUUn, NponM3BeeHHOW He B nabopaTtopuu, kK oTyeTam Unu cepTudukaTtam aHanmsa,
a TaKxe BKNIoYeHNs obw e nHdopmaLmm, OTHOCALWERCA K UCMBITAHUAM UK AeATeNbHOCTH, 0BycnoBavuBatLLein
NPUYNHY NepBOOYEPEAHOrO aHann3a Tex UanM UHbIX 06pas3uoB. AHaNM3 YacTo NPOBOAAT A4/1A TOro, YTOOLI
noATBEPANTbL Ka4ecTBO UM CBONCTBA MaTepuanoB. B aTom cnayvae cneuyudukauum maTtepuanos MOryT
6bITb BBeAeHbl B JIMC Tak. 4To6bl pe3ynbTaTbl MOINM 6biTb NPOBEPEHbI B COOTBETCTBUM C AONYCTUMbIMU
3HAYEHNAMMU.

[na noaTsepxXAeHna pe3ynbTaTos Uy asTopusaumnmn (paspeleHns) usmeHeHus B ctatyce otyetos JINMC
MOTYT MCNONb30BATLCA 3/IEKTPOHHbIE NOANMUCU. VIHOTAa MOTYT MCNO/b30BaTbCA PYTUHHbIE CTATUCTMYECKNE pac-
yeTbl Ha OCHOBAHWW COBOKYMNHOCTU pe3ynbTaToB C TEM. UTOObI ONpefennTb TEHAEHUUN U caenaTth Apyrne BbiBO-
Abl 1 3aKnoyeHnsa. Ona ungeHtudukaumm matepuanos MOryT UCNONb30BaTbCA CnekTpasbHble 6MBINOTEKN.
B HekoTOpbIX cyyasnx, HTo6bl 0OKa3aTb MOMOLLb B MOHWMaHUMN pe3ynbTaToB, NCMOJIb3yeTCA UCKYCCTBEHHbIN UH-
Tennekt. Ctatycol IMMC o6HOBAAKTCA N8 06pa3ual 3akasa.
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6.3.6.2 BbINyCKHble 4OKYMEHTbI 06 YyTBEPXAEHUN 06pa3ua MoryT 6bITb NpeAcTaBleHbl B (QOPMeE 0TYETOB,
cepTUgUKATOB aHaNn3a, peleHniti, OCHOBaHHbIX Ha NpeAonpeAesieHHbIX KpUTepUaX, AN AeincTBUsAX, Hanpas-
NIEHHbIX HA HENOCPEACTBEHHOE YNpaB/ieHne NpPoLeccoMm.

MpumMmeyaHune 2— Bo MHOTUX Clyyasx PyHKUMA MHTepnpeTauum 6yAeT coBnafaTb C OTYETHLIM NPOLECCOM.
Bo mHorux cuctemax J/IMIMC gaHHble UHTEpPNpeTupyloTCcst B oopmate oTYeTa B 3/1EKTPOHHOM IM60 B GYMaxkHOM BUAE.

6.3.7 OTuyeTHOCTb (LC-1.6)

BepunduumnpyoTca TONbKO pe3ynbTaTbl UCNbITAHWIA, MOTYT FeHEPMPOBAaTbLCA Kak BHELWHWE, Tak U BHYTPEHHNe
oTyeThl.

6.3.7.1 Pe3ynbTaTbl UCMbITAHWI, HAPAAY C faHHbIMU MO KOHTPOO kavecTBa (QC). MOryT 6bITb COOBLLEHBI
3aKasuyuky. [,na aToro mMoryT 6bITb MCNONb30BaHbI pa3Hoobpa3Hbie POPMbI, BKIOYAA OTUEThl B BuAe TBEpAON
Konuu (OKyMeHTanbHOW Konun), nepegadvy AaHHbIX B 3/1IEKTPOHHOM BUAe 1 ¢ nomolbio Beb-cuctemsl. CocTaBs-
NleHne oTyeTa B NpeAenax AaHHoi cuctembl JIMMC g0MKHO 6bITb TMGKUM 415 TOFO, YTOGbI MOXHO 66110 NPUCHO-
CO6UTb pas3NnyHble OTHETbl K Tpe6oBaHNAM OTAENbHbIX KNMeHToB. Cuctema JIMMC gonxHa 6bITb CNOCOGHA UC-
nonb3oBaTh 3apaHee nporpaMMupoBaHHble hopmaThbl AN1A 60NbWNHCTBA 06bIYHbIX TBEPAbIX (4OKYMEHTaIbHbIX)
Konuii 1 hopMaToB 3/1EKTPOHHbIX OTYETOB. YCcnoBHble «CepTudukatsl aHanunsa» (Certificates of Analysis. COA)
06bIYHO TPebyIOTCA B KAYeCcTBe NpuMepa oTyeTa B BUAe TBepAOoi konun. MHOrve KIMeHTbl Tenepb nonararTcsa Ha
MCNoNb30BaHMe pas/inyHbIX 3NEKTPOHHbIX hopmMaToB, KOTOpbIE NOAAEPKUBAKOT Nepefayy faHHbIX U3 6a3bl faH-
HbIX JIMMC B 6a3y flaHHbIX KIMEHTa C UCMOJIb30BaHMEM TaKOoro 3/IEKTPOHHOIo hopmaTta nepegaum, kak XML.

6.3.7.2 OTYeThbl MOTYT BKIOYaTb B Ce6A CBOAKM ANS BHYTPEHHErO NCNO/Nb30BaHMA pyKoBOACTBOM nabopa-
Topun. ®yHkuyum ynpasneHuns JIMMC coobwaloT, Korga BblMycKatoTCA OTUYETbI, MOCKO/IbKY OHU MapkupytoT (0TMe-
yalT) Bpems 3aBeplueHns uukna pabot.Ctatycbl JIMMC ob6HoBAsAOTCA 4Na obpasuaY3akasa. C nomoLybo cbopa
CTaTUCTUYECKNX flaHHbIX 1 OTMETOK BpeMEHM (LUTamMnoB) B pa3fINYHbIX NYHKTax npoilecca MoryT 6bITb NOATOTOB-
NleHbl 0TYeTbl ANA Nepejayn pyKoBoACTBY nabopatopun. MoryT 6biTb NOATOTOB/IEHbI f@aHHble O Yucnie obpas-
LLoB. 06paboTaHHbIX Ha KaXA0M aBToMaTu3npoBaHHOM paboyem MecTe, C yka3aHuem yaca u gHa Hegenu. Mony-
YeHHble AaHHble MOryT NOMOYb COCTaBUTb rpaduK 4OCTVXEHUA MakCMMyma 3anpoCcoB Ha NpoBejeHne aHanunsa,
B paboTe KOHTPONLHO-MPONYCKHbIX NYHKTOB 1 pelleHnax 4pyrnx npobnem, a Takxe obecneunsaiT co3jaHue
Haanexallei JoKkyMeHTaummn, B KOTOPOI NoATBepPXAAeTCS NH(OPMaL s 0 HOBbIX aHa/IMTUYECKMX Npubopax nam
coTpyAHukax. Mo TpeboBaHuio knveHTa nabopaTopua foMKHa 6bITb rOTOBA NPeAOCTaBUTb AOKYMEHTbI 3@ Npo-
wepawee spemsa. Pe3ynbratbl, NOlyYeHHbIE MO OKOHYaHUN paboTbl U xpaHalwumecs B JIMMC. nomoralT pyKoBoO-
AnTensim onpefennTb, HACKOIbKO XOPOLLIO nabopaTtopusi COOTBETCTBYET TeKyL MM 3anpocam. MNepcoHasnbHbIi yyeT
3aTpaTt BpeMeHU MOXET 6bITb OTCNEXEH N0 BPEMEHW HAXOXAEHNS KaxXAoro o6pasua Ha kaxaom paboyem mecte.
Mony4yeHHble faHHble MOTYT 6bITb UCMOMIb30BaHbLI NPU pacyeTe NPOEKTHbIX XapakTepUCTUK U KOHTPOIS paboTbl
nepcoHana. Yncno npoBefeHHbIX WCMbITAHWA MOXEeT MCNOoMb30BaTbCA ANA OLEHKM pacxofa peakTuBOB U X
noctaskn. Kannbposka aHanuTuyeckux NpubopoB u oTHeTbl 06 UX 06CAYXMBAHUWM MOTYT NOAAEPXKNBATHCSA U
coobuwaTtbcs ¢ nomoubio JINMMC.

6.3.7.3 [ln BHyTPEHHEro ucnob3oBaHna naboparopueli Takke MoryT 6biTb NOATOTOB/IEHbI OTYETbI MO KOH-
Tpoto KayecTBa. [lna OLeHKM NPOM3BOAUTENBHOCTU KOHKPETHOro MeToAa B npegenax nabopartopun mMoryT co-
CTaBNATLCA CTATUCTUYECKME OTHETbI. Ha OCHOBaHMM aHanm3a KOHKPEeTHbIX 06pas3L,oB A8 KOHTPOSA KayecTsa Mo-
ryT 6bITb NOCTPOEHbI KOHTPOJIbHbIE KapThbl. [lnana3oHbl XapakTepUCTUK, NONyYEHHbIE N3 KOHTPOJIbHbIX KapT, MOTYT
6bITb MCNONb30BaHbI A4N1A YCTAHOBNEHMNA 4ONYCTUMbIX NPeAenoB, KOTOpble UCNOoNb3ylTcA Nabopartopuein npu
OLEeHKe BHYTPEHHMWX NPOL,ECCOB W NPU CPaBHEHUN AeAaTeNbHOCTU nabopatopun ¢ ony6MKoBaHHLIMU TpeboBa-
HUAMM K BbINOJ/IHEHWIO 3a4aHHOro MeTofa. HekoTopble KNMeHTbl TpebyloT, 4To6bl UM Takxe coobuanu 06 aTux
cTaTUCTUYECKNX AnanasoHax.

6.4 Mopgenun gaHHbIX JINMC

6.4.1 Twunbl faHHbIX

TexHonorusa 6asbl faHHbIX, UCNoAb3yemasn cuctemoin IMMC. MeHAeTcs B 3aBUCUMOCTH OT KaXKA0ro nocTas-
LK1Ka 1 KOMaHAbl No BHeApeHuo. Tabnuubl 6assbl AaHHbIX IMMC nogpasgeneHsl Ha Be WHUPOKMe o6nactu:

1) Tabnuubl ctTaTnyecknx 6a3 gaHHolx JIMMC. rge pasmelieHa onucartesibHas nHopMmauunsa (Hanpumep,
npodunun, TecTbl, BblYNCNEHNA, cneundmnkaLum n ceasaHHas ¢ HUMKM MHpopmaLmsa, 06bIYHO HaxoaALWascs B Tab-
nunyax «nouck/cebinkal/cnoBapbl>);

2) AMHaMuyeckne Tabnuubl, rae XpaHuTcsa MHopmaLmnsa o TOM. Kak perucTpupyrotca obpasubl 1 BBOAATCA
pesynbTaTthl.

TepMuHbI «CTaTUYeCKne» N «uHamMmmnyeckme» garT npejcraseHe 0606LeH xapakTepuctuke Tabnut, 6asbl
AaHHbIX JIMMC. oTpaxawLWwmx 4acToTy MU3MEHEeHUN AaHHbIX. Monb3oBaTens cuctemsl JIMMC fo/KEH BHUMATE Tb-
HO M3y4nTb, KaK opraHusauma Tekyuieii nabopaTopHoli HopMauum n paboyero NOToka COOTBETCTBYET ABYM
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o6nacTsaAM 6a3bl AaHHbIX (CTAaTUYECKOW U aguHammyeckoin). Bpems, Tpebyemoe ans BHegpeHus IMMC. 3aBucuT ot
MHCTPYMEHTOB U CTPYKTYpbl Tab11L, cTaTuueckoit 6a3bl AaHHbIX.

6.4.2 Ctatychbl

Cuctema JIMNMC cnocobHa Kk nogepxaHuto MHopMaL MM 0OTHOCUTE/IbHO cTaTyca 06pasLoB, MHAMBUAYA Tb-
HbIX UCMbITAHWI 1 onpeAeneHnit, CpaBHEHNS pe3ybTaToB B COOTBETCTBMM CO cneundukaymamm, sepudukanmm
pesynbTaToB, yTBEPXAEeHUss 06pa3L0B 1 3aka30B M MHOTOro Apyroro. MiHdopmaumsa o ctatyce 06HOBNAETCA, KOr-
fa nMeeT MecTo Kakasa-nn6o TpaHcakymsa JIMMC. Bce dhyHKLMOHaNbHbIE U paboyre NOTOKN UMEIOT BO3feiicTBre
Ha cTaTtyc nHdopmauum B JIMMC. Mpumepbl cTaTycoB o6pasla 1 3aka3a BKIOYaT B ce6a: «HeAOCTYMHbIN»,
«[0CTYNHbIN», «NOMyYeHHbIi B 1a60paToOpuIo», «B NPOLECCE UCMbITAHNA», «NTPUOCTAHOBNEHHbIN», «3aKOHYEH-
HbI». «YyTBEPXAEHHBIN» N «OTKTOHEHHbIN» cTaTycbl. [IpyMepbl CTaTyCOB UCNbITAHWA U ONpeAeneHns BKNYaoT B
cebs: «40CTYMNHbI», «3aKOHYEHHbI», «YyTBEPXAEHHbIN», «HE COOTBETCTBYHOLUIA cneyncukayum» ctatycbl.

6.4.3 3arpyska n nepemelieHne gaHHbl X

Cuctema JINMC cnocobHa k nogaepxke nHgopmauum A5 WMPOKOro AnanasoHa faHHbIX B paMkax 6us-
Hec-npoLeccoB 1 nabopaTopHOW AeAaTeNbHOCTH, HeobXxoauMbIX ANa achhekTBHON paboTbl nabopaTopun. Cucte-
ma JIMMC cofepXuT faHHble, KOTOPble He TOJIbKO OTpaxawT Tekyliee cocTosiHne feAaTenbHOCTH
nabopaTtopun, HO TakXe MCTOPUYECKYH MHOPMAaLMI0 OTHOCUTE/IbHO MPOL/IOK paboThl U cO6bITHIA. B6abLIas
yacTb MHopMaLumm, 06bIYHO Haxoaswelics nog ynpasnennem JIMMC. Hanpumep, o ToMm, rae IMMC BBoauTcs B
pabouyto cpeay, B koTopoli npexae cuctema JIMMC He 6bina pasBepHyTa, 6yaeT cylecTBsoBaTtb B hopme 6y-
MaXHOI [JOKYMEHTaLUN NN 3TEKTPOHHbLIX UCTOYHMKOB, TaKuMX Kak AOKYMEeHTbl, KpynHogopMmaTHble Tabnuubl
1N cneynanusnposaHHble 6asbl faHHbIX. [pu BHegpeHun JIMMC atu faHHble HE06X0AUMO 3arpy3nTb B HOBYHO
cuctemy JIMMC ¢ TeM. 4TO6bI 06ecneunTs ee 6a30BYI0 KOHUTypayuo. CTaTuyeckne JaHHble BCerga 3arpyxaT-
cs B JINMC kak yacTb passepTbiBaHnsa B JIMMC XnU3HEHHOrOo unkna. PelwleHne 0OTHOCUTENILHO TOrO, Kak pacnops-
XaTbCA UCTOPUYECKUMM AUHAMUYECKUMMN faHHbIMW, [O/IKHO OLeHUBaTbCA € yyeToM hakTopa pucka. CooTseT-
CTBYlOLLME CTPATEernn AN MaHUNYNALUN 3TUMU JaHHBIMU BK/THOYAIOT B Ce65 nNepemeLleHne, COXpaHeHne n apxu-
BYpOBaHue flaHHbIX. Tam. rae cyuiectsyowasn cuctema JIMMC 3aMeHAETCA HOBLIM PeLUeHNEM, MOXET NoABUTb-
€A BO3MOXHOCTb NepemeLleHnsa gaHHbiX U3 ucxogHoit JIMMC k mecTy pasmelleHus B HoBoO Lenesoli JIMC.
MepemelleHne gaHHbIX AOKHO BbITh TWATENIbHO NPOaHaNN3MPOBAaHO U CNnaHNpoBaHo. MaaH AokeH BKIloYaThb
B ce6s BepudmKaLmio npoLecca, a UMEHHO NPOBEPKY TOrO, YTO AaHHbIe YCMeLWHo NepeMelleHbl B HOBYIO 6a3y
[aHHbIX.

7 WNHdpacTpykTypa, nHterpauusa n nHtepdelicel JIMMC
(cm. TOCTPUNCO/MO3K 14764)

MpumeyaHne 3— BpaHHOM pasgesne onKUCbIBaKOTCA GO/bLUEl YACTbI0 TEXHUYECKNE AeTaIN NMPOMbILLIEHHbIX
CTaHAapTOB A48 MHPaCTPYKTYpbl, HE06X0AMMOI Ans cuctembl JIMMC B Lie/IOM, YCTaHOBNEHWE NHTePdelicoB 1 MHTer-
pauwusa JIMMC ¢ gpyrumu cuctemamu, Takummn kak ERP 1 nabopartopHble Npubopbl (CM. CCbIMKM Ha pUCYHKM 11 2. 610K
E-2).

MpumeyvaHnune 4 — KoHuenTyanbHas nabopartopHas vHpopmaTka 1 KopropaTuBHasa BblYMCUTE/IbHAA
(KoMnbloTEpHAs) apxXUTeKTypa, KOTopble ABAATCSA TUMUYHLIMU AN 60bLIMHCTBA BHeapeHuit JIMMC, npeacTasneHbl Ha
pucyHke 6.

MpumevyaHne 5— OOHUM U3 BaXHbIX (DAKTOPOB A1 AOCTUXEHUA ycrnexa siBNAETCA UCMNO/b30BaHue
6€ecnpoBOAHON TEXHOMOrMM UHADPACTPYKTYPbI TeX naboparopuii, rae BaxxHa MOOUIbHOCTb.

MpumeuvaHune 6— KoHuenTyanbHasa MHbopMaLMOHHas TeXHoIormyeckass Tonosormyeckas mogens ISA-95
(International standard for the integration of enterprise and control systems) npefcTtasneHa Ha pucyHke 7. Hactoswmii
CTaHfapT onpefensieT opMaibHyl0 MOAe/lb 06MeHa JaHHbIMU MeXAy Aef0BbiIMU (6M3HEC) 1 NPOM3BOACTBEHHbLIMM
cuctemMamm.

Mogenu cofepxar crnegytowme onpefeneHms:

1) ynpasneHne nNpou3BOACTBEHHLIMU OnepaLmsamm;

2) npon3BoACTBeHHas (LexoBas) AeATeNIbHOCTb, B KOTOPOW MCMOMb3YyOTCA rpadinki MiaHNpoBaHns Npov3Boj-
CTBa, BbIMOSIHEHME dhakTMyeckoll paboTbl, Tpebyemoli A/ NPOM3BOACTBA NPOAYKUMU, N 06ecneveHne Bu3yaamsa-
umm npomnssogcTea. Cuctema JIMMC. nokasaHHas Kak ypoBeHb 3 Ha pUCYHKe 7. — 3TO YPOBEeHb yrnpas/ieHus onepaums-
mMu. Hanbonee TuNUYHbIM ABNsSeTCA To. kak cuctema JIMMC uHTerpupyeTcsa ¢ cuctemamu 6onee HU3KUX YPOBHeli (C
nabopaTopHbIMKU NpubopamMun) Ha YPoBHAX 11 2. a Takke ¢ cuctemamun BepxHero yposHs 4. Tuna ERP.
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CUCTObIbI 1a6OPaATOPHBIX
faiiHbl»

LWS CDS.SCMS.
SIN

OScvvfloeauxe

nMHOpAtaib

PucyHok 6 — KoHuenTyanbHas na6opatopHas WHopmaTyka 1 KoprnopaTBHas KOMMblOTepHas apxuTekTypa

7.1 AnnapaTHble cpegcTBa/nnatopmbl

Kputepun Bbibopa IMMC A0MKHBI OCHOBbLIBATLCA Ha (PYHKLMAX NpOrpaMmMHOro obecnedenuns. Npuoputet
annapartHbIX CPeACTB AO/KEH BblTb HA BTOPOM MecTe Mnocsie NporpaMMHOro o6ecrneyeHus ¢ nosHbIM Habopom
PYyHKLMOHAbHbIX BO3MOXHOCTEl. KOMNblOTEpPHas TEXHOMOMMA annapaTHbIX CPeACTB, UCNO/b3yeMblX 415 NO4-
aepxkn IMMC, a Takxe COOTHOLIEHME «LieHa/kauyecTBO» M3MeHATCA 6bIcTpo. CneunanncT no BHeapeHuto JIMMC
[0/1XEH Noj PYKOBOACTBOM NoCTaBLiMKa HavaTb OL,eHKY Toro, 6yyT M KOMMNbOTEPHbIE annapaTHble cpecTsa
rapaHTMpoOBaHHO COOTBETCTBOBATL TPE6OBAHNAM TEXHUYECKOTO 3afaHus. Cneymannct no BHeAPEHWUo [OOJIKEH
cnefosaTb pekoMeHAaunaM nocTaslyKa NO OLeHKe TEXHUYECKMX XapaKkTepucTuk annapaTtHbiX CpeAcTs ¢ onpe-
[eNIeHHbIM YNC/IOM K/IMEHTCKUX MECT U NMPOBECTU UCMNbITAHUSA Ha 3KCMEePUMEHTa/IbHbIX BHYTPEHHUX cUCTeMax
(Npoaasubl MHOTAA «COKpalalT» cneyudukayuo annapaTHoro obecnevyeHmns 41a CoOXxpaHeHns nepsoHavasb-
HbIX 3aTpaT HU3KUMU, YTOBbI COXPaHUTb BANUSHME Ha 6u3HecC nokynatens). TexHuyeckme xapakTepucTukm annapar-
HbIX CPeACTB 3aBUCAT OT MHOTMX hakTopoB. K Hanbonee BaxHbIM (hakToOpam OTHOCATCA:

1) YNCNO KOHKYPEHTHbIX MOMIb30BaTeNel;

2) exerofHoe 4nCcno perncTpupyemMbix LOKyMeHTOB (419 06pa3LoB 1 onpegeneHunii);

3) Uncno perncTpupyemblx JOKYMEHTOB, KOTOpble 6YAYT 06CNYXNBATLCA B PEXUME «OH-NalH»;

4) TpeboBaHNA Kapxusy;

5) Tpebyemblit TN 0TY4ETHOCTY;

6) BHELHAA 3arpy3ka CUCTEMbI OT NPUIOXEHU, HE OTHOCcAWMXca K JIMMC.

TpeboBaHNA K TEXHUYECKNM XapakTepucTukam annapaTHblX CPefCTB BKIOYaOT B ce6a TpeboBaHNA K LLEeHT-
panbHomMy npoueccopy (CPU), TakTOBYI0 YacTOTy, LUMPUHY LWUHbI JaHHbIX, NamMsATb, 06beM guckKa, AUCKOBbIN
BBO/I/BbIBO/I. CPE/IHIOI0 BMECTUMOCTb apX1Ba 1 HOPMbI (CKOPOCTb) KOMMYHUKALVOHHO ceTu. HaunHatowme nosb30-
BaTesnin cuctembl JIMMC fOMKHbI 3HaTb, YTO Npu TpaHcakumax JIMMC (6a3bl AaHHbIX) TpebyeMble 3arpy3ku 4yacto
pasmMellalnTCA Ha KOMMNbIOTEPHBIX annapaTHbiX cpefcTBax. CocTaBneHne 0THETOB, KOTOPble TpebyoTcA Npu CyMm-
MUPOBAHWUMN [JaHHbIX ANA CO34aHuNA 60/bWOro o6bema AaHHbIX, 3aHUMaeT pasHble Nepnoasl BpemMeHu — oT
MUHYT 0 YacoB. ofib30BaTeNb JO/DKEH NNaHMPOBaTh e/ BHe4peHus, rpadukn n pecypcel. na BHeApeHns
cuctembl IMMC B 6onbLioli nabopaTtopun MoxeT noTpeboBaTbCA OT WecTn A0 24 mecaues n 6onee. 4nA Toro.
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YoOOA4- MHIICTAHCIM
cucTemsbl

ERP. APO. noructuyeckue
cucTembl

YpOBEHb 2- MPOU3BOACTBEHHIN

wuTpore. (cucTembl) "n
HMI. SCAOQA. cuctemsl
napTuii

==1l sy
LU LLI TTT NaxoTMPoONa»»bIC cmctoiju

L

KCMUYNUNOOHHasA ceTb UCKPETHOTO U NPOLLECCHOro 06opyAeBai-*ei
Ypcaovb 1- NPOHTBOACTOOUMbIV
KOHTPO/Ib (CBCPYNOBEMME, CEHCOPbI)

1*0. cBOpyfoEBMME,
CeHcopbl

YpoBeHb 0 NPOU3BOACTBEHHbIN Npouecc
PucyHok 7 — ISA-95 — koHuenTyaslbHas Tononormsi NHChOPMaLMOHHBIX TEXHOIOTUi

4TO6bI KOMMbIOTEPHOE 06ecneyveHne nyyle COOTBETCTBOBASIO LiesiaM nabopaTtopumn, peKOMeHAYyeTCs Ha cTagumn
BHeapeHus JIMMC nokynatb HEGONbLIOK NPOLECCOp M HE3AA0/1T0 A0 KOHLa BHeAPEHNA NPOBOANTbL MOAEPHU3a-
umto g0 60n0e 6bICTPOl NnaTopmbl (Toraa LeHbl Ha annapaTHble CpeAcTBa AO/DKHbI OKa3aTbCs 60/1ee HU3KUMK).
CnepyeT Takxke naaHMpoBaTb paclumpeHve nabopaTopumn Ha oAnH — Tpu roaa Bneped. Linknbl Ae10Boii akTUBHO-
CTW He Bcerga NpuBOAAT K paclumnpeHuto nabopatopun. Cnegyet paccmMoTpeTb BO3MOXHOCTb cuctemsl JIMMC,
KOTOPY!O OLLleHMBAaeT 3aKka3uunk, K MaclTabupoBaHunio 0 MeHbluel, 60nee NPOCTOM CUCTEMbI Tak Xe XOpoLUo, Kak
[0 6obLIeit, 6onee cNoXHONM cucTemsl. MpoaasLbl 6a3 4aHHbIX NPOrPaMMHOI0 06ecneyeHns YacTo HecyT cyle-
CTBEHHbIE AONO/THUTEbHbIE 3aTpaThl HA TNLEH3UN ANS MaclTabupoBaHMA A0 MEHbLINX CUCTEM, B CBA3N C YEM
npv nepeHoce NPUIOXKEHNA ¢ 601ee CNOXHbIX KOMMbIOTEPHbIX CUCTEM HA MEHEee C/IOXHbIe KOMMbIOTEPHbIE CUC-
TeMbl MOTYT ObITb CYL,ECTBEHHO 3aTPOHYTbI CKUKM Ha annapaTtHble CpeficTBa U NporpaMmHoe obecrneyeHue.
OueHb BaxKHa NOPTATUBHOCTb NPOrpPaMMHOro o6ecneyeHns cucTem annapaTHbIX CPeACTB, €C/N Bbl OXngaeTte
M3MeHeHnsa nnatopmM annapaTHbIX CPeACcTB Ha NPOTSXeHUn cywecteoBaHma JIMMC. CnocobHOCTbL K nepegaye
JaHHbIX MeXAy pa3INyHbIMU KOMMNbIOTEPHBIMU CUCTEMAMU ABIAETCS XN3HEHHO HEO6XO0AUMON /19 reTeporeHHo-
ro KOMNbIOTEPHOTO OKPYXeHUsA. CnefyeT BblGMpaTb Ty CUCTEMY annapaTtHbIX CPeACTB, KOTopas MOXeT 6bITb Mac-
wTabmpoBaHa (ckopocTb CPU 1 06beM XxpaHeHUs faHHbIX), YTOObl COOTBETCTBOBATbL M3MEHEHUO TPe6OBaHUA.

7.2 PekomeHpauun B OTHOWEHUN 6a3bl faHHbIX

7.2.1 OcCHOBHble TpeboBaHus

KomnoHeHTOM 6a3bl AaHHbIX cuctemMbl IMMC ABnseTca apxuTekTypa, 419 KOTopoi TpebyeTcs HanbonbLumnii
YPOBEHb TMOKOCTY B OTHOLLEHUY MOCTOSIHHO BO3pacTatLunx Tpeb6oBaHuii K 06MeHy nHhopmaumeii mexay nabopa-
Topuei n npeanpuaTuem. Cuctembl JIMMC fonxHbl 6a3npoBaTbCA Ha KOMMEPYECKMX 6a3ax AaHHbIX CUCTEM
ynpasieHns nnm nakete 6a3sbl faHHbIX, KOTOPble ABNATCA AOCTYNHbIMU, 3P (PEKTUBHBIMU U NOLLEPXKNBAIOTCA
n3BHe noctaswmkoMm JINMC (Bbl6Op sIBNSieTCA NpaBu/ibHBLIM B C/llyYae, ec/im 3aKka3unk Xo4eT UMeTb BO3MOX-
HOCTb 4151 U3MeHeHus cywecTsytoweli JIMMC B byayuiem).
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Kommepueckas pensiymoHHas 6asa aHHbIX CUCTEMbl yNpaB/ieHUss MOXeT 6bITb OPraHn3oBaHa, CKOHUrypruposa-
Ha 1 HacTpoeHa A Y[0BNeTBOPEHMUSA WMPOKOro Arana3oHa cueHapues UCMNoib30BaHUA 1 BbinosiHeHnsa. Cob6-
CTBeHHas 6asa fjaHHblX cuctem ynpasnenuns JIMMC He siBnsieTcs LWUMPOKO NCMO/b3yeMOii, HO MOXeT noTpebo-
BaTbCA 4N YA0BNETBOPEeHUsa cneyndunyecknx TpebosaHmnit. MarteHToBaHHasa 6a3a AaHHbIX CUCTEM ynpaBieHus
NMMC aBnsieTcs UCTOYHUKOM pUCKa «NPUBA3KU» NabopaTopHbIX aHHbIX K onpejesnieHHOMY npogasLy, KOTOpbIi
MOXET YBE/IMUYNTb LLeHY B C/lyyae nepemelleHmnsa nobbiX JaHHblX B HOBYIO CUCTEMY B ByayLiem.

7.2.2 KnouyeBble 06beKTbl paCCMOTPEHMNSA

Mpwu oueHke nnaTopmMbl 6a3bl AaHHbIX clefyeT paccmaTpuBaTh CleAyloline XxapakTepucTuku.

7.2.2.1 CraHgapTtusauus

ba3za flaHHbIX f0/1XHA NO3BOJIATL MPUIOXKEHUAM NN 6ase faHHbIX ynpasieH4YecKoro nepcoHana s3anmo-
feicTBoBaTb ¢ 6a30li faHHbIX, 6a3upyoweinca Ha nyylein NPoMbIWIEHHON NpakTuke 1 06LWKnX cTaHgapTax 4ns
Taknx pensiuMoHHbIX 6a3 faHHbIX KOMMbIOTEPHbIX CUCTEM, KaK MCMNOJ/Ib30BaHue A3blka CTPYKTYPUPOBaHHOIO 3anpo-
ca (SQL) ansa 3anpocoB 6as3bl AaHHbIX. B ugeansHomM cnyyae naartopmbl 6a3bl faHHbIX 4O/KHBI NOAAEepXUBaTb
Takxe cornacosaHue c nnatpopmMamm 6a3bl faHHbIX U CTAH4APTOB, HAXOAALWMNXCA B ynoTpebaeHun Ha npea-
NpUATAM 3aKasumka.

7.2 2.2 OcHOBHasi TM6KOCTb NpoekTa

MpoekT 6a3bl AaHHbIX, NpeaocTaBnsieMblii npogasuom JIMMC. gonxeH 6biTb HageXal MM 06pa3om fOKy-
MEHTUPOBAHHbLIM U A0CTATOYHO rM6KMM AN51 NpUcnocobeHns K 06 MM 3afa4am no ynpaBaeHnto u KoHcurypa-
uun IMMC. Hanpumep, Takum Kak 06Ccny>xnuBaHue nonb3osarens, Mogmdukaumsa paboynx noTokos, cnpasoyHas
nHdopmauusa B Tabnmuax Ans npocMoTpa ngobasnexHne yctaHaBimBaeMblX Mosib3oBaTenem noneii. Mpoekr gon-
XXEH COXPaHATb CMPaBOYHYIO LIe/TOCTHOCTb MHpOPMaLun B 6ase AaHHbIX, T. €. ON0IHEHWe, yaaneHne nnm o6HoB-
NeHne AaHHbIX B Kax Aol 061acTu JO/MKHbI 3aBUCETb OT BO3JelCTBUA Ha AaHHbIe, K KOTOPbIM OHU O6palleHbl.
Bce Tnnbl gaHHbIX, UCNob3yeMble B paboyem NoToke nabopaTopuu, fOMKHbI OblTb pasMelleHbl B 6a3e faHHbIX,
BK/1I0Yas NOJHbINA fana3oH YNC/IEHHbIX faHHbIX, AaTy/BpeMs 1 TUMbl TEKCTOBbIX U MEMO-AaHHbIX. [ipyrne Tpeby-
eMble TUMbl AaHHbIX MOTYT BK/OYaTh B cebs1 60n1ee nepefoBble B TEXHNYECKOM OTHOLWEHUN DYHKLUNOHANbHbIE
BO3MOXHOCTU, Taknue kak CnocO6HOCTb TUMNOB JaHHbIX K NOAAEPXKe XpaHEeHUA n3o6paxeHunid, MynbTumMeamna un
thaiinos.

7.2.2.3 PaclwimpeHHas rubKkocTb NpoekTa

basa gaHHbIX f0/MKHA NoAAEePXUBATb CNOCOBHOCTb K MOAMMUKALUN CTPYKTYPbl 6a3bl AaHHbIX B COOTBET-
CTBUY C TpeboBaHUAMM 3aKa3umka, BK/1oYas nons 4ononHeHns/MogudukaLmn. MHAEKCOB, 3aBUCMMOCTeR 1 Tab-
nvy. OfHako nepef oCyLecTBEHNEM 3TUX U3MEHEHU HE06X0A4MMO BHUMATEIbHO PacCMOTPeTb UX BO3Aeii-
cTBME Ha pyHKUMOHanbHocTn JIMMC.

7.2.2.4 ly6nnpoBaHue AaHHbIX

dyHKUMSA Ay6NMpoBaHNA AAHHbIX ABNAETCA KPUTUUECKOW NS 3aluUTbl U 06CNYyXMBaHUSA MHOpMaLnn B
JIMMC. Na6opatopuu, NCNONb3YKOLMNE 3NEKTPOHHbIE 3anucn (6e3 6ymaxHol pe3epBHOI KOnuK), LOMXHbI 06ec-
neynTb 4ONONHUTE NbHYIO 3awWnTy nHpopmaLumn, nonyvyeHHoi B npegenax JIMMC. TunnyHble npoLeccbl MOMeH-
Ta/bHOro UK BO3pacTaloLero pe3epsrpoBaHuns 0CyLLECTBAAIOTCS HOUbIO, HO 06ecneynBaloT orpaHMyeHHyIo 3a-
WMTY MEXAY UHTepBasiaMn pes3epBnupoBaHnsa. IHCTPYMeHTbl Ay61MpoBaHna aHHbIX B npejesiax cnosa 6asbl faH-
HbIX [a MHOTA4a MeXAay C0SIMU XpaHeHUss — 3TO0 CeTu xpaHeHns faHHbix (SANs. Storage area network)] o6ecne-
YMBAIOT AOMO/THUTESbHYIO 3aLUTY B OTHOLIEHUN laHHbIX, MOTEPAHHbIX NPU KONUMPOBAHUN BCEX TPAHCaKLUA Mex-
[y UeHTpaMu JaHHbIX UMW yAaleHHbIMU cepBepamMu.

7.2 2.5 MHorouncneHHble cpefbl: nnaTopmbl paspaboTku, kayecTsa (MCMNbITaHUA) U MTPOM3BOACTBA

MnaTtdopma 6a3bl AaHHbIX 0/HKHA NOAAEePXUBATL CNOCOBHOCTL MHOTOYMCIEHHbIX cpes, (konuii) 6a3 AaHHbIX
NIMMC 1 UHCTPYMEHTOB MUrpauun Ana nepemelleHns 06beKkToB Mexay cpefamu. TUNMUYHoe BHeApEeHUe BK/I0-
yaeT B cebs co3faBaemMylo cpefy AN paspaboTku koga/koHdurypauumn, cpeay kadectsa 4nsa dopMasibHOro
MCMbITAHNA, MOCTPOEHNA CpeAbl MacTep-AaHHbIX i NPOVN3BOACTBEHHON Cpefbl A4/19 NPON3BOACTBEHHO NHopma-
unn. Cpepfia 6a3bl JaHHbIX BK/IOYAET B CE6S KOMNOHEHTbI pa3paboTaHHbIX NPUNOXEHWU AN5 ynpaBieHns AaHHbI-
MW, HACTPOMKM NPUNOXKEHUS U UHTErpaunn. 3TN MHCTPYMEHTbI HacTO MMEIT CNOCOBHOCTL K pa3BepTbiBaAHMNIO Xpa-
HALWMXCA Npoueayp, NPOCMOTPaM (XPaHALLMXCA 3anpoCcoB), a Takke (PyHKLMM oCTyna ¢ MCNosib30BaHneMm 3ar-
NTaHNPOBAHHbIX MPOLECCOB W APYTUX NPUIOXEHUIA N Mogynei NpunoxXeHnii.

7.2.2.6 ObcnyxusaHue

Mnatdopma 6a3bl faHHbIX AO/KHA faBaTh BO3MOXHOCTbL afAMUHUCTpaTOpy 6a3bl JaHHbIX OCYLECTBNATH
TOHKYI0 HACTPOIKY TEXHUYECKNX XapakTepuUCTuK n 6e30macHOCTM 6a3bl AaHHbIX C PYHKUUSAMU UHAEKCMPOBaHUS,
ynpasneHus Tabnuuamu u KasieHgapHbiMu rpacmkaMmm npoLeccos.
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7.2.2.7 NepcoHan

Ecnu HekoTopble nnun Bce cuctemsl JIMMC 6yayT ynpaBnaTbCa U NOALEPKUBATLCA BHYTPEHHUMU cunamm
npeanpuAaTUSA UK APYTMMKU CTOPOHaMW, 3a ncknoveHnem npogasua JIMMC. gomxHa 6blTb paccMOTpeHa NpUrof-
HOCTb TEXHMYECKOro NnepcoHana, BnajeHne UM Hasblkamun B 06/1aCTN TEXHONOTNI, HEOBXOANMBbIX ANA UCNONb30-
BaHUA nnatdopMbl 6a3bl AaHHbIX.

7.2.2.8 NuTterpauns

Mnatcopma 6a3bl AaHHbIX A40/MKHA NO3BOAUTL UMNOPT M 3KCNOPT AaHHbIX B hopMaThl MPOMbILLAEHHbBIX
cTaHgapToB, Hanpumep, TekcToBble XML nASCII (American standard code for information interchange, amepu-
KaHCKWii cTaHAapTHbIV ko4 Ana obMeHa uHopmauueii), n o6ecneyntb HA6Op MHCTPYMEHTOB MM NOCPeAHuYec-
KOro nporpammMmHoro o6ecneuveHus (MO) TpeTbeil CTOPOHbLI U/MNN NogAEPXKKY 06MeHa CoobLeHNsIMN A4NA nHTerpa-
LN € 4pYTrMMy NPUNOXEHUAMUN U MHDOPMaLMOHHBIMU CUCTEMAMMU.

7.2.2.3 KonupoBaHue (gy61MpoBaHne) n BOCCTaHOB/IEHNE

Mnatdopma 6a3bl AaHHbBIX 40/MKHA NOAAEPXMBATb HaUNyULIMe NPOMbILLIEHHbIE MPAKTUKN KONMMpoBaHuUA
(ay6nupoBaHus) N BOCCTaHOBEHUA AaHHbIX Hanbonee ahPeKTUBHbIM U LienecoobpasHbiM 06pa3oM. Ta PyHK-
Lya noAAepXKN AO/HKHA 6bITh BKIHOYEHA B HA60P MHCTPYMEHTOB 6a3bl AaHHbIX UK BCECTOPOHHE NOA4epXuBaTb-
CS UHCTPYMEHTaMu TpeTbel CTOPOHbI.

7.3 MnaTtcopma npunoxeHuit cuctemsl JTNMC

7.3.1 OcHOBHble TpeboBaHusa

Cuctembl IMMC pasepTbiBalOT Ha nnatopmax NPUNoXeHN, XxapakTepusyoLWwmxcs LWNPoKoi Bapnabens-
HOCTbI0. MPW 3TOM UCNONbL3YIOT MHOTME CTaHAapTbl U NporpaMMupyeMblie A3blku, KOTOpble o6ecneynBaloT ajek-
BaTHble XapakTepUCTUKN 1 pyHKUMN. BcnecTene aToro BaxHo, 4tobel npogasel, JIMMC npegoctasun getab-
HYI0 [OKYMEHTaLMI0 0 TEXHUYEeCKNX BO3MOXHOCTAX cuctemsl JIMMC 1 NpOeKT apxXuTeKTypbl NPUNOXKEHWIA. [loKy-
MeHTauns 4o/MKHa NO3BOMATL YETKO OL,eHUBAaTh TMOKOCTb NMPUIOXEHNI B OTHOLWEHUN BO3MOXHOCTE, Tpebyemblx
ans nabopartopuun. Popma 6a30Bbix TPe6GOBaHWIA N06LIX OpraHu3aunii ABNAeTCAa He06Xo0AMMO AN OLLEHKN apXu-
TeKTypbl NPUNOXEHWI B KOHTEKCTE UX CMOCOBHOCTM K KOHCOUTYPUPOBAHUIO, HACTPOIKE N HTerpauumn c gpyrumu
cuctemamu (cm. 6.3.3).

7.3.2 Knwoyesble NYHKTbl pacCMOTPeEHUA

Mpu oueHke nnatopMbl NPUIOXKEHNSA AO/KHbI pacCMaTpuBaTbCs CeaytoLine ee BO3IMOXHOCTU 1 XapakTe-
PUCTUKN.

7.3.2.1 MoAynbHOCTb

Mpunoxexue, apastoLeecs MYHKLUNOHANbHON BO3MOXHOCTbIO HA YPOBHE apXUTEKTYPbI, O/KHO 6bITh pas-
[eneHo Ha normyeckne Moaynmn ¢ HeTKo onpeaeneHHbIMU CTaHAapTHbIMU UHTepdeicaMmy Mexay Moaynamu. 3tm
MOZYNN MOTYT 6bITb CTPYNNUPOBAHbI MO XapakTepucTukam, pasMeLleHnto No C0AM apXUTEKTYPbl MPUIOXKEHUS
(Hanpumep, Npe3eHTauns, genosas noruka, MHTepdeicsl cAaHHbLIMM) UM HA OCHOBAHWM TOrO U Apyroro. YacTo
rpynnupoBaHune no xapakTepuctmkam gocturaeTca nyTeM MCNONb30BaHUSA 06 bEKT-OPUEHTMPOBAHHOMO TeEXHUYeC-
KOro noAxoja NpoekTa B COl03e C APYrMMY NMPUHLMNAMMU NPOMbILWIEHHbIX CTAHAAPTOB N0 HaUNyYLlWed NpakTuke B
OTHOLIEHUN NpoekTa MnpuaoxeHus. NMpoekTupyemas MOAYNbHOCTb MOXeT MUHUMU3MPOBaTb HenpeaBuieHHble
nocnefoBaTebHOCTU U3MEHEHWU NPUNOXEHNA NYTEM KOHPUIYPUPOBAHNSA, HACTPONKM NN UHTErpauum, n3onu-
pys o6nacTu NpuaoXeHus, saTparnsarLime n obneryaruime ucnbiTaHne NPUIoXeHUs.

7.3.2.2 NHCTPYMEHTBI KOHpUTypupoBaHus

Mpunoxexne IMMC foMKHO 06ecneyunTb IKCTEHCUBHBIA aAMUHNCTPATUBHbIA UHTEpdelic Tak. YTO6bl N0Nb30-
BaTe/lb MOr CKOH(hUrypnupoBaTh NPUIOXEHNE, MO BO3MOXHOCTH, 6€3 nporpaMMnpoBaHna UAn NPAMON MHTEPBEH-
Lun 6a3bl AaHHbIX. VIHTepdeiic nonb3oBaTesnsa 4O/KEH Takke OLLeHNBATbCS C TOUYKM 3PEHMS ero CMoco6HOCTH K
[ONONMHEHUI0, YAaneHuto, a Takke U3MeHeHUo moayneli n QOPMEHHbIX 3/1IEMEHTOB Ha 3KpaHe, YTobbl 6bina
BO3MOXHOCTb CO3JaHuNs NPOLAYKTUBHbBIX POPM 1 paboumx NOTOKOB C MUHWMANbHbIM NPOrpaMMuUpoOBaHUEM.
B ngeansHom cnyyae npunoxexune JIMMC go/xHO NO3BO/INTb OCYLLeCTBIEHNE HACTPOIiKX, BKIOYaloLw el B cebs
BCTpanBaHne cofepXXaHusa N3 BHELHUX CUCTEM, TaKMX Kak BCTPOEHHble My/ibTUMeuniiHbie yHKLUK (XpomaTor-
paMMbl. refib-NAacTuHbI, KOPOTKME obyyatloL e BUAEOKYPChbl U T. A.).

7.3.2.3 A3bikn nporpammuposaHunsa JINMC

Cuctema JINMMC ponxHa obecneunBatb NporpaMmMypoBaHue Tak. HTo6bl OCYLLEeCTBNATL HACTPOKN NPUO-
XeHun IMMC nnn co3gaBatb pacyeTsl B npegenax npunoxernus IMMC. HCTpyMeHTbl nporpammupoBaHuns JIMMC
MOTYT 6bITb BECbMa 3(h(heKTUBHbI, NO3BOSAA KOHKPETHOI nabopaTopumn unu wraty IMMC HacTpamBaTtb Npuso-
XeHne IMMC B COOTBETCTBUN C U3MEHAOLWMNMUCA TpeboBaHNAMNU. PeKOMeHAYyeTCA 0CTOPOXHOCTbL NPU HaCTpolike
noctaBfeHHoW npogasLom cuctemsl IMMC ¢ Tem. 4TO6bI rapaHTUpPOBaTb COBMECTUMOCTb CUCTEMbI C BYAYLLUMUY
06HOBNEHMAMY NPOrpaMMHOro obecneyeHns npogasua. CM. HUXe 0 HacTpoiike JIMMC.
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7.3.2.4 CornacoBaHue CTpYKTypbl AaHHbIX NnpuaoxeHus IMMC ¢ 6usHec-paboymm NOTOKOM

MpunoxeHne TIMMC n ero 6a3oBasi TEXHONOMNA AO/MKHBI Hanbo/1lee TOYHO COOTBETCTBOBATbL Tpe6OBaHNAM
KOHKPETHOI opraHusauuy K TeXxHoornyeckum npoueccam (paboynm notokam) nabopaTopun n MHpopmMaLMoHHOW
CTpykType. MpunoxeHune n apxutektypa 6a3bl faHHbIX cuctembl IMMC A0MXHbI OLEeHMBATLCA B COOTBETCTBUM C
MX TMOGKOCTbHIO MO OTHOLLEHMIO K KOH(PUTYPYPOBaHMWIO, HACTPOIKE N UHTerpaLmm cucTeMbl B COOTBETCTBUM C NOTPe6-
HOCTSIMW OpraHu3ayuu.

MpumeuvyaHne 7 — BcectopoHHee npucnocobneHve JIVIMC k nabopaTtopHbIM onepauvsam siBnseTcs 6onee
BaXkKHbIM, YeM cneuudmueckas nepefoBasi TEXHOMNOMMS.

7.3.2.5 BbINONHEHME MHTErpaunmn npoekTa n aHHbIX

ApXMTeKTypa NpunoXeHns omkHa 6biTb paspaboTaHa A1 MCNOb30BaHUS NaaTtgopm onepaumoHHO cuc-
TeMbl M annapaTHbIX CPeAcTB, cneynduLupoBaHHbIX ¢ HanbonbLwen 3 heKTUBHOCTLIO. Tak. NPUIOXEHNE BKIKO-
yaeT B ceb65 oLeHKy napannenbHoro (KOHKYpeHTHOro) MCnonb30BaHUs, MMKOBOTO MCMNO/Ib30BaHMA U CNOCOBHOCTMN
MHAMBUAYaNbHOTO KOHEYHOrO Nosib3oBaTtesns kK paboTe B MHOro3agayHoMm pexumMe (4To 03HayaeT BO3MOXHOCTb
OTKPbITUSA HECKOIbKUX 3KPAHOB UAN (OYHKLUIA NPUNOXEHUS B OAHON 1 TOW Xe nonb30BaTesIbCKON ceccun) 6es
npekpaweHna paboyero npouecca. CyuiecTBeHHble Bbiroabl o6ecneynsaeT 601ee paHHee (HACKObKO 3TO BO3-
MOXHO) UCNONb30BaHNE UCNbITATENbHbIX UHCTPYMEHTOB aBToMaTn3auny 1 NOCTpoeHne MoAenu npefcraBneHns-
NCNbITAHWUA CUCTEMbBI B poLecce BHeApPeHNs. VIHCTPYMEHTbI aBToMaTu3aLlmm MoryT 6biTb UCMO/Ib30BaHbI A1 KOH-
TPONS U3MEeHeHW B paboTe cUCTeMBbI, 4151 OCYLeCTBNEHNS 06PaTHON CBA3U NPU UCMbITAHUN B C/ly4ae BHECEHUS
M3MeHeHuli B nporpaMmHoe obecrneyeHne n HaCTPOWKY CUCTEMbI, NOCKO/IbKY CUCTEMA pa3BMBaeTCs faxe B Npo-
uecce paboTbl M nogaepxkn das m3HeHHoro ymkna JIMMC.

7.3.2.6 Cnoco6HOCTb 6a3bl faHHbIX K B3aMMoAeicTBUIO

Ecnu TexHonornyeckne ctaHgapTbl OpraHu3aunm N3MeHsloTCa 4acTo, npunoxenune JIMMC f0/KHO oueHun-
BaTbCA C TOYKN 3pEHUSA CNOCOBHOCTUN apXUTEKTYPbl NPUIOXEHNA NOAAEPXMBATL NNAT(OPMbI LLIMPOKO NCNONb3Y-
eMbix 6a3 flaHHbIX.

7.3.2.7 NMepcoHan

Ecnn HekoTopble nnam Bce cuctemsl IMMC 6yayT ynpaBasTbCs UAK NOAAEPKUBATLCSA BHYTPEHHUMU cuna-
MW opraHm3saluy unu 4pyrumMmm cTopoHamu, 3a ucknroyeHnem npogasua JIMMC. gomkHa 6bITb paccMoTpeHa cno-
COBHOCTb TEXHUYECKOTO NMepcoHana K nosly4eHnto Heo6Xo4MMbIX HaBbIKOB B TEXHOOTUAX, UCNONb3YEMbIX NPU-
NoXeHnsAMU. Becbma BaXHbIM ABJISETCA 3HAHME NEePCOHaIOM NoAAEePXMBaEeMbIX ONepaLoHHbIX CUCTEM, A3bIKOB
nporpaMMupoBaHns, TEXHOOTUNIA, 3aN0XEHHbIX B TEXHUYECKOM 3afaHnun, UCNONb3yeMbIX A1 HACTPONKA U UH-
Terpauuu ¢ NnpuIoXeHNAMu.

7.3.2.8 MNporpammupyemble nHTepdeiicel npunoxenus (API)

Ecnv npegycmatpusaloTcsa HacTpoiika nnm nuterpauns cuctemsl JIMMC. npogasey, JIMMC gonxeH obec-
neunTb Hagnexauyt gokymeHTtauuto no API (Application programming interfaces) gna co3gaHusa nHtepdelica
¢ npunoxexnunem JIMMC. uyeTKoW MOAENbIO AN CO3A4aHNA NHTepdheiica c NPUNOKEHNAMN, ABNAIOLLUMUCA DYHK-
LMAMKN Ha pacnpegeneHHoM ypoBHe.

7.3.2.9 CtaHgapTbl UHTErpaLum

Cuctema JIMMC pgomxHa ob6ecneynTb cnocobbl MHTerpauum n obmeHa AaHHbIMU, OCHOBbIBaKLWMeCs Ha
Taknx 06LLenpuHATLIX MeTodax, kak XML. 6asupytowuiica Ha npoTokone SOAP (Simple object access protocol,
npoTokosie obMeHa CTPYKTYPUPOBaHHbLIMU COOGLEHNAMMN B pacnpeAeneHHol BbIYNCANTENbHON cpeae) u/mnu
mMeToAax MHTerpauumn, nogaepxmaeMblX TAKUMU MPUNOXKEHUAMMN, KaK CUCTEMbI yNpaBaeHUs JOKyMeHT0060po-
TOM 1 ERP-cuctem, KoTopble B LLe/IOM UHTerpupytTcs ¢ cuctemoii JIMMC.

7.4 HacTtpoiika n uuterpauusa 1MMC

7.4.1 CpaBHeHMe KOH(UTYypUpoBaHUA, MaclwTabupoBaHsa N HACTPOIKK

MoHATUE «HACTPOKa» 4acTo UCMOb3yeTCa Kak 06Nl TEPMUH, OTHOCALLMIACA KTPEM MHAMBUAYANbHbLIM
AelcTBUAM, KOTOpble pasinyalTCsa C TEXHUYECKON TOUKN 3peHms.

7.4.1.1 KoHburyprnpoBaHue

[na KOHpUrypupoBaHMa NCMNOJb3YITCA XapakTePUCTUKN YNpaB/ieHUs CUCTEMbI, NpeocTaBseMble nake-
ToM nporpamm JIMMC gnsa Toro, 4To6bl LOCTUTHYTL COOTBETCTBUA TOM Xapaktepuctukam JIMMC. koTopble He06X0-
AVMBbI N8 UCNONb30BaHMA B cneunduryeckon AeaTeNnbHOCTM NpeanpuaTua nopraHusauum paboyero notoka. KoH-
hurypuposaHue 4acTo OrpaHMyMBaeTCss USMEHEHWEM TOJIbKO CNPAaBOYHbIX flaHHbIX UK NpefonpefeneHHblX
napameTpoB HacTpoliku B npunoxeHun JIMMC. OCHOBHble nabopaTopHble Tpe60BaHUA JO/KHbI 6bITb JOCTYMHbI
KOHUrypuposaHuto B cucteme JIMMC.
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7.4.1.2 Hactpolika TMMC un macwtabupyemocTb

HacTpoiika — n3meHeHus npogykra JIMMC. KoTopble NPUBOAAT K PaCLUMPEHUNIO UK f06aBNEHNI0 XapakTe-
puctuk IMMC. TpebyemMblXx B COOTBETCTBMM CO cneuudunyeckmmy noTpe6bHOCTAMM opraHm3auun. Hactpoiika
BblGMpaeTcs B TEX Cyyasx, Korga Habop TekyLnx u oxungaemsix B 6ygywiem xapakrepuctuk JIMMC uav nHter-
paumsa c 4pyruMun NpuaoXeHMAMN NnporpaMmMHoro obecneyeHuns He MoryT 6bITb NpucnocobneHbl Ana cneyndu-
yeckux notTpebHocTen (4pyrue napameTpbl 6U3HEC-NpoLEeCcCcoB 1 6lo4KeTa He paccMaTpumBatlTcs). HacTpoiika
yacTo TpebyeT nsMeHeHUs 6asbl faHHbIX, NPOEKTa NpUNoXeHus npoaykra JIMMC unun AoN0OTHEHUA NPOrpaMm
3aKasuuka.

7.4.1.3 NHTerpauma

WHTerpayma — cnocobHocTb npoaykta JIMMC k 06MeHy nHopmMaumeli ¢ Apyrumm NpuNoXeHUsMu nNpo-
rpaMmHoro obecneyeHus. iHterpaumns MoxeT BKIoYaTb B ce6 0OMeEH JaHHbIMU C 4PYTMMU MPUNIOXKEHNAMN
n/mnun 06MeH NOrMYecKUMU NPUNOKEHUSAMU U (PYHKLNOHANTBHOCTAMU C APYTUMU NPUNOXeHUsMu. MiHterpayms
nossonset JINMC ycunmBaTb XapakTepPUCTUKN APYTUX NPUNOXEHNU 6e3 fobaBneHus xapakrepuctuk B IMMC
caMum 3akasunkom. NHTerpauusa IMMC MoxeT noTpeboBaTb MU3MEHEHUSI TEXHUYECKOTO 3aaHnsa Ha 6a3y faHHbIX
NN apXUTEKTYpy NpuioxeHusa npoaykra JIMMC. HO B ngeanbHOM criyyae 3TO U3MEHeHue A0/IKHO 6biTb MUHK-
ManbHbIM. ecnu NpoayKT IMMC gocTaTouHO rnboK ANa MHTerpaunu.

7.4.2 O6wune geincteua npn Hactpoiike JIMMC n nuterpayumn

HekoTopble NpuMepbl, AEMOHCTPUPYOLL e OCyLecTBNeHe HacTpolikn JIMMC unn niTerpaumio ¢ ApyruMm
cucTtemamu, NpuBeAeHbl HUXE.

7.4.2.1 Paboune noTokn

HacTtpoiika JIMMC Heobxoanma ansa Toro, 4Tobbl NpUCNocobuThL passuBarLLnecs paboyme NOTOKM K LLenam
[OCTMXeHUs 60blieil NPOM3BOANTENILHOCTA, COOTBETCTBMSA U NOMOJIHEHUS AaHHbIMU. HacTpolika MoXeT Takxe
BK/IlOUaTb B CebA cnefyoline BapuaHTbl MHTErpauyum:

1) c cuctemamu no ynpasaeHunio JOKyMeHTaMu (CTaH4apTHble onepaloHHble NpoLeaypbl, ynpasieHue
uenoykaMu xpaHeHusa nHcpopmaunm o6 obpasue nT. 4.);

2) c obyyeHnem 1 N3yyeHnem CUCTEM NO 3IEKTPOHHLIM YyebHuKam;

3) c cuctemoii naHnpoBaHua pecypcos npegnpusatusa (ERP).

7.4.2.2 Xmmnyeckme nHhopMaLoHHbIe CUCTEMBI

1) OTYETHOCTb Y MHTENNEKTYalbHble pecypcbl NPeAnpuUATUS.

HacTpolika otyeToB JIMMC nyYunm aonosHEHNE OTYETOB CNeLNasibHbIMU BO3MOXHOCTSAMMW. DTOT nNpouecc
MOXeT TakKxe BKk/ovaTh B cebs1 HACTPOliKy aKkcnopTa AaHHbIX, MPOCMOTPOB 6a3bl JaHHbIX A5 BHELIHNX CUCTEM
nepejaun coobLeHnii, xpaHnnuiy/marasnHoB gaHHbIX, a Takke NHTerpaLumio ¢ MHPOPMaLNOHHbIMU MPUGOPHLIMY
naHensmu n noptanamu.

2) C60p AaHHbIX.

HacTpoiika niTepdeiica nonb3osatens JIMMC ans 6onblueit 3y hekTMBHOCTY c6opa gaHHbIX, MHTerpaunm
C 9/1eKTPOHHOI 3anUCHOI KHUXKOW 1 NpuaoXeHnaMmu ns cbopa gaHHbIX UNK nHTerpauuu ¢ nabopaTopHbIMu
npnéopamu.

3) Be3sonacHoCTb.

HacTtpoiika IMMC Heo6xoamma Ast Toro, YTo6bl 06ecneynTb 60/blUE pacnpeneneHHbIX NoHoMounii 6e-
30MacHOCTU B XapakTepucTukax CUCTEMbI, BKHOYAOLLMX B Ce65 COOTBETCTBYIOLLME 3M1EKTPOHHbIE MOAMNUCH, UH-
Terpauuto ¢ cuctemamu ynpabfeHus npeanpuaTtmemMm uam cuctemamu ayteHTudukauum no efuHCTBEHHOMY
npusHaky (LDAP— gupekTopumn (06/1er4yeHHblil NpoTOKON gocTyna K katanoram. Lightweight Directory Access
Protocot), cnctembl 6€30NacHOCTN N0 UAEHTUMUKALMOHHBIM KapToykam u T. A4.].

7.4.3 PaccmoTpeHue feN10BO akTUBHOCTW ANS HACTPOWKN nnn nuterpauum JTNMMC

OAaHMM 13 Hanbonee CyL,eCTBEHHbIX KPUTEPUEB OLEHKM NPU BbIGOPE M BHeApeHUn nto6oli cuctemsl JIMMC
ABnseTca hopMMpoBaHue noTpebHocTel Ana HacTpoliku u uHTerpauun JIMMC 1 cnoco6HOCTL kKaHAMAaTa Ha cuc-
Temy JIMMC ocyLecTBAATb 3TN PYHKLUN C [OCTATOUHON rmbkocTbio. HacTpoiika IMMC unn nuterpauymnsa JINMC
C ApYrMmMmn cucTeMaMu MOXeT OKasblBaTb CyLLeCTBEHHOEe BO3JecTBNe Ha BbIGOp NPOAYKTa, BHeApeHue, Teky-
Liee ynpasneHue n obuime 3atpartbl Bnagensua npyu nHsectnuymax s IMMC. PeweHune o HacTpoliike JIMMC ans
0CO6EeHHbIX Leneli 6usHeca unm nuterpauun IMMC ¢ gpyroit UHOPMaLMOHHOI CUCTEMOW AOHKHO NPUHUMATLCS
Ha OCHOBaHMM XOPOLLO NPOAYMaHHOro npoLecca, KOTopblii hopMUpyeT YacTb CUCTEMbI XU3HEHHOTO Lukna JIMC.
Bonee petannsnpoBaHHoe 06BbACHEHME peLLeHnii 0 HACTpolike 4en0BOIi 1 ynpaBnsioLWein akTUBHOCTA CM. B
pasgenax o Xu3HeHHOM uukne JINMC. pa3sutun 6usHeca, KOHTPOIe N3MEHEHWUN.
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7.4.4 TexHonornyeckoe naaHMpoBaHue HACTpPOWKM naun nuterpayum JT1MMC

MnaHupoBaHue CTPYKTYpbl ANA HACTPOWKN unn nuterpaunm IMMC TpebyeT NOHUMaHNA TOro, Kak TEXHOJ/I0-
rmyeckme acnekTbl paboTbl 6yAyT BO34eliCTBOBaTb HA BHEApEHWe 1 TekyLlee ynpaBaeHue cuctemoin JIMMC. AkTy-
anbHoe cojepxaHue 1 npoLecc aHannsa Bo3AeiCcTBNSA NPOeKTa Ha HACTPONKM UNKN nHTerpaymm 6yayT MeHATbCA
npv hopMUPOBaAHUN METOAONOMMN XUIHEHHOTO LKNa cuctemMbl. OAHAKO, KaKk MUHUMYM, M0G0l AeACTBEHHbI
aHann3 n TeEXHONOTMYeCKNA NaH A0/MKHbI BKIOYaTh B cebs crefyow e Buabl 4eaTeNbHOCTM Nepes TEXHONO0MU-
YeCKUM BHeApeHnem:

7.4.4.1 PacnpegeneHue TpeboBaHnii

[N ycTaHOB/IEHNA COOTBETCTBUSA TPe6OBAHUSAM HEOGXO0AUM AeTalbHblii 0630p hyHKLMOHANBbHBIX TPe6oBa-
HUIA KJTMMC ¢ OLeHKO TEXHONOTMYEeCKON feaTenbHOCTU 1 pecypcoB. O630p A0/KEH BKAOYATb B CEOSA OLEHKY
TEXHONOTNYECKUX PUCKOB, KOTOPbIE MOTYT 6bITb ONMUCaHbl B TPE60BAHUAX K BHEAPEHUIO.

7.4.4.2 O630p apxuUTeKTypbl Tekyuiein IMMC

MonHbIN 0630p apXUTEKTYPLI NPUIOXEHUI M 6a3bl AaHHbIX cucTembl JIMMC. O630p AONXKEH BKIOYATb B
cebs, KaKk MUHUMYM, OL,eHKY cnefyoLinx hakTopos:

1) nporpammMmumpoBaHne 1 U3MEeHeHNe TEXHUYECKOro 3afaHns Ha 6a3bl AaHHbIX UV ONONTHEHUS, HE06X0 M-
Mble /19 COOTBETCTBUA Tpeb6OoBaAHUAM:

2) nporpamMmmupoBaHmne nHTepceiicos 6a3sbl AaHHbIX, NpegocTaBnseMoe npogasuom JIMMC;

3) BO34eNCTBME U3MEHEHUI Ha Apyrne XxapakTepuctukn n yHkumm JIMMC. TpebyeTca 60blIasi OCTOPOX-
HOCTb ¥ FTapaHTUM TOTO, YTO HACTPOIKa UK MHTerpaLms ¢ 4pyrumMmu cuctemamMy He U3MEHAT OXugaemble v Banman-
pyemble dhyHKuumn JIMMC B npouecce NCNO/b30BaHUS;

4) Bo3gelicTBme n3MeHeHuin, korga JIMMC nnu cuctema, ¢ kotopoli IMMC nHTerpupyeTcs, peMoHTUpyeTcsa
nnn mofepHusmpyetca. Kputnyeckumm haktopamm SBnAOTCA NAOX0 pa3paboTaHHble HACTPOVKN U MHTepdeiicsl
nnn Hernbkne cuctembl JIMMC. 4TO MOXET NMPUBECTY K HAPaLLMBAHWIO XapakTePUCTUK U faKe OCHOBHbIX QYHKL WA
NMC B npouecce mogepHusauum JIMMC. laxe B MeHee 3KCTpeMasbHbiXx 06CTOSATENbCTBAX N/IOXON NPOeKT
MOXeT MPUBECTUN K HeonpasAaHHbIM 3aTpaTtam v 4ONOMHUTENbHBIM YCUIUAM MO KOOPAUHALUN 06CNYyXNBaHNSA
NNNMC 1 coBepLIeHCTBYEMbIX KOMMOHEHTOB;

5) BO3aeicTBME N3MEHEHUIA N NCNONb30BaHe N3MEHEHWIH AN BbINONHeHNA paboT B cucteme JIMMC. Ha-
npumep. 6yaeT N1 3annaHMpOBaHHbI HOYbIO 06MEH AaHHbIX 0 NapTuy NOTPe6AATb HACTO/IbKO MHOTO pecypcoB
cMCTeMbl, YTO6bI OTpULLAaTETbHO BO34ECTBOBATL HAa AeATEeNbHOCTb N0 06CNYXNBAHUIO APYTUX CUCTEM M NapTUii
obpasuos?

7.4.4.3 ApXuTekTypa UHTerpmpyemori cuctemol

[lo/mKHbI 6bITb BCECTOPOHHE PACCMOTPEHbI apXUTEKTYpa NPUNoXeHUS 1 6a3a flaHHbIX TOW CUCTEMbI, KOTopas
MOXeT 6bITb UHTErpupoBaHa c cuctemoii JIMMC. Ee oueHka f0/HKHA NPOBOAUTLCSA B COOTBETCTBUMN C TEMU Xe
KpUTEpMAMMU, YTO M pacCMOTPEHUE apxXnTeKTypbl TekyLleir JIMMC.

7.4.4.4 NepcoHan

Heo6xoAnMO paccMoTpeTb HanpaBeHUsa Noncka TEXHUYECKOro nepcoHana (TUnel  UCTOYHWKK). TexHuyec-
Kuihi nepcoHan, ucnonb3yeMblii 415 HACTPOIAKK, AOMKeH 061ajaTh ClefyloWwnMn HaBblkamu:

1) aHann3 6u3Hec-NpoLLeccos.

2) NpoeKkTUpoBaHue NPUIOXEHNA 1 6a3bl faHHbIX;

3) nporpamMMunpoBaHue nNpunoxeHuna n 6asbl gaHHbiX (C ncnonb3oBaHnem RDBMS (Relational database
management system, cuctema ynpaBneHus pensiMoHHbIMK 6a3ammn JaHHbIX) U MIHCTPYMEHTOB NPOrpaMMHOro
obecneueHuns, noggepxusaemolx npogasLom JIIMC);

4) nporpamMmMupoBaHue nocpefHNYecKoro npoaykra (noggepxka nporpaMmMmupoBaHuns ¢ MCNosib3oBaHnem
XML, skcTpakumna gaHHbIX, TpaHcopmauns n 3arpyska (Extract, Transform. Load. ETL)]uT. 4.;

5) ynpaBneHue 6a3oii faHHbIX U CUCTEMHOE aAMUHUCTPUPOBAHKE.

7.4.4.5 BHMMaATENbHOMY PAcCMOTPEHUIO AO/DKHbI NOABEPTraTbCA UCTOYHUKM NONYYEHUA TEXHUYECKOro
nepcoHana, Heo6xoA4MMOro Ans BbINOMIHEHMSA NpoekTa (npogaseuy JIMMC, apyrue npogasLbl NpoaykTa, opmbl
ayTCOpCUHra, BHYTPeHHuii UT-WwTaT) u TO. YTO ABASETCA Hanmnyuylleil KombuHaLl e HaBbIKOB, CTOUMOCTU U Npu-
rofHOCTU ANA KaXA0W dha3bl NpoekTa (Hanpumep, MOXHO ucnonb3osatb npogasua JIMMC nnm popmy ayTcop-
CuMHra ans paspaboTkn HacTpolikn JIMMC. Ho o6CcnyXuBaTh 3Ty HACTPOIiKY 6yAeT BHYTPeHHUiA wTat nabopato-
pun).

7.4.4.6 NHTerpayma nnm HacTpoiika

[L0/1XHO 6bITb MPUHATO pelleHne o ToM. 6yAyT NN nydylle COOTBETCTBOBATb TEM WU/N UHbIM TpeboBaHUAM
HacTpoiika JIMMC uan nHterpayms c Apyrum npuaoxeHnem, KOTopoe yxe oTBeyaeT Tpe60BaHUAM 3akasunka.
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7.4.4.7 Cos3gaHune npotoTuna

Kak v B cnyyae ¢ BHepeHneM 0CHOBHOI cuctembl JIMMC, cosgaHvie npoToTvna ABASAETCA BaXHbIM 3TanoM
B npouecce nt060i HACTPOikM ¢ Tem, YTO6blI NpoBefeHne paboT, TEXHUYECKN NOAXOA N TEXHUYECKNEe PUCKU
MOrnu 6bITb BAIMANPOBAHBI U KONIMYECTBEHHO onpejeneHbl nepe BHegpernnem JIUMC.

7.5 KomnbloTepHaa apxutektypa npeanpuatns

0O630p KOMNblOTEpPHO apxnuTekTypbl IMMC. Toukn nHTerpauum ¢ JIMMC n obwme dyHkymm JTMMC npego-
CTaBJieHbl Ha pucyHKax 11 2. [pumMepbl MHTErpUPOBAaHHON KOMMLIOTEPHON apXUTEKTYPbI NpeAnpuUATUs, KOTOpble
0XBaTbIBAKOT MPOCTPAHCTBO OT CUCTEM NPENPUATUA [,O YPOBHA NabOpaTopHbLIX aHaIMTUUYECKUX cucTem (npubo-
poB), NpeAcTaB/ieHbl HA PUCYHKax 6 1 7.

7.5.1 TepputopuansHoe pacnpegeneHue (rnobanmsaumsa — KkopnopaTuBHoe pa3BepTbiBaHne JIMNMC
Ha pas3/IMuYHbLIX TEPPUTOPUAX)

Fno6anusauus aBnseTcs NpoLeccoM u cpefoit, 6narogapa KOTOPOi KOMNaHUKU MOTyT 3aHUMaTbCA KOMMep-
YeCKol eATe/IbHOCTLIO He TO/IbKO B CBOE CTPaHe, HO U, COBMECTHO C AAPYrMMMN KOMMAHUAMWU, BO MHOTUX APYTUX
cTpaHax. [MosiBneHne nepeAoBbiX KOMMYHUKALIMOHHbIX TEXHOMOTWIA, Taknx Kak VIHTepHeT 1 6bicTpoe paspacTaHue
TOProBbIX OTHOLIEHWI (cpeamn Apyrux hakTopoB), B 3HaUMTENbHO CTeneHn pacnpegennio Hay4yHylo akTMBHOCTb
B L,e/IoM 1 nabopaTopHble cpefbl, B H4aCTHOCTU, N0 BCeMy MuUpy. B pesynbTaTe, nonb3osartenu JIMMC. sosne-
YeHHble B robanbHble onepaunuu, ctanm Tpebosarts y npoaasyos JIMMC. 4To6bl OHU NpeAoCTaBuIn UM NpuBe-
[EeHHble HMNXe napameTpbl:

7.5.1.1 KoHdurypuposaHue 60/1bLINHCTBA UM BCEX XapaKTEePUCTUK NOJIb30BaTE/IbCKUX UHTePdelicoB ¢
MCMOJIb30BaHNEM Pa3/INYHbIX A3bIKOB.

7.5.1.2 ABTOMaTMyeckas HacTpoika pasHuLibl B YHaCOBbIX NOSiCax M Habopax CUMBOJIOB.

7.5.1.3 ¥YnpouieHue pacnpegeneHns 06HoOBIeHU NporpaMMHOro o6ecrneyeHuns B LLMPOKOM guanasoHe —
noKanbHOW cetn n/mnu cetn MiHTepHerT.

7.5.1.4 CornacoBaHHble nabopaTopuym — CXOX1e HOPMaTUBHbIe JOKYMEHTbl BO MHOTUX cTpaHax u/unm
IOPUCANKLMNSAX.

MpumevyaHune 8 — [Nobanusauna obbIYHO HaNpaBAseTCA uvepe3 KOMOUHALMIO KOH(UIYpUpyeMbIX U
HacTpavBaeMblX NapameTpoB B npegenax npuioxexHusa JIMIMC.

7.5.2 KoHdurypmupoBaHue pacnpegeneHHblx cuctem JIMMC

PassepTbiBaHue cuctemsl JIMMC. TepputopranbHO pa3melleHHOoNn B pa3InyHbiX MecTax, 06bI4HO npej-
cTaBnseTtcs B Tpex hopmax (cM. Tabnuuy 1): ueHTpanbHON, pernoHanbHON n pacnpefeneHHoi.

7.5.3 CopepxaHue hyHKLMUMN noKkanusawmnm

CopepxaHue hyHKLMM NoKanmnsaunm xapakrepusyeTca TeM. 4To o6ecneymsaeT NoNb30BaTENLCKUN UHTEP-
theiic. oTpaxatLwmnii onpegeneHHbie reorpauyeckne NOTpeOGHOCTU KaXAOro NoNb30BaTeNsA, WU. Kak NpaBuno,
BKNtoYaeT B cebs Tpu anemeHTa: 1) A3blk, 2) Ha6opbl CUMBONOB 1 3) YacoBble N0Aca, KOTopble 06bIYHO BBOAATCA
B npocunb IMMC nonb3oBaTesnst UNK B I0KaNbHYI (MECTHYH) yCTAHOBKY.

7.5.3.1 Jlokanusaums A3blka— 3T0 TPAHCAALMSA A3blKa B MOb30BaTENbCKUI MHTEPeiic MecTHOro Nob30-
BaTens. O6bIYHO 3TOT NPOLLECC ABAAETCA KOHUTypupyembiM 31eMeHTOM Npu rnobansHoM passepTbiBaHuu JIMMC,
Kak npaBuno, OCyL,ecTBNAEMOM C NOMOLLbI0O KOHTEHTa 6a3bl laHHbIX A3blKa, KOHUTypaLoHHbIX dalinos u/nnu
6asumpytouieroca Ha XML ocToBe uHTepdeiica nonb3oBaTens.

7.5.3.2 Habopbl CMMBOIOB OTHOCATCSA K BBOAY CUMBOOB, UCMNONb3yEeMbIX AN BblpaXXeHUA BbIGPAHHOTO
A3blka, B N0/1Ib30BATENbCKUI NHTepdeiic. B yacTHoCTH, BbIGOP Habopa CMMBO/OB SAB/ISETCSA 0COOEHHO BaXKHbIM
TorAa, Korga paccmaTpuBaloTCa HACTPOIKM NOb30BaTebCKOro MHTepdeiica. Habopbl cumBosios Unicode yacto
MCMNONb3YyTCA, UTOOBI pelaTb MeCTHble A3blkoBble Npob6aemMbl 6e3 BO3AENCTBUA Ha N0/1Ib30BATENbLCKUIA UHTEpP-
heiic.

7.5.3.3 YacoBoli nosic oTpaxaeT onpeaeneHHy 30Hy MECTHOIO BPEMEHHN, NCNONb3yeMyto cuctemoid IMMC
ANA OTMETOK BpeMeHU 1 Lenei ayautopckoin npocnexmnsaemoctn. OCO6eHHO BaXHO 3aNOMHUTb YacoBble nosca,
KoHburypupyemsble B cucteme JIMMC. korga xpaHeHue, cpaBHeHWe nnu arperayms faHHbiX BO MHOTUX YaCOBbIX
nosicax ABASATCA YCNOBUAMU A5 COXPaHEeHUs ayAuTOPCKOl npocnexusaemocTn. O6bIYHO B NpeAenax BHe-
apeHHoli INMMC ncnonb3yeTcs BblpaXeHue BpeMeHu OT 3HayeHusa cpefHero BpeMeHu no puHBudy (GMT,
Greenwich mean time) AnfA Kax[oro 4acoBoro nosica, KOTopoe o6bveanHaeT aTy nHcopmauuio. Lna Poccuii-
CKOW ®epepauun TOYKON oTcyeTa ABNAETCSA MOCKOBCKOE Bpemsa *

* [lonosiHeHNe B LENsX NPUMEHEHUs Ha TeppuTopun Poccuiickoli deaepaumn.
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7.5.4 Perynupytowme (HopmaTuBHbie) N PYHKLMOHANbHbIE N3gaHNA

PesynbTaTom rnobanusauumn aBaseTcs BkAOYeHMe onpegeneHHbiX YHKLMOHaNbHbIX NOTpe6HOCTEN B ne-
peyeHb lpUCAnKLMKM B 06N1aCTU perynmpoBaHusa n apyrux yHKLMOHaNbHbIX NPO6/eM, CBA3aHHbIX C MECTHOW
nabopaTopHoOii cpefoin. DTN NPo6IeMbl MOTYT 6bITh pa3peLleHbl C NOMOLLbI0 KOHPUTYPUPOBAHNSA WUAWN HACTPOIA-
Kn. Micnonb3oBaHne HOpMaTUBHbIX JOKYMEHTOB 0COGEHHO BaXHO B TeX CLeHapusax, rae HacTpOKv BbINOMHS-
I0TCA NyTEM MoAepHU3aLmm, o6¢CnyxmBaHns n B3aumogencTansa ¢ nonb3oBarenamu, paborawwmnmm B Tepputopu-
anbHO pacnpepeneHHblx nabopaTopusx.

7.5.5Monb3oBartenbckas 6e30nacHoOCTb

Monb3oBaTenbckas 6€30MacHOCTb B 3HAYUTE/IbHON CTENEHN BapbypyeTcsa Npy TEXHONOTMYECKOM BHejape-
Hum B cuctemy JIMMC. ogHako B uenom cuctembl JIMMC AomKHbI 6bITb OL,EHEHBI B COOTBETCTBMM CO Cneayto-
WyMK 6a30BbIMU NOJIb30BATE/ILCKUMU Npo6emammn 6e30nacHoCTH:

1) obecneynBaeT NN CTPYKTypa 6e3onacHoCTu, npegoctasnsemasn cuctemoii JIMMC. ayantopckyto npocne-
XWNBAeMOCTb U KOHTPO/Ib AOCTYyNa BCECTOPOHHNM 06pa3oM B COOTBETCTBUU C MOTPEOHOCTAMU OpraHusauuu;

2) feiicTBMTENbHO N CTPYKTYpa 6e3onacHoCTM ABAsieTca rmbKoli MaocTaTouHO pacnpefeneHHomi, 4Toosl
OCYLLEeCTBNATL KOHTPOb 6e30MacHOCTN Ha PYHKLMOHANbHOM YPOBHE UM YPOBHE 3a4auu;

3) MOXHO 1 ynpaBnATb CTPYKTYPOI 6€30nacHOCTU, UMes eUHCTBEHHYIO CTPYKTypy 6e3onacHocTu ans
Bcex mogyneii JIMMC. n MoxeT i OHa 6bITb 06beAVHEHa C APYTUMUN CTPYKTYpaMu NnpeanpuaTna?

CTpykTypbl 6€30nacHocTn JIMMC B LeIoM NoAAEPXKMBAIOT C/ieyloLLme BO3MOXHOCTH Ha YPOBHSAX NONb30-
BaTens. rpynnbl U NPeanpuaTus.

7.5.5.1 Tonb3oBaTenbckas 6e30MacHoOCTb:

1) AyguTtopckas npocnexunsaemMocTb.

Cuctema JINMC gomkHa 6bITb CNOCOOHA, KaK MUHUMYM, 06ecneynTb NoNb3oBaTesnto naeHTudukaymno n
LWTaMn 0 BpeMEHU B NpoLiecce NpoBefeHuns nonb3osaTesieM BCEX BUAOB [AeATeNbHOCTU (BBOJ, O6HOBMEHWe
N ypaaneHue) n Nno3BoNUTb, YTOObI AaHHbIe 6bIIN AOCTYNHbI AN 3anucei ayanTopckoro (KOHTPONbLHOrO) creaa.

2) O4HOKpaTHbI BBOA, NOANMUCK.
BonbwuHcTBo cuctem JIMMC umetoT yHUUUMPOBaHHYIO CXeMy ayTeHTudukaunm, 6narogaps KoTopoi
nosib3oBaTeNlb MOXET OAWH pa3 3aperncTpupoBaTbCcs U UMeTb AOCTYN KO BCEM (PYHKLMAM, 418 KOTOPbIX OH UMeeT
npaBo focTyna 6e3 3anpoca f,oNoNHUTENbHONI perncTpaumm.

Tab6nunuya 1— CrpaTerus passepTbiBaHUs TeppuTOpMasibHO pacnpegeneHHol cuctemsl JIIMC

OnucaHve

LleHTpanbHOe pasBepTbiBaHue
npeAocTaB/seT BO3MOXHOCTb pas-
MeLleHNs NpUIoXeHuii, 6asbl AaH-
HbIX U MHApPacTpykTypsl JIMMC B
OfJHOM (EAVHCTBEHHOM) LieHTpe AaH-
HbIX UM TPyNMNe LEeHTPOB AaHHbIX CO
BCEMU MPUKNAAHbIMU PYHKLMAMMY,
ynpaBnsemMbIMi LeHTPasIbHO.

YacTo nonb3oBartesibCkunit MHTEp-
theiic nmoctaBnsfeT npuIoXeHne
nonb3oBarensm yYepes Beb-6paysep
WIN TePMUHA «TOHKOTO K/IMeHTa»
(BkNOYaa oTAaneHHbln pabounii
cton). KoHdurypmposaHue gnsa no-
TpebHOCTe Kaxkaoi nabopatopuu
TaKke ynpaBnsieTca LeHTPasbHO

MpenmyLecTsa, nosb3a

LieHTpanbHOe ynpaBsneHve o6be-
OVHAET pecypcbl NOAAEPXKKN U 06blY-
Hble 3aTpaTbl.

N3meHeHnsa un MogepHusauus
NNMC pocTynHbl Nosb3oBaTensiM BO
BCEX MecTax flokanusauun Hemep-
NIEHHO.

Moppepxka JIMMC MecCTHbIM
NT-nepcoHanoMm MWHUMU3NPYeETCS,
MOCKO/IbKY HET HMKaKoi noTpebHocTH
B MECTHOW (N10KanbHOW) noanepxke
npunoxexus (nocne obyyeHwsa n T. o).

PasBepTbiBaHMe HOBbIX MECT /10-
Kanusaumm sBNAeTCS 3HaunTesbHO
607ee BbICTPLIM ¥ IETKUM NPOLLECCOM,
Yem pasBepTbiBaHWE pacnpepesneH-
HbIX CUCTEM.

[laHHble LeHTpan3yTcs, YTo 06-
neryaet c6op n aHanu3 6usHec-cee-
OEeHUA 0 pa3maxe AeATeNbHOCTU U
TeHIEeHUWAX opraHusauum

CnoxHble 3agauy, npobnems!

ApXUTEKTypa MpUIOKEHNsT ABNAET-
ca KpuTuyeckuMm hakTopom Ans obec-
neyexuns ruékoctn JIMMC cornacHo
NoTPEBGHOCTAM JIOKa/IbHbIX (MECTHbIX)
nabopatopuii. Cuctema Ao/mkHa ObITh
Cnoco6Ha K BbICOKO CTeneHn KOHdu-
rypupyeMocTu A/1s1 yCreLLHOro ynpas/e-
HWS MECTHbIM (/10Ka/IbHbIM) A3bIKOM ©
BOMPOCaMN perynvpoBaHus.

HacTpanBaemble XapakTepucTyku
[L0/DKHbI BbITh NPOAHa/IM3NPOBaHbI NS
npefocTaBfeHns rapaHTum Toro, 4To
npU “3MEHeHUAX Mosb3oBaTeslb Nony-
YnT npemmyLlecTsa (M OHW He OKasbl-
BaloT HeraTMBHOrO BAMAHWSA). Hdpa-
CTpyKTYypa [O/DKHa ObITb TLATENIbHO
cnnaHupoBaHa, YTobbl BblYUCIUTENb-
Has ceTb 6blna AOCTYMHOW 1 N36bITOY-
HOW. B OCOGEHHOCTW M3-3a TOrO, YTO
LeHTpanbHOe pasmelleHne A0/HKHO
6bITb [OCTYNHO AN15 FNo6asbHbIX One-
paunii 24 yaca cemb gHell B Heaento
(2417)
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Mpogomkexnne Tabnuubl 1

OnucaHve

PervoHanbHoe pasBepTbiBaHue
KOMBVHMPYET 3KOHOMWUYHOCTb Maclu-
TabupoBaHWs LeHTpasibHO Moaenm ¢
rMBKOCTLIO pacnpeeneHHon Moaenu.

Ipynnel nonb3osarteneit JIMMC
onpeaensaTcsa no o6wum reorpadm-
YeckMM MpusHakam, npusHakam pery-
JIMpyeMOoro un o6Lero nosb3osaHuns
€ Tem. 4To6bl BHeapeHue JIMMC wmor-
110 6bITb LIeHTPa/IN30BaHO B Npouecce
HeCKOJIbKMNX YCTaHOBOK, NoKa He byayT
y[l0B/IeTBOPEHbI OCHOBHbIE NpUKIag-
Hble NOTPeBHOCTU Kaxkaoi rpynmbl

PacnpegeneHHoe pasmelieHune
npefoctasnseT MOKOCTb KOHEYHbIM
nonb3oBaTenam, HO Npu 3TOM 06bIY-
HO TpeGyeT camoii BbICOKOW NoAAepX-
Kv 1 3atpart npu pasmeLeHun JIMIMC.
PacnpefeneHHble Mogeny CocTosT u3
aBTOHOMHbIX MPUIOXeHW paboyero
CTOMa KAIMEeHTa UK MOAENN «KIINEHT-
cepBep» C yCTaHOBKOW cepBepa Ha
KaKJOM MecTe SloKasm3auuu.

PacnpegeneHHble Mogenn o6bly-
HO He WCnosb3ytTcA, Korga rnodanu-
3auma ABNSETCA CyLLEeCTBEHHON npo-
6nemoii ans pasmeltenns JIIMC
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MpeyMyLLECTBa, Nosb3a

3on0Tas cepeguHa Mexay 3KOHO-
MUeRn cpeacTB 3a cyeT maclTabupo-
BaHNA 1 BO3BpaLlleHUA BIOXKEHHbIX
cpeacTB (MHBECTMPOBAHMS) gocTura-
eTca npu yAoBneTBopeHun Tpebosa-
HuWiA nonb3oBatens. OfgHako nogaep-
XKa C uncnosib3oBaHMemM MEeCTHbIX
NT-cneynanncToB MUHUMU3NPYETCA,
Tak kak 3TOT MeTog, 06bI4HO UCMO/b3Y-
€T NPUHLMN «TOHKOTO K/IMEHTax.

PasseprlaaHme HOBbIX MECT J10-
Kanmsaumm NpoucxoauT OTHOCUTE b-
HO 6bICTPO M MPOCTO MO CPaBHEHUIO C
pasBepTbiBAHMEM MOJIHOCTbIO pac-
npeseneHHo mogenw.

M3mMeHeHns n MogepHusaLuio
MOXHO 6bICTPO OCYLLECTBAATL Mpu
noAfepxaHnm rmbKoCcTU CUCTEMBbI.
[JaHHble 60n1ee NpocTo arpervpytoTes
B COOTBETCTBMU C 06WUMM NOTpe6-
HOCTAMK 6U3Heca

CopepxaHune thyHKLMM nokanusa-
LN ABNAETCA «KOPOBOUYHLIM» Mpo-
[YKTOM, Tak kak yctaHoska JIIMC Ha
KaxkjoM MecTe pa3meLLeHUs KoHdM-
rypupyeTcsi B COOTBETCTBUM C MECTHbI-
MV (/TOKa/IbHbIMW) MOTPEBHOCTAMU.

KoHdmrypupoBaHue 1 HacTpoiika
MOTYT ObITb B 3HAUMTE/NbHOI CTeneHn
BbINO/IHEHbI 6E30THOCUTENbHO K Mo-
TPEB6HOCTAM MECTHOro passepTbiBa-
HUS.

MpeanbHbIM  SIBNSIETCA BapuaHT,
Korga TpeboBaHna K Kaxaomy Mecty
pasmMeLleHns ABNSAITCS YeTKO OT/n-
vawwummuca apyr ot gpyra wuvnu
OYyHKUMOHA/IbHbIE pa3NYna ACHO
oYepyeHbl B 3aBUCUMOCTU OT MecTa
pasmeLleHus.

JloCcTynHOCTb ceTn 06bIYHO orpa-
HuyeHa npobnemammn 6onee ynpas-
nsiemoit mectHoit cetn (LAN) oTHOCK-
TeNbHO Npo6aem 6onee COXHOM
LUMPOKO PacnpocTpaHeHHon rnobasb-
Holl ceTu

CnoxHble 3agauv, npotremsl

Ipynnbl nonb3oBaTenein JOMKHbI
6blTb TWLATENbHO OnpejesnieHbl, um
pes3ynbTatoM MOXeT ABUTLCA npocTas
BbICOKO3aTpaTHas LieHTpaIn30BaHHas
Mogesnb. TpeboBaHua nonb3oBarenei
[O/MDKHbI BbITb SICHO OMpeAeneHHbIMU
B COOTBETCTBUM C A3bIKOM, perynnpye-
MbIMW U (DYHKLMOHABbHLIMU MOTPEG-
HOCTAIMY € TeM. 4YTo6bI cuctema JIMMC
6bln1a KOHUryprpoBaHa HauyyLwum
06pasok».

HacTpoiika n MofepHu3auus gon-
XHbl 6bITb TLATENIbHO CUHXPOHU3UPO-
BaHbl KaK B OTHOLLUEHUN PEerMoHasIbHbIX
nosib3oBaTesieil, Tak N opraHusaumii c
pervioHasbHbIM pasmeLLeHNEM; N36bl-
TOYHble CUCTEMbI MOTYT ObITb aKTyasb-
HO pa3MelleHbl B APYrnX pernoHax,
6narogaps yemy aBapuiiHoe BoccTa-
HOB/IEHVE CTAHOBUTCS 3KOHOMWYHBIM,
MOCKO/IbKY TEXHO/OrMYeCcKMe 1 MIoAck1e
pecypcbl MOryT 6bITb UCMNO/b30BaHbI
ahpekTnBHO. TLlaTeNbHOE NIaHnpo-
BaHWe MHPACTPYKTYpbl AO/HKHO GbITb
npouseseAeHo AN Toro, 4YTobbl GbITh
YBEPEHHbIMM, YTO Ha AOCTYMHOCTb CUC-
TeMbl He NOBAUAKT pernoHasibHble
npoucwecTsusi. Mpu pernoHanbHOM
pasmMeLleHUn N36bITOUHbIE CUCTEMBI
MOTYT ObITb aKTya/bHO pasMelleHbl B
Apyrux peruoHax, genas asapuiiHoe
BOCCTaHOB/IEH/E 3KOHOMUYHbIM

PasBepTbiBaHve (pa3meLleHue),
obcnyxusaHue, moaepHusaums, MHbp-
pacTpykTypa v nognepxka MoryT GbiTb
OYeHb JOPOTUMU, MOCKOJIbKY A/ Kadk-
1070 KOHKPETHOTO BHEAPEHUs! flaHHble
pecypcbl A0/MKHbI 6bITb AOCTYMHbI.

Onpefenexune rno6ansbHoOro cTpa-
TErmyeckoro Hamnpas/ieHNsl 419 Bbipas-
HuBaHus cuctem JIMMC no opraHu3a-
LIMOHHOMY NPUHLMNY ABNSETCA 3aTpya-
HUTE/bHBIM. YTO 06YC/TIOB/IEHO BLICOKUM
YPOBHEM JIOKa/IbHbIX (MECTHbIX) Bapy-
AHTOB.

HepocTatkn B 06n1actu ctaHgapTu-
3aumn. O6LLWe peryvpyoLLme v ynpas-
nsALWye cTaHgapTbl TPYAHO aBToMaTH-
31poBaTh MeXay pas/iMyHbIMA OpraHu-
3aUUMSAMA. 1 yCneLwHoe pa3BepTbiBa-
HVe B OZHOI opraHu3auuy He o3Hauva-
eT MPOCTOe OCyLLeCTBNEHWE 3TOr0 NPo-
Liecca B ipyrmx Mectax pasmeLleHust.

Arperauysi faHHbIX 4151 aHamsa 1
oTYeTa Ha OCHOBe rN106asbHbIX onepa-
LWii ABNSeTCS  MOYTM  HEBO3MOXHOW
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OKOH4YaHue Tabnmubl 1

OnucaHue MpeumyujecTsa, nonb3sa CnoxHble 3ajauu, npo6nemsbl

13-3a TOTO, YTO UCTOYHUKM JAHHbIX AB-
NIATCA BbLICOKO pacnpefeseHHbIMu.

MnaHbl aBapuitHOro BOCCTaHOB/E-
HWUS TPYAHO M/MNK OPOTO BHEAPATL, TaK
KaK Kax/blii nnaH 1 Kaxgoe BHeapeHne
BapbUPYKTCA B 3aBUCMMOCTU OT MecTa
pasmeleHus

3) Bpemsi Ha npoBefeHune ceccuu.

Cxema ayTeHTMdMKaLm f0/MKHa Takxe paspeLwmnTb N01b30BaTe o KOHPUTypnupoBaHHbIi BBOJ 3anpoca
ANA BBOAEUNA VMEHW W Napons BHOBb, €C/W NONb30BaTeNb HAXOAUNCA B cucTemMe, HO paboTas, B TeyeHune
60/1blLEero, YoM KOH(UTypMpPOBaHHbI Nepuoj BpeMeHu (3Ta PyHKLMSA NHOTAa yNnpaBasieTcs BHELHel cucteMmoi
JIMMC ¢ ncnosib30BaHNeEM YyCTAHOBOUYHbIX NapamMeTpoB CeTU NPeanpuaTus).

4) CtpaTterusi B OTHOLLEHMMN Napons.

Cuctema IMMC gonxHa COOTBETCTBOBAaTb CTaHAapTaM KOMNaHuy B OTHOLWEHUW TpeboBaHuWii K BOCCTaHOB-
neHunto napons, koM6uHauuii napons (crofa OTHOCATCA: MUHUMAaNbHaa ANHA CTPOKU CUMBOIOB, KOMBUHaLNS
CUMBOJIOB M YMUCEN) N YPOBHIO WM POBAHNS NPU XPaHEHUN Napons B 6a3e AaHHbIX.

5) CooTBETCTBME HOPMATUBHBIM JOKYMEHTaM U 3/1IEKTPOHHbIE NOAMNUCHK.

Cuctema J/IMMC fo/xHa COOTBETCTBOBAThL NPUMEHAEMbIM HOpMaTUBaM M CTaHAapTaM KoMnaHum, rae 3a-
[elicTBOBaHbl 3N1E€KTPOHHbIE MOANNCK UAW NONb30BaTEbCKOE NOATBEPXAEHNE 3eKTPOHHBIX 3annceil, uam Tem un
APYTVIM HOPMaTUBHbLIM JOKYyMEHTam 04HOBPEMEHHO.

7.5.5.2 Be3zonacHocTb rpynn

1) HasHauyeHune nonb3oBaTens.

CucTtema J/IMMC gonxHa nogfepxnBaTb BO3MOXHOCTb HazHavyaTb MHANBUAYA/bHbIX NO/Ib30BaTesnell Ha
NPUHAANEXHOCTb K CUCTEMHbIM rpynnam uav ponsam (40/KHOCTAM).

2) Ha3sHauveHue 3anpoca.

Cuctema JINMC moxeT onuMoHanbHO NO3BOMUTL HA3HaYeHMe Nonb3oBaTeneli B rpynnbl NyTem 3anpoca
Apyroit nonb3oBaTeNnbLCKON MHhopMaLmmn, HanpuMmep, 3 oTaena.

3) DyHKLMOHANbHOE Ha3HaYeHue.

Cuctema JIMMC pgonxHa gaTb BO3MOXHOCTb Ha3HauYeHnsa gocTyna rpynnam A5 KOHKpPeTHbIX onepauuii B
cucteme JIMMC ¢ TeM. YTOObI €JMHCTBEHHAA rpynna Morsia UMeTb CTaHAaPTHbI Habop paspelleHnii Ana KoHpK-
rypupyemoro Ha6opa pacnpefeneHHoi AeaTeNbHOCTM (HanpyMep. BbINO/IHEHWE BBOAA chneuundunyecknx 3agad,
TekyLWmx cneyndryecknx oT4eTOB WAN KaTeropuii oT4eToB, UT. 4.).

4) AygnTtopckas npocnexunsaemocTb.

Cuctema IMMC ponxHa obecneunTb ayAUTOPCKYHO NpOCAexXmBaeMocTb (MAgeHTuduKkaLno nonb3osarens
N OTMETKY O BDEMEHM) BCEX U3MEHEHWIA B COCTaBE Y/1EHOB rPYNnbl UKW AOCTyna rpynn Hapagy ¢ aAMUHUCTpaTUB-
HbIM MONb30BaTENEM, KOTOPbIA OCYLLECTBW/ 3TN U3MEHEHUS.

7.5.5.3 be3onacHoOCTb nNpeanpuaTns

1) BesonacHoCTb kaTa/soroB NpeAnpuATUS UAN BbIYNCANTENBbHON CeTu.

Cuctema JIMMC MoXeT OnuyMoHanbHO MHTErpUpPoBaTbCA C kKaTanoramMv no 6e3onacHocT nNpeanpusaTus (Ha-
npumep. LDAP, active directory, windows domain nT. g.). 9T1 xapakTepucTuku onpeensatT noNb3y OT UCNONb-
30BaHNS €IUHCTBEHHOIO Habopa 13 NOSIHOMOUMNA AN1A MHOTUX NPUNOXeHUN, «6ecloBHY0» uHTerpauuto JIMMC ¢
KOpnopaTuBHOI NOANTKKON 6e3onacHocTn, 6onee yaqobHoe n 060CHOBaHHOE ynpaBieHne 6€30nacHoCTbI0 N0/b30-
BaTeneii. Hanpumep, npu yganeHuy nonb3oBaTens U3 katanora ygansierca 4ocTyn nosb3oBaTtens Ko BCEM Npu-
JIOXKEHNSIM BMeCTO TOro, 4Tobbl TpeboBaTh yAaneHns nob30oBaTe s U3 Nofb30BaTelbCkux 6a3 AaHHbIX B Kax-
[OM MPUNOXEHNN.

2) NHTerpauus c usmyeckuMm cucteMamm 6e30nacHOCTU U MHAPACTPYKTYPOI OTKPBIThIX K/IKOYEiA.
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CTpykTypa 6e3onacHocTu cuctembl IMMC MOXeT Takxe OnuMOHabHO MHTErpupoBaThCa C OpraHm3saune,
nmeloLei dusnyeckme cMcTemMbl 6€30MacHOCTH, Takve Kak nAeHTUMKaLMOHHbIe KapTouku Ui 6uomeTpuyeckme
npubopbl. Cm. B 7.4.4 nHcopmaLmio o cuctemax, KotTopble 4ONOHAIT YA0CTOBEPEHUSA IMYHOCTU (CNyxebHble
nponycka) u naponu sawngpoBaHHbIMK cepTudukaTamm, cucTemamm co cMapT-kaptTamm (NNacTUKOBbIMY KapToY-
Kamu co BCTPOEHHbBIMW MUKpONpoLeccopaMun) N T. 4. TN BO3MOXHOCTN 06ecneynsaloT fONONHUTENbHYO Bannia-
LMo 1 ayAnTOPCKYI0 NMPOC/IeXnBaeMocTb Npu ayTeHTudukalymm nonb3osarteneint IMMC u (c COOTBETCTBYIOLW UM
npuéopom, uHTerpuposaHHbiM ¢ JIMMC) moryT obecneunTb 60onee 6bICTPOE A4ONONHUTENIbHOE COOTBETCTBUE Nac-
CMBHOW ayTeHTudmkauum c cuctemoii JIMMC, uem py4yHoil BBOA MAEHTUMDMKALMOHHbBIX AaHHbIX MONb30BaTENA U
napons.

7.5.6 NHbpacTpykTypa

WNHbpacTpykTypa BbIYNCANTENBHON CeTu n annapaTtHbiX cpeacTs, Tpebyemas cuctemoii JIMMC. BapbupyeT-
CA B LUMPOKOM Anana3oHe B COOTBETCTBUM C BbIGPaHHbIM cneLmduyecknm nporpammHbim obecneyernnem JIMMC
1M Habopom XapakTepucTuK, HO 3TO 0COOEHHO BaXXHO A9 MOHUMAHUSA, Kakne pecypcbl ceTn n obopynoBaHns
6yAyT Heo6X04MMbI B 3aBUCUMOCTH OT BbiGOpa MeToAa pa3sepTbiBaHUA (LEHTPasIbHOro, PernoHasibHoro, pacnpe-
feneHHoro). MNepeyeHb HEKOTOPbLIX Tpe6oBaHWil k06Leli MHhpacTPyKType 1 BapmaHTam Bbi6opa, OCHOBaHHbLIM Ha
cTpaTterum passepTbiBaHUsA, NnpuBeeH B Tabnvue 2.

7.6 O6MeH paHHbIMU Mexay JIMMC wu cuctemoi
(ERP-cuctemamu)

YcTtaHoBneHune nHtepdgericos mexay JIMMC n ERP gns nuterpyupoBaHunsa oyHKLUKN ynpaBaeHns kauecTBOM,
fJeTanbHO NpeAcTaBEHHON B MPMBELEHHON HUXe fuarpaMmme, BaseTcs obwmm TpeboBaHnem Ans cpefbl n1abo-
paTtopuy Mo KOHTPOJIIO KayecTBa, rAae pasBepHyTbl 06e cuctembl. TpeboBaHNA K MHCMEKTUPOBaHNIO BO3pacTaloT
npuv NPOXOXAEHUN MaTepnanos B NpoLiecce ynpaeneHunsa Lenovykamm nocTaBok C UCNOMb30BaHWEM NorMcTnyec-
Kux mogyneit ERP. PasgeneHune gaHHbix mexay IMMC n ERP moxeT cogelicTBoBaTb 60/1ee 6bICTPOMY U 3 -
heKTMBHOMY KOHTPOJIIO KayecTBa 1 NPOLEecCOoB NPOM3BOACTBA HA OCHOBAHWUMN XU3HEHHOTO LKA Kax 4o napTum
npoAaykuum (CM. pucyHok 8).

nAaHMpoBaHUsa pecypcoB npeanpuaTus

Oxoacnarwwmana NCcTOoUHMK Mpas— HBTWf NMwnpsapanaxun* O6enyknBamm
aBATaB npouum npojaxu
YnpaBneHune FKwBMOMHIO MomBUwOHNB Mopgapwun
maTepuanel# w p mMaTepuanos naka*san
NywTy Ayaut MonTtyaswn PmaaHusa 06 CoHaTuHa
nyrerpawm npogasun* MKTEpPTNbI. MCNUIrb3O0T* npopyn#*
nnmc TbB(hHBH Mpoun3eBaeTmB MocTtaBa* Bosgert
HaknajHas. maTepuansl. nnapa ToBapa
Coéop
Na6opknopHaB
NabipAnrgHbI* MCNbITAHT

NoNbTWNA

PucyHok 8 — MyHKTbI nHTerpayum 1MMC — ERP

7.6.1 Onuuu uHuterpaumm (CM. pucyHok 2, 6nok LE-2)

MpuHuunbl o6neryenmns nuterpauun IMMC ¢ ERP-cuctemoli oxBaTbiBaloT Anana3oH 0T pa3paboTku HaCTPOLiku
MHTepdelicoB A0 o6ecneynBaeMbiX NPoOBalifepPoOM KOH(OUTYPUPYEMbIX PELLEHWA.

CyliecTByeT MHOXECTBO TEXHOMOTMI 1 MeToL0B 061eryeHns nHterpauuu. NMocraswmkn IMMC moryT o6ec-
neynTb cneymduryeckn cepTuuLnpoBaHHble NOCTaBLNKOM UHTepPdelickl AN uHTerpaunm ¢ ERP. koTopble ocBo-
60XaalT KOMaHAy No BHeApeHuto oT 6onbluelt yacTn paboTbl MO pa3paboTke HACTPOIKM M AOPOrOCTOALLETO
o6cnyxunsaHusa. CtaHgapTbl UHTErpaummn npeanpuaTusa u cuctem ynpasneHums ISA-95 Takke o4eHb BaxHbl U LLNPO-
KO noAgepxuBarTtca MHormmu npogasuamm ERPh MES. laHHble cTaH4apTbl ONUCLIBAKOT MHTErpaLnto mexay
[enoBbIM IOTUCTUYECKMM C/I0EM yNpaBneHns, KOTopbIi BkIovaeT B ceba cuctemsl ERP. 1 cnoem ynpasnexus
NpPoOn3BOACTBEHHbIMU ONepaunsiMun, KOTopbIi BkNtovaeT B cebs cuctemol MES n JIMMC. Ha BcemupHom chopyme
(The World Batch Forum) 6bin10 onpegeneHo, kak npeactaBnath ISA-95-nHdopmanmnio B XML. n3BeCTHYI Kak
Business to manufacturing markup language (6usHec gna MapKMpOBKM NPOU3BOACTBEHHOIO fA3blKa) WK
B2MMLV2.0.
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7.6.2 TIyHKTbl HTerpauumn mexay 1MMC n ERP
OCHOBHbI€ NMYHKTbI MHTerpauuu mexagy JIMMC n ERP-cucTemoil npeacTaBneHbl Ha pucyHke 9.

ERP amC

PucyHok 9 — BoO3MOXHble MyHKTbl nepefayun gaHHbix mexay ERP n IMMC

7.7 WHTerpaums c nabopatopHbiMu npubopamu

7.7.1 NuTtepdpelicbl mexay IMMC n nabopaTtopHbiMM Nnpubopamu [TakMmm kak Becbl. pH-MeTpbl, CNeKTpo-
dhoToMeTpbl. CUCTEMbI XpoMaTorpaduyecknx gaHHboix (CDS)], kak npasuio, BKIOYAOT B Ce65 yCTAHOBKY UHTEP-
theiica cuctembl IMMC c gpyrumu cuctemamm AaHHbiX, KOHTPOMPYEMbIX annapaTHbIMU CpefcTBamMu npubopa.
Cuctema xpomartorpaduyecknx gaHHbix (CDS), kaknpaBuio, 0THOCUTCA K cneunduyeckoli kKateropun us-3a npu-
cyuieii el cnoxHocTu. MHTerpaynsa npnéopa c JIMMC siBnsieTcs kNoyeBbIM hakTOpom B o6ecneyeHun adpek-
TWBHOI1 BbIrOAbI MO CTOMMOCTHOW KaTeropum npu BHeApeHUN.

7.7.2 B cBA3M C CyLeCTBYOL el CIOXKHOCTLIO yNpaBneHns nocnefoBaTe/lbHOCTbIO NPMOGOPOB Npu UchbITa-
HUM 06pasL 0B (B HEKOTOPLIX CllyHasx — aBTocammnepa) ¢ ucnosb3osaHmem JIMMC n cuctem gaHHbix nabopa-
TOpHOTo Npubopa xenartenbHo, 4To6bl IMMC 3arpyxana nocnefoBaTelbHOCTb UCMbITAHWIA B CUCTEMbI AaHHbIX
nabopaTtopHoro npubopa vyepes nHTepgelic c Tem. 4yTobbl rapaHTUpPOBaTb TOUHbI 06MeH HopMauneli.

7.7.3 Cnctema gaHHbIX 1abopaTopHOro npubopa ocyuiecTBasieT usmepeHue n nepegavy Hasag B JINMC
pe3ynbTaToB ANa AanbHelwel paboTel B npegenax IMMC. Pe3ynbTaT ncnbliTaHUsA, NpoOBeAEHHOr0 Ha nabopa-
TOopHOM npubope (onpepenexHve, nsmepeHune), nepegaetcsa B IMMC yepes nutepdelic TMMC — npubop. Anb-
TepHaTVWBHO OMMCAaHHbIM AeliCTBUAM, cucTemMa cbopa AaHHbiX NabopaTtopHoro npn6éopa MoxeT, 06pa3HO roBops.
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«BblTaWUTL» M3 JINMC nogxoaswme o6pasLbl, N(POBECTN HEOO6XO4MMbIE U3MEPEHUA U 3aTEM BEPHYTb pe3ynbTa-
Tbl Ha3afg s JINMC.

7.7.4 Bo MHOruMx cnyyaax xenatenbHo, 4To6bl pe3ynbTar nepegasasicad U3 cucteMbl cbopa AaHHbIX B
JTINMC B peasibHOM BpeMeHU C TEM. YTOObI B AaNbHeliweM o6paboTka pe3synbTaTta c ucnonb3osavnem INMC
(NepekpecTHasa TeXHWKa pacyeToB, YTBEPX/AEHUA, OTYETHOCTb U T. [.) 6blna nNpoBefeHa Tak Xe 6bICTPOo, Kak u
n3MmepeHve.

Ta6nuua 2— TpeboBaHMA K UHpacTpPyKTypa ANa cTpaterun passeptbiBaHns JIMMC

WHd pacTpykTypa

KoHdurypauusa cetu

NH pacTpykTypa
6e3onacHocTH

Cuctembl gns Konu-
poBaHuWs W pesepsBupo-
BaHUs

KoHturypauyma an-
napatHbIX CpeAcTB

LleHTpanbHoe
pa3sepTbiBaHne

lnpoko pacnpocTtpa-
HeHHaa (rnobanbHasi) Bbl-
yncnuTenbHas ceTb UW
BUPTyanbHas 4YacTHas Bbl-
yncnuTenbHas ceTb

CnpaBo4Haa uHcopma-
UMs 0 NpegnpusaTUM UNwn
BHYTpPeHHAA 6a3a fJaHHbIX
e

ExefilHeBHOe UNKU He-
npepbIBHO yBENUYMBaKw L ee-
CH YMCNO KOMWI [JaHHbIX,
npousBoAAWMXCA aBTOMa-
TUYECKW [N CTOPOHHETO
mecTa pasMelieHuns. LleHT-
pbl pe3epBUPOBAHUA AaH-
HbIX. MyHKTBI gocTyna kK pe-
3epBHOW ceTun

OCHOBHblE WU MHOTO-
4yncneHHble CepBepbl LEeHT-
panbHoro npoueccopa
(CPU) ¢ nonHoii komnnekTa-
uneit KkomnoHeHTamun (cep-
Bep. MaTepuHckas nnara,
namATb, JUCK, 3HEProcHab-
XeHune un T.n4.). KoHdurypa-
UMA TOHKOTO KIneHTa (Tep-
MUWUHan. yaaneHHbli pa6o-
ynii cton. Be6-6paysep)

PernoHanbHoe
pa3ssepTbiBaHne

LLinpoko pacnpocTpaHeH-
Hasa (rno6anbHas) BblYUCAUN-
TenbHas ceTb WAV BUPTyanb-
Has 4yacTHas BblYUCNUTENb-
Hasa ceTb

CnpaBoy4Hasi MHpopma-
LUsi 0 NPeAnpusTUN UIN BHY-
TpeHHAA 6a3a gaHHbIX IUMC

ExefHeBHOE WU Henpe-
pbIBHO yBenuuuBawueecs
YMCNO KOMUIA AaHHbIX, Npo-
U3BOASALLNXCA aBToMaTnyec-
KN AN CTOPOHHero mecta
pasmeuieHns. LleHTpbl pe-
3epBNPOBAHUA [aHHbIX UK
pasfeneHHblii nepexsaT yn-
paBneHna npu oTkase Mex-
LY pernoHanbHbIMU LeHTpa-
MU. TTyHKTbI OoCTyna k pesep-
BHOW ceTn

MHorouncneHHole cepse-
pbl LLeHTPanbHOro NpoLecco-
pa (CPU) ¢ nonHoii kKomnnek-
Tauueli komnoHeHTamu (cep-
BEP. MaTepuHckas naata, na-
MATb. fUCK, 3HeprocHabxe-
Hne uT. A.). Knnent-cepsep
(npunoxeHne Ha pabouem
cTone c 6a30ii JaHHbIX U Npyn-
noxeHue ANs cepBepa Ha
BbIXOAHOM 6ydepe) uam KoH-
durypaumns TOHKOro kineHTa
(TepMuHan, yaaneHHslii pa-
6ounii cton. Be6-6paysep)

Pacnp«acnemmoc
pasBepTbiBaHue

NokanbHasn
TeNnbHas ceTb

Bbluncnun-

BHyTpeHHAA 6a3a fgaH-
HbIX JIMMC wnnu nokanbHbIi
(MecTHbIi) aoMeEH

ExepAHeBHOE Npou3BOj-
CTBO KOMWIA C pyu4HOI nepe-
faveil 4NA CTOPOHHEro xpa-
HeHUA. OGbIYHO HUKAKNX
[aHHbIX, MONMYYEHHBIX U3
LeHTpa Unm ceTn, He pesep-
BMpyeTcs

BefoMCTBEHHbLIE cepBep
C MUHUManbHOW KomMnnekTa-
uueil unu oTcyTcTBUEM CEp-
Bepa (Ana pasBepTbiBAHUA
HEeCKONbKNX KANEHTCKNX
mecT). KnueHt-cepeep (npu-
noxeHue Ha pabouem cTone
c 6a30/ AaHHbIX U NpUNoxe-
HuWe NS cepBepa Ha BbIX0Oj-
HOM 6ydhepe) nnu KoHdury-
pauus aBTOHOMHOTO pa6ouye-
ro ctona ¢ /lokanbHbIM Xpa-
HEHUEM JaHHbIX

7.7.5 Mpwv BbINOIHEHUN pacyeToB, HEOGXOAMMBbIX /151 MOJTHOTO aHann3a, HanbobLNi ycnex focTuraeTcs
npu ncnonb3osaHun IMMC n aBTomMaTnsalmmn, CBA3aHHOI co cneyncuyeckumm npubopamu. Jlokanusaumus Bbli-
YNCNEHNI fOMKHA OCHOBbIBATLCA HA TOM. KakuMy OYHKLMOHAIbHbIMW BO3MOXHOCTAMM ob6ecneynBaeTcs kaxaas
cuctema (JIMMC nnn cuctema cbopa gaHHbIX 1abopaTtopHoOro npnéopa). Xopowunm npumepom ssnsetcs CDS
(cuctema xpomatorpadmyeckmx gaHHbolx). Cuctema xpomaTtorpauyecknx AaHHbIX YCNewHo NpuMeHseTcs
AN yCTaHOBNEHNA CUCTEMbI COOTBETCTBUSA, MHTErPUPOBAHNA MWUKA, NOCTPOEHNSA KaNMBGPOBOYUHbLIX KpUBbIX. IMMC
yCnewHo NPUMeHSAEeTCA NpU NepeKkpecTHON TEXHNKE pacyeToB, CPaBHEHWM CO cneuudmnKaLamMmn, KOppekTupoBKe
C y4YeTOM BA@XHOCTU 1 ApYruX (DakTopoB, yTBEPXAEHNN OTK/IOHEHWI, pe3ynbTaToB 1abopaTopHbIX UCAbITaHWI 1
0TYETOB O HMX. TUNUYHbIE NPUHLKNBI NpoBeeHns pacyeToB B cucteme JIMMC — CDS oCcHOBaHbl Ha cneayuwmx
B3aMMOOTHOWeHusAX: cnctema CDS coobuwaeTt JIMMC o 3HaYyeHUn oTKAnKa obpasua OTHOCUTEIbHO 3HAYEeHNS
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OTKNUKa cTaHgapTHoro o6pasua, a IMMC ncnonb3yeTca ANa Toro, YTobbl BbIYUCINTL KOHEYHbI pe3ynbTaT, cpas-
HUTb €ro co cneunguKaLMamMmmn u B fanbHeiwemM BKIUYNTb B OTHET.

7.8 HTerpaumna paboymx NOTOKOB:

7.8.1 ina ynpaBneHusa n o6paboTkn o06pasLos B Nabopartopumn, kak npaBuio, MCNONb3YyeTCA HeCKO/bKO
noaxonos. [1Ba OCHOBHbIX NOAX04a BKAOYalT B ceba:

1) ucneiTanne nHANBUAYaNbHbIX (OTAENbHbLIX) 06Pa3LOB - OA4HOr0 3a OA4UH pa3. 3aBepLUeHne Bcex Ucnbita-
HWIA 0AHOro o6pasua un

2) co3faHne napTuu U3 HecKosbknx 06pasLoBs, 419 KOTOPbIX MPOBOAMTCA TO Xe UCMblTaHue.

7.8.2 OTAenbHblli 06pasew unm rpynny o4HOTUMHbIX 06pa3LoB (06bIYHO NEePEYUYNCIEHHbIX B paboyemM nucte)
BHOCSAT 1 3anoMuHaloT B cucteme JIMMC. pasmelleHHoli B nabopatopuu, 4To SBAsSETCS HE0OXOAUMbBIM 415 CO-
3[aHMA napTuy 06pasLoB C AEHTUYHON UM NOA0OHONW (CXOXER) TEXHUKOWN NCNbITaAHWIA.

7.8.3 Kak npasuno, IMMC ucnonb3yeTtcs, 4Tobbl 3anpalinBath 4OCTYNHbIe 06pasLbl C UAEHTUUYHBIMW UK
noAo6HbIMM (CXO4HbIMK) TPe6OBaAHUAMY K UCNbITAHUAM, YTO YCKOPSAET Ha3HauyeHve Ha UCnblTaHne 1 3aBeplueHne
ncnblTaHns.

7.9 NpoMbIWIeHHAsA TeEXHONOrnA o6MeHa AaHHbIM K

7.9.1 YctaHoBKa UHTepdeiica IMMC ¢ npubopamu, kak npaBnio, o3HavyaeT CoeHeHne ABYX yMePEHHO
CMIOXHbIX U OYEeHb CMOXHbIX cucTem. [na Toro, 4Tobbl yCNewWwHOo NPOBECTU AAHHYI0 onepauunio, A0MKHbI Uc-
nonb3oBaTbcs nyywmne NT-metoasl. B ngeansHom cnyyae mHtepdelic mexay JIMMC n npn6opom A0/KEH ObITb
6e3 chalinos, NnpeacTaBAALWMNX pucku A 6e30nacHoOCTH, UM HEO6XOANMO YBEMNUYNTL 06LLYH0 C/I0XHOCTb CU-
CTeMbl. YUTOGbI CMArYUTL 3TOT puck. CTaHaapT gaHHbIX XML thakTnyeckn npegcraBnsaeTt co60i NPOMbILLAEHHbIT
cTaHf4apT B kayecTBe MH(OPMaLMOHHOTo hopmarta Ansa obMeHa CTPYKTYPUPOBAHHBIMU fl@aHHBIMU Mexay ABYMSA
cnctemamu. Kpome toro. XML MOXeT NOCTOSIHHO COXpaHATbCA B kKayecTBe haii/ioB uam BpeMeHHOro (MpoMexy-
TOYHOro) 06MEHHOr0 NOTOKa MeXAy ABYMSA COTPYAHNYAOLWMUMN NPUNOXEHNAMN. UN3-3a LLMPOKOro pacnpocTpaHe-
Hus chopmat XML pekomeHAyeTCs Kak OCHOBHOW chopmart Ansa uHtepdpeiica k npubopam.

MHCTpyMeHTbl NpoMblLINeHHOro cTaHgapTta (Tuna XSL. extensible stylesheet language, paclwnpsiemblit A3bik
Tab11L cTUNEeR) MOTYT MCNOMb30BATLCA A/151 TOF0, YTO6bI TPAHCOPMUPOBATL NpefcTaBNeHNe faHHbIX 0T 0AHOro
npofasLa K pyromy, yBenmunsas LLeHHOCTb uHTepdelica, 6asupytouierocs Ha XML.

7.9.2 HekoTopble cTaHAapThl CYLLECTBYIOT AN 061eryeHns o6MeHa gaHHbIMU Mexagy nabopaTtopHbIMU (KNu-
Huyeckummn) npuéopamu n INMC.

7.9.3 AreHTCTBO N0 oxpaHe okpyxatueii cpeabl CLUA (EPA) npuMeHseT «cTaH4apT 414 No3TanHoro obme-
Ha 3M1eKTPOHHLIMWU AaHHbIMK B 06/1aCTW 3Konornyeckux nporpamm» (SEDD. Staged electronic data deliverable).
CtaHpapT EPA SEDD ncnonb3yeT pacnpocTpaHeHHy TexHonoruio Aasbika (XML) n aBnaeTcs o6 beguHEHHbIM
cTaHAapToM.

7.9.4 TexHonorus XML o6ecneunBaeT cTaHAapTHbI hopmaT faHHbIX 47151 06MeHa UHhopmaumein mexay
NMMC n npnbopamun. BHOBb NosBAswLWmMecs cTaHfapTel, Tuna ctaHgapta XML Anda gaHHbix B 06/1acT aHanMTu-
yeckoli xumumn (Analytical information markup language. AnIML), ocHoBbIBaloTCs Ha popmarte faHHbix XML.
4YTO6bI 06ECNeyYnTb CTaHAapTU3aL Mo NnpecTaBneHns obWwmx MHPOPMaLNOHHbIX 3nemeHToB. Cxema agpa AnIML
npMHUMaeT BO BHUMaHne XML nomeTkn no60ro Buga aHanntTuyeckoin uHopmaumnn. B komnnekte o6pasLoBblixX
[OKYMEHTOB M0 aHanMTu4eckoi TexHuke (atid — analytical technique instance documents) B Buge XML-calinos
(0AMH 13 KOTOPbIX N0 aHAMTUYECKOI TEXHUKE) MPUMEHSIOTCSA CTPOre orpaHnyeHns ans rnbkoro agpa, Kotopble,
B CBOIO O4epefb, onpeAensaiTca TEXHNYECKOW CXeMOoii. PaclumpeHus TeXHUYecKol CXxeMbl ABASIOTCA BO3MOX-
HbIMW ANA MHCTUTYUMOHANbHO-CNeLMdNYHbIX NapamMmeTpoB 1 napameTpos, cneyudunyHbIX 4na noctaswmka. Mc-
nosb3oBaHue ctaHgaptos popmarta gaHHbix XML (Tuna AnlIML) o6ecneuynsaeT cTaHgapTHble CTPYKTYpbl AN
MHTerpauuu aHanmTuyeckux npnbopos ¢ JIMMC.

7.10 NHTerpauuna NnpunoxeHuii npeanpmaTna n nocpegHuyeckoe nporpaMmmHoe obecneyeHune

Ecnv opraHunsauvsa umeeT onpefeneHHyo cTpaTermio MHTErpaLm NnpuaoXeHuii npeanpuaTus uam ctaHjapT-
Hyl0 nnaTdopmMy nocpeAHNYecKoli nporpammel npeanpuaTus, cuctema JIMMC kak npunoxeHvne o/MKHA OLeHu-
BaTbCH C TOUKM 3pEHNS ee CNOCOBHOCTU 1erko 06 bEANHATLCA C NOCPeAHNYECKON NporpamMoii, noaaepxusa-
e ctaHaapTbl. IHTerpauus ¢ ueHTpanbHoi nnatgpopmoli nocpeaHNYecKoi NnporpaMmMbl MOXET CYLLLECTBEHHO
CHU3UTb 3aTpaThl HA UHTErpaunio U yMeHbLNTb ee CIOXKHOCTb. EAMHCTBEHHOE (OAHOKpPaTHOE) NPoBeeHNe NHTer-
pauuu cuctembl IMMC ¢ nnaTdopmoii nocpeaHUYecKoro NporpaMmMHoro obecneveHus (MO) MOXET 3aTeM NOTEH-
LnanbHo noafepxumBarb MHpOpPMaLMOHHbIi 0BMEH CO MHOTUMW MPUNOXKEHUAMMN NPEANPUATUS, CBA3AHHBIMU C TEM
Xe nocpegHuyeckum MO.
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7.11 UndpoBOi KOHTEHT

MHOXecTBO LU poBbIX Cpes [M306paeHns; MecTHble U KOpnopaTuBHble CTaHAapTHble onepauumn (COM);
O0TYeTbl, NONIyYEeHHble C pa3HblX NPUG0OPOB; 3anucy 06 0byyeHnn NonbL3oBaTens; coobLWweHnsa nocTaswmka nuT. 4]
coxpaHaeTca B nabopatopun 6e3onacHbIM CNOCO60M. XpaHeHne W ynpaBiaeHne 3aTUMU NoAAEepPXKUBAEMbIMU
[OKYMEHTaMU 1 31eKTPOHHbIMU 3anNnCcCAMM HaX0AATCA, Kak NpaBuno, B0 BHelwHeM EDMS unn cuctemax apxu-
Ba flaHHbIX, CBA3a@HHbIX C JINMC. [loCcTyn K 3TUM UCTOYHUKAM LUK POBOro KOHTEHTA MOXET 6bITb OCTUTHYT C
MCMNOJIb30BaHUEM LLUMPOKOTO Anana3oHa TEXHUYECKNX pellueHnii (COBMeCTHOe NCNOo/Ib30BaHne faHHbIX Npeanpu-
ATUA. CUCTEMA yNpaBieHUs KOHTEHTOM U T. A4.). [locTyn K3Tum, xpaHauwumca 8 JINMMC. gaHHbIM BeCcbMa Xenare-
NeH. ocobeHHOo ecnn paboune NOTOKK 6biN MHTerpmposaHsbl B IMMC ¢ NOMOLLbI0 KOHUTYPUPOBAHUSA.

7.12 NHTerpauus ¢ 371eKTPOHHOU nabopaTopHON 3anncHoO KHuMxXKol (ELN)

NHTerpauns ELN c TMMC MOXeT UMEeTb HECKO/IbKO (DOPM, 3aBUCSLLUX OT BU3HEC-(PYHKLWIA, BbINOHAEMbIX
Kax ol cuctemoii. ®yHKLMMN 3/1eKTPOHHON NabopaTopHO 3anNMCHOMN KHIKKMN BapbypyOTCA B LUIMPOKOM Ananaso-
He. HO B OCHOBHOM OTHOCATCA KABYM KaTeropusam; 1) cneymdunyeckme ELN 1 2) nepekpecTtHo-gucLMNINHAPHbIE
ELN. Cneundunueckne ELN cogepxat napameTpbl, co3faHHble 4Na paboTbl CO cneundrnyeckummn npuaoxeHus-
MW, HaYYHbIMW NpUGopamMmm NAn TMNamun gaHHbix. Cneunduyeckmne ELN mMoryT 6biTb TECHO MHTErpUpoBaHbl ¢ JIMMC
Ansa nepegayun nugopmaymm ns IMMC B ELN 1 n3 ELN B JIMMC. Mpumepom cneyuduyeckoii ELN MoxeT aBNsATb-
ca nabopatopHasa ucnoitTatenbHas cucrema (LES). MepekpecTHo-gucunnanHapHbie ELN nnm ocHoBHble ELN
paspaboTaHbl 415 NOAAEPXKM AOCTyNa KO BCEM iaHHbIM U MHbopMaL U, KOTopble A0/DKHbI OblTb 3aperncTpupo-
BaHbl (3anncaHbl) B 1a6OpaTopHOI 3/1EKTPOHHO 3aNMCHON KHUXKe M 06bI4YHO MHTerpupytotcs ¢ JIMMC kak ykasa-
Tenu nnu ccoinkun B npegenax IMMC. BHeapeHue cneundunyeckoin IMMC MoXeT BapbupoBaTbCs:

- 0T NOJIHOTO BHEAPEHUS, KOTOPOe NoKpbiBaeT nabopaTtopHbie NOTPe6HOCTM U MHTErpaLuio ¢ npuéopamu 4o
KOHEeYHOro pesynbrarta, u

- pacnonoxexus matepuana (naptuu) (c IMMC. BbinonHsawwen dyHkymm ELN) o 60nee orpaHu4eHHOro
BHeApeHus, rae IMMC ynpaBnaeT KOHEYHbIM pe3ynbTaToM, HO He NOJTHOCTbI0 0OXBaTbiBaeT 1abopaTopHble no-
TPpe6GHOCTM UM PYHKLMN MHTEerpauun ¢ npubopamu, a ELN ynpasnseT nHgopmauueli o nabopaTopHbIX NOTPEBHO-
CTAX U UHTerpauymei c npubopamu n nepegaeT aTy uHdopmauuto B JIMMC.

8 >XW3HeHHbIl uukn cuctemsl JIMMC

8.1 BsoaeHune

XKn3HEHHbI uukn cuctembl JIMMC OTHOCUTCA K eCTBMAM, KOTOPbLIE NPOBOASATCS NPU NPUOGPETEHUM, BHE-
[APeHnN. aKcnayaTtauum 1, B KOHeYHoOM utore, yaaneHun JINMC. NoCKONbKY MHOrMe u3 aTUX AeicTBUIA [OMKHbI
NPOUCXO4UTb OAHOBPEMEHHO, XXU3HEHHbI LUMKN cuctemsl JIMMC nyylie BCcero NoHMMaeTCs nNpu pacnpegeneHmm
feicTBuii no chasam, KOTopble, Kak MPaBusIo, MPOUCXOAAT NOYTU Noc/iegoBaTenbHO. Pacnpegenexue aeiicTenii
no cpasam o6neryaeTt N1aHMpoBaHue N yCTaHOB/IEHNE KOHTPO/bHbIX TOUEK AN ynpaBneHusa npoektom JINMC.
XKun3HeHHbI Lukn cuctembl JIMMC npounntocTpupoBaH Ha pucyHkax 10 u 11. lnarpamma B BepXHeii yacTtu pu-
CYHKOB OTpaxaeT 06 Wi XXM3HEHHbIN Lukn cuctemsl JIMMC, guarpamMmma B HUKHEN 4acTu PUCYHKOB NokKasbiBaeT
XU3HEHHbI LMK annapaTtHbiX cpeAcTs. Hymepaumsa cxembl (SX-n) cooTBeTCTBYeT NpeAcTaB/NEHHON Ha Anarpam-
Me hase XU3HEHHOTO0 LmKna B COOTBETCTBUM € 5.3. XKN3HEHHbIW umkn cuctembl IMMC HaunHaeTcs ¢ nepBOHa-
yanbHoro BHegperunsa JIMMC. 3To moxeT 6bITb BBOAEeHMe JIVIMC Ans 3ameHbl py4YHbIX onepauuii B nabopatopuu
nnu yctapeswei IMMC. MepBoHavyanbHoe BHegpeHne JIMMC HanomMuHaeT NpoekT pa3paboTkn NPorpamMmMHOro
obecneyeHnsa 1 o6bIYHO 3aHMMaeET OAMH — ABa rofa 0 3aBeplieHuns. MNpouecc BHeAPEHNUA CONPOBOXAAeTCA
3KCM/IyaTaluMoHHO cha3oii, B TeueHne kotopoii JIMMC ncnonb3yeTtcsa 4ns onepauymii No ynpasaeHunio JaHHbIMK
1 paboumm notokom. Cuctema JIMMC 6yfeT pa3BuBatbCsa B TeueHue pasbl akcnayaTaunm n 06CnyxmsaHus.
Pecypcbl nogaepxkun A0/MKHbI 406aBUTb HOBble OTHYEThI Y PaCLUMPEHNS C MOMOLLbI0O UHCTPYMEHTOB HACTPOMKM 1
KoHurypuposanus. Mpogasel JINMC gonxeH obecrneynts 06HOB/IEHNSA U MOAEPHMU3ALMMN, NOCKOJIbKY YCOBEP-
LIeHCTBOBAHMUA NPOU3BOAATCA B CAMOM NpoaykTe. dasa akcniayartauuu n o6CnyXXmBaHma MoxeT 4nntecsa 10 net
nnu 6onee.

BbiBeAeHMe cUCTEMBI 13 3KCMyaTaluum Npon3oinaeT, Korga cuctema uan OCHoBHas MHpacTpykTypa cTa-
HYT yCTapeBLWUMN UK KOTAa OpraHu3alMoHHble M3MEHEeHNA NPOAUKTYIOT HOBble 061acTu npumeHeHus JIMMC.

8.1.1 ®a3bl Xn3HeHHoro yukna JIMMC (cm. FTOCTPUCO/M3K 12207.TOCTPNCOMD3OK14764. TOCT
PNCO/M3KTO 15271. TOCTPNCO/M3K 16326)
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PucyHok 10 — XXu3HeHHbIR uukn cuctemol INMC

8.1.1.1 «MH1UMMpoBaHne NpoekTa» ABNAETCA NepBoi ha3oil Npu nepBoHavYanbLHOM BHeagpeHun JIMMC. a
TakKxe 415 60NbWIMHCTBA CyvYaeB MmogepHusauun JIMMC. koTopble NPOUCXOAAT B TeveHue has aKkcnayaraymm u
o6cnyxnsaHma. Ha aTtom atane o6cyxaatoTca Kak NpoekT nnn mogepHusaumna IMMC. Tak n HanpasneHusa feno-
BOI aKTMBHOCTW, BK/lOYAA OL,eHKY (DMHAHCOBLIX 3aTpart u Bbirog. OnpeaensanTcs nepsoHavasbHble Hanpasne-
HUA U TpaHnLbl NpoekTa.

8.1.1.2 «<AHanus TpeboBaHwuii» aBnseTca gas3oil, B TeHEHNE KOTOPOIi onpefenseTcs, kakne yHKLNM 1 xa-
pakTepuctuku JINMMC noTpebytotca n kak IMMC byaet nogaepxusatb pabounii notok nabopatopuun. AHanus
TpeboBaHuii NPOBOAAT B TeueHne NepBoHavanbHOro BHegperus JIMMC. a Takxe B npouecce 60/bLIVHCTBA MO-
AepHusauunin IMMC. TpeboBaHna NpeAoCTaBAsAOT OCHOBaHUA AnA Bbibopa npogykta JIMMC. Mpogykt TNMC.
Kak npasuo, BbIGUPAIOT B TeueHne pasbl «aHannsa tpeboBaHunin» npu nepsoHavanbHOM BHeapeHun IMMC.

8.1.1.3 «lpoekTpoBaHne» aBnseTcs ha3oil, B TeHeHNe KOTopoit PyHKLMOHabHbIe TpeboBaHNA kK cucteme
nepeBoAATCA B leTalibHble flornyeckne u ousnyeckune cneymdukaunmn npoekra. MpoekTmposaHne NpoNcxoauT B
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PucyHok 11 — XXu3HeHHbIR unkn IMMC — annapaTHble cpefcTBa

npouecce nepBoHavanbHoro BHegpeHuns JIMMC v 6onbwnHcTBa MogepHu3aunin TIMMC (cm. FTOCTP MCO/M3K
12207. TOCTP NCO/M3K 16326).

8.1.1.4 «Cbopka (koMnoHoBKa)/koHUrypmpoBaHue» aBnasietca asoii KOHCTPYMPOBAHUA CUCTEMbI XMW 3-
HeHHoro uyukna JIMMC. felicTBus BKIOYAOT B Ce651 KOHCTPyMpOBaHMe, HaCTPOIKY, KOHUTypupoBaHue 1 akcne-
pumeHTanbHoe ncnbiTaHne JIMMC. leficTBUS NO KOMNOHOBKE/KOHPUTYPUPOBAHUIO NPOUCXOAAT Kak B npoLecce
nepBoHavanbHoOro BHegpeHns JIMMC. Tak n B npouecce 60bWINHCTBA MogepHusaymnii IMMC.
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8.1.1.5 «McnbiTaHne 1 npuemka (BBOA B 3KCNyaTauuto)» SBAAKTCA pa3oin, B TeueHue kotopoii JIMMC
BBOAMTCS B aKCM/yaTaumio. [lelicTBus BkIOYaloT B ce65 BanMaaLnoHHOe TecTUpoBaHue, 3arpysKky aHHbIX, 3ak-
N0YNTENbHYI0 MTPUEMKY U BBOA B AelicTBue. [1ns fetanbHOro pykosogctea no sanugauun JIMMC B perynupye-
MbIX cpegax Heo6Xxo0AMMO NCNOob30BaTb 4OKYyMeHTbl GAMP (cm. 2.5).

8.1.1.6 «dkcnayaTauns n o6enyxuBaHme» ABNATCSA NPOU3BOACTBEHHOI ha3oit. Cuctema JIMMC ucnonb-
3yeTcs AN5 NOAAEPXKKM 1abopaTopHoii geaTenbHoCcTU. O6CNyXMBaHne n nogaepxka BbINOMHAIOTCA C UCNO/b30-
BaHuem cuctembl JIMMC. 4To6bl COXpPaHATb Ha AOKHOM YPOBHE AeATeNbHOCTb 1abopaTtopun Npu M3MeHeHun
Tpe6oBaHUii K TexHonorum n 6usHec-npoueccam. IMMC pasBrnBaeTcs nyTem 06HOBIEHUIA U MOAepHU3aLMA. 3TN
06HOBNEHNSI MOTYT BbIThb MPUMEHEHbI K CUCTEME MOC/Ie TOro, Kak ux Bo3feincTeme npoaHannsmposaHo. MogepHu-
3auumn npegycmarpusatroTca Torga, korga npogasel, copeplieHcTsyeT npoaykT IMMC. OcywecTBneHne mogep-
HM3aLMm 06bIYHO BK/IOYAET B ce651 NCNOb30BaHNe B 1abopaTopun HOBbIX (DYHKLMOHATbHbIX BO3MOXHOCTEA.
MpumeHeHne mogepHM3aLmnii MoXxeT 6bITb F1aBHbIM MPOEKTOM 1 CONMPOBOXAaeTcs NpoLeccoM, NoA06HbIM Nepso-
HavyasibHOMY BHegpeHuto JIMMC.

8.1.1.7 «/3bATME N3 06palLeHNs» SBNAETCA KOHEYHOI (ha3oi XU3HeHHOro yukna JIMMC. N3bsaTue n3 o6pa-
LeHns 06bIYHO CBA3bIBAETCA C yCTapeBLUeil TeXxHoNormein n npegycmarpmeaeT niaHMpoBaHue ciegytoLero no-
KkoneHns NNMC, Bknoyas obecneveHve 4OCTyna K COOTBETCTBYIOLLMM UCTOPUYECKMM NabopaTOPHbIM flaHHbIM.

8.1.1.8 MoOHMMaHNE XUIHEHHOTO Unkna cuctemsl JIMMC 1 Hagnexauw,ein npakTUkn 4Ns Kaxnoro us gei-
CTBMWIA MOXET NOMOYb B TEX C/yvasiX, Korga KoHCTpyKkTopbl JIMMC BnepBble NaHNPYOT U yNpaBasnT npoekTammn
NTMMC. OnbITHbIE Nonb3oBaTenu JIMMC MOryT NCNONb30BaTh XU3HEHHbIN UNKN cuctembl IMMC ansa Toro, 4To6bI
ob6cnyxunBaTb MMetoLytoca B akcnayatauun JIMMC 1 roToBUTh K BHEAPEHUIO cneaytouiee nokonexwne IMMC.

8.1.2 OcyuwecTB/ieH/e NpoeKTa BHeAPEeHUA XU3HEeHHOro uukna JIMMC

MpoTekaHne XU3HEHHOro Lnkna TunuyHoi cuctemsl JIMMC npegctaBneHo Ha pucyHke 12.

8.1.2.1 BpemeHHble (KaneHgapHble) rpaHnLbl, TPOUNMIOCTPUPOBAHHbIE HA pUCYHKe 12. npeAcTaBfeHbl B
KayecTBe npumepoB BHeApeHus JIMMC B TUNMYHYO nabopaTtopuio, HACUNTbIBAKOLLLY NPU6M3nTenbHO 100 nonb3o-
BaTteneii. Bknoyvasn ot 30 4o 50 aHanuTukos. BHegpeHue JIMMC moxeT o6ecneynTb NoJiHble PYHKLMOHANbHbIE
BO3MOXHOCTW ANA nogaepxaHna paboTel B nabopaTopuu. K nepeyHio yHKLMOHaIbHbIX BO3MOXHOCTEW OTHOCAT-
csi nonyyeHne o6pasLoB M Ha3HaYeHne Ha UCNbITAHUA B PYYHOM UK aBTOMATUYECKOM pexume, npocnexmsae-
MOCTb 06pasL 0B, Lenoyka xpaHeHns o6pasLoB, HadHayeHne Ha paboTy, UHCTPYMEHT ANs AByHanpaBieHHON NH-
Terpaymm ¢ 10 Tunamm Npu6opoB, MHOTOYPOBHEBbLIE NPOCMOTPLI Y YTBEPXKAEHUSA, OTYETHOCTb, KaNMbpoBKa Npu-
6opa. ynpassieHne ob6CnyxuBaHWeM, YynpasieHue cTaHfapTamMu npeakTusamu.

8.1.2.2 CnefyeT OTMETUTb, UTO NOCKO/IbKY (ha3bl BHEeAPEHUS NPOX0AAT Noc/efoBaTesibHO, NpoekTupoBa-
HUE MOXHO 6b1/10 6bl HAYMHATBL 4,0 3aBOpLIEHNS coopa TpeboBaHMiA, a COOpKY/KOHUTypupoBaHme — A0 3aBep-
LWeHns npoekTa. B oco6eHHOCTN 3TO NPOUCXOAUT B C/lyvae BHepeHMA NpoToTMNa, rae ucnosb3yetcs obpaTHas
CBfI3b C MHEHMEM N0Nb30BaTes, KOTOpoe Heo6Xo0ANMO ANA CTUPOBKK NpoekTa. O6bIYHO hasa «cbopKa/KoHpK-
rypupoBaHue» ABASeTCsA 0YeHb MPOLO/IKUTENBHON U CNOXHONM B NpoLecce nepBoHavanbHOro BHegpeHns JIMMC,
a Takxe B 60/bINHCTBE Cly4yaeB MogepHusaumnini IMMC. ®asa «akcnnyatauusa/obenyxmBaHue» ABnseTcs ca-
MOV ANIMHHO ha3oii BXU3HeHHOM Lukne JIMMC n gomxkHa NpoAomKarbca MHOro neT. noka JIMMC He obecne-
YUT 3KOHOMMUYecCKYo 3D PEKTUBHOCTL GU3Heca.

8.1.2.3 B HMXHel yacTu guarpammsl (CM. PUCYHOK 12) NpuBEAEH NPUMEP TUNUYHOTO UCNOJIb30BaHMNA pe-
CypCOB B TeYeHue pas3nunyHbix has XusHeHHoro yukna JIMMC. MNokasaHbl TPy TUNa pecypcos, BKIYasa Mosb30-
BaTefnein — y4yacTHUKOB AeATeNbHOCTU nabopaTtopuu, akcnepToB uau paspabotumkos JIMMC n akcnepToB no
Banmgaumm.

8.1.2.4 Nonb3oBatenu, paboTawLne B 1a6opaTopun, B 3HA4YNTEIbHOW CTENEHN BOBJIEKAKTCSA B NIAHNPO-
BaHue 6usHeca, YTO NPOUCXOANT B NpoLLeCCe NHULMUPOBAHMA NpoeKTa N aHanm3sa TpeboBaHunii. Monb3oBaTenu B
MeHbLUEel CTeneHn NpMYacTHbl K ha3e NPoOeKTUPOBaHMA, HO NOBTOPHO 3aHATHI B (hase «cbopka/koHdurypuposa-
HVe» 1 06bIYHO B 3HAUYNTENbHON CTeNeHn 3aHAThl B hase «ucnbiTaHme/npuemkar». NMonb3osatenu, pabortawwme
B naboparopumn n 3aHumarlimecs 6usHecom, obecneunBaloT ynpasaeHne n nogaepxky, a Takxe yyactue B
MoZepHM3aunsax n 06HOBNEHNAX B NpoLiecce hasbl «akcnayatayma/obecnyxmsanme».

8.1.2.5 HekoTopas nogaepxka akcneptoB JIMMC siBnsieTca NosesHol B NpoLecce MHULMUPOBAHNS NPOEK-
Ta. aTakKxe B npoLecce aHanusa Tpeb6oBaHUii, B X0Ae KOTOPOro aKCNepTbl BHOCAT BKNaA B NOHUMaHue PyHKLMO-
Ha/bHbIX BO3MOXHOCTel JIMMC 1 Toro, 4YTo UMEHHO ABNAETCSA 060CHOBAHHbLIM U BbIMOAHUMbIM. JKcnepTbl JIMMC
AenawT 60NbWY YacTb paboThbl B npouecce a3 «NpoekTupoBaHme» n «cbopkal/ kKoHurypmposaHue». OHU
Takxe obecneunBarT NOAAEPXKKY NPY BbINOHEHUN (ha3bl «MCNbITAHNE/MPpUeMKa».

8.1.2.6 B HopmaTuBHOW (perynupyemoli) cpege akcnepTbl MO Banujauuun BoBaekawTcs B paboTy no
naaHMpoBaHuio Banujauun B TeyeHmne a3 «aHanus TpeboBaHuii» N «npoekTupoBaHue». OHM CO34al0T AOKyMEeN-
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OLW -«wTow o Tpthj u orouMmmmn

PucyHok 12 — Tunu4HbIl XU3HEHHbIW LWKn cucTtembl JIVNMC

Tbl MO MCMbITAHUAM B npouecce a3bl «cbopka/koHurypuposamme». OHU TakxKe B 3HAUNTETbHOW CTEeNEeHN BOBNe-
KalTCcs B MpoLecc BHeApeHNA Ha thase «ucbliTaHre/npremka. rae cnocob6CcTBYOT MPOBEAEHUIO UCTbITAHWIA.

8.1.3 ®akTopbl, BANAKLWME HA NPpOoeKTbl JINMC

AnbTepHaTVBHbIE CLLeHapuy MOTyT NPUBECTYU K CYLL,eCTBEHHbBIM Pa3INYNsM BO BPEMEHHbIX (KaneHAapHbIX)
rpaHuuax npu BHegpeHun npoekta JIMMC. HekoTopble hakTopbl, KOTOPble MOrV 6bl BO3AeicTBOBaTL HA BPEMEH-
Hble (KaneHaapHble) rpanunubl npoekta IMMC. npueefeHsl B Tabnuue 3.

8.1.3.1 Bpewms, Heobxoanmoe nepcoHany naéoparopun AN nonHoro BHegpeHus IMMC n goctmxeHus
hMHaHCOBOrO ycnexa, 3a4acTyto HegooleHnsaeTca. HegooueHka BpeMeHn BHegpeHusa JIMMC asnaeTca HaMHO-
ro 6osee cepbe3Holi Npu yctaHoBKe 60nbLMX (KpynHoMmacwTabHbix) JIMMC.

8.1.3.2 Kak 1 60/1bLWMHCTBO 3HAUYMMbIX MIT-NpoekToB. ycnewHoe BHegpeHne JINMC TpebyeT cobntogeHuns
CPOKOB BbINOJIHEHUSA B35ATbIX 06513aT€NLCTB BCEMU CTOPOHAMMU, NPUYACTHLIMU K BHEAPeHU0. K HUM OTHOCATCA
BlafieNblbl, @ Takxxe coobLecTBo NoNb30BaTeNell, KOTOpPble COBMECTHO yNpaBnsaoT apekTUBHON NoCcTaBKoO
NT-komnoHeHTOB npoekta oT UT-rpynn. UT-rpynna MoXeT 6blTb BHYTPEHHEN N0 OTHOLIEHUIO K ONpeaeeHHOoN
KOMMNaHUN NN MOXET BK/t0YaTb B Ce65 BHELHNX KOHCY/IbTAHTOB/TPETbU CTOPOHbI.

8.1.4 HekoTopble o6Wwmne npo6aemMbl, C KOTOPbIMU CTaNKMBAKTCA B npouecce paboTbl HaA Npoek-
Tom JINMC

8.1.4.1 HepocTaTO4YHOCTb 0683aTENbCTB CO CTOPOHbI aAMUHUCTPaLUN coobliecTBa Mnonb3oBaTenei.

8.1.4.2 HepocTtatok onbiTa paboTtbl NT-konnektnsac JIMMC.

8.1.4.3 HepooueHka yCUnnin n cnoXHoCcTu 3agau.

8.1.4.4 HeapekBaTHOe NyiaHMpPOBaHNE PECYPCOB 1M 0653aHHOCTEN.

8.1.4.5 UpesmepHas (M36bITOUHAA) HACTpolika.

8.1.4.6 HeapekBaTHOe ynpaB/ieHNe N3MEHEHUSAMMU.

8.1.4.7 OWwn6KM NpK OLEeHKe ponun nabopaTtopumn B opraHmsaluu.

8.1.4.8 OWwmn6KM NpK ynpaBaeHnn OXNaaHnamu.

8.1.4.9 Cnmwkom MmegneHHblli BBog JIMMC B Nnpon3BOACTBO.

8.1.5 Knwuesble hakTopbl AN YCNELWHOro NPeofosieHnsa 4yacTo BCTpeyvalwlwmnxca npobiem

8.1.5.1 CnepyeT Ha3HauMTb MeHeAXepa NpoekTa, pa3paboTarb NaaH NpoekTa 1 ynpaBnaTb B COOTBETCTBUU
C HUM AieliCTBUAMM, NYHKTaMWN NPOBEPOK U pa3paboTaHHbIMK fOKyMeHTamun. CnefyeT npefycMoTpeTb vacTble
0TYeTbl O CcTaTyce NpoekTa.

8.1.5.2 CnepyeT npusfiekaTb K NPOEKTUPOBAHNIO KNKOUYEBbIX NO/Mb30BaTenel n TpeboBaTb OT HUX OTBET-
CTBEHHOIO OTHOLLEHUA K Aeny.

8.1.5.3 CneflyeT yAOCTOBEPUTLCA, YTO Nepes HavyanoM NpoekTa 6bi1a NposeeHa afeksarTHas oLeHKa npo-
Lecca paboTbl 4151 FTapaHTUN TOTO, YTO KOHEUHbIN MYHKT BCEM SICEH M XOPOLLO NOHATEH.
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8.1.5.4 CnepyeTynpasniAiTb BO3MOXHOCTAMU cnuctembl JIMMC. CnegyeT ncnonb3oBaTb COBETHI MO ynpas-
neHuno nameHeHnamu JIMMC. 4yTobbl yTBEPAUTL 1I06bLIE JONOSTHEHNA UIN U3MEHEHUS.

8.1.5.5 CnepgyeT no BO3MOXHOCTU n3beraTb Upe3mepHoli (M36bITOUHOI) HacTpoiikn JIMMC ¢ ncnonb3oBaHm-
eM 60/1bLIOro Yncna HoBbIX (PYHKLMOHaNbHbIX BO3MOXHOCTeW. HacTpoiika TpebyeT 3aTpaT IMLHETO BPEMEHN
Ha 4eicTBUSA NO pa3BepTbiBAHMIO U UCMbITAHMAM cucTemMbl JIMMC 1 MOXeT 6bITb 4ONOAHUTETbHBIM UCTOYHUKOM
BO3HWKHOBEHNSA OLLINGOK.

8.1.5.6 ina BHegpeHus npoekta cuctembl JIMMC cnefyeTt ncnonb3oBaTh ONbITHbIX CNeunanucTos. Cneyu-
anncTbl. HA3HAYeHHble A1 pa3BepTbiBaHNA U KOHMUTrypuposaHus JIMMC. fOKHbI UMETb OMbIT PaboTbl C KOHK-
peTHbIM JIMC-npoAyKTOM. NoANexaliumMm yCTaHOBKe.

8.1.5.7 CnepyeT obecneunTb ajekBaTHoe 0b6yYeHMe BCeX cneynanmcTos (pecypcoB), MCNOMb3yeMbIX B
npoekTe.

8.1.6 ipyrvie nyHKTbl paccmoTpeHus npoekta JINMC

8.1.6.1 OpraHu3auny 4O/MKHbI paccMaTpuMBaTb HOBbIe UAEN 0 TOM, Kak 3 (heKTUBHO NCNONb30BaATb UHCTPY-
MeHT JINMC. Cuctem TUpaxnpoBaHus 6yMaXKHbIX KONuUiA HEO6X0ANMO n3berathb.

8.1.6.2 HeobxoAnMa HOBasi MONNTMKA 3alMTbl LEHHON nHdhopMaLumuu B LenoM. MNpumepsbl NOANTUKK BKAOYA-
10T B ce651 6€30MacHOCTb, pe3epBUpOBaHMe AaHHbIX, apXNBMPOBaHNE AaHHbIX 1 aBapuiiHoe BOCCTaHOB/EHME.

8.1.6.3 HoBas cuctema JIMMC gonxHa 6bITb pa3paboTaHa Takum 06pa3om, YTobbl caenatb, HACKObKO 3TO
BO3MOXHO, MPO3payHbIMU A5 KOHEYHbIX NONb30BaTenei hopMathl 3anpoca faHHbIX 1 CO0bLeHnii ana ceege-
HUS K MMHUMYMY BO3MOXHOCTb HapyLLIEeHNs CNOCOBHOCTM K 06CNYXUBAHWNIO CUCTEMbI.

8.1.6.4 OHUM N3 KPUTUYECKMNX (haKTOPOB ABNAETCA 3HAUYNMOCTb BblGOPa KOHKPETHOTO a/lbTEPHATUBHOIO
MeTofa OTYUETHOCTU, U 3TOT a/ibTEPHATUBHbIN METO/A (Pe3epBMPOBaHNE B PYHHOM PeXnMe) fO/MKEH Nepuognyeckn
nposepATbLCA.

8.1.6.5 JlTabopaTtopHas nHopmayus, nogaepxmnsaemas B IMMC. fonxHa Haxo4UTbCsA B CBO6GOAHOM JOC-
Tyne Ana KIMEHTCKOro Nosb3oBaTe s, KOTOPbIA aBTOPU3yeTCa 4/1 UCNONb30BaHUs MHopMaLmu.

8.1.7 AnbTepHaTnUBbl BHEAPEHMNIO XXN3HEHHOTO yukna JINMC

8.1.7.1 NMepBoHavanbHoe BHeapeHue JINMC fo ero 3aBeplleHns MoXeT 6bITb MeA/IeHHbIMU goporum. B
6yayuiemMm Te KOMNaHuM, KOTopble MOHMMAT CYLWHOCTb cuctembl JIMMC n cnefyoT XU3HeHHOMY uukny TIMMC,
CMOryT noAAepXmBaTb BHeAPeHNe Tex PyHKLMOHabHbIX Tpe60BaHWiA, KOTOPbIX HET B BbIGPaHHOM UMW NPOAYKTe,
4YTO B KOHEYHOM NTOre MOXeT NPUBECTU KIyUYLM pe3yibTaTaM Mo CpaBHEHUIO C KOHKypeHTaMun. bonee menkne
KOMMNaHUn MOryT OCTUYb YCMexa, UCNOoNb3ys MeTOAbl, albTepHaTUBHbIE POPMasibHbIM TEXHUYECKUM onepauu-
AIM. nepeyncneHHsiM B 8.1.8.4. c ucnonb3oBaHnem Tpe6oBaHUi, NpuBeAeHHbIX B 8.5. AnbTepHaT/BHbIe METOAb!
BK/OYAIOT B Ceb6A:

1) ycTaHOBKY M UCMbITAHWE KaXA0i 13 Heckonbknx JIMMC. koTopble COOTBETCTBYIOT 6a30BbiM Tpe6oBa-
HUAM:

2) npocTyto oueHky JIMMC B COOTBETCTBUM C KOHTPO/IbHbIM (MPOBEPOYHLIM) CUCKOM, NPUBEAEHHbLIM B
npunoxexnnun X1;

3) cTMpoBKY paboyunx npoueccos nabopatopum v npoueaypbl A5 AyYLWEro NCNob30BaHns yHKLMNO-
Ha/bHbIX BO3MOXHOCTeN BblbpaHHO kKoMmepueckoli JINMC.

8.1.8 Banunpgauuna (cm. FTOCT P MCO/M3K 12207. TOCT P NCO/M3K 14764. TOCT P UCO/M3K TO
15271. TOCTP NCO/M3K TO 16326)

8.1.8.1 Banngauns JINMC saBnaeTcs 06a3aTeNbHbIM WaroM ANs perynmpyemblx oTpacaein npoMblilieH-
HOCTMW.

8.1.8.2 Banugauusa IMMC moxeT 406aBNTb KO BDEMEHN BHeAPEeHUs oT Tpex 40 12 mecsues.

8.1.8.3 CnpaBouHble ,0KyMeHTbl GAMP (2.5) MOryT 6bITb UICNONb30BaHbI A1 AONONHUTENBHOMO AeTalbHO-
ro pykosogctsa no sanugauunu JIMMC.

8.1.8.4 VHanBuayanbHble asbl BXXU3HEHHOM Uukne cuctemsl JIMMC onvcaHbl 60n1ee NnoApo6HO HUXeE.

8.2 ®asa 1 — nHUuMMpPOBaHUE NpoOeKTa

Llenb gaHHOro pasgena cocTouT B TOM. YTO6bI BblAeNNTb AeCTBUSA, KOTOPble BCTPeYalTCs B npolecce
hasbl UHULMMPOBAHUA NPOEKTA XN3HEHHOTO uukna JIMMC. Pasfen cogepxuT Tpu YacTu, BKaYawLwme B cebs
MHULMMPOBaHWE NpPOeKTa 1 NnaHnpoBaHne, pa3BnuTue [ef10BO aKTUBHOCTU 1 pa3paboTKy naaHa 10 kayecTsy.
Mcnonb3oBaHne gaHHoOro nogpasgena npegocrassisieT No/b30BaTe/0 BO3MOXHOCTb C/iefjoBaTb pekomeHgasm-
AM PYKOBO/CTBA, KOrfa OHM NpucTynarT K paboTe Haj HOBbIM NPOeKTOM cuctemsl JIMMC.

8.2.1 MHuumMuposaHue npoekta n nnaHuposaHue

PaboTa Haj NpPoeKkToOM onpefenstLero JOKyMeHTa HanpasaeHa Ha T0. YTO6bl Kak MOXHO paHblue onpeje-
NNTb BO3MOXHOCTK JIMMC. K paccmaTpuBaemMbiM OTHOCATCA criefyowme pyHgameHTanbHble BONPOChI:
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1) 6yayt nn Bce nabopatopuu BK/OYEHbl B fenapTtaMeHT (OTAeNn) wunu opraHusauuio Uam TObKO
HECKO/IbKO;

2) umeetcs nu 6onee 4eM OfHO husnyeckoe MecTo, BkIUYeHHoe B JIVIMC;

3) MetoTCca Nu kakne-nnbo BpeMeHHble (kaneHfapHblie) rpaHnLbl Npy BHeAPeHUN n akcnnyatauum JIMMC;

4) umetoTca NN Kakne-nnbo orpaHuYeHns npu KoMnaekTauuum nepcoHana;

5) umelnTCcs N Kakme-nnmbo orpaHMyeHuns B 06yYeHUN 1 NONYHEHUN NPAKTUYECKUX HABbLIKOB:

6) UMetTCSA NN KOMMYHUKALMOHHbIE CBSA3M C BHELIHUMMW KOMMbIOTEPHBIMU CUCTEMAMU, KOTOPble TpebytoTcs
AN nposefeHns pabor;

7) npegnonaraeTcs M CBA3bIBaTb HaNpsiMyto nabopatopHblie npubopsl ¢ IMMC?

8.2.2 Pa3BuTMe 6M3Hec-npoLeccoB

PeweHve o BHegpeHUn, MogepHusaumu unu samerne JIMMC MoXeT NPUHUMATbLCA No4 BAUSHUEM MHOTUX
hakTopoB. Hanpumep, MOXeT cyliecTBOBaTb He06Xx04MMOCTb MofepHusnposaTtb JIMMC B COOTBETCTBUU C
perynupylowmMn coobLleHnsMmu nnm TpeboBaHnAMmM COOTBETCTBUSA. He3aBrucumo gpyr oT gpyra cnegyet pac-
cMaTpuBaTbh pasfinyHble acnekTbl 4,eN10BON akTuBHOCTU JIMMC. HanpumMep, o6Lime pecypchl (4ocTynHoe huHaH-
CYpoBaHMe. YNC/I0 COTPYAHMKOB M HaBbIKN WTaTa nabopatopuun), BpeMeHHoe (kafeHaapHblie) TpebosaHuns (ans
BHeApeHus, 06paboTkn nabopaTopHbix 06pasLoB), GU3HEC-NaHbl KOPOTKOTO N ANNTENLHOTO felicTBUS 1 Lene-
Bble PyHKUUKN. BHegpeHue IMMC 06bI4HO OCHOBbIBAETCS Ha aHanu3e 3aTpaT 1 NonyvyeHHon Boiroge. Hagnexa-
Wi aHaNn3 COOTHOLWEHNA «3aTpaTbl— BbIrogbl» JIMMC TpebyeT BpeMeHW. 4YeTKOro MOoHMMaHusi nabopatop-
HOW cpepbl U MOHMMaHUA peasn3oBaHHON BbiroAbl. CepbesHblii aHann3 hakTopoB «3aTpaTbl — BbITOAbI» HE
BO3MOXeH 6e3 ACHOro npeAcTaBneHna 0 TPeb60BaHUAX K NPoeKTy. ANs NpMHATUS pelleHns 06 ycTtaHoske JIMMC
TpebyeTca paccMoTpeHne (hakTopoB «3aTpaTbl — BbIrOAbl», B TOM YUC/e Mano3aTpaTHbiX daktopos. Heobxo-
AUMO Takxe 06paTuTbCA K KOMMNOHEHTaM CTOMMOCTHOW BbiroAbl HeBHeApeHHoi JIMMC. Mpu aHanuse 3aTpart
NTMMC ponxHbl paccmaTpmuBaTbCs 06LWas CTOMMOCTb, YCTaHOBNEHHAas COBCTBEHHUKOM, BKIOYAA HavyabHble
3aTpaTbl Npu 3aKynke, CTOMMOCTb BHEAPEHNS 1 TeKYyLMe pacxobl COOCTBEHHMKA Ha aKcnayaTaunio. Mpenmyule-
cTBa v BbIroAbl JIMMC 06bI14HO paccmaTpuBalTCa Kak maTtepuasbHble (U TBepAbIe) BbIro4bl, KOTOPble MOTyT
6bITb N1€TKO ONpefeneHbl KONNYECTBEHHO, U HEMATepuanbHble (MU MATKWE) BbIFrOAbl, KOTOPbIE NPU3HAKTCA CY-
LWeCTBYOLWMMU. HO UX TPYAHEe onpeaenuTb. ®akTuyecku, ¢ UCNONb30BaHNEM HEKOTOPOro TBOPYECKOro NoTeHLM-
ana n NPUIOXEHHbIX YCUINIA, MOXeT O6biTb onpejesieHa 60blWwas 4YacTb BbIfOf, U caenaTth 3T0 YpesBblvaliHo
BaXKHO. Mpu onpeAeneHnmn BbIrofbl BaXXHO 4OKYMEHTMPOBATL NPeAnoIoXeHUs, KOTOPbIe MPu 3TOM UCMNOJ/b3YI0T-
cs. NMoHMMaHue Bbiroa oT BHegpeHUsa JIMMC He ToNbKo NnoMoraeT 060CHOBbIBATb NPOEKT, HO U A0/HKHO NOMOYb
YCTaHOBUTbL NPUOPMTETHLI NPU BHEAPEHUN KOHKPETHbIX 0CO6EHHOCTEN NN YHKLMIA, KOTOpble MOTYT 06ecneynTb
CylecTBEHHYO Bbirogy. HekoTopble o6nactv npu ncciefoBaHnm BbIro4 Y NPpeMMyL,ecTB Npu NCNOb30BaHNM
NMMC nepeuuncneHsbl B Tabnuue 5. MNMpeactaBneHre o NOTeHUMabHbIX BbIrogax Tako WHopMaLMOHHOW TexXHo-
norun. kak IMMC. MOXeT BbI3BaTb NpeyBeNnyYeHHble OXnhaHus 6yayLimx nonb3osaTteneil. Ho npu aToM BaxHo
NOHATb, YTO AOCTUTHYTbIE YyCNeXn ABNSATCA pe3yNbTaToM Taxenoli paboTbl, 06 beANHAIOLWLEN NyyLLUne TEXHOO-
rmu. keanuuuMpoBaHHbIA NepcoHan 1 Hagnexallyto opraHusanuio paboyero npouecca. Cnegyet cocpegoTo-
YUTbCA HA TOM. YUTO ABNAETCA Hanbonee BaXHbIM, ¥ 3beratb C/INLKOM 3aBblLLIEHHbIX 0XUAAHWI, KOTOPble MOTYT
cTaTb NPMYNHON pa3oyapoBaHUs. 3TO 06bIYHO MPUBOAUT K HEMCNOMHEHMIO NpoekTa. K o6l um owmbkam npu nna-
HuposaHun JINMC oTHoCATCA:

8.2.2.1 OxunpgaHune goctmxeHnsa 6e3byMmaxHoro ouca B HauyanbHol hase BHeAPEHMS.

8.2.2.2 OxupgaHne oT roTOBOro KOMMeEPYECKOro npoaykTa («kkopo604HOro» NpoAyKTa) COOTBETCTBUSA BCEM
TpeboBaHUsM.

8.2.2.3 OXunpgaHune nocTOAHHOIO yBe/IMYeHNs Npou3BOANTENIbHOCTH.

8 2.2.4 HepooueHKa n1abopaTopHbIM LWITATOM KO/IMYeCcTBa BPeEMEeHU, TpebyemMoro A5 co3faHns ucnblita-
TenbHbIX Tabnuy JIMMC 1 chopmaTa CUCTEMBI COrIACHO cneundgukaunm nonbL3osaTens.

8 2.2.5 Owwnbkn B cTpaTternyeckom nnaHuposaHum (hMHaHCoB, NepcoHana 1 NnpocTpaHcTBa) 4NS pacwupe-
Hus/3ameHbl JIMMC.

Tab6nunuya 3— dakTopbl, BAMAKOLWNE HA BPEMEHHbIe (KaNeHAapHble) rpaHuLbl BbinoAHeHUa npoekta JIMMC

®aKkTopbl, BANAOLWME HA BPEMEHHble TPpaHulibl BbINONHEHUS BospeiicTBue
npoekta JINMC

3HaunTenbHan HacTpoiika cTaHfapTHbIX (kKoMMepuec- YBennuyeHue npoAoXMTenbHOCTU a3 nNpoekTupo-
KNX, «<KOPOBOYHbIX») (DYHKLMOHANBHOCTEl, Tpebyemasi ANS  BaHWUA. BHEAPEHUS U NEPexXoAHOro nepuopa
[OCTUXEHUss COOTBETCTBUA C 3anpocamu
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OkoHuyaHne Tabnuubl 3

®akTopbl, BAWAOLME MA BPEMEHHbIe TPAHULbl BbIMOSHEHNS
npoekTta JINMC

KpynHble unm TepputopuanbHo pacnpefefieHHble na-
6opatopun ¢ 60NbWIKNM YNCNOM NMPOAYKTOB U aHaNuN30B
n/Mnn CNnoXHbiMU paboynmMu notokamu

FapmoHusauusa tpe6oBaHuii gna
pacnpegeneHHblx nabopatopuii

TeppuTopranbHoO

Ycunua no nepemel,eHunto 601bWOro o6 bemMa faHHbiX,
Tpebywunxca ot INMC-HacnegHUL bl

MonHasa Banupauuns c ksanudukaumnein MyHKLMOHNPO-
BaHuA, Tpebyemasa Ans 3asepwatkwero MyHKLMOHaNbHO-
ro ucnbiTaHna

ManeHbkasi nabopaTopusi, HECKONbLKO NPOAYKTOB U
aHaNn30B, 06bIYHOE MPUMEHEHNE CTAaHLAPTHOTO («KOPO-
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BospeiicTBue

Bonblwee Bpems, Tpebyemoe ANA BbINONHEHUSI BCEX
ha3. Hanbonblwee BO3AENCTBME HA (ha3bl NPOEKTUpPOBA-
HUSI. BHEAPEHUS U NepexofHOro nepuojga

3HaunTenbHo 6onee gnuTenbHas pasa aHanusa Tpe-
60BaHuWii; apyrne asbl Takke MOryT 6biTb PaCTAHYTbl BO
BpeMeHU

MoTeHymanbHo 6onee AnutenbHas asa NepexofHo-
ro nepuoga

Bonee gnutenbHble (hasbl NPOEKTUPOBAHUA, BHeApe-
HUS 1 nepexojHOro nepuoga

Bonee kopoTkue hasbl 4 paccMoTpeHus Tpe6osa-
HWii. NPOEKTUPOBAHUS W BHEAPEHUS

604HOro») Habopa PyHKLMOHANbHOCTEW C MUHUMANbHOM
HacTpolikoii

8.2.3 NnaH no obecnevyeHno KkayecTea

8.2.3.1 NMnaHupoBaHue obecneyeHns KayecTea

O60CHOBaHHbI, XOPOLLIO NPOAYMaHHbIA NaaH No o6ecneyvyeHunio KayecTBa rapaHTUpyeT ycnewHoe BHeape-
Hue n Banugauunio cuctemsl JIMMC. Cuctema ynpasieHns Ka4eCcTBOM [O/KHA BK/I0YaTb B CE6SA NONUTUKY U LLenn
B0o6nacTu kayecTBa, pykoBOACTBO N0 06ecneyeHnto kKayecTsa, TpebyemMble 4OKYMEHTUPOBaHHbIE NpoLeaypbl, a
Takxe JOKYMeHTbI, He06X0ANMble A1 rapaHTUM NpoBefeHna a3 PeKTUBHOIO N1aHUpoBaHnsa, paboTbl U KOHTPONSA
npoueccoBs, TpebyeMbix OTHETOB. [JOKYMEHTNPOBaHHbIe NpoLeypbl B COOTBETCTBUW C CUCTEMOI ynpaB/ieHuns
KauecTBOM [O/KHbI ONpefensTh, Kak Takaa cuctema byaeT BHeAPATLCA, BAMAMPOBATLCA U NOAAEPKNBATLCA B
pexvmMe Banugauuv B TeyeHne o6bIYHOTO MCNOb30BaHUS U BbIBE4,EHUSI CUCTEMbI U3 3KCnayaTaunm (KN3HEHHBbIN
Lu1KN cuctemsl). Kpome Toro, nsiaH no o6ecrneyveHunto kKayecTsa onpefensiet Takme Heo6xoaMMble LOKYMEHTbI 415
Takoro nNpoekTa, Kak; LOKYMeHT € N0o/b30BaTeIbCkuMy TpeboBaHNAMMN, 4OKYMEHTUPOBaHHbIe cneumudukaLum QyHk-
LlIMOHa/IbHbIX BO3MOXHOCTEN, 4OKYMEHTUPOBAHHbIV MPOEKT CUCTEMbI, MAaH BanMjauum, n T. a.

8.3 ®asza 2— aHanns TpeboBaHui

Llenb HacTosiWwero nogpasfena cocTonT B TOM. 4TOObl BblAeNnUTb AeiCTBMA, NPOUCXOAALLNE B TeYeHne
thasbl «aHann3a Tpe6oBaHnii» KXU3HEHHOMY UMKy cucTembl JIMMC. Mogpasaen coaepXuT NATb NYHKTOB, BK/IO-
yalLumx B cebst aHann3 paboyero notoka, TpeboBaHusA KAeN0BO aKTMBHOCTM (6U3HEC-NpoLeccam), niaHmpoBa-
Hue Banupauumn n obecnevyeHnsa KadyecTBa, aHann3 puckoB, OLLEeHKY 1 BbI6Op cucTemsbl. Vicnonb3oBaHne HacTos-
wero nogpasgena npefocTasuT N0Jib30BaTE/0 BO3MOXHOCTb C MOMOLLbIO PYKOBOACTBA BblAeNNTb TpeboBaHuA K
KOHKpeTHoi1 cnucteme JIMC.

8.3.1 AHanu3 pabouynx NOTOKOB — Tekyliee n 6yayuiee cocTosHne

8.3.1.1 MoaenupoBaHune TeKYLLET0 COCTOSIHMA nabopaTopHOl NpaKTUKK

HeobxoanMMo NpoBOAUTL coBelaHns ¢ nosib3osatensiMmu JIMMC. KOHeYHbIMM NOb30BaTENAMN, MEHEJXKe-
pamu na6opatopuu 1 BHELWHUMW NONb30BaTeNsaMN NabopaTtopHoi nHpopmaumn. Ha guarpamme oTo6paxeHsbl
pa6ouve noTokn o6pasua u uHchopmaummn, cobpaHHoli B nabopatopum (cM. paboumne noTokn JIMMC Ha pucyHkax 4
1 5). Bpems, Tpebyemoe Ana MOAENNPOBaHNS guarpaMMbl MOTOKa Tekyliei nabopaTOPHOW NPakTUKN, MOXeT
COCTaBNATb OT HECKONbKUX AHEN 4,0 HECKONBKNX MecaLeB. PaclumpeHHoe MogennpoBaHue MoXxeT 6biTb HENpPo-
OYKTUBHbBIM. €CNin BpeMSA NpeBsbllaeT HeCKOIbKO HeAenb. Bonee NpoAyKTUBHbLIM ABNSieTCA 6bICTpOe co3faHne
npotoTuna. MimeeTcsa MHOro Haj/iexalux cnpasoYHbIX MaTepnasioB U BHELWHUX KOHCYIbTUPYIOLWUX CTOPOH, KO-
TOpble MOryT 6bITb UCNO/Ib30BaHbI 418 OKa3aHWA NOMOLLM B NpoLecce MoAeNpoBaHus.

8.3.1.2 MogenupoBaHue 6yAyLLero cCOCTOSHUA NabopaTopHOl NPakTUKn

byayuiee cocTosiHMe nabopaToOpHOI NPaKTUKM JOMKHO 6bITb ONpeAeneHo 40 BHeapeHus n Beibopa JIMMC.
OwWwmn6KN NPU BbINONHEHUN 3TOTO 3Tana MOoryT NpUBeCTU NoNb3oBaTens K He06Xo0ANMOCTU aBTOMaTM3MPOoBaTh Ha-
pyLUIeHHbI unkn. CHavyana cnegyeTt yCTaHOBUTb LMKN (1a6opaTopHbIii paboymnii NoToK) 1 3aTeM aBToMaTn3npo-
BaTb ONTUMasbHbI paboumnii noTok. JIMMC He fo/mKHA NCNONb30BaTLCS 419 YCTAHOBKM NOAUTUKM UK npoueayp
naéopatopumn, Ho JIMMC MOXeT NCnonb30BaTbCs, YTOOLI UX NpeanucaTb. TpebyeTca BbIAeNUTb Bpemsa 4N Toro.
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4YTO6bI OLEeHUTL pelweHna IMMC Kak yacTb OCyLLeCTBeHNUs NpuHumMna «MogenmposaHue 6yayLero COCTOSAHNA
nabopaTopHoit NpakTukn». NMoHuMaHue cnocobHocTeli JIMMC nNo3BONUT NONb30BaTENSAM ONpefenTb NyYLnii
noaxon K 6yayuiemy cocTossHu10 1abopaTopHOL NPaKTUKN.

8.3.1.3 TlapmoHu3auna npouecca

B TeueHwue npouecca MofennpoBaHnsi HE06XoAMMO HaWTh cnoco6 rapmoHm3aymmn npoueccos B aboparo-
pun. Mexay nabopaTtopusamMu 1 B3aMMHO NepecekawLnmmncs naowaskamm (ecnm aTo BO3MOXHO). STO NO3BONUT
ycunutb JIMMC 3a cueT npegnpuaTus.

8.3.2 AHanu3 Tpe6oBaHWil K 4€N10BOI akTUBHOCTK (6U3HEC-NpOL.eccam)

8.3.2.1 Llenn ncTpaTterva 4enoBoli akTUBHOCTY BEPXHETO YPOBHS HYXAAOTCA B NOHUMaHUN U paccMoTpe-
HUW B KaYeCcTBe NPeAnoCcbINKN ANA onpefeneHunsa aeTanm3npoBaHHbiXx 6usHec-TpebosaHnii Kk IMMC. BusHec-
TpeboBaHUs He06X0ANMO ONucaTh, HeTKO ONpeAeUTb He06X04MMbIe U YTBEPAUTL UX K/TIOYEBLIMU YHaCTHUKAMMN
6yayLliero 6usHec-npouecca. TpeboBaHWs KAENOBOW aKTUBHOCTU AO/KHbI 6bITb peanUCTUYHbIMU, T. €. Ha40 No-
HATb. UTO MOXHO OXMWAaTb OT KOMMEPYECKNX CUCTEM UK cucTeM, paspabaTbiBaeMblX N0 3aKa3y M OCHOBaHHbIX
Ha 3HaHWM PecypcoB U X BO3MOXHOCTE. 3Ta MH(opMaLns, Kak npaBu/io, onpeAensieTcs B MPOEKTHOM AOKYMEH-

Te BEPXHEr0 YPOBHS.

Tab6bnumya 4 — CTOMMOCTb OCHOBHbIX 31eMeHToB JIMMC

Twun 3aTtpart KaTteropusa

3akynouHasn AnnapaTHoe o6ecneuyeHue
CTOMMOCTb
MporpammHoe ob6ecneyeHne
NHpacTpykTypa
3artpartsl OTHOCUTCA K NPOEKTY

Ha BHeapeHue

KoHdurypuposaHue.'
HacTpoiika TMMC

McnbiTaHusa/npremka
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MpumepHbIii nepeyeHb
KOMNOHEHTOB

CepBepbl.

MK TepmuHans.
O6opyapoBaHue,

ynpaBnsemoe BPy4HYIO

Basa gaHHbix JINMC.
NHTerpaunoHHble cpeacTaa.
Mpacuka

Ka6enu/npoBopja.

MapuwpyTbl.
JHeprocHabxeHue.
KoHgnunoHnpoBaHue.
KnumaT-KoOHTpOnb.

YcTaHoBKa po3eTok, hypHUTY-
pbl

Tpe6oBaHWA K ynpaBieHWto
NPOEKTOM.

PaspabaTbiBaeMoe TexHnyec-
Koe 3afjaHue

Tunbl 06pasyos..
Cneuundukaymnm.
NcnbliTaHus/mMeToAbl.
PacueTbl.

OTueThl.

HacTpoiika koga

Paspa6oTka COMN.

O6yveHne NPoBEAEHNI0 UCTbI-
TaHWii.

3arpyska flaHHbIX AN nepeme-
ueHns.

Banunpauuns

KommeHTapun

B0 MHOTMX ciyyasx MHMpacTpyk-
Typa yxe nmMeeTcs Ha MecTe yc-
TAHOBKM

BaxHO NMOHATb, Kak BO3aelicTBo-
BaTb Ha wWTaT naéoparopuu, Ko-
TOpbI/i MOXET yyacTBOBaTb B Npo-
ekTe. B npouecce 06blYHOW pa-
6oueli pesTenbHOCTU

YpoBeHb ycunuit gna 3arpysku
cTaTuyecxmx faHHblX 06bIYHO AB-
nAeTcs OAHOKPATHO Haubonee
3aTpaTHbIM (PakToOpoM npu BHe-
ApeHun INMC (aTo ocobeHHO
BEPHO ANA 60NbWMNX/CNOXHBIX
BHEApeHWiA, cMm. 8.6.2)

Ycunus aBTopa no co3gaHuto
COIl, obyyeHune wTata U KOHEY-
HbIX Monb3oBaTenei, y4yacTByto-
KX B NpoekTe, Banupauusa (uc-
nbiTaHve) NpunoxeHusa (B oco-
6EHHOCTU ANs perynnupyembix oT-
pacneli NpOMbILWINEHHOCTUN) U ne-
pemelieHne NCTOPUYECKUX faH-
HbIX IBNSILOTCA BTOPbIMW NO Be-
NU4nHe 3aTpaTt obnacTaAmMu npu
BHeapeHun JIMMC
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OkoHuyaHne Tabnuubl 4

MpuMepHbIii nepeyeHb

Tun 3atpar Kateropus KOMAOHEHTOB KommeHTapum
Texyuwne pacxogbl PacwupexHbie gyHKu1n NHTerpayma ¢ npubopamu.

CuctemHas uHTerpauyms

ExerofHble KOHTpakTbl NTnyeH3un Ha nporpammHoe OB6bIYHO BbipaxalwTcA B NPOLEH-
o6ecneyeHue. Tax (%) oT npuo6peTeHHOW Nu-
Moapgepxka NporpamMmMHOro LeH3UMn Ha nporpamMmHoe o6ecne-
obecneveHus. yeHune
PeHTal nu3nHr

BHyTpeHHAA noapepxka CnctemMHoe afgMUHUCTPUPO-
BaHue.
ObyueHue.
YBenuuexnne/HapaunaHue.
Banupgauyusa

PacwupeHHasa nopaepxka KoHdurypauus (koHdurypmn- Yacto Heo6xoaumo caenatb u3-
poBaHue). MeHeHUs, 4To6bl COXPaHUTb TeKy-
O6yueHue. wyt JIMMC cooTBeTcTBYlOLULEN
Banngauusn na6opaTtopHoii cpeae un notpe6-

HOCTAM

PacxogHble maTepuansl [lononHuTenbHble

KOMMOHEHTbI

8.3.2.2 lokyMmeHTMpOBaHHbIe Lenu cneymduryeckoro 6usHeca

YeTKo onpefeneHHble N JOKYMEHTUPOBaHHbIE AeN0Bble OXNAAHNA A0/KHBI 06eCneYnTb CHMXeHne 3aTpar
Ha npoekT JINMC. [LoroBOp AO/1KEH ObITb BbIFOAEH BCEM CTOPOHAM, ABNAKOLMMCS y4acTHUKaMun npoekta JIMMC,
BK/l0Yasi nabopaTopHbI/i NepcoHas, MeHeI)KMEHT, OPUEHTUPOBaHHbI Ha paboTy No kKayecTBy LWITAT, MepcoHas no
NT-TexHonorum n ycayram, lopucToB, CNeLmanncToB no AOKYMeHTaL MM U MHXEeHepHbI/ nepcoHan (pa3paboTumnkm).
Cnepyet y6eanTbca B TOM. UTO BCE CTOPOHbI MOHUMAIOT Lenin 6u3Heca 1 3HalT, Kak NPOBEPUTL pelleHnsa Ans
[OCTUMXEHUS 3TUX Lene.

8.3.2.3 lOpugunuyeckne sBonpocsl

Heob6xoanmo 06paTtuTbCa K opuAMYEeCcKMM OrpaHMyeHnAM B OTHOLLIEHUN TOr0, Kak Bawwa nabopaTtopus uc-
nonb3yeT UHhopmMauuo. B cOOTBETCTBUM C perynmpyowmMu Tpe6oBaHnsMn MoryT noTpeboBaTbCA KOHKPETHbIE
(cneundmnyeckme) ocobeHHocTn cuctemsl JIMMC. nogo6HbIe ayANTOPCKOMY NPOCAeXNBaHMI0 TpaHcakumuin IMMC.

8.3.2.4 Tpeb6oBaHuA K 6U3Hec-npoueccam MoryT BkIoYaTbh B ce68 He06X0AMMOCTb NOANNCAHHbBIX AOKY-
MeHTa/bHbIX (TBEPAbIX) KONUIA ANA BCeX 1abopaTopHbIX f,OKYMEHTOB. Heo6X04MMO NMPOKOHCYbTUPOBATHLCS C
opugmuyeckumm otgenamu (NpyM UX HaaM4YmMmn) OTHOCUTENBHO TOrO, Kak Bbl MaHupyeTe UCNo/b30BaTb CUCTEMY
JTNMC. [,onXHbl 6bITb pACCMOTPEHbI U MOHATHLI Nofb3oBaTenaMmu JIMMC KoHLenuumM HannyyLero BapmaHTa goc-
TYMNHOTO NOATBEPXAEHNA NabopaTopHbIX 3anuceil. [Lo/MKHO 6bITb NPOBEAEHO T aTebHOe N3yyeHre HopMaTuB-
HbIX JOKYMEHTOB A/19 onpejAeieHns Toro, eCTb I NOTPEOHOCTh:

1) B npoBeaeHnn Ans coobuiaemblix pe3ynbTaToB ABYX Bepudmkalnin (npoBepok);

2) BochopmaeHnM coobLiaemMbix pe3ynbTaToB, U3MEeHAEMbIX B TeUeHne OHaliH onepauuii, gna ayantopc-
KOl npocnexunsaemocTy;

3) B MO/I0XEHUN, yKa3biBaloLWeM, YTO apXMBMpPOBaHHbIe AaHHble 1 TabnuLbl TeCTOB/3anpoCcoB 3arpyxalTcs
B CYLL,ECTBYIOLLYIO CUCTEMY A8 BOCCTAHOBNEHNA UHopmaLmnn. JomkHbl 6bITb ONpeeneHbl 1 OLeHeHbI Nepuo-
Abl 3a1ePXKUN KaK ANA HeobpaboTaHHbIX, Tak U 4151 pe3nageHTCKNX AaHHbIix JIMMC.

8.3.3 lMnaHupoBaHue Banugauumn

8.3.3.1 PaunoHanbHOe NnnaHMpoBaHne Banuaaunm aBAseTcs rapaHTueli Toro, YTo KOMNbIOTEPU3NPOBAHHbIE
CUCTEMbI BbINOMHAT paboTy B COOTBETCTBUU C NpefonpeaeneHHbIMy cneundrkauusmMmm Metogamm B OTHOLLEHNIN
TOYHOCTHM (NPaBUIbHOCTK), 4OCTOBEPHOCTM U BOCMPOU3BOAMMOCTU. Llenb nnaHa sanuganum cocToUT B TOM. YTOObI
yCTaHOBUTL NPOLEeCC, KOTOPOMY HaA0 crefoBaTb, U JOKYMEHTALMIO, KOTopas Ao/KHa o6ecneynTb NoAgTBEPXKAEe-
HMe Toro, 4To cucTema b6bina ycTaHoBNEHa 1 paboTaeT cornacHo yTBepxaeHHbIM TpeboBaHuAM, cneumdukaumam,
NPOEeKTY, KOPNOPaTUBHON NONUTUKE N PETYINPYIOLLMM 1 AeN0BbIM NoTpebHocTAM. MNMnaHnposaHue Banugauumu
0COB6EHHO BaXHO B TEX OTPACNAX NPOMbILWNEHHOCTH, KOTOpble perynupytotcsa GxP (Good manufacturing practice,
GMP — Hagnexalias npom3BoAcTBeHHasA npakTuka; Good laboratory practice. GLP — Hagnexalias nabopatop-
Hasa npakTuka. Good clinical practice. GCP — Hagnexatuiasa kKnnHuyeckas npakTuka).
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8.3.4 AHanu3 puckos

8.3.4.1 CyuiecTByeT HECKOJ/IbKO XOPOLUO JOKYMEHTUPOBAHHbIX CMPABOYHbIX MaTepuanos, CBA3aHHbIX C OLeH-
Kol pucka. Monb3oBaTenu 4OMKHblI OLEHUTb NPOEKTbl B OTHOLWEHMNN Leneil nx 6usHeca u pucka, CBA3aHHOrO €
npoektom JIMMC. MNapameTpbl prcka BKAOYAIOT B ce651, HO He OrpaHnunBaloTCs, CaeaylWnumMmm napameTpamu:
CyMMapHbIi PUCK MPOeKTa: PUCK NPoAyKTa, OCHOBaHHbI Ha BO3AelicTBum, koTopoe cuctema JIMMC 6yaeT okasbl-
BaTb Ha Ka4eCTBO NPOJyKTa: pUcK nepcoHana B 061acTu ynpaBieHns U3MeHeHnsMu u 4enoBOol pUCK.

8.3.5 OueHka 1 BbI6GOp cnucTembl

8.3.5.1 3anpoc npeanoxenunii (RFP)

Cnepyet ony6nmkoBaTb 06bsiBNEHNE, cogepxallee 3anpoc npegnoxeHuin (RFP — Request for Proposal)
ana npopasuos JIMMC.

3anpoc npegnoxeHnii (RFP) gomxeH BkoYaTb B cebs pe3tome TpeboBaHNii, a8 UMEHHO: (DYHKLIVOHA bHbIE
BO3MOXHOCTW, €XerogHoe 4ncao o6pasLoBs, C/IOKHOCTY Npu NPOBEAEHUN UCTbITAHWI, MPOLLEeCCHbIe MOTOKK, pabo-
yne NOTOKU U MoeNn 06pasLoB, periaMeHTbl Mo ynpas/ieHNio GU3HECOM C TeM. YTOObI MOXHO 6bI/10 ONpeaennTb
cneundunyeckme (KOHKpeTHbIE) MOTPEOHOCTH 3aKasuuka.

8.3.5.2 KoHuenTtyanbHasa mogens JINMC n npumepbl RFP dhyHKUNI B HACTOSIWLEeM cTaHAapTe MOryT 6biTb
MCNoJib30BaHsbl C Lie/blo onpeennTbs COOTBETCTBUE Balux TpebosaHuii cucteme IMMC npogasua. MoryT 6b61Tb
co3faHbl Mofenin paboymx NOTOKOB o6pasua, NPpUBeJeHHbIE Ha pUCyHKax 4.5 1 B npuaoxeHnn X1.4ytobsl npu-
BECTU B COOTBETCTBME C TpeboBaHUAMKU K nabopaTtopuu 3akasuuka. Bpems, Heob6xogumoe ansa hopmynmposa-
HUA 1 ny6nnkayum 3anpoca npeanoxeHunin no IMMC. moxeT oxBaTblBaTb Anana3oH oT 0HOI Hefenun 40 04HOro
mecsaua unn onee.

MpumeuyaHne 8— CosgaHHasa no 3akasy cucrema JIMMC moxeT 6bITb pa3paboTaHa COGCTBEHHbIMU CUNAMU.
CosgaHue JIMMC B cOOTBETCTBUUN C Tpe6OBaHNSAMU 3aKa3uMka peKoOMeHAyeTcsl TONIbKO B TexX cay4yasx, korga sanpawmvsa-
I0TCSH yHUKaNbHble Tpe6oBaHWA. 3aTpaTtbl Ha KOHCTPyupoBaHue n o6cnyxmuBaHue cunctemsl JIMMC. paspaboTaHHoil cuna-
MU cneunanucToB KOHKPETHOW opraHu3auuun, Heo6xoAMMO cpaBHMBATb C 3aTpaTamMy Ha NpuobpeTeHWe KOMMepyeckKoi
NNMC. dyHKunn kommepyeckoit IMMC Heo6Xx0AMMO cpaBHUBATbL C TPe6OBaAHUAMU K PYHKLMOHANbHBIM BO3MOXHOCTSM
KOHKpeTHOI nabopatopuu 3akasuuka.

8.3.5.3 OueHka v BbIbop

PacueHkun, nonyyeHHblie oT npoaasuoB JIMMC. OMXKHbI 6bITb PACCMOTPEHbI COrTACHO AOKYMEHTY, coaep-
xauiemy Tpe6oBaHnsA K PYHKLMOHANbHBIM BO3MOXHOCTAM cuctembl IMMC. lonxHbl 6bITb caenaHbl 06beKTuB-
Hble BbIBObl O MPenMyLLecTBax ¥ HEBbIFOA4HbIX CTOPOHaX Kaxaoro npoaykra JIMMC. Heo6xoauMmMo oLeHnTb BKNag
Kaxpoi yHkumm IMMC. ABNAKOLWENCS CNOXHOM CUCTEMOi, B COOTBETCTBMU C NpuaoxeHnem X1. 3akazuuky
cnepyeT o6paTuTbCa KKOHTPONbHOMY cnucky JIMMC B oTnpaBHOW Touke na06aBnTb COBGCTBEHHbIE TpeboBaHNSA
K dhyHKUMOHanbHoCcTAM. COTPYAHUKN, KOTOpble 6yAyT B3aumogeiictsoBath ¢ JIMMC. A0MXKHbI UTPaTb aKTUBHYIO
po/ib Ha 3Tanax oLeHkun n Bbibopa. PekomeHyeTcs noceleHne Tex opraHnsaunii, rae y)xe UMelTcs yCTaHOBEH-
Hble cucTembl. CnegyeT NPOCMOTPETb CEKLUI0 0 TEXHONOrnKn 6asbl fgaHHbix JIMMC n nnatdopm annapaTtHOro
obecneyeHns 4NA 4ONOHUTENBHOIO U3yYEeHNA 3TUX BONPOCOB. B HacToswem cTaHAapTe npMBefeHbl HeKoTopble
pekomeHgauunu no Beibopy JINMMC:

1) cnepyeT BbIGUpaTh Takyto JIMMC. cTpykTypa 6asbl AaHHbIX cTaTuyeckux Tabnuu/dainos (npodunu,
TecTbl, BblUMCEHUSA, cnieyudmnkaLmm n cesizaHHas nHopmaLmsa) KOTOPOW Kak MOXHO 60/bLLe COOTBETCTBYET Te-
KYyLWUM MHPOPMALMOHHBIM CTPYKTYpaM 1 paboynm notokam 3akasuuka,

2) cnepyeTt Bbl6MpaTh JIMMC. noaaep>XumBatoLlyto cTaTycbl, KOTOpble TpebyloTcs 3akasuuky ana obecneve-
HUA PYHKLMOHMPOBaAHNSA cBOEl nabopaTopuu;

3) kpuTepum Boibopa JIMMC onpefensaTcs B NepByto ovyepeb MYHKLUAMMN NPOrpaMMHOro obecneyeHuns un
NULWb 3aTeM paccMaTpuBaloTCA XapakTepuCcTMKL annapaTHbIX CPeAcTs;

4) cnepyeT Bbl6upaTb Takyto IMMC. kom6uHaumna npunoxeHus TIMMC n ero o0CHOBHOW TEXHONOMMN B KOTO-
poii Hanbonee 6M3ka TPeHGOBAHUAM NabopaToOpPHbIX pabounx NOTOKOB 1 MHDOPMALMOHHON CTPYKTYpE 3aKa3uunka;

5) cnepyeT BbiGupath JIMMC. 0CHOBaHHYI0 Ha KOMMepUecKoli 6ase faHHbIX 415 CUCTEM ynpasneHus nnm
6a3e faHHbIX C MHCTPYMEHTaIbHOM NaHesnblo, KoTopas ABNAETCA HafeXHOoW, adhPeKkTUBHON 1 nogaepxusaeTcs
n3sHe npogasLom JIMMC (3T0 0CO6EHHO NPaBUIbLHO, €C/N 3aKkasyunk npegnonaraeTt namMeHuTb JIMMC B 6yay-
wem). NaTeHToBaHHaa 6a3a gaHHbIix JIMMC ans ynpasneHusa cucteMaMy MoXeT 6biTb 3aTpeboBaHa 1A CO0TBeT-
CTBUA onpefeneHHbIM TpeboBaHWsaM NPON3BOACTBEHHON AeATENbHOCTU. MOBUNBLHOCTbL flaHHbIX ABNSETCA KtoYe-
BbIM (hakTopom B Bbi6ope JIMMC. Bkio4as COBMECTUMOCTb C MPOMBbILLIEHHLIM CTaHA4APTOM A4/ TOro, YTOObI
NoNy4YnThb OCTYN K fL@aHHbIM;

6) cnepyeT Bblbupatb cuctemy JIMMC. 6a3upytoLwyroca Ha TEXHONOrMM 6asbl AaHHbIX, KOTopas no3BonseT
KOHEeYHOMY MoJib3oBaTeNto [06aBnaTe/ MOAUMNLMPOBATL NONSA, UHAEKCHI, B3aUMO3aBUCUMOCTH, TabnLbl, U KOAbI;
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7) cnepyeT BblbMpaTh Taky JIMMC. cTpykTypa 6a3sbl faHHbIX cTaTudyecknx tabnauu/'daiinos (npocunn,
TeCTbl, BbIUNC/IEHUSA, cneunduKkaLym u ceizaHHas nHopmauusa) KOToOpoil Hanbonee COOTBETCTBYET TEKYLLUM UH-
hopmaLMoHHbIM CTPYKTYpam 1 paboynum notokam 3akasuuka. Pasgen npegHasHadyeH komaHae no pa6oyemy no-
TOKY;

8) cnepyeT BbIGUpaTh Takyt JIMMC. cTpykTypa 6a3bl faHHbIX AUHaMuU4eckux Tabnuu/dainnos kotopoii
COOTBETCTBYET MHPOPMALMOHHLIM TUNaM (Yncnam, gatam, 3anucsam), UCNonb3yeMbiM B nabopaTtopum 3akasumka.
Pa3gen npegHasHayeH komaHge no paboyemy noToky;

9) cnepyeT BblGMpaTh Takyto JIMMC. B KOTOPOIi BO3MOXHO UCNO/Ib30BaHNE MHCTPYMEHTOB TPETHLEN CTOPOHbI
ONA reHepupoBaHNA OTYETOB, 3KCNOPTa, MMNOPTa U CBA3W C BHELWHUMU cucTemamu, 6€30NacHOCTb0 U KOHTPO-
N1eM BO3MOXHOCTEN, CO3aHHbIX HENOCPEACTBEHHO B JIMC 1 He 0THOCALWMXCA K PYyHKLMOHanbHocTsam JIAMC.

8.3.5.4 lMokynka

Mpwn nokynke cuctembl IMMC 3akKa3 f0/KeH CoAepxXaTb YC/I0BMA U NOMOXEHUSA, KOTOPble TpebyTCcs KO-
HEYHOMY No/sIb30BaTe . TUMNYHbIE NYHKTLI BKOYAKT B CE6A AaTbl NOCTAaBKW, NPUEMOYHOE UCNbITaHKE, rpadu-
K onnatbl, UCXOAHbIV KOA. NOAAEPXKY NPOrpaMMHOro obecneyeHns 1 NOAMTUKY 06HOBNEHNA, TPEGYEMYIO AOKY-
MeHTauu. obyyeHne, ycTaHOBKY, rapaHTumn, CNMCOK BCeX annapaTHbIX CpeACcTB M NPOrpaMMHOro obecneyeHuns.
dopmasibHble KOHTPaKTbl MOTYT 6bITb NPUCOEAMHEHBI K 3aKka3am Ha NocTaBKy.

8.3.6 [emoHcTpauuun, NnpoBoAgMMbIEe NPOAABLOM

8.3.6.1 B kavecTBe yacTu npouecca Bbibopa cuctemol JIMMC cnegyeT BkAtoYaTh EMOHCTPALUIO, NPOBOAM-
MYyl0 NpogasL oM. leMoHCTpauma 4o/HkHa 6biTh 3annaHnpoBaHa 3apaHee. CrnegyeT npeAocTaBuTb NpoAasLy Npu-
Mepbl TUNOB 06pa3L0B U METOAO0B UCMbITAHWUI BMECTE C KOMN/IEKTOM MOArOTOB/EHHbIX CLLleHapueB, BKYaKLW X
B cebs oxugaemble pe3ynibTaTbl, C NOMOLLbIO KOTOPbLIX UCCNefylTca PYHKLMOHAIbHbIE BO3MOXHOCTM JINMMC.
D yYHKLNOHANbHbIE BO3MOXHOCTU, KOTOpbIE ABNSOTCA KpUTUYECKMMY dakTopammn 415 YCNeLWwHOro BHeApeHns Tu-
NUYHBIX NPUMepPOoB Npu geMoHcTpauun IMMC. MOryT 6bITb YCNOXHEHbI BbIYNCAEHUAMY NN NPOBEpPKaMu gonyc-
TUMbIX NpeAenos, aBToMaTU4eCcKMM HazHayeHnem o6pasLoB 1 Ha3HayYeHneM TeCcTOB Ha UCNbITaHne nponyckae-
MOUi NapTuK UK YCOXHEHWEM NOTUKN MOBTOPHOrO UcnbiTaHuA. Mo kpaliHeli mepe 3a ABe Hefenu A0 nposeje-
HUs aemoHcTpauun JIMMC npogasuy A0/KeH 6bITb HanpaBneH 3aka3uMkom COOTBETCTBYIOLL WA 3anpoc.

8.4 d®aza 3— npoekT (MpoekTUpoBaHne) cUCTeMbl

8.4.1 AHanu3 @yHKLMOHAaNbHbIX TpeboBaHu

8.4.1.1 B COOTBETCTBUM C CUCTEMOI XMNIHEHHOTO Unkia JIMMC yHKLMOHaNbHblE Tpe6oBaHUSA MOTyT GbITb
onpefeneHsl B 0OTAENIbHOM JOKYMEHTEe COrN1acHoO Nofib3oBaTenbCkuM (fenoBbiM) Tpe6oBaHUsAM. Monb3oBaTesnbe-
Kne TpeboBaHNS ONUCLIBAKOT, UCNONb3YA «A3bIK» AE€/0BOW aKTUBHOCTK, TO. UTO cucTema obs3aHa fenatb ANa
noagepxaHusa 6usHec-npouecca. PyHKLMOHaNbHbIE TPe6OBaHUA ONUCHIBAKOT, UCNOJb3YSA «A3bIK» (DYHKLMOHAsb-
HbIX BO3MOXHOCTEW CUCTEMBI, T. €. Kak cuctema byaeT cooTBeTCTBOBaTL Tpe6oBaHNsAM 6usHeca. pyrumm cnosa-
MU. cneymdukalym yHKLMOHaNbHbIX BO3MOXHOCTEN ABNAIOTCA NepeBOfOoM ieN0BbiX TpeboBaHuii (4To cuctema
o6s3aHa feniaTbh) Ha A3blK CNeLnduYecKknx NPUIoXeHU (kak oKoHYaTeNbHasa cucTtema 6yeT COOTBETCTBOBATb
AenoBbiM TpeboBaHnsaM). PYHKLMOHANbHBIE, @ Takxe AenoBble Tpe6oBaHna KJIMMC f0mKHbI 6bITb KOHKPETHBbI-
MU. U3MEPAEMbIMU U peannucTudHbIMu. Mcnbitaina IMMC gonxHbl onpefennTb, COOTBETCTBYET /M laHHAsA CUC-
Tema TpeboBaHNAM 3aKkasunka.

Ta6nuya 5— Mpumepbl NpenMyLecTB U BbIro4 Npu npumeHeHun JTNMMC

Tun npeumyLecTs

W Bbirog Onncaxue KommeHTapuu
MaTepuanbHblii; pacueT [lponyckHasa cnoco6HocTb na6opa- YBenuuenue uucna ob6pasuos, o6pabaTbiBas-
BbITOJ W NpeumMyl ecTs Topumn MbiXx nabopaTtopueii B TeyeHne onpefeneHHOro
ocyuyecTBaseTca NpocThbl- nepvoja BpeMeHMN
My cnocobamu O6opoT 06pas3uos B nabopatopuu YMeHblweHne BpeMmeHn, Tpebyemoro gns obpa-
60Tk o6pa3uyos B nabopaTtopumn
SKOHOMUYHOCTL Nnabopatopum YMeHbleHne yncna 4acos, NoTpayeHHbIX aHa-

NMTUKOM A1 06paboTKM BbIAAHHOTO Yncna o6pas-
LoB B nagoparopuu

YMeHblIeHNe yncna owmnbox. ¢ Ko- YMeHblEeHWe Ynucna owmnbok MOXeT CoKpaTUTb
TOpbIMK CTankuBalTCA B nabopaTo-  KONMYeCTBO NOBTOPHON pab6oThbl U BO3AeiicTBOBaTh
pun Ha NPOJOMKUTENbHOCTL 1a6opaTOPHbLIX UCCNeno-

BaHWit. OWNGKN NPM BBOJE AiaHHbIX yMEHbLIAKTCS C
MCnonb30BaHMEM Nporpamm Mo c6opy faHHbIX.
MeHbLUe npoLeccHbIX OWN60k BCTpeyaeTca Npu BBe-
AeHun 6onee popmanbHbIX U Nydlle JOKYMEHTUPO-
BaHHbIX paboyux npoueayp
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OkoHuyaHne Tabnuubl 5

Tun npeumylecTts

n BbITOA Onucaxne KommeHTapun
MaTepuanbHblii: pacyeTt YMeHblUEeHNne BPpeMeHU Lmkna Bbinyc- WNuTterpayna TMMC c MRP<ERP cuctemamu gaet
BbIFO4 U NpenMyuiecTs Ka Npou3BeAeHHON npoaykuumn BO3MOXHOCTb BbiNycka NMPOAYKUUU, KaK TONbKO By-
ocyluiecTBAAETCA NPOCThI- AYT yTBEpPX/AEeHbl pe3ynbTaTbl NabopaTopHbIX aHa-
MK cnoco6ammu nn3os
YMeHbleHne BpeMEeHUN, NoTpaYyeHHo- HemeaneHHas AOCTYNHOCTb fJaHHbIX U COCTOSA-
ro Ha nabopaTopHble UccnefoBaHns HUA npouecca obneryaet nabopaTtopHbie nccaepo-
BaTeNnbCKne npouecchbl
HemaTtepuanbHblii: YnyyweHue ynpaBneHunsa o6Cnyxu- MpenMyliecTBa NPOUCTEKAT U3 BO3MOXHOCTMN
pacuyeT BbIfO4 W NpenMy-  BaHuem 60/11€ee TOYHO UHTerpupoBaTb NHhopMaynio nocras-
wecTB TpebyeT 60/bLUETO LW MKOB U KTUEHTOB
TBOpYECKOro noaxoga focTyn k nHcopmauuun/npnéopam JlocTyn K faHHbIM U MHCTPyMeHTam, o6ecneumn-
BaemMbiM J/IMMC. no3BoNMT Nonb3oBaTeNnaM Npous-
BOAWTbL OTYETHI, BKAOYawLMe B ceb6a HOBblEe NyTH
ONnsi 0603peHNs faHHbIX. [JoCTyn K AaHHbIM TakKxe
061erynT pelweHne PyTUHHLIX U HE PYTUHHBIX NPO-
6nem
B6nbwasa npocToTa AOCTUXEHUSA U BHefpeHne TexHonorun JIMMC o6bl4HO cBA3a-
AeMOHCTpayum coOoTBETCTBUSA HOP- HO C COBEpLIEHCTBOBaHWEM paboynx nMpoLeccos u
MaTUBHbIM [OKYMEHTaMm cTaHAapTHbIX onepayuoHHbIX npoueayp. JINMMC
o6nerynT npoueccbl COBEPLUEHCTBOBAHUSI B HEKO-
TOpbIX cnyvyasax, NOHyxAas nonb3osatenei cnepo-
BaTb coo6pa3HoMy npoueccy kavyecTtsa. flocTyn K
[aHHbIM caenaeT 60/lee NerkuM feMOHCTpauuto
npoueccoB kayecTBa HeNnocpeCTBEHHO Ha MecTe
Apyrne npeumywectsa n Bonee 6bicTpas Koppekunsa owunbok MHCTpyMeHTbl, o6ecneunBaemble IMMC. patoT
BbITOAbI MPU MCMNONb30Ba- B Npouecce ynpasieHus nabopaTo- BO3MOXHOCTb 60/bliero cooTBeTCcTBMNA paboyero
Hun JINMC puei notoka u ynpaBneHuss nabopaTopHbiMU onepayms-
MU
MeHblee YncNo yTepsAHHbIX o6pas- ®YHKLMOHANbHOCTb NO NPOCAEXNBAeMOCTU 06-
uoB pa3uoB MOXeT obecneynTb 3HaHWe cTaTyca U mec-
TONONI0XeHNA BCex o6pa3uos
Bonee npoctoe BblgeneHue OTKO- Bonee TouHoe B3anmopelicTBue mexnay nabo-
HEHWI Npu onpefeneHnn kayecTsa paTopueil M NnpousBoAcTBOM obecneunt 6onee 6bi-
npoaykumm CTpoe yka3aHue Ha OTK/IOHEHUS Npu onpeeneHumn

KauecTsa NpPoAyKLum

8.4.1.2 TaM. rae genosble N PYHKLMOHANbHbIE TPe6OBaHUA ONpefenalnTCa B OTAE/bHbIX fOKYMEHTaXx, OHU
[OJKHBI 6bITh CBA3@HbI C UCNOMIb30BAHMEM MaTPULbl NPOC/IEXNBAEMOCTH ANa obecnevyeHns cCnoCoBHOCTU K No-
HOli NPOC/IeXMBAEMOCTN MeXY Ae/10BbIMU U PYHKLMOHAIbHBIMY Tpeb6oBaHNAMM.

8.4.1.3 dyHKUMOHANbHble TpeboBaHUA MOTYT 6bITb 4OKYMEHTUPOBaHbLI B (OpMe KOHTPO/IbHOIO Cnuncka oc-
HOBHbIX 0CO6EeHHOCTel 1 PYHKLWIA CUCTEMbI, KOTOPbIE BYAYT B AabHelileM KOH(UTypMpoBaTbCsA U UCMOJIb30-
BaTbCA (CM. KOHTPO/bHbIN CANCOK CTaHAapTHOro pykosoacTea JINMC anpunoxeHun X1). KoHyenTyanbHas mMo-
aenb JIMMC mMoxeT ncnonb3oBaTbCsa Kak OTNpaBHas Toyka B pa3paboTke cnucka yHkuunii IMMC. CTaHgapTbl
ANs annapaTHbIX CPeACTB ¥ NPOrpamMmMHOro obecneyeHns B KOHKPETHOM NabopaTopumn uan KOMNaHum MoryT Takke
notpeboBaTbCs A5 TOrO, YTOObI 6bl/1a BO3MOXHOCTL TBEPAO0 NPUAEPXMBATLCA CNeLnULMPOBaHHbIX TaM QyHK-
LMOoHabHbIX Tpeb6oBaHWA.

8.4.1.4 AHann3 PyHKUNOHaNbHbIX Tpe60BaHMi 06bIYHO NPOBOAMTCSA MOC/e BbIGOpa KOMMepPYeCcKoro npo-
rpaMMHOro nakeTa, OCHOBaHHOIO Ha BCEO6bEMNOL X TpeboBaHNAX kK 6U3Hecy. TOT npolecc BkaovaeT B cebs
aHanuns cylecTByWmX N npegnaraemoix cuctem JIMMC. CyuecTBytowas cucTema MOXeT OCHOBbIBATbLCA Ha
MCNONb30BaHNM PYYHOTO pexunma ¢ Ncnosib3oBaHneM 6ymMaxHoro o6opota uam ABNATLCA ee HacnegHuuen —
KOMMNbIOTEPHOI CUCTEMO UNn cucTemamun. Pe3ynbTaToM npoLecca aHanusa asaseTca cneyudukauns tpebosa-
HWUIA KDYHKUMOHANbHBIM BO3MOXHOCTAM JIMC. laHHas cneuundukaumsa nogpobHo onuceiBaeT yHKLUUK Nnpeana-
raemoii cuctembl. OnpegeneHue yHKLMOHaNbHbIX Tpeb6oBaHuin IMMC TpebyeT NOHOTO MOHUMaHUS 6usHec-
npouecca (npoweccos), N0Nb30BaTeNbCKNX TPeboBaHW U NpeanaraeMblx CUCTEMON BO3MOXHOCTel. TpeboBaHus
K pYHKLMOHaNbHbIM BO3MOXHOCTAM [O/KHbI BKNOYaTb B cebs cnegywouime obnactu: busHec-tpebosaHus, an-
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napaTtHble cpeficTBa, NporpaMmHoe obecneyeHne, NoNb3oBaTeNbCKUI MHTepdelic, pabouyto XxapakTepucTuky,
NPUroAHOCTb, CUCTEMHbIE MHTepdelickl, 6e30MacHOCTb, peryimpoBaHue (HopMaTuBHbIE [JOKYMEHTbI), ynpaBne-
HUEe CUCTEMO, [OKYMEHTALMNIO, MOMOLLb U 0BYyYEHME.

8.4.1.5 Tpe60oBaHNA fOMKHbI OLLeHNBATbLCA B NOPAAKE 3HAYMMOCTY (HanpumMep, «KPUTUHECKUA», «BaXHbIl»,
«COOTBETCTBYHOLMI»), YTOObI 06/1€rYNTHL NPUHATHE PELIEHNA OTHOCUTENIBHO TOr0, MOTYT /N ObITb BHEAPEHbI ONpe-
feneHHble PYHKLMN B HaYanbHbIX ha3ax uam otcpoyeHsl 4o 60siee No3gHMX as.

8.4.1.6 lnA okaszaHUsi NTOMOLLM NO/Ib30BaTeNIAM U KOMaHe pa3paboTumKoB B AeTasbHO pa3paboTke hyH-
KUMOHaNbHbIX TPe6OBaHWi, 0hopMIEHHbIX B (hOpMe KOMNieKTa NoA4po6HbIX cneundukaymii PyHKLMOHANbHbIX
BO3MOXHOCTel, MOryT 6bITb NCMOJIb30BaHbl MeToAbl 6bICTPOro 06pa3oBaHna NnpotoTuna. B cnyyae paboTbic
KOMMEepYeCkUMHU, Y)xe roTOBbIMW NPOAYKTaMu, 3TOT NPOLeCC TakXe YCNeLHOo NpUMeHsAeTCcsa nNpy oka3aHun Nomo-
LY NO OrpaHNyYEeHNIo OXnAaHUA Nnonb3oBaTens n PyHKUUR cucTembl B npegenax BO3MOXHOCTEN «kopobOoYHOro»
NpoAYyKTa, eCNN HYXHO n3bexaTb U3NULLHETO KOH(PUTYPUPOBAHUS NN €CNN MOXET NOHaA06MTbCA HacTpoiika.

8.4.1.7 PaspaboTka AeTanbHbiX MYHKLMOHAbHbIX TPe60BaHNi MOXeT 3aHSATb NPUGAN3NTENLHO OT NATH 40
20aHel unn 6onee, ncknyasa BpeMsa co3faHus NpoToTuna 1 LMKNoB NpocMoTpalyTeepxaenvs.

8.4.2 NMpoeKT cuctemsl

8.4.2.1 OKoHuaTenbHON, Nnognexatyei k caave, ABASETCA NPOEKTHO-TEXHUYeCcKas JOKyMEHTaL s CUCTEMBI
(SDD — System design document), koTopasa getanu3npyeT cneyudukaymm npoekta cuctemMbl. NMPoeKTHO-TEXHU-
yeckas ,OKyMeHTaLmsa 4o/mKHa o6ecneynTb 4OCTaTOYHOE KONNYecTBO MHhopmaLmmn A8 NOCTPOEHUS N KOHMK-
rypMpoBaHus NporpaMmMHoOro obecneyeHns CMCTeMbl M apXUTEKTYPbl BbIYNCINTEbHOW CeTH.

84.2.2 B TeuyeHue 3Toi (hasbl Mofb3oBaTeslb MOXeT OblTb ONATb ONPOLIEH C TeM, YTOObI MONYUYNTb
KOHKpEeTHble AeTasnn NpoLecCHbIX NOTOKOB UK paspaboTaTb UX Ha OCHOBe TpeboBaHuWii 4na onpeAenMMont Yactu
6u3Hec-npouecca. MNMpoueccHble NOTOKN KOHCTPYMPYIOTCA B CNOSAX Tak, YTOObI 6b/1 NOHATEH NPOCMOTP CUCTEMHBbIX
npoueccos, BKAOYasA CUCTEMHble MHTepdelichl, a Takxe geTann KOHKPeTHbIX paboynx NOTOKOB C TEM. YTOObI
afekBaTHble cneymdukalum npoekTa 6bian 4OKYMEHTUPOBAHbI 415 ACHOCTU KOHWUIYpUPOBaHNA/KOANPOBAHUS.

8.4.2.3 Mpu ncnonb3oBaHMn MeTOA0B CO34aHNA NpoToTUNa cneuuduryeckas MHMOPMaLmsa o TOM. kak byayT
ncnonb3oBaTbCsA cuctTeMa u hyHkumm, Tpebyemble nonb3oBaTeNnamMmn, cobnpaeTca 1 nepeyvncnaeTcs B LOKYMeHTe
— NpoeKTe CUCTEMbI BbICLLETO YPOBHSA, KOTOPbLI/ 6yAeT NCnonb30BaTbCs Kak PyKOBOACTBO NPOTOTWMNOM.

8.4.2.4 Ha gaHHOM 3Tane MOryT 6bITb TakXXe onpejAefieHbl apxuTekTypa cucTeMmbl, annapaTHble cpefcTea u
nporpammHoe obecneveHmne. OHU MOTYT GbITb BKIOUYEHbI B O4WH N3 pa3fenos AOKyMeHTanbHOro npoekra cucre-
Mbl UV NpefcTaB/eHbl B OTAE/IbHOM AOKYMEHTe — cneundukalum apxuTekTypbl CUCTEMBI.

8 4.2.5 Pa3paboTka TEXHUYECKOT0 3a4aHNs CUCTEMbI MOXET 3aHATb NPUGAN3NTENBHO OT NATK A0 50 AHe
nnun 6onee, Ucknovas Bpems N8 co3gaHns npoToTuna U LUKIOB MpocMoTpa-yTBepxaeHusa. [na 6Gonbuwei
4acTu TEXHMYECKOro 3af,aHus, KoTopas Yxe npejctaBneHa B NpoekTe, byaeT NpoBOAMTLCA oTnajka KoHury-
pupoBaHua/KogMpoBaHUS.

8.4.3 MnaHupoBaHMe MOAY/IbHOTO U UHTETPaLUOHHOTO UCMbITAHWIA

8.4.3.1 MpuHUMN UCAbITAHWUA cMCTEMbl NPU ee pa3paboTke [O/IKEH oNpefeniaTbCcsa B NpoLecce co3faHuns
npoekrta (TexHnyeckoro 3agaHusa). CTeHA0BOE UCNbITAHWE NPOrPaMMHOro Kofa 3akasumnka o6blYHO BKIOYAET B
ce6s MoAynbHOE, MHTErpaLMoHHOE U CUCTEMHOE UCTbITAHNA KOHUTYpUpyeMbIX Moay el cuctemsl, nHTepdeii-
COB 1 Nt06bIX paspabaTbiBaeMblX 3aka3ynkom modyneii. MnaH no NnpoBefeHNI0 UCNbITAHWIA OKEH BKOYaTb B
cebs Takne TeMbl, Kak Lenun, ctpaterns UCnbiTaHuii, OoTBETCTBEHHOCTb, NOAFOTOBKA UCMbITAHWI M NpoLeaypbl UCTbI-
TaHuli (BKNoYasa ynpaBsieHNe OTK/IOHEHUAMN).

8.4.3.2 PaspaboTka nn1aHoB MOAY/bHbIX U UHTErPaLMOHHBIX TECTOB MOXET 3aHATb OT A4BYX A0 10 gHel unmn
6osnee, ncknoyas LukIbl NPOCMOTPa 1 yTBEPXAEHMUS.

8.5 ®a3za 4 — cbopka (koMnoHOBKa)/ KOH(pUrypupoBaHue

8.5.1 KoHthurypmupoBaHue n pazpaboTtka cuctems JINMC

8.5.1.1 B TeyeHue 370l hasbl KOHUTYpMpyeTCs MporpaMMHoe obecrneyeHne CUCTeMbl, KOHUTypupyoTCs
nnu paspabatbiBaloTcsa MHTepdelicbl, KOAMPYIOTCA Nobble TpebyemMble HacTPOVku, 06beAUHATCA annapaTtHble
cpefcTBa, a Bce KOMMNOHEHTLI, 6asmpyolwmecsa Ha cneymdukaunsax NpoekTa, MHTErpupyrTCa B NONHYIO CUCTEMY.

8.5.1.2 KoHburypupoBaHue BkoYaeT B ce65 Ncnosib3oBaHne MYHKUUA aAMUHUCTPATUBHbIX U MacTep-
[AaHHbIX. NpefoCcTaBAeHHbIX KOMMEepPYeCcKk/M NPorpamMmMHbIM o6ecnevyeHnem ¢ TeM. YTO6bl NOATOTOBUTL CUCTEMY K
npUMeHeHno. 3TN AeicTBMA 06bIYHO JOCTUralOTCA NYTEM YCTAHOBEHUA 3HaYeHWn, Bbibopa no3nummn 4na otMe-
TOK. 3aMo/IHeHNs1 hOPM UM TabnunL 3HAYEHNIA, a TakxKe APYrux Nnofo6HbIX AeicTBUIA, KOTOPbIe onpeAensoT, Kak
BbINOJIHATH OCHOBHbIE (hYHKL MU cucTeMbl. ObLme KOHUTryprpyemMble MyHKTbI BKIOYalOT B ceba Tunbl onpeaens-
eMblx 06pasLoB, hopMbl perncrpalmumn o6pasLos nnu hopmbl BBoAA pesynbTarta.
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8.5.1.3 HacTpolika B 60/1bWIMHCTBE C/ly4aeB onpeaenseTcs kak gelicTBusa no paspaboTke NporpaMmMHOro
obecneyeHuns, KOTopble BKIOYAOT B cebs HanucaHve npoueaypHo nporpammupyemoro koga s JIMMC Ha s3blke,
3anaTeHTOBAHHOM M NOCTaBMIEHHOM pPa3paboTUNKOM, NN Ha APYrOM A3bike TpeTbeli CTOPOHbI. KpomMe Toro, Ha-
CTpOiiKa MOXeT U3MEeHUTb CNOCco6, C NOMOLLbI0 KOTOPOro PYHKUMN 6a30BOIN cucTeMbl Oblnv NpegHasHavyeHsbl
ANA NCNoNb30BaHWA UK fo6aBneHns HOBbIX PYHKLMWIA, HEe NpeAcTaB/ieHHbIX B OCHOBHOM NPOAYyKTe npojasua.
HacTpoliku MoryT 6bITb pa3paboTaHbl 4NA yaydweHns 3 hekTMBHOCTH UK KavyecTBa NyTem aBToMatusalmm ata-
NnoB UNN AelicTBUNA, 06bIYHO BbINO/THAEMbIX NOb30BaTeNaMn B cucteme. ObecneyeHne uHamMnMyYeckoro o6HoB-
NneHuns 3afaHHblX Npefenos B 6ase fgaHHbiX JIMMC nyTeM UHTerpauuu ¢ oTAeNbHON CUCTEMON KNNEHTCKON 6as3bl
[aHHbIX NO3BOMISET ONpeAennTb, IBNAETCS NN NpeAHa3HauYeHHblli 3aka3unky Npou3BeeHHbI NPOAYKT npuMe-
POM HacTpOKN.

8.5.1.4 O6bI4YHO KOHDUTYPUPOBAHME MOXET OblTb JOCTUTHYTO BbICTPO U AW EKTUBHO C NOMOLLbIO a4MUHN-
CTpaTUBHbIX NpefocTaB/eHHbIX DYHKUNA. MTPUHATHE peLlleHnsa 0 TOM. Kak iyylle BCero KoHurypuposatb OYHK-
LMOHaNIbHble BO3MOXHOCTU, 3aHUMaeT OT HECKO/IbKUX AHEN A0 HECKONbKMX Heaenb paboTbl C MCNOb30BaHNEM
pas3/InyHbIX BapUAHTOB M OL,EHKOIN UX BO3AECTBUS Ha Apyrue yHKUUKN cucTembl. HacTpolika MOXeT 3aHATb OT
HEeCKONIbKUX HE A0 HECKONTbKMX MeCALeB A8 CO3[4aHNA NPOeKTa, KoAa U UCNbITaHWA, 3aBUCALLMX OT C/I0XHOC-
TV 3aTpeb0BaHHbIX PYHKLMOHATbHBIX BO3MOXHOCTEIA.

8.5.1.5 CyuecTByeT MHOT0 METOA0OrNIA N8 KOHUTYPUPOBAHUSA U KOHCTPYUPOBAHMSA CUCTEMbI. [LOKYMEH-
Tl NOFOCTP MCO/M3K12207 MoryT afiekBaTHO 06 bACHUTb Pa3/INYHbIe NPUHLMNbI pa3paboTkm NPorpamMmMHOro
obecneyeHnsa. KHUM OTHOCATCSA Kak BapuaHTbl TMna TpaAuLMOHHOIO «BoAgoNaAa», Tak 1 noatanHblie 3BO/OLMOH-
Hble METOL0/M0MMN.

8.5.1.6 Mpu KOHUTYpMpOBaHUN 1 pa3paboTKe CUCTEMbI NPUHLKUN «BOAONAAAa» MOXET UCNONb30BaTbCA B
TOM cnyvae, Korga NpoekT cMCTeMbl NONTHOCTbIO CKOHCTPYMPOBAH U YTBEPXAEH Nepes ocyliecTBNeHneM aei-
CTBUI NO NOCTPOEHUIO CUCTEMbI. BbICTPOE co3aHne NpoToTUNa, XapakTepusyoLeecs nTepaumamm NpoekTa, KoH-
CTPYKLMU W NCMbITATeNbHbIX A€ACTBUIA, fOoKa3ano 3 PeKTUBHYI0 METOA0/I0TMI0 M YaCTO UCMO/Ib3yeTCs CerofHs.
Kak npaBuno, nnaHupyeTtcsa LOCTUXEHME CO34aHNA MPOTOTUNA B TeYeHue Tpex — NATU utepauui, rae ans
Kaxaon ntepauuun TpebyeTca npnbAM3NTENbLHO OT ABYX HeAenb A0 ABYX MecALeB unun 6onee.

8.5.1.7 Mpwu co3gaHum npoToTuna paspabaTbiBaeTcs NnepBoHayasbHbli NPOEKT, KOTOPbIV J0/MKEH NCNONb30-
BaTbCA 419 TOro, HTOGbLI NPOBECTU KOHCTPYUPOBaHME NPOTOTMNA cUCTeMbl. MyTeM uTepaunii npoekTa, KOHCT-
PYKUMM ¥ UCNbITAHWUIA B cneumcukaumny npoekta cucTeMbl paspabaTbiBaloTCA U AOKYMEHTUPYIOTCSA AONONHUTENb-
Hble feTanun TpeboBaHWii 1 NpoekTa cucTembl. letanusnpoBaHHble KOH(UrypaurnoHHble napameTpsbl U cneunduka-
LMn npoekTa MOLEPHU3NPYIOTCA OAHOBPEMEHHO, HO POPMasIbHO HE MOTYT 6bITb YTBEPX/EHbI 10 3aBEPLUEHNS
3aKNI04NTENBbHON nTepayun.

8.5.1.8 TpeboBaHMA K KOHCTPyMpoBaHuto cuctemol IMMC pasgenstoTca Ha normyeckue rpynnel gnsa dop-
MUPOBaHUA 3/1IEMEHTOB KOHCTPYKLMM U npoToTuna. TpeboBaHUs, N3N0XeHHble B cneymudukaumnsax, 4OMKHbI CO-
oTBeTCTBOBaTb KOHpurypauuv IMMC nnu. B cnyvyae Heo6Xxo4MMoCTH, Noib30BaTeIbCKoMy Kody. Moy v nosb3o-
BaTe/IbCKOro Koja [0/HKHbl KOHCTPYMPOBATbLCA C UCMO/Ib30BAHWEM CTaHAAPTOB KayecTBa. ATOT NPOLEeCC BK/IHO-
yaeT B ceba ycTaHOB/EHNEe 06LWMUX CTaHAApPTOB ANA MOSACHEHMA Koja, onpegensiemblX NnepeMeHHbIX, NI6bIX
VUMEH AN15 MepeMeHHbIX UNn Mogynei, nHaeHTupoBanme n T. 4. CTaHAapTbl 4O/KHbI YCTaHaBAMBATLCA U UCMOMb-
30BaTbCs BCEM rpynnoi pa3paboTyunkoB. PyKOBOAUTEb TEXHUYECKO KOMaHAbl UNKn cTaplinii pa3paboTyunk fon-
XEeH paccmMoTpeTb Ko AN5 TOro, 4To6bl YeTKO cnefoBaTbh 3TUM cTaHAapTam. CTaHAapTbl 4O/KHbI OXBaTbiBaTh
cnegywouwme TeMbl: MOAYNN AO/KHbI UMETb OnucaTenbHble py6puKkn (3aroN1oBKM) NporpamMmbl, BKAKOYAA Takyto
MHpopmaLmio, kak fata nepecmoTpa (ecnv NnpefycMoTPEHO, TO HOMEP KOHCTPYKUUW), UMS NporpaMmMucTa, Hassa-
HMe cucTembl (4MC0 NepecmMoTpoB, ec/in NPeayCMOTPEHO), Ha3BaHne Moy s, 3agadn moayns, Noboie He06xo-
AVMble CUHTaKCUChl A1 BHELWHNX CCbINIOK (BBOA UM BbIBOA) K MOAYNIO/M3 MOAYNA NNIOGbIE YHUKaNbHbIE pelle-
HWA AN UHTerpaunn. ictopus UsMeHeHunin (HasBaHus, AaTtbl, KpaTkne oNncaHns U3MeHeHUt) Ao/HKHa 6bITb BKIO-
yeHa B «Lwwanky» (KofoHTUTY) nporpammbl. Kog Ao/mkeH 6bITb CTPYKTYPUPOBAH Y BKAOYaTb B Ce651 4OCTATOYHO
KOMMeHTapueB, 4TO6bl MO3BONUTbL APYTMM NPOrpaMMucTam ferko NoOHATbL paboTy C KOAOM.

8.5.1.9 B KOHLe KaXA0i utepauumn KOHCTPYKLUM nepes NpoCMOTPOM NPOTOTUNA KOA U pa3BepTbiBaHUe Teky-
L MX BO3MOXHOCTE ONbITHOrO 06pasLa «3amopaxunaTcsa». PYHKUMOHAIbHbIE BO3MOXHOCTU NPOTOTANA AO/XK-
Hbl 6bITb MPOAEMOHCTPUPOBaHLI NONb30BaTeNAM. J/Ilo60e n3meHeHne/ucnpasneHne 3anpocoB AO/KHO 6bITh A0-
KYMEHTMPOBAHO C UCMO/Ib30BaHWEM NpoLecca KOHTPONA U3MEHEeHUS, rae 3anpochl aHaNM3MpyTCa U npeacTas-
napTcAa rpynne pa3paboTynKoB AN BKAIOYEHNUS B 3aK/THOUNTE/IbHYI0 KOHCTPYKLUIO CUCTEMBI.

8.5.1.10 Pa3paboTka CUCTEMbI U HACTPOEK B /I0GOM C/iyyae MOXeT 3aHSATb 0T 25 AHEN A0 HECKOMbKNX
mecsues nnu 6onee, BKIOYAA BPeMs Ha CO3[aHve npoToTuna.
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8.5.2 MoagynbHoe, MHTerpaLMoHHOE U CUCTEMHOE UCNbITaHnA

8.5.2.1 Ha 3ak/04nTeNbHOW CTaAUN KOHPUTYpMpPOBaHUSI CUCTEMbI MU CO34aHUSI NPOTOTUNA MOXET ObITb
CKOHCTPYMPOBaH OKOHYaTe bHblI/i BAPUaHT CUCTEMbI, KOTOPbI NofABepraeTcs MOAY/IbHOMY U MUHTErpaLMoHHOMY
MUCMNbITAHWIO A0 Hayana opmanbHOl Banujauumn B perynvpyembix cpegax. MogynbHoe n nHTerpaynoHHoe
ncnbiTaHne NPOBOAMUTCSA rPyNnoi pa3paboTUMKOB B cpeje pa3BepTbiBaHna. KaxAablii UHANBUAYabHO KOHCTPYW-
pyemblii MOAYNb TeCTUpyeTCs OTAEIbHO BCOOTBETCTBUM C ONpeeneHHbIMU NapaMmeTpamMu cneundukalmm npoek-
Tacuctembl. WHTerpaumoHHoe ucnbiTaHWe Takxe BbINOMHAETCA rpynnoli pa3paboTyMKoB Ha (PDYHKLNOHAbHbIX
BO3MOXHOCTAX, 06eCcrneyeHHbIX CBA3aHHOW rpynnoii e AnHUL, KOHCTPYKLMK. B aToit chase rpynna paspaboTumkoB
N0rMYyeckn KOMBUHMPYEeT MHANBUAYaNbHbIE € AUHNLbI KOHCTPYKL MW 1 NPOBEpPAEeT CUCTEMY KaK MHTerpasbHyio ean-
HULy. VIHTerpayoHHoe ucnbiTaHne no3BoNseT TakxkKe NpoBepuTb Nobbie nHTepdericel mexay JIMMC n gpyrumu
naéopaTtopHbIMU UV NPOU3BOLCTBEHHbIMU CUCTEMAMMU.

8.5.2.2 CKpuNTbI KMOAY/IbHBIM U MHTErpaLUMOoHHbIM TecTaM paspabaTbiBaloTCA KOMaHA0M pa3paboTUmMKoB 1
[OMKHbI 6bITb PACCMOTPEHBI U YTBEPXAEHbI 415 BbINONHEHUA. /IMetownecsa TeCTOBbIE CKPUNTbI A5 OTAENbHbIX
eAnHuL/MoAyneit KOHCTPYKLMU pa3pabaTtbiBaloTCA U BbIMOMHATCA pa3paboTyMKOM UAW YNeHOM rpynnbl ucnbiTa-
Tenei, KOTOpbI He paspabaTbiBan koga ANA 3TUX eguHuL/Moayneit, 4To ABNsSeTCA ovyeHb 3P EKTUBHLIM AN
naeHTMduKaumm owmnboK 1 oka3aHnsa NOMOLLM B NPON3BOACTBE HAAEXHON cucTemsbl. JIlob6ble aHoManumu, ¢ KoTo-
PbIMW CTA/IKMBAIOTCA B TEYEHMNE UCMbITAHWUA, AO/DKHBI ObITb JOKYMEHTUPOBAHLI, U (DOPMbl KOHTPOSISA U3MEHEeHUs
MCNofb30BaHbl AN AOKYMEHTMPOBaHMA fAedeKToB MporpamMmMHoro obecneyeHmns, NpesioXeHHbIX peLeHnii n
3aTemM — /19 NOBTOPHOro NPOBEAEHNS HeyJayHOoro TecTa.

8.6 ®a3za 5— ncnboiTaHne/npnemka

8.6.1 YcTaHOBKa 1 KBanuukauma annapaTHbIX CpeCcTB U NpOrpaMMHOro obecnevyeHuns

8.6.1.1 Bannpgauusa

Banngauunsa IMMC asnseTca o6a3aTenbHbIM WAarom Ans perynvpyembix oTpacieil NpoMbIWIEHHOCTH.
KoHkpeTHble (cneundunyeckne) Tpe60BaHnA K Banugaunv CyLLecTBYOT 415 oTpaciei NpoMbILLIEHHOCTH, pery-
nupyembix npasunamu FDA (Food and Drug Administration — ynpasnieHue no Haj30py 3a Ka4eCTBOM NULLEeBbIX
npoAayktoB n megnkameHToB. CLLUA), EPA 1 NRC (Nudear Regulatory Commission — koMmuccus no perynnposa-
HU0 agepHbix BelwecTs. CLUA). lo/mkHbIM 06pa3om ynpas/isieMoe BbINO/IHEHME MPUHLMNOB Ba/vaaunn, Kotopoe
npegocTasBfisieT BO3MOXHOCTb UCMO/Ib30BAHUA HaUYULINX TEXHUYECKUX METO0B, MOMOXET CIKOHOMUTb, B KO-
HEYHOM cueTe, BpeMms, pecypcbl, MaTepuansl 1 3atpatbl. TpaguLuNOHHbIE METOAONOTMM Bannjaunm, Takme Kkak
GAMP, moryT fo6aBunTb KO BpeMeHun BHeapeHusa JIMMC oT Tpex o 12 mecsues. MpunoxeHne HaMevyeHHbIX Ans
ncnonb3oBaHuA metogonorunii Tuna C3Q (The concurrent computer configuration qualification methodology. C3Q
— MeToA0N0rnA KBannumnkaLmm KOMNbITEPHO KOHUTypauumn) unn NoaxoA0B, OCHOBAHHbLIX Ha OLEeHKe pucka,
MOXeT YMeHbWUTb BpeMsa Banugaunn JIMMC n CHU3UTb CTOMMOCTbL B perynmpyemMbix pabounx pamkax. [Loky-
MeHTaLuusa nrpaeT BaxHyo posib B npotecce sanugauunn JINMMC.

8.6.1.2 lokymeHTauus

[okyMeHTaLusa SBAsaeTca O4HUM 13 BaHENW X dhakTopoB AN pabotbl JIMMC. [JokyMeHTaL s BKIOYAET B
ceb6s pyKoBOACTBa, NOCTaBAsieMble NPOAABLOM, 1 4OKYMEHTbI, padpaboTaHHble Nosib3oBatenem. Npumepom mo-
XeT CNYyXWUTb nocTaBnsemas npoAaBLOM JOKYMeHTaLmMsa, koTopas BkovaeT B cebs pykoBOACTBa, TEXHUYECKNe
CnpaBOYHble PYKOBOACTBA, PYKOBOACTBA MO BaINAaLmMmM, [OKYMEHTALMIO NO KOHTPOo kavecTea (QC) n pesiome
npofasua. PaspaboTaHHble Nosb30BaTesIeM AOKYMEHTbI BK/1H0OYAOT B ceb51 BCe CTaHAapTHbIE onepaLMoHHbIe Npo-
ueaypbl (COMbI), LOKYMEHTbI N0 06y4YeHuto, POPMbl KOHTPOAA U3MEHEHWI, onpeaeneHuns, 3anucu no npuemke -
TecTMpoBaHuio, Npo6nemMbl perncTpauny 0T4eTOB, perncTpaLmm pe3epBHbIX U BOCCTAHOBIEHHbIX KONWIA, ayanTop-
CKMe OoTHeTbl M OTHYEeTbl N0 6e30MacHOCTU.

8.6.1.3 CTaHfapTHble onepaylMoHHble NpoLeaypbl U CUCTEMHOE AOKYMEHTUPOBaHWE Kak TpeboBaHua ans
LLleqIoOCTHOro noAaxoAa K sanugaummn, cTaH4apTHbIM onepaunoHHbIM Npoueaypam Heo6X04MMbl, HO He orpaHnymBa-
toTCcA Taknumu, kak COTM no pe3epBupoBaHN0 U BOCCTAHOB/IEHUIO (BK/IOYAKOT B Ce6s perynsipHoe TecTuposaHune
cuctem u haiinos); ncnonb3osaHne COTM. onpegensowmx, Kak nonb3oBaTesb 40/KEH UCNONb30BaTh CUCTEMY
1 Kakol Tun nHpopmaumm BBOAUTCA B CUCTEMY, @ TakxKe UCTOUHUKM AaHHbIX; COl B paMkax CUCTEMHOTO agMUHU-
CTpUpoOBaHuA. onpegenstolme ynpasneHme TakuMmmn safgadyaMu, Kak HasHavyeHve BugoB 6e30MacHOCTU, CBA3aH-
HbIX C NPOrpaMMHbIM 06ecneyeHnemM, 6€30MacHOCTbI0 CUCTEMbI, 10rMyYeckoil 6e30NacHOCTbIO U husnyeckoli be-
30nacHocTbio; COI No KOHTPO/II0 N3MEHEHWNI, ONpeAenaLWnX He TONbKO He06Xxo4MMble Wwarv 415 Npon3BoA-
CTBA U3MEHEHWIA B CUCTEME, HO TaKXe U BK/TIOUYEHNSA OLEHKN pUcka U3MEHEHW 1 BO34eNCTBUS Ha CUCTEMY.

8.6.1.4 TpeboBaHua kK nepcoHany JINMC

TpeboBaHMA KNepcoHany BapbupyTCS B 3aBUCMMOCTU OT pa3mepa nabopaTtopuun, yncna nogaepxvsae-
MbIX NOJSIb30BaTenei 1 cnoxHocTn BHeapeHns JIMMC. lononHuTenbHble pecypcbl 6yayT Tpe6oBaTbCs B TeueHne
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nepeoHavyanbHoOro BHegpeHusa JIMMC gna aHanu3a, NpPoeKkTMpoBaHus, KOHMUIypupoBaHWsa U NOCTaHOBKM 3ajay
AN ucnbiTanna. Takke 6yayT Tpe6oBaTbCsA pecypchl, NpefHasHavyeHHble 418 CUCTEMHON agMUHUCTPaUUN 1
noAAepXkn B TeyeHne pasbl akcnayataunn (PyHKUMOHNPOBAHNS) U 06CNYXUBAHUA. DTN pecypcbl He [O/KHbI
6bITb MOCTOSAHHO 3aBUCUMbIMM OT CTENeHU roToBHocTN JIMMC. MHorne nabopatopuum NpuBaeKkalT pecypcbl ANs
o6cnyxnBaHus Tekyuwei JIMMC, yTo o6ecneymBaeT COBEPLIEHCTBOBAHNE CUCTEMbI, BK/IOYAA AOMNOIHUTEbHbIE
hYHKLMOHaIbHbIE BO3MOXHOCTU U 0TYeTbl. CTOMMOCTb 3TUX PECYPCOB ONpaBAblBAE€TCA 3KOHOMUYECKUMU BbIr0-
AamMu. LOCTUTHYTbIMMW OT AONOMIHUTENbHbIX DYHKLUNOHANbHbBIX BO3MOXHOCTelW. O6cnyxusaHme IMMC mMoxeT 6bITb
o6ecneyeHo na6opaTopHbIM U UT-wTtatoM. MigeanbHblii kaHguaat gns pabotsl ¢ IMIMC coveTaeT kak nabopa-
TOPHbI, TaK U KOMMbIOTEPHBINA ONbIT. MHOrME KOMNaHWUM YCNEeLHO NPOBOAAT Nnepeksanudurkaymio (nepeobyyeHne)
nabopaTopHOro nepcoHana, 4tobbl NO3BONNTL EMY NPUOBPECTU HOBbIE KOMMbIOTEPHbIE HaBbIKU. NS NoAAEPXKN
NTMIMC MoryT 6bITb Takxe NpuBeYeHbl 415 BbINONHEHUA paboT TpeTby Nuua (ayTCOPCUHT).

8.6.1.5 ObyueHune

O6yyeHne KOHeYHOro NoNb3oBaTe N 1 CUCTEMHOIO MeHeaXepa ABNAETCA KpUTUYeCcKumM hakTtopom aAns
ycnewHoi pa6oTtbl JIMMC. naTomy npoueccy 06y4yeHUs HYXHO yAennTb 0co060e BHUMaHWeE 1 0Ka3blBaTb NOCTO-
AHHYI0 NOAAEPXKY. XOTS, Kak NnpaBuio, o6yvyeHne ynpaBaeHnio CUCTeMOo ABASETCA BCECTOPOHHNM, HYXHO Mo-
3a60TUTHLCA O TOM. YTOGbLI 06ecneynTb KOHEYHOMY MO0/Ib30BATEN0 [0CTATOUHbIVi 06bEeM 3HaHUIA, YTO6bI n36exartb
B Ja/ibHelilleM HenpepbIBHbIX MEPEeroBOpPOB Mo TesiedOHY WK NMCbMEHHbIX BONPOocoB k na6opaTtopun. Obyue-
HVe A0/HKHO AaTb BO3MOXHOCTb MO/Ib30BATE/0 OXBATUTb BCe acnekTbl pa6oTbl IMMC. T. e. Kak NPOBOAUTL peru-
cTpauuio o6pasuos, BBOAUTL pe3ynbTaTbl U 0DOPMNATL OTYET 0 pe3ynbTaTtax; a obyyarlemycs meHenxepy
CUCTEMbl — Kak NoAfepXunBaTh CIOXKHbIE KOMNbIOTEPHbIE CUCTEMbI. KBanudurkaLlMoHHoe ucnbliTaHue Nosb30Ba-
Tens ABNAeTCs CTaHAAPTHLIM A5 peryavpyemMbix nabopatopuii. JokyMeHTbl M0 06y4YeHuto, NogaepXnsaemble
ANA KaXA0ro nonb3oBartens, MOryT BKIOYaTb B ce65 nepcoHanbHble buorpaduyeckne ceefeHms, obpasosaHue,
KkBanudurkaumio, onbiT paboTbl, onncaHne paboTbl U YopmManbHOe UCMbITaHWe OTHOCUTENBHO cneunduyecknx QyHk-
uuin TMMC. CBnaeTenscTBo 06 06yYeHMn (Hanpumep, CepTUgUKaT) MOXET/L0MKHO NOALEPXKNBATLCA CUCTEMON
nnMC.

8.6.1.6 Banugaunsa ncnoitTaHuin, Banngauns npuemMkn

Banungauuns IMMC asnseTtcs o6sA3aTeNibHbIM 3TanoMm AN peryampyemMbix oTpacsieli MpOMbILLIEHHOCTMW.
Cneundmyeckne TpeboBaHMA K BanmjaLuum cywecTByOT 418 oTpacneli NPOMbILLIEHHOCTU, perynmpyemMblX MecT-
HbIMUW 1 hefiepanbHbIMK areHTCTBaMu N opraHaMmu no ceptudukaumun. NMposegeHne sanngaunn TIMMC moxeT
[06aBUTb KO BpEMEHW BHEAPEHUs OT Tpex Ao 12 mecAues.

8.6.1.7 NepemeLleHne faHHbIX

Mpu nepemMeLLeHnn AaHHbIX TpebyeTcs, 4Tobbl 6bIN TWaTebHO NpoAyMaH nNnaH no nepejaye AaHHbIX
N MeTafaHHbIX OT CUCTeMbl K cucteme. MNnaH Ao/MKEH O6bITb NPOCYUTAH C TOYKU 3PEHUA CUHXPOHU3AL MW TUNOB
nonei, ANUHbI NoNe, kapTorpadun nonen n pyyHoii Bepudmkauumn rpaduka otéopa o6pasuos. NepemeLyeHHble
JaHHble MOXHO Takxe cunmTaTb YacTblo CTATUYECKO 3arpy3kn faHHblX (CM. cneayowuii nognyHkT). Mepemelye-
HVMe OfHOW CUCTEMbI K APYTOil He TONbKO NpeaocTaBasieT BO3MOXHOCTb NepeMeLleHns faHHbIX, HO Takxe fgaeT
LaHc ANa NpoBefeHns ycoBepLlleHCTBOBaHMA npoLecca.

8.6.1.8 Cuctema J/IMMC cnocobHa Kk noaaepxaHunio MHopmaLmm B LUIMPOKOM Auana3oHe AenosbixX U nabo-
paTopHbIX AaHHbIX. TPEByeMbIx AN ahhekTUBHOW paboTsl nabopaTtopun. IMMC coaepXnT faHHble, KOTOpble He
TOJIbKO OTpaxaloT Tekyliee paboyee cocTosiHMe nabopaTopun, HO U UCTOPUYECKYIO MHpOPMAaLINI0 OTHOCUTE/TbHO
npownoii paboTbl 1 cobbiTHii. B cnyyae, ecnu JIMMC BBefeHa B cpegy, rae cuctema JIMMC He 6bina npegsapu-
TeNbHO pa3BepHyTa, 60/bluas YacTb MHopmaumm, 06bI4HO ynpaBnsemoii B JIMMC. 6ygeT cywecTtsoBaTb B hop-
Me 6YMaXHO AOKYMEHTauMW AN CYLWeCTBEHHO OT/IMYAKLWUXCA OT Hee 3M1EeKTPOHHbLIX MCTOYHUKOB, Taknx Kak
[OKYMEHTbI, KpynHohopMaTHble Tabnuubl Wan cneunanusnpoBaHHbie 6a3bl faHHbIX. Korga nposoantcs BHeape-
Hue IMMC. HekoTopble U3 3TUX AaHHbIX ByAyT obecneyunBaTb OCHOBY A4NS KOHUTypupoBaHusa cuctemsl IMMC.
CTraTtuyeckue gaHHble Bcerga sarpyxatorcs B IMMC kak 4acTb ee pa3BepTbiBAEMOr0 XU3HEHHOTO LMKNa.

PelweHre 0THOCUTENbHO TOTO, Kak pacnopsXaTbCa UCTOPUYECKAMU AUHAMUYECKUMU AaHHBbIMU, LOHKHO
6bITb OL,EeHEHO C y4eToM (hakTopoB pucka. CooTBeTCTBYOLME CTPaTErNMUN, NpeAHa3HayYeHHble AN TOro, YTobb!
pacnopsixaTbCa 3TUMU AaHHbIMU, BKOYAIOT B ce6a nepemMelleHne, COXpaHeHne n apxmsmposaHue. Tam. rae
cywecTByowasn JIMMC 3amMmeHseTca HOBbIM pelleHneM, MOXeT 6blTb BO3MOXHO nepemelleHre faHHbIX OT UCTOY-
Huka JIMMC k HoBoOli pa3BepTbiBaemoii JIMMC. B Takux cnyydasix Hy)KHO pacCMOTpeTh CieAytoLlLme aTanbl; UCX04-
HbI aHaM3 AaHHbIX, LiesieBoe KoHUrypupoBaHve 6asbl JaHHbIX, UCTOYHWK A5 LeneBoro kaptorpadgrpoaHums,
naaHupoBaHue nepeMeLleHna AaHHbIX paboyero NoToka, MakeTupoBaHue nepeMeLLeHns n BanuanpoBaHue npo-
Lecca, nepemelieHne jaHHbIX 1 Bepudukaumnio gaHHblx. IMMC yacto o6ecneynBaeT BCTPOEHHYIO UK KOMMeEp-
YeCKyl cuctemy yHKUMAMMN NOMOLLM B NpoLieccax 3arpysku nnepemMeleHns faHHblX.
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8.6.2 3arpyska cTaTnyecknx (Mactep, OCHOBHbIX) faHHbIX

8.6.2.1 B HacToslWeM NoANyHKTe paccMaTpuBaeTcs 3arpyska MeTo40B UCMbITaHWA, BblYUCTEHNIA. cneyndm-
KaLuil n apyroi ctaTuyeckoi (Mmactep, OCHOBHOI) nHopmauumn. 3arpyska npuHagnexalynx KOHKpeTHo nabo-
paTopuy MeTo40B UCTbITAHWUIA, BblUMCAEHWIA, cnieundukalmii n opyroin ctatmyeckoin nHcpopmaumm B 6asy gaHHbix
JTNMC, kak npaBuno, ABNAETCA caMbiM TPyAOEeMKUM Wwarom npu BHegpeHnn IMMC. bonbwas nabopatopus c
COTHAMMW MeTO0B UCMbITAHWUIA, BBIUNCNEHWUIA 1 cneunduKkaLnii MoxeT NOTpaTUTb OT LWWeCTU 40 24 MecsiLeB u 6onee
Ha BBOA 1 BepudrKaLmMio OPUrMHaNbHbIX faHHbIX. BpeMs BbINONHEHNS 3TUX onepaumnii ana nabopaTopuin MeHb-
Lero pasMepa ¥ MeHbLWUM YUC/IOM MEeTOA0B MCMbITaHWIA, BbIYMCAEHU N cneundukaymii MoxeT 6bITb COKpaLlye-
HO A0 OAHOr0 — LWecTn MecsiLeB. CNOCOBHOCTb K NepeMelleHnto faHHbIX C UCMOb30BaAHMEM aBTOMaTn3aunm
(ecnm aTo BO3MOXHO) MOXET 3HAa4YNTENIbHO CHU3UTb BpEMEHHbIE (KaneHaapHblie) 3aTpaThl, OWNOKK B TpPAHCKPUN-
uun n sepudpukauymnn (cMm. nogpasgen 8.8.1 o nepemMeleHnn AaHHbIX). 3Ta 06/1aCTb N1AHUPOBaAHUSA ABNAETCA B
HavMeHbLUel cCTeneHn ICHOM ANA MOHUMAaHWNA U NIaHMpoBaHnA Npu BHegpeHun JIMMC. Ownbkn npu onpegene-
HUN CTOMMOCTHBIX M BPEMEHHbIX 3aTpaT, CBA3@HHbIX C3TOW OTAeNbHOW dha3oi BHegpeHusa IMMC. moryT nocra-
BUTb BECb NPOEKT NofA yrpo3y. Obwas CToOMMOCTb 3aTpayeHHbIX KOHKPETHbIM cneumanncTom 4acos, TpebyeMblx
ANs BBOAA TECTOB, BbIYMCAEHNI N MHOPMaLUK O cneunduKkaLmnsix, MoxeT NPeBbICUTb 06LL Y0 CTOMMOCTb anna-
paTHbIX CPeAcTB M NPorpaMMHoro obecnedeHus. na OCTUXEHNS MakcumanbHol adhhekTnBHOCTM paboThl B
37Ol 06/1aCTV peKOMEHAYIOTCS feTanbHOe NnaHnpoBaHve 1 co3gaHue npoToTuna. Hay4yHo-nccnegoBarenbckme
nabopartopuu nnabopaTtopuu, paboTaloLine No KOHTPaKTy, MOryT UMeTb MeHbLLe paboTkl, Yem 60/bas nabopa-
Topua no obecneyveHuto kavectsa (QA). Kaxgas nabopatopus fo/KHa pelatb 3Ty 3ajadvy B 3aBUCUMOCTH OT
KOHKPETHOro cnyyas.

8.6.3 YcTaHoBKa (pa3BepTbiBaHue) cuctemol JIMMC

8.6.3.1 YcTaHoBKa cuctembl JIMMC MOXeET NPONCXOAUTbL NO NPUHLUNY «60NbLIOIO B3pbiBa» Uan pa3oBoro
nogxoga. AN MEHbLNX CUCTEM MPUHLMN «6ONbLLIOTO B3pblBa» peann3yeTca XOpPoLLOo, Tak Kak MMetoLLeecs ymc-
no nonb3osatenei ynpasnsemo. 419 605ee KpynHbIX yCTAHOBOK NOAXOANT NO3TaMNHbI/i MOAXOA, Tak Kak orpaHu-
ynBawLW MM hakTopom ABNATCA obydvaemble pecypcbl. KApyrum npegmeTam pacCMOTPEHUSI OTHOCATCA DYHK-
LMOHUPOBAHNE CUCTEMbI, NEPBOHAYabHaa NpMemMkKa CUCTEMbl KOHEYHbIM NONb30BaTeNeM, 0BOAKA N TOHKAsA
HacTpoiika cuctembl. PaboTa cucteMbl BHOCUT 3HAYUTENbHbIN BK1aj B NepBOHaYasbHble peakLun KOHeYHOro
no/sib30Bartesisi Npu Npuemke cMcTembl. ECn KoHeuYHble NoNb30BaTeNIN HANAYT, YTO cucTeMa paboTaeT MeasiIeHHO,
TO OHY 6YAYT HEAOBO/bHbI M OTCPOYAT NPOLLECC NPUEMKM AAHHON TeXHOoNornu. NepeyncnerHble Bbllle hakTopbl
MOryT 3aTpyAHUTL paboTy CMCTEMHOro agMuHucTpatopa. MpuHumn ha3osoro noagxofa obneryaeT ycTaHOBKY.
MonoxuTtenbHas oueHka paboTel JIMMC. BbicTaBneHHasi NoNb30BaTeNSIMU NPK ee paccMoTpeHumn (obcneposa-
HUW). MOXET UMEeTb pellatoLee 3HaYeHne Nnpyu npuemke cuctemsl. NMpocmotp paboTel IMMC Ha cTagumn ee ycta-
HOBKM NOMOXET CUCTEMHbIM agMUHNCTPaTOpaM B Nog60ope NHchopMaLum 4715 TOHKOW HACTPOIKN.

8.6.3.2 YcTaHOBKa Takxe TpebyeT nnaHMpoBaHua 6yayLmx npobaem ¢ CUCTEMOIA, BKIKOYAA OTCNexXuBaHme
3TUX Npobnem, ycuneHne nogaepxku knneHTa npogaBLoM, 3anpockl 06 yCTaHOBMEHUN U BO3pacTaHum yncna
owmn6OK (KaK ANs NPOEKTUPYyemMoro, Tak 1 OCHOBHOTO NPoAyKTa), BOCCTAHOBMIEHNE CUCTEMbI, BOCCTAHOBNEHMNE
[AaHHbIX.

8.7 ®a3a 6 — akcnnyaTtauuns (PyHKLMOHMPOBaHME) N 06CNYXUBaHNE

Bonpocsl no akcnayatauun nobcnyxmsanuio JIMMC BkioyaloT B ce65 pe3epBupoBaHne faHHbIX, BOocCcTa-
HOBJ/IEHME flaHHbIX, YNpaB/eHne pasinyHbiMy 6a3amMu AaHHbIX U 3ajavamMu no onTuMmusauumn, o6cnyxmnsaHme
nonbL30BaTeNbCKOro cyeTa 1 obliee pykoBOACTBO, HaNpumep, ynpasieHue CepBUCHbIMU KOHTpPaKTamu, a Takxe
o6cnyxuBaHue n MofepHM3aL Mo NPorpaMmmMHOro obecneyeHusa'annapaTHbIX CpeaCcTB.

8.7.1 Wrat INMMC un opraHusauma pasmeleHums

[na nabopaTopuu co WTaTtom Npn6amn3nTenpHo 50 YenoBek MOXeT NoTpeboBaTbCsA HE MeHee O4HOr0 Yeno-
BeKa C NOMIHON 3aHATOCTbIO0, 3aHNUMAalOLLEerocsa UCKNIUYNTENbHO o6cnyxuBaHmem JIMMC. B 6onbluinx nabopaTto-
PUSAX 3TUM MOTYT 3aHNMaTbCs OT ABYX [0 NATA COTPYAHUKOB C MOJIHOM 3aHATOCTbIO, Nogaepxusarwmnx IMMC un
na6opartopHyto aBTomaTtusauuio. LWtat IMMC 06bI4HO NoAAepPXKMBaET aBTomMaTum3aumto naboparopuu, BkaoYas
NVIMC. nonyyeHune n HakonaeHne faHHbIX 1 Po60TOTEXHUKY. OpraHusauumn, B KOTOPbIX eCTb OTAENbI N0 06paboT-
Ke faHHbIX, [O/KHbI pelunTb, rae pasMecTuTb WTaTt no nogaepxke JIMMC — HenocpeAcTBEHHO B nabopatopuu
1Unun B oTAesne no o6paboTke gaHHbIX. PakTopbl, KOTOPbIe OYAYT NPUHUMATLCSA BO BHUMaHWE C TeM. 4Tobbl Kak
MOXHO nyyle nogaepxusatb JIMMC. f0MKHbI BKNOYaTb B ce65 AOCTYNHOCTb 1 ONepaTUBHOCTb WTaTa no nofj-
aepxke JIMMC B OTHOLWEHWM 3aNPOCOB COTPYAHMKOB nabopatopuun. B Hebonblinx nadopaTopuax MyHKLUM co-
TpyAHUKOB no nogaepxke JIMMC mMoryT 6bITh pacnpefeneHbl Mexay coTpyaHukamu nabopatopuu. Hasbiku pabo-
Tbl C KOMNBIOTEPOM U CUCTEMOW, Tpebyemble ana wTaTta JINMMC. BapbupyoT B 3@aBUCUMOCTY OT NPUMeHAeMOo
TexHosiornn. CucTtemsl, BHeApsAemble C UCNO/Ib30BAHNEM OCHOBHbIX CTPYKTYP WM MUHUKOMMNbLIOTEPOB, 06bIYHO

51



FOCT P 53798 — 2010

TpebyloT pecypcos WTaTa ¢ HaBblkaMy ANA NOALEPXAHNA 3TOW apXUTEKTYpbl. MaeanbHbIM KaHAMAATOM ANS
BKOUYeHNs B WwWTaT JIMMC ABnseTca nepcoHa Kak ¢ nabopaTopHbIM, Tak 1 C KOMMbIOTEPHbLIM ONbITOM. HaiiTu
noAXoAsLMNX KAaHANAATOB Kak C 1abopaTopHbIM, TakK M C KOMNbIOTEPHBLIM OMbITOM MOXET 6bITb 4OCTATOYHO C/IOX-
Ho. CnefyeT OTMETUTb, UTO 6ONbLUNX yCNeXoB fo6usalTca Te nabopaTopumn, B KOTOPbIX NPOBOAUTCA Nepuo-
Andveckoe obyyeHne nabopaTtopHOro nepcoHana na nNnpuobpeTeHns HOBbIX HABLIKOB Pab0oThbl HA KOMMblOTEPE.

8.7.2 BeszonacHocCTb

MonuTtuka n npoueaypbl 4OMKHbI 6bITb YCTAHOBMEHBI Tak. YTOObI OKYMEHTMPOBATL A4OCTYN NoNb3oBaTenei
K AaHHbIM, NpuUBMUNErnn 4ns o6HoOBNEHUA, BBOJA U yAaneHus AaHHbliX. Mpusunerun B pamkax JIMMC fonxHbl
6bITb 0603HAYEHbI B TEPMUHAX AEN0BbIX NOTPeGHOCTEl, rapaHTUPys LeNOCTHOCTb AaHHbIX, PACCMOTPEHNE BONPO-
coB obecneyeHnsa n KoHTponsa kavectsa (QA/QC). 4eN0BY0 3TUKY U YBEPEHHOCTb 3aKa3unka (KNneHTa) oTHOCK-
Te/IbHO CEKPETHOCTU 1 6e30NacHOCTU flaHHbIX. [Jlo/MKHa 6bITb yCTaHOB/IEHA Npoueaypa fOKYMEHTUPOBAHNUS U3Me-
HeHus npusunernii 4na nonb3osateneii. Mpoueaypa Ao/HKHA MPUHMMATL BO BHUMaHVe NooLpeHne nonb3osaTe-
neii. 3aBeplieHne AeaTeNbHOCTN (YBOIbHEHUSA) N NOHUXEHMNE B fO/HKHOCTU NoNb3oBaTenei.

8.7.3 Pe3epBupoBaHue, konmposaHue

[lonxHa 6bITb yCTAHOBIEHA NONNTHKA CO3A4aHUSA pe3epBHbIX KoNuii. MoanTuka gomkHa onpeaensaTb TUN
pe3epBHOI Konuu (Konuii) n4acToTy co3AaHna pe3epBHO konuu (konuii). Mpobnema HefoONYyCTUMOCTM NOTeEpPU
[JaHHbIX A0/MKHA paccMaTpuBaThbCA Ype3BblYaiHO BHUMATE bHO.

8.7.4 ABapuiiHoe BOCCTaHOB/IeHUe

[onkHa 6bITb yCTaHOBMEHA NpoLeaypa aBapuitHOro BOCCTaHOBNEHUSA. TPEHUPOBOYHbIE 3aHATMSA NO aBa-
PUAHOMY BOCCTAHOBNEHUIO fO/MKHbBI NPOBOANTLCA C ONpeAeeHHON YacTOTON.

8.7.5 ApxuB gaHHbIX

ApXxuB gaHHbIX INMC gonxeH nepnoanyecky 4ONONHATLCA U MCNOMb30BaThLCSA, YTOObI ynpaBnsaTe obnac-
Tbl0 NaMATN CUCTEMbI U PYHKLNOHUPOBAHNEM.

8.7.6 CuctemMHoe agMUHUCTPUpPOBaHUE

®yHKuMoHnpoBaHue JIMMC B HOpManbHOM pexume BkAovaeT B ce6a pyTUHHbIE NpoLueaypbl No perucrpa-
Luun obpasua, BBOAY pe3ynbTata, NpoBepke (Bepudukanmnmn) pesynbrara n oTYHEeTHOCTU. MNpoBepka LenoCcTHOCTH
[JaHHbIX ABNAETCA NOCTOAHHON 3agaveii. CneynanbHoe nporpammHoe obecneyeHrie cMCTeMbI, ayamMTopckas npo-
C/ieXnBaemMocTb. 0T4eTbl JIMMC nCcnonb3yTcs, YTO6bl KOHTPOMPOBATL BEPHOCTb AaHHbIX IMMC nnHdopma-
umun. HoBble npubopsl coeaunHsaoT c IMMC ans nepegayn nHgopmaymm. CBA3M C BHEWHUMY cUCTEMAMMU NOA-
AepxusatlTca n obecnyxusaroTca. 3agayn no npodunakTMyeckoMy 06CnyxXMBaHNIO BbIMOMHAKTCA C UCMNO/b-
30BaHNeM 3apaHee COCTaB/IEHHOrO Cnucka. HencnpaBHble eAnHNLbI annapaTtHOro 060pyA0BaHNSA A0/KHbI pe-
MOHTUpOBaTbCA. MNogaepxka NnporpaMMHoOro obecneveHnsa nposoaunTcs npogasLom JIMMC. UCNONb3YIOLLUM O~
NocoBY10 (TenedoHHY0) CBA3b, PaKC, 3/IEKTPOHHYIO NOYTY U MOLEMHYIO NMOAAEPKKY.

8.7.7 Perynupytouwme Tpeb6oBaHns (HopMaTuBHbIe AOKYMEHTbI)

JKonornyeckne nabopatopuu AO/MKHbI NpUAepXunBaTbca TpeboBaHNit HOPMAaTUBHbLIX JOKYMEHTOB U NMPUH-
uunos GALP. GLP n GMP.

8.7.8 O6CcNyxuBaHne N noagepxka

Ona kommepyeckux IMMC 06bI4HO CYLLECTBYIOT COrnaleHnsa o nogaepxKe n 06CyXnBaHUM, KoTopble
0XBaTblBAOT TEXHWYECKYID MNOAAEPXKY C pas/IMyHbIMU YPOBHAMYU 06CNyxmnBaHusa. CornaweHns 06 o6cnyxu-
BaHWM MOTyT BK/OYaTb B ceb6 chopMyIMpoBaHHblie UK npegnonaraemble yC/10BUSA MO EPHU3ALUN NporpaM-
MHOro obecnevyeHns n 06y4eHuns, a Takxe YeTkne onpeaeneHns kak 4ns nonb3oBaTtens, Tak n Ana npojasua o
npegnonaraemMbix Bugax nogaepxkn Ha NpoTsSXeHUn feiicTBuA cornaweHms. B cornawennn 06 o6cnyxmnsannm
[O0/HKHO 6bITb 06CTOATE/IbHO 06 BACHEHO, Kak 6yAyT paspelaTbcs pa3Hornacus OTHOCUTEIbHO 06CNYXUBaHNUSA, U
3TU NYHKTbI fO/DKHBI ABMSATLCA YACTblO KOHTPakKTa ¢ npogasuom JIMMC.

8.7.9 KOHTPO/Ib M3MEHEHUN

YnpaBneHue KOHTponeM/koHdurypauneii nsMeHeHuit nrpaeT BaxKHyto ponb B paboTte JIMMC. 3meHeHus B
annapaTtHbIX cpefcTBax, NnporpammMHOM obecneyeHunn, NabopaTopHOM LWTaTe 1 nabopaTopHOli cpede A0/MKHbI
TWwaTtenbHO NPOBEPATLCA M KOHTpoAuposaTbes. MNpogasel 06bIYHO Nepuognmyeckn o6HOBASET NporpamMmHoe
obecneyeHne JIMIMC. WTtaT nogaepxkn JIMMC Toxe MoxeT HacTpansaTb nporpammHoe obecneyexne JIMIMC.
O6HOBNeHMA/HacTpolikn nporpaMmHoro obecnevenns JIMMC HyxaalTcsa B TeCTUpoBaHun/sanupauum nepeg,
BBOJOM B 3KCnayaTayuunio HOBOro nporpammMmHoro obecneyverms. MoctosaHHoe o6yyeHune nonb3osatenein IMMC n
06y4eHne HOBbIX NONIb30BaTeNell He06xo0AMMO, YTO6bI NOIb30BaTENN NOAAEPXKMBANN TeKyLLyto Bepcuto JINMC c
HOBbIMU XapakTepucTukamu (napameTtpamu). Mpoueaypbl KOHTPONA M3MeHeHNH JIMMC [0/KHbI OCYLLECTBNATLCS
Ha HayanbHOW cTaaun BHeapeHns. C NOMOLLbIO NpoLesyp KOHTPONA U3MEHEHU AoMKeH OblTb onpeaeneH Kpyr
NN, YNO/THOMOYEHHbIX (aBTOPM30BaHHbIX) 4/15 YTBEPXAEHUS U3MeHeHwuli (annapaTHbIX CPeACTB U MPOrpaMMHOro
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o6ecneyeHuns). omkHbl 6bITb paspaboTaHbl cTaHAapTHble DOPMbI 4N1A NPOCNEXUBAHUA U YNpaBNeHNA U3MeHe-
HUSIMW. ANlbTEPHaTUBOW MOXET SIBAATLCA MOKyNKa KOMMEpPYeCcKoro nporpaMmMHOro o6ecneyeHmns ¢ BO3MOXHOC-
ThO KOHTPOS U3MEHEHUH. HacTpoikn K Kofam A0MKHbI 6bITb JOKYMEHTUPOBAHbI U YTBEPXAEHbI C UCNOb30Ba-
HMeM chbopManbHOW Npoueaypbl. HacTpoikn AO/MKHbI BKNOYaTb B cebs 06bem paboT, AeTanmsnpyowmin geno-
Bble NOTPE6GHOCTH NPV HACTPOIike, fe/I0Bble NOTPEOHOCTM yCTaHaBNMBalOT KOJeKC e/10BOr0 periaMeHTa, KoTo-
pbIi LOMKEH COOTBETCTBOBATH AeTa/lbHbIM (PyHKUMOHANbHbIM TpeboBaHUAM. NHopmauns, npocnexusaemas B
npouecce W3MeHeHWI, O/MKHA BKNOYaTb B ceba TpeboBaHUA, KOTOpble BCTpeyalTCca nepej yTBepxaeHmem
M3MeHeHuil, nepecmoTp uucen (yudp) BCex KOAOB, MOABEPraloLMXCA U3MEHEHNIO, OTBETCTBEHHOCTb 3a
[OKYMEHTUPOBaHUE UCNbITAHWIA, yTBEPXAEHNE N3MEHEHHbIX BEPCUI M NepemeLLeHne U3MEHEHHbIX BEPCUii B Npo-
M3BOACTBEHHYIO Cpesy.

8.8 ®as3a7— BbiBOA (M3bATME) JIMMC u3 obpaweHuns (3ameHa, apxmesmpoBaHue)

8.8.1 ApxnBupoBaHue faHHbIX NN NnepeMeleHne

8.8.1.1 BbiBOg 13 ynoTpebneHus, 3ameHa (unm oba cnydas) JIMMC

MNnaHnposaHune 3ameHbl JIMMC f0/TKHO NPOUCXOANTL B CAMOM Havasie Xu3HeHHoro uukna JIMMC. TexHo-
norua (nporpamMmHoe obecneyeHne nannapaTHble cpeAcTBa) MeHAeTCa 04eHb BbICTPO. TEXHOMOTNYECKUNIA LIUKN
4acTo Kopo4e, YeM TUNNYHbIN LMK BHegpeHnsa JIMIMC. MpoctoTa nameHeHus ogHoi cuctembl JIMMC Ha gpyryto
OYeHb BaXKHa B CBA3WN C KOPOTKUM TEXHONOTMYECKUM LUKIOM. MOABASIOTCA BONPOCHI O TOM. KaK BOCCTaHaB/u-
BaTb. 3aNOMuHaTb U coobwatb 0 gaHHbIX JIMMC. cobpaHHbIX U3 cuctemsl JIMMC cTaporo BapnaHTa. K atum
BOMpocaMm OTHOCATCA: Npeobpa3syeTe Nn Bbl cTapble (PeKOMeHAOBaHHbIE) AaHHble, NnogaepxueaeTe nu Bel cTa-
pble annapaTHble CpeAcTBa, YTOObl BOCCTAHOBUTH flaHHble Ha OrPaHNYeHHOI 6a3e (BbICOKMI PUCK HA MPOTSHKEHWN
cpefiHero n ANnTeNbHOro nepuoga BpemMmeHun), unun cbpacoiBaeTe BCe AaHHble B CUCTEMY TpeTbeli CTOPOHbI 415
apxusa?
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MpunoxexHne X1
(pekomeHayemoe)

KOHTPONbHbIV CMNCOK Tpe60BaHNN K PYHKLNOHATbHBIM
BO3MOXHoCTAM JINMC

X1.1 [laHHbIA KOHTPO/NbHbIA CNNCOK TPE6OBaHUI K PYHKLMOHANBbHBIM BO3MOXHOCTAM JIMMC npepHasHavyeH Ans
nonb3oBatesieii HacToAwero «CTaHAapTHOrO pykosoacTea no JIMMC». koTopble paccMaTpuBalT BONPOCHI 3aKynku, Mo-
AepHusauun mnn passeprtbiBaHna JIMMC. MocKoNbKy Lenn BecbMa OOGLWUPHbI, O4EHb BaXHO, YTOObLI NONb30BATENUN UC-
nosb30Basun faHHoe PYKOBO/ACTBO B TOT NePUOJ, Korja oHM co6uparT v JOKYMEHTUPYIOT CO6CTBEHHbIE (DYHKLMOHA bHbIE,
TexHuyeckne TpeboBaHusa, a Takxe Tpeb6oBaHMA K 6e30MacHOCTM U GU3Hec-npoueccam, OTHOCALWMMCA K NOTPe6GHOCTAM
X KOHKPETHOro npoekTa.

X1.2 Xopowo npoAyMaHHbIA 1 BbINOMHEHHbLIN npouecc c6opa TpeboBaHW, oxBaTbiBalOW M 06GLWUPHYO rpynny
3aMHTEepecoBaHHbIX CTOPOH, BK/OYasA Tex. KTo 6yeT co3faBaTtb nHTepdeiickl ¢ cuctemoit IMMC. sBNSeTCA KPUTUYECKNM
3/1eMeHTOM ycnewHoro npoekta JINMC. 3ayacTylo rpynna 3amHTepecoBaHHbIX CTOPOH HaxXo4UTCA BHe wTaTta na6éoparo-
puu 1 BKkNOYaeT B ce6a npejcTaBuTeneil, 3aHnMalWMxca Takumm npo6aemMamu, kak kaiecTBo, HOpMaTUBHOE peryaupo-
BaHWe. NPou3BOACTBO, NPOEKTMpPOBaHWe 1 ynpasneHune. Ecnm npouecc c6opa Tpe6oBaHuUii, KOTOPbI B TUNUYHOM Cny4yas
COCTOUT W3 PAcCMOTPEHNA CYLWeCcTBYOLWMUX AOKYMEHTOB, ONpOCca 3auHTEPeCcOoBaHHbIX CTOPOH U COBMECTHbIX 3acefaHuii
no obcyxpaeHunio npoekta npunoxeHuii (JAD. Joint application development — coBmecTHas pa3paboTka NPUNOXeHWA),
He reHepnpyeT He06X04MMOTO YyPOBHA AeTanusaunmn Kaxaoro tuna tpe6oBaHunii, ManoBepPOATHO, YTO NepBOHaYasbHbIi
BapunaHT JIMMC 6yfeT ycnewHbIM.

X1.3 KOHTPO/IbHbIA CNNCOK (PYHKUMOHANBbHbLIX Tpe6oBaHuii JIMMC npegcTaBneH B BuAe KpynHodopmaTtHoi Tabnum-
ubl. Tabnuua umeeT NATb KOJIOHOK, KaxAas W3 KOTOPbIX ONMCaHa HUXe.

X1.4 MepBas KOMOHKA BKAWOYAET B ce65 CCbIIOYHY HyMepauu. ITa KOJIOHKA BKIYaeT B ce6s NepekpecTHOo-
cnpaBOYHble KOAbl, NPUBEAEHHbIe Ha pUCyHKe 2. MepekpecTHO-CNpaBoYHas Hymepauus UCnonb3yeTca BO BCEM [OKY-
MeHTe U [o/)XKHa UCMNONb30BaTbLCA AN1A MOJyYeHNA feTaNbHOW MHpopMaynm 0 3HaYeHUN Kaxaoro Tpe6oBaHus, onncaH-
HOro B HacTosleM cTaHjapTe.

X1.5 BTopas konoHka «®yHkuus JIMMC» npeagHasHadyeHa A5 nepevyncieHns nepBuyHbix pyHkunin TNMC. Bkato-
yas paboune/npoueccHble NOTOKM, NOTOKM JaHHbIX, BKAWYalWwme B ceba Bepudukayuio (NpoBepky), sanmgaunio n Bbl-
nycK. a TaKkxe paccMoTpeHue (PyHKUMI ynpaBneHWs XU3HEHHbIM LWKAOoM npoaykta JIMMC. Takux kak apxuBupoBaHue
M n3bATUE U3 aKkcnayataumn. C 4pyroit CTOPOHbLI, 3TN 3/1IEMEHTbI JO/KHbI 6blTh lasiee pa3NoXeHbl Ha COCTaBHble HacTu 1
NnoABEepPrHyThl HAcTPOiike B COOTBETCTBUM CO crneynduyecknmyn TpeboBaHMAMMN K NpoekTy. K kputepnam, kotopbie 6yayT
paccMoOTpeHbl, TakXe OTHOCATCS BbINOJ/IHEHME NPOJABLOM CBOMX 0653aTeNbCTB U OL,eHKa CTOMMOCTH.

X1.6 TpeTbs KONOHKA «KPUTUYHOCTb» yKa3blBaeT Ha CTeNeHb KPUTUYHOCTW KaX/AOro afieMeHTa, NpUBEAEHHOro B
cnucke MYHKUMA. «KPpUTUHHOCTL» B 3TOM C/y4yaB OTHOCUTCA K NOTPE6GHOCTAM GM3HEC-NPOL,EeCCOB A4/18 0COBEHHbIX (hYHK-
U1l B nepeyHe BO3MOXHOCTell. Hanpumep, KPUTUYHOCTb MOXET 6bITb BbipaXKeHa cnejywwum o6pasom:

X1.6.1 BbICOKWIA, cpefHUiA, HU3KUI YPOBEHD.

X1.6.2 CnyuaiiHaa nnu paTtanbHasa owwnbka B nporpaMMHOM ob6ecnevyeHnn; He06X04MMOCTb NN NpenouTeHne
(npn BblGOpe hYHKLUOHANBHOCTN).

X1.6.3 KputuyHas, BaxHas, xenatenbHasa QyHKUuNS.

X1.7 BaxHo, 4T0o6bl BO BpemMa c6opa, (hOPMUPOBAHUS U CerMeHTUpOBaHUSA Tpe6oBaHWUii OHM knaccuduumposa-
NUCb ANA OTPaXEHUA KPUTUYHOCTN, Tak kak 60n1blWKNHCTBO cuctem JIMMC He o6ecneunBaeT BCeX KenaTenbHbiX M yHKLN-
OHaNibHOCTell B «kKOPO6OYHOM» NPOAYKTe, Aaxe nocfie 06WUPHOTo KOH(PUTYPUPOBAHUSA UAN HACTPOIiKM. YueT Kputuuec-
Koro daktopa ANns KaxAoih dyHKLMM NOMOXeT B OLeHKe npoaykTa. Hanpumep, ecnn noTeHunanbHoe pelleHne Ans
npoaykTa He rnoxeT o6ecneynTb KaueCTBEHHOE MPUMEHEHWEe CMOXHO nnn Tpebyemoil nonb3oBaTento yHKLUNUW, OHO
(peweHwne), kak npaBnno, 6yaetT ycTpaHeHo na 6yayuiero paccmotTpeHus. Ecnm yHKLUMM OTHOCATCA K paspsagy HeCcnox-
HbIX UMW XenaTeslbHbIX, TO N0Mb30BaTe/lb MOXET NPUHATHL pelweHne A1 BbJlopa aTOro NpojykTa, HO [OJ/DKEH NPU3HaTh
orpaHuyeHne, nheHTUULUMPOBAHHOE B NpoLecce aHann3a HejoCTaTKOB.

X1.8 YeTsepTas ko/floHKa «B0O3MOXHOCTU» nNpejHa3HayaeTca 4/ TOro, YTo6bl paccMOTpeTb NPOEeKTHbie NoTpe6-
HOCTW B onpefeneHun pyHKkuMoHanbHbix o6nacTteit npoekta JIMMC. BBog 06bIYHO OrpaHMynBaeTcsa NpocTbiMu 6ynesc-
KUMU 3HaYeHuamu, T. e. pal/Hert. T/F (true/false — npasunbHcown604HOo). 0/1 1 1. 4.

X1.9 Nartaa konoHka «OnpegeneHne BpeMeHn» NMeeT OTHOWEHNEe K TO dhase BHeapeHua IMMC. rae TpebyeTcsa
AaHHan PyHKUMOHanbHaa BO3MOXHOCTL. BHeapeHue cnoxHbelx cuctem JIMMC pacnpepgensetca no 3Tanam, COriacHo
KOTOpPbIM onpejeneHHble 6a3oBbie yHKkyMn JIMMC BHeAPATCA Ha paHHUX 3Tanax, a AoNoNHUTENbHble QPYHKLUMN [0-
6aBnATCA Ha nocneaylwux atanax. BHeapsawwaa opraHusayns MoxeT 3apaHee onpeAennTb nNpubausnTenbHoe
pacnpegeneHve noatanam u ykasaTb B CMNUCKe, KakoMyaTany BHeApeHUs cooTBEeTCTBYeT kaxaasa u3 dyHkuunii TIMMC.

X1.10 HacTosiwmniti ctTaHAaapT pekomeHAyeT nonb3osaTtensm JIMMC ncnonb3oBaTb AaHHbIA CNUCOK 0COGEHHOCTER/
hyHKUNI B KaYecTBe UCTOYHMKA, KOrfa OHW HavyuMHawT c6op, CerMeHTMpoBaHne, pacnpejeneHne no NPUOPUTETHOCTK, a
Takke [AOKyMeHTUpoBaHne TpeboBaHMi K (PYHKUMOHANbHLIM U TEXHUYECKUM BO3MOXHOCTSIM, 6€30NacHOCTU U AeN0BOW
aKTUBHOCTU MXx Gyayuiein cneynduryeckoih nepsoHavyanbHoin JIMMC.
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Tab6nuuya X1.1 — KOHTPONbHbLIN cNMcok TpeboBaHUii K hyHKLMOHaNbHBIM BO3MOXHOCTAM JIMMC

Homep ccbinku

LC-1.1
LC-1.1.1

LC-1.11.1

LC-1.1.1.2

LC-1.1.1.3

LC-1.1.1.4

LC-1.1.1.5

LC-1.1.1.6

LC-1.1.1.7

LC-1.1.1.8

LC-1.1.2

LC-1.12.1
LC-1.1.2.2
LC-1.1.2.3
LC-1.1.2.4
LC-1.1.2.5

LC-1.1.2.6
LC-1.1.2.7

LC-1.1.2.8

LC-1.1.2.9

LC-1.1.2.10

LC-1.1.3

LC-1.13.1

LC-1.1.3.2

LC-1.1.3.3

DyHkuna TMMC

Peructpauusa

Pernctpauns 06pasLoB BaBTOMATUYECKOM
pexume

KaneHpapHoe nnaHupoBaHue perucrpa-
umn o6pasuyos

MnaHnpoBaHue peructpauyun o6pasyos—
3anyckatouee cobbiTue

PerucTtpauus o6pa3uoB 4N N3y4eHus cra-
6unbHOCTHU

MpegBapuTensHas perucrtpayns obpas-
uos

Pernctpayna pa6ouyero notoka 3anyuieH-
HbiXx 06pa3uyoB

Pernctpayna o6pasyoB 13 BHELWHUX CUC-
Tem nnu ¢aiinos

MpuceBoeHne MapkupoBKM Kaxaomy ob6pas-
Ly B aBTOMaTM4yeCcKoM pexume, Npou3BO-
aumoe JIMMC

OTueThl 0 perucrTpayum o6pasLos

Pernctpaumsa o6pasyoB B py4YHOM pexu-
me

Pernctpayna otgensHoro o6pasua
Mcnonb3yemble WabnoHbl
CneuynanbHble cnydyan
Perncrpayna Heckosbkux 06pasLoB
Mcnonb3yemble WabnoHbl
CneuunanbHble cnyyaun

OTyeThbl 0 perucTpayuun o6pasyos

Moaundunkauma ncnblTaHWs, Ha3HAYEeHHO-
ro Ha o6pasubl B TeyeHue perucrTpauum
ob6pasuos

Mpoussogumas JIMMC yHukanbHasa Hyme-
pauusa. Ha3HavyeHHas Ha kaxAablii o6pasey,
B aBTOMaTUYECKOM pexume

CneuynanbHas peructpauyuns obpasya u
HasHauyeHWe Ha ucnbiTaHue

WcnbiTaHue rpynn o6pasuos

Pervctpaynsa rpynnbl uaAn naptum obpas-
LoB

Pernctpayns 06pa3sy0B U3 BHELWHUX CUC-
TeM unu cainos

OnpepeneHHble nonb3oBaTeneM MeTofbl
peructpayun o6pasuos

KpuTtuyHocTb

FOCT P 53798 — 2010

Onpepenexune
BPEeMEeHHbIX
rpaHuy
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MpogomkeHnne Tabnmuybl X1.1

Homep ccbinku

LC-1.1.3.4

LC-1.1.3.5

LC-1.1.4

LC-1.14.1

LC-1.1.4.2

LC-1.1.4.3

LC-1.1.4.4

LC-1.1.5

LC-1.15.1

LC-1.1.5.2

LC-1.1.5.3

LC-1.1.54

LC-1.1.5.5

LC-1.1.5.6

LC-1.1.5.7

LC-1.1.5.8

LC-1.2
LC-1.2.1
LC-1.2.2

LC-1.2.2.1

LC-1.2.2.2

LC-1.2.2.3

LC-1.2.2.4

56

dyHkuma INMC

OnpefeneHHble Nosib3oBaTenem o6pasybl
ANS perncrTpauun, oTo6paxeHHble Ha K-
paHe

MpocToTta perucrtpayun o6pasyos

MpumeHeHne cneuyudukayuii agns ucnbl-
TaHui

LWla6noHbl ANA yCTAHOBNEHUS Npejenos B
UCMbITAHNAX, KOTOPble JO/MKHbI 6bITh Mpe-
fonpepenensl

[o6GaBneHne unu yaaneHne ucnblTaHnii
unu npoduneit Ana 3aperncTpupoBaHHbIX
o6pasuos

Pernctpayna o6pasyoB M3 BHELWHUX CUC-
Tem nnn ¢aiinos

Peructpauus noctynneHus o6pasua Ans
npesBapuTenbHOI perucTpayumn obpasua

OTUKETKM/WITPUX-KOAbI

Pacneyatka 3TWMKeTOK ANSi KOHTeliHepoB
(c unn 6e3 WTPUX-KOA0B)

PacneuyaTtka oTueta Tpe6oBaHMi K KOHTEN-
Hepam n3 pacnucaHus (rpaduka)

PacneuyaTtka 3TUKeTOK U3 XypHana peruct-
pauyun obpasyoB (Co WTPUX-Xxonzamu)

PacneuyaTtka aTUKeTOK U3 pacnucaHua (rpa-

huka)

PacneuaTtka jaHHbIX 0 NOCTYN1eHUN 06pas-
ua

PacneuaTka mapwpyTHoro nucta o6pasuos
13 pacnucaHus (rpadguka)

OnpepeneHHble nonb3oBateneM cdopma-
Tbl 3TUKETOK

MpocToTa PyHKLUN MPUCBOEHUS MapKM-
pOBKM

YnpaBneHue o6pasyamu
MonyueHnne o6pasuos

Pacnpepenexnve o6pasuos/uenoyka xpa-
HeHua nHdpopmauun o6 obpasue

Llenoyka xpaHeHus nHgopmauyumn o6 06-
pasue

MapuwpyTtusauums (HanpaBneHue) obpas-
uoB

XpaHeHue n yganeHume o6pasLos

YnpaBneHue UHBeHTapusaumeit XpaHnMbl-
MU o6pasuamu

KputuuHoctb

OueHka
(pa/mer)

Onpegenexve
BPEeMEeHHbIX
rpaHu,



Mpcoomkenns Tabnmubl X1.1

Homep ccbinku

LC-1.2.2.5

LC-1.2.2.6

LC-1.2.3

LC-1.2.3.1

LC-1.2.3.2

LC-1.2.3.3
LC-1.3
LC-1.3.1
LC-1.3.1.1

LC-1.3.1.2

LC-1.3.1.3

LC-1.3.1.4

LC-1.3.1.5

LC-1.3.1.6

LC-1.3.1.7
LC-1.3.1.8
LC-1.3.2

LC-1.3.2.1
LC-1.3.2.2

LC-1.3.2.3

LC-1.3.2.4
LC-1.3.3
LC-1.3.3.1

LC-1.3.3.2

LC-1.3.3.3

LC-1.3.3.4

dyHkuma INMC

PasmeweHne o6pasyos/ynpasneHme pas-
mMeueHnem

[ocTyn kK uHdopmaumm o pacnpegeneHunmn
ob6pasyos, xpaHeHun n 6e3onacHocTn B
pexume «oH-nalH»

OTUeTHOCTb

Pabouue nucTbl ANA cekuyuini 1M aHanuTu-
KOB: pacnevyaTka 3aka3oB ANnA pabouyeit
rpynnbl U aHaNUTUKOB

Pa6ouve nucTbl AN rpynn cneuuanusnpo-
BaHHbIX 06pa3L0B: pacneyaTka 3akasoB

Nuctel  pacnpegenenus o6pasyos
OCHOBHble paGoune NoTokn naGopatopun
HasHaueHne aHanuTuka

Bbl60p METOA40B UCMbITAHUSA UKW 06pas-
uos

OnpepeneHHble Nonb3oBaTenemM MeTOAbl
HasHayeHus Ha paboTy

Pa6ouve nucTbl ANA aHanuTnxa (pacneva-
TaHHbIE UMM B 3NIEKTPOHHOM BUAE)

JucTel pacnpegeneHns

Llenouka xpaHeHusa wuHpopmauum o6 06-
pasue

MapwpyTnsauus (HanpasneHue) o6pas-
yoB

XpaHeHue 1 BocCTaHOB/MEeHMEe 06pasLoB
MpoBepka cepTudukaLmm aHanuTmka
HasHauyeHne Ha npu6opsl

Bbi6op 3apay

FeHepupoBaHMe nocnefoBaTEeNbHOCTU
npuéopos nnu ynpasnswuiero daina

(MonbiTka 3arpyskv v nepegayu nocnepo-
BaTeNbHOCTMW B haiin)

MpoBepka KaNMGPOBKM M 06CNYXUBaHNSA
BBOA AaHHbIX B PYYHOM pexume

OTaenbHbli o6pasey cornacHo o6pas-
uy/vcnelTaHunio

MHOrouncneHHole 06pasubl COrnacHo pa-
Gouemy NUCTY 3akasoB U UCMbITAHMI

Pa6ounii nucT BBOAA faHHbIX ANS OTAENb-
HOTO W MHOTOYMC/IEHHbIX 06pa3LyoB

OnpepfeneHHblii nonb3oBaTenem MeTOA
BBOJA Pe3yNbTatos

KputuuHoctb

FOCT P 53798 — 2010

OnpepeneHve
BPEeMEeHHbIX
rpaHu,
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MpogomkeHnne Tabnmuybl X1.1

Homep ccbinku

LC-1.3.3.5

LC-1.3.3.6

LC-1.3.3.7

LC-1.3.3.8

LC-1.3.4

LC-1.3.4.1

LC-1.3.4.2

LC-1.3.4.3

LC-1.3.4.4
LC-1.3.45
LC-1.3.4.6

LC-1.3.4.7
LC-1.3.4.8

LC-1.3.4.9

LC-1.4
LC-1.4.1

LC-1.4.1.1

LC-1.4.1.2
LC-1.4.1.3
LC-1.4.1.4

LC-1.4.1.5

LC-1.4.1.6

LC-1.4.16.1

LC-1.4.1.6.2
LC-1.4.1.7

LC-1.4.1.8

58

dyHkuma INMC

KpynHohopmaTHble Ta6nvusl wau npege-
Nibl 4NS aBTOMATUYeCcKoro BBoAa

YnpaBneHue nHBeHTapusaymein XpaHumMbix
ob6pasuos

PacnonoxeHne 06pasyoB 1 ynpasneHue
X pacnofioxeHnem

LocTyn K uHchopmaLum o pacnpegenieHumn
o6pa3yoB, xpaHeHUt0 U 6e3onacHocTn B
pexume «oH-naiH*

ABTOMaTMYECKNl BBOJ AAHHbIX

CTaHfapTHbIW uUHTepdelic npubopos
RS-232

Cuctembl cbopa

YnpasneHne npu6opom (AByHanpas/fieH-
Hoe)

YnpasneHue aBtocam/siepom
Po60TN3npoBaHHblE CUCTEMDbI

MpocmMOTp aBTOMATUYECKN BBEJEeHHbIX pe-
3yNbTaTOB

Mepepava (nepeHoc) dainos

OnpepeneHHblit nonb3oBaTtenemM umnopt
MHCTPYMEHTOB

BBoj4 pe3ynbTaToB OT 06pa3yos, nepe-
C/IaHHbIX U3BHE W U3 YYXUX CUCTEM

MpocmoTp (paccmoTpeHune)
Bepudnkauma pgaHHbIX

MpocmoTp (paccmoTpeHue) n Bepuduka-
LnsA UCNbITaHN! PYKOBOACTBOM, KOHTpoO/e-
poMm. cneynanucTtom B 061actn obecneve-
Hua kayecTtBa (QA)

MepennaHupoBka ucnblTaHuii, o6pasLos
YTBepxaeHne o6pasLos

CTaTyc coeiMHEHUS C BHEWHNMYU cucTema-
MU

OnpefgeneHHbie nNosb3oBaTenemM MeTogbl
npocMoTpa W yTBEPXAEeHUs

PepaktupoBaHue/koppekLuus faHHbIX
MNHpopmayna o peaakTuposaHmm ob6pas-
ua

PesynbTaTthl pefakTUpoBaHWA WCNbITAHUSA
YTepsiHHble cneuundukaunm

Mpn6nusuTensHas nposepka cneynduka-
unm <,>

KputuuHoctb

OueHka
(palver)

Onpegenexve
BPEeMEeHHbIX
rpaHu,
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MpogomkeHne Tabamubl X1.1

Oyeka OnpepenexHue

(palver) BPEMEHHbIX
rpaHuy,

Homep ccbinku DyHkuna TMMC KputuyHocThb

LC-1.4.1.9 OnpepeneHHasa nosnb3oBaTeneM MNpoBep-
ka cneuyundukaymnii

LC-1.4.1.10 OnpepeneHne cneunanbHoin cneynduka-
uuuM nocne perucrpaymm obpasua

LC-1.4.1.11 Cneuyndukauum, 0OCHOBaHHbIe Ha pe3y/ib-
Tatax ucnbiTaHuii

LC-1.4.1.12 MpegynpexaeHne nonb3oBaTtesnio o0 cne-
undukaumm (cnsliwinmoe, otTobpaxeHHoe
Ha akpaHe coobujeHue, BblgeneHune LBe-
TOM. cneynanbHas oTMeTKa, curHan)

LC-1.4.1.13 OnpepgeneHHbli No 3aka3y nonb3oBaTens
anropuTM NS NPOBEpKM cneuudukauum

LC-1.4.1.14 PaccmoTpeHune n yTBepxaeHune pesynbra-
TOB

LC-1.4.1.14.1 PaccmoTpeHune v sBepudunkaumsa ucnoita-
HUi

LC-1.4.1.14.2 MepennaHvpoBka ucnbiTaHWii, 06pasyoB

LC-1.4.1.14.3 YTBepxaeHne ob6pasuos

LC-1.4.1.14.4 CTaTyC yCTaHOBJ/IEHUA CBA3WN C BHELWHUMN
cuctemamu

LC-1.4.1.145 OnpepaeneHHble Nonb3oBaTenemM MeTobl

paccMOTpeHUA U YyTBepXAeHus

LC-1.4.2 Banupgaunsa gaHHbIX

LC-1.4.2.1 Onuvna nons (uHopmauun)

LC-1.4.2.2 Tun faHHbIX

LC-1.4.2.3 dopmaTt gaHHbIX

LC-1.4.2.4 Bbluncnenus

LC-1.4.2.4.1 BbluncneHua gna OTAENbHOIO WAW He-

CKONbKUX UCMbITAHWIA

LC-1.4.2.42 BbluncneHua Ana OTAENbHOTO WA He-
ckonbkux o6pasuyos

LC-1.4.2.4.3 HarnagHaa (geckpunTuBHas) cTatucTuka

LC-1.4.2.44 YcoBepleHCTBOBaHHbIE MaTtemaTnyeckme
dyHKLMYK

LC-1.4.2.45 OnpepfenexHble nosb3oBartesiem PyHKLUN

LC-1.4.2.4.6 CoefuHEeHNA C NpexXHuMu pesynbrtatamu

LC-1.4.2.4.7 O YHKLUN TPUTTBPOB/CUCTBMHbIX COOLITUI

LC-1.42.4.8 Bu6nnoteka matemaTuyeckux MoAnNpo-
rpamMmm

LC-1.42.4.9 dakTOpbl NOArOTOBKM ob6pasua

LC-1.4.2.4.10 NuHelitHas kanu6poska

LC-1.4.3 Tpurrepbl paboyero notToka
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Mpogomkernne Tabamubl X1.1

Hobicp ccbinku

LC-1.4.4
LC-1.4.5

LC-1.4.6

LC-1.5
LC-1.5.1
LC-1.5.2
LC-1.5.3
LC-1.6
LC-1.6.1

LC-1.6.2

LC-1.6.3

LC-1.6.3.1
LC-1.6.3.2
LC-1.6.3.3
LC-1.6.3.4
LC-1.6.3.5

LC-1.6.3.6

LC-1.6.3.7

LC-1.6.3.8
LC-1.6.3.9
LC-1.6.3.10
LC-1.6.3.10.1

LC-1.6.3.10.2

LC-1.6.3.11
LC-1.6.3.12
LC-1.6.3.13
LC-1.6.3.13.1

LC-1.6.3.13.2
LC-1.6.3.13.3

LC-1.6.3.14

60

DyHkuna JIMMC KputuyHocThb

CooTBetctBue ERES

YpOBHU NpeaenioB AaHHbIX: OAWUH. ABa.
TpU +

Mpo6nembl ¢ NpegenamMmu 06HapyXeHWA
o6pasua npubopom

Bbinyck pe3ynbTaTos

Pe3ynbTaTtbl AN OTAENbHbLIX UCNbITAHW
Pe3ynbTaTthl 4Nns oTAenbHOro o6pasua
PesynbTathl Ans n3ptun/cepun
OTyeTHOCTb

CnocOGHOCTb K reHepaunm cneuymnanbHbix
0T4YETOB

MpeaBapuTENbHO OTOPMATUPOBAHHbBIN
cepTudukaTt aHannsa

OTueThl 0 6U3Hec-npoyeccax
OTaenbHbIli 06pasel

OTyeThl O cTaTyce obpasua
OTueTbl 0 rPYyNMNOBbLIX aHannsax
OTyeT 0 cepTudukaTax aHanmsa

OTyeThl 0 pesynbTaTax, BblpaXeHHble rpa-
huyecku

OTyeThl, onpejeneHHble nosb3oBatenem,
n cneynasnbHble OTYETHI

MNHCTpyMeHTanbHbIi MHTepdeiic ans oT-
4eTOB TpeTbeli CTOPOHbI

OTuyeThbl 0 paboueii Harpyske (3arpyske)
MpocpoyeHHble OT4YeThbl
OTyeThl 0 Harpyske npu6opa

McnbiTaHUs, BbiNO/IHEHHbIE ONepaTopoM
Ha npubopax

McnbiTaHna ANS OLEHKW MCNOMb30BaHNA
npuéopa v CooTBETCTBUSA PYHKLUUN «YNpaB-
NeHne NpoekTom»

YnpaBneHue kann6poBkoin npubopa
OTueTbl 0 3arpy3ke (Harpyske) nepcoHana
Byxrantepckue oTyeThl

OTyeT 0 pacnpegeneHun 3arpar: obuiue
pacxofibl, aCCUrHOBAHHbIE CYETOM

BbINO/IHEHWE pacyeToB MO HakNafHbIM
COBOKyMNHble M3AEPXKM NO cueTam

KaTanor Bo3MOXHOCTeM

OnpepenexHue
BPEMEHHbIX
rpaHuy
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Mpcoomkenns Tabnmubl X1.1

OnpepeneHve
Homep ccbinku dyHkuma INMC KputuuHoctb S BpeMeHHbIX
rpaquy,
LC-1.6.4 OTYeTbl B COOTBETCTBUU C HOPMATUBHbLIMM
AOKyMeHTamun

LC-1.6.4.1 OTyeTbl 06 ayaMTOPEKOX< NPOCNAEeXUBaHUN
LC-1.6.4.2 OTYeTbl 0 NPOUCLLECTBUAX
LC-1.6.4.3 [okymeHTaunsa 06 3NeKTPOHHbIX AaHHbIX
LC-1.6.4.4 OTYeThbl O Lenoykax XxpaHeHnss uHopma-

umMn 06 obpasuyax

LC-1.6.4.5 OTyeTbl 06 06ecneyeHnn kauectsa (QA)

LC-1.6.4.6 XypHan peructpauyun n o6cnyxusaHusa
TpaHcakymm

LC-1.6.4.7 Ynpasneuue nHBeHTapusaumnei

LC-1.6.4.8 OTYeTbl 0O KANMGPOBKE MHCTPYMEHTA

LC-1.6.4.9 OT4YeTbl 06 UCKNIUYEHNAX

LC-1.6.4.10 OTyeTbl 06 MHBEHTapu3auuy peareHToB U

cTaHfAapTHbIX 06pa3uos

LC-2.3 ApxuBuposaHue

LC-2.3.1 [aHHble,'MeTagaHHble

LC-2.3.2 Kog koHthurypuposaHus,'kof 3akasuuka
LC-2.3.3 BoccTaHOBNEHNE f@aHHbLIX U3 apxuBa
LC-2.3.4 PasmeuieHne

LC-2.3.5 Mcnone3oBaHuue: nogaepxka ncropuyec-

KX TEHAEHUMNIA N COOTBETCTBUSA HOPMAaTUB-
HbIM Tpe6OBaHI/IﬂM

LC-2.1 N3baTtue n3 obpaweHus

LC-2.1.1 MnannposaHune

LC-2.1.2 MogrotoBka AaHHbIX

LC-2.1.3 MoaroToBka NporpamMmMHoOro o6ecnevyeHns

LC-2.1.4 Mogrotoska annaparTHbiX CPeAcTB

SM HafeXHoCcTb cuctembl U TpeboBaHUA K
o6CcnyxXuBaHuio

SM-1 O6cnyxnBaHme U mMogepHusauus npo-

rpamMmMHOro obecneyeHus
YacTtoTa MoaepHusauunin (06HoBREeHWMIA)

YcTaHoBKa HOBOTO BbiMycka napasiienibHo
ncnblTblBaexXwomy

MepeHOC faHHbIX K HOBOX*Y BbIMYyCKY

[oKyMeHTaunsi 0 MOAEPHU3aUUAX Npo-
rpaMMHOro o6ecrneuveHus

MpocToTa npouecca MogepHu3aunm

SM-2 YnpasneHue npo6nemamu
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Mpogomkernne Tabamubl X1.1

Hobicp ccbinku

SM-2

SM-3

SM-4

SM-5

SM-6

SC
SC-1

SC-1.1
SC-1.1.1
SC-1.1.2

SC-1.1.3

SC-1.1.4

SC-1.1.5

62

dyHKuns JIMMC KputuuHoctb

Mpo6nembl KOHEYHOro nosb3oBaTens
PacwwupeHne nogaepxkn npogasua
O6yueHune

KoHeuYHblil nonb3oBaTenb

OnbITHBIW Nonb3oBaTenb
AgmMuHuctpaums

KOHTpPONb M3MeHeHU

N3meHeHne kopa

Cratunuyeckasa tabnuuya u cneuyndukayns

CucTeMbl UcnbITaHUS Ans paspaboTknm n
MCNbITAHNA N3MEHEeHW

ApXnBMpOBaHUe, pe3epBupoOBaHNe N BOC-
CTaHOB/IEHNE

MepuoANYHOCTb apXMBUPOBAHUS JaHHbIX
MepuogMUYHOCTL Pe3epBMPOBAHUS JaHHbIX

MepnoANYHOCTL BOCCTAHOB/IEHUSA OaHHbIX
N3 apxmBa UCNbITYyeMblIX CUCTEM

MepnogMUHOCTL BOCCTAHOBIEHNUSA AAHHbBIX
13 pe3epBHbIX KOMUI 41 UCTLITYEMO CH-
cTembl

AyauTtopckoe npocnexusaHue
PepakTnpoBaHue ypoBHA pesynbraTta
PepakTnposaHune ypoBHs ob6pasua

PepakTnpoBaHue CTpyKTypbl 6a3bl faHHbIX
nmMmc

CTpyKTypa ucnbiTaHui
Cneuyudukayum

Metogbl TINMC

®as3bl XU3HEeHHOro uukna JTNMC

MHuunnpoBaHne npoekrta*aHanuns Tpe6o-
BaHUii

CTpykTypa 6a3sbl fiaHHbIX
Mnockas chaiinosas cucrema
PensuvonHas 6asa faHHbIX

KnuneHT-cepBepHascacnpegeneHHas
6a3a faHHbIX

CornacoBaHue Tekyu,eii MHGOPMaLNOH-
HOW CTPYKTYpbl 1 B3aumocBs3ei

CornacosaHne Tekylwux nabopaTtopHbiX
mMaTepuanos, WcnblTaHuii U cneuund mka-
umnii

Onpegenexve
BPEMEHHbIX
rpaHu,



Mpcoomkenns Tabnmubl X1.1

Homep ccbinku

SC-1.1.6

SC-1.16.1

SC-1.1.6.2

SC-1.2

SC-1.2.1

SC-1.2.2

SC-1.2.3
SC-1.2.4

SC-1.3
SC-13.1
SC-1.3.2
SC-1.3.2.1

SC-1.3.2.2

SC-1.3.2.3

SC-1.3.2.4
SC-1.3.2.5
SC-1.3.2.6
SC-1.3.2.7
SC-1.3.2.8
SC-1.3.3

SC-1.3.4
SC-1.3.5
SC-1.3.6
SC-1.3.7
SC-1.3.8
SC-1.3.9

SC-1.3.10
SC-1.4

DyHkuna TMMC KputuyHocThb

CTpykTypa 6asbl gaHHbiXx JINMMC gna 06-
pasuoB U pe3ynbTaToB: 4OCTYN K COOTBET-
cTBylouieit na6opatopuu

CTpyKkTypa 06pasuoB, pe3ynbLTaTtoB, maTe-
puanoB. npodunei, ucnoiTaHnii, pesynb-
TaTtoB MU cneyudukaumnii

B3aumocBsA3b Mexay o6pasuaMy U UCMbl-
TaHnAMN

MNHCTPpYMeHTbl 6a3bl AaHHbIX

OnpeaeneHHbie nonb3osatenem Ta6nu-
Ubl. MONS, UHAEKCHI, pacwuperue nonen

OnpegeneHHblie Nos, aBTOPU3OBAHHbIE
no TUNy AaHHbIX, KaTteropuu, rpynne,
nonb3oBaTesnio

Moaynu umnopTal/akcnopta JIMMC

ABTOMaTUYeckas pecTpykTypusauusa cra-
pbIX 4aHHbIX B HOBOW CTPYKType

WNHCTPYMeHTbl KOH(UrypupoBaHus
OnpepeneHne matepuana
OnpepenexHve ucnbiTaHui

McnbiTaHusa, cBAA3aHHble CO cneLwququc—
KUnMU matepunanamun

CTaHgapTHble UCNbITaHUA

OnpeaeneHne CneumanbHOro UCMbITaHUS
B npouecce perucrpauuu obpasua

MpoxoxaeHne/own604YHOCTb UCNbITAHNMIA
CB060AHO KOMMEHTMPpYEMble UCMbITAHNA
MeHio BbiGOpa ucCnbITaAHUA

YucneHHble UCNbITaHWUs

YycneHHble WUCNbITAHUA C BbIYUC/TEHUAMMU

OnpepenexHne pesynbTatoB u Habnwge-
HWiA

OnpepeneHne anroputMma
Onpepenenne npocuna
OnpepenexHne XxpoHomeTpaxa
OnpegenexHune cneundukaymnm
KoHTponb nepecmoTpoB

MN3meHeHUs ayAUTOPCKOro Mpocnexusa-
HUA

OTYeTbl MO KOHPUTYPUPOBAHUIO

CBA3N C OCHOBHbLIMU LENEBLIMU UHCTPY-
MeHTamun
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Onpepenexune
BPEeMEeHHbIX
rpaHuy
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MpogomkeHne Tabamubl X1.1

Homep

SC-1.4.1
SC-1.4.2
SC-1.4.3
SC-1.4.4
SC-1.4.5
SC-2.0

SC-2.1

SC-2.2

SC-2.3

SC-2.4

SC-3

SC-4
SC-4.1

SC-4.1.1

SC-4.1.2

SC-4.1.3

SC-4.1.4

SC-4.1.5
SC-4.1.6
SC-4.1.7

SC-4.1.8

SC-4.1.9
SC-4.1.10
SC-4.2

SC-4.2.1

SC-4.2.2

SC-4.2.3

SC-4.2.4

64

dyHKUna NN PUAC

Pa6oTta B Word
KpynHomacwTtabHble Tabnuubl
BcnnbiBawwuii kKanbkynatop
CTaTucTuyecknii aHanus
Mpaduyeckas npeseHTauus
MpoekT

O6ecneyeHne hyHKUMOHANbHbIX Tpe6oBa-
HUI

O6GecneyeHune cneyndukaymii npoekTa

O6ecneyeHne cnyyaeB PHOAYNbHbIX UCMbI-
TaHui

O6ecneyeHne C/nyyaeB UHTErPUPOBAHHbIX
nenbliTaHui

Cb6opka (KOMNOHOBKa“KOHtUrypuposa-
Hue

3arpyska faHHbIX
BbluncneHus

BbluncneHunsa gna oTheibHOro MCNbiTaHUA
N HECKONbKUX UCMbITaHWA

Bbluncnernme gns oTAenbHOro o6pasua n
HecKonbkux 06pasLoB

HarnagHas (4eckpuntuBHas) ctaTucTuka

YcoBepweHCTBOBaHHbIE MaTemMaTuyeckne
dyHKLUMN

OnpepgeneHHble nosib3oBatenem yHKLUN
CBS3M C NMPEeXHUMN pesynbTatamu
®YHKLUN TPUTTEPOe/CUCTEMHBIX COBbITUN

BubnmoTeka puarepuaTMieckux No4ANpor-
pamm

®akTopbl MOATOTOBKM 06pasua
NinHeltHaa kanubpoBka
MOHWTOPUHT KOHTPONS KauyecTBa

WabnoHbl Ana obnactn obecnevyeHns ka-
yecTBa

ABTOMaTUYECKOE TeHepupoBaHUe KOHT-
PONbHBIX KApT

ABTOpMATMYECKNIA aHaNN3 OTKNOHEHWA

ABTOMaTnyeckoe BblyncneHue (%) TOYHO-
CTU. NPaBWUIbHOCTU, BOCNPOU3BOAUMOC-
M, pa3HOCTU NAP. A/1 KOHTPO/IbHbLIX NPO6
nany6nukatoB npo6

KputuuHoctb

B

Onpepenexne
BPEMEeHHbIX
rpaHuL,



Mpogomxenne Tabamubl X1.1

Homep

SC-4.3
SC-4.3.1
SC-4.3.2
SC-4.4
SC-4.4.1

SC-4.4.2
SC-4.4.3
SC-44.4
SC-4.4.5

SC-4.5
SC-45.1
SC-4.5.2
SC-4.6

SC-4.6.1

SC-4.6.2

SC-4.6.3

SC-4.7

SC-5

SC-5.1
SC-5.1.1

SC-5.1.2

SC-5.1.3
SC-5.1.4

SC-5.2

SC-5.2.1

SC-5.2.2

SC-5.2.3

CCbINKKn

dyHKyua JTINMC

O6CcnyxXnBaHne cUcTeMbl

O6CcnyxnBaHne JaHHbIX CUCTEMBI
JKCNopT pesynbTaTtos

[ocTyn K MHopMaynn B pexume OH-naiiH

CTaHgapTHble onepaynoHHble npoueayps
(con

Paspa6oTka meToga
Bannpgauus metoja
Moppepxka TeXHUYECKOW MHopmayun

McTopuyeckne AaHHble No oGecneyvyeHunto
KauyecTBa

KOHTpONb M3MeEHeHU

N3meHeHne KoAoB

Ctatnueckue tabnuubl n cneyudukaymm
BesonacHocTb

BesonacHOCTb rpynn, nonb3osaTenei, tu-
NOB AaHHbIX, NoMei, PYHKLUOHANbHbIX
CPeACTB, BbIUNC/INTENIbHON CETH

besonacHOCTb C MCNO/Ib30BaHNEM 31eKT-
POHHOW naeHTUdUKaunmn (naponei) nanek-
TPOHHOW noanucu (6nomeTpuyeckan Bepu-
dukaumns)

ABTOMaTUYECKWIA BbIXOA W3 cucTeMbl (KO-
Hel ceaHca)

3arpyska gaHHbIX Npu npoleccax nepeHo-
ca

KBanudukauns, sepudukauns v sanma-
uns

LLeNnoCTHOCTb JaHHbIX
OTuYeT 0 LEeNOCTHOCTM JaHHbIX

TpaH3nTHasAs UEeNIoCTHOCTb, LEe/IOCTHOCTb
CCbI/TIOYHbIX faHHbIX

BoccTaHOBNEeHWe JaHHbIX nocne own6ok

LlenocTHOCTbL flaHHbLIX B mpouecce OAHO-
BPEMEHHOI0O pa3BepTbiBaHNA

BbinonHexHune

OLEHOYHbIE UCMbITAHUS HA CYLLEeCTBYHOLLUX
cucTemax BbifMycka NpoAyKLum

Yncno KOHKYPEHTHbIX Mosb3oBaTenei B
npouecce UcnbITaHuit

YMCNo KOHKYPEHTHbIX Monb3oBaTesne, ko-
Topble mogAepxuBanTcs
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Onpepenexue
KpUTU4YHOCTL OueHka
(palHer) BPEeMEeHHbIX
rpaHunLy
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MpogomkeHne Tabamubl X1.1

Homep ccbinku

SC-5.2.4
SC-5.3
SC-5.3.1
SC-5.3.1.1

SC-5.3.1.2
SC-5.3.1.3
SC-5.3.4
SC-5.3.5

VCS

VCS-01

66

dyHKUMA NTNPAC KputnyHocTb

O6wue BbIBOAbLI O BbIMOMHEHUN
MpepcTaBneHne B YncnoBoil hopme
Mpo6nembl okpyrneHus

OnpefgeneHHble Nonb3oBaTenem npasuia
oKpyrneHus

HeueTHbIN - YeTHbI
MaTh u BblWwe
OnepaTtopbl cpaBHeHUs (<, >, +. -)

Tunbl faHHbIX: TEKCTOBbIE, L,e/10€ YnCno,
nnasawuwasa gecAtnyHaa sanatas, GuUK-
cnpoBaHHas 3anaTtas, 3KCNOHeHuwnasnbHOE
npeactaBneHne dyucen, nornyeckue gaH-
Hble

PaccrnotpeHue n Bbi6op npogasua
PeliTuHT npogaBua

FonocoBasa nogaepxka
MopemHas noapepxka

NMoppepxka C NMOMOLWbID «CMPaBOYHOTO
cTona»

Moppepxka obyyeHus
Mopaepxka ycTaHOBKK
JokymeHTauuns

YCcTaHOB/IEHHble CTaHAapTbl pa3paboTkn
nporpaMmMmHoro o6ecnevyeHus

KoHTponb hopManbHbIX U3MEHEHUN

KOHTpoNb nmepecMoTpa NMpPoOrpaMMHOro
obecneyenunsn

MopTaTMBHOCTL NPOrpamMMHoro o6ecneve-
HUS

[0CcTyn K MCXO4HOMY KoAy
KBanuukaymsa 1 HaBbikK wTaTa

YucneHHOCTb WTaTa 4Ns NOAAEPXKM 3a-
Kasumka

YucCneHHOCTb WTaTa, 3aHMMalLerocs Ha-
YUYHO-UCCNeo0BaTeIbCKOW AeATENBHOCTLIO
B OTHOWeEHMN 6yaywunx yHkymii TMMC

Cnoco6bHoCTb NpoAaBLa NPUMEHUTL HOBYIO
TexHosnoruo ans npogykra JINMC

®uHaHcoBas CTabUNbHOCTb
Yucno yctaHoBneHHbIX JINMC

MpofoNKUTENLHOCTL Pa6oTbl B CekTope
6usHeca JIMMC (net)

O\ —
q——

OnpegeneHne
BpPEeMEeHHbIX
rpanuL,



OkoHYaHve Tabnuubl X 1.1

Hoblep ccbinku ®yHKkuus IUMC

VCS-01 CooTBeTcTBME heaepanbHbiM, MECTHbIM
nnn (MexayHapoaHbIM perympyounm Tpe-
60BaHNAM (HOPMATUBHLIM [OKYMEHTaM)
VMmeeTca nu cornaweHne o6 yposHe 06-
cnyxumBaHua?

VCS-02 CToMMOCTb (LeHa MOXeT 6blTb pPaHXUpo-
BaHa OTHOCUTENbHO APYTUX NPOAABLOB UK
npueegeHa B (pakTNyeckoin cymme)
CToMMOCTbL annapaTtHbiX CPeAcTB
CToMmMOCTb annapaTHbiX CpeAcTB OT Bfa-
Aenbua, BKIOYAsA KOHTPaKTbl HA 06CNYXU-
BaHWe u cogepxaHue
CToumocTb nporpamMmMHoro o6ecneveHuns
CTouMOCTb NporpaMMHOro o6ecneyeHus
OT co6CTBEHHMKa, BKAOYAs NoAAepXKY,
MofepHu3aLunto
CtoumocTb kabenei
CTOMMOCTb BHeApeHus
CToumocTb 06yyYeHns

VCS-03 CnpaBOU4HbI/i cnucok npogasua (nonyue-
HUe nocnepywuwein nHdpopmayum oT Kax-
1070 3aKasuuka)

Yuncno nepecMoTpoB nporpammHoro o6ec-
nevyeHus

Mnatdopma annapaTHbIX CPeACcTB

YNCNo KOHKYPEHTHbIX nofib3oBateneit
Yuncno o6pasuos B rog

MpomblWAEeHHOCTb (0OTPacab NPOMbILWIEH-
HOCTHU)

Yuncno net paboThbl

KoHTakTHOoE nmsa

TenedoH

MoryT nu cucTemHble agMUHUCTPaATOPbI
obecneunTb 06paTHYIO CBA3bL AN Nnoaaep-
XKkun IMMC npopgasuom?

MoryT nu BHelwHWe 3akas3umkn obecneumn-
BaTb Nona BBOJA B 6yAywux PyHKUMAX
anmmc?

Ha6nwgeHne 3a pa6oToit TIMMC

[ocTyn K UICXO4HOMY KOAY, UCMOMb3Yys YyC-
NOBHO (hbopmannsoBaHHOe cornalweHune
Yucno 3akas3HblX KOAWPOBAHHBLIX NpoO-
rpaMm B COOTBETCTBUU C TpeboBaHMAMM

VCS-04 OueHka peHTab6enbHOCTU WHBECTULMNIA

(ROI)
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Onpepenexune
KpuTnuHoCTL OueHka
(nalner) BPEMEHHbIX
rpaHuy
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MpunoxeHne OA
(o6a3atenbHoe)

BHeceHHble MogudKaLum

Ta6nunua [JA.1

MNoapasaen, NoanyHKT

1.4.1 OcHoBHble nabopaTopun

14.1.1
1.4.1.2

1.4.6 NabopaTopunm rocyfapCTBEHHOTo 1 06-

Mogudukayma

1.4.1 OcHoBHble nabopatopuu

3amMeHeHo:

«1.4.1.1 PaspaboTka ctaHfapToB (ASTM. IEEE. ISO)

1.4.1.2 OpraHunsauumn npu npasutensctse CLWA (EPA. FDA. JPL.
NASA, USOA. FERC)» Ha

«1.4.1.1 2KcnepTHble, UcnbiTaTeNbHble nabopartopuu»

1.4.1.2 Hay4Ho-uccnegoBaTesibckne, KOHTPOSIbHO-aHaNUTUYeC-
Kne naéopatopuu, B TOM YMC/e MO KOHTPOJIO KavyecTBa»

1.4.6 TabopaTopuun rocyaapCTBEHHOro 1 06 eX039NCTBEHHO-

LW exX035NCTBEHHOrO cekTopa ro cektopa
3ameHeHo:
1.46.1 «1.4.6.1 MpaBooXxpaHUTebHble OpraHbi»
1.4.6.2 1.4.6.2 NMpaBUTENbCTBEHHbIE OpPraHbl — LWTaT, MECTHOe ynpas-
neHne» Ha
«1.4.6.1 MpaBooxpaHUTeNbHble opraHbl (nabopatopun B 06-
nacTu cyae6Hoil MeauUUHbI, KPUMUHANUCTUKN)
1.4.6.2 MpaBuTenbCTBEHHble opraHbl (pecnybnukaHckue,
OKPYXHble, 061aCTHble, MyHULMNANbHbIE, MECTHOE YNpaB/ieHne)»
MpnumeyaHue — B HacTosiweM cTaHfapTe nNo oTHoweHuto kK ACTM E1578:2006 13 nepeyHs kaTeropuii

na6opartopuii, nepeyncneHHoix 8 1.4.1.1,1.4.1.2, 1.4.6.1.1.4.6.2, nckNOYEHbI TE. KOTOPbIE OTCYTCTBYIOT CPEAUN KaTero-
puii na6opatopuil, NpuHATLIX B Poccuiickoii ®egepauun. B nepeyeHb kateropuit na6opaTtopuii BHeceHbl Moaunduka-
uun, oTpaxarwwmne HanpaBAeHUA NPOMbILWNEHHON 1 06l exo3aACTBEHHON feAaTenbHOCTN B Poccuiickoin ®epepauunn.
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Ta6nuya Ab.1
O603HayeHne u cokpalleHue (Ha
aHrIMNCKOM A3blke)
ANIML (Analytical information markup
language)

ANSI (American national standards
institute)

ASCIl (American standard code for
information interchange)

API (Application programming inter-
faces)

APO (Advanced planner and optimi-
zer)

ASTM (American society for testing
and materials)

B2MML (Business to manufacturing
markup language)

CFR (Code of federal regulations)

CMM (Capability maturity model)

COA (Certificates of analysis)
Control chart trending

C30 (Concurrent computer configu-
ration Qualification methodology)

DCS (Distnbuted control system)

E (External system)

EPA (Environmental protection agen-
cy)

ERES (Electronic signatures electro-
nic records software)

FDA (Food and drug administration)

FRD (Functional requirements docu-
ments)

FRS (Functional requirements)

rOCT P 53798 — 2010

Mpunoxexnne Ob
(cnpaBoy4HOe)

O603HayYeHNsA 1 coKkpalyeHns

MosicHeHne 0603HaueHNs
1 COKpalleHUs Ha PYCCKOM s3bike

CtaHgapT XML gns gaHHbIX N0 aHaNUMTUYECKOl Xxumma

HaunoHanbHbIi UHCTUTYT cTaHgapTmsauun CLIA

AMepUuKaHCKWA cTaHAapTHbIN kog Ans obmeHa MHGoOp-
Mauueii: npegctaBnsaeTt co6oil 8-6UTHYTO KOAUPOBKY AN
npepacTaB/ieHNs AeCATUYHBIX LU P, NaTUHCKOTO W Hauu-
OHaNIbHOro anaBnNTOB, 3HAKOB MPENnVHaHWA U ynpasns-
IOLWNX CUMBOJIOB

WHTepdelic npuknagHoro nporpaMmMupoBaHna (MHTep-
heiic nporpaMMUpoOBaHUA NMPUNOXKEHWUI)

PacwupeHHoe nnaHnpoBaHWe N ONTUMMU3aLNA NMPOU3BOA-
cTBa

AMepnKaHcKkoe MexgyHapogHoe o6l ecTBO MO UCnbITa-
HUAM M MaTepuanam

BusHec gna MapkMpoBKM MPOU3BOACTBEHHOIO A3blKa

Kopekc hepsepanbHbix npaBun, cogepxawunx kognduka-
UKo 06LWMUX U NOCTOAHHBIX HOPMAaTUBHbIX JOKYMEHTOB,
ony6nukoBaHHbIX B ®degepansHom peructpe CLUA

Mopaenb 3penocTu NpoueccoB CO34aHWA MPOrpamMMHOro
obecneyeHuns

CepTudukat aHanusa
TpeHAbl N MHTepnpeTayns KOHTPObHbIX KapT

MeTogonorus ksanudukaynm KOMMNbIOTEPHOW KOH(UTY-
pauuu

PacnpegeneHHan cuctemMa ynpasfiieHus — cuctema yn-
paBfeHUss TEXHONIOTMYECKUM MPOLEeccoM, XxapakTepusy-
IoWanca NoCTpoeHMeM pacnpefeneHHoi cucteMsl BBO-
Aa BblBOAA W feueHTpanusauuneli 06paboTkn gaHHbIX

BHewHAsa cuctema

ATEHTCTBO N0 OXpaHe okpyxatuiei cpeabl (CLIA)

MporpamMHoe o6ecnevyeHne ANA 3NEKTPOHHbLIX 3anucei
3N1eKTPOHHbIX nognuceit

YnpaBneHve no Haa30py 3a KauyeCcTBOM MULLEBbIX MPO-
AYKTOB U MeaukameHToB (CLUA)

JokyMeHTaumns o yHKLNOHANbHbIX Tpe6GoBaHNAX

®yHKUMOHANbHbIE Tpe6oBaHUs

MpukevaHus

. PUCYHOK 7

. pUcyHOK 7

. PUCYHOK 2

. PUCYHOK 7

. PUCYHOK 2

. pucyHok 3

. pucyHok 3
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Mpopomkenne Tabnuubl 4B. 1
O603HaueHve n cokpalleHune (Ha
aHIINiicKOM A3blke)

GCP (Good clinical practice)

GIS (Geographic information system)
GLP (Good laboratory practice)
GMP (Good manufacturing practice)

HMI (Human machine interface)

ISA (International society of automa-
tion)

JAD (Joint application development)
LAN (Local area network)
LC (LIMS core function)

LDAP (Lightweght directory access
protocol)

LE (LIMS extended functions)
LF (LIMS future functions)

MES (Manufacturing execution sys-
tem)

MPR (Material resource planning)

MSDS (Material Safety Data Sheets)

NetCDF
form)

(Network common data

NRC (Nuclear regulatory commis-
sion)

OLA (Operation level agreement)
PD (Pharmacodynamics)

PK (Pharmacokinetics)

PLC (Programmable logic controller)
OA (Quality assurance)

QC (Quality control)

Regression testing

RFI (Request for information)

RFP (Request for proposal)

ROI (Return on investment)
SAN (Storage area network)
SCADA (Supervisory control and data

acquisition)
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MNosicHeHne 0603HAYeHNst
M COKpalLeHUs Ha PYCCKOM $i3blke
Hapnexauwiasi KnMHuYeckas npaktuka
Feorpacunyeckas nHgopMaLuMoHHas cucTema
Hapnexauwas na6opatopHas npaktumka
Hagnexauwas npon3BOACTBEHHAs NpakTuka

YenoBeko-MaWnHHbIA nHTepdeiic cuctem ynpasneHus, CMm

npefHas3HayYeHHblli ANs BM3yanusayum napameTpoB nNpo-
yecca (0o6bekTa) n/mnun ocyuw,ecTBieHnss onepaTtopcKkoro
ynpasneHus

MexayHapogHoe o6 ecTBO Mo aBToMaTtusaunm

CoBMecTHas paspaboTka MpUNOXeHUi
JlokanbHasa BblYNCANTENbHAS CETb
OcHoBHble yHKUMKM JTIMMC

O6nervyeHHbln NPOTOKON CNYX6bl KaTanoros

PacwupeHHble dyHKunn JNMC Cwm

Byaywue dyHkuyun TNMC Cwm

VicnonHuTenbHas cuctema nNpou3BoAcTBa

MnaHnpoBaHue MaTepuanbHblX PECypcoB

Cnuckn faHHbIX 0 6e30MacHOCT MaTepuanos UK «nac-
nopt (nuct) 6e3onacHOCTN maTtepuana»

CeTb 06WUX HOPM [JaHHbIX

Komuccna no sigepHoii pernameHTaymu

[orosop 06 onepayMoHHOM ypoBHe Cm

dapmakoamHamuka

PapmakoKnHeTnKa

MporpamMmupyemblii NOTMYECKUii KOHTponnep
O6ecneyeHne kayecTBa

KoHTponb KayecTBa

PerpeccuMoHHoe ncnbiTaHne — KUCMNbiITaHMEe HenpegHame-
PEeHHbIX NOCNEeACTBUIA U3MEHEHWI nporpamm

3anpoc 0 npeAocTaBNeHUN WHGOPMaLUN

3anpoc npegnoxeHus. TUn AoKyMeHTa, UCNOb3yeMblii
ANs 3anpoca NpefnoXeHWid NpoAyKTOB AN YCAYTy nNpeg-
nonaraemblx NpoAaBLoB

KoadhpuumeHT peHTabenbHOCTU UHBECTULMIA
CeTb XpaHeHUst JaHHbIX

OucneTtuepckoe ynpasneHme u c60p AaHHbIX

CwMm.

Cwm.

Cwm.

CwMm.

MpumevaHus

. PUCYHOK 4

. PUCYHOK 7

. PUCYHOK 2

. PUCYHOK 2

. PUCYHOK 2

. PUCYHOK 2
pucyHok 1

pucyHok 1

. pUCyHOK 7

pucyHok 1

pucyHoK 3

. PUCYHOK 3

. PUCYHKK 2. 7



Mpopomkenne Tabnuubl 46. 1

O603HayeHne U cokpalieHve (Ha
aHrIMACKOM A3blKe)

SDD (Software design document)

SDS (System design specification)

SEDD (Staged electronic data delive-
rable)

SLA (Service level agreement)

SOAP (Simple objectaccess protocol)

SOP (Standard operation procedu-
res)

Source control (Source control sys-
tem)

SOW (Statement of work)

SPC (Statistical process control)

Stress testing

SOC (Statistical quality control)
SQL (Structured query language )

URD (User requirements document)

URS (User requirements specifica-
tion)

UV (Ultraviolet)
VIS (Visible)

VCS (Vendor consideration and se-
lection)

Volume testing

WMS (Warehouse management sys-
tem)

XML (extensible markup language)

FOCT P 53798 — 2010

MosicHeHne 0603HaYeHNs
N COKpalleHus Ha pPYyCCKOM A3blke

MpoeKkTHO-TeXHWYecKasa JOKYMEHTaLWa NporpaMmMmHOro
obecneuyeHuns

CneuyndukaLus NpPoekTHON AOKYMeHTaunn CUCTeMbI

MoaTanHbiii 06MeH 31eKTPOHHbBIMU faHHbIMU. [pea-
cTaBnseT cob6oil eAuHbIR hopmaT ANS AOCTaBKW aHanu-
TUYECKUX [laHHbIX B 3/1EKTPOHHOM Buae Ans 061acTh 3Ko-
NOTMYEecKUx nporpaMmm

[loroBop 06 ypoBHe o6cayxumBaHus

MpoTokon o6MeHa CTPYKTYPUPOBAHHLIMU COOGLLEHUSAMM
B pacnpefeneHHON BbIUNC/NNTENbHOIW cpeae

COMN (cTtaHfapTHble onepayuoHHbIe npoueaypsl)

Cuctema ynpaBneHus BEpCUSIMU, YTO MO3BONSIET paspa-
60TYUMKaAM yNnpaBnATb WCXOAHbIMU KOAaMMU

TexHuuyeckoe 3agaHue. [loOKyMeHT, NCNONb3YyEMbIi 3aKas-
UNKOM B KayecTBe cpe/CcTBa 4/ ONMWCAHUSA U onpejene-
HUA 3a4ay, BbIMOMHAEMbIX NpYU peanusaunn gorosopa

CTaTUCTUYECKUIA KOHTPONb NpoueccoB, 3 eKTUBHBbI
MeTO/, KOHTPO/IA 38 NPOL,ECCOM C NOMOLLbI KOHTPO/IbHbIX
KapT

CTpecc-ucnbiTaHne — UCNbITaHWE HaLEXHOCTU Npo-
rpaMMHOro o6ecnedyeHns Npu Harpyskax, Haxogsawmxcs
3a npefenaMy HOPManbHOTO (MYHKLUMOHUPOBAHUSA

CTaTucTUYeCKnii KOHTPONb KavecTBa
S3bIK CTPYKTYPMPOBAHHbIX 3aNpocoB

Monb3oBaTenbckas fOKyMeHTauna kK Tpe6oBaHnsAM — fo-
KYMEHT. ucnonb3yemblii npu pas3paboTke NporpamMMHOro
obecnevyeHusn, onpegensawwmnin Tpe6oBaHns, KoTopble
nonb3oBaTeNib OXujaeT OT NporpamMmMHoro o6ecneveHus,
pa3pab6oTaHHOro Ha OCHOBAHWW MPOEKTHON JOKyMeHTa-
unu

Cneuudukauna tpeboBaHuii nonb3osaTens

YnbeTpathuonetoBas o6nactb cnektpa
Buaumasa o6nacTte cnektpa

PaccmoTpeHue u BbIGOp npogasua

O6beM MCMbITAHUA — UCNbITAHWE NMPOrpPaMMHOro Npwu-
NIOXEeHUs C onpefiefleHHbIM 06beMOM [aHHbIX

Cuctema ynpasieHuns cknafgom — 3TO cucTtema ynpasrne-
HMS. obGecneymBallwaa aBTomaTm3salmnio ynpaBneHus
cKnagCckuMmu npouyeccamu

Pacwupsiemblii Si3blk pa3MeTku, NpeAcTaBAoW Ui coboit
CBOJ, 06LMX CUHTaAKCUYECKNX NpaBun

Mpumevanus

CM. pucyHok 3

CM. pucyHok 3

CM. pucyHok 2

. PUCYyHOK 3

. PUCYHOK 3

. pucyHok 4

. pucyHok 1

. PUCYHOK 2

. pUCyHOK 3

. pPUCYHOK 3

CM. pucyHok 1

CM. pucyHok 1

. pucyHok 1

. pucyHok 7
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YK 004/004.01/ OKC 35.080 nss OKCTY 5001
004.4/004.05/004.057.2/004.9:006.354 35.020

Kntouesble cioBa: nabopaTtopHble MHPOPMaLMOHHbIe MeHeKMeHT-cuctembl. JINMC. nporpaMMHble CpeaCcTBa,
XXW3HEHHBIN LMK NporpaMMHbIX cpeacTs, yHkumumn IMMC. nidpactpyktypa /IMMC. Banugauus, obecneyexve
KavecTea
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