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NpeancnoBue

Llenu v npvHUMnbI cTaHgapTusaumu B Poccuiickon ®eaepauunmn yctaHosneHbl GefepasribHbIM 3aKOHOM OT
27 nekabpsa 2002 r. Ne 184-d3 «O TexHUYeckom perynuposaHuny, a npasuna npumMeHeHus HaumMoHanbHbIX CTaH-
naptoB Poccuiickon ®egepaumm — FOCT P 1.0 — 2004 «CtaHaapTusauus B Poccuiickon egepaummn. OcHoe-
Hbl€ MOSIOKEHUS»

CBegeHun o cTaHAapTe

1 MOArOTOBINEH HayuHbiv yupexaeHuemM «Hay4dHo-uccneaosaTenbLCKWiA LIEHTp cTaHaapTusaumm, uHgop-
MaLmu 1 cepTudmMKaLWm Cbipbsi, MaTepyasios U BELWECTB» Ha OCHOBE COBCTBEHHOMO ayTeHTUYHOro NepeBoaa Ha
pYCCKWUIA s13bIK CTaHAapTa, yKasaHHOro B NyHkTe 4

2 BHECEH TexHuyeckum KoMUTeToM no ctaHgaptusauumn TK 100 «CtpaTerndeckuin n MHHOBaLMOHHbIA Me-
HeDKMEHT»

3 YTBEPXXOEH v BBEQEH B JEVWCTBMWE Mpukazom GeaepansHOro areHTCTBa No TEXHUUECKOMY pery-
nnposaHuio u metponorun ot 24 noHa 2010 r. Ne 116-cT

4 Hacrosiwumid ctaHgapT ACTM E 1578:2006 sisnsieTca MmoannumMpoBaHHBIM NO OTHOLLEHWIO K CTaHdapTy
AmepukaHckoro obLLecTsa no UcnblTaHWo U MaTepuanam « CtaHaapTHOe pyKoBOACTBO No nabopaTopHbiM MHdop-
MauWOHHBLIM MeHepkMeHT-cuctemam (JTMMC)» [ASTM E 1578: 2006 «Standard guide for laboratory information
management systems (LIMS)»] nyTem nsmeHeHus cogepxaHnsi 0TAeNbHbIX CTPYKTYPHLIX 3N1E€MEHTOB, KOTOpLIE
BblAeNeHbl NoNyXUPHOW BEPTUKaNbHOW NNHWEN, pacnonoXeHHOR Ha Nonsax cnesa oT TekcTa. OpurnHanbHbIA
TEKCT 3TUX CTPYKTYPHbIX 31EMEHTOB NPUMEHEHHOrO MeXAyHapOAHOro cTaHAapTa U 06bACHEHUS NPUYNH BHECe-
HWS1 TEXHWYECKUX OTKOHEHUIA NpuBedeHb! B AONONHUTENBHOM npunoxeHun JA. Mpu aToM AONONHUTENbHbIE
crnosa (dpasbl, NokasaTenu, CCbifkK), BKINOYEHHbIE B TEKCT cTaHAapTa Ans yyeta NoTpebHOCTeNn HauMoHanbHow
akoHoMuku Poccuiickoli degepaumm n/mnu noTpebHocTel poccuiickoit HaLMoHanbHOM cTaHaapTusauum, Bolaene-
Hbl MOMYKNPHBLIM KYPCUBOM, @ 0O SICHEHWSI NMPUYKH UX BKITIOUEHUS NPUBEAEHbBI B CHOCKaX.

Kpome Toro, n3 HacTosLLero ctaHgapTa UCKITHoUYEeHbI CCbITKU Ha MexXayHapoaHble cTaHaapThl U gpyrue
OOKYMEHTbI, HOCSILLMe CNpaBOYHbIli XxapakTep U He AeicTBytolme B Poccuiickoin egepauun.

HacTosiuuii ctaHaapT AoMnonHeH cnpaBoydHbIM npunoxeHwem OB, B KOTOPOM AaHbl NosicHeHUs1 K 0603Ha-
YeHUSIM 1 COoKpaLLeHWsIM, NPUBEAEHHBLIM B TEKCTE HAaCTOSALLEro cTaHgapTa Ha aHrNMACKOM 3blke

5 BBEEH BMNEPBbIE

UHpopmayusi 06 UsMeHeHUsIX K HacmosuweMy cmaHlapmy nybnukyemcs 8 exe200H0 u30asaeMoM UH-
ghopMayUoHHOM YKkasamene «HalyuoHanbHble cmaHOapmbiy, @ MEeKCm U3MEHEHUU U rnornpasoK — 8 eXXeMeCSYHO
u3dasaeMblix UHGhOPpMaUUOHHBIX ykazamensx «HayuoHarbHbie cmaHOapmbl». B criydae nepecmompe (3ameHsi)
usu ommeHbl Hacmosiu,eeo cmaHdapma coomeememayioujee yeaedomreHue bydem orybruKo8aHo 8 exeme-
CAYHO U3BasaeMOM UHGhOpMalUOHHOM yKkazamerne «HauuoHanbHble cmaHOapmsl». Coomgememsyroujasi UH-
hopmayus, yeeGoMIIeHUE U meKembl pasmMelaomcs makxe 8 UHgopmayuoHHOU cucmeme oblieeo nosib308a-
Hus1 — Ha ogbuyuansHomM calime ®edepanbHo20 azeHMemea o MeXHUYECKOMY peayruposaHuio U Memposioauu
8 cemu ViHmepHem

© CraHgapTuHdopm, 2010

HacTosiuii ctaHaapT He MOXeT GbITb NOMHOCTLIO UMM YaCTUMHO BOCNIPOM3BEAEH, TUPAXMPOBaH U pacnpo-
CTpaHeH B ka4ecTBe ouLmansHoOro nsgaHua 6es paspelleHust deaepasnbHOro areHTCTBa Mo TeXHUHeCkoMy pery-
NUPOBAHUIO U METPOTIOTUN
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HALULUWOHANBbHBIACTAHOAPT POCCUUCKOWU PEQEPALUUMU

CTAHOAPTHOE PYKOBOACTBO MO JIABOPATOPHbIM UH®OPMALIMOHHBIM
MEHEDKMEHT-CUCTEMAM (JIUMC)

Standard guide for laboratory information management systems (LIMS)

Oata BBegeHna — 2010 — 10 — 01

1 O6nacTb NnpMMeHeHUs

B HacTosiLLeM cTaHgapTe paccMmaTpuBaloTest MpobnemMbl, BO3HUKaloLWMe, Kak NpaBuiio, Ha BCcexX CTaansx
XKWM3HEHHOTO LiMKna nabopaTopHbIX MHpOpMaLIMOHHBIX MeHemkmeHT-cucTeM (JIMMC) ot Hauwana nx akcnnyarauum
1 0o N3bATUS U3 akennyaTtauuun. Moapasaens HacTosILEero cTaHaapTa Takke cofepXkar geTanbHoe onucaHue
BoamoxxHocTer JIMMC npu npyMeHeHUn B KOHKPETHBIX 061aCTAX MPOMBILLIEHHOCTU U XO3ANCTBEHHON AesiTenb-
HOCTW.

1.2 OcHOBHbI€e Lenu

Llensimun HacTosiLLero cTaHAapTa siBNATCA:

1) okazaHWe NomoLLy HOBLIM Nonb3oeaTensam JIMMC B nx obyyeHuy;

2) npegocTaBneHve cTaHgapTHOW TEPMUHOMOTUK, KOTOPasi MOXKET ObITb MCMOMNb30oBaHa MOCTaBLLMKaMM 1
KOoHeYHbIMK nonb3osaTenamu JIMMC;

3) ycTaHOBNEHWE MUHUMaTbHBLIX TpeboBaHWIA K 0OCHOBHBIM chyHKLmsM JTAMC;

4) obecneveHmne pykoBoacTBa Mo creundmrkasmmn, oLueHke, onpeaeneHnio CTOMMOCTH, BHEAPEHWIo, ynpas-
TNEHNIO NPOEKTOM, OBYYEHWI0, JOKYMEHTUPOBAHWIO;

5) npegocTaeneHue obpasLa KOHTpobHoro cnucka pyHkumin JIMMC.

1.3 Onpegenenue IMMC (LIMS)

TepMuH «nabopaTopHble MHpopMaLMOHHbIE MeHegkMeHT-cucTeMsl, NMUMC» (laboratory information
management systems, LIMS) onvceiBaeT knacc KOMMNbOTEPHBLIX CUCTEM, NpeaHasHayvYeHHbIX 4N ynpasneHust
nNnabopaTtopHoi nHhopMaLmen.

1.4 Kateropuu naboparopuii

CnekTp nabopatopuit, koTopble ucnonesyoT IMMC, oueHb LWMpoK. Hke NnpuBeaeH NpuMepHbIi nepeyeHb
kaTeropuii nabopatopuii, koTopble B cBoeli paboTe ucnonesytot NIMMC.

1.4.1 OcHoBHbIe NaGopaTopuun

1.4.1.1 9kcnepmHble, ucnbimamersbHbie JJabopamopuu

1.4.1.2 Hay4Ho-uccnedogamernbcKue, KORMpPOJbHO-aHanumuyeckue jabopamopuu, e mom yucrne
no KOHMPOJIo Kayecmea™

1.4.2 NNaGopaTopun B o6nacTu oxpaHbl OKpyXxatloLlen cpeabl

1.4.2.1 3konoruyeckre nabopatopuu, BKIOYas MOHUTOPUHT OKpY>KatoLLein cpeapl

1.4.3 EcTecTBeHHOHayu4Hble nabopaTopuun

1.4.3.1 bruotexHonorus

1.4.3.2 KnuHnyeckas gnarHocTtuka

1.4.3.3 MegnunHa, 3gpaBooxpaHeHne

* NpusedeHbi kamezopuu nabopamopul, hyHKUUOHUPYOWUX Ha meppumopuu Poccutickoli ®edepayuu.

UzpgaHve opmumnansHoe
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1.4.3.4 ObopynosaHue

1.4.3.5 dapmaLeBTH4eCKMe Npenaparsl, B TOM Y1che AN BETEPUHAPUNKUBOTHBIX

1.4.4 lNabopaTopun B cEKTOPE TAXKENON NPOMbBILLNIEHHOCTU

1.4.4.1 SHepreTuka 1 pecypchl

1.4.4.2 Mpoun3BoacTBO U CTPOUTENBLCTBO

1.4.4.3 MaTtepuansl 1 XMMUYeckue BellecTsa

1.4.4.4 TpaHcnopTUpoBaHWe 1 NepeBo3ka rpy3os, B TOM YMCE MOPCKUM MyTem

1.4.5 MNweBble NPOoAYKTLI U HAMUTKN

1.4.5.1 Cenbckoe X035UCTBO

1.4.5.2 MNneBble NpoayKTbl

1.4.5.3 HanuTkn

1.4.5.4 Tpeanpuatna obLLECTBEHHOrO NUTaHUs, NPOAOBOMLCTBEHHbIE NpeanpuaTus

1.4.6 lNaGopaTtopuun rocyaapcTBEHHOro U o6Lexo3AaMCTBEHHOro cekTopa

1.4.6.1 NpaBooxpaHnTenbHbIE OpraHbl (mabopamopuu e o6nacmu cydebHol mMeOUUUHbI, KPUMUHAa-
nucmuku) *

1.4.6.2 MNpaBuTenbCTBEHHbIE OpraHbl (pecnybnukaHcKue, OKpyXXHble, o6nacmHbie, MyHUyuUnabHble,
MecmHoe ynpasJiieHue) *

1.4.6.3 ObpaszoBaHuve

1.4.6.4 OBLUECTBEHHbIE KOMMYHaIbHbIE YCIYrn (BOAOXO3ANCTBEHHbIV KOMIMIIEKC Y OMUCTKA CTOUHBIX BOA,
3MEKTPO3HEPreTIKa)

1.4.7 Paamep naboparopun

1.4.7.1 MpeagmeToM o6CyxaeHus B HacTodLeM cTaHgapTe asnsoTtea JIMMC, npegHasHaveHHble kak ans
HebonbLUNX NabopaTopuii C NPOCTbIMU TPEBOBaHUSIMU K CUCTEME, TaK U ANA  KPYMHbIX, TEpPUTOpUarsHO pacnpe-
AeneHHbIx nabopaTopuii Co CNOXHLIMU TPeBOBaHNAMU K cUCTEME.

XoTs B HACTosILEeM cTaHdapTe paccMaTpUBaloTCs CroXHbIE NPobrieMbl, KOTOpbIE B NEPBYHO ovepeb Brvs-
0T Ha BHeapeHue kpynHomacwTabHelx JIMMC, ctangapT moxeT 6bITh Takke noneseH npu sBHegpeHnn MAMC
B nabopartopuu noboro pasmepa. MpogomkutensHocTe BHeapeHus JIMMC 1 pekomeHaaumm, npuBeaeHHbIE
B HacToslLLleM cTaHaapTe, NpeanucbiBaoTCa AN cpeqHUX 1 KpYNHbIX nabopaTopuid.

1.5 UHTerpauun

WHTerpauua NMMC v apyrnx BHELLHUX cUCTeM [ynpaBneHue AoKyMeHTal en, cucteMbsl XxpoMmaTorpadpudec-
KWX AaHHbIX, NabopaTopHble Npubopbl, CUCTEMBI CMEKTPOCKOMUYECKUX AaHHbIX, cCUCTeMa NaHnpoBaHus pecyp-
coB npeanpustus (ERP), ncnonHutensHas cucrema npoussogctea (MES), cuctema KOppeKTUPYHLLUX
v npeaynpexaatonx gerctenin (CAPA), anekTpoHHble nabopaTopHble 3anncHble kHkkn (ELNS), apxus gaH-
HbIX] obecneunBaeT 3HauUTeNbHbIE NpeuMyLLecTBa B buaHece Ansi fobbix nadopatopuid. UHTerpauus JIMMC
WU OpYruX BHELHWX cucTeM obcyxaaeTcs B HAacTosILLEeM cTaHaapTe Npy onucaHum BepxXHero ypoBHS, BKIToYas
B3aUMHbIN 0OMeH gaHHbIMK U cTaHgapTel XML.

1.6 da3bl XXU3HEHHOro LuKna

YKunzHeHHbIA Lykn JIMMC, npeacTaBneHHbIN B HACTOSILLEM CTaHAapTe, BKovaeT B cebs cnegytolye gasbl:

1) MHULMKUpPOBaHKE NPOEKTa;

2) aHanus TpeboBaHuii;

3) NpoeKT (NpoeKkTUpoBaHNE);

4) cbopka (KoMMOHOBKA)/KOHUIypupoBaHue;

5) ncnelTaHne n Nnpuemka;

6) akcrnyaTtauusi u obCnyXnBaHue;

7) BbIBOA (M3BATUE) N3 IKCTITYaTaALMN.

HacTtosawuii ctaHgapT npegHasHadveH Ans pasbscHeHWs XusHeHHoro uukna JIMMC 1 npumeHeHusa Hagne-
Xallel NpakTUKK Ans Kaxaoro npeanpuHMMaemMoro AencTeus. HacToawmii ctangapT NOMOXeT yvacTHUKaM BHe-
apenuna NUMC, paboTatoLwmMm ¢ Heil Bnepsble, NnaHupoBaTh U yrnpasnatb npoektom JIMMC, B To Bpems kak
onbITHbIE none3osaTteny JIMMC mMoryT ncnonb3oBaThb 3HaHUsI 0 XM3HEHHOM Lmkne cuctembl [IMMC ans obenyxu-
BaHWs umetoLlericsa B akcnnyatauun JIMMC v nogrotoBMTe ANS BHeApeHus cneayrolee nokoneHue NIMMC.

1.7 Kpyr nonb3oBartenei

HacTtosawumin ctaHaapT cozaasarncs ¢ ydeToM NoTpebHOoCTen creayowmX 3auHTepecoBaHHbIX CTOPOH:

1) KoHeuHbIX none3osaTenei IMMC;

* NpusedeHbl kameeopuu nabopamoputl, hyHKUUOHUPYUUX Ha meppumopuu Poccutickoli ®edepayuu.



rOCT P 53798 — 2010

2) yyacTtHukoB BHeapeHus JIMMC;

3) nepcoHana no ka4yecTBy;

4) nepcoHana no NHpopMaLMOHHLIM TEXHOMOTUSIM;

5) nponssoguteneii u npogasLos NIMMC;

6) nponssoauTenel n NpoaasLOB NPMOOPOB;

7) nnu, KoTopble AOMKHBI yTBEepXAaTh (huHaHcuposaHue JIMMC;

8) cneumanucToB no noaaepxke npunoxerHun IMMC;

9) cneunanucToB Mo UCTbITaHUIO U Banuaauum NporpaMmMHoro obecneveHus.

UHdbopmauusn, cogepxallasicsl B HaCTOSAILLEM CTaHAapTHOM PYKOBOACTBE, MOXET NPUHECTU NOSb3Y LUNMPO-
KOMY KpYry nuii, kotopble paboTaloT B nabopaTtopuu unu cotpyaHudatoT ¢ Heil. Hosble none3osatenu JIMMC
MOIyT UCNOMNb30BaTh HAacToslLLee cTaHAapTHOe PYKOBOACTBO Ans NoHUMaHusa 3agad u coyHkumii NMMC. HacTos-
LLlee cTaHAApTHOE PYKOBOACTBO MOXKET Takoke Momoub 6yayLmm nonssosatensam NIMMC B noHUMaHWM TepMUHO-
noruu, KoHcUrypawumm, XxapakTepucTuk, CTPYKTYpbl, nonb3abl U ctoumocT IMMC. NMluua, koTopele npuobpeTatoT
JIMMC, moryT ucnonb3oBaTk HacTosiLee cTaHaapTHOe PYKOBOACTBO ANA uaeHTudukaumm dyHKUWR, KoTopble
pekomeHayoTcs Ans cneuuduyeckon paboyen 3oHbl naboparopuu. HaydHo-uccnegosaTenbckuii nepcoHan
npoussoauTenei kommepyeckoro JIMMC-npogykra MOXeT UCTIONL30BaTh PYKOBOACTBO Kak UHCTPYMEHT AS1A OLIEHKW,
naeHTUdMKaLMM U NOTEHLMaNbHOrO COBEPLUEHCTBOBAHUSI BO3MOXHOCTEW Ux npoAykTo.. MepcoHan no npogaxe
JIMMC moxeT ucnonb3oBaTh HACTosILLIEE PYKOBOACTBO AnNst npeacTasneHuns cpyHkumin IMMC-npoaykTa 6yayimm
nokynatensm B 6ornee o6LUX U HENTparnbHbLIX TEPMUHAX.

1.8 YUto ocTaetcs 3a npegenamMmu o6cyXxaeHus B HaCTosILLEeM cTaHaapTe

MonHoe onucaHue v UCNonbL30BaHUE CUCTEM, YITOMUHAIOLLMXCS B HACTOSAILLEM CTaHAapTe B KOHTEKCcTe
obpasoBaHust MHTepdelicoB ¢ JIMMC, ocTaloTcs 3a NpegenamMu HacTosIwero ctaHaapTa. MNprMmepamu Takux
cUCTEM CryKaT cucTeMbl XpomaTtorpadmyeckux gaHHbix (CDS), anekTpoHHble nabopaTopHble 3anUcHbIe KHKKM
(ELN), apxuB AaHHbIX, CUICTEMbI YTIpaBNEeHUs1 HayYHbIMU AaHHbIMU (SDMS), cucTeMbl NNaHMpoBaHWA PecypcoB
npeanpustus (ERP), ucnonHutensHas cuctema npoussogctea (MES), cuctembl 3NeKTPOHHOMO AOKYMEHTo060-
pota (EDMS).

2 HopmaTuBHbIe CCHIFIKU

B HacTosiLLem cTaHgapTe MCnob30BaHbl HOPMATUBHbBIE CChINKW Ha cneayioLue cTaHgapThl:

FOCT P UICO/M3K 12207 — 2006 UHgopmayuoHHas mexHonoaus. [Npouecchbl XKU3HEHHO20 YuKna npo-
epammHbix cpedecme (MCO/M3K 12207:1995, IDT)

FOCT P NCO/M3K 14764 — 2002 UHghopmayuoHHas mexHonoaus. CornposoxoeHue rnpo2pamMmHbIX
cpedcme (MCO/MOK 14764:1999, IDT)

FOCT P UCO/M3K TO 15271 — 2002 UnghopmayuoHHas mexHosoaust. Pykogsodcmeo 1o rpumeHeHUio
FOCT P UCO/MOK 12207 (MCO/MOBK TO 1527:1998, IDT)

FOCT P UCO/MOBK TO 16326 — 2002 lNpozpammHas uHxeHepusi. Pykoeodcmeo rio pumeHeruro FOCT P
NCO/MOBK 12207 npu ynpasrneHuu npoekmom (MCO/MIK TO 16326:1999, IDT)

FOCT P UICO/M3K 17025 — 2006 Obuiue mpebosaHus kK KOMAemeHmMHOCMU UcribimamersibHbIX U Kanub-
posoyHbIX nabopamoputi (MCO/M3K 17025:2005, IDT)

MpumedaHune—Ipn NONb30BAaHUM HACTOSAWMM CTAaHAAPTOM UenecooGpa3Ho NPOBEPUTL AENCTBUE CCbINOY-
HbIX CTAHAAPTOB B MHDOPMALMOHHON cucTeme obLiero NoNbL30BaHNMa — Ha oduumansHoM caiite degeparnbHoOro areHT-
CTBa N0 TEXHUYECKOMY PErYIIMPOBAHMIO U METPOIIOMU B CETU MHTEPHET MM NO €XXEroaHO U3JaBaeMoMy MHOPMAaLMOH-
HOMY yKa3zatenio « HaumoHarnbHble CTaHgAPTLI», KOTOPbI ONyGnNUKOBaH Mo COCTOAHWIO HAa 1 sHBaps Tekywero roaa,
M MO COOTBETCTBYIOWMM EXKEMECAYHO M34ABAEMbIM MH(OPMALMOHHBIM YKa3aTernsiM, ony6rMKoBaHHbIM B TeKylwem
rogy. ECrv ccbinouHbiii cTaHAapT 3ameHeH (M3MEeHEH), TO NPY NONb30BAHWM HACTOSLLMM CTaHAAPTOM crieflyeT pyKoBOA-
CTBOBATLCA 3aMEHSIOWMM (U3MEHEHHBbIM) cTaHaapToM. Ecnu CebiNoYHbIA cTaHaapT OTMEHeH 6e3 3aMeHbl, TO Nonoxe-
HKe, B KOTOPOM [4aHa CCbINKA Ha HETO, MPUMEHSIETCS! B YACTK, He 3aTParMBaloLLen 3Ty CCbIrKy.

3 TepMuHbI ¥ onpeaeneHns

3.1 B HacTosiLLeM cTaHgapTe NMPUMEHEHbLI TepMUHbI, Ucnonb3yeMble B obriacTn JIMMC. B noapasaene 3.2
npuseaeHbl cneuudgudeckme TepmuHsl JIMMC. Monb3oBatenu HacTosLLero cTaHaapTa AOMMKHbI 3anpawuveath y
Ka)KO0ro nocraBLLyKa TEPMUHOMOTMYECKUIA NepeyveHb CO CCbISIKaMy Ha UCToNb3yeMble B HACTOSILLEM cTaHaapTe
TEPMUHBI.
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3.2 TepMmuHbl 1 onpeaeneHusi, UICMONb3yeMble B HAaCTOsILEM CTaHgapTe

3.2.1 koppekTupyloLue U npeaynpexgarwme gercreus (Corrective action, preventative action, CAPA).

3.2.2 cucrtema xpomarorpacduyeckux gaHHbix (Chromatography Data System, CDS): KomnbioTepHasi
cucTema, ucnonbayemas Ans cbopa, aHanusa, XxpaHeHusi U coobLueHuns uHpopmMaumm, NoNyYeHHoW ¢ Xxpomaror-
pacuyeckmx Npnbopos.

3.2.3 cuctema ynpaBreHuUsi aneKkTpoHHOU AokyMmeHTauuel (Electronic document management system,
EDMS).

3.2.4 aneKkTpoHHas nabopaTopHas 3anucHas kHukka (Electronic laboratory notebook, ELN): Komnbto-
TepHas cucTema, cozgaHHasi BzameH bymaxkHoro nabopaTopHOro XXypHana.

3.2.4.1 ObcyxaeHne

3nekTpoHHasa nabopaTopHas 3anncHas KHKKa 06bIMHO UCTIONb3YeTCA Hay4HbIMU pabOTHMKaMMU U TEXHU-
YeCcKUM nepcoHanoMm Asnsi AOKYMEHTUPOBaHUS nccneqoBaHWUM, 9KCMEPUMEHTOB M NpoLeayp, NPOBEAEHHbIX B fa-
BopaTtopun. AnekTpoHHas nabopaTopHas 3anncHas KHUKKa 4acTo UCNOMb3yeTcs B KauecTBe opuanyeckoro Jo-
KYMeHTa 1 MOXeT BbITb MCNOMb3oBaHa B CyAe Kak CBUAEeTeNbLCTBO. Tak ke, Kak U aNeKTpoHHas 3anucHast KHUxka
nsobpetartens, nabopaTopHas 3/1eKTPOHHas 3anncHas KHWXKKa nepedaeTcsl Ha pacCMOTPeHWe aKeriepTam npu
Bblgaye NaTeHTOB, a Takke B cnyyasx cyaebHbix pazbupaTenbcTB B OTHOLEHUW UHTeNNeKTyarnbHoW COBCTBEHHO-
cTu. AnekTpoHHas nabopaTopHas 3anucHas KHKKa AaeT BO3MOXHOCTb 3MIEKTPOHHOIO AocTyna K uHdopMauumm,
BKITHOY@s MoncK, cbop AaHHbIX ¢ TPUBOPOB 1 B3avMoaeCTBUE MeXAy NepcoHanom nabopaTopum 1 nepcoHanom,
KOTOPbIA HaxoauTcs 3a Npegenamm nabopatopun.

3.2.4.2 ObcyxaeHue

OnekTpoHHble nabopatopHble 3anucHble kHKkK (ELN) MoryT 6bITh pasgeneHbl Ha ABe KaTeropuum:

1) cneumcpuueckme ELN cogepxat ocobble xapakTepucTukm, No3sornsiome pabotarb C KOHKPETHLIMMY NpU-
TNOXEHWAMMN, Hay4HbIMK NPMGopaMn UNN Pas3NMYHBIMK TUMaMKU AaHHbIX. B kavecTBe npumepa cneyuduuec-
KON aneKTpOHHOM NabopaTopHOW 3annCHON KHUXKKA MOXET CNy>XuTb abopaTopHas UcnosiHWTenbHas cuctema
(LES);

2) NepekpecTHO-QUCLMMNNHaPHLIE SNEKTPOHHbIE NlabopaTopHble 3anucHble KHkk ELN unu ocHosHble ELN
cozgaroTcs ANs nogdepXkkn octyna Ko BceM AaHHbIM U uHdopmaumn, kotopas Heobxoguma ans sanucu B
nabopaTopHYIO 3anUCHYO KHUXKKY.

3.2.5 cucTeMbl NNaHMpoOBaHUA U yNpaBneHus pecypcamu npeanpustus (Enterprise Resource Planning,
ERP).

3.2.6 Hagnexawas aBTomaTusMpoBaHHan naboparopHan npakruka (Good automated laboratory practice,
GALP): O6beanHeHHble heepanbHble UHCTPYKLUA, NOANTUKA U pyKOBOZSILLME AOKYMEHTLI. HekoTopele 13 ycno-
BuiA GALP BonnoLeHbl B ctaHgapThl GLP areHTcTBa No oxpaHe okpyxatoLueii cpegbl CLUA (Environmental protection
agency, EPA). DokymeHTbl GLP (Good laboratory practice standards, craHgapTbl no Hagnexatlein nabopaTopHoi
npakTUKe) SIBASIOTCS HOPMATUBHBLIMU AOKYMEHTaMU1, KOTOpbIE ONPeAensiloT PYKOBOACTBO U NpoBeAeHUe Heknu-
HUYECKUX (AOKIMMHUYECKUX, SKCTIEPUMEHTaNbHbIX) uccneaoBaHuii B 6onbLIMHCTBE NabopaTopuii, NOAYNHSAOLLNX-
ca nogpasaenexHuio EPA no Tokcudeckum BelecTeam U BelllecTBaM, OTHOCSILLIMMCS K NecTuungam.

3.2.7 Hapgnexalyan aBToMaTU3UpoBaHHasn NpousBoAcTBeHHas npakTuka (Good automated manufac-
turing practice, GAMP).

3.2.8 naboparTopHas ucnonHuTenbHas cuctema (Laboratory execution system, LES): KomneloTepHas
cucTema, NpumMeHsiemas B nabopaTtopum Ha ypoBHe paboTbl aHanUTuka 4ns noMoLy B cobnogeHnn npasun npy
BbIMOJIHEHUU NabopaTOPHLIX UCTILITAHUIA C UCNONBL3OBAHWEM Pa3NUYHBIX METOAOB.

3.2.8.1 ObcyxaeHune

TTabopartopHble ucnonHutenbHble cuctemMbl (LES) aensaoTca nogknaccom aneKkTpoHHbIX NabopaTopHbIX
3anucHbIX kKHKek (ELNS), koTopble hoKyCcUpyHoTCA Ha 3Tanax BbINOSIHEHUsI KOHKPETHbLIX MeTOA0B NabopaTopHbIX
ucnbiTaHuid. Kak npasuno, LES ucnonb3ytoTtcs B nabopaTtopusix No KOHTPOJIIO KAYeCTBa, B KOTOPLIX ONpeaensoT-
csl MeTofbl UCTIbITaHUA. PyHKLUMOHanNbHbIE BO3MOXHOCTU LES n NIMMC yacTtuiHo nepekpbiBaloTca B obnactu
BBOJA pe3ynbTaToB, HTErpauum c npubopamm n MapkupoBku cneumndukaumii. PasmelleHHbIe onuvn BKOYaloT B
cebst cuctembl LES v JIMMC, pasgepHyTble B Ka4eCTBEe MHTErPUPOBaHHOTO peLleHust, a Takke Toneko JIMMC
unu Tonbko LES (Ans orpaHnyeHHbIX pyHKUMIA).

3.2.9 nabopaTtopHble MH(OPMaLUOHHbIe MeHeaXMeHT-cucTembl, JIMMC (Laboratory information
management system, LIMS):

1) IMMC — akpoHumM TepmuHa «flabopaTopHaa MHOpMaLMOHHasA MeHeKMEHT (ynpasnsioLas)-cucte-
Ma». KomnbloTepHoe npunoXxeHue NporpaMMHOro 1 annapatHoro obecneyeHus!, ¢ NOMOLLBIO KOTOPOro MOXHO
cobupaTb, aHanM3MpoBaTh AaHHbIe, YNPaBnATb AaHHBIMU U UHbopMaumeli nabopatopur, 0hOpMNATL OTHETHI;

4
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2) KOMMblOTEPHOE NporpaMMHoe obecrneveHne, KOTOPOE UCNOMb3yeTcA B NabopaTopumn ANA ynpasneHus
o6pasLamu, pesynbTatamu UCTIbITaHWiA, Nonb3oBaTensamu, npubopamu, cTaHaapTHEIMK 06pasLiaMn U TakuMm na-
B6opaTopHbIMK BYHKUUAMK, Kak obopmIieHne cHeToB, ynpaBreHne obpasyamu, MOMeLLeHHbIMU B MNaHLWeTbl
(koHTerHepbl, NPOBKPKX) ANst NPOBEAEHUA aHanmaa, UdyveHne cTabunbHoCTU 06pasLoB ¢ ucnonsaosaHem IUMC,
aBToMaTV3aums paboyero NoToka;

3) knacc npuknagHoro NporpaMmHoro obecrneyeHus, KOTOPoe OCYLECTBAET XpaHeHWe 1 ynpasneHue uH-
hopmMaLmeit, nporaBeaeHHON B npoLecce nabopaTopHOW AEATENbHOCTU. 3TN CUCTEMBI UICMONBL3YIOTCA ANS yN-
paBneHust nabopaTopHLIMU NpoLeccamu, BkItoyas onpeaeneHne Mactep-AaHHbIX (OCHOBHBIX AaHHbIX), ynpasne-
HWe o6pasLamMu 1 LernoYkol XpaHeHus nHdopmaumm 06 obpasuax, HasHaqyeHue Ha paboTy, ynpasneHue npubopa-
MW 1 oBopyaoBaHNeM, yrnpaeneHue cTaHaapTHuIMK obpasLiamu U peareHTamu, nnaHuposaHue cbopa 06pasLos u
npoBedeHVs UCMbITaHWsl, BBOA Pe3ysibTaToB, MPOCMOTP (PaccMOTPeHUe) pe3ynbTaTos, 0THETHOCTb, HabnogeHve
32 OTKNOHEHUSAMU W NPUMEHEHUEM HOPMATUBHbBIX AOKYMEHTOB. OTU CUCTEMbI COEAUHAIOTCA C MOMOLLbIO UHTEp-
thelicoB ¢ nabopaTopHbIMK NpuGopamMm (Hanpumep, ¢ cucTemoi xpomatorpaduyeckux gaHHblx (CDS), cnekTpo-
cdoToMeTpamu 1 Becamm) 1 ApyruMu UHOOPMALMOHHBIMU CUCTEMaMU, TAKUMU Kak CUCTeMa NiaHNPOBaHWA pecyp-
coB npeanpuvsaTus (ERP), ucnonHutensHas cuctema npoussogctea (Manufacturing execution systems, MES)
YN MeauUMHCK1e MHopMaLMOHHbIE CUCTEMBI, B OCHOBE KOTOPLIX NexaT nabopaTtopHble MHPOpMaLWOHHbIE
cuctembl. JIMMC — aTo NpunoXeHne, XxapakTepumaytoLeecsi BLICOKON CTENEHbIo MMBKOCTU, KOTOPOe MOXET BbITb
KOHOUIYpPUPOBAHO MU HACTPOEHO Tak, YToBbl cCnocobCTBOBATHL LUMPOKOW BapuabensHocTU Moaenein nabopatop-
HbIX pabo4mX NOTOKOB.

3.2.10 koHdurypuposaHue JIMMC (LIMS configuration): OTHocuTtca k npoueccy noarotoskn TIUMC ana
MCnonb3oBaHWs B KOHKPeTHOW nabopaTopuu. Kak npaeuno, npouecc KoHUrypupoaHua sknovaeT B ceba nc-
nons3oBaHue nHTepdelica, npedocTaBnsaoLEero npoaasLy BO3MOXKHOCTL BBOAUTL UCMIONbL3YeMyto B nabopato-
pyM MHbOPMaLWIo, KOTopas oruckiBaeT TUMNbI 06pasLoB, MeTOAbLI aHanu3a, cneuudukaummn, 1. n.

3.2.11 HacTpoiika JIUMC (LIMS customization): OTHocuTCs K npoueccy mogudukauum NINMMC gna Toro,
yTOOLI cornacosaTh TpeboBaHUsi KoHKpeTHOW NabopaTtopumn. Kak npasuro, BknovaeT B cebs gobasneHne Tabnuu,
MoanduKaL o CTPYKTYp Tabnuu U HanncaHue KoAoB UK NporpaMm Ans usmeHenua dyHkumi MIMMC.

3.2.12 meTapaHHble (Metadata):

1) AaHHbIe O AaHHbIX;

2) nHdopmaLus, onucsiBatoLan Apyroi Habop AaHHbLIX.

3.2.12.1 O6cyxaeHune

MeTagaHHbie B koHTekcTe JIMMC obbiuHO BrtovaloT B ceba AaHHbIe, KOTopble NOAAEPKUBAIOT pesyrbTarhl
uenelTaHwii 1 3anuceisatotes B JIMMC. MNMprMepom MOTYT CRYXUTb UCNbITaHUA No onpeaenexHuto pH: peaynsTarhl
onpegenexus pH moryT 6biTh NogaepXKaHbl C MOMOLLLI0 MeTaAaHHbIX, BKNIOYAOLWUX B cebs1 CBEAEHUS O TOM,
Kakme nprbopbl 61K UCNONb30BaHbI, kKakuMin Bbinn AaHHbIe kanubposku Npubopa, Kakue cTaHaapTHbIe Bydep-
Hble pacTBopbI (peareHThbl) ObIU UCMoNbL30BaHbl AN kannbposku AatymMkos pH 1 Kakum 6bIn CPOK XpaHeHUst
CTaHAapTHbIX 06pas3LIoB PacTBOPOB.

3.2.13 pernctpaums obpasua (Sample registration): Mpouecc pernctpauum obpasuos B JIMMC.

3.2.14 cucrema ynpaBneHus Hay4HbIMU AaHHbIMU (Scientific data management system, SDMS).

3.2.15 cucTeMbl cnekTpocKkonuyecknx aaHHbIX (Spectroscopic data systems): KomneioTepHas cucte-
Ma, ucronbayemas ans obpaboTku, BU3yanusauuum, MHTepnpeTaLmm, XpaHeHus 1 sanucu MHdgopmaLym co criek-
TPOCKOMUYECKMX U HEXpoMaTOorpadmieckux npubopos.

3.2.16 ctatuuyeckue Tabnuubl (Static tables): OnucatensHble (4eCKpUNTUBHBLIE) TabnuLbl a3kl AaHHbIX
JIMMC, rae wabnoHbl, UCMbITaHUS, pacyeTsl, cneumdukaLm 1 COOTBETCTBYOLAst MHopMaLmsa oxXxapakTepunso-
BaHbl U coXpaHeHbl 1 06bIMHO HaxoanTcs B TabnuLax «noucK/ceblka/crnosapby.

3.2.16.1 ObcyxaeHre

JIMMC xpaHnT nHopmaL Mo Ans noncka ¢ Lenbto 6uICTPOR perncTpaummn obpasla U HazHauYeHUs Ha Ucnbl-
TaHus. OBbl4HO cTaTu4eckue TabnuLpl HeobxoaMmo KoHUNypMpPoBaTL 40 perucTpauun obpasua. BHegperue He-
koTopbIX IMMC MoXeT conposoXaaTsCst BBOAOM MHOPMAaLIMKU U3 cTaTUYeckor Tabnmupl HeNocpeaCcTBEHHO Ha
aTane pervctpaummn obpasua. CUHOHWMBI cTaTUYecknx Tabnu, BKoYatoT B cebst MacTep-AanHHele (master data—
OCHOBHble AaHHbIE) U AaHHble Mo KOHUrypaLum.

4 HazHa4yeHue U NpUMeHeHue
4.1 O6ocHoBaHue

HacTosawuii ctaHaapT NnpedHasHadeH ans obyyeHust 3anHTepecoBaHHbIX CTOPOH MHoruM acnexktam NTIMMC.
HacTtosiuin cTaHgapT MOXeT:
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4.1.1 Momoub B 06y4eHnr HoBbIx Nonb3osatenei JIMMC.

4.1.2Nomoub B 06y4EHUM OCHOBHOTO KOHTUHIEHTa COTPYAHUKOB nabopaTopuii U Apyrvx opraHuaauui, KoTo-
pble ucnons3aytot IMMC.

4.1.3 NMomoub B 06y4eHUM npoussoauTenein NpubopoB U U3roToBUTENEN APYTMX CUCTEM, KOTOPbIE MOTYT
6bITb coeanHeHbI Mexay cobon nHTepdencamu.

4.1.4 NpepocTasnTb CTaHAAPTHYHO TEPMUHONOMIO, KOTOPast MOXeT BbITb Ucnosb3osaHa npogasuamu JIMMC
W KOHEYHbIMW NONb30BaTENSAMMU.

4.1.5 YcTaHoBUTL MUHUMAaITbHbI Habop TpeboBaHUiA K OCHOBHBLIM cbyHKLumam JTMMC.

4.1.6 Obecne4unTs PYKOBOACTBO BbLIMOSHSIEMbIMW 3adadYamy U AoKyMeHTauueln, cosgaHHom B cneundu-
Kauuu, a Tarke AeACTBUSMU NPU OLieHKe, 060CHOBaHWM CTOUMOCTU, BHEAPEHWUW, YNPaBNeHUN NPOEKTOM, obyye-
HWK 1 gokymeHTuposaHum JIMMC.

4.1.7 OBecne4vunTb BbICOKOKOMMETEHTHbLINA YpoBEHb pykoBoacTea Npu uHTerpaumm NIUMC ¢ 60nbLLUMHCTBOM
06bIYHO UHTErPUPYEMBIX CUCTEM, TakuX kak nabopatopHble Nnpubopskl, CDS, ERP, ELN, SDMSuT. a.

4.2 AcnekTbl UICNONb30BaHUA cCTaHAApTa

HacTtosiwmia ctaHgapT npegHasHayeH 48 Ucnonb3oBaHUs BCEMU 3auHTEPECOBaHHLIMW CTOPOHaMU, BKITIO-
YeHHbLIMUY BO BCe acneKThl BHeapeHus unu obcnyxusanus NIMMC.

4.2 1 Hacroswmii cTaHaapT npegHasHavyeH Anst UCNoNb30BaHUA B paMKax XudHeHHoro uukna JIMMC
OTAEeNbHBIMU NULL@MW WU rpynnamMuy nuu, otBeTcTeeHHbIMK 3a FIMMC, Bkntovas cneuyndukaumio, noctpoeHue/
KoHUIrypupoBaHue, Banuaaumio, ucnofb3oBaHne, 06HOBNEHWNE, U3bATUE U3 SKCNyaTaLUuk/BbIBOA U3 IKCTTya-
Taum.

4.2.2 HacTosilumia cTaHaapT Takoke npeaHasHadveH Ans npegocTtaeneHus obpasua nepedHs dpyHkumii JIMMC.

5 KoHuenTtyanbHaa moaenb JIMMC — rpaduyeckoe nsobpaxeHme
dyHKUNMOHanbHOCTEN

MpumeyaHue 1— OcHoBHble hyHKUMK JIMMC, NYHKTBI MIHTErpaumm, XXM3HEHHbIN LMKN U OTPacny NPOMBbILLNEH-
HOCTU NpMBeaeHbl Ha pucyHkax 1 — 4.

5.1 KoHuenTtyanbHasa mogens JIMMC — BepxHUiA ypoBeHb

OcHogHeble dyHKuun IUMC oxeaTbiBatoT WIMPOKYHo 0bnacTb pabounx NOToKoB nabopaTopuu, ynpasneHue
nHdbopmaLmeli u MHTerpaLuio ¢ ApyruM1 NpoU3BOACTBEHHLIMU KOMMLIOTEPHLIMU CUCTEMaMU. 3T OCHOBHBIE (hyH-
kuuu MMMMC nokasaHbl Ha pucyHke 1 B 651oke JIMMC. Unterpauums ¢ IMMC v BHeluHUMU cucTemamu, npubopamu,
WHCTPYyMEHTaMU OTYETHOCTU U UHCTPYMEHTaMM aBTOMaTU3MPOBaHHbIX UCTIbITaHWUI NpeAcTaBieHa Ha pucyHke 1
B BEPXHEM U HWXKHEM CEKTOopax.

5.2 KoHuenTtyanbHas Moaenb JINMC — cpeaHUIA U HUKHUL YPOBHU

®yHkumm TMMC 1 1X B3aMMOCBA3L C BHELLHUMW cUCTeMamu, paclumpeHHbIMU oyHKumsmu TIMMC v oxuaa-
embiMu B BygyLiem doyHKunsaMu NIMMC nokasadbl Ha pucyHke 2. [luarpamma onpegensier:

5.2.1 OcHoBHble dyHkumn NUMC (LC) ¢ nogcTpykTypamu onepauuii (LC-1.X) v nogaepxku (LC-2.X).

5.2.2 PacwupeHHble dpyHkumm JIMMC onvcaHbl B nepeyHe B cektope LE-X.

5.2.3 Cuctemsl, asnsiowmeca sHewHuMu anst IMMC, nokasaHbl B cekTopax ¢ kogamu E.

5.2.4 Oxugaemble B byaywem cdyHkuum IMMC onucaHbl B cekTopax ¢ kogamu LF.

5.3 ®asbl xusHeHHoro uukna JIMMC (cm. FTOCT P UICO/MOK 12207, FOCT P UICO/M3K 15271)

BepxHuii ypoBeHb xu3HeHHoro uykna JIMMC npegctaeneH Ha pucyHke 3 kak:

1) nepsoHavansHoe BHeapeHue JIMMC;

2) cyHKUMOHUPOBaHWe (akcnnyaTauus) IMMC;

3) cuctembl 0bCNYXUBAHUS.

Kaxxaas 13 aTUX OCHOBHbIX (a3 B AanbHeilwem npeobpasyeTcs B OCHOBHbIE (hbyHKUMU. HyMepaums u
0603Ha4eHUs1 Ha pucyHKe 3 COOTBETCTBYIOT NPeACTaBleHHbIM Ha PUCYHKe 2, a Takke TpeboBaHWsIM, nepeyncneH-
HbIM B NpunoxeHun X1.

Ba3oebill (HUXHUU) yposeHb Xu3HeHH020 yukna JIMMC ompaxeH Ha pucyHkax 2u 5 ™. |

5.4 KoHuenTtyanbHas moaens JIMMC — oTpacnu npoMbILUNEHHOCTU

BazoBblii pabo4mnii NOTOK, KOTOPLIN YyCTaHaBNMBaeTCs B fabopaTopusix He3aBUCUMO OT UX Npoduns, BKIO-
yaeT B ceba Takue hyHKLMK, Kak perucTpaumst obpasua, HasHauyeHue UCMbiTaHui, BBOA pe3ynbTaToB, paccMoT-
peHue pe3ynbTaToB, yTBEpXKAeHWe pe3ynibTaToB U OTYETHOCTb (HUXKHULU YpO8eHb KU3HeHHo20 yukna JIMMC *).

* [lononHumesibHoe pa3bsCHeHUe 8 UesIsX Jlyqdiue20 MOHUMaHusi ypoaHel Xu3HeHHoe2o0 uukna JIMMC.,
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- OCHOBHble (hyHKUMM JIVIMC;

- paclumpeHHble cyHkumm JIMMC;

- BHELUHME CUCTEMbI

Mepenava faHHbIX/
dyHKUWY yaaneHns.
YnpasrneHue xpaHeHnem
06pasLoB.

MpoekTbl (Banegaums,
pexnavaumw).
Kanvnbposka v nposepka
(nosepka).

Ynpasnexvie npnbopamui
1 yCTaHOBKOW
nHTEepdeiicos.
YnpaBneHue hapmako-
KNHETUYECKUMA 1
dhapmakoAMHaM1YECKN MA
nccneposaHuamn (PK/PD
[JaHHbIe).

Busyanmsaumsa faHHbIx
aHa/m3a

MOHUTOPWHT Cpebl.
Be30nacHOCTb XpaHeHus
11 3/IEKTPOHHbIE 3anCcu.
Visy4eHme cTabunbHOCTH.
CTaTCTUHECKWIA aHa/m3.
ONEeKTPOHHbIE GriaHKm1
LIAB/IOHB). .
bICOKOMPOW3BOAUTESTbHbIiA
CKPUHMHT 06pasLioB

NHCTPYMEHTbI A1 UCMbITaHWUA - perpeccuBHoe

pexnmax n ncnbltTaHne HageXxHoCcTun

(MpoBEpPOYHOE)UCTIbITAHME, UCTbITAHUE B NPeAesibHbIX

PucyHok 1 — KoHuenTtyanbHble mogenn JIMMC — BepXHWil ypoBEHb

- CokpatlleHns 1 o603Ha4YeHns npueeeHbl B npunoxexnun Ab.
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[NepeyncrneHHble CUCTEMBI:

LC* - 6a3oBble doyHkumn JIMIMC:

1.0 - onepauuu;

2.0 -nogpepxka,;

E - BHellHue cUCTemsl;

LE pacwupeHHble

doyHkumn IMMC,;

LF 6yaywue doyHkumn JIMMC

E -1 [lokyMeHTbl N0 06CNyXMBaHMI0 (CepBUCHas JOKyMeHTaLus) - paspaboTka v noaaepxka:

0o0n (SOPs)
Cneuudmkaymn.

MeToabl UCTbITAHWIA.
Matepuansl gnsi 06yyeHus.

YnpaBsneHue koHgurypaumeii (LC-2.1):

- c60p NepPBOMNCTOYHIKOB

(c6op UCTOYHWKOB [LOKYMEHTOBY);

- MPOLIeCC KOHTPONS U3MEHEHMWIA;

- CO3AaHne MacTep-AaHHbIX;

- TecTupoBaHve/Bepudukauns (Nposepka)
MacTep-AaHHbIX;

- nepemelLeHne MacTep-AaHHbIX

B NPOU3BOACTBO;

- YAaneHve MacTep-aaHHbIX

YnpasneHnne pecypcamu (LE-1):
- 3an1cb CBEAEHW 06 0OyYeHUN aHaIMTUKA;
- cTaTyc Ksanmdukaumm

Ynpasnexue ob6opygosaHvem (LE-3):
-ynpaBfieHne KanmbpoBKamu;

- NpeaBapuTenbHOe 06CNyXUBaHue;

- ynpaBfieHne 06cnyXnBaHNeM/peMOHTOM

C60p faHHbIX ¢ Npu6opoB (LE-6):

- cUcTeMa XxpomaTorpadguyecknx AaHHbIX;
- NPAMOe NoslyyeHne AaHHbIX;

- nonyyeHve haina/aHanunsa;

- XpaHeHue hainnioB ¢ HeobpabOoTaHHbLIMM
[JaHHbIMK;

- NoslyyeHne MeTafaHHbIX

CucTeMHast vHTerpauus (MHTerpauys
¢ cucremamu) (E-2):

- ELNS/LES;

- ERP/MRP;

-MES;

- SCADA;

-ynpasfieHve AOKyMeHTaLuel;

- CTATUCTUYECKUI aHanu3;

- NepeKkpecTHbI aHaN3 NPUIoKEHWI

Bannpgauna JIMMC (E-4):
-KBamMdmkaums;

- Bepudmkaums;

- Ba/Maaums

Pernctpauns obpasua (LC-1.1):

- 3anpoc nabopatopun Ha 06CNyXMBaHNE;
- pervcTpauus nota/napTuu;

- perucTpaums obpasuos;

- pacnevatka 3TMKETOK A1 06pasLoB

YnpasneHnve o6pasuavu (LC-1.2):

- MoslyyYeHne 06pasLoB;

- pacnpegeneHue o6pasLoB;

- XpaHeHne 06pa3LoB;

- Lenoyka xpaHeHus ceegeHuii 06 obpasuax

Ba3oBble nabopatopHble paboyne NoToku
(LC-1.3):

- Ha3HaYeHVe aHaNMTUKa,;

- HasHauyeHue npubopa;

- NOArOTOBKA WCMbITaHWS;

-BbIMNOJIHEHWE UCMbITAHNS;

-BBOJ, flaHHbIX

MpocmoTp pe3ynbtatos (LC-1.4):

- BbILUECTOSILLMM PYKOBOACTBOM,
nosib3oBaTesnieM, KOHTPOEPOM,

OVPEKTOPOM, CreLpanucToM no obecneyveHno
KauectBa (QA);

- BEpUUKALVSA AAHHBIX;

- BaNMAauus AaHHbIX;

- obecrneyeHne aHHbIX

YT1BepxaeHue obpasua (Bbinyck) (LC-1.5)

OtyeTHocTb (LC-1.6):

- 6a3oBble nabopaTopHble MOTOKY;

- NabopaTopHble METPUKU;

- cneunasibHble COOBLLEHNS;

- cepTudmKaTbl aHam3a;

- OT4eTbl 06 ynpaBneHuy;

- OTYeTbl 0 HOPMATUBHbIX AOKYMEHTaX
(perynupytoLupye coobLLeHns)

[oroBop 06 ypoBHe o6cnyxusaHmsa (SLA) n onepaunoHHom yposHe (OLA).
TpeboBaHuA nonb3oBatens.
Tpeb6oBaHUA K DYHKLMOHAIbHOCTAM.
TexHnyeckue cneyudukalnm

CuctemHoe agmuHuctTpuposaHue (LC-2.2):

- 06CnyxBaHue annapaTHbIX CPefCTs;

- 06CnyxvBaHne NporpaMMHOro obecneyeHs;
- 06CnyXBaHNe JaHHbIX;

- aBapuiiHoe BOCCTaHOB/EHWE

YnpasneHne cOOTBETCTBMEM
(noaTeepxaeHvem) (LE-2):

- 3/1eKTPOHHAsA 3anuce;

- 3N1IEKTPOHHAsA MOANMChb;

- COOTBETCTBME CEKPETHOCTMU
(KoHdMAEHUMATLHOCTH);

- (huHaHCOBOEe COOTBETCTBUE

Ynpasnenve naptuamu/noramu (LE-2):
- (hOpMUpPOBAHME;

- NPOCMOTP;

- pa3meLleHve

YnpaBneHve 3annaHnpoBaHHbIMU Cry4asmm
(pesynbtaramu) (LE-5):

- OKpyXXatoLasn cpeaa;
- CTabUNBHOCTb

YnpaeneHnve ctaHgapTamu/peareHtamm (LE-7)

Ynpasnenue 3anacamu (LE-8):
- KOHTPONMpyeMble cy6CcTaHUmu;
- peareHTbl;

- CTabuNbHOCTb

Ynpasnenue nccnegosaHusmm (LE-9)

PaspaboTka KOHTPOsbHbIX KapT (SQC) (LE-10)

ApxvBnpoBaHmne gaHHbix JIMMC (LC-2.3)

MnaHupoBaHne 06bLEMOB/NIaHUpPOBaHNe
rpadomkoB nabopatopHbix padoT (LF-1)

PucyHok 2 — Mogenb koHuenumm JIMMC — cpefHuii n 6a30BbIli YpOBHU — CTPYKTypa TpeboBaHuii

* CoKpalleHus 1 o603HayYeHus npueefeHbl B npunoxeHun Ob,
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( MepeoHavansHOE BHeapeHue JIMMC
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SkennyaTaums \
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Ob6cnyxuMpaHue cucTemMsl

~

SC1
WMHnumnposaHue

8C.1.1 C6op URS/Coaganne URD
1 nepeckLnka RFI

SC.1.2 MNMpocmotp RFI n oueHka

SC.1.3 leMOHCTPALIMOHHEA CHETaMa
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TpeGoBaHui I

8C-2

8SC-3
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SC-4

SC.1.4 OueHka ROl
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SC.1.8 Meperosopsl © KOHTPaKTe

SC.1.7 NoanucaH1e KOHTpakTa

SC.2.1 MpocmoTp KOHTpakTa/SOW

8C.2.2 Cbop FRS/Coananre FRD

8C.2.3 Yraepaenne FRD/MoTonHuK ol
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SC.2.5 KoHTponb nameHeHui
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8C.4.1 MpocmoTp KOHTPaKTA
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F ﬁ
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NOTOKU
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LC-1.1.2 Py4Has pervcTpaLus oﬁpaeuoal

SM.1

C-1.1.3 pAMGHBHHE rpynn

MQHHTEHHI

.1.4 NpnMeHeHWe crneLudUKaLmn
TOCT!
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LC-1.2.1 NonyyeHue o6paslios

LC~1.2.2 PacnpsageneHue oBpasLon

LC-1.2.3 OT4eTHOSTL

O6cnyxmeaHune
annaparHoro
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LC-1.3.1 HasHaueHU® aHanVTIKa

LC-1.3.3 PyuHON BBOR ABHHBIX

LC-1.3.2 HasHaueHue npuSopos

SM.2
O6enyxmBaHve
CUCTEMBI

8M.1.1 PeructpaLus obenykvsaHua

8M.1.2 KoHTpakT Ha oGenyxm1BaHne

SM.2.1 CTpykTypa noruueckoro aina |

SM.2.2 KornnpoBaHue/BOCCTaHOBIIBHUS

8M.2.3 Kontponb goctyna

—I 8M.2.4 BoiMUCNUTRNLHER CBTb
—I SM.2.5 Monaepxa NenbaoBaTans

M.2.6 MonepHUsaLVs/OBHOBNeHHe
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OT4eTHOCTL

LC-23

BHpo-
BaHWe

m
JLI_JL

LC-2.1
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I LC-2.3.3 BoccTaHORNEHME AaHHBIX I
K3 ApXMBA

—| LC-2.3.3 [Incriossums

—I LC-2 3.3 Ucropsuecxoe HanpaaneHne I

LC-1.3.4 AsTOMaTnyecKmii BBOR .qanmanxl
LC-1.4.1 BeputbuKaLUA ARHHBIX I
LC-1.4.2 Banvaauua AaHHBIX I
—I LC-1.8.1 CneuymanbHLIe OT4eThI I

I SM3

{  Lc1s2npojopmcon | O6cryHBaHme
DAHHBIX
: LC-1.6.3 Buanec-omier I
LC-1.6.4 OryeT B COOTBETCTBHM I
C HOPMATVHBAMH
—I LC-2.3.1 famic/MoTanambe I SM4
AsapwiiHoe
BOCCTAHOBINEHNE,

SM.2.9 fledparentauma

SM.3.1 KonnpoeaHue/BOCCTaHORNBHWE

Eamux

\.

N\

J

PucyHok 3 — ®a3sbl xuaHenHoro yukna JIMMC

* CokpaujeHuss u 0bo3aHayeHus npusedeHsl & rpuroxeruu [b.
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Ons nabopaTtopwi B pasnnyHbIX OTPacnsAX NPOMBILLIIEHHOCTV MOryT NoTpe6oBaTLCA AONONHUTENbHBbIE hYHKUWN B
COOTBETCTBUM C KOHKPETHLIMKU TpeboBaHuaMK kK pabouyeMy noToky. Hanpumep, ansinabopatopum sKonoru-
YecKoro HanpasneHust MoryT TpeboBaTLCA NPOCNEXNBAEMOCTb KOHTENHepOoB ¢ obpasLiamu, o6paboTka obpasLos
B NapTUsIX C UCMNOMb30BaHWEM KOHTPOMbHbIX o6Gpasuos, wHTerpauus cnpubopamu ansi nepegavdv ceegeHuin
0 Ymcne ONUCaHHbIX KOMMOHEHTOB Y MHOTOYPOBHEBbLIV NPocMOoTp. Kpome Toro, MoryT notpebosaTbes cneyndu-
yeckue TpeboBaHUA K OTYETHOCTU. HekoTopble U3 A0NONHUTENbHBIX (hYHKLMIA, KOTOPbIE MOTYT BbIThb 3aTpeboBaHb!
ans na6opaTopui B crielmbuHeckmx oTpacsisax NPOoMbILLNEHHOCTU, NpeacTaBneHbl Ha pucyHke 4. MNpeactaenex-
Hble Ha pUcyHKe 4 byHKLIMKN ABNATCA AONONHUTENbHBIMU K 6a3oBoMy paboyeMy NoToky nadopatopuu.

Ljenouka O6paboria SnekTpoHHasn
OcHosHbie POCHEXUBAHHUS napTuit OTYETHOCT.
naboparopun WHchopMaLIM o6pasyos, Pesynbrarms
00 06"" BKMOvan KOHTpONst
pasye o6pastipi QA xavectBa (QC)
(o] lowan Obpaborka OnexTpoHHas B
il Koot Bl L ol ol Weivicig
08 obpastos, paccMoTpeHust ¢ npuBopamu Peaynbrars MerqunA/bC
obpaaty lo4asn i KOHTpOJISt g
W HONBITaHM oﬁz';nauu QA u yreepxaeHusi § u cucremoit GIS xavecToa (GC) BepUpuKaLis
~ Llenoyka O6paboTtka Cucrema GIS OnexTpoHHast
OBwecTeeHHLI | npocnexvBaHus napTii ans OTYETHOCTD.
cexTop uHbopMaLun obpasyos, onpegeneHusi Pesynbramst
06 obpasye/ BKIIOYEA nokanusauum KOHTpaI1s1
[Aokasatenscrea | 00pasus QA obpastos ka4ectea (QC)
Kortponupyemsie] OgropoarocTs. Barmgauus
EctecTBeHHble cybCTaHumn. | PacTeopumocTs. MuoroyposHesbie) [P—— [P —— . gs?:y;s&g:;’u:m

Hayxm CrabunbHocTs Pacyersi. ”p;?: ;,m' enz: cERP W BaITYCK ¥ KATMOPOBKE

obpastos Cneungmxaymm npubopon
Crammctyeckas
Nuweeasn Mpocnexwsas- MroroyposHessie Wnrerpauus TpoGHENMEa Uckmouenme.
mocTb o6pa3tios ¢ MES, ERP Orversi
NPOMBILNEHHOCTD PaccMoTpeHus y ST eMocTb
«or M u yTBep¥aeHus | ¥ CMCTOMOM [ papyabenbioctuf A MPOAX
Ao cronar cHaGXeHns npouecca M MapKeTUHra
ABsTOMaTManpo- orpa
Tsokenas nna::ggn?ime c‘?:':frcreum Cramnciwieckme |BXOHLIG AaHHEG
NPOMBILLNEHHOCTE obpastios ynpasneHus KapThi u AR rpodunan-
" TECTOB. npoyeccamu KOHTPOITMPYEOMbIO| TU1ECKoro
Ynpasnexue npenenvi obenyxusaHus
nngMﬂMM u npuGopamu
OcHoBHble
PaccmotpeHue,
Ynpaenenue nabopartopHbie BepudbKaLys, CucremHasn OTueth PaclmpeHHbie
obpasuamm paboune yTBOpXASHME UHTErpauus ocTb yHKLUMM
NOTOKU
®yHkuum IMMC >

PucyHok 4 — lMoTpeGHocTn oTpacnei npomMbiwneHHoctu B JIMMC

* CokpaweHusi u obosHaqyeHusi npusedeHs! 8 rpusoxeHuu [b.

6 Pa6ounn notok JIMMC m XN3HEHHbIX LMK o6pasua
(cm. FTOCT P UCO/MOK 14764, TOCT P MCO/M3K TO 16326)

6.1 Pa6ouuit notok INMC, BBegeHue

Mogene paboyero notoka JIMMC (cM. pucyHok 5) aaet obLiee npeacTasneHue o nNpoLLecCHOM MOTOKe B
TUNW4Hol nabopatopun. Liensto gnarpammel pabodero notoka ABNAETCs pasbsicHeHWe dyHkuui IMMC v ykasa-
HWe MyHKTOB MHTerpaLum ¢ TUNYHeIMK NaéopaTopHeiMu pabounmm npoueccamu (06paboTka 06pasLos, aHanns U
oT4eTHoCTL). OnpeaeneHHble (cneumdudeckue) nabopaTtopHele TpeGoBaHNUS 3HAYUTENbHO BapbUPYOTCS OT OAHOM
nabopaTtopum k gpyroi. MeToabl onpedeneHust U coctae obpasla 1M coBoKynHOCTM obpasuoB ByayT Takke
0cobeHHbIMM Anst KOHKPETHOWM NabopaTopun 1 ByayT 3HAUMTENbHO MEHSITLCS B 3aBUCUMOCTM OT oTpacnu npo-
MblLLNeHHOoCTU. MHamBMAayansHbIi pabodnii NOTOK U onpedeneHue obpasua, npucyLume TonbKko 3Toi naboparo-
pWK, OOMKHbI SIBNSITECS YaCTho XXU3HeHHoro uukna JIMMC. Basosble coyHkuun JIMMC n B3aumopaeiicTene pabo-
YKX NOTOKOB NpeacTaBsieHbl Ha pucyHke 5. Lindppbl B ckobkax (cM. 6.2) COOTBETCTBYIOT KOHKPETHLIM NpoLeccam
pabounx NoTokoB (MPsSIMOYronbHble 610KK), NPeACcTaBNeHHbIX Ha PUCYHKe 5, KoTopble OTHOCATCS K 0bnacTsm,
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nokasaHHbIM Ha koHLenTyanbHbix Mogensix FIMMC (cm. pucyHkn 1 — 4) B pasgene 5. B kauecTBe npumepa Toro,
YTO MOXET BblITb BbIMOSIHEHO C MOMOLLBIO KaXKA0N 13 hyHKLMA Mogenu paboyero NoToka, UCNoMb3yTCA AaHHbIe
BCeX ypoBHen koHuenTyansHon mogenu JNIMMC. MNogpasgen 6.2 He cofepXuT onucaHui Kaxgoun doyHKUum
KOHLIeNTyanbHOW MOAENW U He orpaHnY1BaeTCst KakuM-nmbo cneLmcuyeckiMm ypoBHEM.

[ Ynpanenve obpasuamm |

! (LC-1.2) !

1 1

1

_ Peructpaums | _ _i e C6op !

(LC-1.1) ! (LC-1.2.1) !

] 1

S IS | i

i 1 ! '

1 i i v !

: OcHoBHble ittt H ! !

1 nabopatopHbie paboune i Hasnayenne ! I Pacnpenenetxue '

! notoku (LC-1.3) ! Ha paBoTy i* ﬁ\/\”i > (LC-12.3) E

i H (LC-1.3.1) =N !

i R Y l ;

i ¥ PN 5

H Moarotoska ] Mee_ nNocrynnenve i

! UCMbITaHMiA ™ | | (LC-1.2.2) |

H (LC-1.3.2) nd | |

! I i

! RN ' =

1 1 (AN !

i PN X :

I BhiNonHeH1e ! L paHenHue i

i UCTbITaHi St (LC-1.24) i

I (LC-1.3.3) i : !

i P |

i ! i i

1 1 ! i
I i

1 ! I |

! BBoA AaHHbIX i i i

1 1 1

[ (LC-1.3.4) ! i :

H i i i

1 1 1 :

I ! H i

1 1 1 1

(DY F VRV - ! !

| i

MoBTOPHBIA Mpocmotp : :

TecT (LC-1.4) , ;

| i

1 1

1 1

] 1

i |

MoBTOpPHBbIA _ WHTepnpeTaums i |

obpaszell (LC-1.5) ! E

| |

1 1

1 1

i |

OTyeTHoCTL ! i

(LC-1.6) ! E

i |

| !

: A 1

| i

Apxueuposanue | R Pasmeluenve |

(LC-2.3) : (LC-1.2.5) ;

| a

oo ——d

PucyHok 5 — OcHoBHble paboune notoku JIAMC
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6.2 OcHoBHbIe pa6Goumne notoku IMMC

O6a nornyeckux NoToka AaHHbIX, Xapakrepuaytowmx paboty JIMMC B koMGUHaLMKN € COOTBETCTBYHOLLIMMMU
bunsnyeckMmMm npoLieccamm B OTHOLLEHUM 0Bpa3LoB, NokasaHbl Ha pyucyHke 5. Kaxxgomy 610Ky, npeacTaBneHHo-
My Ha pUCyHKe 5, MPUCBOEH YHUKaNbHLIA HOMep (HoMepa COOTBETCTRYIOT NpeAcTaBneHHbIM Ha pUCYHKe 2, fAe-
TaslbHOe onucaHue NPoLeccoB NpMBEAEHO B NocneayoLmux pasaenax).

6.3 O6nactu byHKUMOHaNbHLIX Bo3MoxHocTen JIMMC

OcHogHble aTanbl paboumx notokos JIMMC, npeacraBneHHbIX Ha PUCYHKe 5, onncaHbl B HWKecneaytoLwem
nogpasgene craHgapta. Kaxablii aTan onucaH ¢ NepekpecTHOW CCbIKOW Ha pucyHok 2. UHaekc (B ckobkax)
yKasblBaeT KaK Ha pUCYHOK 2, Tak U Ha npunoxeHue X1.

6.3.1 Peructpaums o6pasua (LC-1.1)

6.3.1.1 Hauyanom npouecca siBnsieTcst UHULUMPOBaHWE 3anpoca Ha ucrnbitaHue/otéop npob obpasuos. 3an-
pocbl Ha o6pas3Lbl MOryT BbITb OCYLLECTBNEHbI B PYYHOM U 3/1IEKTPOHHOM pEXMMaXx; 3TO MOryT 6biTb TenedoH-
Hble, Be6-3anpockl; Npou3BOACTBEHHLIE 3aMpOChl, KacarLLMecs CPOKOB M rpadukoB; cneuuanbsHbie 3anpochl U
3anpochl, reHepuposaHHble JIMMC. UHdbopmauus, nonydyaemas U3 3anpocoB Ha obpasel, BkroyaeT B cebs 6uo-
rpacpmyeckne gaHHbIe, AaHHbIE O KIMEHTE, 3anpoLLeHHbIe MeToAbl UCTibiTaHUs U MHdbopMaLmio o besonacHocTu. B
pesynbTaTe BHeapeHust HekoTopbix IMMC nabopaTopus nonyyaeT BO3MOXHOCTb OCYLLECTBNATL NpeasapuTens-
HYIO WY NOCIeayIoLLYIO permcTpaLmio 0bpasLoB Unm KNMeHToB Ansl NpedBapuTenbHON perucTpaummn obpasuos
nocpeacTeom Beb-noprana.

6.3.1.2Mpexae Bcero cuctema JIMMC gomxkHa 6b1Th HagNexXalmMm ob6pasoM CKOH(UrypupoBaHa, 1 cooT-
BETCTBYIOLMM 06pa3om 3acdukeupoBaHHas UHopMaLWs o nepcoHarne, 3akasumkax (KnueHTax, nokynaTtensx),
UCNbITaHWUAX, OTYETax M T. N. 4OMKHA ObITb BBeAeHa B cTaTudeckue 1abnuubl. Mocne Toro, kak JIMMC ckoHpury-
pupoBaHa, MOXeT HauaTbCs npouecc peructpauum obpasua. IMMC npucsavBaeT yHUKanbHLIA HOMEp KaXaoMy
perncTpupyemomy obpasily. YHUKanbHbI HOMep MOXeT BbITb OQHUM U3 NocneAoBaTeNlbHOro psiAa LesnblX Ynucen
WY U3 yCTaHOBIIEHHOM Nonb3oBaTensamy nocneaoBaTensHOCTU. Bonblwoe Yucno obpasLos, KoTopble BMecTe
ObINM NpeacTaBneHbl Ha paccMOTPEeHUe AN perncTpaumm, MoryT BbITb norudecku cessaxsl B JIMMC, Hanpumep,
BCe obpasLpbl KOHKpeTHOro 3aKasyuka. Kak npasuno, cuctema JIMMC 6yaeT obecneunsath pyHKLUMOHABHLIE
BO3MOXHOCTU [U1st cbopa cneayoLwen AeCKpUNTUBHON (onucatensHoin) MHdopmauum 06 obpasuax: o ToM, KTo
npegocTaeun 06pasLibl Ha paccMOTPeHUe, 3aTpaTthl (CTOMMOCTB), onucaHue obpasua U Kakue UCNbITaHWS AOSTKHbI
6bITb NpoBeaeHsl. [pyras nHpopMaums Take MOXeT BbITb UPEe3BLIMANHO BaXKHOW, HaNpUMep, 0 NPUOPUTETHOCTU
UCMbITAHWIA, O TOM, Kakue YpoBHW TOYHOCTU U NPaBUIILHOCTU TPebyloTCs MPU UCTILITAHUSX, KaKylo ONacHOCTb
MOXeT npeAcTaBnAaTe 06pasel ANa nepcoHana naboparopun, kKakue NpUbNUanTenbHbIE YPOBHU cogepXaHus
KOMIMOHEHTOB OXUAAKTCS, YTO A0SKHO BbITh caenaHo ¢ obpasLioMm, korga aHanus byaeT 3aBeplueH. Pernctpa-
Lus 06pasLioB MOXET MpeaLlecTBoBaTL UMK criegoBaTh 3a uamdeckum cbopom 0bpasyo. PyHkuusa IMMC no
permcTpaummn 06pasLoB AomkHa 6bITb MPOCTLIM NPOLIECCOM C UHTYNTUBHBLIM U 3cbheKTUBHBIM UHTEPGEACOM MOSL30-
BaTens.

6.3.1.3 CoobLleHne o noaTBepPXKAEHUW YacTo BbiNyckaeTcsl AN TOro, YTobbl rapaHTMpoBaTh MOMb3oBaTe-
nam chakT NPUHATUA cUcTemoit 3anpoca Ha obpaseL. CtaTtycel FIMMC obHosnstoTes Ans obpasual 3akasa. Cucte-
mMa JTMMC gomkHa caenaTs 3anunck 0 TOM, YTo Gbin caenaH 3akas (4ns Toro, Ytobbl nogaepXnsats akcnnyaTauu-
OHHyto MeTpuKy). Koraa sanuce 6ygeTt caenaHa, cucTeMa CMOXET OTCIIeXMBaTb BPEMEHHbIE (KaneHgapHbie)
WHTEepBarnbl Ars OCTanbHbIX 3Tanos npouecca. MonyyeHHble cBeAeHUs NO3BONSAT PyKOBOACTBY NabopaTtopum on-
penenaTb Bpemsi 060poTa, ctatyc obpasua 1 pasfmiHble YCroBMs MPOCPOoYeK.

6.3.2 YnpaBneHue o6pasuamu (LC-1.2)

6.3.2.1 C6op obpasuos (LC-1.2.1)

C6op 06pasLoB MOXET MPOBOAUTLCS B PyYHOM, aBTOMATUUECKOM Ui pOoBOoTU3NPOBAHHOM pexumax. Céop
06pasLoB MOXET MPOBOAMTLCS € Ucronb3oBaHuem cuctemsl JIMMC (nocneaytolwas peructpauus obpasua), Koto-
PblIli B HeKOTOPbIX pabounx cpegax conpoBoXaaeTcs pacreyaTkon cnucka cobpaHHoOro MaTepuana u reHepupoBa-
HWS MapKUPOBKW 3TUKETOK (LUTPWX KOAOB) 151 KOHTEHEPOB ¢ obpa3uamm. Coop 06pa3oB MOXeT NpedLLecTBoBaTb
pervcTpaummn obpasua unu cnegosaTh 3a peructpavimei obpasua; akTyanu3vpoBaHHbIA 3akas MOXeT MEeHSITLCS OT
nabopatopun knabopatopun. Ctatycel IMMC moryT BbiTb 06HOBMEHBI (NocneayoLlas peructpauus obpasua) B
TeyeHue aTana cbopa obpasuos. Cuctema JIMMC moxeT obecneunTs MHDOPMALIMIO O TOM, KaK OCYLLECTBSATE
c6op 0bpasLioB, 0 NnaHuposaHuy cneuudmnyecknx obpasuos, TPeBoBaHNAX K KOHTEHepaM W yCrIoBUSAM XpaHe-
HWs1, nHpopmaLmio o 6eaonacHoCTU (CNUCKN AaHHbIX 0 Ge3onacHOCTVM MaTepuanos UNn «nacnopT 6esonacHocTH
maTepuana» — MSDS, Material safety data sheets), TpeboBaHusx k xpaHeHUto oGpasLa 1 HgpopmaLum o poTa-
Lmmn obpasua. Lienb xpoHonoruyeckoro AokyMeHTUpoBaHusi uHdopmauum o6 obpasue (chain of custody) moxeT
6bITb NpocnexeHa ¢ nomotbio JIMMC, xota MTIMMC 1 He MOXeT NONHOCTLI0 3aMEHUTL PUANYECKU paspeLleH-
Hble TpeboBaHWA K co3gaHuio NnoaobHol AokymeHTaLm 06 obpasue.
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6.3.2.2 MocTynneHue obpasLos (LC-1.2.2)

Pusmnyeckoe noctynneHne obpasLos B nabopaTtoputo 3anuceisaeTcs B cucteme. Npouecc nocTynneHuns
BKIOYaeT B cebs1 BaxkHbIe doyHKunm NIMMC no pernctpaumm obpasua (ecnn obpasLibl He Bbinn 3aperucTpupoBaHhbl
B8 NMMC go nx cbopa), nepeoHavanLHOK Nposepke obpasLia 1 MapkMposke. 3akas Ha obpasel, unu rpynny obpas-
LLOB MOXeT ObITb MPOBEpPEH Mo OTHOLLEeHMO K TpeboBaHNsIM 3akasurka Unn K npoekty otéopa npob obpasuos.
MoxxeT BbITb 3aperMcTprpoBaHa Takas A0NONHUTENbHas MHGOPMaLIWS, KaK YACHO NMONyYeHHbIX 00pasLoB U BpeMst
[AOCTaBKM, a Takke MoXeT ObITb 06HOBNEH cTaTyc obpasLoB AnsA obpaslia /3akasa, HauvHasi OT perucTpauum 4o
nonyyerwst obpasua. Tam, rae UCNONb3yTCA CNUCKU cobpaHHbIX 0bpasLoB, oTyeT 06 yTepsiHHbIX obpasuax
MOXeT BbITb UCMOMb30BaH AN yKazaHUsi Tex 06pasLoB, KOTopble He MOrv BbITb NonyyeHb! No Kakoi-nnbo npuyn-
He. 3akasunky MoXeT ObITb BblAaHa KBUTaHLVWS 4N NogTBepXaeHus nocTasky (docTaskm) obpasua.

6.3.2.3 MoxeT cyLlecTBoBaTb HEOOXOANMOCTL pa3agenuTb ob6pasey Ha nogobpasLibl UMK anuKBOThbl ANS
OAHOBPEMEHHOro aHanusa Ha pasfMiHbIX aBTOMaTN3NPOBaHHBLIX pabounx MecTax Unn B pasHbix nabopaTopusix.
Cuctema IMMC onpeaenseT TpeboBaHUSA K anvMKBoTam Ans 06pasLoB, OCHOBaHHbIE Ha NpeaBapUTenLHO NpoBe-
AeHHbIX C UX UCNONb30BaHWEM UCTbITaHUAX. Ha aTom aTane MoryT 6bITe OTMeYeHb! U 3aperncTpupoBaHsl npobne-
Mbl ¢ 06pasLiom. MoxeT ObITb OTMeYeHO HegocTaTouHOE KONMYecTBo obpasLa Ans NpoBeAeHUs UCTbITaHUA Uk
NMoAroTOBKW UHAMBMAOYaNbHbIX anuKBOT, HeoBXoaNMbIX ANst MHOroUYMCieHHbIX TecToB. MoryT Habntogatbes u
perncTpupoBaTthcs Apyrve npobnemel ¢ obpasuamu, Takme Kak X HenpegycMOoTpeHHas okpacka wnu Henpegyc-
MOTpeHHoe thranyeckoe coctosiHue. [1ns HekoTopbix 06pasLoB MOXeT NoTpeboBaTbes NpeaBapuTensHas obpa-
6oTKa, Hanpumep, AobaeneHne koHcepBaHTa. Ecnn 310 Heobxoammo, To nabopaHTy MoryT 6bITh NpeacTaBNeHbI
WHCTPYKLMMK € TEM, YTODbI rapaHTUpOBaThL NpaBuibHYy0 paboTy Ha aToM aTane. Cuctema JIMMC aonxkHa 6bITb
[OCTaTouHO rMbKoi, YTobbl 0becneunTs NpoBedeHWe Takux NPOBEPOK U AOKYMEHTUPOBaHMWS B TeUeHUe npoLecca
pernctpauum obpasua (Unn 3Tu 4eACTBMS 4OSTKHEI OblTh BLINOMHEHEI TabopaHTOM 40 NoaroToBKu 06pasua unu
ucnbiTaHus). Cuctema NIMMC Takke AoMKHa Ha3HAUUTb YHUKanbHbIA TabopaTopHbIA uaeHTUdMKaTop Ans Kaxao-
ro nony4veHHoro obpasua Unm Kaxxaon reHepyupoBaHHON anMKBOThI U HaNevyaTaTb COOTBETCTBYIOLLYIO 3TUKETKY
ans kaxgoro obpasua.

6.3.2.4 PacnpegeneHve obpasLos (LC-1.2.3)

Mpouecc pacnpegeneHnsa 0bpasLoB BKIloYaeT B cedbs Takve BaxHble pyHkuun IMTUMC, kak pabouune nucThl,
poTaLuto 1 npocnexveaemocTb o6pasua. Liens XpoHonornyeckoro AoOKyMeHTUpoBaHus uHdopmaLmm 06 obpas-
Liax MoXeT NnoHagobutses ansa obecneveHns 4OKYMEeHTUPOBaHHOIO CBUAETENLCTBA O KOHTPOSE U NpOoCcnexXnBae-
MOCTU XpaHeHWs1 KOHTENHEPOB ¢ obpasuamu 1 ux cogepxmmoro. MNpumepamun cUTyauuii, rae MoryT notpebosatbes
3anpocbl 0 Lienun xpaHeHust iHdbopmaumm 06 obpasuax, ansaoTes: 06paboTka BewecTs, NognexaLlmx KOHTPONIo;
ceuaeTenscTBa (cyaebHo-MeaumHckue), nogaepxunsatowme opuandeckne cyaebHole cnydaun, unu Hanuuve
pagnoakTUBHbIX MaTtepuarnos. Cuctema NUMC gonkHa npegocTasnTb NepeveHb BCeX UCTIbITaHUIA, KOTopble A0MK-
Hbl ObITb BEIMOSHEHBI, U MOXET Aaxke NpeaocTaBuTb NabopaHTy aeTanbHyo MHopMaLMio OTHOCUTENBHO anuK-
BOT, TPeGYEeMbIX A1 KAXKAOr0 UCMIbITaHUSA, KonudecTBa Tpebyemoro matepuana, a Takke Toro, kyaa obpasubl
JOIMKHbI 6bITh HanpaeneHsbl. O6pasew, UNK anvkeoTa MOryT 6bITe HaNpaeneHsl 4NA aHanuaa Ha paboyvee MecTo B
nabopaTopun Unn Ha paboyee MecTo B CTOPOHHEN yaarieHHon opraHnsaunn. PacnpeaeneHune o6pasuos no garte
1 BPEMEHM OYEHb BAXHO, TaK Kak noMoraet onpeaenuTb, koraa o6paseL, cTaHOBUTCA AOCTYNHLIM AN aHanusa Ha
pasnuyHbIX NabopaTopHbIx pabounx mectax. Ctatyc obpasua o6HoBNAETCA € TeM, HTODbI ykasaTb Ha 06pasubl,
KOTOpbIE ABMNATCA AOCTYMHLIMU AN aHann3a B 4aHHOE BPEMS.

6.3.2.5 XpaHeHue n yaganeHue obpasua (LC-1.2.4)

O6pasLbl N annKBOTLI, KOTOPLIE AOMKHBI BbIM BbITb NPUrOTOBMEHBI, MOFYT XPaHWUTLCA 40 aHanu3a B
crneumanbHo BblaeneHHoW ansa xpaHeHus komHate. Cratycel cuctembl JIMMC obHoBnAoTCA Ana obpasua/zakasa.
B nononHeHWe K 06bIMHLIM 06pas3uam MoryT noaaepXuBaTeCca 3anackl 06pasLos cpaBHeHWs, nabopaTopHbIX pea-
reHToB, cTaHAapTHbIX 06pa3LoB, o6pasLoB ANA KOHTPoNA kadecTsa (quality control, QC), a Takke o6pasLos,
3aBUCALLMX OT BPEMEHMN XpaHEHUsI (CeKTOp CTabubHOCTH).

6.3.2.6 PasmelueHune obpasuos (LC-1.2.5)

Hagnexallas gokyMmeHTauuWs no pacrnopshkeHnio obpasuom nocne aHanusa sensetca npeametom 6onee
BHUMaTesnsHoro paccmotpeHust. JIMMC moxeT 6bITb Ucnonb3oBaHa ANA NPOCNEXUBAHUSA MECTOMONOXEHNUA KO-
HeyHoro obpasLa 1 yaaneHust HeHyXHbIX 0cTaTKoB (COpocoB).

6.3.3 HazHa4yeHue Ha paboTy (LC-1.3.1)

6.3.3.1 MnaHnposaHue paboTbl (LC-1.3.1)

Cuctema NNUMC moxeT koHbUryprpoBaTbCs 47151 rpynnupoBKku 06pasLoB B ceputo Mnu nocnegosaTesnibHo-
CTW W ANsi NnaHupoBaHust paboT (UCMbITaHW) ans kaxgoro obpasLia/zakasa B aBTOMATUYECKOM pexvme, Unu
cuctema MoXeT BbITb CKOHUrypUpoBaHa Tak, YTobbl NO3BONUTL 3aperucTPUPOBaHHLIM (aBTOPU3OBaHHBLIM)
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nonb3oBaTeNAM BbINOMHATL 3T (hyHKUMK BpyUHyto. Cuctema JIMMC moxeT koHdurypupoBaTees 4ns Jobasne-
HUS K 3arnaHupoBaHHOMY paboveMy NoToky nabopaTopHbIX CTaHAapTHLIX, KOHTPOMNbHbLIX 06pasLoB 1 06pasLoB
Ans KoHTpons kadecTsa, unu cuctema JIMMC moxeT KoHpUrypupoBaTbCsl Tak, YTOObI NO3BONUTEL aBTOPU3OBAH-
HbIM NOMb30BaTENSAM BPYYHYHO BBOAUTE B HEE CTaHAaPTHbIE 1 KOHTPOMbHbIE 06pasLibl.

6.3.4 AnHanus

AHanus cogepXuT MHoroumcrneHHble cybbekTbl U AecTBrS. K HUM OTHOCATCS NoaroToBka o6pasuos, npo-
BeZeHne n3aMmepeHunia, obpasLpl AN KOHTPOMS KayecTsa, nonydeHne 1 cbop gaHHbIX. JeAcTBrs No NpoBeaeHuo
aHanmaa U3MeHsItoTCS B 3aBUCUMOCT M OT HanpaBneHust AeATeNsHOCTM nabopaTtopuu. MNeTnm NoBTOPHOro UchbITa-
HUS 1 MOBTOPHOW BbIDOPKK 06pa3ua Takke npeacTaBneHbl Ha pucyHke 5 (mogpobHee CM. HXKe).

6.3.4.1 MogroToeka ncnbiTanus (LC-1.3.2)

Ons 6onbwLnMHCTBa 06pasLoB TpebyeTcst NoAroToBKa nepes aHanmsoM. Kpome Toro, Ans HeKOTopbIxX obpas-
LOB MOXeT noTpeboBaTthcs, YTOBLI aTanbl NpeasapuTenbHOW paboThl BbINN BEINOMHEHLI A0 CO3AaHNUS anuKBOT
obpasLia, npegHasHavyeHHbIX ang npegodbpaboTkn. Cuctema NNIMMC moxeT BbITb CKOHUIYpUpoBaHa anst obecne-
YeHWs yrpaeneHns noaroTosky obpasLos Ha aTanax npeasaputensHo 06paboTku U NpeanoAroToBKM 06pasLoB.
Cuctema JIMMC MoxeT Takke KOHpUrypmupoBaTthcs A1 aBTOMaTU4eCKOro BKITHOYEHWs B NocrneaoBaTeNbHOCTb
onepaunii Hen3BeCTHbIX 06pasLoB, CTaHAAPTHLIX U XONOCThbIX 06pa3LoB, HeOBX0AUMBIX 4751 KanUBPOBKK UK
onepauwii no sepugrkaumn metoga nogrotosku. Cuctema JIMMC moxeT BbITe CKOHUIYpUpoBaHa Ansl BbluUce-
HUS M3 3TUX AaHHbIX 3KcnepuMeHTanbHbIX hakTopoB (dhakTopa pacTBOPUMOCTM UK (haKTUUECKON Macchl).
B kauecTBe anbTepHaTUBbLI 3T TUMbI MapameTpoB MOryT ObiTek paccunTaHbl BHe JIMMC v BpyyHyto BBeaeHbI nabo-
paHToM. O6pa3sLibl, cTaHAapTHbIe 06pa3Lbl M 06pasLbl AN KOHTPOMS Ka4uecTBa, KOTopble noaBepratoTcs npea-
BapuTensHo 06paboTke wunu nNpeanoaroToBke, U oboum BapnaHTam obpaboTku obpasua, TpebytoT yHukans-
Hol naeHTudunkayun. Obpasupl 4N KOHTPOMNS KavyecTBa MOTyT BKIoYaTh B cebs cneumansHble obpasubl 1 nx
aybnukaTbl, HeobxoaMMbIe B kKayecTBe CpecTB U3MEePEHUS TOYHOCTU MeToAa, XonocThle Npobbl U Ay6nuvkaTsl
obpasLoB. TpebyeTcs TLATENLHO KOHTPONUPOBaTL TO, kak cuctema NIMMC ncnoneayeT hyHKLMIO Npocnexusa-
emMocCTK aTnx 06pasLoB AN koHTpons kadectBa. Cuctema NIVMMC gomnkHa nogaepXxvBaTh CBSI3U Kak CO BCeMU
obpaslamu Anst KOHTPOS KAaYeCTBa, Tak U C aCCOLMUPOBAHHBIMU C HUMU HEU3BeCTHbIMU 06pastiamu. Accoumariim
06pa3uoB A5 KOHTPONSA KadecTBa MOryT ObITb onpegeneHsl fabopaHToM, KOTOPbIN BPYYHYO BHOCUT rpynmnbl 06-
pasuoB B cuctemy JIMMC, unn JIMMC moxeT KoHuUrypupoBaTtbecs Anst aBToMaTUYeCcKoro hopMUpoBaHus
NapTN HEU3BECTHbIX M CTaHAAPTHBLIX KOHTPOSIBHBIX 06pa3LI0B, OCHOBLIBAIOLLUXCA HA TaKUX KpUTEPUSIX, Kak «UC-
none3yemMble MeToAbl» UNKN «NPUBopLI». IMobble HEMCPaBHOCTU UM UCKITHOYEHIWS, C KOTOPLIMK cneunanucTbl
nabopartopuu cTankmearTcs B XoA4e NOAroToBKM 06pasLoB, MOTyT ObiTh BBeAEHbl Kak NpYMeYaHust, KoTopble
oToBpaXaTCsA Ha aKpaHe AUChnes UK pacneyaTbiBarOTCA U MOTYT NOMOYb OO6BSICHUTL Nto6ble HeOBbIUHbIEe
pesynbTaThbl, NONy4YeHHbIe No3Xe B npolecce paboTbl. Ctatyckl cuctemsl IMMC obHoensoTCcs Anst o6pasua un
3aKasa c TeM, 4Tobbl ykasaTh Ha 3aBeplLueHne nogroTosky obpasLa. Mpynnel (accoumanum 06pasLoB) MoryT BbITe
onpegeneHsl NnabopaHToMm, koTopbli cooblyaeT o Hux cucteme NIUMC, nnu cuctemort NIUMC, koTopasi coobliaeT
06 aTom nabopaHTy. AccoumaLnmm o6pasyoB MOryT BOblThb BblAeNeHbl B 0OTYETax 1 MOryT NOMOYb B O6BSICHEHUN
nNtobbIx HeobbluHbIX pesynbTatoB. Ctatyckl cuctemsl IMMC obHoBRsitoTCA ANst o6pasLa v 3akasa. [MNocne nogro-
TOBKW 06pasLia aHanuTUK MOXeT UCMOoNb30BaTh AOCTYMHbIE hyHKUMOHAMNbHBbIE BO3MOXHOCTM cucTembl JIMMC ansa
BBOZA NOArOTOBMNEHHbLIX 06pas3LoB 1 CBA3aHHbLIX C HUMUW CTaHAapTHbIX 06pa3LoB 1 06pasLioB A4S KOHTPONA kade-
CTBa B TOW onpedeneHHON nocnegoBaTenbHOCTU, B KOTOPON OHU A0MKHbI BbITh M3MepeHbl. AnbTepHaTUBOW
nepeyncreHHbIM Bbllle AecTBUAM MoXeT BbITb koHdurypuposarue JIMMC Tak, 4Tobbl Bbina BO3SMOXHOCTL B
aBTOMATUYECKOM pexunMe 3aKkasblBaTb 06pasLibl U KOHTPOSbHLIE CTaHAapTHbIe 06pasLbl B nocnegoBaTenbHOCTH,
6asupytolLieiica Ha ncnonb3yemblx MeTogax v npubopax. B atom cnydae MoxeT noTpeboBaThCs ocyLlecTBNeHne
¢ nomolLbto JIMMC chyHKLMIM NpocnexMBaeMocTy 3a AONONHUTENBHBIMW CTaHAapTHEIMU obpa3sLiaMu 1 obpasLiamm
ANs KOHTpons kavecTBa. JononHuTenbHble cTaHAapTHbIe 06pasLbl 1 06pasLibl Anst KOHTPOSS KayecTBa AOKHbI
ObITb YHUKanbHbIM 06pasoM naeHTUdLMpoaHsbl B JIMMC 1 AomkHbIM 06pa3oM CBsiIzaHbl C acCOLUUPOBaHHbI-
MW C HAMU MIaHOBbIMK 06pasuamu.

6.3.4.2 BoinonHeHue ucnbitanus (LC -1.3.3)

MopaepxrBaeMble MeTaaHHble onpeaesieHHOro Buaa AoMKHbI KOMMIEKTOBaTLCS Kak COCTaBHas 4acTb
npoLecca usmepeHusi. MetagaHHble MOryT BKIoYaTh B cebs napameTpbl HACTPOWKN aHanuTU4eckoro npubopa,
ntobble ncnonsdyemMble AONONHUTENbHbIE CTaHAapTHbIe 06pasLbl, 06pasLibl AN KOHTPOSA KayecTBa U XonocTble
npobebl, a Takke MHpopmMaLmio o NobbIX HabntogaeMblX HeUCTIPaBHOCTAX, TPYAHOCTAX U HeOBbIYHOM NoBeaeHUN
cucTeMbl. 3Ta MHpopMaLmMsa MOXeT NOMOYb AOKYMEHTUPOBATL UCNOSb3yeMble NpoLieaypbl U coaeicTBOBaThL B
06 bACHEHUN HEODBLIYHBIX Pe3ynbTaToB. Pe3ynbTaTthl UCMbITaHWA ABNSOTCS rMaBHON NpoAyKLMel npoLiecca uame-
peHus. MpoMeXyToUHbIe U 3aKoYUTeNbHbIE pe3ynbTaThl UCNbITaHUA 06pasLioB, cTaHAapTHLIX 06pasLoB 1 acco-
LUUMPOBaHHBIX C HUMK 0Bpa3LoB ANsl KOHTPONS KavYecTBa MOryT ObITh 3anucaHsl B hopmaTe 4OKYMEHTanbHON
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(TBEPOOW) KOMWMKW UMW B 3NEKTPOHHOM bopMaTe, a Takke ¢ ucnosnb3oBaHuem oboux dopmartos. Kpome Toro, B
npoLiecce U3mepeHus MoryT NpoayuMpoBaThCA  3HAYeHUst AN AOMOMHUTENbHBIX BHYTPEHHUX  XOMOCTbIX
npo6, cTaHgapTHLIX 06pa3sLIOB U CaMONPOBEPKU aHanMTU4ecknx npnbopos. MNMoHsTue «ucxogHble, HeobpaboTaH-
Hble AaHHbIe» 1 NpeacTaBieHne O TOM, YTo TpebyeTcsl COXpaHUTL B KaYeCTBE HOPUANYECKOTO CBMAETENbLCTBA
(aokymeHTa), MoryT 6bITb onpeaeneHbl No-pasHOMY AJ151 KaXO0ro KMeHTa Uv NpUMBAeYeHHOro (CoTpyaHuyato-
LLEero) NpeanpusiTus.

6.3.4.3 B Tex cnyyasix, korga npubopsl AByHanpaeneHo coegunHsioTes ¢ cuctemort IMMC nHtepdpericamu,
nocnegoBaTenbHOCTb HEU3BECTHBIX 0Opa3LOB U KOHTPOMbHBIX CTaHAapTHbIX 06pa3LoB MOXeT ObITh NepedaHa
aHanuMTU4eckomy nNpubopy ¢ TeM, YTobbI yopsaaounTe YCTaHOBKY Npubopa Ao Havana aHanusa. anHasa nocne-
J0BaTenNbHOCTL MOXET BKNtoYaTh B cebs Takyto nHpopmMauumio, kak aeHTudmKaLmoHHbIe AaHHble obpasua, Maccy
obpasLa, hakTop pacTBOPUMOCTY UMK APYTYHO OTHOCALLYIOCS K Aeny nHdopmaumo. UHdopmauua o nocnegosa-
TeNbHOCTUN MOXeT BbITb COXpaHeHa B hopMaTUpoBaHHOM af1ekTpoHHOM daline, cosgaHHom B NIMMC, n 3arpyxe-
Ha B NnporpamMmMHoe obecrieveHue npubopos nocpeacTsoM pyHKUUN nMnopTa danna. AnbTepHaTUBHO BbILLE N3-
TNOXEHHOMY MocneAoBaTenbHOCTU MOTYT BbITh HanevyaTaHbl Ha 6naHkax paboynx MMCTOB CO LWTPUXOBLIMUW Koda-
MW, 1 MocregoBaTenbHOCTL 06pasL,oB MoXeT BbITb BbICTPO 3arpykeHa B NporpammHoe obecnedeHne npubopa
nyTEeM CKaHMPOBaHMWS LUTPUXOBLIX KOAOB ¢ 6raHKoB paboynx IMCTOB MU KOHTEAHEPOB NOAroTOBNEHHbLIX 0Bpas-
uoB. B cnyyae oTcyTcTBMS MHTepdoelica nocneoBaTelbHOCT MOTyT BbITb BPYYHYHO BBEAEHbI B cucTemy npubo-
pa aHanMTUKOM WS UCTIONb30BaHbI HanevaTtaHHble 6naHky pabounx MMCToB A4S TOro, YTobbl BpYYHYHO caenatb
3anuck o pesynbTartax UcnbITaHUA.

6.3.4.4 Beog AaHHbIX (LC-1.3.4)

PesynbTaTtbl UsMmepeHus AomxHbl 661Te BBeAeHbl B cuctemy NIUMC. Yneno nogaepkusaemMblx namepse-
MbIX f@HHbIX, KoTopble 6yayT nepegarsl B cuctemy JIMMC, gormkHo 6bITh TwlatenbHo paccuntaHo. Mockoneky
KMUEeHTbI NPOCcAT, YTo6bl UM BbiNo coobLleHo o 6onblueM Yncne aTUX UaMepeHHbIX AaHHblX, TMMC gomkHa
UMeTb CnocoBHOCTb cobupaTh, XpaHUTb U coobLaTth 0 6osbleM Yuchne 3TUX AaHHbIX. 3Ta MHopMaLMsa MOXeT
6bITb BBEAEHA MOCPEACTBOM 3MEKTPOHHLIX NHTEPdENCOB UNn, B criyvyae HebonblLoro obbema NpunoxeHui,
HaneyaTaHa nabopaHToM (coTpyaHukoM). Korga peaynbTaTt cnbiTaHus BBeAEH, cTaTycel obpasLa/sakasa v pe-
3ynbTaTa obHoBnsitoTCcA. C nomoLLbto hyHKLUK yNpaBneHus oTMevaloT Bpems 1 hakT dukcmposaHus B JIMMC
pe3ynbTaToB, ¢ TeM, YTOGbI OHM MO BbITb NOABEPrHYThLI CTATUCTUYECKOR 06paboTke, U MOXHO BbI10 Npocnexu-
BaTb NPOABWXKEHME Kaxdoro 3akasa Ha wucnbliTaHue. C nomollbio pyHKUMM ayaAWTOPCKOW NpocrnexuBa-
eMOCTU aernaeTcs 3anuck Brorpaduyieckoir (XpoHonormieckon) nHcpopmanm o kaxaon TpaHcakumm B IMMC.
Mpsaimas nHTerpayus npubopa c cuctemon IMMC siBnsieTcsl BaXKHbIM MOMEHTOM Ans MOSHOW  peanusauuu
OenoBbIX BbIroA U NpenMyLLecTB oT BHegpeHusa cuctemsl JIMMC. UHTerpauus ¢ aHanutuyeckum npubopom
nMeeT MecTo npw peannaaumn pyHkummn JIMMC LC-1.3.4 (npunoxexne X1).

6.3.5 MNpocmoTp (paccmoTpeHue) ucnoitaHum (LC-1.4)

6.3.5.1 PaccMoTpeHue pesynbLTaToB UCMbITaHWUA U MHTeprnpeTaums

TTabopaTtopusa MoxeT noTpeboBaTh, YTOOLI KaxKAbli pe3ynbTaT UCTbITaHUA NpoXoan oauH Uy 6onee ypos-
Hel JOKYMEHTUPOBaHHOMO NpocMoTpa U uHTepnpeTtauun. Cuctema JIMMC gonxHa 6bITk pazpaboTaHa Tak, YTobbl
661110 BOSMOXHO JIOKYMEHTUPOBAaTh, Mo KpalHeih mepe, ABa YPOBHSA NpocMoTpa. PesynbTaTt ncnbitaHust opurn-
HanbHoro obpasuia obblMHO paccMaTpuBaeTCsl U MHTEPNPETUPYETCS B NEPBYO odepes nabopaHToM (nepBryHas
KBanmukauus coTpyagHmka nabopatopum). 3TOT NPOCMOTP PETUCTPUPYETCS B AOKYMEHTMPOBAHHOM BUAE B CUC-
Teme NNMMC. NabopaTtopus MoxeT NoTpeboBaTh pacCMOTPEHUS pe3ynbLTaToB BTOPLIM Mo KBanudukaLum coTpya-
HUKOM (KTO 3TO ByZeT, 3aBUCUT OT cneundnK oTpacv MPOMbILLIIEHHOCTU 1 HOPMAaTUBHBLIX TPeBGOBaHWIA), YTODLI
rapaHTUpoBaTh, YTO pe3ynbTaThl 6bln BBEAEHbI U MHTEpnpeTUpoBanuck AOMKHLIM o6pasoM. [ns Toro, 4Tobbl
nomMoYb B 3ToM npotiecce, cuctema JIMMC moxeT nokasaTk peaynbTaTthl 418 CTaH4apTHBIX U XONOoCTbIX Npob B
JOMOMHEeHUe K pesynbTaTtam, NofydyeHHbIM Ans aHanusupyemMoro obpasua. Ha ocHoBaHuM 3TWX pe3ynbTaToB
nabopaHT MoXeT caenaThb BbIBOA, NMPOBOAUICS N KOHTPOSb MeToaa uenbiTaHuid. Cuctema NIMMC moxeT noka-
3aTb pe3toMe paboTbl 4N NPOCMOTPA, T. €. KpaTKOe U3NOXKEHNE OCHOBHLIX NMOSIOKEHWUIA MpoBeAeHHOR paboThbl.
HeobbluHble Unuv BbiNagatoLue 13 HopMaTUBHOTO AnanasoHa pesynbTaTel MoryT BbiTb 0TMeYeHb! Ans 6onee BHW-
mMaTtesnbHoro uccrnegosanusi. Ecnv ans npoaHannavpoBaHHbIX CyOCTaHLMIn N3BECTHbLI 3HAYEHUS, COOTBETCTBYHO-
LMe HOpMaTWBHOMY AManasoHy, OHWM MOTyT BbITb 0ToBpaxeHbl Ha gucnnee. PesynbTaThl, oTAnYaowmecs ot
HOPMbI, MOTYT GbITb OTMEYEHbI UK oTAeNbHO 0TOBpaxeHsbl Ha aucnnee Ans 6onee geTansHOro pacCMOTPEHNS.
Cucrema JIMMC moxeT npeanucats NpoBeaeHe nabopaTopHbIX CTaHAapTHLIX onepaumoHHbIX npoueayp COr
(SOP, Standard operation procedures), cornacHo TpeGoBaHUsIM KOTOPbIX PELIEH3EHT W UCTIbITaTENb AOMKHbI BbITb
pasHbIMUX NlogbMuU. MicnpaBneHnst nnv n3mMeHeHns B aHHbIX, BBeAeHHbIX paHee B cuctemy JIMMC, moryT 6bITb
caenaHbl Ha ctaguun BepudmkaL . MiameHeHWs B pesynbTaTax, BBeAeHHbIX paHee B cuctemy NIUMC, AomkHbl
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6bITb NOABEPrHYTHI AyAUTY, a Takcke NpuBeAeHbl NPUYMHDBL, Ha OCHOBaHUK KOTOPLIX ObLIO caenaHo ucnpasnexHne
(6bina npoBeaeHa koppekuus). B xypHanax no ayauty AomkHbl COAEPXXaTbCA OpUrMHanbHble faHHble U BCe
M3MeHeH/s!, BHECEHHbIE B pe3ysibTaT, BKIoYas AaTy v Bpemsi UsSMeHeHUs, CBeAeHUsi 0 TOM, KTO caenan usmeHe-
HWe 1 Ha OCHOBaHWK Yero.

JIMMC moxeT 06ecneunTb NPOCMOTP Pe3yrnbTaToB, 3a UCKNIOYEHWEM CnyYaes, rae pe3ynbTaTbl COOTBET-
CTBYIOLLIMX crieLmukaLmii unu Haxogsimecs B OMyCTUMBIX Npegenax pesynbTaTbl NepeaaloTcs asTomaTuyec-
K1 B 0630p UCMbITAHWIA, U TONBKO HEOXNAaHHbIE pe3yrnbTaThl UCMbITAHWIA BLIBOAATCS 4151 Py4HOTo NpocMoTpa.
PesynbTathl MOryT 6bITb YTBEPXKAEHBI C USMEHeHeM cTaTyca pesynbtaTta. UcnbitaHve (ogHo unv 6onee onpege-
NeHUiA) MoXeT BbITb BKITHOYEHO B rpadvik NOBTOPHOTO UCTLITAHWUS UKW, €CIIU 3TO HEBO3MOXHO, pe3ynbTaT MOXeT
6bITb NPOCTO OTMEYUEH Kak oLUMBOUHbLIN (HenpaBwnbHbIR). Anst Toro, 4to6bl NOATBEPAUTL U3MEHEHUs B cTaTyce
oT4yeToB JIMMC, MOryT BbITb UCMONL30BAHbLI 3NEKTPOHHBIE NMOANUCH, €CNU HOPMATUBHbLIE [OKYMEHTbI MU PYKO-
BOACTBa TPebYOT aTOro. PyHKLMM ynpasneHns Heobxoaumel Ans Toro, 4tobbl 3HaThb, Koraa pesynbTatsl Bepudu-
LmpytoTCe, Npy 3ToM BepudmkaLmsa aBNsSeTca ApyriMm aTanom B Xxode nposeaeHusa paboT «ucnbitaHue/ obpasery
3aka3». Cratychl JIMMC obHoensitoTCs Ans obpasua/zakasa. He ans scex BHegpeHuii cuctemsl IMMC TpebyeTcs
nposefeHne ayauta. Cneunannct no sHegpeHuto cuctemsl NIMMC gomkeH onpeaennTh, HACKONbKO BaXKHLIM
sIBNSieTCA nposefeHWe ayauTa, kakas nHopmaLuus AomKHa nosepratbes ayauTy, a Takke A0MKHbI Su BbIThb
3aperMcTprpoBaHbl NPUUMHBI 47151 BHECEHUSI UBMEHEHWIA.

6.3.5.2 Linkn NoBTOPHOrO UCMbITaHWs

MoBTOpPHbIE UCTLITAHWUS MOTYT 6bITb UHULUMPOBaHLI BO MHOMMX NyHKTax pabovero notoka NIMMC. Boamox-
Hble MyTW ANS opraHu3aumy NOBTOPHLIX UCTbITaHWIA NokasaHbl Ha pycyHke 5. [oBTOpHOe UcnbiTaHWe onpeaens-
eTcsa Kak ogHo unv bonee AononHWTENLHOE onpegeneHne opurnHansHoro obpasua /3akasa U3 CooTBETCTBYHO-
LWero koHTelHepa. MoBTopHOE UcnbITaHWe 0bblMHO TpebyeTcs, ecnu 3aaaHHoe UCTIbITaHWue, NPeanoNoXNTENbHO
rnoTepneno Heyaavy No TEXHUYECKUM NpuydnHam, TakuM Kak oLMBGoYHbIe NapameTpbl KOHTPOSMS KavecTsa Unu
cboii obopyaosanus. B cucteme JIMMC gonmkeH AOKyMEHTUPOBaTLCA KaXAblA MOBTOPHLIN TECT Ha OCHOBaHUN
COOTBETCTBYHOLL,EN MOTUBUPOBKN.

6.3.5.3 Lnkn noBTOpHOM BLIGOPKN 06pas3LoB

MoBTopHas BbIBOpKa 06pasLoB MOXET BbITb MHULMMPOBaAHA BO MHOMMX NyHKTax paboyero notoka JIMMC.
BosMoxHble NyTW Ansi TOBTOPHOW BLIGOPKY 06pasLIoB NnokasaHbl Ha pucyHke 5. MoeTopHas Beibopka obpa3suoB
onpedensieTcs Kak oguH unu 6onee gononHUTenbHbIX 06pasuos. IMMC pgonxHa ycTaHOBUTL NpAMble U obpaT-
Hble CBsI3W ¢ 0BpasLiamu, koTopble 406aBRAOTCS NyTeM LMKIa NOBTOPHOW BbIGOPKKN 06pa3Lios. MoBTOpHLIE BLIGOP-
Kn 06pasLoB 06bIMHO TPebYOTCS, €CNi BO3HUKNO NOAO3PEHUE OTHOCUTENBHO CneayoLwmx HebpexxHocTel 1 own-
BOK Npu NpoBeAeHUN UCTIbITAHWA 3aAaHHOro obpasua: rae UMeHHO AN NPoBeAEHUS NOBTOPHOTO UCTbITAHWUA UMe-
10oCk HegocTaTouHoe KonuyecTso obpasua, MHeHue nabopaHTa 0 TOM, YTO OpUrMHanNbHbIR obpasel, He COoTBET-
cTeoBan TpeboBaHUAM NPOBEASHUA TeCTa U NPoBeAeHNE UCMbITaHWA BbINo HeNpaBUbHBIM.

6.3.6 YTBepxaeHue o6pasua (LC-1.5)

6.3.6.1 NabopaTopusa moxeT NnoTpeboBaTk, HTO6LI Kaxablil 06paseL, Noasepranca AOKYMEeHTUPOBaHHOMY
npoueccy yreepxaeHus. IMMC gonxHa 6bITe paspaboTaHa Tak, 4Tobbl B Heli 6bina npeaycmoTpeHa BO3MOX-
HOCTb AOKYMEHTUPOBaHUsI 3Toro npouecca. lMabopaTtopus cylecTsyeT, 4To6bl IPOU3BOAUTL UHDOPMALINIO ANA
BbILLECTOALLER OpraHu3aLmm U opraHusaummn knueHta. Hekotopele us cuctem JIMMC koHdpurypupyioT Tak, 4tobhl
NyuLwe NOMOYb B AOCTKEHUMN 3TOW OCHOBHOM Lienu. Cructemel JIMMC mMoryT opraHnsoBbIBaTh U KOHUNYpUpoBaTh
pesynbTaThl TaK, 4TObbI 6b110 NpoLLe NPOBOAUTL UHTEPNPETALMIO U NPUHUMATL pelleHust. KoHdurypuposaHue
pe3ynbTaToB MOXeT 6bITb NpoBeAeHo NyTeM KOMBMHaLWK pe3ynbTaToB aHanM3a MHOMMX o6pasLos, Ao6aBneHus
DONONHUTENbHON UHopMaLMK, Npou3BeaAeHHON He B nabopaTopun, K oTyeTaM unu ceptudunkatam aHanusa,
a TaKke BKNHOYEHUA 0bLLen nHhopmaLumn, OTHOCALLLEACS K UCNBITaHUAM UIN AeATENBHOCTU, 0BYCIoBNUBatoLLEr
NPUYUHY NEepBOOHMEpPEeaHOro aHanusa TeX UNK  UHbIX 06pasLoB. AHanu3 YyacTo NPOBOANAT AN TOro, YTobbI
noaTBepAUTb KAa4eCTBO UM CBOWCTBa MaTepwanoB. B aTom cnydae cneuudukaumm marepuanoB MoryT
6biTb BBEeAeHbl B JIMMC Tak, utobbl pesynbTaThl MOrnu 6biTb NPOBEPEHbl B COOTBETCTBUM € AOMYCTUMbIMU
3HaYEHNAMN.

Ona nogreepxaeHUs pesynbTaTos UK aBTopU3aLLMK (paspeLleHmns) usmeHeHus B cratyce otdyetos JIMMC
MOTYT UCMNOMb30BaTLCA ANEKTPOHHBIE NoanuecK. Horaa MoryT UCnornb3oBaThCsl PYTUHHBLIE CTaTUCTUYECKUe pac-
YeTbl Ha OCHOBaHWU COBOKYMHOCTU pe3ynbTaToB ¢ TeM, 4To6bl onpeaenuTb TEHASHLUN 1 caenatb Apyrue BblBo-
Abl 1 3aknoveHns. Ana uaeHTudmKauMm matepuanos MOryT UCMONbL30BaThCs cnekTpanbHble 6ubnMoTekn.
B HekoTopbIX cnyvasx, 4Tobbl Oka3aTe NOMOLL B MOHUMaHWUWN pe3ySibTaToB, UCMOMb3YeTCHA UCKYCCTBEHHbIN UH-
Tennekt. Ctatycel IMMC obHoBnsATCA ANs obpasua/ 3akasa.
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6.3.6.2 BbinyckHble AoKyMeHTbI 06 yTBepxaeHUu obpasua MoryT 6bITb NpeAcTaBneHbl B (bopMe 0THETOB,
cepTuUUKaToOB aHann3a, peLleHWn, OCHOBaHHbIX Ha NpedonpedeneHHbIX KpUTepusx, unu AeicTBusIX, Hanpae-
NeHHbIX Ha HenocpeaCcTBEHHOE yrpasneHne NPoLeccoMm.

MpumeuyaHnune 2— Bo mHorMx cnyvasx yHKUMA HTepnpeTauum GyaeT coBnagatb ¢ OTYETHBIM NPOLIECCOM.
Bo mHorux cuctemax JIMMC gaHHble nHTEpnpeTupyioTesa B opmate oT4eTa B 3NEeKTPOHHOM nnbo B GymaxkHoM Buae.

6.3.7 OTyeTHOCTBL (LC-1.6)

BepuduumpytoTcst TOMNbKO pe3ynbTaThl UCMbITaHWA, MOTYT reHepupoBaThCs Kak BHELLHWE, Tak U BHyTPeHHUe
OTYETHI.

6.3.7.1 Pe3ynbTatbl UCNbITAHUIA, HapsAy € AaHHLIMU N0 KOHTponio kadecTsa (QC), MoryT 6biTk coobLLEHbI
3aka3umky. [ins aToro MmoryT 6bITe UCNONL30BaHLI pasHoobpasHbie hopMbl, BKNIOYAs OTYeThl B BUAE TBEPAOH
KOMNWU (QOKyMeHTanbHOM konun), nepedady AaHHbIX B 3NEKTPOHHOM BuAe U ¢ nomMoLLpio Beb-cuctembl. Coctas-
NeHve oTyeTa B Nnpedenax gaHHou cuctembl FIMMC gonmkHO 6bITe TMOBKMM ANst TOro, YTOBbLI MOXHO ObLTO NPUCO-
cobUTbL pasnuyHbie OTYETHI K TpeGoBaHUAM OTAENbHLIX KNeHToB. Cuctema JIMMC gomkHa 6biTe cnocobHa nc-
nonbL30BaTh 3apaHee NporpaMMupoBaHHbIe hopMaTbl Anst 60NbLNHCTBA 0BbLIMHLIX TBEPABIX (4OKYMEHTaIbHbIX)
KOMNWI 1 hopmMaToB 3MeKTPOHHbIX OTYETOB. YcnoBHble «CepTudukatel aHanusa» (Certificates of Analysis, COA)
06bI4HO TPEDYIOTCA B Ka4ecTBe NpMMepa oT4eTa B Buae TBepaov konun. MHorve KnueHThI Teneps nonararTes Ha
UCMONb30BaHNE PasNNYHBIX SNEKTPOHHLIX POPMaTOB, KOTOpbIE NOAAEPXKUBAIOT NepeaaYy AaHHbIX U3 6asbl gaH-
HbIX JIMMC B 6a3y AaHHbLIX KNUEHTa C UCMIONb30BaHUEM TaKoro afeKTPoHHOro chopmarta nepegayu, kak XML.

6.3.7.2 OTyeThl MOTYT BKITIOYaTh B ceBs1 CBOAKM NSl BHYTPEHHErO UCMOMb30BaHUsi PyKOBOACTBOM nabopa-
Topun. ®yHkuum ynpasneHus JIMMC coobLualoT, Koraa BbiNycKaloTCsl OTHEThI, MOCKOSbKY OHWU MapKUpyloT (0TMe-
yaloT) Bpemsi 3aBepLueHus Lukna pabot.Cratycel IMMC obHoensitoTes gnst obpasua/zakasa. C nomolbto cbopa
CTaTUCTUYECKUX AaHHBIX U OTMETOK BpeMeHH (LUTaMMoB) B pa3fnyHbIX MyHKTax npoLecca MoryT 6biTb NOAroToB-
neHbl 0TYeThl Ans nepeaayn pykoBoAcTBy nabopatopun. MoryT 6biTh NOAroTOBMEHbl AaHHblEe O 4ucne obpas-
LoB, 06paboTaHHbIX Ha KaXk4oM aBTOMaTU3MpoBaHHOM paboyem MecTe, € ykazaHueM vaca v gHa Hegenu. Mony-
YeHHble AaHHble MOryT MOMOYb COCTaBUTL rpachvk AOCTUXKEHUST MakCMMyMa 3arpoCcoB Ha NpoBeaAeHWe aHanuaa,
B paboTe KOHTPONbLHO-MPOMYCKHLIX MYHKTOB U peLLeHUsIX ApyrMx npobnem, a Takke obecneunsaioT cozgaHue
Hagnexallei AoKyMeHTaL MW, B KOTOPOK NoaTeepkaaeTcs MHopmMaLmsi 0 HOBbIX aHanUTUYeckux npubopax unu
coTpyaHukax. Mo TpeboBaHWIo KNeHTa nabopaTopus AoskHa BbITe rOTOBa NPEAOCTaBUTL AOKYMEHTLI 3a NPo-
Wweawee BpeMs. PesynbTaThl, NOfy4eHHbIE NO OKOHYaHWM paboTel U XpaHswmecs B JIMMC, noMmoratoT pykoBo-
AvTensm onpeaennTb, HacKombKo XOpoLLo NabopaTopusa COOTBETCTBYET TeKyLLMM 3anpocam. [NepcoHanbHbIA yueT
3aTpaT BpeMEeHW MOXeT BbITb OTCIEXeH Mo BpeMeHW HaxoxaeHUsa kaxaoro obpasya Ha kaxgom pabovem mecTe.
Mony4yeHHble AaHHbIe MOTyT BbITk UCTONL30BaHbLI NPY pacyeTe NPOEKTHLIX XapakTepPUCTUK U KOHTpons paboThbl
nepcoHana. Yicno nposeAeHHbIX UCTLITAHUA MOXET WUCMONbL30BATLCS ANst OLEHKU pacxoda peakTUBOB U UX
noctaekn. Kanubposka aHanutuyecknux npubopos 1 oT4eThbl 06 MX 06CNYKMBaAHWUM MOTYT NOAAEPXKMBATLCS U
coobLwartbes ¢ nomolbto JIMMC.

6.3.7.3 nqa BHyTpeHHero Ucrnonb30BaHua nabopaTtopuein Takke MoryT 6bITb NOArOTOBNEHbI OTYEThI MO KOH-
Tponto kavecTsa. [ns oLeHKM NPOon3BOAUTENBHOCTY KOHKPETHOro MeToAa B npedenax nabopaTopum MOryT co-
CTaBNATLCA CTaTUCTUYECKUE OTHEThI. Ha ocHOBaHMKM aHannaa KOHKpeTHbIX 06pas3LoB Ans KOHTPOMNS kavecTsa Mo-
YT ObITb NOCTPOEHbLI KOHTPOSIbHBIE KapThl. [nanasoHbl XapakTepucTuK, NofyveHHbIe U3 KOHTPOSbHBIX KapT, MOryT
6bITb UCNONb30BaHbI A9 YCTaHOBAEHNS AONYCTUMBIX NPeAenos, KoTopble UCnonbaytoTes naGopaTtopueit npu
oLieHKe BHYTPEHHWX MPOLEeCCoB U NP cpaBHeHUW AesiTensHocTU nabopatopun ¢ onybnnkoeaHHLIMK Tpebosa-
HUAMU K BbIMOMHEHWIO 3agaHHoro metoda. HekoTopble KnmeHTbl TPebyoT, UTobbl MM Takke cooblianu 06 aTux
CTaTUCTUYECKNX AnanasoHax.

6.4 Mogenu gaHHbIXx JIMMC

6.4.1 Tunbl AaHHbLIX

TexHonornst 6asbl AaHHbIX, Ucnonb3yemasi cuctemoit IMMC, meHsieTcs B 3aBUCMMOCTU OT KaXKaoro nocras-
LLMKa M KoMaHabl No BHeapeHuto. Tabnuuel 6a3bl gaHHbIX JIMMC nogpasaeneHbl Ha ABe Winpokve obnacTu:

1) Tabnuubl ctaTnyecknx 6a3 gaHHeix IMMC, rae pasmelleHa onucatenbHast Hdbopmauus (Hanpuvep,
npodunu, TeCTbI, BbIMUCTIEHNS, cneludnkaLm 1 CBA3aHHas ¢ HUIMU MHdopMaLuus, 06blMHO HaxoasLascs B Tab-
nnLax «nouck/cebinka/cnoBapby);

2) anHamudeckue Tabnuubl, rae XpaHUTcst MHpopMaLms 0 TOM, Kak perncTpupytoTcs obpasibl M BBOAATCS
pesynbTarthl.

TepMUHbI «CTaTUYECKUE» U «AUHaMUYecKney AaroT npeacTtasneHue o6 obLelt xapakTepucTuke Tabnuu, 6asbl
AaHHbIX JIMMC, oTpaxaroLLmx YacToTy U3MeHeHWA gaHHbIX. [None3osaTtens cuctemsl JIMMC gormkeH BHUMaTeNb-
HO U3Y4UTb, KaK opraHusauus Tekyllein nabopaTopHoi HOpMaLUKn U pabodero NoToka COOTBETCTBYET ABYM
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obnacTam 6a3bl AaHHbIX (CTaTUYecKol 1 AnHamudeckoit). Bpemsi, Tpebyemoe ans BHeaperus JIMMC, saBncut ot
WHCTPYMEHTOB W CTPYKTYpPbI TabnmL, ctaTnyeckoli 6asbl AaHHbIX.

6.4.2 Cratychbl

Cuvctema JIMMC cnoco6Ha k noaaepkaHuio MHopMaLumn OTHOCUTENLHO cTaTyca o6pasLoB, MHAMBUAYab-
HbIX UCMbITAHWA W ONpeaenennid, cpaBHEeHUsI pe3ysibTaToB B COOTBETCTBMU CO cneLludmKkaLmnamm, sepudmrkasn
pesynbTaToB, yTBepXAeHUst 06pasLioB 1 3akasos 1 MHororo Apyroro. MHdbopmauus o ctatyce 0bHOBNSIETCS, KOT-
Aa umeeT MecTo Kakasi-nmbo TpaHcakums NIMMC. Bee dyHKLMoHanNbHbIe U paboyune NoTOKM MMELOT BO3AENCTBME
Ha cTaTyc nHdopmauumn B JIMMC. Mpumepsl cTaTycos obpasLia 1 3akasa BKoYaT B cebs: «HegoCTYMHbINY,
«AOCTYMNHbIAY, «nony4eHHblin B nabopaTopuio», «B NpoLecce UCTbITaHWs», «MPUOCTAHOBEHHbIA», «3aKOHYeH-
HbIAY, <YyTBEPXKAEHHBIAY» N «OTKIIOHEHHbIVY cTaTycbl. MpUMepbl CTaTyCoOB UCMbITAHWA U ONPeAeneHNs BKNOYatoT B
cebs: «AOCTYMHLINY», «3aKOHUYEHHbIR», Y TBEPXAEHHbIAY, «<HEe COOTBETCTBYIOLLMA crieumdmKkaLMmny ctaTychl.

6.4.3 3arpy3ka 1 nepemMelleHUe AaHHbIX

Cuncrema NNIMMC cnocoBHa Kk nogaepxkke MHopMaL MK 4ns LWMPOKOro AnanasoHa gaHHbIX B paMkax 6us-
Hec-npoLeccoB U NabopaTopHoi AeATernbHOCTH, HeobxoaMMbIX Ans adekTUBHON paboTsl nabopaTtopumn. Cucte-
ma JIMMC cogepXuT daHHble, KOTOPble HEe TOMbKO OTpaKalT  TeKyllee  COCTosiHue — AeATeNbHOCTU
nabopaTopun, HO TaKKe WUCTOPUYECKYHD MHAOPMALMIO OTHOCUTENLHO NPOLLNOi paboThl 1 cobblTui. BénbLwas
YyacTb HopmaLuK, obbl4HO Haxodswelicsa noa ynpasneHvem JIMMC, Hanpumep, o Tom, rae NMMMC seoguTcs B
pabouyto cpeay, B koTopoi npexae cuctema JIMMC He 6blna passepHyTa, ByaeT cyliecteoBaTth B hopme By-
Ma)kHOW OKYMEHTaLUW UM 3NEKTPOHHBLIX UCTOYHWUKOB, TaKuX Kak AOKYMeHTbI, KpynHodopmaTHble Tabnuupl
Unu cneupanuamposarHble 6askl AaHHbIX. Mpu BHegpeHun FIMMC aTn AaHHble HeOBX0ANUMO 3arpy3unTb B HOBYHO
cuctemy JIMMC c Tem, 4ToBELI 0BecneunTs ee 6a3oByIo KoHUrypaumio. CTatudeckne AaHHble BCeraa sarpyaroT-
cs B IMMC kak YacTb paseepTbiBaHust B JIMMC xunaHeHHoro umkna. PelleHne 0THOCUTENLHO TOro, Kak pacnops-
aTbCs UCTOPUYECKUMU AUHAMUYECKUMU AaHHBIMK, OHKHO OLEeHUBaTLCS ¢ y4eToM cakTopa pucka. CooTeeT-
CTBYIOLLME CTPATErMu 4151 MaHUNYNALMU STUMK AaHHBIMW BKNOYAOT B ce65 nepemMellieHue, CoXxpaHeHue 1 apxu-
BUPOBaHWe gaHHbIX. Tam, rae cywecTaytowas cuctema JIMMC 3aMeHAeTCA HOBbIM peLlieHneM, MOXKET NOSIBUTL-
CSl BO3MOXHOCTb NepemMeLLeHns gaHHbIX U3 ucxogHon JIMMC k mecTy pasmelleHns B HOBOW uenesoii JIMMC.
MepeMeLleHme AaHHbIX AOTKHO BbITh TLLATENLHO NPoaHaNU3UPOBaHO U cCNNaHUPOBaHO. [aH AoMmKeH BKNYaTb
B cebs BepudmKkaLmio npoLecca, a UMeHHO NPOBEPKY TOro, YTO AaHHbIE YCMELWHO NepemMeLleHbl B HOBYHO 6asy
AaHHbIX.

7 UHdpacTpykTypa, uHTerpaumsa um untepdenco! JIMMC
(cm. FTOCT P UCO/M3K 14764)

MpumeyaHue 3— B aaHHom pasgene onucbiBaloTcs 6ONbLUEH YacTbi0 TEXHUYECKME AeTany NPOMbILNEHHbIX
cTaHaapToB Ans MHPacTpyKTypbl, Heobxoaumoi ans cuctemsl JIMMC B uenom, yctaHoBneHne uHTepdencoB u UHTer-
pauus JIMMC ¢ gpyrumm cuctemamm, Takumm kak ERP n nabopaTtopHble npu6opsl (CM. cCbinku Ha pucyHkn 1 1 2, 6nok
E-2).

MpumeuaHune 4— KoHuentyanoHasa naGopatopHas MHopMaTUKa U KOPNopaTUBHAA BbIMUCNUTENbHAA
(KOMMNbIOTEPHAN) apXUTEKTYPA, KOTOPLIE SIBMAIOTCA TMMMYHBIMK Ans GonblunHcTBa BHeapenun JIMMC, npeactaeneHs! Ha
pPUCYHKe 6.

Mpumevyaunune 5— OgHUM n3 BaxHbIX (PakTOPOB ANsl AOCTUXEHUA ycnexa ABNsAeTcA UCNonb3oBaHue
HGecnpoBOAHON TEeXHONOrMKU MHPPaACTPYKTypbl TeX nabopaTopuii, rae BaxkHa MOOUNBHOCTL.

MpumeyaHnune 6 — KoHuenTtyanbHas uHopMaLMoHHasa TeEXHONOrM4Yeckasa Tononornyeckasa mogens ISA-95
(International standard for the integration of enterprise and control systems) npeactaenena Ha pucyHke 7. Hacrosiwmi
cTaHaapT onpegensieT GopmanbHylo Moaens o6MeHa AaHHLIMU Mexay AenoBbiMU (6U3HEC) M NPOM3BOACTBEHHLIMU
Ccucremamn.

Mogenu copepxat cnegyiowme onpeaeneHus:

1) ynpaeneHue npon3BoACTBEHHBLIMU ONepaLyusaMum;

2) npou3BoACTBEHHAA (LEexoBas) AeSATENbHOCTb, B KOTOPOW MCMONb3YIOTCA rpadvkm NNaHMpoBaHusl MNpou3Boja-
cTBa, BbiNonHeHne dakTuyeckoit paboTol, Tpebyemoil Ans NPoM3BOACTBa Npoaykumm, u obecneveHune Bu3yanmaa-
uum npoussogcTea. Cucrema JIMMC, nokasaHHasi kKak ypoBeHb 3 Ha pUCYHKe 7, — 3TO yPOBEHb YNpaBneHus onepauyms-
mu. Hanbonee tunuyHbIM AiBNsAeTca 1o, kak cuctema JIMMC uHTerpupyetcs ¢ cuctemamm Gonee HU3KMX ypoBHeW (C
nabopaTtopHbiMu NpuBopammn) Ha ypoBHsIX 1 1 2, a Takke ¢ cucTemamn BepxHero ypoBHs 4, Tuna ERP.
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npOM3BOACTB9HHbIe
CUCTEeMbI

A ERP, CAPA, EDMS,
CUCTEMbI TIOTUCTUKM

KopnopaTuBHasi KOMNblOTEpPHas CeTb

Mpon3BofCTBEHHAsA NiaTdopMa UHTErpaLmmn MpOTOKObI, BEG-CEPBHCHI, Apyrve
nnargopmbl 06bEANHEHNS AaHHBIX

| KopnopatusHas komnbloTepHas ceTb |

CucTeMbl 1aGOPaTOPHBIX
[aHHbIX

"
.j LIMS, CDS, SDMS,
ELN

| Ta6opaTopHas aKcnayaTayMoHHas U/mMnm KopnopaTueBHas KOMMbOTepPHast CeTb!

JNabopaTopHble aHa/MTUYECK1e CUCTEMbI L] 7
I O6opypoBaHue
|

N UHCTPYMEHTbI

PucyHok 6 — KoHuenTyanbHas na6opatopHasi vHopmaTuka v KopropaTuBHasi KOMMbIOTEpPHasH apxXuTekTypa

7.1 AnnapaTHble cpeacTBa/nnatopmbl

Kputepum Bbibopa JIMMC A0MXHbI OCHOBbIBATLCA Ha (PYHKLMAX NporpaMMHoro obecnevexus. MpuoputeT
annaparHbIX CPefiCTB [OJ/IKEH ObITb HA BTOPOM MeCTe Mnocsie nporpaMMHOro o6ecneyeHns c nosiHbIM Habopom
PYHKLMOHANbHbLIX BO3MOXHOCTEW. KOMMNbIOTEPHAA TEXHOIOTMA annapaTHbIX CpeacTsB, UCNONb3yeMbIX A5 NojA-
nepxkn JIMMC, aTakke COOTHOLWEHME «LeHa/kayecTBO» U3MeHsATCsA bbicTpo. CneunanncT no BHegpeHuto JIMMC
LO/MKEH oA pyKOBOACTBOM MOCTaBLYMKa HavaTb OLEHKY TOro, 6yayT M KOMMbIOTEPHbIE annapartHble cpeacTea
rapaHTMpoBaHHO COOTBETCTBOBATb TPEOOBAHMSAM TEXHUYECKOTO 3a4aHuns. Cneumanict Mo BHELPEHUIO [O/DKEH
cnefoBaTb pekoMeHAauMaM nocTaBLmKa No OLeHKe TEXHNYECKMX XapakTepucTuK annapaTHbIX CPefCcTB C onpe-
Oe/TeHHbIM YNC/IOM K/TMEHTCKMX MECT M NPOBECTU UCMbITAHUA Ha 3KCNepPUMeEHTasIbHbIX BHYTPEHHUX cucTemax
(NpogasLbl MHOTAA «COKpaLialT» crneumdukalmio annapaTHoro obecneyeHns 41a CoXpaHeHns nepsoHavasb-
HbIX 3aTpaTt HU3KMMU, YTOObI COXPaHWUTb BAMSAHWE Ha BM3Hec nokynaTesns). TeXHUYECKMe XxapakTepucTuky annapar-
HbIX CPEACTB 3aBUCAT OT MHOTUX (akTopoB. K Hanbonee BaxHbIM (hakTopam OTHOCATCA:

1) UNCNO KOHKYPEHTHbIX NONb30BaTenei;

2) eXerofHoe Ynco perncTpupyembix 4OKYMEHTOB (4719 06pa3LoB v onpeaeneHunit);

3) uncno perncTpmpyemblix AOKYMEHTOB, KOTOpble 6yAyT 06CNYXMBATLCA B PEXUME «OH-NaiH»;

4) TpeboBaH1s K apxuBy;

5) TpebyeMmblit TN OTYETHOCTY;

6) BHELUHSAA 3arpy3ka CUCTEMbl OT MPUIOXKEHUI, He oTHOocAWmMxXca KJIMIMC.

Tpe6oBaHUA K TEXHUYECKMM XapakTepucTMKam annapartHbiX CPeACcTB BKYalOT B Ce6 TpeboBaHUs K LLeHT-
panbHoMy npoueccopy (CPU), TakTOBYK 4acTOTy, LUMPUHY LUMHbI AaHHbIX, NaMaTb, 06BbEM Aucka, AUCKOBbIN
BBO//BbIBOJ, CPEAHIO BMECTUMOCTb apXvBa 1 HOPMbI (CKOPOCTb) KOMMYHUKALMOHHONW ceTu. HaunHatowme nonb3o-
BaTenn cuctembl JIMMC f0/MKHbI 3HATb, YTO Npu TpaHcakumax JIMMC (6a3bl 4aHHbIX) Tpebyemble 3arpy3km 4acto
pasMeLLalnTca Ha KOMMbIOTEPHBIX annapartHbix cpegcteax. CocTas/ieHe 0THETOB, KOTOpble TPeBYOTCA Npu CyM-
MUPOBaHUN OaHHbIX AN CO3[4aHUSA 60NbWIOro 06bemMa AaHHbIX, 3aHUMaeT pasHble Nepuoabl BpeMeHn — oT
MUHYT [0 4acoB. MNonb3oBaTeb JO/HKEH NNAaHUPoBaTh LeNn BHeApPeHUs, rpadvku 1 pecypcbl. Ana BHegpeHus
cuctembl JIMMC B 60nbLUIOR NabopaTtopmum MOXeT NnoTpeboBaTbCs OT wWwecTu A0 24 mecsueB v 6onee. 4ns Toro,
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YpoBeHb 4 - norucTuyeckme
cUcTeMbl
ERP, AP O, noructuyeckue
cUcTEMBI

MHhopmaLmoHHas ceTb GU3HeC-NpoLeccoB

YpoBeHb 3 - ynpasnexue
akcnyaraumei

JINMC, MES, WMS, cuctembl CMM

JkcnnyaTaunoHHas MHopMaLMoHHas ceTb

YpOBeHb 2 - NPOU3BOACTBEHHbI

KOHTPO/1b (CUCTEMBI)
N HMI, SCADA, cucTembl

31 napTuii
CeTb aBTOMaTM3aLMUN

PLC, DCS,
NnakeTnpoBaHHbIE CUCTEMbI

KoMMyHVKauoHHasA ceTb ANCKPETHOTO U NPOLLECCHOro 060pyAoBaHns
YpoBeHb 1- NPOW3BOACTBEHHbIN
KOHTPO/b (060pyA0BaHNe, CEHCOPbI)

1/0, obopygaoBaHue,
ceHcopbl

Bl
YpoBeHb 0 - NPON3BOACTBEHHbIN NpoLecc

PucyHok 7 — ISA-95 — KoHuenTyaslbHas TOMoMorMst MHAPOPMAaLMOHHbIX TEXHONOTUI

4yTObbI KOMMNbIOTEPHOE 0b6ecneyeHre yylle COOTBETCTBOBASIO Liensm nabopaTopmmn, pekoMeHayeTcs Ha cTagun
BHeapeHus JIMMC nokynaTb Heb6onbLIOM Npoueccop 1M He3aAo/ro 4o KoHLA BHEAPEHWSI MPOBOANTL MOAEpHM3a-
Lo Ao 6onee 66ICTPOI Nnatdopmbl (TOrga LieHbl Ha annapaTHble cpefcTBa AO/MKHbI 0Ka3aTbCa 601ee HU3KUMK).
CnepyeT TaKxe NnaHNpoBaTth pacluvpeHve naboparopumn Ha oaMH — Tpu roga snepes. Livknbl fenoBoii akTUBHO-
CTW He Bcerga npuBoAAT K paclunpeHuto nabopatopuun. Crnegyet pacCMOTpeTb BO3MOXHOCTb cuctembl JIMMC,
KOTOPY!O OLEeHMBAET 3aKa3uuk, K MacluTabrpoBaHuio A0 MeHbLUeld, 601ee NPOCTO CUCTEMbI TaK Xe XOPOLUO, Kak
00 6onblueld, 6onee cnoxHon cuctemsl. MpoaasLbl 6a3 4aHHbIX NPOrPaMMHOro o6ecnevyeHns 4acTo HecyT cylle-
CTBEHHbIE JONONIHUTESIbHbIE 3aTpaThl Ha IMLEH3UN AN MacLUTabUpPOBaHUSA [0 MEHbLUNX CUCTEM, B CBA3M C YEM
npy nepeHoce NPUIOXeH ¢ 60/1ee CMOXHbIX KOMMbIOTEPHBIX CUCTEM Ha MEHEEe C/IOXHble KOMMbIOTEPHbIE CUC-
TeMbl MOryT ObITb CYLLECTBEHHO 3aTPOHYThl CKMAKN Ha annapaTHble cpefcTBa 1 nporpammMHoe obecneyeHue.
OuyeHb BaXHa NOPTATMBHOCTb NPOrpamMMHOro o6ecneyeHnss CUCTEM annapaTtHbIX CPeACcTB, eCnu Bbl OXuaaeTe
n3MeHeHus nnatopm annapaTHbIX CPEACTB Ha NPOTAXeHUN cylwectsoBaHusa JIUMC. Cnoco6HOCTL K nepegade
[aHHbIX MeXAy pas/IMYyHbIMU KOMMNbIOTEPHbIMY CUCTEMaMU SIBNISIETCS XU3HEHHO HEOGXOAVMOW ANs reTeporeHHo-
ro KOMMbIOTEPHOrO OKPYXeHns. CnepayeT BbIGMpaTh Ty CUCTEMY annapaTHbIX CPeACTB, KOTopas MOXeT 6bITb Mac-
wrabnpoBaHa (ckopocTb CPU 1 06beM XpaHeHMS AaHHbIX), UTOObl COOTBETCTBOBATL U3MEHEHMIO TPEGOBAHWIA.

7.2 PekomeHpauun B OTHOWEHNN 6a3bl AaHHbIX

7.2.1 OcCHOBHble TpeboBaHuA

KomnoHeHTOM 6a3bl faHHbIX cucTembl JIVIMC ABNSeTca apxMTekTypa, 4158 KOTopoli TpebyeTcs HanbonbLnii
YPOBEHb TMOKOCTY B OTHOLLEHMM NOCTOSHHO BO3pacTarLLMX TpeboBaHMn K 06MeHy nHdopMaumein mexay nabopa-
Topuenn n npegnpuatnem. Cuctemol IMMC fomkHbl 6a3MpoBaTbCsa Ha KOMMeEpYeckux 6asax faHHbIX CUCTEM
ynpasneHus uam nakete 6asbl AaHHbIX, KOTOPbIE ABASKTCA AOCTYNHbIMMW, 3(PEKTUBHLIMKU U NOALEPKNBAIOTCS
n3BHe noctaslwukom JIMMC (BbiGOp sBNAeTCA NpaBW/bHbIM B C/lydyae, ecnn 3akas3unk Xo4eT UMeTb BO3MOX-
HOCTb A1 M3MEHeHNs cyuiecTBytowen IMMC B 6yayLiem).
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Kommepueckas pensiLoHHas 6a3a aHHbIX CUCTEMBI YIIPaBNEeHUS MOXKET BbITb OpraHM3oBaHa, CKOHUIypupoBa-
Ha U HacTpoeHa ANns yAOBNETBOPEHUS LLIMPOKOro AnanasoHa cleHapueB UCMoNb30BaHWS U BbinofHeHWsA. Cob-
cTBeHHasi 6asa AaHHbIX cuctem ynpasneHus NIUMC He siBnsieTcst LLMPOKO MCMONb3YEeMOM, HO MOXeT noTpebo-
BaTbCs ANs yaosneTsopeHus cneuudunyeckux Tpedbosanuii. MNateHToBaHHas 6a3a AaHHBIX CUCTEM ynpaBneHusl
JIMMC saBnsieTcs UCTOYHWKOM pUCKa «NpUBS3KM» NabopaTopHbIX 4aHHBIX K orpeAeneHHOMY NpogaBLy, KOTOPLINA
MOXET yBeNnuuTb LieHy B Criydae nepemMeLleHna niobbix AaHHbIX B HOBYIO cucTeMy B Byayliem.

7.2.2 KnwoyeBble 06beKTbl pPaCCMOTPEHUsA

Mpu oueHke nnatdopMbl 6asbl AaHHLIX cnegyeT paccMaTpuBaTh CriedytoLie XapakTepucTUKu.

7.2.2.1 CtaHgapTtusaums

Basza gaHHbIX JOMKHa MO3BONATL NMPUIMOXEHUAM UN 6a3e AaHHbIX YpaBneHYeckoro nepcoHana B3ammo-
AeicteoBaTh ¢ 6230/ AaHHbIX, 6a3unpyoLLeincs Ha nyYleid NPOMLILLIIEHHOW NpaKTUKe U 06bLUMX cTaHdapTax 4ns
TakUX pensiuMoHHbIX 6a3 AaHHBIX KOMMLIOTEPHBLIX CUCTEM, KaK MCMONb30BaHWE A3bika CTPYKTYPUPOBAHHOMO 3anpo-
ca (SQL) ans 3anpocos 6a3bl AaHHLIX. B naeansHom cnyyae nnatdopMbl 6a3bl AaHHLIX A0SHKHBI NoAAepXKUBaThL
Tawke cornacosaHue ¢ nnatgopmamMmu 6asbl AaHHBIX U CTaHOAPTOB, HAXOAALWKXCA B YyNoTpebneHun Ha npea-
NPUSITUM 3aKas4nKa.

7.2.2.2 OcHoBHas rmbKocTb NpoekTa

MpoekT 6a3bl AaHHbIX, NpefocTasnsiemMeii npogasuom NTMMC, gonmkeH 6b1Tb Hagnexalmm obpasom AoKy-
MEHTUPOBaHHbBIM 1 JOCTATOYHO rMBKMM Ans npucnocobneruns kK o6LwmmM 3agadam no ynpasneHnto u koHdurypa-
umm JIMMC, Hanpumep, Takum kak obcnykuBaHue nonb3osartens, Mmogudukaumns paboumx NoTokoB, CpaBoYHas
nHbopmaLms B Tabnuuax 4ns npocMoTpa u gobasneHve ycTaHaBnMeaeMblix Nofb3osaresiem nonew. MpoekT gosn-
YKEH COXpaHsITb CNPaBOoYHYO LIeNoCTHOCTL MHbopMaLmmy B 6ase AaHHbIX, T. €. AoNoNHeHWe, yaaneHue unm o6HoBs-
NeHne AaHHbIX B Kaxgol obnacti 4oMKHbI 3aBUCETb OT BO3AEWCTBUA Ha AaHHbIe, K KOTOPbIM OHW 06paLLeHbl.
Bce Tvnbl AaHHbIX, Ucnonb3yeMble B paboyemM noToke nabopatopun, 4OMKHBI BbITb pasmeLLeHbl B 6ase AaHHbIX,
BKITHOYAs MOMHbIA AManasoH YACMeHHbIX AaHHbIX, AaTy/Bpems U TUNbl TEKCTOBLIX 1 MEMO-AaHHbIX. [ipyrue Tpeby-
emMble TUMbl 4aHHBIX MOTYT BKTtoYaTh B cebs bonee nepefoBble B TEXHUYECKOM OTHOLWEHUN pyHKLUMOHAMbHbIE
BO3MOXHOCTW, Tak1e Kak crocobHOCTb TUMNOB AaHHbIX K NoAAepKKe XpaHeHUA 306paXkeHUA, MynbTumMeama u
cannos.

7.2.2.3 PaclwmnpeHHast rnbkocTb NpoekTa

Basa gaHHbIX gomkHa nogaepxueaTe CNOCOBHOCTL K MogudMKaLum CTPYKTYpbl 6a3bl AaHHBIX B COOTBET-
CTBUM C TpeboBaHUSIMU 3aKa3uMKa, BKIToHan Nons gononHeHus/mMmoaudukaumm, MHAeKCoB, 3aBUCUMOCTEN 1 Tab-
nuu. OgHako nepef ocylWecTBNEHMEM 3TUX U3MEHEHUA HeO6X0AUMO BHUMAaTENbHO PAacCMOTPETb UX BO3AeNW-
cTBUe Ha cpyHKUMoHanbHocTU JIUMC.

7.2.2.4 ly6nuposaHue gaHHbIX

PyHKUMA AYyONUPOBAHUS OaHHLIX SIBNSAETCA KPUTUHECKON ANA 3aWuThl U 06CnyXuBaHus UHopmaLimm B
JIMMC. Na6opaTopuu, Ucnonb3aytoLime aMeKTpoHHble 3anucy (6e3 BymaxHon pezepBHOW Konuu), AoMKHLI obec-
NeYnTb AOMNOSTHUTENBHYIO 3almTy MHopMauuK, nonyyveHHow B npegenax JIMMC. TunuyHble npoLieccsl MOMeH-
TarnbHOro UK BO3pacTaloLLEro pe3epBMPOBaHNSA OCYLLIECTBNAIOTCH HOYLIO, HO 0BecnevnBaloT orpaHUYeHHY!Ho 3a-
LLMTY MeXAy MHTepBanamMu pesepBupoBaHua. MHCTpyMeHTbI Ay6nnposaHus AaHHbIX B Npeaenax cnos 6asbl gaH-
HbIX [a MHOTAa MeXay CRNosIMK XpaHeHUst — 3To ceTu XxpaHeHus AaHHbIX (SANs, Storage area network)] obecne-
YMBAIOT AOMOSTHUTESNbHYIO 3aLLUTY B OTHOLLEHUW AaHHbIX, MOTEPAHHBIX MPU KOMMPOBaHUW BCEX TPaHCaKLMIA MeX-
Ay UeHTpamu AaHHbIX UK yaaneHHbIMU cepBepamMu.

7.2.2.5 MHorouncneHHble cpeabl: nnaTchopMel paspaboTku, kavecTsa (MCNbITaHUA) U MIPOU3BOACTBA

Mnatdopma 6a3bl AaHHLIX AOIMKHA NOAAEPKUBATE CNOCOBHOCTL MHOrOYUCTIEHHBIX cpeq, (Konuid) 6a3 aaHHbIX
JIMMC v MHCTPYMEHTOB MUrpauumu ans nepemeLleHns o6bekTos mexay cpeaamu. TUnMYHoe BHeapeHue BKNIo-
yaeT B cebsl cozgaBaemMylo cpegy Anst pa3paboTku koga/koHbUrypauum, cpeay kadectsa ansa opMansHoro
UCTbITaHUs, NOCTPOEHUS cpeabl MacTep-AaHHbIX U NPOU3BOACTBEHHON cpeabl AN NPOU3BOACTBEHHON MHOpMa-
umu. Cpeaia 6a3bl AaHHLIX BKIOYAET B ce6s1 KOMMOHEHTI pa3paboTaHHbIX NPUNOXEHWUI s yrpaBieHus AaHHbI-
MW, HACTPOIKUN NPUINOXKEHWS U UHTErpaLmm. ST UHCTPYMEHTbI YaCTO UMEIOT CNOCOBHOCTL K pasBepTbIBaHWIO Xpa-
HALLMXCA NpoLieayp, MPOCMOTPaM (XpaHsILLMXCA 3anpocos), a Takke (pyHKLMK JOCTyNa C UCMoNb3oBaHWeM 3an-
JNIaHUPOBaHHbIX MPOLECCOB U APYTUX NPUITOXKEHUA N MOZYNEN NMPUIOXKEHNIA.

7.2.2.6 ObcnyxuBaHue

Mnatdopma 6a3bl AaHHbIX A0MKHA AaBaTb BO3MOXHOCTL aAMUHUCTPaTopy 6a3bl 4aHHBIX OCYLLECTBAATb
TOHKYHO HAaCTPOMKY TEXHUYECKUX XapaKTepucTuk 1 6esonacHoOCTV 6asbl AaHHbIX C PYHKLUAMA UHAEKCUPOBaHWS,
ynpaeneHusi Tabnuuamm 1 KaneHgapHeIMuU rpacpukamm NpoLEeccos.
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7.2.2.7 MNepcoHan

Ecnu HekoTopble nnu Bce cuctemsl JIMMC 6yayT ynpaBnaTbes U nogaepXmBaTbesl BHYTPEHHUMU cunamm
npeanpusiTUs UN ApYyrMMK CTOPOHaMK, 3a ucknodeHnem npogasua JIMMC, gomxHa bbITb paccmoTpeHa npuroa-
HOCTb TEXHUYECKOTO NepcoHana, BageHne UM HaBbikaMu B 061acTu TEXHOMOTNIA, HeO6X0oAMMbIX ANst UCTIONB30-
BaHuWs nnatdopMbl 6a3bl 4aHHbIX.

7.2.2.8 NnTerpauus

MnaTtdopma 6a3bl AaHHbLIX AOSKHA MO3BONUTE UMMOPT U IKCMOPT AaHHBLIX B hopMaThl MPOMbILLIIEHHbIX
cTaHgapToB, Hanpumep, TekcToBble XML 1 ASCIl (American standard code for information interchange, amepu-
KaHCKWIA cTaHgapTHbIN ko Anst obmeHa nHdopmaumeli), u obecnedunTs Habop MHCTPYMEHTOB UK NocpegHuYec-
koro nporpaMmmMmHoro obecnevermns (MO) TpeTbel CTOPOHbLI N/MNK NoaaepKKky obMeHa coobLLEeHNAMUN ANst UHTerpa-
LMK C APYTUMU MPUIOXKEHUSIMU Y MHCPOPMAaLMOHHBIMW CUCTEMAaMMU.

7.2.2.9 Konuvposarue (ay6nnpoBaH/ie) 1 BOCCTaHOBIIEHWE

MnaTtdpopma Hasbl AaHHLIX JOMKHA NOAAEPXKMBATb HAaNMy4LLXE NPOMBbILLMEHHbIE MPaKTUKX KOMMPOBaHUS
(oy6rnmpoBaHusi) M BOCCTAHOBMNEHMS AaHHbIX Hanbonee acpdeKkTUBHLIM U LienecoobpasHbiM 0b6pasom. 3ta dyHK-
LS noaaep kK AosmkHa bbb BKITHoYeHa B HaGop MHCTPYMeHTOB 6asbl aHHbIX UM BCECTOPOHHE NoAAepKMBaTh-
CS1 MHCTPYMEHTaMM TPETLER CTOPOHBI.

7.3 MNnatcopma npunoxeHun cuctems! IMMC

7.3.1 OcHOBHble TpeGoBaHUs

Cuctembl IMMC paseepTbiBatoT Ha NnaTpopMax NPUNoXKeHN, XxapakTepruayroLLUXCcs LUIMPOKON Bapuadens-
HOCTbIO, MPW 3TOM UCMONB3YIT MHOTUE CTaHA4apThl U NporpaMMupyeMeble si3biki, KOTopble obecneunBatoT agek-
BaTHbIE XapakTepucTuki u pyHKumn. Beneactsue atoro BaxkHo, 4tobel npogasey, JIMMC npegoctasun getans-
HYI0 [AOKYMEHTaLMIo O TEXHUYECKUX BO3MOXHOCTAX cucTembl JIMMC v npoekT apXmTekTypbl NPUNoXKeHUA. oky-
MEHTaLMs JOMKHA MO3BONATb YETKO OLEHUBATbL TMOKOCTL MPUITOXKEHNIA B OTHOLLEHNW BO3SMOXKHOCTEN, TpebyeMbIX
Aans nabopatopuun. Popma 6a3oBbix TpeboBaHW NoBLIX OpraHusaLLmin ABnsaeTca HeobXoAMMON AN OLEHKN apXu-
TEKTYPbl MPUMOXKEHMWIA B KOHTEKCTE MX CMOCOBHOCTU K KOHCOUTYPUPOBAHUIO, HACTPOIKE U MHTErpaLmMmn ¢ gpyrumm
cuctemamu (cm. 6.3.3).

7.3.2 KnroyeBble NyHKTbI pacCMOTPEHUSA

Mpu oueHke NnaThopMbl NPUNOKEHNSI AOMMKHBLI pacCMaTpUBaTLCS CReayroLLne ee BO3MOXHOCTI U XapaKTe-
PUCTVKN.

7.3.2.1 MogynbHoCTb

MpunoxeHue, aensatoLLeecs PyHKLMOHANbHOR BO3SMOXHOCTLIO Ha YPOBHE apXUTEKTYpbl, AOMKHO BbITh pas-
JereHo Ha normieckme Mogynn ¢ YeTKo onpeaeneHHbIMY CTaHAapTHLIMK MHTepdercamm Mexay MoaynsaMu. 3Tn
MOAYN MOrYT BbITb CTPYNMUMPOBaHBI MO XapakTepucTkam, pasMeLLeHNUIo No CAOSM apXUTEKTYPbl MPUMOXKeHNS
(HanpyMep, NpeseHTaLys, AenoBas Nnorvka, nHtepdencol ¢ AaHHbIMN) UK Ha OCHOBaHWK TOro 1 Apyroro. Yacto
rpynnupoBaHUe Mo XapakTepucTMkam JOCTUraeTcsl MyTeM UCMOob30BaHWS 0O beKT-OpPMEHTUPOBAHHOTO TEXHUYEC-
KOro noaxofa npoekra B col3e ¢ ApYrMMy NPpUHLIMNaMU NPOMBILLNEHHbIX CTaHAAPTOB MO HAUNYyYLeR npakTuke B
OTHOLLEHWUW MpoeKTa MpunoXeHus. MNpoekTupyemas MogynbHOCTb MOXET MUHUMU3UPOBATL HenpeaBuaeHHbIe
nocnegoBaTensHOCTU M3MEHEHWUIA MPUNOXKEHWS MyTeM KOHUIYPUPOBAaHNA, HACTPORKM MM MHTErpaLmmn, U3onu-
pysi 0bnacTu NpunoxeHws, 3aTparvearoLlme 1 obnerdaroLLme cnoiTaHue NPUIOXKEHUsI.

7.3.2.2 IHCTpyMeHTbI KoHUTyprpoBaHus

Mpunoxexune NMMC gomkHo o6ecnevnTb 3KCTEHCUBHBIA aAMUHUCTPATUBHbIA MHTepMhelc Tak, 4Tobbl NoNbL30-
BaTeb MOT CKOH(UIYPUPOBaTbL MPUMNOXKEHUE, MO BO3MOXHOCTM, 6e3 NporpaMMr1poBaHns I MPSIMOA UHTEPBEH-
uun 6asbl AaHHbIX. IHTepdelic nonb3oBaTens A0SMKEH Takke OLEHUBATLCS C TOYKU 3PEHNUS ero CroCcoOBHOCTU K
OOMNONHEHUIO, yaaneHuo, a Takke N3MeHeHIo Mogynein U chOpMEeHHbIX 3/IEMEHTOB Ha aKkpaHe, 4YTobbl bbina
BO3MOXHOCTb CO3[aHWs NPOAYKTUBHBIX hOpM 1 pabovmx NOTOKOB € MUHWMAasbHLIM MPOrpaMMUpPOBaHNEM.
B ngeansHom cnyyae npunoxenue NAMC gosmkHO NO3BONUTL OCYLLECTBIIEHWE HAaCTPOIKK, BKIoYatoLLeli B cebs
BCTpavBaHUe CoAepXKaHNs 3 BHELLHMX CUCTEM, TaKMX KaKk BCTPOEHHbIE MyNbTUMeANAHbIE (DYHKLMK (XpoMaTor-
pamMel, renb-nnacTuHbl, KOPOTKME 0ByYatoLLe BUAEOKYPChI U T. 4.).

7.3.2.3 Azbiku nporpammuposaHus JIMMC

Cucrema NMMC ponxkHa obecrneunBaTb NporpaMMUpoBaHne Tak, YTobbl OCYLLECTBNATL HACTPOKK NpUo-
xeHuii MTMUMC vnu cozgasats pacueTsl B npegenax npunoxerus IMMC. HcTpymeHTsl nporpammmpoaHms FIMMC
MOTYT 6bITb BeCcbMa athpekTUBHEI, N03BONSAS KOHKpeTHOR NnabopaTopuun unun wtaty NIMMC HacTpausaTs npuno-
xeHue JIMMC B COOTBETCTBUN C U3MEHSIIOLLMMUCH TpeboBaHuaMK. PekoMeHayeTCs OCTOPOXHOCTbL MPY HACTPOike
noctaeneHHoun npoaasLoM cuctemMbl JIMMC ¢ TeM, UToBbI rapaHTUpOBaTb COBMECTUMOCTb CUCTEMbI ¢ ByayLLIMMU
0BHOBNEHUAMU NporpaMmmHoro obecnedeHuns npogasua. CM. Huxe o Hactporike NMMC.
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7.3.2.4 CornacoBaHue CTPYKTYpbl AaHHbIX NpunoxeHnsa JIMMC ¢ 6usHec-pabounm NOTOKOM

Mpunoxexune NIMMC u ero 6azoBas TexHONOMMA A0MKHBI HaMBonee TOYHO COOTBETCTBOBATL TpeboBaHUAM
KOHKPETHOW opraH13aLmm K TeXHOMormieckum npoueccam (pabounm notokam) naéopatopum v MHgopMaLMoHHOR
cTpykType. MpunoxeHne n apxutektypa 6a3sbl AaHHbIX cuctembl JIMMC g4onkHbI OLLeHUBATLCA B COOTBETCTBUM C
UX TMBKOCTBHO MO OTHOLLEHUIO K KOH(IMTYPUPOBAHUIO, HACTPOIKE M UHTErpaLun CUCTEMbI B COOTBETCTBUM C NOTPE6-
HOCTAMW OpraHu3aLum.

Mpumevaunne 7— BcectoponHee npucnocobnenne NIMMC k naGopaTopHbiM onepaumsam siBnsietcst 6onee
BaXHbIM, YeM cneuudunyeckas nepefoBas TeXHONOrus.

7.3.2.5 BbInonHeHue UHTerpaummn npoekTa v gaHHbiX

ApxutekTypa npunoxeHus aomkHa 6e1Tb paspaboTaHa ANs Ucnonb3oBaHWA NNaTgopM onepaLoHHOK cuc-
TeMbl ¥ annaparHbIX CPEACTB, cneLuduumpoBaHHbIX ¢ Hanbonbluen adhekTUBHOCTLIO. Tak, MPUNOXeHWe BKIto-
yaeT B cebs oLeHKy napasnsesnibHoro (KOHKYPEHTHOro) UCNosb30BaHMUs!, NMKOBOMO UCNONb30BaHUS U CNOCOBHOCTH
NHANBMAYaNbHOIO KOHEYHOTO NMosb3oBaTens k paboTe B MHOro3agauyHoM pexume (4To o3HavaeT BOZMOXKHOCTb
OTKPbITUSI HECKOJILKUX 3KPaHOB UNWN PYHKUMIA NPUNOXEHWUS B OQHOW U TOW Xe Nonb3oBaTenbcko ceccumn) 6e3
npekpatlieHus paboyero npouecca. CylecTBeHHble Bbirogbl obecneunBaeT 6onee paHHee (HackosIbKo 3TO BO3-
MOXXHO) UCMOSL30BaHWE UCTIbITaTENbHBIX UHCTPYMEHTOB aBTOMaTU3aLMmn U NOCTPOEHWE MOAEeNV NpeacTaBneHus-
UcnblTaHUsi CUCTEMBI B npoLecce BHeapeHus. UHCTpyMeHTbl asTomaTmaaummn MoryT 6bITb UCNOSb30BaHb! AN KOH-
TPOsA U3MeHeHuiA B paboTe CUCTEMBI, ANS OCYLLECTBAEHUA 06paTHOW CBA3M NPU UCMbITAHUW B CRyYvae BHECEHUS
N3MEeHEeHWI B NporpammHoe obecneveHne n HacTPOKY CUCTEMBbI, MOCKOIbKY CUCTEMA pa3BUBaeTCa Aaxe B Npo-
uecce paboTbl M noaaepXkku as xusHeHHoro umkna JIMMC.

7.3.2.6 CnocobHocTb 6a3bl AaHHbIX K B3anMoAencTBUO

Ecnu TexHonorudeckue ctaHgapTbl opraHu3auun U3MeHsaTest YacTo, npunoxenve IMMC gomkHo oueHu-
BaTbCA C TOUKU 3PEHUS CNOCOBHOCTU apXUTEKTYpPbI MPUNOXEeHUA NoaAepXUBaTh NNaTgopMbI LUMPOKO UCTMOSNb3Y-
embix 6a3 gaHHbIX.

7.3.2.7 NepcoHan

Ecnvn HekoTopble unu Bce cuctembl IMMC 6yayT ynpaenaTbest unv nogaepxveaTsCca BHYTPEHHUMU cuna-
MU opraHusauuy UM gpyrumm CTopoHamu, 3a ucknodeHnem npogasua NIUMC, gomkHa 6b1Tb paccMoTpeHa cno-
COBHOCTb TEXHUYECKOro NepcoHasa K nony4yeHnto HeobxoanMbIX HaBbIKOB B TEXHOMOTUSIX, UCTIONb3yeMblX Npu-
noxeHVsIMU. BecbMa BaXkHbIM sIBNsieTCA 3HaHWe NepCcoHarioM NoaaepXveaeMblX onepaLyoHHbIX CUCTEM, SI3bIKOB
nporpaMMUpoBaHKs, TEXHOMNOTUIA, 3aOXKEeHHbIX B TEXHUYECKOM 3a4aHuW, UCMOMb3YEMbIX ANsl HACTPOWKU U UH-
Terpauuy ¢ NpUNoXeHNsMU.

7.3.2.8 Mporpammupyemble nHTepdeiicsl npunoxeHus (API)

Ecnu npegycmatpusatoTcst HacTpolika unu nHterpauumst cuctemsl IMMC, npogasey, IMMC gomxeH obec-
nevnTb Hagnexallylo gokymeHTauuio no API (Application programming interfaces) ans cospaanus uHtepderica
c npunoxervem NNMUMC, 4veTkoi Mogenbto Ans cosganus uHTepdenca ¢ NPUNOXKEHUAMU, ABRSIOLLLUMUCS DYHK-
LMAMY Ha pacnpedenieHHOM YpOoBHE.

7.3.2.9 CtaHgapThl UHTErpaumm

Cuctema JIMMC gonkHa obecnevnTs cnocobbl MHTErpaumum 1 obMeHa AaHHbIMU, OCHOBbLIBaKOLLMECS Ha
Takux obLLEenpUHATLIX MeTogax, kak XML, 6asupytowmiica Ha npotokone SOAP (Simple object access protocol,
npoTokone obMeHa CTPYKTYPUPOBaHHLIMU COOBLLEHWSIMU B pacripefesieHHON BbIMUCAUTENbHON cpeae) n/mnu
MeTodax UHTerpauum, nogaepxmBaemMblX TaKUMK NMPUNTOXKEHUAMUN, Kak CUCTEMbI YNPaBNeHWsa 4OKYMeHTO060po-
ToM U ERP-cuctem, koTopble B LienoM nHTerpupytotca ¢ cuctemoin JIMMC.

7.4 Hactpoiika v nHterpauus IMMC

7.4.1 CpaBHeHUe kKoHUrypnpoBaHus, macluTabupoBaHUA U HACTPONKH

MoHATMe «HaCTpoliKay YacTo NCMOSb3yeTcs Kak OBLLMA TePMUH, OTHOCALLMIACA K TPeM HANBUAYanbHbIM
AeNCTBUSAM, KOTOPbIE PasNNYaloTCs C TEXHUYECKON TOUKN 3pEHNS.

7.4.1.1 KoHoburypupoBaHue

[ns KOHPUIypUpPOBaHMS MCNOMb3YHTCS XapakTepPUCTUKN yNpaBneHst CUCTeMbl, NpegocTaBnsieMble nake-
Tom nporpamm JIMMC ans Toro, 4tobbl 4OCTUrHYTL COOTBETCTBUS TEM XapakTepuctukam JIMMC, koTopble Heobxo-
AVIMbI AN UCTIONBL30BaHKA B crielndnyecKon AeaTenlbHOCTU MPeanpusaTist U opraHusauum pabodero notoka. KoH-
huryprpoBaHue 4acto orpaHu4MBaeTCsl U3MEHEHWEM TOJSIbKO CpPaBOYHbIX AaHHbIX UKW NpegonpeaeneHHbIX
napameTpoB HAaCTpoiku B npunoxeHun JIMMC. OcHoBHble NabopaTtopHble TpeboBaHUs A0MKHBI GbITe AOCTYMHBI
KOHpUrypuposaHuto B cucteme NIMMC.
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7.4.1.2 Hacrpoiika IMMC un macwtabupyemocts

HacTpoiika — nameHeHus npogykra JIMMC, koTopble NPUBOAAT K pacluMpeHuio Unu gobaBneHuno xapakre-
puctuk IMMC, TpebyeMbix B COOTBETCTBUM CO crieLmdudeckumu noTpeGHoCcTaIMKU opraHusauun. HacTtpoiika
BbIBUpaeTca B Tex criyyasix, koraa Habop TekyLLmx 1 oxvaaemblx B 6yayuiem xapakrepuctuk IMMC unu nHter-
pauus ¢ ApYruMu NpUIIoKeHUSIMU NPorpaMmmMHOro obecneveHns He MoryT 6bITk NpUMcnocobneHsbl Ana cneyudu-
Yeckux notpebHocTen (apyrie napameTpbl BU3HecC-rpoLeccos 1 BlogxeTa He paccmaTpusatoTcs). Hactpolika
yacTo TpebyeT nameHeHus 6asbl AaHHbLIX, NpoekTa NpunokeHua npoaykta IMMC nnu gononHeHusa nporpaMm
3aKasyuka.

7.4.1.3 NHTerpauus

WHTerpauus — cnocobHocTb npoaykTa JIMMC k 06meHy nHdopmauneid ¢ ApyrumMmmn NpunoxkeHUsIMmn npo-
rpammHoro obecneyeHusi. IHTerpaums MoXeT BKtovaTh B cebs o6MeH AaHHbIMK € APYTMMA NPUNOXEHUAMU
nunv obmeH NOrUYecKUMM NPUNOXKEHUAMU U (DYHKLMOHANBLHOCTAMU C APYTMMU NPUNOXEHUSMU. VHTerpaums
nossonsiet JIMMC ycunuaTb XxapaktepucTuku gpyrux npunoxeHuin 6e3 gobasneHus xapakrepuctuk 8 IMMC
camum 3akasdukom. NHterpauus JIMMC moxeT notpeboBaTb U3MEHEHUA TEXHUYECKOTO 3aaHust Ha 6a3y gaHHbIX
UKW apxXUTeKTypy npunoxeHus npoaykra JIMMC, Ho B uaeansHOM cnyvae 3To usMeHeHUe A0MMKHO BbiTb MUHK-
ManbHbIM, ecnu npoaykT JIMMC aoctaTouHo rubok Ans nHTerpauumu.

7.4.2 O6wue pericTBus npu HacTpoiike JIUMC u uHTerpauum

HekoTopble npvMepbl, AeMOHCTpUpYoLLMe ocyliecTeneHue HacTporiku IMMC unu uHterpauuio ¢ Apyrumm
cucTeMamu, NpUBEAEHbI HKE.

7.4.2.1 Paboune NoToKU

Hactpoiika NIUMC Heobxoauma Ans Toro, 4tobbl NpUcnocobuTs passueatoLLmecs pabouve NOTOKY K Liensm
[OCTWKeHNUs 6onbluei NpOU3BOAUTENbHOCTU, COOTBETCTBUA U NONONHEHWA AaHHBIMWU. HacTpolika MOXeT Taioke
BKIIOYaTh B cebs1 criegyroLye BapmaHTbl UHTErpauuu:

1) c cuctemamu no ynpaeneHuto 4OKYMeHTaMu (CTaHAapTHbIe onepauMoHHbIE NpoLeayphbl, ynpasneHue
Lieno4vkamu XxpaHeHus uHdopmavym o6 obpasue U T. 4.);

2) ¢ 0by4eHneM 1 U3y4eHUEeM CUCTEM NO INEKTPOHHLIM yHeBHUKaMm;

3) c cuctemoi nnaHupoBaHusa pecypcos npegnpuatusa (ERP).

7.4.2.2 Xumuyeckue MHopMaLMOHHbIE CUCTEMBI

1) OTYETHOCTL U UHTENNEKTYarbHbIe Pecypchl NpeanpUATUS.

HacTtpoiika otyeTos JIMMC w/unu gonosHeHe oTYETOB crieyyanbHbIMU BO3SMOXHOCTAMU. TOT NpoLecc
MOXeT Takke BKIoYaTk B cebA HAacTpoiKy aKcrnopTa AaHHbIX, MPOCMOTPOB 6asbl AaHHbIX A4NSA BHELUHUX CUCTEM
nepega4vun coobLLIEeHWA, XpaHUnyLL/MarasvuHoOB AaHHbIX, a Takke UHTerpaLuio ¢ MHpOpMaLMOHHBIMW NPUBOPHBIMK
naHensMu 1 nopTanamMu.

2) C60p AaHHbIX.

Hactpoiika nHtepdperica nonsaosatens JIMMC ans 6onbLuein acbekTMBHOCTM cbopa AaHHbIX, MHTerpauum
C 3NEeKTPOHHON 3aM1CHON KHIKKOW U MPUNOXEeHNsaMM ans cbopa AaHHbIX MW UHTerpauum ¢ nabopaTtopHbIiMM
npubopamum.

3) BesonacHocTb.

HacTtporiika TIMMC Heobxoauma ans Toro, Ytobel obecneunTs Gonblie pacrnpeaeneHHbIX NonHOMoYnii Ge-
30MaCHOCTM B XapaKkTepucTmKax cucTembl, BKITOYatoLLMX B cebsa COOTBETCTBYOLLME 3NEKTPOHHbIE MOANNCH, UH-
Terpaumio ¢ cucteMamu ynpasneHus NpearnpusiTmeM unu cuctemamn ayteHTudmkayum no eauHCTBEHHOMY
npusHaky [LDAP — gupekTopun (obnerdeHHbI npoTokon gocTyna K katanoram, Lightweight Directory Access
Protocol), cuctemel 6e3onacHocT No MAEHTUPUKALMOHHBLIM KapToukam v T. A4.].

7.4.3 PaccmoTpeHUe AenoBoil akTUBHOCTMA ANSA HAaCTPOWKM UNU uHTerpauum JIMMC

OpHum 13 Hanboree CyLLeCTBEHHBIX KOUTEPWEB OLLEHKIM Npu BbiIGope 1 BHeapeHun noboi cuctemsl JIMMC
siBnsieTcst hopMupoBaHme NoTpebHocTen ANsA HacTpoiku u nHTerpauum IMMC n cnocobHOCTL KaHauaaTta Ha cuc-
Temy JIMMC ocyLLecTBNATL 3TW hyHKLMK € AOCTaToUHOM rmbkocTelo. Hactpoiika IMMC wnn uHterpauma NAMC
C ApYrMMK cUCTEMaMM MOXET OKasblBaTb CyLLECTBeHHOe Bo3aelicTBMe Ha BbIBOp NpoayKTa, BHegpeHWe, TeKy-
Llee ynpaeneHue v obLine 3aTtpaThl BNagensua npu nHsectuumax B IMMC. PeweHue o HacTpoiike [IMMC gns
ocobeHHbIX Lenen busHeca unu nHterpaummn IMMC ¢ gpyroi nHbopMaLOHHON CUCTEMOW AOMKHO MPYHUMATLCS
Ha OCHOBaHMWK XOPOLLO NPOAYMaHHOro npoLecca, KoTopbIi hopMUpyeT YacTb CUCTEMBI KU3HEHHOro Likna NUMC.
Bonee getanuanpopaHHoe 06bACHEHWUE peLleHnii 0 HacTpoke AenNOBOR U ynpasnsioLel akTUBHOCTU CM. B
pasgenax o xusHeHHoMm umkne JIMMC, pa3BuTumn BusHeca, KOHTPOE N3MEHEHWIA.
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7.4.4 TexHonoruyeckoe nnaHMpoBaH1e HaCTPOMKN UNU nHTerpauum TIMMC

MnaHnpoBaHve CTPYKTYpPbI ANS HACTPORKU N HTerpauun JIMMC TpebyeT NoHUMaHKs Toro, Kak TEXHOMNo-
rmyeckne acrekTsl paboTsl ByayT BO3AeNcTBOBATE Ha BHEAPEHWE U TekyLliee ynpaeneHne cuctemoin IMMC. Akty-
anbHoe coaepxaHue 1 npoLiecc aHanuaa Bo3AeCTBUSA NPOeKTa Ha HaCTPONKN UMW UHTerpauum 6yayT MeHATbCS
npu bOPMUPOBAHNN METOAOIIOTUN XKU3HEHHOIO Linkna cuctemel. OgHako, Kak MUHUMYM, Nto60o AeNCTBEHHbIN
aHanmsa v TeXHONOrMYecknin NnaH JoKHbI BKIOYaTh B cebsi criedyoLune BuabI AeATeNb5HOCTU Nepes TEXHONoru-
YeCKUM BHegpeHNEM:

7.4.4 1 PacnpepgeneHue TpebosaHWiA

[ns ycTaHOBNEHWs COOTBETCTBUSA TPeboBaHUAM Heobxoanm AeTanbHbIA 0630p (hyHKUMOHaNbHLIX Tpebosa-
HWin K TIMMC ¢ oLleHKo TexHonorn4eckon aesitenbHoCTV U pecypcos. O630p AomkeH BKIoYaTh B ce65 oLeHKy
TEXHONOTMYECKUX PUCKOB, KOTOPbIE MOTYT BbITh OMUCaHbLI B TPEBOBaHUAX K BHEAPEHUIO.

7.4.4.2 O630p apxuTekTypbl Tekyweli IMMC

MonHbIn 0630p apXUTEKTYPLI MPUNOXEHUR 1 6a3bl AaHHbIX cucTembl JIMMC. O630p gomkeH BkNoYaTh B
cebs1, Kak MUHUMYM, OLLEHKY criegytoLnx hakTopos:

1) nporpammmpoBaHne 1 M3MeHeHNe TEXHUHECKOro 3aaaHusa Ha 6asbl AaHHbIX UK AOMONHEeHWs, Heobxoau-
Mble Ans COOTBETCTBUsI TpeBOBaHMAM;

2) nporpammupoBaHue nHTepdelicos 6asbl AaHHbLIX, NpefocTaBnsiemMoe npoaasLom JIMMC;

3) Bo3aecTBMNE U3MEHEHUIA Ha apyrue xapaktepucTuku u oyHkummn JIMMC. TpebyeTtcs 6onbluas ocTOpoX-
HOCTb W rapaHTUM TOro, YTO HAaCcTPOKa UM UHTErPaLVWA ¢ APYTMMU CUCTEMaMU He U3MEHSIT OKugaemble U Banuau-
pyemble cyHKLmK NTIMMC B npouecce UCNofb30BaHUS;

4) Bo3geiicTare nameHeHni, koraa IMMC unu cuctema, ¢ kotopont JIMMC uHTerpupyeTcsi, peMOHTUpYyeTcs
unu mogepHusnpyeTcst. Kputudeckumm chaktopamm sBNAOTCS MIoxo pazpaboTaHHbIe HAaCTPOWKK U MHTepdeichl
nnu Hernbkue cuctembl NIMMC, 4TO MOXET NPUBECTU K HapaLLMBaHWUIO XapaKTEPUCTUK U AaxKe OCHOBHbIX (hYHKLWIA
JIMMC B npouecce mogepHusauum IMMC. Jaxe B MeHee akcTpeManbHbIX 06CTOATENLCTBAX NSIOXOW NPOEKT
MOXET NPUBECTU K HeornpasAaHHbIM 3aTpaTam U AONONHUTENbHLIM YCUITUSIM MO KoopAUHaLUK 06CnyXnBaHWS
JIMMC v coBepLUEHCTBYEMbIX KOMMOHEHTOB;

5) Bo3aencTBUE U3MEHEHUIA U UCNONBb30BaHWE U3MeHEHUIA Ans BbinonHeHus paboT B cucteme IMMC. Ha-
npumMep, BygeT N 3annaHupoBaHHbIA HOUbIO 06MeH AaHHbIX O NAapTUKN NOTPEBNATL HACTONBKO MHOMO PECYPCOB
cucTeMbl, YTobbl OTpULATeNbHO BO3AeRCTBOBaThL Ha AEATENBLHOCTL N0 06CNYXMBAHWIO APYTUX CUCTEM U MapTUiA
obpasuoB?

7.4.4.3 ApXvTeKTypa MHTErpUPYEMOI CUCTEMbI

[ omkHbl BbITb BCECTOPOHHE pacCMOTPEHbI apXUTEKTypa NPUIIoXeHWUA 1 6a3a AaHHBIX TO CUCTEMBI, KOTOpast
MoXxeT BbITk MHTerpupoBsaHa c cuctemon JIMMC. Ee oueHka gomkHa NPOBOANTLCA B COOTBETCTBUM C TEMU XKe
KpUTEpUAMU, YTO U paccMOTpeHne apxnTekTypbl Tekywer NAMC.

7.4.4.4 epcoHan

HeobxoavMo paccMoTpeTb HanpaeneHUs MoUcka TEXHUHYECKOro nepcoHana (Tunbl U UCTOUHKKK). TexHuyec-
KW NepcoHar, Ucnonb3yembliii 4N HacTporiku, AomkeH o6nagaTh cneayowmMmMmn HaBblkamu:

1) aHanua 613Hec-NpPoLLECcCoB;

2) NpoeKTUpoBaHne NpunoXxeHns 1 6asbl AaHHbIX;

3) nporpamMmmMupoBaHue npunoxeHns u 6asbl gaHHbIX [¢ ncnonb3osaHnem RDBMS (Relational database
management system, cuctema ynpasneHus pensauuoHHeIMU 6asamu 4aHHbIX) U UHCTPYMEHTOB NMPOrpaMmMHOro
obecneveHusi, nogaepxmeaembix npogastiom NIMMC];

4) nporpaMM1poBaHue NocpeaHUYecKoro npogykTta [nogaepxkka nporpaMMUpoBaHUs C UCMONb30BaHUEM
XML, akcTpakuus aaHHbIX, TpaHcdopmauws n 3arpyska (Extract, Transform, Load, ETL)InT. a.;

5) ynpaenerwve 6a30i gaHHbIX Y CUCTEMHOE aAMUHUCTPUPOBAHME.

7.4.4.5 BHMMaTeNbHOMY paccMOTPEHWIO OOMKHbI NOABEpPraTbCsl UCTOUHUKU MOSYYEHUS TEXHUYECKOro
nepcoHana, HeobxoAvmoro Ans BbINoNHeHUs npoekTa (Npogasel, JIMMC, apyrie npogasLbl npoaykTa, opMbl
ayTCOPCUHTa, BHYTPEHHWA NT-uTaT) U T, UTO SABMSIETCS HAaUyuLlein koMBUHaLmMeli HaBbIKOB, CTOMMOCTY 1 Npu-
roAHOCTU Ans Kaxkaon dpasbl npoekTa (Hanprumep, MOXHO Mcnonb3osaTth npogasua JIMMC unu dopmy ayTcop-
cuHra ansa paspabotku HacTpoliku JIMMC, Ho obcnyxunBaTh 8Ty HacTPorKy 6yaeT BHYTPEeHHUIA LTaT nabopaTo-
pun).

7.4.4.6 UHTerpaums unu HacTpoiika

JormkHo 6bITb NPUHATO peLleHne o ToM, ByayT N nydlle COOTBETCTBOBATb TEM UMW UHBIM TpeGoBaHUSAM
HacTporka JIMMC nnu nHTerpaums ¢ gpyrum NnpUIoKeHWeM, KoTopoe yxxe oTsevaeT TpeboBaHMAM 3akasyunka.
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7.4.4.7 Co3gaHue npoToThna

Kak v B cnyvae ¢ BHegpeHnemM ocHoBHoM cuctemel JIMMC, cozganune npoToTuna sIBMSETCS BaXXHbLIM 3Tanom
B npotiecce ntoboit HacTpoiikK ¢ Tem, 4Tobbl NpoBeAeHNe paboT, TEXHUYECKNA Noaxoad 1 TEXHUYECKMEe pUCKM
MOrnu 6bITb BanuAMpoBaHbI 1 KoNMYeCcTBEHHO onpeaeneHsl nepeq BHegpeHnem NAMC.

7.5 KomnbloTepHas apxuTtekTypa npeanpusitus

O630p KoMMbloTepHol apxutekTypbl IMMC, Toukn nHTerpauumn ¢ IUMC v obwmne dyHkunm JIMMC npego-
CTaBneHbl Ha pUcyHkax 1 1 2. Mpumepbl UHTErPUPOBaHHON KOMMBLHOTEPHOW apXMTEKTYPbI NpednpUsiTUsi, KoTopble
0XBaTbIBAOT NPOCTPAHCTBO OT CUCTEM MPeANpUATIS A0 YPOBHSA NabopaTopHbIX aHanMTUIecKux cuctem (npubo-
poB), NpeAcTaBfeHbl Ha PUCYHKax 6 1 7.

7.5.1 TepputopuanbHoe pacnpegerneHue (rmo6anusauus — kopnopaTuBHoe pa3BepTbiBaHue JIMMC
Ha pasnu4HbIX TeppUTOpPUsIX)

mobanusaums ssBNsieTCsA NPoOLEcCoM 1 cpeaoit, brnarogapsi KOTOPOI KOMMaHUY MOTYT 3aHUMaTbCsl KoMMeEp-
YeCcKOoM AeATeNbHOCTHIO He TOMNBKO B CBOEN CTPaHe, HO U, COBMECTHO C APYTMMW KOMMaHUSIMK, BO MHOTMX ApYriX
cTpaHaX. lNMosineHWe nepeaoBbIX KOMMYHUKALMOHHBLIX TEXHOMOMUA, Taknx Kak IHTepHET 1 BbicTpoe paspacTaHue
TOProBbIX OTHOLIEHWUIA (Cpean ApyrMx (hakTopoB), B 3HAYNTENLHON CTEMEHN pacnpeaennio HayyHyH akTUBHOCTb
B LiesfloM 1 nabopaTtopHble cpedbl, B 4acTHOCTK, Mo BCeMy Mupy. B pesynbTaTte, nonssosatenu JIMMC, soene-
YeHHble B rnobansHble onepauuu, ctany TpebosaTh y npogasLos NMTMMC, uTobbl OHY NpeaocTaBunn UM Npuse-
AeHHbIe HKe NapameTpbl:

7.5.1.1 KoHpurypuposaHue 60MbLLIMHCTBA UMW BCEX XapaKTEePUCTUK MONb30BaTeNbCKUX MHTepdeAcoB ¢
UCMonb30oBaHWEM PasfnyHbIX SA3bIKOB.

7.5.1.2 ABTOMaTHyeckas HacTpoika pasHuLLbl B YaCcoBbIX Nosicax U Habopax CUMBOSIOB.

7.5.1.3 YnpolueHve pacnpeaeneHnst o6HOBNEHUA NporpammHoro obecrneyeHns B LUIMPOKOM AnanasoHe —
nokanbHol ceTn nnnu cetn MIHTepHeT.

7.5.1.4 CornacoBaHHble nabopaTtopum — CXoXnUe HOpMaTUBHbIE AOKYMEHTbI BO MHOMUX CTpaHax uunu
HOPUCOVKLMSIX.

MpumeyaHwune 8— Nobanusaums obbIMHO HanpaBnseTcs Yepes KOMOUHaLUIO KOHDUTYPUPYEMBIX U
HacTpavBaeMblX napameTpoB B npegenax npunoxenusa JIMMC.

7.5.2 KoHdurypupoBaHue pacnpegeneHHbIx cuctem IMMC

PasBepTbiBaHue cuctemsl FIMMC, TeppuTOpransHo pasmeLleHHOR B pasfiviHbIX MecTax, 06bluHO nped-
cTaBnsieTcs B Tpex opmax (cM. Tabnuuy 1): LeHTpanbHO|, pernoHansHoN U pacnpeaeneHHoM.

7.5.3 CoaepxaHue pyHKLMM nokanusauum

CopgepikaHue hyHKLMN NoKannsaLmm Xxapakreprayercs Tem, 4To obecneunBaet Nosnb3oBaTernLCKuii MHTep-
theiic, oTpaxarolwuii onpedeneHHble reorpaduryeckme NoTpebHOCTU KaxXg4oro nonb3oBaTensl, U, Kak NpasuIo,
BKNtouaeT B cebsi Tpu anemeHTa: 1) A3bIK, 2) Habopbl CUMBOMOB U 3) YacoBbIe Nosica, KOTOpble 0BLIMHO BBOASTCA
B npodpune JIMMC nonb3osaTtens Unu B okanbHyo (MECTHYIO) YCTaHOBKY.

7.5.3.1 Nokanuaauus si3bika — 3TO TpaHCHALWS A3blka B NONb30BaTeNbLCKUA MHTepdeiic MecTHOro Nosb30-
BaTens. ObbI4HO 3TOT NpoLece ABMAETCH KOHMUIYPUPYEMbIM 31IeMEHTOM Npu rmobarnsHoM passepTeiBaHum JIMMC,
Kak Npasusio, OCyLLEeCTBMNSAEMOM C NMOMOLLbH0 KOHTeHTa 6a3bl AaHHbIX si3blka, KOHUTYpaLMOHHBIX hainos unnum
Basupytowerocst Ha XML ocToBe HTepdpelica nons3oBartens.

7.5.3.2 Habopbl CUMBONOB OTHOCATCS K BBOAY CMBOJIOB, UCMOMb3YEMbIX Ans BblpaXKeHWs BblbpaHHOro

A3bIKa, B MONbL30BaTeNbLCKUA nHTepdelic. B yacTHocTn, BbIGop Habopa CMMBOMOB SIBNSIETCSt 0COBEHHO BaXKHBIM
TorAa, Korga paccMaTpUBaloTCa HACTPONKK Nonb3oBaTenbckoro uHTepderica. Habopsl cuMmeonos Unicode wyacTo
ncnonb3ayoTces, YToBbI pellaTh MecTHbIe A3blkoBble Npobnembl 6e3 BO3AEACTBUSA Ha NONb30BaTeNbCkUii UHTEpP-
deiic.

7.5.3.3 YacoBoii nosic oTpaxaeT onpeaeneHHy 30Hy MECTHOTO BpeMeHU, Ucrorbayemyto cuctemoit IMMC
Ans OTMETOK BpeMEeHU 1 Lienel ayauTopckoi npocnexmsaeMocT. OcobeHHO BaXKHO 3anMOMHUTbL YacoBble Nosca,
koHdurypupyemsble B cucteme JIMMC, korga xpaHeHwe, cpaBHeHWe Unn arperaums AaHHbIX BO MHOMMX YacoBbIX
nosicax sIBMSIOTCH YCIOBUAMY A151 COXPaHeHWsl ayauTopcKon npocnexusaemocTy. O6bIYHO B Npeaenax BHe-
AperHoit JIMMC ucnone3syeTtcs BblpaXkeHe BpeMeHu OT 3HaveHus cpegHero spemMerun rno Mpuxsudy (GMT,
Greenwich mean time) gns kaxgoro 4yacoBoro nosica, kotopoe o0bbegunHsieT aTy nHdopmauuto. Jas Poccul-
ckoll ®edepayuu moykol omcyema ses1siemcsi MOCKO8CKOe epems *.

* [lononHeHue & uenax npuMeHeHusi Ha meppumopuu Poccutickot ®edepayuu.
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7.5.4 Perynupyowme (HopmaTuBHbIe) U pyHKLMOHaNbHbIE U3AaHuWs

PesynbTaTtoM rnobanusauum SensieTcs BKIloYeHWe onpegeneHHbiX hyHKLMoHanbHbIX notTpebHocTeln B ne-
peydeHb PUCAMKLNM B 061aCTX perynupoBaHus 1 Apyrnx MyHKLMOHanbHbIX Npobnem, CBA3aHHbIX ¢ MeCTHOM
nabopaTopHoli cpegon. AT Npobnembl MOryT BbITh paspeLleHbl ¢ MOMOLLBH0 KOHDUTYpUPOBaHUS UK HAaCTPOK-
kn. Micnorb3oBaHne HopMaTMBHbBIX AOKYMEHTOB OCOBEHHO BaXHO B TeX CLeHapusix, rae HacTpOWKU BbINOSHS-
OTCS MyTEM MoAepHU3aLmnK, 0BCNYK1BaHWS 1 B3aUMOAENCTBUSA C Nonb3oBaTensmy, paboTatowyMn B TEppUTopu-
ansHo pacnpegeneHHbIX nabopatopusix.

7.5.5 Monb3oBarenbckas 6esonacHoOCTb

Monb3osaTensckas 6e30MacHOCTL B 3HAYUTENBHOW CTEMEHN BApbUPYETCS MPY TEXHOIOTUYECKOM BHeape-
HuM B cuctemy NIMMC, ogHako B Lenom cuctemsl JIMMC aomkHbl 6bITe OLEHEHbI B COOTBETCTBUM CO Crieayto-
LWMMK 6230BbIMY NOML30BATENLCKUMU MpobnemamMu 6e30nacHoCTU:

1) obecneunBaet nu cTpykTypa beszonacHocTy, npegocTasnsiemas cuctemoli JIMMC, ayanTopckyto npocne-
JKMBAEMOCTb U KOHTPOMb AOCTYMa BCECTOPOHHUM 06pasoM B COOTBETCTBUU C MOTPEBHOCTAMY opraHmsaLuu;

2) peiicTBUTENBHO NN CTPYKTYpa BesonacHocTu iBnsieTcs rmbKol n 4oCTaToYHO pacrpeaernieHHon, YTobbI
OCYLLECTBMNATb KOHTPOTb 6e30MacHOCTN Ha (PYHKLMOHANBHOM YPOBHE UV YPOBHE 3adauu;

3) MOXHO /1M YNpaBnsTe CTPYKTYPOI 6€30NacHOCTU, UMes eAUHCTBEHHYIO CTPYKTYpY 6e3onacHocTu Ans
Bcex mogynew JIMMC, n MoxeT nu oHa BbITb 06beAnHeHa ¢ APYrMK CTPYKTYpaMu NpeanpusaTua?

Ctpyktypbl 6e3onacHocTv JIMMC B uernom nogaepxueatoT crnegyoLlne BO3MOXHOCTU Ha YPOBHSIX MONb30-
BaTens, rpynmbl U NpeanpuUaTUS.

7.5.5.1 Monb3oBaTenbckas 6e30nacHoOCTL:

1) AyaunTopckas npocrnexmsaemMocTb.

Cuctema IMMC gomxkHa ObITb ciocobHa, kak MUHUMYM, 0becneunTs Nonb3oBaTento MaeHTUUKaLmMIo 1
LUTaMMN O BpeMeHU B npoLiecce NpoBeaeHWs Mofnb3oBaTenemM BCeX BUAOB AesiTenbHOCTW (BBOA, OBGHOBMEHWe
1 ydaneHue) M No3BONUTb, YTOOLI AaHHbIEe ObINKM AOCTYNHBI ANS 3anvceli ayauTopckoro (KOHTPONLHOro) cneaa.

2) OpHoKpaTHbIA BBOA Noanucy.
BonblwnHeTeo cuctem JIMMC umeroT yHUDULMPOBaHHYO cXeMy ayTeHTUduKaumu, bnarogapsa KOTopon
nonsL30BaTeb MOXET OAMH pa3 3aperMcTpupoBaThesl U UMEThb AOCTYM KO BCeM (pYHKUMAM, st KOTOPbIX OH UMeeT
npaso aocTyna 6e3 3anpoca AOMNONHUTENbHON perucTpaLuu.

Tab6nwuuya 1— Crparervs pasBeprbiBaHusi TeppUTOpUanbHoO pacnpegeneHHon cucremsl JIMMC

OnucaHue

Mpeumywectsa, nonb3a

CnoxHble 3agauun, npobnembl

LleHTpanbHOe pa3BepTbiBaHUe
npesocTaBnsieT BO3MOXHOCTb pas-
MelleHUs1 NpuroxeHwuid, 6asbl gaH-
HbIX U MHdpacTpykTypsl JIAMC B
OOHOM (€AVHCTBEHHOM) LIeHTpe AaH-
HbIX UMW FPynne LEHTPOB AAHHbIX CO
BCEMMW MPUKNAAHBIMU DYHKUUAMM,
ynpaBrnsieMbIMA LiEHTPanbHO.

YacTto nonb3oBaTenbCKUii UHTEp-
(henc nocraBnsaeT NpunoxeHue
nonb3oBarernsim Yepe3 Be6-6pay3ep
WNW TEPMUHAN «TOHKOIO KIMEHTa»
(Bknioyas otganeHHbii pabouni
cton). KoHdurypuposanue gns no-
TpebHocTel kaxaon nabopatopum
TalKe ynpaensieTcsl LEeHTparnbHO

LlenTpanbHoe ynpaBneHue obbe-
OVHSIET pecypcbl NOAAEPXKKN U 06bIY-
Hbl€ 3aTparthbl.

MNameHeHuss n mogepHu3auus
JIMMC poctynHbl nonb3osatensam BO
BCEX MecTax fokanu3auuv Hemea-
NEeHHO.

Moapnepxka JIMMC mecTHbIM
NT-nepcoHanoMm MWHUMKU3UpyeTCS,
MOCKONbKY HET HUKaKon noTpebHocTn
B MECTHOM (nokanbHOW) nogaepxke
npunoxenus (nocne oby4eHns u 1. o).

Pa3BepTbiBaHWe HOBbIX MECT I10-
Kanu3auum sIBNsieTcsl 3Ha4YUTEeNbHO
6onee GbLICTPLIM U NEFKUM NPOLECCOM,
yeM pasBepTbiBaHWe pacnpegerieH-
HbIX CUCTEM.

JaHHble LeHTpanuayloTces, 4To 06-
neryaet c6op u aHanus GusHec-cee-
AeHuin 0 padmaxe AeATenbHOCTU U
TeHAEHUMSIX opraHn3aumm

ApxuTekTypa NpuroXxeHusl SABMsieT-
cAl KpUTHMYECKUM hakTopom ans obec-
neyeHus rmbkoctn JIMMC cornacHo
NoTpeBHOCTAM NOKanbHbIX (MECTHBIX)
na6opatopwuii. Cuctema pgomnxHa 6biTb
cnocobHa K BbICOKOW CTeneHn KOHoU-
rypvpyeMocTy Ansl YCNeLHOro ynpasne-
HUSI MECTHbIM (NOKanbHbIM) SI3bIKOM Y
BOMPOCaMM1 PErynMpoBaHUsi.

HactpavBaemble xapakTepucTUKu
OOMXHbI O6bITb NpOAHaNU3NpPOBaHbI Arisl
npeaocTaBneHnst rapaHTum TOro, YTo
Npy M3MEeHeHUsIX Norb3oBaTenb Mnony-
YUT NPEUMYLLLECTBA (U OHU HE OKa3bl-
BalOT HEraTMBHOIo BnusiHus). UHdppa-
CTpyKTypa AorkHa ObiTb TwarensHo
CIITaHMPOBaHa, YTo6bl BblUMCIIUTENb-
Hasi ceTb Bbina JOCTYNHOM U N36bLITOY-
HOW, B 0COBGEHHOCTU K3-3a TOro, 4TO
LeHTpanbHOe pa3MelleHue AOIKHO
6bITb AocTynHO Ansi rmo6anbHbIX one-
pauuii 24 yaca ceMb AHEW B Heaenio
(2417)
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INpodomxeHue mabnuupi 1

OnucaHue

Mpeumyiecrsa, none3a

CnoxHble 3apayun, npodnemsl

PernonHanbHoe pa3sBepTbiBaHUe
KOMOMHMPYET 3KOHOMMWYHOCTb MacLu-
TabupoBaHusi LeHTpanbHOW Moaenu ¢
MOKOCTBLIO pacnpeaeneHHoW Mogenu.

pynnbl nonb3oBatenen JIMMC
onpegensioTcs No o6wmm reorpadu-
YECKMM MNpu3Hakam, NpusHakam pery-
NIMpYeMOoro unu obLero nornsL30BaHust
¢ Tem, 4Yto6bl BHeapenune JIMMC mor-
1o ObITb LEHTpanM3oBaHo B npouecce
HECKOINbKMX YCTaHOBOK, NMoka He byayT
YOOBINETBOPEHbI OCHOBHbIE NMPUKNIaz-
Hble MOTPEeBHOCTU KaXaon rpynnebl

3onortas cepeguHa mexay 3KOHO-
MUeli cpeacTB 3a cyeT macliTabupo-
BaHWUS U BO3BPALLEHUSI BIIOXEHHbIX
cpeacTB (MHBECTMPOBAaHWS) [OCTUra-
eTcsl npu ygoBrneTBopeHun TpeboBa-
Hui nonb3oBaTenst. OgHako nogaep-
XKa C MCNOSIb30BAHUEM MECTHbIX
UT-cneunanncToB MUHUMKU3MPYETCH,
TaK KaK 3TOT MeTof} 06bIYHO UCMOTNb3Y-
€T NPUHUMN «TOHKOFO KINMEeHTa».

Pa3BepTbiBaHME HOBbLIX MECT I10-
Kanu3aumm npovcxoamt OTHOCUTErb-
HO ObICTPO M NPOCTO MO CPABHEHWUIO C
pa3BepTbiBAHUEM MOJTHOCTbLIO pac-
npeaeneHHon mogenm.

M3ameHeHuss M MopepHM3aumio
MOXHO ObICTPO OCYLLECTBNSATL NPU
noanepXaHum rmbKoCcTn CUCTEMBI.
HaHHble 6onee npocTo arpermpyloTcst
B COOTBETCTBUM C OOWMMKM nOTpeb-
HocTsAMM Bu3aHeca

pynnbl nonb3oBaTenen QONXHbI
OblTb TWAaTeNnbHO onpeferneHbl, UK
pe3ynbTaTtoM MOXET SIBUTLCS NMpocTast
BbICOKO3aTpaTHas LieHTpanv3oBaHHasi
Mopenb. TpeboBaHusi nonb3oBaTenei
JOJKHbI ObITb SICHO OnpeferneHHbLIMU
B COOTBETCTBUM C SI3LIKOM, perynupye-
MbIMK U (PYHKLMOHANbHLIMU NMOTPe6-
HOCTAIMU C TeM, 4Tobbl cuctema JIMMC
6bina koHdUrypMpoBaHa Hauny4mm
obpa3som.

HacTtpoiika n moagepHusaumst gon-
XHbI ObITb TWATENBHO CUHXPOHU3WUPO-
BaHbl KaK B OTHOLLEHUW PErMOHanbHbIX
nonb3oBartenen, Tak U opraHM3auum ¢
pervoHanbHbIM pasmMelleHnemM; nabbi-
TOYHbIE CMCTEMBI MOTYT BbITh akTyanb-
HO pa3MeLlleHbl B OpYIrUX pPervoHax,
6naropgapsi Uemy aBapuiiHoe BOCCTa-
HOBITEHUE CTaHOBUTCSI 3KOHOMMWUHbBIM,
NMOCKONbKY TEXHOMNOMYECKME U NIoAcKne
pecypcbl MOryT 6bITb MUCNONb30BaHbI
adbdekTuBHO. TuwaTenbHoe nIaHupo-
BaHue MHMPacTPyKTypbl OOMKHO ObITh
npou3BeaeHo Ans Toro, Ytobbl ObiTh
YBEPEHHBbIMU, YTO Ha AOCTYNHOCTb CUC-
TeMbl He MOBMNUSIIOT pervoHarnbHble
npoucwecTteua. [pu permoHanbHOM
pasMmeLw,eHnn U3BbITOYHLIE CUCTEMBI
MOryT ObITh aKTyanbHO pa3melleHbl B
APYrux pernoHax, genas aeapunHoe
BOCCTAHOBIEHNE SKOHOMWYHBLIM

PacnpegeneHHoe pa3smeleHue
npegocTtaensieT MBKOCTb KOHEYHbIM
nonb3oBaTensiM, HO Npyu 3TOM obblY-
Ho TpebyeT camol BbICOKOV noaaepX-
KV U 3aTpart npu pasmewenun JIMMC.
PacnpegeneHHbie Mogenun coctonT u3
aBTOHOMHbIX MPUNOXeHUIn pabouero
CTONa KNNEeHTa UNU MOAENMN «KITUEHT-
cepeep» € yCTAHOBKOW cepBepa Ha
KaX4oM MecTe nokanvsauum.

PacnpegeneHHble mogenu obbiy-
HO He ucnonb3ayloTes, koraa rnobanu-
3aums ABMNAETCA CyLWEeCTBEHHOW npo-
6nemoii ana pasmelenus JTMMC
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CopgepxaHve yHKUUM nokanmaa-
LUun ABnaeTcs «kopoboUHbIM» Npo-
OyKTOM, Tak kak yctaHoeka JIMMC Ha
KaXgoM MecTe pasMeleHusl KOHMK-
rypupyeTcsl B COOTBETCTBUM C MECTHbI-
MK (nokanbHbIMK) NoTpebHoCTAMN.

KoHtburypuposaHue n HacTporika
MOryT 6biTb B 3HA4YMTENBHOW CTEeneHn
BbINOMHEeHbl 6€30THOCUTENBHO K Mo-
TpeBHOCTSIM MeCTHOro pasBepTbiBa-
HUS.

MpeanbHblM sIBNsAeTCS BapuaT,
Koraa TpeGoBaHMA K KaXAoMy MECTy
pasMelLeHus SIBMATCA YeTKO OTnu-
YalowyMnca apyr ot apyra wu/vnu
YHKLUMOHaNbHbIE PasnnYuns sICHO
ouepudeHbl B 3aBUCMMOCTM OT MecTa
pasmMelLeHus.

HocTtynHocTb cetn 0bbIMHG orpa-
Hu4yeHa npobrnemamu Gonee ynpae-
nsiemowt mecTtHol cetn (LAN) oTHocu-
TenbHo npobnem Gonee cnoxHow
LUMPOKO pacnpocTpaHeHHOW rmobarnb-
HOW ceTu

PasesepTbiBaHMe (pa3meleHue),
obcnyxvBaHue, moaepHusaums, UHG-
pacTpykTypa u nogaepxka moryT 6biTb
OY€Hb JOPOrMMK, NOCKONbKY AN Kax-
[JOr0 KOHKPETHOTO BHEAPEHUA AaHHbIEe
pecypcbl AOMKHbI BbITb AOCTYMNHEI.

Onpeaenenne rnobanbHOro crpa-
TErn4eckoro HanpaseseHus1 AN BblPae-
HuBanus cuctem JIMMC no opraHmsa-
LMOHHOMY MPUHLUMIY SBNAETCA 3aTpya-
HUTEIbHbIM, YTO oGycnoaneHo BbICOKUM
YPOBHEM IOKasbHbIX (MECTHbIX) Bapu-
aHTOB.

Hepocratkn B o6nactu ctaHgaptu-
3auumn. Obwume perynupyiolme n ynpae-
nsiowme craHgapTel TpyAHO asToMaTu-
3MpoBaTb MEXAY pa3nuyHbIMU OpraHu-
3auumMsaAMK, U yCrielHoe pa3BepTbiBa-
HWE B OJHOI opraHmM3aumm He O3Hauda-
€T NPOCTOe OCYLLECTBIIEHNE 3TOrO NPo-
Luecca B IpyrMx MecTax pasmeLleHus.

Arperaumsi aHHbIX gnsi aHanusa u
oT4yeTa Ha OCHOBe rrnobarnbHbIX onepa-
UM AIBNSIETCA MOYTU  HEBO3MOXXHOWM
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OkoHyaHue mabnuupb! 1

OnucaHue MpevmyLiecTBa, nonbsa CnoxHble 3apayu, npobnembi

13-3a TOro, YTO UCTOUHUKU AaHHbIX SIB-
NSIOTCA BLICOKO pacrnpegerneHHbIMU.

MnaHbl aBaputHOIO BOCCTaAHOBIE-
HWS1 TPYAHO /MW OPOro BHEAPSATh, TaK
KaK Kaxxablii MNaH n kaxxgoe BHegpeHue
BapbMpyloTCA B 3aBUCUMOCTU OT MecTa
pasmMeLleHus

3) Bpemsi Ha npoBeaeHUe ceccuu.

Cxema ayTeHTUdMKaLMX JOMKHA TakkKe paspeLlTb Nonb3oBaTeso KoHUIrypupoBaHHbI BBOA 3anpoca
Ans BBEAEHNA UMEHU U Napons BHOBb, €CNU MoNnb3oBaTellb HAXoaucs B cucteme, He paboTas, B Te4yeHue
BonbLUero, YeM KOHUrypUpoBaHHbIA Nepros BpeMeHu (3Ta PpyHKLKUA HOrAa ynpaenseTcsi BHeLHel cucTeMon
JIMMC c ncnonb3oBaHWeM YCTaHOBOYHBIX MapaMeTPOB CeTV NPeanpUsTHS).

4) Ctparerusi B OTHOLLEHWW Napons.

Cucrema NNMMC gomxkHa cooTBETCTBOBaTL CTaHAapTaM KoMMaHuy B OTHoLeHWN TpeboBaHuiA K BOCCTaHOB-
NeHnto Nnapons, KoMbuHaumWi napons (ctoga OTHOCSATCS: MUHMMalbHas AnnHa CTPOKW CUMBOSIOB, KoMBUHaUWA
CUMBOIIOB W YMCen) U YPOBHIO LLUNDPOBAHWUA NPU XpaHeHUW napons B 6a3e AaHHbIX.

5) CooTBETCTBME HOPMATMBHBIM AOKYMEHTaM W 31EKTPOHHbIE NMOAMUCH.

Cucrema JIMMC gosmkHa cooTBETCTBOBATL NMPUMEHSIEMbLIM HOpPMaTUBaM M CTaHAapTam KoMnNaHuu, rae 3a-
AelicTBOBaHbI 9MEKTPOHHbIE MOAMUCY U NONb30BATENLCKOE NOATBEPKAEHNE 3MEKTPOHHLIX 3an1cen, unu Tem n
APYrMM HOPMaTUBHBLIM OKYMEHTaM O4HOBPEMEHHO.

7.5.5.2 BesonacHocTb rpynn

1) HasHaveHwve nonb3osaTtens.

Cuctema IMUMC pgomkHa nogaepXveaTe BO3MOXKHOCTbL Ha3HayaTb MHAWBUAYaANbHBIX NONb3oBaTenei Ha
NPYHaANEXHOCTb K CUCTEMHbBIM rpynnam wuin ponsim (QOMKHOCTSIM).

2) HasHa4eHwe 3anpoca.

Cuctema NIMMC MoxeT onuuoHanbHO NO3BOMWTL Ha3HaYeHWe Nonb3oBartesnel B rpynnbl NyTem 3anpoca
ApYroi Nofb3oBaTenbCckon nHpopmalmm, HanpuMep, U3 oTaena.

3) ®yHKUMOHaNbLHOE Ha3HaveHue.

Cuctema JIMMC gonxkHa AaTb BO3MOXHOCTb Ha3HaYeHUs 4oCTyna rpynnam Ansa KOHKpeTHLIX onepauuii B
cucteme JIMMC c Tem, 4TOGbI €AUHCTBEHHAA rPyNna Morna uMeTb CTaHgapTHLIA Habop paspelleHuid Anst KoHdu-
rypupyemoro Habopa pacnpegeneHHon AeaTenbHOCTM (Hanpumep, BbINonHeHWe BBoga cneuuduryeckux 3agjad,
TeKyLLMX cneundryeckux oTHeTOB UK KaTeropuii oTYeToB, U T. A.).

4) AyanTtopckas NpocnexmsaemocTb.

Cuctema NMMC pomnxkHa o6ecnevnTb ayauTOPCKyo NPOCNeXuBaeMocTb (MAeHTUDUKALMIO Monb3oBaTenst
N OTMETKY O BPDEMEHW) BCEX U3MEHEHWI B COCTaBE YNIEHOB rpynnbl UK 4OocTyna rpynn Hapsigy ¢ agMUHUCTpaTuB-
HbIM NONb30BaTENEM, KOTOPbIA OCYLLECTBUA 3TN USMEHEHUSI.

7.5.5.3 be3onacHOCTbL NpeanpusaTUs

1) BesonacHocTb kaTanoroe NPeAnpPUATUA UNW BEIYUCTTUTENBHOW CETU.

Cucrema JIMMC moxeT onumuoHaneHo MHTErpupoBaThes ¢ katanoramu no 6esonacHOCTX NPeaAnpUATUs (Ha-
npumep, LDAP, active directory, windows domain 1 T. 4.). 9Tu xapakTepucTuku onpeaensioT NonNb3y oT UCMOoNb-
30BaHWA eANHCTBEHHOrO Habopa 13 MOSIHOMOYNIA ANt MHOTUX NPUNOXEHUN, «BeclioBHyo» uHTerpaumio IMMC ¢
KopnopaTtuBHoOM nonuTukomn 6esonacHocTn, 6onee yaobHoe n obocHoBaHHOE ynpasrieHne 6e30NacHOCTLIO NoNb30-
BaTenew. Hanpumep, Npu yaaneHuy nonb3osaTena s katanora yganaeTca A0CTy Nosb3osaTens Ko Bcem npu-
NOXeHUAM BMeCTO TOro, 4Tobbl TpeboBaTh yaaneHna nonb3oBaTensa U3 nonb3osBaTenbekux 6as AaHHLIX B Kax-
[OM NPUNOXKEHUN.

2) WHTerpauus ¢ duanmueckumn crcteMamiu 6e3onacHocTy U MHPPaCTPYKTYPOR OTKPLITBIX KITOYeH.

29



FOCT P 53798 — 2010

CTpykTypa 6e3onacHocTu cuctembl IMMC MOXET Takxe OMLMOHaIbHO MHTErpMpoBaTbhCA C opraHu3aumen,
nmetoLLeli mnsmnyeckne cuctemMbl 6€30MacHOCTH, Takue Kak MAEHTUIMKALMOHHbIE KapTOYKM UK GruomeTpruyeckme
npuéopbl. CM. B 7.4.4 nHopMaLmio 0 CUCTEMAX, KOTOPbIE AOMNONHAIT YAOCTOBEPEHNS JINYHOCTU (CNYXEOHbIe
nponycka) 1 naponu 3awmgpoBaHHbIMK cepTumkatamm, cucTeMamm co CMapT-kaptTamu (N1acTUKOBbIMU KapToY-
Kamu CO BCTPOEHHbIMU MUKpOMnpoLeccopamn) UT. 4. 3T BO3IMOXHOCTU 06ecneyunsaroT AONONHUTENbHYO Banuja-
LMI0 1 ayAUTOPCKYI0 NPOCNEXMBAEMOCTb Npu ayTeHTudmkauny nonssosarteneii IMMC u (C COOTBETCTBYHOLLUM
npmbopom, nHTerpuposaHHeiM ¢ JIMMC) moryT o6ecneunts 60ee 6bICTPOE JOMNO/THUTENIbHOE COOTBETCTBME Nac-
CUBHOW ayTeHTudumkaumm ¢ cuctemoit JIMMC, yem pyyHoli BBOA NAEHTUMDNKALMOHHBIX faHHbIX NO/Ib30BaTeNs u
napons.

7.5.6 IHppacTpykTypa

MHdpacTpyKTypa BblUMCIMTENBHOM CETU M annapaTHbIX CPEACTB, Tpebyemas cuctemoin JIMMC, BapbupyeT-
CA B LUMPOKOM AmanasoHe B COOTBETCTBUU C BbIGPAHHLIM CrieLndmnyeckum nporpaMMmHbiM obecneyeHvem JIMMC
1N HaboOPOM XapaKTepucTUK, HO 3TO 0COBEHHO BaXKHO A5 MOHWMAaHWUS, Kakme pecypcbl ceTn n o6opyfoBaHuA
6yayT Heo6XoA4MMbI B 3aBUCUMOCTM OT Bblbopa MeToAa pasBepTbiBaHUA (LEHTPasIbHOro, permoHasibHOro, pacnpe-
AeneHHoro). MNMepeyeHb HEKOTOPbIX TPe60oBaHMIA K 0bLeli MHppacTPYKType 1 BapuaHTam Bblbopa, OCHOBaHHbLIM Ha
cTparernv passepTbiBaHNs, NpuBeAeH B Tabnuue 2.

7.6 O6meH pgaHHbiMM mexgy JIMMC un cuctemoii nnaHMpPOBaHWSA pecypcoB NpeanpuaTvs
(ERP-cuctemamm)

YcTtaHoBneHue nHtepdeiicos mexay JIMMC n ERP ans nHterpuposaHus hyHKLUUM yNpaBneHns KauecTBoM,
JeTanbHO NpefcTaBNeHHON B MPUBEAEHHOW HUXe gnarpamme, siBnsieTcs 06wmum TpeboBaHrem Ans cpefbl na6o-
paTopun No KOHTPOIO KayecTsa, rhe pasBepHyTbl 06e cucTeMbl. TpeboBaHUs K MHCMEKTUPOBaHMIO BO3pacTaloT
Npu MPOXOXAEeHUN maTepunasios B NpoLecce ynpasieHus Liernoykamm noctaBok C MCMoJ/Ib30BaHNEM JIOTucTuyec-
knx mogynein ERP. PasgeneHune gaHHbix mexay JIMMC n ERP moxeT cofelicTBoBaTb 60/1ee 6bicTpomy 1 ado-
heKkTMBHOMY KOHTPO/II0 KayecTBa M NpoLeccoB NPON3BOLCTBA HA OCHOBAHUW XWU3HEHHOTO LMKia Kaxaoi napTum
npoaykumu (CM. pUCyHoK 8).

OcHoBononararowpe MCTOYHMK/ MpowssoacTBo/  Pacnpegenexnel/l O6cnyKBaHIe
OyHKLMN 3aKynka npoayKumsi npogaxa
YnpasneHvie MnaHnpoBaHne Pa3wvelleHve Mopnepxka
marepvianamu NPOAYKLMA martepvanios 3aKasumKa
MTyHKTbI Ayaut Vcnonb3yemble PelieHve 06 CotsetcrBre
VHTErpauyn npogasLa. marepuasibl. MCNOMb30BaHUN. npoayKumn.
JIMMC TosapHas Mpoun3seaeHHble MocTtaBka Bosspar
HaknagHas. mMarepuasibl. ToBapa TOoBapa
Coop C6op 06pas3LoB.
06pasLoB. NabopaTopHble
JNabopaTopHble ncnbITaHus
UCMbITaHNA

PucyHok 8 — TMyHkTbl nHTerpauum JIMMC — ERP

7.6.1 Onuuun nuTerpaymmn (CM. pUCyHok 2, 610k LE-2)

MpuHUMNbI 06neryexnsa nHterpayumn JIMMC ¢ ERP-crucTemoii oxBaTbiBatoT ArManas3oH OT pa3paboTkM HACTPOAKN
nHTepdelicoB [0 obecneymBaemMbix NPOBaANLEPOM KOH(IUTYPUPYEMbIX PELLEHNUIA.

CyLiecTByeT MHOXECTBO TEXHO/IOMIA 1 METOA0B 0bnerdyeHns nHterpauun. Moctaswmkm JIMMC moryT o6ec-
neunTb cneundmnyeckn cepTumnuUMpoBaHHble NOCTaBLLMKOM UHTepdelickl Ana nHTerpauum ¢ ERP, KoTopble 0CcBO-
60XxaalT KOMaHay no BHeApeHWo oT 6osblieil YyacTu paboTbl N0 pas3paboTke HACTPONKM M OPOrocToALWEero
obcnyxumBaHusa. CTaHgapTbl MHTErpauuy NpeanpuaTs u cuctem ynpasnernus 1ISA-95 Takke 04eHb BaXHbI U LLMPO-
KO noagepxunsatroTca MHorummy npogasuamum ERPn MES. [laHHble cTaHOapTbl OMUCLIBAKT UHTErpauuio Mexay
[enoBbIM TOrMCTUYECKMM CNIOEM YNpaBieHns, KOTOPbIA BkIloYaeT B cebs cuctembl ERP, 1 cnoem ynpasneHus
NPOM3BOACTBEHHLIMM ONepaLmsaMmn, KOTOPbI BKIoYaeT B cebs cuctembl MES n JIMMC. Ha BcemmpHom dhopyme
(The World Batch Forum) 6b110 onpefeneHo, kak npeactasnatb ISA-95-nHdpopmanmio B XML, U3BECTHYHO Kak
Business to manufacturing markup language (6u3sHec O/18 MapKMpOBKM MPOU3BOLCTBEHHOIO A3blka) WAn
B2MMLV2.0.
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7.6.2 NyHkTBI UHTerpauun mexay JIMMC n ERP
OcHoBHble NyHKTbI MHTerpauumn mexay NMMC n ERP-cuctemoli npeactaBneHsl Ha pucyHke 9.

ERP JINMC
Monyyexune padcuk cbopa
HeoOpaboTaHHOrO | > M UCTIbITAHUA
marepuana oGpa3suos
A A
A Y
HeoGpaboTaHHkle VenbiTanus
marepuarn, HeobpaboTaHHbIX
BO3BpalleHHbIe MATEDMANOB
npogasLy p
[ A
\
OpobpeHHble
(npuHsiTBIE)
HeobpaboTaHHbIe
marepuans y
A O6pasubl,
HaxogsiLumecst
\ B NnpoLecce UCTbITaHWi
Matepuansi, ry
Haxopsiuecs
B npouecce
npou3BoAcTBa
A
Y \
YnakoBKa KOHE4HOrO UcnbitaHus
(uHMLIHOrO) KOHEYHOro
npoaykTa (dpnHunwHorO)
npogykrta
A T
Y Y
XpaHeHue/
PacnpoctpaHeHve | > cTabunbLHOCTL
o6pasuoB

PucyHok 9 — Bo3amoxHble NyHKTbI nepegaym gavHelx mexay ERP n JIMMC

7.7 UHTerpauus ¢ nabopaTtopHbiMu NpuGopamu

7.7.1 Nutepdeiicbl mexay JIMMC n nabopaTopHeIMU NMpubopamu [TakuMu Kak Bechl, pH-MeTpbl, cnekTpo-
doToMeTpbI, cucTEMbI XpomaTorpadpuyieckmnx gaHHbIx (CDS)], kak npaBuno, BkoYvatoT B cebs yCTaHOBKY MHTEp-
eiica cuctemsl IMMC ¢ gpyrumm cuctemamu AaHHbIX, KOHTPONUpyeMbIX annapaTHbIMU cpeacTBamMu npubopa.
Cuctema xpomatorpadudecknx aaHHbIx (CDS), kak npaBuno, 0THOCUTCS K crieundnyeckor kaTeropum n3-3a npu-
cylier e cnoxHoctu. UHTerpaums npubopa ¢ NIMMC aengaeTcs knodeBbIM hakTopomM B obecneveHun scek-
TUBHOW BbIroAbl MO CTOMMOCTHOW KaTeropuu npy BHeApeHUI.

7.7.2 B cBsI13U € cyLLeCTBYIOLEN CNOXHOCTLIO YpaBneHus nocrnegoBaTensHOCTL0 NPUBopoB Npu UCMbITa-
HUK 06Pa3LLOB (B HEKOTOPbLIX CryYasix — aBTocamMnepa) ¢ ucnosbsosaHmem IMMC n cuctem ganHbix nabopa-
TopHoro npubopa xenatensHo, 4tobel JIMMC 3arpyxana nocnegoBaTeNbHOCTL UCMBITAHUA B CUCTEMbI AaHHbBIX
nabopaTtopHoro npubopa Yepes nHTepdeic ¢ Tem, 4Tobbl rapaHTUPoBaTh TOUHBLIA 06MeH MHhopMaLei.

7.7.3 Cuctema gaHHbIX NabopaTtopHoro npubopa ocyLlecTBNSET u3mMepeHne 1 nepegadvy Hasag B JIMMC
pesyneTaToB AN AanbHenwert paboTsl B npeaenax IMMC. Pesynbstat nensitaHus, NpoBefaeHHoro Ha nabopa-
TopHoM npubope (onpeaeneHue, usmepexue), nepegaetcs B IMMC yepes nHtepderic IMMC — npunbop. Anb-
TepHaTUBHO ONUCaHHLIM AENCTBUAM, crucTema cbopa AaHHbIX TabopaTopHoro npubopa MoxeT, 0bpasHo roBops,
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«BblTaWmTh» M3 JIMMC noaxoasiive obpasLbl, NPOBECTN HEOBXOAMMbIE UBMEPEHUST 1 3aTEM BEPHYTL pe3ynbTa-
Thl Ha3ag 8 JIMMC.

7.7.4 Bo MHOrMMX cnyyasix xenaTesibHo, 4Tobbl pesynbTaTt nepegasancs M3 cucteMbl c6opa AaHHbIX B
JIMMC B peancHoM BpeMeHM ¢ TeM, YTOObI B ganbHelillem 0bpaboTka pesynbTaTa ¢ ucnonbsosaHnem JIMMC
(NepekpecTHas TexHUKa pacqeToB, YTBEPXAEHUs,, OTYETHOCTb U T. A.) Bblna npoBedeHa Tak e BbICTPO, Kak U1
namepeHue.

Ta6nuua 2— TpeboBaHusi K MHPPACTPYKTYpe ONsA cTpaTteryn paseepTeiBaHna JIMIMC

WHdpacTpykTypa

LleHTpansHoe
pasBepTbiBaHUE

PervoHaneHoe
pasBepTbiBaHUE

PacnpenenenHoe
pasBepTbiBaHUE

KoHdburypauus cetu

UHudpacTtpykTypa
6esonacHocTu

Cuctembl Ans Konu-
pOBaHUA U pe3epBUpo-
BaHUs

KoHturypaumsa an-
napaTtHbIX cpeacTs

UWvpoko pacnpocTpa-
HeHHasi (rnoBanbHasl) Bbl-
YyncnuTenbHaa cetTb WNK
BUpTYanbHasi 4YacTHas Bbl-
yMcnuTenbHas ceTb

CnpaBoyHasi uHopma-
Lua O NpeanpusATUU UK
BHYTpeHHAs 6a3a gaHHbIX
JIMMC

ExegHeBHOE WNW He-
npepbIBHO yBENMUYMBatoLLee-
Csl YMCNO KOMWIA AaHHbIX,
Npon3BoAsALLMXCA aBToMa-
TUYECKN ANA CTOPOHHEro
mecTa pasmelweHus. LleHT-
pbl pe3epBUPOBaHWA AaH-
HbIX. [yHKTbI AoCTyna K pe-
3epBHOM ceTn

OCHOBHbIE UNMNU MHOTO-
YMCIIEHHbIE CEpBEpbI LIEHT-
panbHoro npoueccopa
(CPU) ¢ nonHoii koMnnekra-
uMern KOMMoHeHTamu (cep-
Bep, MarepuHckasi nnara,
namsitb, gQUCK, 3HeprocHa6-
xenune wu T1. a.). Kondwmrypa-
UMsl TOHKOrO KnueHTa (Tep-
MUHan, yaarneHHblii pabo-
unii cton, Be6-6pay3ep)

Lnpoko pacnpocTpaHeH-
Hasa (rno6anbHas) BblHMUCIK-
TenbHasi ceTb UNW BUpPTyanb-
Has 4YacTHasl BblYUCNMTENb-
Has ceTb

CnpaBo4Hasa nHbopma-
LMs 0 NpeanpusiTUN UK BHY-
TpeHHsiA 6a3a gaHHbIx JIMMC

ExegHeBHOe wnu Henpe-
PbLIBHO YBenu4uBamwlLLeecs
YMCIO KOMWIA OaHHbIX, NpOo-
M3BOASALLUXCA aBTOMaTU4eC-
KW ONA CTOPOHHEro Mecrta
pasmewerun. LleHtpbl pe-
3epPBUPOBAHUA AAHHBIX UNK
pasgeneHHbI nepexear yn-
paBneHns Npu OTKase Mex-
Ay PEerMoHanbHbIMW LEHTpa-
mu. [MyHKTBI gOCTYNA K pesep-
BHOMW CeTn

MHorouncneHHole cepBe-
pbl LEHTParnbLHOro NpoLecco-
pa (CPU) ¢ nonHoii komnnex-
Tauuen KOMMOHEHTaMu (cep-
Bep, MaTepuHckasl nnara, na-
MSITb, AUCK, 3HeprocHabxe-
Hue u T. a.). Knuent-cepeep
(npunoxeHne Ha pabovem
crone ¢ 6a30i AaHHbIX U NPU-
NoXeHue Ans ceppepa Ha
BbIxogHOM Gydbepe) nnum KoH-
churypaumsi TOHKOro KnNueHTa
(TepmuHan, yaaneHHsIn pa-
6ouwuii cron, Beb-6paysep)

IlokanbHas BblMUCINU-
TenbHas ceTb

BHyTpeHHsin Gasa gak-
HbiX JIAMC vnnn nokaneHbIA
(MecCTHbIA) AOMeEH

ExeagHeBHOe npouseoa-
CTBO KOMWUW C Py4HON nepe-
Javen ansi CTOPOHHEro xpa-
HeHnsa. OBbIYHO HUKAKMX
OaHHbIX, MOJNIYYEHHbIX W3
LEHTPa unm cetn, He pesep-
BUpyeTcs

BepomcTeeHHbIN cepBep
C MUHVUMAanbLHOW KOMNNEKTa-
unen WUnu OTCYTCTBUEM Cep-
Bepa (Ana pasBepTbiBaHUA
HECKONBKMUX KINUEHTCKNX
mecT). KnueHt-cepeep (npu-
noxeHwe Ha pabouem cTone
¢ 6a301M gaHHbIX U NPUNOXe-
HWe ANns cepBepa Ha BbIXOA-
Hom 6ydepe) mnm koHdury-
paumns aBTOHOMHOrO pa6ode-
ro cTorna c rnokarnbHbIM Xpa-
HEHMeM [JaHHbIX

7.7.5 Tpu BbINOMHEHWM pacyeToB, HEODXOAUMbIX AN MONHOMo aHanu3a, HanbonbLLKIA yenex AocTUraeTcs
npu ucnonbsosaHn NIMMC 1 agTomMaTu3auum, cB3aHHONM co cneundudeckumn npubopamu. Illokanusaums Bbl-
YUCIEeHWIA OSKHA OCHOBLIBATLCS HA TOM, KaknMu dhyHKLMOHaNbHBIMU BO3MOXHOCTAMU obecnevnBaeTcs kaxaas
cuctema (JIMMC unun cuctema cbopa gaHHbIx nabopaTopHoro Npubopa). Xopowum npumMepom sienisietcst CDS
(cnctema xpoMaTorpadmyeckmx garHHbix). Cuctema xpomMaTorpaguyeckmx gaHHbIX YCNewHo NpUMeHsieTcst
07151 yCTaHOBMNEHWS CUCTEMbI COOTBETCTBUSI, UHTErPUPOBAaHNUA NUKa, NOCTPOEHNA KannbpoBoYHbLIX KpusbIX. JIAMC
yCMeLHO NPUMEHSIETCS MPW NepeKpecTHOW TEXHMKE pacHeToB, CPaBHEHWUM Co cnelndnkaLmsMm, KOpPeKTUpoBKe
C Y4ETOM BIAXKHOCTU U ApYTMX (haKkTopoB, YTBEPKAEHWNN OTKIIOHEHWHA, pe3yrbTaToB NabopaTopHbIX UCTbITaHNIA U
OTYETOB O HMX. TUMWYHBIE NPUHLMMLI NpoBedeHusi pacdeTos B cucTeme JIMMC — CDS ocHoBaHbl Ha cregytoLmnx
B3aMMooTHolleHUsIX: cuctema CDS coobuaeT JIMMC o 3HaveHUW oTKNKKa o6pasya OTHOCUTENLHO 3HaYeHNS
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OTKIMKa cTangapTHoro obpasua, a IMMC ucnoneayetcs A4ns Toro, YTobbl BEIYUCIUTE KOHEYHbIN peaynbTar, cpaBs-
HWUTb ero co cneLudrKkaLUsaMU 1 B AanbHENLLEM BKIIOYUTL B OTHET.

7.8 UHTerpaumna pa6o4ymx NOTOKOB:

7.8.1 Ans ynpaeneHus 1 o6paboTku obpasLioB B nabopaTopuu, Kak NpaBuUio, UCNOMb3yeTCs HEeCKOMNbKO
noaxodoB. [1Ba 0OCHOBHbIX NoAxo4a BKIoYaoT B cebsi:

1) McnbiTaHe NHAMBMAYanbHbIX (0TAENbHBIX) 06pa3L0oB — 0A4HOMo 32 04MH pas, 3aBepLleHne BCeX UcrbiTa-
HWiA ogHoro o6pasua u

2) cozgaHmne NapTum U3 HeCKoNbKUX 06pas3LoB, NS KOTOPbLIX NPOBOAWTCS TO Xe UCMbITaHue.

7.8.2 OTaenbHbIi 06paseL, unu rpynny oAHOTUMHBLIX 06pa3LoB (06bIMHO NepevmcrieHHbIX B paboyem nuncte)
BHOCSIT 11 3anoMuHatoT B cucteme JIMMC, pasmeLleHHON B nabopaTopuu, 4To SBNAETCA HeoBX0AUMbIM Anst co-
3aaHVs NapTMmn 0bpasLoB € MOEHTUYHOW U NOaoBHOM (CXOXKeN) TEXHWUKOW UCTIbITaHWA.

7.8.3 Kak npaswuno, IMMC ucnonbayeTcs, 4Tobbl 3anpallneaTh A0CTYNHbIE 06pasLibl ¢ UASHTUYHBIMU UK
nogo6HbLIMU (CXOAHBIMUW) TPEBOBAHUAMM K UCTILITAHWUSIM, YTO YCKOPSIET HasHavYeHue Ha UCMbITaHWe 1 3aBepLUeHve
ucrbITaHVs.

7.9 MpoMbllWneHHas TeXHONOrUsi o6MeHa AaHHbIMUY

7.9.1 YcraHoBka nHtepdeiica IMMC ¢ npubopamu, Kak npasBuno, o3HavaeT coeguHeHne AByX yMepeHHO
CMNOXHbIX UK OYEeHb CIOXHBLIX cUcTeM. [4ns Toro, Y4Tobkl YCrneLwHo NpoBECTU AaHHYI0 onepaumio, 4OMKHLI Uc-
none3oaTtbes Nyywne UT-metogel. B naeansHom crniydae uHtepderic mexay NNMMC 1 npubopom aoskeH 6biTe
6e3 thaiinos, NpeacTaBNSAOLLMX pUCKU Anst 6e30NaCHOCTU, UM HEOBXOAUMO YBENUYUTL OBLLYIO CITOXKHOCTbL CU-
CTeMbl, YTOOLI CMSAMUTL 3TOT puck. CTaHaapT AaHHbIX XML chakTudeckm npegctasnsieT coboi NpoMbILLIEHHbINA
cTaHaapT B kavecTBe MHdopMaLMOHHOro chopmaTta ans obMeHa CTpyKTYpUpOBaHHBIMU AaHHBIMU MEXAy ABYMS
cuctemamu. Kpome Toro, XML MoXeT NOCTOSIHHO COXPaHATLCA B KauecTee (hainoB U BPEMEHHOTo (MpoMeXy-
TOYHOro) 06MeHHOro NoToKa Mexay ABYMS COTPYAHUYAOLLMMI NPUIOKEHUSIMU. M3-3a LLMPOKOro pacnpocTpaHe-
Hus popmat XML pekomeHayeTcs kak OCHOBHOM cpopmaTt Ans nHTepderica Kk npuéopam.

MHCTpyMeHTbLI NpoMblLLeHHOro cTaHgapTa (Tuna XSL, extensible stylesheet language, paclunpsiemblii 13bIk
Tabnuu, cTunel) MoryT UCnonb3oBaThesl Ans TOro, YTobbl TpaHchopMUpOBaTL NpeAcTaBneHue AaHHbIX OT O4HOMo
npodasLa K Apyromy, yBenmuneas LeHHOCTb WHTepdeiica, 6asupytowierocst Ha XML.

7.9.2 HekoTopble cTaHaapThl CyLLecTByoT Anst obnerdeHnst obmeHa gaHHbIMU Mexay nabopaTtopHbIMU (KNu-
Hudeckummn) npubopamu n JIMMC.

7.9.3 AreHTCTBO Mo oxpaHe okpyxatoLLeli cpegbl CLUA (EPA) npumeHsieT «cTaHaapT Ans noatanHoro obme-
Ha 31eKTPOHHBLIMY AaHHLIMK B oBnacTu akonoruueckux nporpammy» (SEDD, Staged electronic data deliverable).
Cranpapt EPA SEDD vcrionbayeT pacnpocTpaHeHHyo TexHonoruio sisbika (XML) n apnsietcs o6begnHeHHbIM
cTaHOapToM.

7.9.4 TexHonorus XML obecneymBaeT cTtaHgapTHbIA hopmaT gaHHbIX Ana obMeHa uHgopmMaumei Mexay
JIMMC v npubopamu. BHoBb nosisrisitoLLmMecs ctaHaapTsl, Tvna ctaHaapTa XML ansa gaHHbIX B o6nactv aHanMtu-
yeckor xumuum (Analytical information markup language, AnIML), ocHoBbIBaloTCA Ha hbopMaTte AaHHbIX XML,
yTobLI 06ecneYnTs CTaHaapTU3aLMIo NpeacTaBneHust obLLMX MHOPMaLMOHHBIX 3neMeHToB. Cxema siapa AnlML
npuHumaeTt Bo BH/UMaHue XML nomeTky nioboro Buaa aHanuTudeckol nHdopmauuu. B komnnekte 06pasLoBbix
AOKYMEHTOB Mo aHanmTudeckor TexHuke (atid — analytical technique instance documents) B Buge XML-cbaiinos
(0AVH 13 KOTOPbIX NO aHANUTUHECKON TEXHWKE) MPUMEHSIIOTCS CTPOre orpaHuyYeHus ans rubkoro sigpa, KoTopble,
B CBOIO ovepe/b, ONpeaenstoTCs TEXHNYECKON cxemol. PaclunpeHns TeXHUYECKOol CXeMbl SBNAOTCS BO3MOX-
HBIMU N8 UHCTUTYLIMOHaNbHO-cNeLndUYHLIX NapameTpoB 1 NapamMeTpoB, cneLnduyHbIX Ana nocTaswmka. Mc-
nonb3oBaHne ctaHaapTos dopmaTa AaHHbIX XML (Tuna AnlML) obecneunsaeT cTaHAapTHLIE CTPYKTYpPbI ANS
WHTEerpauum aHanutmnieckux npnbopos ¢ JIMMC.

7.10 UHTerpaums NpMnoxeHUn NpeanpusaTUsa 1 nocpegHnYeckoe NnporpaMmmHoe obecnevyeHue

Ecnv opraHusauus MeeT onpeaeneHHyo CTpaTeriio MHTerpaLmm NpuiokeHin NpeanpusTAs U cTaHgapT-
Hyto NnaTdopmy nocpegHU4eckoli NporpaMmmel npeanpusitus, cuctema JIMMC kak npunoxeHue 4oskHa oLeH-
BaTbCS C TOYKN 3peHMs ee COCOBHOCTY Nerko 06beauHATLCS C MOCPeAHNYECKON NporpaMMoi, NoaaepXXueato-
Leli cTaHgapTbl. UHTerpaums ¢ LeHTpaneHoi nnaTtdopMoi NocpeaHUIecKon MporpaMmel MOXET CYLLECTBEHHO
CHU3UTb 3aTpaThl Ha UHTErpaLmio U yMEeHbLUWUTb ee CIoXHOCTL. EAMHCTBEHHOe (0gHOKpaTHOe) NpoBeaeHWe UHTer-
pauuu cuctembl FIMMC ¢ nnatdopmoit nocpegHnyeckoro nporpammHoro obecnederus (MO) MoXeT 3aTeM noTeH-
LpanbHo noaaepxmeaTth MHOPMaLMOHHBLIA 0BMEH CO MHOMUMIM NPUNOKEHUSIMM NPEANPUSATASA, CBA3AHHLIMU C TeM
e nocpegHunyeckum MO.
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7.11 UncppoBoit KOHTEHT

MHoxecTBO LdpoBbIX cpe [M306paxeHns; MECTHbIE U KOpriopaTuBHble cTaHAapTHbIe onepauun (COM);
OTYeThl, MOfyYeHHbIe C pa3HbIX NpUuBopoB; 3anmcy 06 obyveHur none3osaTens; coobLLeHUs NocTaBLLMKa U T. 4.]
coxpaHsieTcs B nabopatopuun 6e3onacHbIM cnocoboM. XpaHeHne 1 ynpaefieHue aTM1 nogaepknsaemMbIMm
[OKYMEHTaMU W 3NEKTPOHHLIMK 3aMUCSIMU HAXoAATCA, Kak Npasusio, Bo BHewHem EDMS nnuv cuctemax apxu-
Ba AaHHbIX, cBsizaHHbIX ¢ JIMMC. JlocTyn K 3TUM UCTOYHMKaM LdPOBOro KOHTEHTa MOXET BbITe AOCTUMHYT C
MCMOMb30BaHNEM LUMPOKOro AnanasoHa TeXHNYECKUX peLleHUid (COBMECTHOE UCToNb3oBaHWe gaHHbIX npeanpu-
ATWS, cMcTema yNpaBneHnst KOHTEHTOM U T. 4.). ocTyn K 3Tum, xpaHswumcs B IMMC, gaHHbIM BecbMa enaTe-
neH, ocobeHHo ecnu paboyre NoTokun Ben nHTErpuposaHsl B JIMMC ¢ NOMOLLIbIO KOHPUTYPUPOBAHNS.

7.12 UHTerpaums ¢ anekTpoHHoW naGopaTtopHoi 3anucHol KHuxkkon (ELN)

WMHTerpauus ELN ¢ JIMMC moxeT UMeTb HECKOIBbKO hOpM, 3aBUCALLIMX OT BU3Hec-dyHKLUIA, BLINONHAEMBIX
Kakaow cucTemol. YHKLW 3NeKTPOHHOR NabopaTopHOR 3arnUCHOW KHUXKKU BapbUPYHOTCS B LLKPOKOM AManaso-
He, HO B OCHOBHOM OTHOCAITCS K ABYM KaTeropusam: 1) cneunduyeckue ELN v 2) nepekpecTHo-gucumnnnHapHble
ELN. Cneuundunyeckne ELN cogepxaT napameTpebl, cosganHble Ans paboTbl o creynuieckuMm NpUnoXxXeHns-
MW, Hay4HbIMU Npubopamu nnu Tnamu AdaHHeiX. Creumndmryeckne ELN MoryT 6bITb TeCHO uHTerpuposaHsl ¢ IMMC
ana nepegayun nHeopmarmm us NTIUMC 8 ELN v nz ELN 8 JIMMC. Mpumepom cneundudeckoin ELN moxeT aBnaThb-
cs nabopartopHas ucnelTatensHas cuctema (LES). MepekpectHo-aucymnnmHapHble ELN nnu ocHosHble ELN
paspaboTaHbl 415 NOAAESPKKN 4OCTYNa KO BCeM AaHHbIM U UHOpMaLmK, KOTopble A0SHKHbI BbITb 3aperncTpupo-
BaHbl (3anu1caHbl) B fabopaTopHON 3NeKTPOHHOM 3arnUCHOM KHWKKe U 06bI4HO HTerpupytoTesa ¢ IMMC kak ykasa-
Tenu unu cebinkum B npegenax NIMMC. BHeaperue cneundundeckor IMMC moxeT BapbUpoBaThLCA:

- OT MOJSIHOTO BHEAPEHWS], KOTOPOe MNoKpbiBaeT NabopaTopHble NOTPeBHOCTU U MHTerpauuio ¢ npubopamm Ao
KOHeYHOro pesyneTara, U

- pacrionoxeHus matepuana (naptum) (¢ IMMC, seinonHstowen cyHkumu ELN) ao 6onee orpaHnyeHHoro
BHeapeHus, rae NIMMC ynpasnseT KOHe4YHbIM pe3ynbTaToM, HO He NOMHOCTLIO OXBaTbiBaeT nabopaTopHblie Mo-
TpeBHOCTM NNK bYHKLMKU MHTErpauum ¢ npubopamu, a ELN ynpasnseT uHdopmauveri o nabopaTopHbIx noTpebHo-
CTSIX M MHTEerpauueit ¢ npubopamu n nepegaet aTy MHcopmaumio 8 IMMC.

8 Xn3HeHHbIW unkn cuctembl JIMMC

8.1 BBegeHune

XKunaHeHHbI Lkn cuctembl JIMMC oTHocUTCS K AEACTBUAM, KOTOPbIe NPOBOAATCA NPY NprobpeTeHnn, BHe-
ApeHnK, 3KcnnyaTaumn U, B KoHe4HoM utore, yaaneHumn JIMMC. Mockonbky MHOrne na aTux 4eCTBUR AOMKHbI
NMPOVCXOAUTL OAHOBPEMEHHO, XU3HEHHbI UK cuctembl JIMMC nyudiwe Bcero noHMMaeTcs Npy pacnpeaeneHunm
AeincTBuMiA Mo dasam, KoTopele, Kak MPaBuo, NPOUCXoasaT NOYTU nocnegosaTtenbHo. PacnpeaeneHve aencTeni
rno dasam obnervyaeT NnaHMpoBaHWE U YCTAHOBIEHWE KOHTPOMbHBIX TOYEK A4nA ynpaeneHus npoektom NIMMC.
XKusHeHHbIA Lk cucteMbl IMMC npounniocTpupoBaH Ha pucyHkax 10 n 11. filnarpamma B BepxHew 4actu pu-
CYHKOB OTpaxaeT 06LLWIA XXU3HEHHbIN Lukn cucteMbl JIMMC, anarpamma B HUXKHER YacTu pUCYHKOB NokasbisaeT
YU3HEHHbIR Lkn annapaTtHbIX cpeacTs. Hymepaums cxembl (SX-n) cooTBETCTBYET NpeAcTaBNeHHoR Ha anarpam-
Me dase XKU3HEHHOro LiMKa B COOTBETCTBUM € 5.3. 2KusHeHHobin umkn cuctembl IMMC HauvHaeTca ¢ nepBoHa-
yanoHoro BreapeHus JIMMC. 31o moxeT 6biTb BBeAeHue NIMMC ans 3ameHbl pyyHbIX onepauui B nabopatopuu
unu yctapesLueri IMMC. MepeoHavanbHoe BHeapeHue NMMMC HanomuHaeT npoekT pa3paboTku NporpaMMHOro
obecneveHus 1 0ObIYHO 3aHMMaeT oAavH — ABa roda Ao 3asepLueHust. MNpoLuecc BHeApeHUsa conpoBoXxaaeTcs
3KcnnyaTauMoHHon dasoi, B TedeHue kotopoit  JIMMC ncnonbayeTcs Ans onepauyii no ynpasneHuio AaHHLIMU
1 pabounm notokom. Cuctema JIMMC bByaeT passuBaTbcs B TedeHUe (hasbl IKCNyaTauum u 06cnyxnsaHus.
Pecypcol noaaepkkv 4omKHbI 406aBUTL HOBbIE OTHETbI U PACLLMPEHUSI C MOMOLLbI0 MHCTPYMEHTOB HACTPOKM U
koHurypuposarus. Mpogasel, TIMMC gonkeH o6ecnednTb 0GHOBNEHUSI U MOAEPHU3ALMK, NOCKOSbKY ycoBEp-
LLIEHCTBOBaHWS NPON3BOAATCS B CaMOM npoaykTe. dasza akcnnyataumm n obcnyxvusaHusi MoxeT anutecs 10 net
unv 6onee.

BblBedeHve crcTembl 13 SKCNyaTalum NPon3onaeT, korga cuctema unm ocHoBHas HdppacTpykTypa cTa-
HYT ycTapesLLUUMU NN Koraa opraHu3aLoHHbIe U3MeHeHUs1 NPOAUKTYIOT HoBble obnacTu npumeHeHus NIAMC.

8.1.1 ®a3bi xusHeHHoro uukna IMMC (cm. FOCT P UCO/MOBK 12207, TOCT P UICO/M3K 14764, TOCT
PUCO/MBKTO 15271, TOCT P MICO/M3K 16326)
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MopepHusauus JIUMC (BcTtaBka B nporpaMMHoe o6ecneyeHue) SM-2
[

SM

KoHTpons OueHka MpumeHeHne UcneitaHme/
WN3MEHBHWIA BO30EeNCTBUA MoOJepH13aumun npveMka

MepBoHavanbHoe BHeapeHue JIMMC
BbiBog
LCc
SC-1 SC-2 SC-3 SC-6 Okennya- ,I na
/ MpoekT Mocrpo- Ucnbitaive [ rayus akcnnya-
Wruummpo- Avarms [ eHMe / ¥ NpvemKa u oBeny- Tauuu
BaHue [ TpeGoBanHii 1 KOHU- XKvBaHue
npoekTa rypauus
BonblMHCTBO MoaepHu3auuii JIMMC / LIMS SC
WHuLmmpo- Nocrpo-
BaHve ~ Axanus o] Mpoexr o eHve UcnbiTaHw
NboekTa TpeboraHuii P n KOHpU- W npuemMka
po rypauus

Pucynok 10 — 2KusneHHbiti uukn cucremst JIMAMC

8.1.1.1 «MH1MuumnpoBaHue NpoekTa» siBNsieTCsi NepBoi thason Npu nepsoHavansHom BHeapeHur JIMMC, a
Tawke Ana 6onblUMHCTBA criyyaes moaepHusaumv JIMMC, koTopble NPOUCXoAAT B TeueHue cas akcrryaTaLmmn n
obecnyxusanusi. Ha atom atane obcyxaatoTest kak npoekT unu mogepHusauns NMUMC, Tak n HanpaeneHus geno-
BOW aKTUBHOCTW, BKMo4ast oLeHKy (h1HaHCOBLIX 3aTparT v Beirod. OnpeaensanTcsa nepBoHavanbHble Hanpaene-
HUS U rPaHWLbI NPoeKTa.

8.1.1.2 «AHanus TpeboBaHuWii» aBnseTca pasol, B TeUeHWe KOTOPOIi onpeaensieTcs, kakue pyHKUUM U Xa-
paktepucTukn JIMMC notpebytoTtca n kak IMMC 6yaeT noanepxusatb pabounii notok nabopatopun. AHanus
TpeboBaHWUii NPOBOASAT B TeHeHWe NnepBoHavansHoro BHegpeHust JIMMC, a Takke B npoLecce 6onbIMHCTBA MO-
AepHusauuii IMMC. TpebosaHua NpeaocTaBNAT ocHoBaHUA Ansa Belibopa npoaykta NIMMC. MpogykT IMMC,
Kak npasuno, BblbupaloT B TedeHue dasbl «aHanmaa TpebosaHuii» Nnpu nepsoHadansHom BHegpeHun JIMMC.

8.1.1.3 «MpoekTnpoBaHue» aenaeTca hasoi, B TeueHne KoTopo dhyHKUMOHaMbHbIE TpeGoBaHMWs K cucteme
NepeBoOAATCA B AeTanbHble norndeckue u cousndeckue cnevmdrkalmm npoekra. MpoekTMposaHne NponcxoauT B
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OGcnyxuBaHue annapaTtHbix cpeacTs JIMMC SM-1

npouecce nepsoHavanbHoro sBHeaperust IMMC n 6onblunHcTBa MogepHusauwin MUMC (cm. FOCT P UCO/MIK

Peructparus Kavectso/
nobcnykusanme | ™ ycrawoska || npuemka
MepBoHayanbHoe BHeapeHue LIMS
SC-1 SC-2 SC-3 Sc-4 SC-5
MpoekT MocTpoe- 3arpyska Qvav SM
Hue AaHHbIX Banuga- Sxennya- Buisege-
KOHpUry- uus Ta|.||n¥| HUe
WHnuu- Anarms | s | pauvs || .| xauectBa L] " n3
vposahue | | Tpe6osa- " oBCnYKU- akeniya-
npoexta Wit panuaa- e Taunm
uusi
( Kondurypuposanue/pacumpenue

MopgepHusauus annapatHbix cpeacTs JIMMC / LIMS SM-3

3anpoc
nameHe-
HUA

u yTBep-
xaeHue
1 usmene- ™
HUiA

O630p YcraHoBka

KomMnoHeHTHl

™ Ka4yecTsa |

Buinyck
B 3KCIUnya-
Taumio

Pucyrnok 11 — XKusnennbin yukn JIMMC — annapatHble cpeacTea

12207, N'OCT P UICO/M3K 16326).

8.1.1.4 «C6opka (koMnoHoBka)/koHdUrypupoBaHue» saiBnsieTca hasoil KOHCTPYUPOBAHUSA CUCTEMbI XKW 3-
HeHHoro umkna JIMMC. OeicTeus BkNtoyaoT B cebsi KOHCTPYUpOBaHWE, HAaCTPOKY, KOHUIypupoBaHue 1 akcne-
puMeHTansHoe ucnbitaHne JIMMC. deitcTBus no KOMNOHOBKe/KOHDUIYPUPOBaHWUIO NMPOUCXOAAT KaK B NpoLecce

nepeoHayvansHoro BHegpeHus JIMMC, Tak 1 B npolecce 6onbwmHcTBa MogepHusaumin JIMMC.
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8.1.1.5 «UcnbiTaHve 1 npremMka (BBOA B 3KCMyaTaLuio)» aensaTca dason, B TedeHne koTopon IMMC
BBOAMTCA B 3KCMNyaTauumio. [leficteus BkntoyatoT B cebs BanmaaunoHHoe TeCTUpOBaHWe, 3arpy3ky AaHHbIX, 3ak-
NoYUTENbHYIO NPUeMKy 1 BBOA B AeicTBue. [insa AeTansHoro pykosoactsea no sanvgauuv NNIAMC B perynupye-
MbIX cpedax HeobxoaMmo ncnonb3osaTth AoKyMeHTbl GAMP (cwm. 2.5).

8.1.1.6 «OkcnnyaTauus n obcnyxuBaHve» SIBRsILOTCS NpousBoacTeeHHol dason. Cuctema MNMC ncnons-
3yeTcs ANs nogaepxkv nabopartopHoi gedatenbHocTU. OBenyxmBaHue 1 nogaepikka BbINOMHATCA C UCNONb30-
BaHWeM cuctembl FIMMC, 4yTo6bI COXpaHATL HAa AOIMKHOM YPOBHE AeATeNbHOCTL NnabopaTtopuu Npu U3MeHeHUK
TpeboBaHWii k TexHonorun n usHec-npoueccam. JIMMC passusaeTca nyTem 06HOBNEHWIA U MOAePHU3aUNA. 3Tn
06HOBIEHWS1 MOTYT ObITh NPUMEHEHbI K CCTEME NMoche TOTo, Kak UX BO3AeWCTBNe NpoaHanvanposaHo. MogepHu-
3auuv npegycMmaTpusaloTca Toraa, koraa npogasel, coBepluieHcTayeT npoaykt IMMC. OcyliecTeneHve moaep-
HU3aUmMKn oBbluHO BKItovaeT B cebsi ncnonb3oBaHve B nabopatopun HOBbIX (hYHKLMOHANbHBIX BO3MOXHOCTEN.
MpuMeHeHne MogepHU3aLMiAi MOXeT ObITb rMaBHLIM NPOEKTOM U CONPOBOXAAETCS NPOLLEeCCOM, NoA0GHbLIM NepBo-
HavansHomMmy BHeapeHuo JIMMC.

8.1.1.7 «M3baTue 13 obpalleHus» ABnseTcs KOHeYHOMN hason xuaHeHHoro uukna JIMMC. UsbsaTtune us obpa-
LeHnst 0BbIYHO CBSA3bIBAETCS € yCTapeBLUeln TeXHonoruein n npegycMmaTpusaeT NNaHMpoBaHue crneayroLero no-
koneHus JIMMC, Bkrtoyas obecneyeHre A4OCTyna K COOTBETCTBYIOLLMM UCTOPUYECKUM NnabopaTopHbLIM AaHHbLIM.

8.1.1.8 MoHumMaHwue xunsHeHHoro Lukna cuctemsl JIMMC n Hagnexallen npakTuku 4ns kaxaoro us aen-
CTBMIA MOXeET MOMOYb B TEX CriyHasx, koraa KoHCTpykTopsl IMMC BnepBbie NNaHUPYIOT U YyNPaBASIlOT NPOEKTaMm
JIMMC. OnbiTHble nonb3osatenu IUMC MoryT ucnonb3oBath XuUsHeHHbIA uykn cuctembl IUMC ang Toro, Ytobbl
obecnyxueaTh MMetoLLytocs B akennyatauum JIMMC v rotoBuTb K BHeApeHuto cneaytoLuee nokonexune JIMMC.

8.1.2 OcyuwecTBrneHue npoeKTa BHeAPEeHUA XXU3HeHHoro uukna JIMMC

MpoTekaHWe X1M3HeHHOro umkna TunMiHoin cuctemsl IMMC npeactaeneHo Ha pucyHke 12.

8.1.2.1 BpeMeHHble (kaneHaapHble) rpaHuLbl, NPOUNACTPUPOBaHHbIE Ha pUCYHKe 12, NpeAcTaBneHbl B
Kavyectse npumMepos BHedpeHns JIMMC B TUNUYHYI0 nabopaTtopuio, HacHUTbIBatoLLYO NpubnusnTensHo 100 nonb3o-
BaTenein, skntoyasi o1 30 go 50 aHanuTrkos. BHeapeHne NUMC moxeT o6ecneunTtb NoNHbIE (hyHKUMOHANbHbIE
BO3MOXHOCTW AN nogaepxkarHus paboTbl B nabopaTtopuu. K nepeyHto chyHKUMOHabHBIX BOZMOXHOCTEW OTHOCST-
cs1 nonyyeHne obpasLoB 1 Ha3HaYeHe Ha UCNbITaHUA B PyYHOM UM aBTOMaTUYECKOM PeXumMe, Npocnexnsae-
MOCTb 06pa3LoB, Liernoyka XxpaHeHWs 06pasLoB, HasHaYeHUe Ha paboTy, UHCTPYMEHT AN AByHanpaBneHHON UH-
Terpauuu ¢ 10 TMnamm NpuBopoB, MHOrOYPOBHEBbLIE MPOCMOTPLI M YTBEPXKAEHUS!, OTYETHOCTL, KanMbpoBka npu-
6opa, ynpasneHve obcnyxuBaHWeM, yrpaeneHue ctaHgapTamMmu U peakTuBamu.

8.1.2.2 CnegyeT 0TMETUTb, YTO NOCKONbKY thasbl BHeAPEHUS NPOXoasaT nocnefoBaTenbHo, NPOeKTUpoBa-
HVe MOXHO BbIno Bkl Ha4YMHaTL A0 3aBepLueHUA cbopa TpeboBaHwuii, a cbopKy/koHUrypMpoBaHue — 0o 3aBep-
LeHus npoekTa. B ocobeHHOCTM 3TO NPOUCXOAUT B criydae BHegpeH s NpoToTWNa, rae ucnonb3yetca obpaTtHas
CBSI3b C MHEHVEeM Monb30BaTens, KoTopoe HeobXoaMMo Anst CTMPOBKK NpoekTa. O6bIMHO thaza «cGopka/koHdu-
rypvpoBaHue» SIBMSAETC 04eHb NPOAoIKMTENIbHON 1 CIIOKHON B NpoLiecce nepeoHavanbHoro sHeaperus JIMMC,
a Takke B bonblUMHCTBE cryyaes mogepHusaumin IMMC. dasa «akcnnyaTtauus/obenyxusaHne» asnseTcs ca-
MOW ANVHHON ha3oid B )n3HeHHom Lmkne JTIMMC n gormkHa npogomnxkaTtbest MHOro neT, noka JIMMC He oGecne-
YUT 3KOHOMMUYECKYHO 3cbdpeKTUBHOCTL BusHeca.

8.1.2.3 B H1XHeli yacTu gnarpammel (CM. pUCYHOK 12) NnpusegeH npumep TUMNYHOIO UCNONb30BaHUA pe-
CYpCOB B TeYeHWe pasnuyHbIX as xkusHeHHoro umkna NIMMC. MNokasaHbl Tpy TUNa pecypcos, BKYas NoMb30-
BaTene — y4acTHUKOB AesiTeNbHOCTM NabopaTtopuu, akcnepTos unu paspabotunkos IMMC v akcnepToB no
Banuaauuu.

8.1.2.4 Nonb3oBatenu, paboTtatoLne B nabopatopuu, B 3HaUMTENbHON CTENEHW BOBREKAKOTCA B NNaHUPO-
BaHWe BusHeca, YTO NPOMCXOAMNT B MPOLecce MHULMMPOBaHUS NPoeKTa U aHanusa Tpebosanuii. MNonb3osaTenu B
MeHbLLEeW cTeneHn NpuiacTHbl K hase NPpoeKTUPOBaHUS, HO MOBTOPHO 3aHATLI B hase «cbopka/koHdburypuposa-
HVe» 1 0BbIYHO B 3HAUMTENBHOW CTENEHN 3aHATLI B (hase «ucnbiTaHne/npuemkay. Mons3osatenu, paboTarowme
B nabopaTtopuu 1 3aHMMaroLwpecs busHecom, obecrneunBaloT ynpasneHue 1 Nogaepxkky, a Takke ydactue B
MoAepHU3aLmMaX 1 06HOBNEHUAX B NpoLiecce hasbl «akennyaTauus/ obcnyxmsaHne».

8.1.2.5 HekoTopas nogaepxka akcrneptos JIMMC siBnsieTcs nonesHol B NpoLecce MHULMMPOBaHWS MPpoek-
Ta, a TaKkke B npoLecce aHanmaa TpeboBaHuWii, B X04e KOTOPOro 3KCNepThbl BHOCAT BKIa4 B MOHWMaHWne hyHKUmo-
HanbHbIX BoaMoxHocTel JIMMC v Toro, UTo MMeHHO sIBRSIeTCA 060CHOBaHHBLIM M BbINOHUMBIM. SkcnepTsl JIMMC
AenatoT BonbLyto YacTb paboThl B NpoLecce das «NpoekTupoBaHue» 1 «cbopka/ koHdurypuposaHuey». OHu
Take obecneunBatoT NoAAePKKY NPK BeINONHEHUM hasbl « MchbiTaHue/npuemMkay.

8.1.2.6 B HopmaTuBHOW (perynupyemoli) cpede 3KcnepTbl No Banugauuuv BOBMeKaroTcs B paboTy no
nnaHupoBaHuio BanuaaLmm B TedeHve gas «aHanns TpeboBaHuiiy U «npoektuposaHe». OHW co3gatoT 4OKYMEH-
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labopaTtopus, | | pa3paborunk JIMMC | |3KcnepT o Baymaaumm
nonb3oBaresif [ 11

QTR - KONM4ECTBO TPEOYEMOTO BPEMEHM

PucyHok 12 — TUMUYHBIA XWU3HEHHbI Lyka cucTeMbl JIMMC

Tbl MO UCMbITAHMAM B npouecce hasbl «cbopka/kKoHmrypupoBaHme». OHM TakkKe B 3HAYUTE/NbHON CTENEHN BOBME-
KarTcs B MpoLecc BHeAPEHUs Ha (hase «ucnbiTaHue/MpuemMka», rae cnoco6CTBYOT NPOBEAEHUNIO UCTIbITAHNIA.

8.1.3 ®akTopbl, BAnALWMe Ha npoekTbl JINMC

AnbTepHaTVBHbIE CLEHapUK MOTYT NPUBECTYU K CYLLLECTBEHHbIM PasIM4mMaM BO BPEMEHHbIX (KasleHAapHbIX)
rpaHuuax npu BHeapeHumn npoekta JIMMC. HekoTopble hakTopbl, KOTOpblE MOrK Gbl BO34EeNCTBOBATb HA BPEMEH-
Hble (kaneHgapHble) rpaHuubl npoekta JIMMC, nprBegeHbl B Tabnvue 3.

8.1.3.1 Bpems, Heo6xoanMoe nepcoHany nabopaTtopuu AN NONHOro BHeapeHus JIMMC n gocTuxeHus
(hMHaAHCOBOrO ycnexa, 3a4acTyt HegooueHnBaeTcs. HepooueHka BpemeHun BHegpeHns JIMMC asnseTca HaMHo-
ro 6os1iee cepbe3Hoit Npu ycTaHoBKe 60/blnX (KpynHOMacwTabHbix) JIMMC.

8.1.3.2 Kak 1 601bLUINMHCTBO 3HAa4YMMbIX NT-NpoekTos, ycnewHoe BHeapeHue JIMMC TpebyeTt cobnofeHuns
CPOKOB BbINONIHEHNS B3AATbIX 06A3aTeNbCTB BCEMU CTOPOHAMU, NPUYACTHBLIMW K BHEAPEHMI0. K HUM OTHOCATCA
Bagenblbl, aTakke coo6LeCcTBO NONb30BaTeNel, KOTOpble COBMECTHO ynNpaBnsaioT 3hpeKTUBHON NOCTaBKOM
NT-komnoHeHTOB npoekTa oT UT-rpynn. UT-rpynna mMoxeT 6biTb BHYTPEHHEN NO OTHOLIEHUIO K ONpeaesieHHOoN
KOMNaHWM Wan MOXET BK/oYaTh B ce6 BHELUHUX KOHCY/IbTAHTOB/TPETbU CTOPOHbI.

8.1.4 HekoTopble o6wWwmne Npo6aembl, C KOTOPbIMU CTaNKMBaTCA B npouecce paboTbl Haf Npoek-
ToM JIMC

8.1.4.1 HepocTaToO4HOCTb 0653aTENLCTB CO CTOPOHbLI aA4MUHUCTPALMK CO0bLecTBa NoJsib3oBaTesne.

8.1.4.2 HepocTtatok onbiTa pabotbl UT-konnektmnea c JIMMC.

8.1.4.3 HepooueHka ycunuii u CI0XHOCTU 3ajau.

8.1.4.4 HeapekBaTHOe NnaHMpoOBaHNE PECYPCOB N 06S3aHHOCTEN.

8.1.4.5 Upe3mepHas (M36bITOYHAsA) HACTPOIAKaA.

8.1.4.6 HeapekBaTHOe ynpaB/ieHNe U3MEHEHUAMMU.

8.1.4.7 OwnbKN Npy oLeHke ponu nabopaTtopun B OpraHu3aLuu.

8.1.4.8 Owunbkn Npun ynpasneHnn oXxngaHusMu.

8.1.4.9 Cnuwkom mepgnieHHbin Beog JIMMC B Nnpon3BoACTBO.

8.1.5 KniueBble hakTopbl A4/19 YCNELWHOro NpeofosieHna 4yacTo BCcTpeyawwmnxcsa npobdnem

8.1.51 CnepyeT Ha3HauYMTb MeHexepa npoekTa, paspaboTaTb NiaH NpoekTa v ynpasisTb B COOTBETCTBUM
C HAM JelicTBUSAIMY, NyHKTaMu NPOBEpPOK 1 pa3paboTaHHbIMK foKyMeHTamun. CrnegyeT npeAycMOTpeTb YacTble
OTYeThI O CTaTyce NpoekTa.

8.1.5.2 Cnepyet npuBnekaTb K MPOEKTMPOBAHMIO K/HYEBBIX NO/Ib30BaTENEN M TPeboBaTb OT HUX OTBET-
CTBEHHOr0 OTHOLIEHNS KAeny.
8.1.5.3 CnepyeT ygoCcToBEepUTLCSA, YTO Nepes HayasioM npoekTa Gblia NpoBefeHa afekBaTHas oLeHka npo-

uecca pa60TbI ana rapaHTuy Toro, 4To KOHEYHbII NYHKT BCEM ACEH N XOPOLUO MOHATEH.
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8.1.5.4 CnegyerT ynpaenaTe Bo3MoxHocTaMU cucTeMsl JIMMC. CnegyeT ncnons3oBaTh COBETHI MO yrpaBs-
nenuto nameHeHnamu NIMMC, uytobbl yTBepANTL Nobble AOMONMHEHWS UM U3MEHEHNS.

8.1.5.5 Cneayet no Bo3amMoXXHOCTY n3beratb YpeamepHoli (M3bbiTouHo) HacTporiku NMUMC ¢ ncnons3oBaHu-
eM 60nbLUOoro YyMcna HoBbIX (PYHKUMOHAMBHBLIX BO3MOXHOCTEN. HacTpoiika TpebyeT 3aTpaT NULLIHEro BpeMeHu
Ha AeNcTBUs No pa3BepThIBaHUIO U UCMbITaHUaM cucTeMbl JIMMC 1 moxeT 6biTe AONOMHUTENBHBIM UCTOYHUKOM
BO3HWKHOBEHUS OLLNBOK.

8.1.5.6 Ana sHeapeHus npoekTa cuctemsl IMMC cnegyeT ncnonb3oBaTh ONbITHLIX cnelmanvcToB. Cneup-
anncTbl, Ha3HavYeHHbIe ANs pa3BepTbiBaHUA U KoHmrypupoaHust IMMC, gomkHbl UMeTb OnbIT paboTbl C KOHK-
peTHbIM JIMMC-npoaykTom, nognexallum ycTaHoBKe.

8.1.5.7 CneayeT obecneunTb agekBaTHoe obyyeHne Bcex CneLmanucToB (PecypcoB), UCMOMb3yeMbIX B
npoexTe.

8.1.6 [ipyrue nyHKTbI paccmoTpeHus npoekra JIMMC

8.1.6.1 OpraHunzauum AomkHbI paccMaTprBaTb HOBbIE MAEW O TOM, Kak 3¢pdpeKTUBHO NCMONB30BaTbL MHCTPY-
mMeHT [IMMC. Cuctem TUpaxuposaHus ByMaxHbIX KONuiA HeoBxoamMmo naberars.

8.1.6.2 Heobxoanma HoBas NonuTUKa 3alluThl LIeHHON MHpopMaLLMn B LienoM. MprMepbl NOMWMTYKK BKITHoYa-
t0T B ce651 6e30NacHOCTL, pe3epBUpOBaHMEe JaHHbIX, apXUBUPOBaHNE AaHHbBIX U aBapUiiHOe BOCCTaHOBMNEHME.

8.1.6.3 Hoeas cuctema JIMMC gonxHa 6bITb pazpaboTaHa Takum 06pa3om, 4Tobbl caenath, HAaCKOMbLKO 3TO
BO3MOXHO, MPO3padHbIMU 5151 KOHEeYHbIX Nosb3oBaTener dopmaTbl 3anpoca AaHHbIX U coobLLeHWI Ans ceee-
HUS K MUHUMYMY BO3MOXHOCTb HapyLLeHWs CnocoBHOCTU K 06CNYyXMBaHWIO CUCTEMBI.

8.1.6.4 OgHNM N3 KPUTUYECKMNX (PaKkTOPOB ABMSIETCH 3HAYUMOCTL BbIGOpa KOHKPETHOro anbTepHaTUBHOIO
mMeToAa OTYETHOCTH, 1 3TOT anbTepHaTUBHbLIN MeTo (pe3epBrpoBaHMe B PyHHOM PEXMME) OOMKEH Nepruognyecku
NpPOBEPSITLECA.

8.1.6.5 NabopaTopHas nHdopmauus, nogaepxunsaemas B JIMMC, gomkHa HaxoguTecs B cBoboaHOM goc-
Tyne Ans KMMeHTCKOro Nonb3oBaTens, KOTOPbIA aBTOpU3yeTcs AN UCNOMb30BaHWUS MHopMaLMK.

8.1.7 AnbTepHaTUBbI BHeAPEHUIO XU3HeHHoro uukna JIMMC

8.1.7.1 MepaoHavanbHoe BHeagpeHue NIMMC ao ero 3aBepLleHMst MOXKET BbITb MeaneHHbIM U goporum. B
GyayLuem Te KoMNaHWW, KoTopble MOHUMALOT CyLHOCTL cucTeMbl JIMMC 1 cneaytoT xuaHeHHomy umkny JIMMC,
CMOTYT NoaaepknBaTh BHeAPEHNE TeX (hyHKLMOHabHBIX TPeGoBaHUHA, KOTOPLIX HET B BbIGpAHHOM MM NPoAYyKTe,
YTO B KOHEYHOM UTOre MOXET MPUBECTU K NyYLLMM pesynbTaTaM Mo CpaBHEHUIO ¢ KoHKypeHTaMu. bonee menkne
KOMMaH1y MOTyT 4OCTWYb YCrexa, UCMoNb3ysl MeTodbl, anbTepHaTUBHbIE hopMaribHbIM TEXHUYECKMM onepaLiym-
sIM, NepeuncieHHbIM B 8.1.8.4, ¢ ncnonb3oBaHuem TpeboBaHuiA, NpuBedeHHbIX B 8.5. AnbTepHaTUBHbIE METOAbI
BKITIOYAIOT B cebs:

1) ycTaHoBKY 1 UcnblTaHne Kaxaon na Heckonbkux JIMMC, koTopble cooTBeTCTBYIOT 6a30BLIM TpeboBa-
HUSM;

2) npocTyto oueHky JIMMC B COOTBETCTBMM C KOHTPOSbHBLIM (MPOBEPOYHLIM) CMIMCKOM, MPUBEAEHHLIM B
npunoxenHun X1;

3) tocTnpoBky pabo4mx npoueccoB nabopatopun 1 NpoLeaypbl Ans NyYLero NCnonb3oBaHnsa yHKLNO-
HanbHbIX BO3MOXHOCTEN BbIBpaHHol kommepyeckoii FIMMC.

8.1.8 Banugauusa (cm. FOCT P UICO/MOK 12207, FTOCT P MCO/M3OK 14764, TOCT P UICO/M3K TO
16271, FOCT P NCO/M3K TO 16326)

8.1.8.1 Banvgauusa NNMMC asnsieTca o6s13aTenbHbIM LUAroM Ans perynupyemMsix otpaciel npoMblLLnieH-
HOCTW.

8.1.8.2 Banvgauua JIMMC moxeT 4o6aBuTb KO BpeMeHW BHeApeHUst OT Tpex Ao 12 mecsues.

8.1.8.3 CnpaBouHble gokymeHTel GAMP (2.5) MoryT 6b1Tb MCMOMNB30BaHbI 47151 A0MONHUTENBHOTO AeTanbHO-
ro pykosogctea rno sanugauuu JIMMC.

8.1.8.4 UnaneuayanbHble asbl B XM3HeHHOM Lukne cucteMbl FIMMC onvcaHbl 6onee nogpobHo Huxke.

8.2 ®aza 1 — MHMUUMpPOBaAHME NpoOeEKTa

Llenb aaHHoro pasgena cocTouT B TOM, YTOObI BblAeNUTEL AEACTBUSA, KOTOPbIE BCTPEYaloTCs B npouecce
basbl MHULMMPOBAHUS NpOeKTa Xn3HeHHoro uukna JIMMC. Pasgen cogepXxuT Tpy YacTu, BKovatoLme B cebst
UHULMKUPOBaHWE NpoeKTa Y MnaHupoBaHue, pasBuTue AenoBOW akTUBHOCTU 1 pa3paboTKy niaHa rno kavecTsy.
Wcnonb3oBaHve gaHHoro nogpasgena npeaocTaenseT nofib3oBaTesto BO3MOXHOCTL CriejoBaTh pekomeHaaum-
sIM PYKOBOACTBA, KOrfa oOHW NpUCTYnatoT K paboTe Haa HOBbIM npoekToM cuctemsl JIMMC.

8.2.1 UHMuuMpoBaHue NpoeKTa U NNaHMpoBaHue

PaboTa Haa npoekTom onpeaensitoLLero AoKyMeHTa HarnpasfeHa Ha To, UTOBbI Kak MOXHO paHblLUe onpeae-
nuTk BosMoxHocTu NIMMC. K paccmaTtprBaeMbIM 0OTHOCATCA crnegytoLne pyHaamMmeHTanbHble BONpochI:
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1) 6yayT nu Bce nabopaTopuu BKIOYEHbLI B AenapTaMmeHT (0TAen) wnu opraHusauuio UMM TONbKO
HEeCKONbKo;

2) umeeTtca nu 6onee yem ogHo usmyeckoe MecTo, BknoveHHoe B JIMMC;

3) umerotca nn kakne-nubo BpeMeHHble (KarneHgapHble) rpaHuLbl Npy BHeagpeHuy 1 akcnnyatauumn JIMMC;

4) umeroTcA U Kakue-nMbo orpaHUyeHust Npu KoMmMnekTauumn nepcoHana;

5) umetoTca nn kakne-nubo orpaHnyeHns B 06ydeHnn 1 NoslyHeHnn NpakTUIeckMX HaBbIKOB;

6) UMEITCS I KOMMYHUKALMOHHbBIE CBAI3U C BHELLHUMU KOMMNLIOTEPHBLIMU CUCTEMaMU, KOoTopble TpebytoTca
Ans npoeedeHuaA pabor;

7) npeanonaraeTcs N cBA3bIBaTh Hanpsimyto nabopatopHelie npnbopel ¢ IMMC?

8.2.2 PasButue 6u3Hec-npoLeccoB

PelueHuve o BHeapeHun, MogepHusaummn unu sameHe JIMMC moxeT NnpuHUMaTbLCS Nog BAUSIHUEM MHOTUX
akTopoB. Hanpumep, MOXeT cyliecTBoBaTb HeobxoaumocTb MoaepHusupoatb JIMMC B cOOTBETCTBUU C
PerynupyoLwmmm coobLieHnaMu nnu TpebosaHUsaMU COOTBETCTBUA. HesaBnUCUMO Apyr OT apyra cneayeT pac-
cMaTtpuBaTh pasfuyHble acnekTbl AesioBor aktusHocTn JIMMC, Hanpumep, obLume pecypcehl (AocTynHoe huHaH-
cupoBaHue, YUCo COTPYAHUKOB W HaBbIKU LUTaTa nabopaTtopuu), BpeMeHHsle (kaneHgapHbie) TpebosaHus (ans
BHeadpeHus, 06paboTku nabopaTopHbIX 06pa3sLoB), BU3Hec-NNaHbl KOPOTKOro U ANIUTENBHOro ASWCTBUA U Liene-
Bble coyHKUMW. BHegpeHune JTMMC o6bMHO OCHOBLIBaETCA Ha aHanuse 3aTpaT 1 NoNy4YeHHOW Buiroge. Hagnexa-
LA aHanms cooTHoLeHus «3aTpaTtbl — Bbiroas» JIMMC TpebyeT BpemeHu, 4eTkoro noHuMaHus nabopatop-
HOW cpedbl U MOHWMaHWs peannsoBaHHOW BblroAbl. CepbesHblii aHann3 hakTopoB «3aTpaTtbl — BbIroabl» He
BO3MOXeH 6e3 sicHoro npeacraeneHuns o TpeboBaHusIX k NpoekTy. AAna NpUHATUA pelleHus 06 yctaHoske JIMMC
TpebyeTcsi paccMoTpeHme hakTopoB «3aTpaThl — BbIroAbl», B TOM YMcne Mano3aTpaTHbx ¢akTopoB. Heobxo-
AMMO Takke 0bpaTWUTbCH K KOMMOHEHTam CTOMMOCTHOW Bbirodbl HeBHeapeHHoW JIMMC. MNpu aHanuae saTtpat
JIMMC pomxHbl paccmaTtpuBaThes 06Las CTOMMOCTb, YCTaHOBNEHHaA COBCTBEHHUKOM, BKIlOYAs Ha4yanbHble
3aTpaTbl NpW 3aKynke, CTOMMOCTb BHEAPEHWS U TekyLume pacxodbl cOBCTBEHHUKa Ha akcrnyaTauuio. MNMpenmyiue-
ctBa 1 Bbirogbl IMMC 06bI4HO paccMaTpUBaOTCA Kak MaTepuansHble (N TBepAble) BbIrodpbl, KOTOpbIE MOTYT
6bITb Nerko onpeaeneHbl KONMUYECTBEHHO, U HemaTepuarsbHble (MU MArkie) Bbirogpbl, KOTOpbIE NPU3HAKTCS CY-
LLECTBYIOLLMMMU, HO UX TPYAHee onpeaenuTb. PakTnyeckun, ¢ UCNoNb30BaHUEM HEKOTOPOrO TBOPYECKOTO NOTEHLU-
ana v NPUNoXeHHbIX YCUNUiA, MOXeT BbITb onpeaeneHa 6onbluaa YacTb BbIFoA, U caenarb 3To Ype3Bbl4aiHo
BaxHo. [Npun onpegeneHnu BoIrodbl BaxXHO AOKYMEHTMPOBaTh NPeAnonoXeHUs, KOTopbIe MpU 3TOM UCNOSb3YHT-
cs. MNoHnmaHue Bbirog oT BHegpeHUus NIMMC He Tonbko noMoraeT 060CHOBLIBaTh MPOEKT, HO U AOMKHO NOMOYb
YCTaHOBWTL MPUOPUTETHI NMPY BHEAPEHUN KOHKPETHbLIX 0cobeHHOoCTel Unu pyHKUWIA, KoTopble MoryT obecnevunTs
CyLLeCTBEHHY0 Bbirogy. HekoTopble o6nactu Nnpu UccrneaoBaHUM BbIro4 U NPEUMYLLLECTB NPY UCMONb30BaHUN
JIMMC nepeuncnensl B Tabnuue 5. MpeactaeneHre o NoTeHUManbHbIX BbIroAax Takod MHOPMaUWOHHON TeXHo-
norvn, kak IMMC, moxeT BbI3BaTb NpeyBenuyYeHHbIe oxxuaaHus byaylimx none3osarenei. Ho npu aTomM BaxHo
MOHSATL, YTO OOCTUTHYTBIE YCNeXn ABMSIIOTCS pesynbTaToM Tshkenol paboTsl, 06beanHsioLel nydme TeXHoNo-
ru, KBanuduuMpoBaHHbLIN NepcoHasn u Hagnexallyto opraHusaumio pabouero npouecca. Cnegyet cocpefoTo-
YWNTBCH HA TOM, YTO ABNsIETCA Hanbonee BaXHbIM, U M3Geratb CIUWKOM 3aBbILLEHHbIX OXUAAHUA, KOTOPbIe MOTYT
cTaTb NMPUYKHON pasoyapoBaHus. 3To 0BLINHO NPUBOAUT K HEUCNOMHeHuIo npoekTa. K obwum olumbkam npu nna-
HuposaHum JIMMC oTHocaTca:

8.2.2.1 OxvaaHne poctukeHnsa 6e3bymaxHoro odumca B Ha4anbHoM hase BHeApeEHUsI.

8.2.2.2 OxnaaHune oT roTOBOro KOMMEPYECKOro NPoAyKTa («KopoboyHOro» NpoaykTa) COOTBETCTBUSI BCEM
TpeboBaHUAM.

8.2.2.3 OxungaHne NOCTOAHHOrO yBENIMUYEHUS MPOU3BOANTENBHOCTY.

8.2.2.4 HepooueHka nabopaTopHbIM LUITaTOM KoNM4ecTsa BpemMeHu, TpebyeMoro Ans cosgaHus ucnbita-
TenbHbIX Tabnuy IMMC 1 opmaTa cucTembl cornacHo cneundukaumm nons3osarens.

8.2.2.5 Ownbku B CTpaTerMyeckom nraHnposaHum (brHaHCcoB, nepcoHasna v NPoCcTpaHCTBa) AJ1s paclumpe-
Husi/3ameHbl NTIMMC.

Tab6nuya 3 — dakropbl, BNMAIOWME HA BPpEMEHHbIE (KarieHaapHble) rpaHnubl BeINONHeHUA npoekrta JIMMC

®aKTopbl, BAUSIOLIWE HA BPEMEHHbIE FPaHULbl BbINMOMHEHUS Bospeincreune
npoekta IMMC

3HaunTenbHas HacTpolika CTaHAAPTHLIX (KOMMepUec- YBenuueHve npoaomkMTensHOCTU ha3 nNpoekTupo-
KMX, «<KOPOBOUHBIX») PYHKLUMOHANBHOCTE, Tpebyemas anst | BaHus, BHEAPEHUS U NEPEXOAHOro nepuoaa
AOCTUXKEHUA COOTBETCTBUA C 3anpocamu
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dakTopbl, BIUAIOLWME HA BPEMEHHbIE TPAaHULB! BbINOHEHUS
npoekta NTMMC

BospelicTBue

KpynHble nnu TeppuTopranbHO pacnpeaeneHHble na-
H6opaTopun ¢ BOMbLWKUM YUCNIOM MNPOZYKTOB U aHanv3oB
U/MNu CrnoXHeIMM paBourmMm NOToKamu

Bonbwee Bpems, Tpebyemoe Ans BbINONHEHUS BCEX
thas. Hanbonblwee Bo3gencTeue Ha asbl NPOEKTMPOBa-
HWS1, BHEAPEHWS U NEePEexXOAHOro nepvoga

apmoHusauus TpeboBaHun gns TeppuTopuanbHO
pacnpepgeneHHbix nabopatopuii

3HaunTenbHo Gonee gnutensHasl dasa aHanuaa Tpe-
6oBaHuii; gpyrme asbl Takke MOryT BbiTb pacTAHYThI BO
BPEMEHU

Yeunus no nepemMellieHunto 6onbLworo o6bema gaHHbIX,
Tpebytowmxcs o1 JIMMC-HacnegHuL bl

MoTeHunaneHo Bonee gnuTeneHas dasa nepexogHo-
ro nepuoga

MonHaa Banmaaums ¢ keanudukaumen MyHKLMOHNPO-
BaHus, Tpebyemas Ans 3asepiarowero PyHKLNOoHarnbHo-

Bonee anuteneHble asbl NPOEKTUPOBAHWS, BHeApe-
HUSI U MEePEexXoAHOro nepuoaa

ro ucnblTaHusA

Bonee kopoTkue ¢hasbl Ans paccmoTpeHus Tpebosa-
HWIA, NPOEKTUPOBaHUS U BHEOPEHMUS

ManeHbkasi nabopaTopusi, HECKOMbKO NPOAYKTOB U
aHann3oB, 06blYHOE MPUMEHEHWE CTaHAAPTHOrO («KOPO-
B6o4HOro») Habopa PYHKLUMOHANBHOCTEN C MUHUMArbHOM
HaCTPOWKOW

8.2.3 NnaH no o6ecneveHuno KauecTBa

8.2.3.1 MNnaHupoBaHue obecneveHust kadyecTea

OB60CHOBaHHBI, XOPOLLO MPOAYMaHHBIA NiaH no obecneyeHunto kKadecTsa rapaHTUpyeT yenellHoe BHegpe-
HWe 1 Banvgauuto cuctembl IMMC. Cructema ynpasneHunsi Ka4ecTBOM JOMKHA BKITOYaTb B e65 NOAUTUKY U Lenn
B 06r1acTu kayecTBa, pyKoBOACTBO Mo obecnedeHuto kayecTsa, Tpebyemble JOKYMEeHTUPpOoBaHHbIe NpoLeaypsbl, a
TakkKe AOKYMEeHTbI, HeoBXoaMMble ANs rapaHTum NposeaeHUst 3dheKTUBHOMO NNaHNpoBaHWs, paboTbl 1 KOHTPONSA
npoLeccoB, TpebyeMbix 0THETOB. [JokyMeHTUpOBaHHbIe NpoLeaypbl B COOTBETCTBUM C CUCTEMOW yNpaBeHus
Ka4yeCTBOM [OJKHbI OrpedensiTe, Kak Takasi cucteMa byaeT BHeApATbCS, BalMAMPOBaTLCS U NOAAEPKUBATLCH B
pexume Banvaaumum B TedeHne 0B6bIMHOTO UCTNONb30BaHNS U BbiIBe4EHUS CUCTEeMbI U3 3KCrTyaTaumm (KUSHEHHbIA
umkn cuctembl). Kpome Toro, nnaH no obecneveHuto KauecTea onpedensieT Takue Heobxogumble JOKYMEHTbI Anst
TaKoro NPOeKTa, KaK: JOKYMEHT C MoSb30BaTeNbCKMMU TPeBoBaHUAMU, JOKYMEHTMPOBaHHbIE crieumdmKkaummn pyHk-
LMOHabHbIX BO3MOXHOCTEN, AOKYMEHTUPOBAHHbIN NPOEKT CUCTEMbI, NiiaH Banugauum, 1 T. 4.

8.3 ®asza 2 — aHanu3 TpeGoBaHUNn

Llenb HacTosiwero nogpasgena cocTouT B TOM, YTOObI BblAeNUTbL 4EACTBUS, Npomcxoasiline B TeYeHme
chasbl «aHanusa TpeboBaHnn» K KnsHeHHoMy Lkny cuctembl FIMMC. Mogpasaen cogepXnT NsTe MYHKTOB, BKIHO-
yalLux B cebst aHanua paboyero notoka, TpeboBaHUs K 4eNOBOW akTUBHOCTY (BU3Hec-npoueccam), nnaH1poBsa-
HWe Banuaaumm n obecneyeHust kauecTBa, aHanuna PUCKOB, OLIEHKY 1 BbIGOp cucTemsl. Micnons3oBaHme HacTos-
Lero nogapasaena npeaocTaBuT Nosb3oBaTeNto BOIMOXHOCTE C MOMOLLLI0 PYKOBOACTBA BblAeUTL TpeboBaHWs K
KoHKpeTHoW cucteme NAMC.

8.3.1 AHanuzs pa6bo4ynx NoTokoB — TeKyllee U GyayLiee cocTosiHUe

8.3.1.1 MogenvpoBaHue TeKyLLero cocTosHnsA nabopaTopHOl NpakTyuKn

Heobxoammo nposogunTh coBelLaHus ¢ nonbaoatensmu JIMMC, KoHeYHbIMK Nofb3oBaTENSIMU, MEHEIKe-
pamu nabopaTopun 1 BHELLHUMK Nofib3oBaTeNsAMN NabopatopHoi MHopmauun. Ha gnarpamme oTobpaxeHbl
paboune noTokun obpasua n nHdopMaLumn, cobpaHHol B nabopatopum (cM. paboume notokn JIMMC Ha pucyHkax 4
1 5). Bpems, Tpebyemoe ans modenvpoBaHns guarpaMMel MOTOKa TeKyLlerh nabopaTopHO NpaKkTUKKM, MOXeT
COCTaBNATb OT HECKOSIbKUX AHEN 10 HECKONbBKUX MecsiLieB. PaclumpeHHoe MoaennpoBaHue MoXeT BbITb Henpo-
OYKTMBHBLIM, €CrM BpeMsi NpeBbILLaeT HeCKobKo Headenb. bonee npoayKTuBHbLIM siBNsieTcs BbicTpoe cozaaHune
npoToTMna. MimeeTcs MHOro Haanexalmx CrpaBoYHbIX MaTepranoB U BHELLHWX KOHCYbTUPYHOLLMX CTOPOH, KO-
Topble MOryT 6bITb UCMOSB30BaHbI AN OKasaHWs MOMOLLM B NpoLiecce MOAeNMpOBaHUs.

8.3.1.2 MogenupoBaHue ByayLiero coctosiHus nabopaTopHOU NPakTKKX

ByayLee cocTosiHUe nabopaTopHON NpakTUK1 A0MMKHO BbITh onpegeneHo Ao BHeagpeHusi 1 Boibopa NTMMC.
OLWKnBKM NPU BLIMONHEHUW 3TOTO 3Tara MoryT NPUBECTX MoSb3oBaTenNs K Heo6Xo0AMMOCTM aBTOMaTU3NPOBaTL Ha-
pyLLeHHbI Lkn. CHavana cnegyeT yCTaHOBUTL LMK (NabopaTopHblii pabounii NoToK) U 3aTeM aBToMaTU3npo-
BaTb ONTUMarnkeHbI pabounii noTok. NIMMC He gomkHa cnonb3oBaTbCs ANA YCTaHOBKU NOMUTUKA UK NpoLieayp
nabopaTtopuu, Ho JIMMC MoxeT ucnonb3oBaTbes, YTOOLI X Mpeanucath. TpebyeTcs BolAenuTe BpeMsi s Toro,
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yTO6bI OLleHUTB peLieHust IMMC kak YacTb ocyliecTBneHna npuHuuna «MogenuposaHue GyayLiero cocToaHUA
na6opaTopHoli npakTuku». MoHumanue cnoco6HocTen MMMC no3sonuT Nonb3oBaTeNsaM onpeaenuTs Ny4Lwnii
noaxoA K 6yayluemy cocTosiHUo TabopaTopHOW NPakTUKK.

8.3.1.3 M apMoHuM3auus npolecca

B TeyeHue npoLiecca MoaenupoBaHus HeobxoaMmMo HalTU cNocob rapmoHUsaLmMK npoueccos B naboparo-
pvun, Mexay nabopaTopusiMM U B3aMMHO NMepecekatoLLMMUCA Nowaakamm (€cnv 3To BO3MOXHO). 3TO NO3BONUT
yeunute JIMMC 3a cueT npegnpusTus.

8.3.2 AHanu3 Tpe6oBaHUA K AeNOBON aKTUBHOCTU (6U3Hec-npoLieccam)

8.3.2.1 Llenn u cTpaTerns AenoBoi akTUBHOCTU BEPXHEro yPOBHA HY)XAaloTCsl B MOHUMaHUM U paccMoTpe-
HUW B KauecTBe NPeAnoCchifikU Ans onpeaenieHns AeTanuanpoBaHHbIX 6usHec-Tpebosanuid k IMMC. BusHec-
TpeboBaHWsA HeOoBXoAMMO onucaThb, YETKO ONnpeaenuTL Heobxoaumble U YTBEPAUTL UX KIKOYEBLIMU yYaCTHUKaMU
6yaywero 6usHec-npouecca. TpeboBaHWs K AeNOBOW aKTUBHOCTU AOSMKHbI ObITb peannCTUYHBLIMU, T. €. HaAo No-
HATb, YTO MOXHO OXWUAaTb OT KOMMEPYECKUX CUCTEM UNU cUCTeM, paspabaTbiBaeMblX NO 3aKasy U OCHOBAHHbIX
Ha 3HaHWM PeCcypCcoB 1 UX BO3MOXHOCTeN. 3Ta uHdopMaLus, kak npaBuio, onpeaensaeTca B NPOEKTHOM JAOKYMEH-
Te BepXHero ypoBHsi.

Ta6nwuya 4 — CToMMocTb OCHOBHBLIX anemeHToB JINMC

MpumepHLIA NepeyeHb
Tun 3atpat Kateropus P KOSIHOHSHT?)B KommeHTapuu
3akynouHasn AnnapatHoe obecneuenne | Cepeepbl.
CTOMMOCTb MK TepmuHans.
O6opynoBanue,
ynpaensaemoe Bpy4Hyto
MporpammHoe obecneuvenne | basa ganHbix JIMMC.
UHTerpaunoHHble cpeacrtea.
Mpadwmka
WHdpacTpykTypa Ka6enu/nposopa. Bo MHomx criyuasix nHdpacTpyk-
MapwpyTsl. Typa yxe umeeTcs Ha MecTe yc-
OHeprocHabxeHue. TaHOBKU
KoHavunoHnpoBaHwme.
Knumart-koHTponb.
YcraHoBKa po3eToK, (PypHUTY-
o]
3aTpartsl OTHOCUTCA K NPOEKTY TpeboBaHus Kk ynpaBneHuto| BaxHO noHATb, kak BO3QENCTBO-
Ha BHeapeHue NpOEKTOM. BaTb Ha wrTaTt nabopartopum, Ko-
PaspabaTbiBaemMoe TEXHUYEC-| TOPLI MOXET y4acTBOBaTh B NPO-
Koe 3agjaHve ekTe, B npouecce 06bIUHOW pa-
bouein aeaTrenbHOCTU
KoHturypuposanwme/ Tunbl 06pa3suLoB.. YpoBeHb ycunuin ansi 3arpysku
Hactporka JINMMC Cneundmkaymm. CTaTUYeCKUX AaHHbIX 06bIYHO SAB-
MenbiTanus/meTtoabi. nseTca ogHoOKpaTHO Haubonee
PacueThl. 3arpartHbiM (pakTOpoOM NpU BHe-
Otyertbl. apenun JIMMC (3to ocobeHHO
Hactporika koga BEpPHO Ansl 60MblMX/CIOXHbIX
BHeApeHuid, cMm. 8.6.2)
WenbiTanma/npuemka Paspa6oTtka COIl. Ycunua aBtopa no co3gaHuio
O6yueHue npoBegeHnto ucnol-| COlM, 06GyyeHne wTata U KOHeY-
TaHWN. HbIX NONb3oBaTenemn, y4acTByio-
3arpyska gaHHblx Ansi nepeme-| wux B npoekte, Banugaumsi (c-
LEeHWs1. nbiTaHne) NpunoxeHnsa (B oco-
Banvpgauws 6eHHOCTM ANA perynupyemsblx oT-
pacnew NPOMbILWNEHHOCTW) U ne-
peMelleHne UCTOPUYECKUX AaH-
HbIX ABNAIOTCA BTOPbIMKU NO Be-
nuuunHe 3atpart obnactamu npu
BHeapexHun JIMMC
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OkonyaHue mabnuupb! 4

Twn 3aTpar Kareropus ﬂpun:sz:i:er:ﬁ%?eub KommeHTapuu
Tekywwme pacxogbl | PacwumpenHsie dyHkumm WHTerpaumsi ¢ npubopamm.

CuctemHasi nHterpauust

ExxerogHble KOHTPaKTbl JlnueHanm Ha nporpammHoe | OGbIMHO BbIpaXalOTCA B MPOLEH-
obecneuveHue. Tax (%) ot npuobpereHHoln nu-
Moapepxka NpOrpamMMHOro | ueH3un Ha nporpammHoe obecne-
obecneyveHus. YeHue
PenTa/ nmanHr

BHyTpeHHAs nopaepxka CucteMHOe aAMUHUCTPUPO-
BaHWe.
O6yueHue.
YBenuyenvne/HapawmBaHue.
Banmnpauus

PacwwuperHas noggepxka | Kondurypaumsa (kondurypm- | Yacto Heobxogumo caenatb ua-
poBaHue). MeHeHUs1, YTOObI COXPaHWUTb TeKy-
Ob6yueHue. wyto JINMC cootBeTcTBYIOWEN
Banupgauus naboparopHou cpege u notTpeb-

HOCTAM

PacxopHble martepuansi JononHuteneHble

KOMMOHEHTbI

8.3.2.2 lokyMeHTUpoBaHHbIE Lienu cneumdnyeckoro busHeca

YeTko onpegeneHHble U AOKYMEHTUPOBaHHbIE AeNoBble 0XXnaaHUA A0MKHbI 06ecnevnTb CHUXKeHWe 3aTpat
Ha npoekT JIMMC. [Jorosop AorxeH BbITb BLIrOAEH BCeM CTOPOHaM, ABNSIOWNMCS y4acTHUKamu npoekTa NIUMC,
BKMtovas nabopaTopHblii NepcoHasn, MeHeaXMeHT, OpUeHTUPOBaHHbIN Ha paBoTy NO ka4ecTBy LWTAT, nepcoHan no
NT-TexHonorum n ycryram, topucToB, CreLanncTos No AOKYMEHTaUUN U UHXEHEPHbIN NepcoHan (paspaboTumkm).
Cnegyet y6eamnTbCs B TOM, YTO BCE CTOPOHbLI MOHUMAIOT Lienu 61M3Heca 1 3HaKT, Kak NPOBEPUTL peLLeHUs Ans
AOCTUKEHMNS 3TUX Lienei.

8.3.2.3 Opunandeckme Bonpocol

Heobxoavmo o6paTUTLCA K oPUNYECKUM OrpaHUYEeHUSIM B OTHOLLIEHWM TOTO, Kak Balla nabopaTtopust uc-
nonb3yeT MHopMaLuio. B cOOTBETCTBUN C perynmpyowummn TpeboBaHMsIMM MOryT NoTpeboBaTLCSt KOHKPETHLIE
(cneundpudeckne) ocobeHHocTu cuctemsl IMMC, noaoGHbIe ayauTopckoMy NpocrexusaHuto TpaHcakumin MIMMC.

8.3.2.4 TpeboBaHus k BUsHec-npoLeccam MOryT BKIloYaTh B cebst HeobxoaAMMOCTb NOANUCAHHBIX AOKY-
MeHTasbHbIX (TBEPAbIX) KOMWiA Ans Bcex NabopaTopHbIX AoKyMeHTOB. Heo6xoanMo NpOKOHCYNbTUPOBATLCS ¢
topuandeckumy otaenamm (Mpu X HanuyMm) OTHOCUTENBHO TOTO, KaK Bbl MIaHMpyeTe UCMONb30BaTb CUCTEMY
JIMMC. JomkHbl 6bITb paCCMOTPEHbI 1 NOHATLI Nonb3oaTtensimy JIMMC koHUenuunM Hauny4Lero BapyaHTa Aoc-
TynHOro noaTeepXxaeHns nabopaTtopHblX 3anuceid. [lomkHo BbITb NPOBEAEHO TLaTenbLHOe U3yYyeHe HopMaTuB-
HbIX JOKYMEHTOB 4151 onpeAenNeHuns Toro, eCTtb i NOTPeBHOCTL:

1) B NnpoBegeHUM ans coobLaeMbIX pe3ynbTaToB ABYX BepudukaLmii (TpoBepok);

2) B ochopmneHunn coobLiaeMbix pe3ynbTaToB, UBMEHSIEMbIX B TEYEHUE OHMNAlH onepauuii, Ansi ayautopc-
KOW NpocnexnsaeMocT;

3) B MONOXeHUH, yKasblBaoLLEM, YTO apXUBUPOBAHHLIE AaHHbIE U Tabnvupbl TECTOB/3aMpPOCoB 3arpyXXarTcs
B CYLLECTBYIOLLYIO CUCTEMY AiNs1 BOCCTaHOBNEeHUs1 uHcbopMaLuu. [lonmkHbl 6bITh onpeaeneHs! U oLeHeHbI nepuo-
bl 3a1ePXKKU Kak Ang HeobpaboTaHHbIX, Tak U ANns pesuaeHTcKUx gaHHbIX JIAMC.

8.3.3 NnaHupoBaHue Banuaauuu

8.3.3.1 PauuoHanbHoe nnaHvpoBaHue BanuaaLun SiBnsieTcs rapaHTUen Toro, YTo KOMMNbLITEPU3UPOBAHHLIE
CUCTEMbI BbIMOMHSAOT paboTy B COOTBETCTBUM C NpeAonpeaeneHHbIMuU cneuudukaumsamm MeTogamm B OTHOLLEHNM
TOYHOCTU (MPaBUABLHOCTH), 4OCTOBEPHOCTU M BOCNIPOM3BOAUMOCTU. Lienb nnaHa BanMgaumm coCToMT B TOM, UTOGbI
YCTaHOBWTb NpoLecc, KOTOPOMY Haflo crefoBaTh, M AOKYMEHTauuo, KoTopasi AomkHa obecneunTs noaTeepxae-
HWe TOro, 4YTo cucTema Gblna ycraHoBneHa 1 paboTaeT cornacHo yTBepkaeHHbIM TpebosaHuam, cneLudukaLmsm,
NPOEKTY, KOPNOPaTUBHON MOMUTUKE U PENYIIUPYIOLLMM U AeNnoBbIM NoTpebHocTaM. MnaHWpoBaHWe Banuaaumm
0COBEHHO BaXKHO B TEX OTpacrisiX NPOMbILLIIEHHOCTH, KoTopble perynupytotea GxP (Good manufacturing practice,
GMP — Hagnexalas npon3BoacTBeHHast npakTuka; Good laboratory practice, GLP — Hagnexaluas nabopatop-
Hasi npakTuka, Good clinical practice, GCP — Hagnexalyas KnuHudeckas npaktuka).
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8.3.4 AHanu3 puckoB

8.3.4.1 CywecTByeT HECKOSTbKO XOPOLLIO OKYMEHTUPOBAHHbIX CPaBOYHbLIX MaTepuanos, CBA3aHHbIX C OLieH-
Ko# pucka. Monb3oBaTenu 4OMKHbI OLEeHUTb NPOEKThI B OTHOLLEHUW Lenewn nx busHeca n pucka, CBA3aHHOIO ¢
npoektom IMMC. MapameTphbl pycka BKoyatoT B cebs, HO He orpaHUYMBaOTCA, CriegyroWwuMy napameTpamu:
CyMMapHbIiA PUCK MPOeKTa; PUCK NPoAyKTa, OCHOBAaHHbIM Ha BO3AencTBuK, kotopoe cuctema NIUMC 6yaeT okasbl-
BaTb Ha Ka4eCTBO NpoAyKTa; pUck nepcoHana B 06nactu ynpasneH1Ws U3MeHEHUsIMU U AeNOBOIN PUCK.

8.3.5 OueHka u BbIGOp cUCTEMDI

8.3.5.1 3anpoc npegnoxenuit (RFP)

CnegyeT onybnvkoBaTh 06bsABNeHue, cogepxallee 3anpoc npegnoxeHuin (RFP — Request for Proposal)
ans npogasuos JIMMC.

3anpoc npegnoxenuit (RFP) aomkeH Bknioyats B cebsl pestoMme TpebosaHUiA, @ UMEHHO: (hyHKLMOHaNbHbIE
BO3MOXHOCTHU, eXXerogHoe Yncno obpasLos, CIOXHOCTY NMpY NpoBeAeHNW UCNbITaHWIA, NpoLieccHbIe NOTOKKW, pabo-
yMe NoTokU U Moaenu obpasLoB, perfiaMeHTbl Mo ynpaereHuio 6u3Hecom ¢ Tem, YToBbI MOXHO Bblo onpeaenuTb
crneumdudeckmne (KOHKpeTHbIe) NOTPEBHOCTU 3aKasumKa.

8.3.5.2 KoHuenTyansHasa moaens JIMMC v npumepbl RFP cyHKkuuli B HacTosiLLeM cTaHaapTe MoryT 6bITb
NCMonb30BaHsbI € Liernbio onpeaenvTb COoTBETCTBUE Bawumx TpebosaHui cucteme JIMMC npogasua. MoryT 6b1Tb
co3faHbl Moaenuv pabounx NoTokoB obpasua, NpMBedeHHbIe Ha pUcyHKkax 4, 5 1 B npunoxeHun X1, ytobbl npu-
BECTM B COOTBETCTBUE C TpeboBaHnsaMK Kk nabopaTopun 3akasuvka. Bpems, Heobxoaumoe ans oopmynuposa-
HUs 1 nybnukaumm sanpoca npeanoxexunii no JIMMC, moxeT oxeaTeiBaTb AgWanasoH OT OAHOW Heaernu Ao 0AHOro
mecsilia unun 6onee.

Mpumeyvanune 8— CosganHas no 3akasy cucrema JIMMC moxeT 6biTb paspaboTaHa cO6CTBEHHLIMKU CUNAMU.
Cospganue JIMMC B cooTBETCTBUM C TPeOOBaHMAMYM 3akasyvka pekoMeHAyeTCsl TONbKO B TEX Cry4asix, Korga sanpalumsa-
t0TCH YHMKanbHble TpeboBaHus. 3aTpaTel Ha KOHCTpyupoBaHue u obcnyxusanne cuctemsl JIMMC, paspaboTaHnHoii cuna-
MW CreumnanvncToB KOHKPETHOW opraHusaumm, Heobxoaumo cpaBHMBaTh C 3aTpatamu Ha npuobpeTeHne KOMMepUyecKon
JIMMC. ®yHkummn kommepyeckoii JTIMMC HeobxoauMo cpaBHUBaTh C TPEGOBaHMAMM K (DYHKLMOHAINbHBIM BO3MOXHOCTSIM
KOHKpeTHOW nabopatopuu 3akasuvka.

8.3.5.3 OueHka v Bolbop

PacueHku, nonyyeHrHble oT npoaasLuos NIMMC, 4onmxkHbl 6bITb paCCMOTPeHbI COrNacHo AOKYMEHTY, coaep-
xawemy TpeboBaHMs K hyHKLMOHAMNBbHBIM BO3MOXHOCTSIM cuctemsl MIMMC. JlomkHbl 61T caenaHbl 06beKkTuB-
Hble BbIBOAbI O MPEUMYLLLECTBAX U HEBbIFOAHLIX CTOPoHax kaxaoro npoaykra JIMMC. Heobxoanmo oueHuTs Brag
kaxkgon dyHkumK JIMMC, siBnstoLLeics CNoXHON CUCTEMONR, B COOTBETCTBUM C NpunoxeHvem X1. 3akasvuky
cnegyet 0bpaTuTLCs K KOHTponeHoMY criucky JIAMC B oTnpaBHOW Touke 1 fobaBuTb cobcTBeHHble TpeboBaHUs
K doyHKUMoHansHocTam. CoTpyaHUKK, kKoTopele ByayT B3anmogernicteoBaTh ¢ JIMMC, AOMKHbI UrpaTh aKTUBHYHO
porb Ha aTanax oLeHKX 1 Bbibopa. PekomeHayeTcs noceLleHne Tex opraHnsaLuii, rae y>ke UMelTCsl yCTaHOBIeH-
Hble cucTeMbl. CriegyeT MPOCMOTPEThb CeKUUIo 0 TexHororum 6asel gaHHbIX JIMMC u nnatdopm annapaTHOro
obecneveHns 4N 4OMONHUTENBHOMO U3yYeHUst 3TUX BONpocoB. B HacTosAwem cTaHgapTe NpUBeAeHbl HEKOTOPbIE
pekoMeHgauum no seibopy JIMMC:

1) cnegyet BbIGupaTh Takyto JIMMC, cTpykTypa 6a3bl AaHHbLIX cTaTuyeckux Tabnuu/dannos (npodunu,
TECTbI, BbIMUCTIEHWS, cnelndurkaLmm 1 cesizaHHas MHdopMaums) KOTOPOW Kak MOXKHO Borblue COOTBETCTBYET Te-
KYLLIMM MHCPOPMaUMOHHBIM CTPYKTYpaM 1 pabovnM MoTokam 3akasyuka;

2) cneayer BbibupaTth IUMC, noggepxuBatoLyto ctatychl, KoTopele TpebytoTcs 3akazunky ansa obecneye-
HUS1 PYHKLIMOHUPOBaHUS cBOEI NabopaTopuu;

3) kputepum Buibopa NUMC onpegensitoTca B Nnepsyto ouepeapb hyHKLMSIMU MporpaMmmMHoro obecneyeHus u
NYLWb 3aTeM paccMaTpUBaOTCA XapakTepUCTUKK annapaTHbIX CPeACTB;

4) cnepnyeT BbIGMpaTh Takyto NAMC, kom6uHaums npunoxeHuns IMMC 1 ero 0CHOBHOW TEXHOMOMM B KOTO-
poii Hanbonee 6nuska TpeboBaHUAM NabopaTopHLIX pabounx NOTOKOB U MHAPOPMAaLMOHHONM CTPYKTYpE 3aKa3uuKa;

5) cneayeT BbIGupaTh NIMMC, ocHoBaHHY0 Ha koMMepUeckolt 6ase AaHHbIX 4t CUCTEM YNpaBNeHUa UK
6a3e AaHHbIX C MHCTPYMEHTasIbHOM NaHesbio, KoTopast IBNsieTcsA HaaeXHoW, achdeKTUBHON 1 NoaaepXxusaeTcs
n3sHe npogasuom JIMMC (3To ocobeHHO NpaBunbHO, ecnuy 3akasunk npeanonaraet usmernuts IMMC B Gyay-
wem). MaTeHToBaHHas 6a3a AaHHLIX IMMC ana ynpasneHust cucteMamu MoxeT bbITh 3aTpeboBaHa Ansa cooTeeT-
CTBWA onpeaeneHHbIM TpeGoBaHUAM NPOU3BOACTBEHHOW AeATENLHOCTU. MOBUNLHOCTL AaHHLIX ABNAETCA KNoye-
BbIM chakTopom B Bbl6ope NUMC, BkntoYas COBMECTUMOCTL C MPOMBILLSIEHHBIM CTAaHAAPTOM ANS Toro, YTobbl
NONY4YUTb AOCTYN K AaHHBIM;

6) cnepyert BblGUpath cuctemy JIMMC, 6asnpytoLytocs Ha TexHonorum 6asbl AaHHbIX, KOTOpas No3BoNAeT
KOHEeYHOMY Nonb3oBaTento A06aBnNATL MoanULMPOBATE NOSISI, UHAEKCHI, B3aUMO3aBUCUMOCTU, Tabnuupbl, 1 Kogpl;
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7) cnepyet BblbupaTth Takyto JIMMC, cTpykTypa 6a3bl AaHHLIX cTaTMdeckux Tabnuu/tainnos (npocunu,
TeCTbl, BbMUCNEeHUs, cneumdurkaLmm 1 cesasaHHasn HcopMaLys) KoTopoit Haubonee COOTBETCTBYET TEKYLLUM UH-
dopMaLOHHBIM CTPYKTYpaM 1 pabounm noTokam sakasquka. Pasgen npeHasHaveH komaHge no paGodemy no-
TOKY;

8) cneayert BbIGUpaTh Takyio JIMMC, cTpykTypa 6a3bl AaHHbIX AMHaMUYeckux Tabnuu/cdainos koTopo
COOTBETCTBYET MH(POPMAaLIMOHHLIM TUMaM (YMcnam, AaTam, 3an1csiM), UCMoNb3yeMbIM B labopaTopun 3akasuquka.
Pazpen npegHasHadeH komaHae no paboyemy nNoToky;

9) cnepyer BbIBUpaTL Takyto JIMMC, B KOTOPOWV BO3MOXKHO UCTIONb30BaHUE UHCTPYMEHTOB TPeTbel CTOPOHbI
AN reHepupoBaHWsa 0TYETOB, IKCTIOPTA, UMMNOPTa U CBA3M C BHELLHUMU cUCTEMaMK, 6e30NacHOCTbLIO U KOHTPO-
1eM BO3MOXHOCTe, co3aaHHbIX HerocpeacTaseHHo B JIMMC v He oTHocsaLmXCA K pyHKUMOoHanbHocTam JIUMC.

8.3.5.4 Mokynka

Mpw nokynke cuctembl IMMC 3akas gonxkeH cogepxaTb YCIOBUS U NOMOXEHNUS, KOTopble TpebytoTcs ko-
He4yHoMy rnonb3oBaTento. TUNUYHLIE MYHKTLI BKOYAT B cebs AaThl NOCTaBKW, NpreMoYHoe UcnbiTaHue, rpadu-
K1 onnaTbl, UICXOAHbIN koA, NogaepXKy NporpamMHoro obecneyeHus U NoNUTUKY 06HOBNEHNA, TpeByemMyto AoKy-
MeHTauuto, obyveHune, yCTaHOBKY, rapaHTUK, CNIMCOK BCeX annapaTHbIX CPeACTB U NporpaMmHoro obecneveHus.
dopmManbHble KOHTPaKTbl MOTYT BbITb NPUCOEAUHEHBI K 3aKa3aM Ha NMOCTaBKy.

8.3.6 lemoHcTpauuu, npoBoguMbIe NPoaaBLIOM

8.3.6.1 B kavecTBe YacTu npouecca Bbibopa cuctembl IMMC cneayeT BknoHaTe AeMOHCTpaLUO, NpoBoan-
Myto NpoaasL, oM. [leMoHCTpaLuma AonmkHa 6bITb 3annaHupoBaHa 3apaHee. CrieyeT npeaocTaBuTb NpoaasLy Npu-
Mepbl TMNOB 06pasLIOB 1 METOAOB UCNLITAHUI BMECTE C KOMIJIEKTOM NOATOTORMEHHBIX CLEHapUER, BKNHOHAOLLMX
B cebs oxkvagaemble pe3yneTaThl, C NOMOLLLIO KOTOPLIX UccneayoTesl PyHKUUOHanbHble BoamoxHocTn JIMMC.
®yYHKLMOHaNbHbIE BO3MOXHOCTU, KOTOPbIE ABMASIOTCS KpUTUYECKUMU hakTopamuy ANs YCNeLwHOro BHEAPEHNUS TU-
MWYHBIX NpYMepPoB Npu AemoHcTpauum NIMMC, MoryT 6biTb YCNIOXKHEHbI BBIMUCTIEHUAMUW U NPOBEpKamMy Aonyc-
TUMbIX MPeaenoB, aBToMaTUYECKUM HasHauYeHeMm 06pa3sLioB M Ha3HaYeHUEeM TECTOB Ha UCMbITaHWe Nponyckae-
MOW MapTUM MW YCIOXHEHNEM NTOrMKM NOBTOPHOTO UcTibiTaHus. o kpaliHeli Mepe 3a ABe Heaenu Jo nposege-
Hus aemoHcTpauun NIMMC npoaasLy AoMmKeH 6bITh HanpasieH 3akasdynkoM COOTBETCTBYIOLLMIA 3anpoc.

8.4 ®daza 3 — npoeKT (MPoeKTUPOBaHUE) CUCTEMBI

8.4.1 AHanu3 dyHKUMOHanbHbIX Tpe6oBaHUN

8.4.1.1 B cooTBeTCTBUY C cUCTEMON Xn3HeHHoro uukna JTMMC dyHkunoHanbHble TpeboBaHA MoryT 6bITb
onpegeneHbl B 0TAeIbHOM JOKYMEHTE COrfacHo Monb3oBaTensCckuM (denosbim) TpebosaHuaM. Monb3oBaTensc-
Kne TpeboBaHUA ONMUCLIBAIOT, UCMOSb3YSA «A3bIK» AENOBON aKTUBHOCTH, TO, YTO cuctema obaszaHa genartb AnNa
nogaepxaHus 6usHec-npoLecca. PyHKUMOHANbHbIE TPeBoBaHWSA ONUCHIBAIOT, UCMOMbL3YA «A3bIKY (PYHKUMOHANb-
HbIX BO3MOXHOCTEM CUCTEMEI, T. €. KaK cucTema ByaeT cooTBeTCTBOBaTL TpeboBaHuAM GusHeca. [pyrumu crosa-
MW, cneLndrkaummn hyHKLMOHaNbHLIX BOSMOXHOCTEN ABMSAIOTCSA NepeBoAoM AeNoBbIX TpeboBaHWA (UTo cuctema
o0b693aHa genatb) Ha A3blK creumdgryecknX NPUNOXKeHU (kak okoHYaTeNbHas cucTeMa byaeT CooTBETCTBOBATb
aenoBeiv TpeboaHusaM). PyHKUMOHASBHBIE, @ Takke Aenosble TpebosaHusa k IMMC gonkHbel 6bITe KOHKPETHBI-
MW, U3MepsSieMbIMK 1 peanucTiHbiMu. cnbiTaHns NTIMMC gorkHel onpeaennTb, COOTBETCTBYET NN AaHHas CUC-
TeMa TpeboBaHUAM 3akasumka.

Tabnwnuya 5— MNpuMepbl NPEUMYLLECTB U Bbirog npu npumexexdun JIMMC

Tun npeumywecTe

1 BbIro]] Onucanue KommeHTapuu
MaTtepuanbHebiii: pacdeT | MponyckHas cnocobHocTe nabopa- YBenuyenune uncna obpasuos, obpabaTeiBae-
BbIr04 M NMPEMMYyLLEecCTB | TOpUM MbIX nabopaTtopuen B Te4YeHne onpeneneHHoro
OCYLLeCTBNAESTCA NPOCTbI- nepuoga BpeMeHu
MK cnocobamm O6opoT obpasuoB B nabopaTtopum YMeHbweHne BpemeHn, Tpebyemoro ans obpa-
6oTkM 06pasuos B nabopatopum
OKOHOMMYHOCTL NabopaTopum YMeHblUeHne Yucna Yacoe, NOTPaYeHHbIX aHa-

nuTrkom ans o6paboTkM BelgaHHOro Yncna obpas-
LoB B nabopatopum

YMeHbleHne uncna owmbok, ¢ Ko- YMeHbleHne Yncna owmboK MOXeT CoKpatUTb
TOpbIMM CTaNKMBaloTCcA B naboparto- | KONM4YecTBO NMOBTOPHOWM paboThl M BO3AEHCTBOBATH
pvm Ha NpPOAOMXUTENBHOCTL NabopaTopHbIX Mccrnego-

BaHWi. OwKnBKM Npy BBOAE AaHHbIX YMEHbLLAIOTCH C
MCNonb3oBaHMeM NporpaMmm no cbopy AaHHbIX.
MeHbLwe NpoLeCcCHbIX OLMBOK BCTPEYaeTcs Npy BBe-
AeHun Gornee hopMarnbHbIX U Ny4dlle JOKYyMEHTUPO-
BaHHbIX pabounx npoueayp
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OkonyaHue mabnuubl 5

Tun npeumyecTs
1 BbIrop,

OnucaHue

KommeHTapuu

MartepuanbHblii: pacyet
BbIroA U NPEUMYLLECTB
OCyLLECTBNSAETCHA NPOCThI-
Mu cnocob6amm

HemaTtepuanbHbii:
pacyeT BbIrof U Npenmy-
wecTB TpebyeT 6onblero
TBOPYECKOro noaxoaa

Opyrve npenmywecTsa un
BbIFOAbl NPY UCNONb30Ba-
Hum JIMMC

YMEHbLUEHNE BPEMEHU LKA BbIMyC-
Ka Npou3BeaeHHOW NpoayKuun

YMEHbLUEHNE BPEMEHU, NOTPAYEHHO-
ro Ha nabopaTopHble UccregoBaHus

YnyJlweHne ynpaeneHusi o6cnyxu-
BaHMEM

Hoctyn k nHdpopmaumn/npnbopam

bénbwas npoctota AOCTUXKEHUA Y
AEeMOHCTpauun COOTBETCTBUA HOP-
MaTUBHbIM JOKYMEHTam

Bonee ObicTpas koppekuus owmboK
B npouecce ynpasnexHusa naboparto-
puen

MeHbLuee 4ncno yTepsiHHbIX 06pas-
LoB

Bonee npocToe BblgeneHne oTKo-
HEeHWIA NpyU onpeaeneHnn KavecTea
npoayKumm

Wuterpaums JIMMC ¢ MRP/ERP cuctemamu gaet
BO3MOXHOCTb BbllyCKa NPOAYKLUMK, Kak TOrbko By-
AyT yTBepxaeHbl pe3ynbTarbl nabopaTopHbIX aHa-
nm3oB

HemeaneHHasi JOCTYNHOCTb AaHHbIX U COCTOSI-
HUA npouecca obnerdaeT nabopartopHbie uccneao-
BaTenNbCKUe NPOLECCHI

MpenmMyLecTBa NPpoOUCTEKAIOT U3 BO3MOXHOCTU
6onee TOUHO MHTErpMpoBaTh MHPOPMALIMIO NOCTAaB-
LWMKOB W KIIMEHTOB

HocTtyn K AaHHBIM U MHCTpyMEHTam, obecnevu-
saembiM JIMMC, no3Bonut nonb3oBarensam Npons-
BOAUTL OTYETHI, BKIoYaowme B cebst HoBble NyTn
ansa 0603peHust AaHHbIX. [loCTyn K AaHHbIM Takke
o6ner4T peleHne PyTUHHBIX U HE PYTUHHBIX NPO-
6nem

Bneapenue texHonormmn JIMMC o6bivHO cBA3a-
HO C COBEpLUEHCTBOBaHMEM paboumnx nNpoueccoB u
CTaHAAapTHLIX onepaunMoHHbIX npoueayp. JIMMC
obnerunTt npouecchl COBEPWEHCTBOBAHUSA B HEKO-
TOPbIX CNy4asx, NOHyXXgas Nonb3oBaTenen cneno-
BaTb coobpasHOMy npoueccy kadectBa. focTyn K
AaHHbIM cgenaeT 6onee nerkum AemOHCTPauuio
NpoLECCOB Ka4yeCTBa HEMOCPEACTBEHHO HA MecTe

UHcTpymenThl, obecnevnsaemsie JIMMC, pgaiot
BO3MOXHOCTb 6onbwero coorBetcTBusa pabodero
noToka u ynpaenexusa naboparopHeiMu onepauus-
MU

®yHKLUMOHANBHOCTL NO NPOCIEXMBAEMOCTH 06-
pasuoB MOXeT obecneunTb 3HaHMe cTatyca u Mec-
TONONOXeHust Bcex 06pasuoB

Bonee TouHoe B3aumopeiicTBue Mexpgy nabo-
paTtopueii u Nponm3BoacTBoMm obecneunt 6onee Gbl-
CTPOE yKasaHue Ha OTKIIOHEHUs! NPU onpeaereHnm
KayecTBa NpoayKumm

8.4.1.2 Tam, rae genosble K (pyHKLNOHANBHbIE TpeboBaHWs oNpeaensioTCs B OTAEMbHBIX JOKYMEHTaX, OHU
OOIMKHbI BbITh CBsI3aHbl C UCMOJIB30BaHNEM MAaTPULbl NPOCneXXnBaeMocTy Ans obecneveHns CnocoBbHOCTH K Nos-
HOW NPOCNEXMBAEMOCTM Mexay AeN0BbIMU 1 (DYHKLMOHANBHBEIMW TpeBoBaHMAMU.

8.4.1.3 dyHKUMOHanbHble TpeboBaHWa MOTYT BbITb 4OKYMEHTUPOBaHbLI B hOpMe KOHTPOMLHOTO CrncKa oc-
HOBHbIX 0COBEHHOCTEN U (PYHKLIMIA CUCTEMBI, KOTOpPbIe ByayT B AanbHeLeM KOHpUrypmpoBaTbesi U UCNONb30-
BaTbCS (CM. KOHTPOMbHbIA CNMCOK cTaHgapTHoro pykosoacTtea NIMMC B npunoxeHunn X1). KoHuenTtyansHas Mmo-
aene JIMMC moxeT UCcrnonb3oBaThCs Kak oTrpaBHas Touka B paspaboTke cnucka pyHkumia IMMC. CtaHgapTsl
Ons annapaTtHbIX CPeACcTB Y MporpaMMHoro obecneyeHus B KOHKpEeTHOW nabopaTtopun Uiv KOMMaHUM MOTYT Takke
noTpeboBaTbcs AN TOro, 4Tobbl Bbliia BO3MOXHOCTL TBEPAO NPpUAEPKUBATECS cneLnduLMpoBaHHbIX Tam dyHK-
LnoHanbHbIX TpeboBaHNA.

8.4.1.4 AHanun3s pyHKLMOHanNbHbIX TpeboBaHWi 0BbIMHO NPoBOAUTCA Noce Bbibopa KOMMEPYECKOro Npo-
rpaMmMHOro nakeTa, OCHOBaHHOrO Ha BceobbeMioLLMX TpeboBaHMAX K BusHecy. 3TOT MpoLece BrkovaeT B cebs
aHanua cyllecTByoLlmX U npegnaraemeix cuctem JIMMC. CyliecTytollas cuctema MOXeT OCHOBbLIBATLCS Ha
MCMNOMb30BAaHWW PYHHOTO peXxrmMa ¢ UCMosb3oBaHueM ByMaskHOro obopoTa Unu sSBNATLCA ee HacnegHuuen —
KOMIMLIOTEPHOM CUCTEMOR N cucteMamun. PeayneTaToM rnpoLecca aHanusa aensietcs cneyudunkaums Tpebosa-
HWI K hyHKLMOHAMNBbHBLIM BO3MoXHocTam JIMMC. [laHHas cneumdmkaums nogpobHo onvceiBaeT dyHKLMKW Npeana-
raemoi cuctembl. OnpeaenerHue pyHkUMoHanbHbIX TpeboraHuin IMMC TpebyeT nonHoro noHUMaHusa 6GMaHec-
npoLiecca (MPoLEeCcCoB), MO/b30BaTENBCKMX TPeBOBaHWIA 1 NpeanaraemMblX CUCTEMOI BO3MOXHOCTeN. TpebosaHus
K (bYHKLMOHaNbHbLIM BO3MOXHOCTSM AOMKHbI BKNOYaTL B cebs creayolne obnactu: 6usHec-TpeboBaHus, an-
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napaTHble CpeacTBa, NporpaMmMHoe obecneveHne, NoNb3OBaTENLCKUA MHTEPdENC, pabouyto XapakTepuUcTuky,
NpUroaHOCTb, CUCTEMHbIE MHTEpPdeNchl, 6e3onacHOCTb, perynupoBaHve (HOpMaTUBHbIE AOKYMEHTbI), ynpasne-
HWe cncTeMol, JOKyMeHTaLmio, NoMOLb U 06yyeHue.

8.4.1.5 TpeboBaHNsi OOMKHbI OLLeHWBATLCA B NOPSAKE 3HAUMMOCTU (HanpumMep, «KPUTUUECKUIAY» , « BRXKHBINY,
«COOTBETCTBYIOLLMAY), 4TOGLI 0BNerUTh MPUHATUE peLleHUsl OTHOCUTENBHO TOro, MOTyT /v BbiTb BHeApEeHbI onpe-
AeneHHble hyHKLMM B Ha4anbHbIX drazax i oTcpodeHsl Ao 6onee nos3gHux das.

8.4.1.6 ins okazaHWs NoMOLLW Nonb3oBaTeNnsamM u KoMmaHae pa3paboTumKoB B AeTasibHOW pa3paboTke yH-
KLMOHanbHbIX TpeboBaHuiA, ohopMNeHHbIX B hopMe KoMekTa noapobHbIX cneLmdmkaLmin pyHKUMOHaNbHLIX
BO3MOXHOCTEN, MoryT 6bITb UCnonb30BaHbLI MeToAbl 6icTporo obpasoBaHusi npototTuna. B cnyvae pa6oTsbl ¢
KOMMEPYEeCKUMU, YXKe FOTOBLIMU MPpogyKTamu, 3TOT MPOoLeCe Takke YCneLHO NPUMEHAETCA NPY okasaHUu NOMOo-
LM MO OrpaHnYeHMNIo OXnaaHuii nonb3osaTensi U byHKLWA cucTeMbl B pegenax BO3MOXXHOCTEN «KOPOBOYHOro»
NpoayKTa, eCin HYKHO N36exaTb N3NULLHero KoHUryprpoBaHUs Unu ecriv MOXeT NoHaaobuTbLea HacTpolika.

8.4.1.7 PaspaboTka AeTanbHbIX (pyHKUMOHaNbHbIX TPe6OBaHU MOXKET 3aHATL NPUGAU3UTENBHO OT NATKU A0
20 gHeli unw Gonee, UckNoYas Bpemsi CO3AaHUs MPOTOTUMNA U LIMKINOB MPOCMOTpalyTBEPXKAEHUS.

8.4.2 MNpoeKT cuctemMbl

8.4.2.1 OkoHuaTensHOW, noanexallei K caade, ABNAETCS NPOEKTHO-TEXHUYECKAs AOKYMEHTaUUA CUCTeMb!
(SDD — System design document), koTopasi geTanuaupyeT cneundunkaLmm npoekta cuctemsl. MpoekTHo-TexHU-
yeckasi 4OKyMeHTaLMs omkHa obecneyunTb JOCTaTouHOE KONMYeCTBO MHdopMaLMm 4 NOCTPOEHUA UK KoHW-
rypUpoBaHusa NporpamMmmMHoro obecneveHns cUCTeMbl U apXUTEKTYPbI BbIYMUCITUTESIBHONR ceTu.

8.4.2.2 B TeveHvne sTON hasbl Nonb3oBaTeSle MOXET ObITb ONSATL OMPOLUEH C TeM, YTOObI NONY4NTL
KOHKpeTHbIe AeTanu NpoLecCHbIX MOTOKOB UK pa3paboTaTh MX Ha OcHOBe TpeboBaHU Ans onpeaenMMoin YacTu
6usHec-npoLiecca. MNpoLeccHble NOTOKM KOHCTPYMPYIOTCS B CMOSIX TaK, YTOObI 6bL1 MOHATEH NPOCMOTP CUCTEMHbIX
npoLeccoB, BKOYasa CUCTEMHbIE MHTepMheNChl, a Takke AeTanu KOHKPeTHbIX paboyux NoTOKOB ¢ TeM, YTOObI
agekBaTHble cneyndmKaLmm NpoekTa 6bIM JOKYMEHTUPOBaHbI 4111 ICHOCTU KOHMUIYPUPOBaHUS/KOaUPOBaHUS.

8.4.2.3 NMpwu ncnons3oBaHn METOAOB CO3AAHUA MPOTOTUMNA cneludndeckas MHpopmaums o Tom, kak byayT
MCnonbL30BaThCs cucTema U yHKLMKN, Tpebyemble Nonb3oBaTensamy, cCobupaeTcsl M NepeuncnsaeTcsa B AOKyMeHTe
— NPOEKTE CUCTEMbI BbICLLIETO YPOBHS, KOTOPLIN ByAeT MCMoMb30BaThLCS Kak PYKOBOACTBO MPOTOTUMNOM.

8.4.2.4 Ha gaHHoM aTane MoryT 6bIThb Takke onpeaeneHsl apXMTEKTYpa CUCTEMBI, annapaTHble cpeacTsa u
nporpammHoe obecneveHune. OHU MOTyT BbITb BKIHOYEHbI B O4WH U3 pa3fenoB AOKYMEHTasIbHOro NpoekTa cucte-
Mbl UK NpeacTaBneHbl B 0TAENbHOM AOKYMEHTe — cneludmKkalmm apXuTekTypbl CUCTEMBI.

8.4.2.5 PaspaboTka TEXHUYECKOro 3aaHnsi CUCTEMbl MOXET 3aHATb NPUONU3NTENLHO oT NATK Ao 50 aHel
unv 6onee, NckNoYas BpeMs Ans co3gaHust NpoToTunaun LWKIoB npocMoTpalyteepxaeHus. [OAna 6onbluer
YacTW TeXHUYECKOro 3afaHusl, KoTopas yxe npeacTasneHa B npoekte, 6yaeT NpoBoAUTLCA OoTNaaKka KoHury-
p1poBaHus/koaMpoBaHuS.

8.4.3 MnaHupoBaHue MOAYNbLHOIO U UHTErPaLMOHHOro UCTbITaHUIA

8.4.3.1 MpUHUMN UCMbITaHUS cUCTeMbI NpK ee paspaboTke AOMKeH onpeaensTbCa B NpoLecce co3gaHus
npoekTa (TexHuveckoro saganus). CTeH40BOe UCMbITaHWe NPOrpaMMHOro kofa 3akasymka obbIYHO BKIloUaeT B
cebsa mogynbHoe, MHTErpaLMoHHOE U CUCTEMHOE UCMbITaHWUSA KOHUTYPUPYEMBIX MOAYNER cUCTeMbl, HTepdeit-
COB U Nio6bIX paspabaTbiBaeMblX 3aKkasqyukom mogynei. MnaH no npoeeageHMo UCbITaHWA AO0SKEH BKMOYaTh B
cebs1 Takne TeMbl, Kak Lienn, cTpaTteris UcnbiTaHuiA, OTBETCTBEHHOCTb, NOATOTOBKA UCNbITaHUIA U NpoLeaypbl UCTbi-
TaHWi (BKItOYas yrpaBneHne OTKNOHeHUSAMM).

8.4.3.2 PaspaboTka nnaHoB MOAYNbHbIX U MHTErpauyoHHbIX TECTOB MOXET 3aHATb OT AByX Ao 10 gHel unm
Bonee, NckNYas LMKIbI MPOCMOTPa U YTBEPXKAEHNS.

8.5 ®asza 4 — c6opka (komnoHoBKa)/ kKoH(UrypupoBaHue

8.5.1 KondurypupoBaHue n paspabotka cucremsl IMMC

8.5.1.1 B TeveHue aToM hasbl KOHPUTypupyeTcst nporpammHoe obecneyeHne cucTemMbl, KOHUypupyoTcst
Unu paspabdaTbIBaloTCA MHTEPMECHI, KOAUPYIOTCS Nobble TpebyeMble HacTpolku, 06 beAUHAIOTCS annaparHblie
cpefcTBa, a BCe KOMMOHeHThI, basupyoLpecss Ha cneundukalmax NpoeKkTa, UHTErPUPYIOTCA B MNOMHYIO CUCTEMY.

8.5.1.2 KoHdpurypuposaHue BkitovaeT B cebs ncnonb3osaHve hyHKLUA agMUHUCTPaTUBHBIX U MacTep-
AaHHbBIX, MPEAOCTaBMNEHHbIX KOMMEPYECKMM NPOorpaMMHbIM obecreveHrem ¢ Tem, 4Tobbl NoAroTOBUTE CUCTEMY K
npyMeHeHuo. 3TW gecTBUS 0BbIMHO OCTUralTCA MyTEM YCTaHOBNEHUS 3HaYeHWiA, BbIBopa No3uuum ans otme-
TOK, 3anonHeHns hopm unu Tabnuw, 3HadeHuniA, a Takke Apyrux nogobHbIX AeHCTBUIA, KOTOPbIE ONPEAENnsItoT, Kak
BbIMNOMHATL OCHOBHbIE hyHKLMK cucTembl. OBLLue KoHMIYprpyeMble MyHKTbI BKIOYaoT B cebs TUNbI onpeaens-
eMbIx 0bpasLoB, hopMbl pervcTpavuum obpasLos unu opmel BBoAa pesyrbtaTa.
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8.5.1.3 Hactpoiika B 60nbLLUMHCTBE CRyYaes onpeaenseTcs Kak AeicTBus no paspaboTke NporpaMmmMHoOro
obecneveHus, koTopble BKITIoUaloT B cebs HanvcaHue npoueaypHo nporpammupyemoro kogaa B JIMMC Ha si3bike,
3anaTteHTOBaHHOM U NOCTaBIEHHOM pa3paboT4MKOM, UNK Ha APYroM si3blKe TpeTbel CTOPOHLI. Kpome Toro, Ha-
CTpoiiKa MOXeT U3MEHUTb CNocob, C NOMOLLBIO KOTOPOro chyHKUMKM 6a30BOW cucTeMbl Bblnv NpegHa3HayYeHbl
ANA UCnonb3oBaHus unv 4obaeneHns HoBbIX yHKUUIA, HE NpeACTaBIeHHbIX B OCHOBHOM NMPOAyKTe npoAasLa.
HacTpoiiku moryT 61T pazpaboTaHbl A4ns yny4weHus achheKTUBHOCTW UK KayecTBa NyTemM aBToMaTusaLmmn ata-
noB UNW AeNCTBUIA, 0BLIYHO BhIMOSHAEMBIX NoNb3osaTenamu B cucteme. ObecneyeHvwe guHaMmyeckoro o6HoB-
nNeHua 3saaaHHbIX Npeaenos B 6a3e AaHHbIX JIMMC nyTem nHTerpaumm ¢ oTaensLHOW CUCTEMOM KITMEHTCKOM 6asbl
AaHHbIX NO3BONSAET ONpeaennTb, SIBSIETCA M NpeaHasHaueHHbI 3aKka3unKy Npov3BeaeHHbIR NPoayKT npume-
POM HaCTPOWKU.

8.5.1.4 OBbIYHO KOHMDUTYPUPOBaHNE MOXET BbITb AOCTUMHYTO BLICTPO U 3¢PPEKTUBHO € MOMOLLILIO aAMUHK-
CTpaTUBHBIX NpeAocTaBneHHbIX PyHKUMA. MpUHATUE peLueHUsA o TOM, Kak STydlle Bcero KoHurypuposaTh hyHK-
LioHabHble BO3MOXHOCTU, 3aHUMAeT OT HECKOSTbKUX AHEW A0 HECKONbKUX Heaerb paboThl C UCMOoSb30BaHWEM
pasnuyHbLIX BapuaHTOB U OLEHKON UX BO3AeWCTBUA Ha Apyrie hyHKUMW cucTeMbl. HacTpoiika MOXeT 3aHsTb OT
HeCKOMNbKMX AHEN A0 HECKOMBKUX MeCALEB 415 CO3AaHNs NpoeKTa, Koga v UCNbITaHWIA, 3aBUCSILLIMX OT CITOXKHOC-
T 3aTpeboBaHHbIX (hYHKLIMOHANBHBIX BOSMOXHOCTEN.

8.5.1.5 CywecTtByeT MHOTO METOAONOMI ANA KOHDUTYPUPOBAHUA U KOHCTPYUPOBaHWUA CUCTEMBI. [loKyMeH-
Tbl N0 FOCT P UCO/M3K 12207 moryT aaekBaTHO OGBACHUTL pasnnyHble NPUHLMMLI pa3paboTku NporpaMmmMHoOro
obecneyeHus. K HUM OTHOCATCS Kak BapuaHTbl Tna TpagauumMoHHOro «Bodonaaay, Tak v nosTanHbie 3BOMOUMOH-
Hble MeTOLOMNoMMK.

8.5.1.6 Npu koHdUryprpoBaHum 1 paspaboTke cUCTeMbI MPUHLMN «BOAONAAA» MOXET UCMONb30BaTLCA B
TOM cry4yae, Kora npoekT CUCTEeMbl NOSTHOCTbIO CKOHCTPYUPOBaH U yTBEPXKAEH Nepes ocyLiecTBNeHUEM aeli-
CTBWI MO NOCTPOEHUIO cUCTEMBI. BbICTPOe co3aaHue NPoToTUNA, XapakTepusytoLLeeca UTepauusiMmn NPoeKTa, KoH-
CTPYKLUMW 1 UCTibITaTeNbHBIX AEACTBUI, Aoka3ano acheKTUBHYO METOA0NOMMIO U YaCcTO UCNONb3YeTCA CerogHs.
Kak npaBnsio, nnaHupyeTcs 4OCTUXKEHWe CO34aHUA NPOTOTUNA B TEYEHUE Tpex — NATU utepauui, rae ans
Kakaoi ntepauum TpebyeTcs npubnusnTenbHO OT ABYX Heaenb A0 ABYX MecaLes unu 6onee.

8.5.1.7 MNpwn cosgaHum NnpoToTUNa paspabaTbiBaeTcsl NepBOHaYaNbHbIN NPOEKT, KOTOPLIN AOSMKEH UCMONBb30-
BaTbLCA A5 TOro, YTo6bl MPOBECTU KOHCTPYUPOBAHUE NPOTOTUNA cucTembl. [yTeM MTepauuidi NpoekTa, KOHCT-
PYKLMW 1 UCTbITAHUIA B crieumdpuKaLMm NpoeKkTa cucTeMbl paspabarbiBaloTcsl U AOKYMEHTUPYIOTCS AONOSNHUTE b-
Hble AeTanu TpeboBaHWi 1 NpoekTa cucTemsl. JeTanuavpoBaHHble KOHMIypaLoHHbIE NapameTphbl U crieudmka-
LuK MpoeKkTa MOAEPHU3UNPYHOTCS OAHOBPEMEHHO, HO (hopMarbHO He MOTyT ObITb YTBEPXKAEHbI 4O 3aBEpLUEHMS]
3aKoYUTENBHOW Tepaumu.

8.5.1.8 TpeboBaHuWs Kk KOHCTpyupoBaHuto cuctemMbl IMMC pasgensioTcs Ha norvdeckue rpynnsl ans dop-
MUPOBaHWSA 3/1EMEHTOB KOHCTPYKLMW Unn npoToTuna. TpeboBaHus, N3noXkeHHbIe B cneumdmkaumsix, JOMmMKHbI Co-
OTBETCTBOBAaTL koHpurypauumn NUMC nnu, B cnyyae He0BXoAMMOCTH, Nonb3oBaTensckomy kogy. Moaynu nons3so-
BaTeNbCKOro koAa A0SMKHbI KOHCTPYMPOBATLCS € UCMIONbL30BaHNEM CTaHAapTOB kKavyecTBa. ATOT NPoLece BKIO-
yaeT B cebsi ycTaHOBNEHWEe obLmMX cTaH4apToB ANs MosiCHeHUs koga, onpegenseMbiX nepeMeHHbIX, NHobbix
WUMeH ANt NnepeMeHHbIX U Moaynen, MHaeHTMpoBaHue 1 T. 4. CTaHgapTbl A0KHbI YCTaHaBNMBATLCS U UCNOMb-
30BaTbCH BCel rpynnoii paspaboTtimkoB. PykoBoguTens TeXHUYECKON KoMaHabl U cTapLumnii paspaboTunk gon-
XeH paccMoTpeTb Koa ANs Toro, 4Tobbl YeTko cregoBaTek 3TUM cTaHAapTam. CTaHaapThl 4OMKHBI OXBaTbIBATb
cregytoLive TeMbl: MOAYN AOSKHBI UMETb onucaTtesbHble pyOpuKn (3aronoBKK) NporpaMmbl, BKIOYasA Takyo
WHbopMaLmio, Kak AaTa nepecmoTpa (ecnm npegycMoTPeHo, TO HOMEP KOHCTPYKLIMK), UMS NPOorpamMmMinUCTa, HasBa-
HWe cUCTeMbI (YXCNO NepecMOoTPOB, eCrniv NpegyCMOoTPEHO), HasBaHue Moayns, 3agaqn Moayns, nobbie Heobxo-
AVMble CUHTaKCUChI 4151 BHELLHWX CCbI10K (BBOA WX BbIBOA) K MOAYIO/M3 MOAYS U Ntobble YHMKanbHble pelle-
HUS 4Nst uHTerpaumn. ctopusi UsmeHeHWn (Haseanuns, 4aTbl, KpaTkue onncanns U3MEHeHW) 4omkHa BbITb BKNKO-
yeHa B «LUanky» (KONoHTUTY) nporpammel. Kog gomkeH 6b1Tb CTPYKTYPUPOBaH W BKNoYATL B cebs 4OCTaTOUHO
KOMMeEHTapueB, YTOObI MO3BONNTL APYTM MPOrpaMmMmUCTam Nerko NoHATL paboTy ¢ KOOOM.

8.5.1.9 B koHUe kaxaoi utepaLmm KOHCTPYKLUW Nepeq, NpocMOTPOM NpoTOTUMA KOA U pa3BepThIBaHUE Teky-
LLIMX BO3MOXHOCTEW OMbITHOrO 06pasLia «3aMopaxuBatoTcsy . PyHKLUMOHaNbHbIE BOSMOXHOCTY NPOTOTMMNA AOSK-
Hbl BbITb NPOAEMOHCTPUPOBaHLI Nonk3oBaTensaM. Illoboe nameHeHne/McnpasneHe 3anpocos AOSHKHO BbiTb 40-
KYMEHTMPOBaHO C UCMOSIb30BaHUEM MNpoLiecca KOHTPOMS U3MeHeHWs], rae 3anpockl aHanMaupyoTcs U NpeacTas-
naTes rpynne paspaboTYMKOB ANS BKIHOYEHNS B 3aKIOUUTENbHYIO KOHCTPYKLMIO CUCTEMBI.

8.5.1.10 PaspaboTka cucteMbl 1 HacTpoek B NtobOM criydae MOXET 3aHsITb OT 25 AHel 40 HECKONbKUX
mecsLeB nnu 6onee, BKItoOYas BpeMsi Ha cosgaHue npoToTuna.
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8.5.2 MoaynbHoe, UHTerpaLuoHHoOe U CUCTEMHOE UCTIbITaHUSA

8.5.2.1 Ha 3akntounTensHon ctagunm KoHUrypupoBaHus CUCTEMbI U CO34aHWs NPOTOTUNA MOXET BbITh
CKOHCTPYVPOBaH OKOHYaTe bHbIN BapuaHT CUCTEMbI, KOTOPbIX NoABEpraeTcs MOAYIbHOMY Y MHTErpaLMoHHOMY
UCMbITaHWIO A0 Haudana dopmanbHol Banugauum B perynupyemMsix cpegax. MogynsHoe 1 uHterpalMoHHoe
UcMbITaH1e NPOBOAMTCA rpynnoli pa3paboTYMKOB B cpeae passepTbiBaHust. Kaxabeld MHAMBMAYaNbHO KOHCTPYU-
pyemblii MoAyb TECTUPYETCS OTAENBHO B COOTBETCTBUM C onpedeneHHbIMI napameTpamMiu crieumdukaLm npoex-
TacuctemMbl. MHTerpauuoHHoe ucnbiTaHe Takke BbIMOSHSAETCA rpynnoi paspaboTinkos Ha pyHKLMOHaMNBHBIX
BO3MOXHOCTSIX, 06ecrneveHHbIX CBA3aHHOW rpynnoi eanHUL KOHCTPYKLMK. B aToii dpase rpynna paspaboTymkos
noruyecku KOMBUHUPYET MHAUBUAYaNbHbIE €QUHULLI KOHCTPYKLMW 1 POBEPSIET CUCTEMY KaK UHTErpanbHyo eau-
Huuy. NHTerpaunoHHoe UcnbiTaHWe No3BOSISIET Takke NpoBepuTh Ntobble HTepdericsl Mexay NIMMC 1 gpyriumm
nabopaTopHLIMX U NPOU3BOACTBEHHLIMU CUCTEMAMM.

8.5.2.2 CKkpunTbI K MOAYNEHBLIM U UHTErpaLnoHHEIM TecTam paspabaTbiBaroTcs kKoMaHAoM pa3paboTinKoB U
AOMKHbBI BbITb PACCMOTPEHbI Y YTBEPXKAEHbI 4715 BbINOTHEHWUSA. MeroLLpecs TeCTOBbIE CKPUMThI ANSA 0TASNbHbIX
eauHuL/Mogynelt KOHCTPYKLMKM paspabaThbiBaloTCs U BbINOMHSAOTCA paspabGoTUMKOM WA YNEHOM rpynnbl UchbITa-
Tenew, KoTopbli He paspabaTbiBan Kofa Ans 3TUX eauHUL/Moaynel, YTo ABNAeTCs oveHb adppeKTUBHLIM ANA
naeHTUnKaLm oMBoK 1 okasaHUs MOMOLLW B MPOU3BOACTBE HaaeXHoR cuctemel. fliobule aHomanuu, ¢ KoTo-
PbIMX CTanKMBaOTCA B TEYEHWE UCTbITaHUs!, AOSKHbI BbITb AOKYMEHTUPOBaHbLI, U (DOPMbl KOHTPONSI U3MEHEeHUs!
NCNonb30BaHbl AN AOKYMEHTUPOBaHWS AedeKToB NporpaMMHOro obecneveHns, NpeasioKeHHbIX peLleHni n
3aTeM — 4151 NOBTOPHOro NpoBeAeHVs HeyaaqyHoro Tecta.

8.6 ®asa 5 — ucnbiTaHMe/npuemMka

8.6.1 YcTraHOoBKa U KBanudukaLms annapaTHbIX CPeACTB U NporpaMmMHoro o6ecneveHus

8.6.1.1 Banvgauws

Banuaauus JIMMC sasnsieTcs obs3aTenbHbIM LWarom Ans perynupyembix otpacnei NpoMbILLAEHHOCTN.
KoHkpeTHble (cneuundudeckne) TpeboBaHus K BanvaaLuum CyLLECTBYIOT AN oTpacnel NPpoMbILLIEHHOCTU, pery-
nupyemsix npasunamu FDA (Food and Drug Administration — ynpasneHue no Hagsopy 3a ka4eCTBOM NULLEBLIX
npoaykTos 1 meaukameHToB, CLUA), EPA u NRC (Nuclear Regulatory Commission — komuccus no perynuposa-
HWto sigepHbIX BelwecTts, CLUA). JomkHeiM 06pa3om ynpasnsiemoe BbiNoSIHeHNe NpUHLMNOB BasivaaLmmn, KotTopoe
npeaocTaBnsAeT BO3MOXHOCTb UCMONb30BAHUS HAaUIYULLUX TEXHUYECKUX METOA0B, MOMOXET COKOHOMUTD, B KO-
HEYHOM cyeTe, BpeMsl, PECYPChI, MaTepuarnbl U 3aTpaTtbl. TpaguuWOoHHbIE METOA40NOMMM BanuaaL MM, Takme Kak
GAMP, moryT no6aeuTb ko BpemeHu BHegpeHust IMMC ot Tpex Ao 12 mecaues. MNpunoxeHue HameYeHHbIX Ans
ncnone3oBaHus Metogonoruii Tuna C3Q (The concurrent computer configuration qualification methodology, C3Q
— MeToaonorusa Keanvdmkaum KOMnsITEPHOK KOHUrypaumm) unu noaxoaos, OCHOBAHHBLIX Ha OLEHKe pUcka,
MOXeT yMeHbLWUTE BpeMsa Banugauuy JIMMC n CHU3UTL CTOUMOCTL B perynupyembix paboumx pamkax. foky-
MeHTaLuWs urpaeT BaXkHYyH porb B npoLiecce Banuaauum NAMC.

8.6.1.2 JokymeHTaLusi

JokymeHTauums aBnsieTcs 04HUM 13 BaxkHeALWKX dpakTtopos ansa pabotel IMMC. dokymeHTauums BkovaeT B
cebs1 pykoBoACTBa, NOCTaBnsieMble NPoAaBLOM, U AOKYMEHTLI, paspaboTaHHble nons3osaTtenem. Mprmepom mo-
XKEeT CMYXUTb NocTaBsiemas NpogaBLOM AOKYMEHTalUus, KoTopas BKNoYaeT B cebsl pykoBOACTBA, TEXHUYeCKkue
crpaBoyHble PYKOBOACTBA, PYKOBOACTBA MO BarnvMaaLluy, JOKYMeHTaLUmo Mo KoHTporio kadectsa (QC) n pesiome
npogasLa. PaspaboTaHHble nonb3oBaTtenem JOKYMEHTbI BKNHOYaoT B cebsi Bce CTaHgapTHbIe onepauyoHHbIe Npo-
ueaypbl (COMbI), 4OKYMeHTbI Mo 06ydeHno, hOPMbl KOHTPOMS U3MEHEHWA, onpeaeneHust, 3anucu nNo NpUemke —
TecTUpoBaHWIo, NPobneMbl perncTpaLuy OTHETOB, PErvcTpaLmn Pe3epBHbIX 1 BOCCTaHOBEHHbIX KOMWIA, ayauTop-
CKMe OTYeTbl 1 0THEThI Mo Be3onacHoCTU.

8.6.1.3 CtaHgapTHble onepaLMoHHbIe NpoLeaypbl U CUCTEMHOE AOKYMEHTUPOBaHUe Kak TpeboBaHus Ans
LienocTHOro nogxoaa K Banugavuuy, ctaHgapTHbIM ofepaLyoHHBIM npoLiedypaM Heo6XoanMbl, HO He orpaHuyMBa-
toTcs Takumm, kak COMM No pe3epBMPOBaHNIO M BOCCTAHOBMEHWIO (BKIOYatoT B cebsl perynsipHoe TecTpoBaHue
cucTem u darinos); ucrnonbaosaHue COIM, onpegensitoLmx, Kak nonbL3osaTenb 4O/MKEH UCMOoNb30BaTL CUCTEMY
W KaKoW T1n nHdopmaLym BBOANTCA B CUCTEMY, @ TaKe UCTOUHWKM AaHHbIX; COMM B pamkax cCUCTeMHOro agMuHU-
CTpMpOBaHWs, onpedensioLlne ynpasneHve TakumMm 3agadamu, Kak HasHavyeHne BuaoB 6e30rnacHoCTy, CBA3aH-
HbIX C MporpamMmmHbIM obecrieveHnem, 6e30MacHOCTLIO CUCTEMBI, TorMdeckoli 6e3onacHoCTLIo U hrandeckoit be-
3onacHocTbto; COMM No KOHTPONo U3MeHeHWA, onpeaensaoLLMX He TONbKO HeobXoanMble LWark Ans Npou3soa-
CTBa M3MeHeHWli B CUCTEME, HO Takke 1 BKITFOYEHWUS OLIEHKU pyUCKa U3MEHEHU U BO3AENCTBUSA Ha CUCTEMY.

8.6.1.4 TpebosaHus k nepcoHany NMMC

TpeboBaHWs K NepcoHany BapbupytoTCs B 3aBUCKMOCTM OT pasMepa nabopaTtopuu, Yicna nogaepxusae-
MbIX Monb3oBaTenei 1 cnoxHocty BHegpeHus JIMMC. JlononHuTensHble pecypckl ByayT TpebosaThes B TeUeHve
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nepBoHavansHoro BHeapeHus JIMMC ans aHanusa, NpoeKTUpoBaHUs, KOHPUIYPUPOBaHMS U MOCTAHOBKK 3a4au
Ans veneltaHns. Takke 6yayT TpeboBaThCs pecypchbl, NpegHasHavyeHHbIe Ansi CUCTEMHOW agMUHUCTpaLun 1
nogaepku B TeveHue dasbl skcnyatauumn (hbyHKLMOHMPOBaHNSA) 1 06CNYKUBaHNA. 3T pecypchbl He AOMKHbI
6bITb MOCTOSAHHO 3aBUCUMBIMU OT cTeneHn rotoeHocTn JIMMC. MHorve naGopaTopuu NpuBnekaroT pecypcsl Ans
obecnyxumsanus TekyLlen MIMMC, yTo oGecnevnBaeT coBepLUEHCTBOBaHWE CUCTEMBI, BKIOYasi AOMOSHUTESNbHbIE
YHKLMOHaMbHBIE BO3MOXHOCTU U 0TYETbI. CTOMMOCTb 3TUX PECYPCOB OMNpaBabiBaeTCH S3KOHOMUYECKUMU BbIFO-
Aamu, AOCTUrHYTLIMW OT AOMOSTHUTENBHBIX (PYHKUMOHAbHBIX BO3MOXHocTel. O6enyxvanue JIMMC moxeT 6biTb
obecneyeHo nabopartopHbiM unu UT-wtatom. MiaeanbHbii kaHangat ans paboTsl ¢ IMMC coueTaeT kak nabopa-
TOPHbINA, Tk M KOMMbIOTEPHBIN OMbIT. MHOTe KoMNaHWK YCreLwHO NPoBOASAT nepeksanundmkaumio (nepeobyyeHne)
nabopaTopHOro nepcoHana, Ytobbl No3BOMUTL EMY NPMOBPECTU HOBbIE KOMMBHOTEPHbBIE HAaBbLIKW. [ns noanepXKu
JIMMC moryT 6bITb Takke NpuBneveHbl 4ns BeINOSHEHUsI paboT TPETbU NULa (ayTCOPCUHT).

8.6.1.5 O6y4eHne

O6yueHne KOHeYHOro NonNb3oBaTeNsl U CUCTEMHOIO MeHeaKepa SABMSAETCH KpUTUYECKUM hakTopoM Asst
ycnewHor paboTbl IMMC, v aTomy npoLieccy 0byyeHns HyXHO yaenuTsL ocoboe BHUMaHWe 1 okasbiBaTb NOCTO-
AAHHYO NoAAepXKKy. XOTS, Kak npasuio, obyveHne ynpasneHnto CUCTEMON SIBMSIETCS BCECTOPOHHUM, HYXXHO Mo-
3ab60TuTLCS 0 TOM, YTOBLI 0BecneUnTb KOHEYHOMY NOMB30BATENH AOCTATOUHbIA 06bEeM 3HaHWIA, YTOBLI N3bexaTb
B AanbHelLeM HernpepbIBHbIX NeperoBopoB no TenedoHy U NMCbMeHHbLIX BONPOCoB K nabopaTtopumn. Oby4ye-
HWe JOMKHO AaTb BO3MOXHOCTb MONb30BaTeNo OXBaTUTL BCe acnekTbl paboTel JIMMC, T. e. kak npoBoAnTL peru-
cTpauuio o6pasLoB, BBOAUTL pesynbTaThl U 0hopMIIsTL OTHET O pesynbTaTax; a obydatoLlemyca MeHegKepy
CUCTEMbIl — KaK MOAAePKUBATb CIIOXKHbIE KOMMbHOTEPHbIE CUCTEMBI. KBanudbuKaLWoHHOE UCMbITaHUe NoMb30Ba-
Tens ABNSAETCA CTaHAapTHLIM AN perynupyemelx nabopatopuid. JokyMeHTbl Mo 06yyeHuo, nogaepkvBaemble
AN Kaxgoro nonb3oBaTens, MoryT BkovaTh B cebsl nepcoHaneHble 6uorpaduyeckue ceeageHns, obpasoBaHue,
KBanudmkaLmio, onbIT paboTbl, onucaHne paboTsl U hopMmansHOe UCTbITaHWe OTHOCUTENBHO crieumduyeckx dyHK-
LA IMMC. CeuaetenscTBo 06 06yUeHUM (Hanpumep, cepTudmnkaT) MOXET/AOMKHO NoAAEPKMBATLCA CUCTEMON
JIMMC.

8.6.1.6 Banmaaumsa ncnelTaHui, Banugaums npruemMkum

Banunpgauua NMMC aenaetca obsizaTtenbHbIM 3TanoM Ans perynupyemMelx oTpacnei NpoMbILLIEHHOCTU.
Cneuvndmueckne TpeboBaHUSA K BannaaLm CyLLLEeCTBYHOT ANS OTpaciei NPOMbILLIIEHHOCTU, perynnpyeMbiX MecT-
HbIMW 1 dbegepanbHbIMKU areHTCTBaMy U opraHamu no ceptudukauuu. MposeaeHve sanuaauuu IUMC moxeT
Ao6aBuUTb KO BpeMeHW BHeAPEHWs OT Tpex Ao 12 mecsiLes.

8.6.1.7 MNepemelLieHre AaHHbIX

Mpy nepemMeLLeHnn gaHHbIX TpebyeTcs, YTobbl BbIn TIaTenbHO NpogyMaH MnraH no nepegade AaHHbIX
W MeTadaHHbIX OT cucTeMbl K cucteme. MnaH gomkeH 6bITb NPOCYMTAH C TOUKU 3pEHUS CUHXPOHU3ALMK TUNOB
nonen, AnuHel Nonen, kapTtorpadun nonewn n pyuHon Bepucbmkaumn rpacpuka otbopa obpasyos. MNepemeleHHble
AaHHbIe MOXHO TaKke cHMTaTb YacTblo CTaTUYECKOW 3arpy3Kku AaHHbIX (CM. crneayrowuii noanyHkT). Mepemelwe-
HVe OAHOW CUCTEMbI K APYTOi He TOSbKO NpeAoCcTaBsieT BO3MOXHOCTb NepeMeLLeHust AaHHbIX, HO Takxke gaeT
LIaHC AN NpoBeAeHWs YCoBepLUEHCTBOBaHUSA NpoLiecca.

8.6.1.8 Cucrema JIMMC cnocobHa k nogaep:kaHuio MHopMaLmm B LLIMPOKOM AnanasoHe AenosbiX U nabo-
paTopHbIX AaHHBIX, Tpebyembix Ana adbdekTuBHoK paboTl Nnabopatopuu. IMMC coaepXuT AaHHbIE, KOTOpbIE He
TOJTbKO OTPaXxaloT TekyLee pabodee cocToaHne nabopaTtopun, HO Y UICTOPUYECKYHO MHOPMALIMIO OTHOCUTESTBHO
npowunow pabotel u cobbiTuii. B cnyyae, ecnu NNAMC BeegeHa B cpeay, rae cuctema JIMMC He Gbina npeasapu-
TenbHO pa3BepHyTa, 6onbLian YacTb uHdopmauum, 0bsiMHO ynpasnsiemoi B IMMC, 6yaeT cywiecTBoBath B hop-
Me 6yMaXkHON AOKYMeHTauuu UNW CyLLEeCTBEHHO OTIMYAIOLWMXCA OT Hee 3MEeKTPOHHBLIX UCTOUHUKOB, TakUX Kak
AOKYMEHTbI, KpynHodopMaTHble Tabnuubl Unu cneumnanmnanpoBaHHbie 6asbl AaHHbLIX. Koraa nposoaunTcs BHeagpe-
Hue JIMMC, HekoTopble U3 3TUX AaHHbIX ByayT obecneunsaTb OCHOBY Ans KoHbUrypupoBaHusi cuctembl JIMMC.
Cratuueckue aaHHble Beceraa sarpyxatoTces B IMMC kak yacTb ee pa3BepTbiBAEMOro XXM3HEHHOTO LiKNa.

PelueHe 0THOCUTENBHO TOrO, Kak pacnopsbkaTbCsl UICTOPUUECKUMU ANHAMUYECKUMW AaHHBIMU, AO0MKHO
6bITb OLEeHEeHO ¢ y4eToM hakTopoB pucka. COOTBETCTBYIOWME CTpaTErMu, NpeaHasHaueHHbIe Ans Toro, YToobl
pacnopsbkaTbCa 3TUMU AaHHBLIMK, BKNOYaIOT B cebsi nepemellieHme, CoxpaHeHne v apxuBvMpoBaHue. Tam, rge
cywectsyrowan NNMMC 3ameHaeTCA HOBbIM peLleHneM, MoXeT BbITb BOSMOXHO NepemelLieHWe aHHbIX OT UCTOY-
Huka JIMMC k HosoW passepTbiBaemoit JIMMC. B Takux crnyydasx Hy>kHO paccMOTpeTh crneaytoLue aTarbl: uexoa-
HbIA aHanu3 AaHHbIX, LUenesoe KoHUrypuposaHue 6asbl AaHHLIX, UCTOMHUK AJ151 LeneBoro kaptorpadvpoBaHus,
nraHnpoBaHue nepemeLLeHns AaHHbIX pabodero NoToka, MakeTUpoBaHUe NepemeLLeHUst U BanuaupoBaHue npo-
Lecca, nepemMellieHne gaHHbIX U Bepudmrkauuio aaHHbIX. IMMC YacTo obecneumBaeT BCTPOEHHYIO UM KOMMEP-
Yyeckyto cucteMy yHKLUMAMU NOMOLLM B NpoLieccax 3arpy3ku 1 NepemelLeHns AaHHbIX.
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8.6.2 3arpy3ka cTraTM4yeckux (MacTep, OCHOBHbIX) AaHHbIX

8.6.2.1 B HacTosILLeM NoAnyHKTe paccMaTpuBaeTcs 3arpy3ka MeTo4oB UCTIbITaHUNA, BelYMCNEHUI, cneuudm-
KauuiA 1 Opyron cTaTudeckon (Mactep, OCHOBHOW) nHdopMaumun. 3arpyska npvHagnexaliyx KoHKpeTHom nabo-
paTopun METOAOB UCTILITAHWIA, BbIMUCNIEHWUIA, cneuudmkaLuin U Apyrol craTuyeckon nHdopmaumm B 6a3y AaHHbIX
JIMMC, kak npaBuso, ABNsieTcs camblM TPyAoeMK/M Lwarom npu BHeaperun NIMMC. Bonbluas nabopartopusi ¢
COTHSIMWU METOAO0B UCTbITaHUA, BbIMUCIIEHUIA U cneuMuKaLMii MOXeT NoTpaTUTL OT LWeCTU A0 24 MecsueB U bonee
Ha BBOA U BepuchuKaLMIo opurnHarnbHbIX AaHHbIX. Bpemsi BbinonHeHus aTux onepavuii Ana nabopatopuii MeHb-
LIero pasMepa ¥ MeHbLUUM YUCIOM METOA0B UCNbITaHWIA, BeIYUCIEHUIA U cneuudnkaunidi MoXeT BbITh Cokpalle-
HO A0 0AHOro — wWecTK MecsLeB. CNocoBGHOCTD K nepemeLLieHIIo IaHHBIX C UCTOoNb30BaHMeM aBToMaTU3aLmi
(ecnu 3TO BO3MOXHO) MOXET 3HaUMTENbLHO CHU3UTL BpeMeHHbIe (kaneHaapHble) 3aTpaTthl, OLLUMOKU B TpaHCKpUI-
umm v Bepudpukaumm (cMm. nogpasgen 8.8.1 0 nepemMelyeHUn AaHHbIX). 3Ta obnacTb NaHMPOBaHUS SIBMSIETCA B
HauMeHbLUEeW CTeneHW SICHOM AN NoOHUMaHUA U NNaHnposaHus npu BHeapeHun JIMMC. Ownbku npu onpegene-
HUN CTOMMOCTHbIX U BpEMEHHbIX 3aTpaT, CBA3aHHbIX C 3TOW oTAenbHON hasoin BHeagpeHust IMMC, MoryT nocTa-
BWUTb BeChb NpoeKT nog yrposy. O6LLas cToUMOCTb 3aTpadeHHbIX KOHKPETHBIM CrieLuanncToM 4acos, TpebyemMbix
Ansl BBOAA TECTOB, BbIMUCIIEHUIA M MHCDOpPMaLIMK O cneumndmrKauusix, MOXeT NPeBbICUMTL 0bLLYI0 CTOMMOCTB anna-
paTHbIX CpeAcTB 1 NporpaMMHoro obecneveHus. Ana AoCTUXEHUS MakcuManbHOW achdeKTUBHOCTU paboThl B
3TOM 06r1acTn pekoMeHAYHTCA AeTanbHoe NaHWpoBaHWe U cosgaHune npoToTuna. HayuHo-uccnegoeartensckue
nabopartopun n nabopatopuu, paboTatoLLme No KOHTPAKTY, MOTYT UMETb MeHbLUe paboThl, YeM 6onbLiaa nabopa-
Topus no obecneveHuto kayectea (QA). Kaxxaaa nabopaTtopysa goskHa pewaTb 3Ty 3agaqvy B 3aBUCUMOCTU OT
KOHKPETHOro criyyast.

8.6.3 YcraHoBKa (pa3BepTbiBaHue) cuctemol JIMMC

8.6.3.1 YcraHoska cuctembl IMMC MoxeT NponcxoanTb No NpUHLMNY «60nbLIoro B3pbiBay Unun hasoBoro
nogxoaa. [inst MeHbLUUX cMcTeM NPUHLMN «60NbLIOro B3pbiBa» peannayeTcsl XOPOoLLO, TakK Kak UMetoLeecs Ync-
no nonb3oBaTternen ynpasnsemo. [ina 6onee KpynHeIX yCTaHOBOK NOAXOAUT NO3TaNHLIA NOAXOA, Tak Kak orpaHu-
ymBaroLLM hakTopom gBnsaloTca obyvaemble pecypckl. K Apyrum npeameTam paccMOTpeHUst OTHOCATCA pyHK-
LUMOHUPOBaHUE CUCTEMBI, NEPBOHaYanbHasa NpUemMKa CUCTEMbl KOHEYHBLIM Nonb3oBaTenem, 4OBoAKA U TOHKaNA
HacTpoiika cuctemMbl. PaboTa cuctembl BHOCUT 3HaUUTESbHBIV BKNAA B NepBoHavanbHble peakunm KOHEYHOro
nonb3oBaTens Npy Npremke cuctembl. ECnv koHeYHble Nonb3oBaTeNn HanAayT, YTo cuctema pabotaeT MeaneHHo,
TO OHW By YT HeAOBOMbHbI 1 OTCPOYAT NPOLIECC MPUEMKU AaHHOK TeXHoNorvu. MNMepeyncrneHHble Boille hakTopbl
MOTYT 3aTpyaHWUTL paboTy cuctemHoro agMuHuctpartopa. MNMpuHumn casoBoro nogxoaa obrnerdyaeT yCcTraHOBKY.
MonoxwuTtenbHas oueHka paboTsl IMMC, BeicTaBnIeHHas Nonb3oBaTesisiM1 Npy ee paccMoTpeHumn (0bcnegosa-
HWK), MOXET UMETb peLlaroLLee 3Ha4YeHKe Npu npuemke cuctemsl. MpocMoTp paboTel IMMC Ha cTagum ee ycTa-
HOBKW MNOMOXET CUCTEMHbLIM aAMUHUCTPaTopam B noadope nHhopmaLun Anst TOHKOW HACTPONKK.

8.6.3.2 YcTaHoBka Takke TpebyeT nnaHuposaHuns BygyLmx npobnemM ¢ cucteMoi, BKovasl oTcrexvsaHue
3TuX Nnpobnem, ycuneHve NogaepkkM KNMeHTa npoaasL,oM, 3anpockl 06 ycTaHOBNEHWU U BO3pacTaHUM Yucna
owmnbokK (kak AN NPOEKTUPYEeMOoro, Tak 1 OCHOBHOIO NMpoAyKTa), BOCCTaHOBSIEHWE CUCTEMbI, BOCCTaHOBMNEHNe
OaHHbIX.

8.7 ®a3za 6 — akcnnyartauus (pyHKLUMOHUpOBaHue) U o6cnyxusaHue

Bonpockl no skcnnyatauum n obecnyxusaxuio NIMMC skntoyatoT B cebsi pesepsrpoBaHme gaHHbIX, BOCCTa-
HOBMNEHWe AaHHbIX, ynpasneHue pasnuyHeiMy 6as3amMu AaHHbIX U 3adadaMuy no ontumMusalmmn, obenyxveaHue
nofib3oBaTeNbCKOro cyeta 1 obLlee pykoBOACTBO, HANpUMep, ynpasneHne CEPBUCHBIMU KOHTPaKTamu, a Takke
obenykvBaHue 1 MoAepHM3aLmMo NporpaMmmMHoro obecneveHusi/annapaTHbIX CPeacTB.

8.7.1 WTaTt JIMMC n opraHnsauus pasmeLeHUs

[Ons nabopatopuu co iTatom npubnunsutensHo 50 Yenosek MoXeT NoTpeboBaTLCA He MeHee OAHOO Yeslo-
BEKa C MOSHOM 3aHATOCTbLIO, 3aHMMaloLLLEerocs UckntounTenbHo obenyxusaHmeM NIMMC. B 6onblumnx nabopaTto-
PUSIX 3TUM MOTYT 3aHUMaTbCS OT ABYX A0 NATU COTPYAHUKOB C NOMHON 3aHATOCTbI0, Nnoggepvearowmnx JIMMC un
nabopaTopHyto asTomaTusauuto. Lrat JIMMC oBbl4HO NogaepkusaeT asTomMmaTusaumo nabopaTopmu, BKoUas
NMMC, nonyyeHue 1 HakonneHWe AgaHHbIX 1 poBOTOTEXHMKY. OpraHnsaLum, B KOTOPbIX CTb 0TAENbI Mo 0bpaboT-
Ke AaHHbIX, AOMKHbI PeLlnTb, rae pasMecTuTb WTaT no nogaepxke JIMMC — HenocpeacTeeHHO B nabopartopun
nnu B otaene no obpaboTke gaHHbIX. PaKTOPbI, KOTOPLIE ByAyT NPUHUMATLCS BO BHUMaHWE C TeM, 4ToBbI Kak
MOXHO nydyLle nogaepxueaTth JIMMC, omkHbI BKOYaTh B ceba 4OCTYMHOCTE U ONepaTUBHOCTL LWTaTa no nog-
aepxke NTMMC B oTHOLLEHUM 3aNPOCOB COTPYAHMKOB NabopaTtopum. B HeGonblunx nabopaTopusix dyHKLMU co-
TPYAHWKOB o noaaepxke JIMMC moryT 6bITh pacrnpegeneHsl Mexady coTpyaHukamm nabopatopun. Hasblkv pabo-
Thl C KOMMNBIOTEPOM U cucTemold, Tpebyemble Ans wrata JIMMC, BapbupytoT B 3aBUCUMOCTMN OT MPUMEHSIEMON
TexHonornn. Cuctemsl, BHeApsSieMble € UCMONb30BaHNEM OCHOBHbLIX CTPYKTYP UMM MUHUKOMMLIOTEPOB, 06bIMHO
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TPebyloT pecypcoB LWTaTa C HaBblkamy A4Sl NoaaepXKaHUs 3TON apXuTekTypel. MgeanbHelM kaHAMAATOM ANns
BKkrtoueHus B wraT JIMMC siBnsieTcsl nepcoHa Kak ¢ N1abopaTopHbIM, TaK U C KOMMLIOTEPHBLIM ONbITOM. HaiTi
noaxoasLLmMX KaHAAATOB Kak C 17abopaTopHbIM, TaK U C KOMMbIOTEPHBLIM OMbITOM MOXET BbITb 4OCTATOYHO CIOX-
Ho. CnegyeT OTMETUTb, UTO BonbLUMX yenexoB AobuBatoTcst Te nabopaTtopuu, B KOTOPLIX MPOBOAUTCA Mepuo-
Andeckoe obyyeHune nabopaTopHOro nepcoHana Ans nprobpeTeHns HOBbIX HAaBLIKOB paboTkl Ha KOMMNLIOTEPE.

8.7.2 Be3onacHocTb

MonuTyka 1 NpoLeaypbl 40MKHbI BbITh YCTAHOBMNEHBI TaK, YTOGLI 4OKYMEHTUPOBaTL AOCTYN Nosib3oBaTene
K AaHHbIM, MpuBMNernn ans obHoBNeHUs1, BBoAa 1 yaaneHus aaHHeIX. Mpusunerun B pamkax NTIMMC gomkHsl
6bITb 0603HaYeHbI B TEpMUHAX AeNOBbIX NOTPEBHOCTEN, rapaHTUPYA LIeNIOCTHOCTb AaHHbIX, pacCMOTPEHUe BOMNpo-
coB obecneveHuns 1 kKoHTpons kavectsa (QA/QC), 4enoByto 3TUKY U YBEPEHHOCTL 3aKasyuKa (KnmeHTa) OTHOCK-
TesbHO CEKPETHOCTM U Be3onacHOCTU AaHHbIX. JomkHa 6bITb ycTaHoBNeHa npoLieaypa JOKYMEHTUPOBaHNS U3Me-
HeHWs NpyBMNervin Ans none3osarteneit. MNMpoueaypa AoMKHa NPUHYMATE BO BHUMaHWe NooLLpeHue nosb3osare-
nen, 3aBepLUeH/e AeaTeNlbHOCTU (YBONbHEHWS) 1 NOHWKEHWE B AOSKHOCTU NOSb3oBaTenei.

8.7.3 PesepBupoBaHue, konupoBaHue

HorkHa BbITb yCTaHoBEHa NONUTUKA CO3faHWs pe3epBHbIX KOMWIA. MonnTuka gorkHa onpeaensaTtb TUnN
pe3epBHOI Konuu (KONWin) 1 4acToTy co3aaHusl pesepBHOr konuu (konuid). Mpobnema HeaonycTMMOCTY NoTepu
AaHHbIX 4OMKHA paccMaTpuBaThCs YpesBblYaiHo BHUMATENBHO.

8.7.4 ABapuiHoe BocCcTaHOBNEeHUe

JorxHa 6bITb ycTaHoBNeHa npoLieaypa aBapuinHoro BOCCTaHOBMEHWUS. TPeHWPOBOYHbIE 3aHATUA MO aBa-
PUAHOMY BOCCTaHOBMEHMNIO AOMMKHbI TPOBOANTLCS C ONPeAesIeHHOR YacTOTON.

8.7.5 ApxuB AaHHbIX

Apxue ganHbIx JIMMC gomkeH neprognyecky GONOMHSATLCS M UCMOb30BaTLCA, YToObI ynpasnaTe obnac-
TbHO MAMSITU CUCTEMBI U (DYHKLUOHMPOBAHNEM.

8.7.6 CucrteMmHoe agMUHUCTPUPOBaHUE

dyHkumoHuposaHue NNMMC B HopManbHOM peXxrMMe BKIloYaeT B cebsl pyTUHHbIE npoueaypbl o pernctpa-
Lumn obpasua, BBOAY pesynbTara, Nposepke (BepudukaLum) pesynbtata v oTyeTHoCTU. MNpoBepka LenocTHOCTH
AaHHbIX SIBSIeTCA NOCTOSIHHOW 3ada4ei. CneunansHoe nporpaMmmMHoe obecneyeHue cucTeMsl, ayanTopckasa npo-
cnexusaemMocTb, oT4eTsl FIMMC ncnonesyrotes, 4Tobbl KOHTPONUPOBaTL BEPHOCTL AaHHbIX JIMMC n uidopma-
Lmmn. Hosble npubopekl coeaunHstoT ¢ NIMMC ana nepeaaun uHdbopmauymu. CeA3W ¢ BHELWHUMU cucTeMamu noa-
AepxuBaroTcs u obenykusaoTes. 3agaum no npodunakTuieckomy 06CnyXMBaHUIO BLINOMHAKOTCA C UCMOMb-
30BaHWeM 3apaHee CoCTaBNeHHOro cnvucka. HemcnpasHble eauHULBI annapaTHoro o6opyaoBaHWA A0MKHBI pe-
MOHTUpoBaTkCSA. [Noaaepxkka nporpaMMHoro obecneyeHus nposoauTes npogasuom FIMMC, ncnons3syrowmm ro-
nocoBylto (TenedoHHy0) CBA3b, (hakc, INEKTPOHHYI0 NOYTY U MOAEMHYIO NOAAEPXKKY.

8.7.7 Perynupyiouime Tpe6oBaHus (HopMaTMBHbIE AOKYMEHTbI)

Okonornyeckue nabopatopumn A0KHbI NPUAEPXKUBATECA TPeboBaHWIN HOPMATUBHBIX AOKYMEHTOB U NPUH-
yunos GALP, GLP 1 GMP.

8.7.8 O6cnyxuBaHue U noanepxka

Ons kommepueckux FIMMC o6bI4HO cyLLecTBYIOT cornalleHus o nogaepxke u obcnyxxusaHun, KoTopble
OXBaTbIBAOT TEXHUYECKYIO MOAAEPXKKY C PasnUiHbIMU YPOBHAMU 0bcnyxusaHus. CornaweHusa o6 o6cnyxu-
BaHWM MOTYT BKItoUaTh B cebsi chopmMynmpoBaHHbIe Unu Nnpegnonaraemble YCNoBUS MOAEPHU3aLMKN Nporpam-
MHoro obecrneyeHus 1 0bydeHus], a Takke YeTKue onpegeneHns Kak Ansa nonb3osarens, Tak u Ana npoaasua o
npeanonaraeMbiX BUgax nogaepXXku Ha npoTshkeHUn aencTeuns cornawexuns. B cornawwernn 06 o6enyxmsaHum
[AOMKHO BbITh 06CTOATENBEHO 06BACHEHO, Kak ByayT paspeLuaTbca pasHOrnacusi OTHOCUTENBHO OBCNY)XUBaHUS, U
3TU NYHKTbI AOMMKHbI SIBIISITLCS YACTbIO KOHTPakKTa ¢ npoaasyom JIMMC.

8.7.9 KoHTponb u3MmeHeHUn

YnpasneHue KoHTponem/koHdurypauuein usmeHeHuni urpaet BaxkHyto porb B pabote JIMMC. UNameHeHus B
annapaTHbIX cpeAcTBax, nporpammHoM obecneveHun, nabopaTopHOM WTaTe U NabopaTopHO cpeae AOMKHbI
TLaTesbHO NPOBEpPSTLCS U KOHTponupoBaTbesl. MNpoaasel, 06bIMHO Nepuoanyecku oB6HOBNSIET NporpaMMHoe
obecneuverHue JIMMC. WTat noaaepxku JIMMC Toxe MoXeT HacTpansaTb NporpammHoe obecneueHve JIMMC.
O6HoBneHusI/HacTpoiikn  nporpammMHoro obecneveHns NIMMC HyxaaroTca B TecTUpoBaHUW/Banuaauum nepeq,
BBOZOM B 3KCrIlyaTaLmio HOBOIo NporpamMmmHoro obecnedeHus. MoctosiHHoe 0byyeHne nons3osatenei JIMMC u
oby4yeHve HOBbLIX Mosb3oBaTenein Heo6xoaAnMo, 4Tobbl NoNb3oBaTENU NoAAEPXUBaNU TekyLyto Bepcuio JIMMC ¢
HOBBLIMU XapaKTepucTukamu (napameTpamu). Mpouedypbl KOHTPoONs uaMeHeHuii IMMC omKHbI OCYLLLECTBIATLCS
Ha HavyanbHOW cTagun BHeApeHus. C MOMOLLLI0 Npoueayp KOHTPOS UBMEHEHUI AomkeH ObITb onpeaeneH Kpyr
S1LL, YNOMHOMOYEHHBIX (aBTOPU30BaHHbLIX) A1S YTBEPXXAEHUA U3MEHeHWIA (annapaTHbIX CPeAcTB U NPOrpaMMHOro
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obecneveHust). omkHbl 6bITb paspaboTaHbl cTaHAapTHeIE OPMbI NS NPOCIEXNBAHNS 1 yNpaBleHns U3MeHe-
HUAMU. ANbTepHaTUBO MOXET SIBNSTLCS NMOKYMNKa KOMMEPYeCKoro nporpaMmMHoro obecneyeHmst ¢ BO3MOXHOC-
TbHO KOHTPOIS UBMEHeHWI. HacTpoiku k kogam A0KHbl 6bITe SOKYMEHTUPOBaHbI Y YTBEPXAEHbI C UCTONb30Ba-
Huem chopmansHol npoLeaypbl. HacTpolikn AomKHEI BKToYaTh B cebsd o6bem paboT, AeTanuanpyioLLmii geno-
Bble MOTPeBbHOCTY NPU HAaCTPoliKe, AenoBble NOTPEBHOCTY YyCTaHaBNMBaOT KOAEKC AeNOBOro pernaMmeHTa, Koto-
PblIli 4OMKeH COOTBETCTBOBATL AeTallbHbIM (hyHKLMOHaNbHBIM TpebosaHnaM. MHdopMaums, npocnexvsaemas B
npoLiecce W3MeHeHWI, AoSKHa BKNoYaTh B cebs TpeboBaHus, KOTopble BCTpevatoTcs nepes yTeepXaeHnem
M3MeHeHWin, nepecMoTp uuncen (uudp) BCex KOAOB, NOABEPraloLLMXCA M3MEHEHUIo, OTBETCTBEHHOCTb 3a
OOKYMEHTUPOBaHWE UCMbITaHW, yTBEPXKAEeHWE U3MEHEHHBIX BEPCUIA 1 NepeMeLLeHNe U3MEHEHHBIX BEPCUA B MPo-
M3BOACTBEHHYIO cpeay.

8.8 ®a3a 7 — BbIBOA (M3BbATHE) IMMC 13 o6palueHus (3ameHa, apXuBupoBaHue)

8.8.1 ApxuBupoBaHue JaHHbIX UMK NepeMeLyeHne

8.8.1.1 BriBoa 13 ynotpebnenuns, 3ameHa (unun oba cnydas) NIMMC

MnannposaHue 3ameHbl IMMC gomKkHO NPoONCXoanTb B CAMOM Hadane xusHeHHoro umkna JIMMC. TexHo-
norusa (nporpaMmmHoe obecneyeHve 1 annapaTtHble CpeAcTBa) MeHSeTCst o4eHb BbICTPO. TexHonornieckuii Lk
YacTo kopoue, YeM TUNUYHBINA Lk BHeapeHust IMMC. MpoctoTa nameHeHus ogHol cuctembl JIMMC Ha apyryto
OYeHb BaXKHa B CBA3M C KOPOTKUM TEXHONOrMYeckUM LuknoMm. MosensioTca BoNpockl 0 TOM, Kak BOCCTaHaBMuW-
BaTb, 3anoMuHaTh KU coobliaTe o gaHHbIX JIMMC, cobpanHbix 13 cuctemsl NIMMC ctaporo BapuaHTa. K aTum
BOMpocam oTHocsATCS: NpeobpasyeTe v Bbl cTapble (pekoMeHaoBaHHbIe) AaHHbIe, nogaepxuBaeTe v Bol cTa-
pble annapaTHble CpeacTBa, YTobbl BOCCTaHOBUTL AAaHHbIe Ha OrpaHnYeHHoN 6ase (BbICOKUIA PUCK Ha MPOTSKEHUN
cpeaHero v AnuTenNbsHOro neprvoada BpeMeHu), nim copachiBaeTe BCe AaHHbIe B CUCTEMY TPeTbe CTOPOHbI Anst
apxvea?
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Mpunoxenune X1
(pekomeHayemoe)

KoHTponbHbLIA cNUCOK Tpe6oBaHui K (pyHKLUMOHANbHBLIM
Bo3MoxHocTaM JIUMC

X1.1 [aHHbIil KOHTPOMbHLIKA cnncok TpeGoBaHuii K dyHKLUMOHaNbHbIM Bo3MmoxxHocTam JIMMC npegHasHadeH ans
nonb3oBaTenen HacToswero «CtaHgapTHoro pykoeogctea no JIMMCy, koTopeie paccmaTpyBaloT BONPOCH! 3aKynku, Mo-
AepHnaaumm unm passepTbiBannsa JIMMC. MockonbKy Leny BecbMa OBLKMPHBI, O4YeHb BaXHO, YTOGLI MOMNL3OBaTENMN WC-
nonb30Banu AaHHOe PyKOBOACTRBO B TOT Neprog, KOoraa oHu cobupatoT u AoOKYMEHTUPYIOT COBCTBEHHbIe PYHKLMOHANbHbIE,
TexHnueckne TpeboBaHus, a Takke TpeboBaHUs K 6&30NacHOCTU M GUaHEec-NpoLeccam, OTHOCALMMCA K NOTpeBHOCTAM
MX KOHKPETHOrO MpoekTa.

X1.2 Xopowo npogyMaHHbIi 1 BbINOJHEHHbIV npouecc cGopa TpebGoBaHuii, oxBaTbiBaOWMUA OBLMPHYIO rpynny
3anMHTEepPeCcOBaHHbIX CTOPOH, BKIovasi TeX, kTo ByaeT cosgaeaTk MHTepdelickl ¢ cuctemoii JIMMC, saBnsaeTca KpUTM4eckum
anemeHTOM ycnewHoro npoekra JIMMC. 3adacTyto rpynna 3anHTepecoBaHHbIX CTOPOH HaXoaMUTCsl BHe WTaTa naboparo-
pvu 1 BKNtovaeT B cebs npeacTaBuTeneil, 3aHMMaoLWMXCs TakMMu npobnemamu, kak kavecTBO, HOPMAaTUBHOE perynupo-
BaHWe, MpOM3BOACTBO, NPOEKTUpOBaHue U ynpasneHune. Ecnm npouecc cbopa TpeboBaHuii, KOTOPLIA B TUMMYHOM Cny4yae
COCTOUT U3 PACCMOTPEHMA CYLLECTBYIOWMX AOKYMEHTOBR, ONPOCa 3aMHTEPECOBaHHbLIX CTOPOH U COBMECTHBIX 3acegaHui
no o6cyxaenuio npoekta npunoxenuii (JAD, Joint application development — coBmecTHas paspaboTka NpunoxeHun),
He reHepupyeT HeOBXOAMMOro YPOBHS AeTanuaaummn kaxgoro Tuna TpeboBaHuii, ManoBeposiTHO, YTO NepBoHaYanbHbIN
BapuaHT JIMMC BygeT ycnewHbIM.

X1.3 KOHTpOIbHbIV CNMCOK yHKUMOHaNbHbIX Tpeboranuii JIMMC npeactaeneH B BUuae kpynHodopmaTHoi Tabnm-
ubl. Tabnuua nmeeT NATb KOMOHOK, KaKAas M3 KOTOPbIX ONUCaHa HUXe.

X1.4 TepBan konoHka BkNioYWaeT B cebsi CCbiNoYHY0 HyMepaumio. OTa konoHKa BkoyaeT B cebsi nepekpecTHo-
CrpaBoyYHble KoAbl, MPUBEAEeHHbIe Ha pucyHke 2. MepekpecTHO-CnpaBoYHass HyMepauusl UCnornb3yeTcs BO BCEM [OKY-
MEHTE W AOMMKHa MCMONBb30BaTLCH ANA NONyYeHUst AeTanbHoW MHopmaumm o 3HaqveHnn kaxgoro TpeboBaHusi, oNMcaH-
HOro B HacToOsAWEM cTaHgapTe.

X1.5 Bropas konoHka «PyHkuma NIMMC» npegHasHadeHa ansa nepedmcrienns nepeuyHbixX dpyHkumin JIMMC, Bknio-
Yas paboune/npoueccHble NOTOKW, NOTOKM AaHHbIX, BKNovaowme B cebs Bepudrkaumio (MPoBEPKY), Banuaaumio U Bbl-
nyck, a TAKKe PacCMOTpeHne HyHKUUIA YNPABNEHUs KM3HEHHbIM Uuknom npogykta JIMMC, Takux kak apxmeupoeaHune
M n3bATUE U3 3kcnnyaTaummn. C Apyroi CTOPOHbI, 3TV 3NEMEHThI AOMKHbI ObITh Aanee paznoXxeHbl Ha COCTaBHbIE YacTu U
noaBeprHyThl HACTpolike B COOTBETCTBUM cO cneuundudecknmmn TpeboBaHmaMu K npoekTy. K kputepusam, kotopble 6yayTt
pPaccMOTPEHBI, Takke OTHOCSTCS BbLINOMHEHWE NPOAABLIOM CBOMX 06513aTEeNbCTB M OUEHKA CTOUMOCTM.

X1.6 TpeTbsi KONoHKa «KpUTUYHOCTBE» YKa3blBAET HA CTENMeHb KPUTUHHOCTU KAXAOro 3nNemMeHTa, NpuBeaeHHoro B
cnucke OyHKUMIA. «KPUTUHHOCTLY B 3TOM Cry4dae OTHOCMTCSA K NOTpebHOCTAM BuaHec-npoueccoB Ans 0CobeHHbIX PyHK-
LM B NnepevHe BO3MOXHOCTEN. Hanpumep, KpUTMYHOCTE MOXET ObiThb BbipaxeHa cnegyowmm o6pasom:

X1.6.1 Bbicokui, cpegHni, HU3KWIA YPOBEHb.

X1.6.2 CnyvaiiHasi unu cataneHas owwnbka B nporpaMMHOM obecneveHnmn; Heo6xoanumMocTb Unu NpeanoYTeHne
(npu BbIGOPE DYHKUMOHANBHOCTMW).

X1.6.3 KputnuHas, BaxkHasi, xenatenbHast yHKUUS.

X1.7 BaxHo, 4T00OblI BO Bpemsi c6opa, hopMMpoBaHUsl U CermeHTupoBanHust TpeboBaHuii oHW KnaccuduunpoBa-
NUCb ANst OTPAKEHUSI KPUTUYHOCTH, Tak kak bonbwmHeTBo cnctem JIMMC He o6ecneunBaeT Bcex xenaternbHbIX (DYHKLU-
OHarnbHOCTEN B «KOPOGOYHOMY» NPOAYKTe, Aaxe nocrne oGLMPHOro KOHUIypupoBaHUsl NN HACTPOWUKU. YueT KpuTudec-
Koro chaktopa Anst Kaxaon dyHKLUM NoMOoXeT B oueHke npogykra. Hanpumep, ecrnv noteHumansHoe pelueHue arisi
npoaykTa He MoxeT ob6ecneynTb Ka4eCTBEHHOE NMPUMEHEHWE CrTOXHON unu Tpebyemoil nonb3oBarenio GyHKUMKU, OHO
(peweHne), kak npaeuno, byaeT ycTpaHeHo ans 6yaywero paccmoTpenus. Ecnu dpyHKUMM OTHOCATCS K pa3psifly HECMOX-
HbIX WIK >xenarterbHbIX, TO NONb30BaTeNb MOXET NMPUHATL peleHne AnsA BbIGopa 3Toro NnpoAykra, Ho A0IKEH NPU3HaThb
orpaHuyeHne, NaeHTMMULMPOBaHHOE B NpOLEcce aHanvM3a HegoCTaTKoB.

X1.8 YeTBepras KornoHka «BoamOXHOCTM» npegHasHa4aeTcs gnsa Toro, YTobbl pAacCMOTPETbL MPOEKTHLIE NOTPED-
HOCTU B onpepeneHun yHKLMoHanbHbIX obnactein npoekta JIMMC. Beog o6bivHO orpaHMumBaeTcsi NnpocTbimmu Bynesc-
KUMW 3HaveHusiMu, T. e. da/vet, T/F (true/false — npaBunbHo/ownbo4Ho), 0/1 n 1. A.

X1.9 Matasa konoHka «OnpegeneHne BpeMeHn» MMeeT OTHOLWeHue K Tou dase BHeapeHust JIMMC, rae Tpebyetcs
AaHHas yHKUMoHanbHasi BO3MOXHOCTb. BHeapernne crnoxHbix cuctem JIMMC pacnpepgensietcst no  atanam, corfiacHo
KOTOpbIM onpezeneHHble 6a3oBble yHkumMm JIMMC BHEApAOTCA Ha paHHUX 3Tanax, a JonornHuTenbHble yHKUMK [0-
6aBnsilOTCA Ha nocrneyowmx atanax. BHeapswowasa opraHnsauma MOXeT 3apaHee onpefenutb nNpubnuantensHoe
pacnpegeneHue no atanam M ykasaTb B CNWUCKE, KaKoOMy 3Tarny BHEAPEeHWUA COOTBETCTBYET Kaxaas n3 dyHkuni JIMMC.

X1.10 HacToswumin ctaHgapT pekomeHayeT nonb3osaTtensam JIMMC ncnonb3oBaTtb AaHHbIA CNMCOK 0COGeHHOCTElN/
OYHKUMIA B Ka4eCTBE UCTOUHMKA, KOFga OHU HaunHaoT cBop, cerMeHTUpoBaHue, pacnpeaeneHue no NpUopuTETHOCTK, a
Takke JOKYMEHTUPOBaHWE TpebGoBaHWI K PYHKLUMOHAMNBHBIM U TEXHUYECKMM BO3MOXHOCTSIM, 6€e30nacHOCTU U AenoBon
aKkTMBHOCTM Mx Bygaywer cneunduyeckorn nepeoHaqansHor JIMMC.
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Homep ccbinku ®ynkuma NMAMC KpuTuuHocTb (2;7:(;‘?) O;;):S;Ts:?(e
rpaHuL,

LC-1.1 Pernctpaums

LC-1.1.1 Pernctpauust o6pa3uUoB B aBTOMaTUHeCKOM
pexunme

LC-1.1.1.1 KaneHgapHoe nnaHupoBaHue permcrpa-
uumn o6pasuoB

LC-1.1.1.2 MnaHvpoBaHue perncTpaumm o6pasLos —
3anyckatwouiee cobbiTne

LC-1.1.1.3 Pernctpauusi 06pasuoB ans nayydeHusi cra-
6unbHOCTU

LC-1.1.1.4 MpepBapuTenbHasa pernctpauns obpas-
LOB

LC-1.1.1.5 Pernctpaums pabovero notoka sanylueH-
HbIX 06Gpa3suoB

LC-1.1.1.6 Perncrpauusi o6pasyoB U3 BHELHWUX CUC-
TeM unu cannoe

LC-1.1.1.7 MpuceoeHne MapKkMpoBKK KaxaoMy obpas-
Uy B aBTOMaru4eckoM pexume, Npon3Bo-
anmoe JIMMC

LC-1.1.1.8 OT4eTbl 0 perncrpaumm obpasuoB

LC-1.1.2 Perncrpauus obpasLoB B Py4YHOM peXu-
Me

LC-1.1.2.1 Perncrtpauus otgensHoro obpasua

LC-1.1.2.2 Wcnonbayemble WaGroHsbl

LC-1.1.2.3 CneuvanbHble criydam

LC-1.1.24 Perncrpauusi Heckonbkmx o6pasuoB

LC-1.1.2.5 Wcnonbayemble WaGroHsbl

LC-1.1.2.6 CneuvanbHble criydam

LC-1.1.2.7 OT4eTbl 0 pervcTpaummn o6pasuoB

LC-1.1.2.8 Moaundukauma ncnelTaHnsl, Ha3HaA4YeHHO-
ro Ha obpasubl B Te4eHUe peructpauuu
obpasuos

LC-1.1.2.9 Mpoussogmmasa JIMMC yHukaneHasa Hyme-
pauusi, HadHa4YeHHas Ha kaxablii obpasel
B aBTOMaTU4eCcKkoOM peXnMe

LC-1.1.2.10 CneumnanbHas pernctpaumsa obpasua u
Ha3Ha4YeHWe Ha WchnbiTaHue

LC-1.1.3 WcnbiTanne rpynn o6pasuos

LC-1.1.3.1 Permctpaums rpynnsl unv naptum obpas-
LOB

LC-1.1.3.2 Perncrpauusi o6pasyoB U3 BHELHWUX CUC-
TeM unu cannoe

LC-1.1.3.3 OnpegeneHHble Nonb3oBaTeneMm MeToabl

perncTtpaumm obpasuos
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LC-1.1.34 OnpepgeneHHble Nonb3oBaTenem o6pasubl
ANns perucTpauum, oToGpakeHHble Ha 3K-
paHe

LC-1.1.3.5 MpocTtoTa perncrpaunmn o6pasLoB

LC-1.1.4 [MpumeHeHne cneumndukaumn anst UCnbl-
TaHUi

LC-1.1.4.1 LlabnoHbl ansi ycTtaHoBreHWsl Npeaencs B
UCTbITaHUSIX, KOTOPbIEe AOMKHbI ObITb Npe-
aonpeaeneHsi

LC-1.1.4.2 HobGaenenne unu yganeHne UCNbITaHWMA
Ny npodunen ansa 3aperMcTpupoBaHHbIX
obpasuos

LC-1.1.4.3 Perncrtpauusi o6pasuoB U3 BHELHUX CUC-
TeM unu cannoe

LC-1.1.4.4 Pernctpauus noctynneHusi obpasua ans
npeaBapuTeneHOl pernctpaumm obpasua

LC-1.1.5 OTUKETKW/WITPUX-KOAbI

LC-1.1.5.1 Pacnevatka 3TMKETOK AN KOHTENHepoB
(c nnun 6e3 WTpKx-koa0B)

LC-1.1.5.2 PacnevaTtka otueTa TpebOBaHUIA K KOHTEN-
Hepam u3 pacnucanusi (rpacuka)

LC-1.1.5.3 PacneuaTka 3TMKETOK M3 XXypHana perucr-
paumu 06pa3LoB (Co WTpMX-kogamm)

LC-1.1.54 PacneuaTtka 3aTukeTok u3 pacnucanus (rpa-
uka)

LC-1.1.5.5 Pacnevarka gaHHbIX 0 MOCTynneHun obpas-
ua

LC-1.1.5.6 Pacnevartka mapLipyTHOro nucra o6pasuos
u3 pacnucanusi (rpacuka)

LC-1.1.5.7 OnpegeneHHble nonb3oBaTenem dopma-
Tbl 3TUKETOK

LC-1.1.5.8 lMpocToTa dyHKUMM NPUCBOEHUS MapKu-
POBKM

LC-1.2 Ynpaenenue obpasyamu

LC-1.2.1 MonyyeHne obpa3suos

LC-1.2.2 PacnpegeneHne obpasuos/uenoyka xpa-
HeHus nHdopmaummn o6 obpasue

LC-1.2.21 Llenouka xpaHeHusi nHgpopmaumm ob 06-
pasue

LC-1.2.2.2 MapuwpyTtusauus (HanpaeneHue) obpas-
LOB

LC-1.2.2.3 XpaHeHue u yaaneHne o6pasLoB

LC-1.2.24 YnpaeneHne UHBEHTapu3aunen xpaHumbl-
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LC-1.2.2.5 PasmvelweHne obpasuos/ynpaeneHue pas-
MelLeHNEM

LC-1.2.2.6 HocTyn k uHopmauumn o pacnpegeneHum
o6pasuoB, xpaHeHun 1 6e3onacHoOCT B
peXUME «OH-NanH»

LC-1.2.3 OTuyeTHOCTB

LC-1.2.3.1 Paboumne nucTbl gns cekuuii 1M aHanuTu-
KOB: pacnevaTtka 3akasoB ansi pabouen
rpynnsl 1 aHanMTUKOB

LC-1.2.3.2 Pa6ouune nucTel ansi rpynn cneuuanmanpo-
BaHHbIX 00pa3LoB: pacnevaTtka 3aka3oB

LC-1.2.3.3 INMucTel pacnpegenexns o6pasUoB

LC-1.3 OcHoBHble paboune notoku nabopaTopum

LC-1.3.1 HasnaveHnvne ananutuka

LC-1.3.11 Bbibop mMeTogoB ucnbliTaHus Unu obpas-
LOB

LC-1.3.1.2 OnpegeneHHble Nonb3oBaTeneMm MeToabl
HasHa4eHusi Ha paboTy

LC-1.3.1.3 Paboune nucTbl gns aHanuTuka (pacneva-
TaHHbIE UKW B 3MEKTPOHHOM BUAE)

LC-1.3.1.4 Ilnctel pacnpegeneHus

LC-1.3.1.5 Llenoyka xpaHeHus wHGopmaumm o6 06-
pasue

LC-1.3.1.6 MapuwpyTtusauusa (HanpaeneHue) obpas-
LOB

LC-1.3.1.7 XpaHeHWe 1 BOCCTaHOBeHWe 06pasuoB

LC-1.3.1.8 [MpoBepka cepTudukaummn aHanuTuka

LC-1.3.2 HaszHnaueHne Ha npubopsl

LC-1.3.21 BuiGop 3agau

LC-1.3.2.2 [[eHepupoBaHue nocnegoBaTenbHOCTHU
npubopos unu ynpaensiowero danna

LC-1.3.2.3 (MonbiTka 3arpy3kn 1 nepegayv nocneno-
BaTenbHOCTU B dhaiin)

LC-1.3.24 MpoBepka kanubpoBKM U OGCNYyXMBaHWS

LC-1.3.3 BBOA AaHHBIX B PyYHOM pexunmMe

LC-1.3.3.1 OtaenbHblli 0obpasely cornacHo o6pas-
uy/meneITaHuio

LC-1.3.3.2 MHorouncneHHble o6pasubl COrMacHo pa-
H6ouemy NUCTy 3aKa30B U UCMbITAHWIA

LC-1.3.3.3 PaGounin nucT BBoAa AaHHbIX ANs OTAerNb-
HOrO M MHOTOYUCIIEHHbIX 06pa3LoB

LC-1.3.34 OnpegeneHHbIn NoNbL3oBaTeNnemM MeToq

BBOAA pe3ynbTartoB
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LC-1.3.3.5 KpynHodopmaTHele Tabnuupsl nnu npege-
bl AN aBTOMaTUYECKOro BBoAa

LC-1.3.3.6 YnpaeneHne MHBeHTapmaaumen XpaHmMblX
obpasuos

LC-1.3.3.7 PacnonoxeHue o6pa3LoB u ynpaereHue
MX pacnosioxeHnemM

LC-1.3.3.8 HocTyn k uHbopmauumn o pacnpegeneHum
o6pa3yoB, xpaHeHntio 1 6e3onacHoCTn B
pPeXUME «OH-NanH»

LC-1.34 ABTOMaTUYECKUIA BBOA AaHHbIX

LC-1.3.4.1 CTtaHgapTHbI UMHTepdeiic npubopos
RS-232

LC-1.3.4.2 Cuctembl cbopa

LC-1.3.4.3 YnpasneHvne npubopom (gByHarnpaereH-
Hoe)

LC-1.3.4.4 YnpaeneHne aBTocammniepom

LC-1.3.4.5 Po6oTuanpoBaHHbIe CUCTEMBI

LC-1.3.4.6 [MpocMOTp aBTOMaTUYECKN BBEOEHHbIX pe-
3ynbTaToB

LC-1.3.4.7 Mepenava (nepeHoc) daiinos

LC-1.3.4.8 OnpegeneHHbIn Nonb3oBaTenemM UMNoOpT
WHCTPYMEHTOB

LC-1.3.4.9 Beog pesynbraTtoB oT obpasuoB, nepe-
CNaHHbIX U3BHE U U3 YYyXXUX CUCTEM

LC-1.4 MpocmoTp (paccMmoTpeHue)

LC-1.4.1 Bepuduvkauma paHHbIX

LC-1.4.1.1 MpocMoTp (paccmoTpeHne) u Bepucuka-
UUsI UCMbITAaHWUIA PYKOBOACTBOM, KOHTpOIe-
pom, cneumnanuctTom B obnacTtmn obecneve-
Hus1 kadecTBa (QA)

LC-1.4.1.2 MepennaHnpoBka McnbITaHWiA, 06pasLoB

LC-1.4.1.3 YTBepxaeHne obpasuos

LC-1.4.1.4 Cratyc coeavHeHVs C BHELWHUMW cUcTema-
MU

LC-1.4.1.5 OnpegeneHHble NoONb3oBaTeNeM MeToabl
NpocMoTpa W yTBEPXKAEHUS

LC-1.4.1.6 PepaktnpoBaHne/koppeKkumst gaHHbIX

LC-1.4.1.6.1 MHopmaums o pegaktmpoBaHun obpas-
ua

LC-1.4.1.6.2 PesynbTaTthl pegaktMpoBaHusi UCNbITaHWs

LC-1.4.1.7 YTepsiHHble cneundukaunm

LC-1.4.1.8 MpnGnmanTenesHas npoBepka cneunduka-
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LC-1.4.1.9 OnpegeneHHas nonb3oBaTtenem nNpoeBep-
ka cneunduvkaumi

LC-1.4.1.10 Onpegenenune cneuunanbHoOn cneumduka-
UMK nocne peructpauum obpasua

LC-1.4.1.11 Cneumncukalumn, OCHOBaHHbIE HA pe3ynb-
TaTax ucnbiTaHum

LC-1.4.1.12 MpeaynpexgeHue nonb3oBaTenio o cne-
undurkaumm (cribilummoe, oTobpaxeHHoe
Ha sKpaHe coobuieHne, BbiaerneHne LBe-
TOM, cneumarneHas OTMeTKa, curHan)

LC-1.4.1.13 OnpegeneHHbIi MO 3akasy Nonb3oBaTens
anropuTM Ans NpoBepku cneundmkaumm

LC-1.4.1.14 PaccmoTpeHve n yTBepxaeHue pesynbra-
TOB

LC-1.4.1.14 1 PaccmoTpeHue v Bepudukaums ucneita-
HUA

LC-1.4.1.14.2 MepennaHmpoBka WcNbITaHWK, 0GpasLoB

LC-1.4.1.14.3 YTBepxaeHne o6pasuoB

LC-1.41.14.4 CraTtyC yCTaHOBMEHUSI CBA3W C BHELLHUMMU
cucTemamm

LC-1.4.1.14.5 OnpegeneHHble nonb3oBatenem MeToabl
paccMOTPEHUS U YTBEPKAEHUS

LC-1.4.2 Banugauusa gaHHbIX

LC-1.4.21 OnvHa nons (nHdpopmauum)

LC-1.4.2.2 Twn gaHHbIX

LC-1.4.2.3 dopmaTt gaHHbIX

LC-1.4.24 BbluncneHnums

LC-1.4.2.4.1 Bbluncnenuns gnst oT4enbHOro Unu He-
CKOIMBbKUX WCMbITAaHUN

LC-1.4.2.4.2 Bbluncnenuns gnst oT4enbHOro Unu He-
CKOIbKMX 06pa3LoB

LC-1.4.2.4.3 HarnsigHas (geckpuntuBHasl) ctaTucTmka

LC-1.4.24.4 YcoBepLIEHCTBOBAHHbIE MaTeMaTuyeckme
dyHKUUK

LC-1.4.2.4.5 OnpepgeneHHble nonb3oBatenem PyHKUum

LC-1.4.2.4.6 CoeavHeHus ¢ NpexXHUMKU pesynbratamu

LC-1.4.2.4.7 ®yHKLMM TPUITEPOB/CUCTEMHBIX COOBLITUIA

LC-1.4.2.4.8 Bubnnoteka maTemMaTUYecKux noanpo-
rpaMmm

LC-1.4.2.4.9 dakTopbl NOAroToBKM o6pasua

LC-1.4.2.4.10 InHelinasa kannbGpoBka

LC-1.4.3 Tpurrepbl pabovero notoka
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LC-1.4.4 CootBeTtcTBue ERES

LC-1.4.5 YpoBHM NpegenoB AaHHbIX: OAWH, ABa,
oM +

LC-1.4.6 Mpobnembl ¢ npegenamv oGHapyXeHusi
obpasua npnGopom

LC-1.5 Bbinyck pe3yneTaTtos

LC-1.51 PesynbtaThl AN oTAenbHbIX UCTBITAHWUMA

LC-1.5.2 Pesynbtathl gns otgensHoro obpasua

LC-1.5.3 PesynbTtatel gna naptuu/cepun

LC-1.6 OTueTHOCTB

LC-1.6.1 CnocobHOCTL K reHepauun cneuunanbHbIX
oT4eTOB

LC-1.6.2 MpeaBapuTenbHo oTOpMaTUPOBaAHHbLIN
cepTudukaT aHanuaa

LC-1.6.3 OTt4eTbl 0 BM3Hec-npoueccax

LC-1.6.3.1 OTaenbHbeIi 06pasel

LC-1.6.3.2 OT1ueThl 0 cTaTyce obpasua

LC-1.6.3.3 OT4eTbl 0 rPyNNoOBbIX aHaNM3ax

LC-1.6.34 OTyeT 0 cepTudukarax aHanmaa

LC-1.6.3.5 OT4eTbl 0 pesynbTaTax, BblpaXeHHbIe rpa-
duyeckmn

LC-1.6.3.6 OTuyeTbl, ONpegeneHHble NoNb3oBaTeNneM,
W crieumarnbHbie OTYeThl

LC-1.6.3.7 WHCTpyMeHTanbHbI MHTEpPdec ans oT-
YETOB TPEThHEN CTOPOHLI

LC-1.6.3.8 OT1ueThbl 0 pabouel Harpy3ske (3arpyske)

LC-1.6.3.9 [MpocpoyYeHHble OTYETHI

LC-1.6.3.10 OT1ueTbl 0 Harpy3ske npubopa

LC-1.6.3.10.1 McnbliTaHus, BbINOMTHEHHbIE ONEPaToOpoOM
Ha npubopax

LC-1.6.3.10.2 McnblTauna ans oueHKM MCNonb3oBaHuA
npubopa n cooTBeTCTBUSA DYHKUMM «YNpaB-
NeHne NpoeKTOM»

LC-1.6.3.11 YnpaBneHue kanubposkol npubopa

LC-1.6.3.12 OTueThl 0 3arpy3ke (Harpyske) nepcoHana

LC-1.6.3.13 Byxrantepckue oTyeThl

LC-1.6.3.13.1 OTyeTt o pacnpegeneHumn 3atpaTt: obwme
pacxofbl, aCCUrHOBaHHbIE CHETOM

LC-1.6.3.13.2 BbinonHeHne pacyeToB NO HaknagHbIM

LC-1.6.3.13.3 COBOKyMHbIE N3OEPXKKM MO c4HeTaM

LC-1.6.3.14 KaTanor Bo3moxHOCTEN
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LC-1.6.4 OT4eTbl B COOTBETCTBMM C HOPMAaTUBHBLIMU
OOKYMeHTamu

LC-1.6.4.1 OT14eTbl 06 ayaAMTOPCKOM MPOCIEXUBAHUN

LC-1.6.4.2 OT4eTbl 0 NPOMCLLECTBUSAX

LC-1.6.4.3 HokymeHTaums o6 3neKTPOHHbIX JaHHbIX

LC-1.6.4.4 OT4eTbl 0 Lenoykax XxpaHeHnst MHdopma-
uumn 06 obpasuax

LC-1.6.4.5 OT1ueTbl 06 obecneveHun kadectea (QA)

LC-1.6.4.6 >KypHan peructpauumm u obcnyxusaHusi
TpaHcakumu

LC-1.6.4.7 YnpaeneHne UHBEHTapusaumnen

LC-1.6.4.8 OT4eThbl 0 KaNMBpPOBKE UHCTPYMEHTA

LC-1.6.4.9 OT14eTbl 06 NCKMNIOUYEHUSIX

LC-1.6.4.10 OT4eTbl 06 MHBEHTapMU3aUUM peareHToB U
cTaHaapTHeIX 06pasuoB

LC-2.3 ApxuBnpoBaHue

LC-2.3.1 [aHHble/MeTagaHHble

LC-2.3.2 Kog koHurypupoBaHus/kog 3akasuyvka

LC-2.3.3 BoccTaHoBneHne gaHHbIX U3 apxuea

LC-2.34 PasmeweHne

LC-2.3.5 Mcnonb3oBaHue: nogaepxka ncropmyec-

KMX TEHAEHLMIA N COOTBETCTBMSA HOPMaTUB-
HbIM TpeboBaHUAM

LC-2.1 M3bsaTne na obpaleHust

LC-2.1.1 MnanupoBaHune

LC-2.1.2 [MoarotoBka AaHHbIX

LC-2.1.3 MoaroToBka nporpammMHoro obecneuveHus

LC-2.1.4 MogrotoBka annapaTHbIX CPEACTB

SM HapgexHocTb cuctembl U TpeboBaHus K
o6ecnyxnBaHnio

SM-1 Ob6cnyxuBaHue 1 MogepHU3aums npo-

rpaMmHoro o6ecrneveHus

Yacrota mogepHusaumii (0GHOBIEHMIA)

YcTaHoBKa HOBOIO BbiNyCKka napannenbHoO
ncnbiTbiBAEMOMY

MepeHoC AaHHbIX K HOBOMY BbIMYCKY

HokymeHTauusa o MogepHU3auunsax npo-
rpaMmHoro o6ecrneveHus

MpocToTa npouecca MoaepHU3aLnn

SM-2 YnpaeneHue npobnemamu
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SM-2

Mpo6nemsbl KOHEYHOrO MONb30BaTENS

PaclwvpeHne nogaepxkm npogaeua

SM-3

O6yueHne

KoHeuHbIi nonb3oBaTternb

OnbITHBIA Nonb3oBaTenb

AaMuHucTpaums

SM-4

KOHTpONb M3MEHEeHUN

MameHeHne kopaa

Cratudeckas Tabnvua n cneuyndpmkaumst

Cuctembl UCMbITaHWUA Ans paspaboTku U
MCMbITaHUSA U3MEHEHWI

SM-5

ApPXVBMPOBaHNe, pesepBupoBaHne n BOC-
CTaHOBMNEHNe

MeproanmyHOCTb apXMBUPOBAHUST AaHHbIX

MepnoanyHoOCTL pe3epBUPOBaHUST 4AaHHbIX

nepVIO,D,VI‘-IHOCTb BOCCTaHOBNEHNA OaHHbIX
N3 apxmea UCNbITyeMbIX CUCTEM

MeprognyHOCTb BOCCTAHOBMNEHUST AAHHbIX
M3 pe3epBHbIX KOMWI Anst UCMLITYEMON Ch-
cTeMbI

SM-6

AyauTopckoe npocnexuwBaHve

PepakTMpoBaHve ypoBHS pesynbTaTta

PenaktnpoBaHue ypoBHs obpasua

PepaktmpoBaHme cTpykTypbl 6a3bl 4aHHbIX
JINMC

CTpykTypa ncnbiTaHum

Cneuundukaumm

Metoabl JIMMC

SC

dasbl Xns3HeHHoro umkna JIMMC

SC-1

MHnummnpoBaHue npoekta/aHanna tpebo-
BaHuWi

SC-1.1

Crpykrypa 6a3bl gaHHbIX

SC-1.1.1

Mnockasn darnoBas cuctema

SC-1.1.2

PensiumornHas 6asa gaHHbIX

SC-1.1.3

KnueHT-cepBepHas/pacnpegeneHHas
6a3a gaHHbIX

SC-1.1.4

CornacoBaHue Tekywen nHPopMaLmnoH-
HOW CTPYKTYPbl U B3aUMOCBSI3EN

SC-1.1.5

CornacoBaHune Tekywmx nabopatopHbixX
mMartepuanos, UcnbiTaHnin u cneyndurka-
ummn
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SC-1.1.6 CtpykTypa 6a3bl aarHeix JIMMC ansa 06-
pasuoB U pe3ynbTaToB: AOCTYM K COOTBET-
cTByloWwel naboparopum

SC-1.1.6.1 CrpykTrypa 06pasLoB, pe3ynbTaToB, Marte-
puanos, Npocunen, NCNbITaHWUN, pe3yrb-
TatoB M cneundukaunm

SC-1.1.6.2 B3aumocBsasb mexay obpasuamu U uchbl-
TaHusIMK

SC-1.2 WHcTpymeHThl 6a3bl JaHHbIX

SC-1.2.1 OnpepgeneHHble nonb3oBaTtenem T1abnu-
Ubl, MOJISA, UHAEKCHI, pacluMpeHne rnornen

SC-1.2.2 OnpeaeneHHble Nons, aBTOPU3OBaHHbIE
no TUNy AaHHbIX, KaTeropuu, rpynne,
nonb3oBaTento

SC-1.2.3 Moaynu nmnopta/akcnopta JIMMC

SC-1.24 ABTOMaTMUecKasa pecTpykrypusauusa cra-
pbIX A@HHBIX B HOBOW CTPYKTYype

SC-1.3 WHCTPYMEHTBI KOHPWIyprpOBaHMs

SC-1.3.1 OnpegeneHne maTtepuana

SC-1.3.2 OnpegenexHne ncnbiTaHUA

SC-1.3.2.1 McnbiTanms, cesidaHHble €O cneuundunyec-
KUMWU MaTepuranamm

SC-1.3.2.2 CTtaHgapTHble MCMbITaHUS

SC-1.3.2.3 OnpegeneHne cneunanbHOro UcnbiTaHUs
B npouecce perucrpauun obpasua

SC-1.3.24 MpoxoxaeHne/oWwnGoUYHOCTE UCNLITAHWUIA

SC-1.3.2.5 CB0GOAHO KOMMEHTUPYEMBIE UCMbITAHKS

SC-1.3.2.6 MeHto BbIGOpa McnbITaHWiA

SC-1.3.2.7 YucneHHble ucnbiTaHms

SC-1.3.2.8 YuncneHHble MCNbITAHUS C BblYMCNEHNSIMU

SC-1.3.3 OnpegeneHve pesynbTaTtoB u Habnwoge-
HUI

SC-1.34 OnpegeneHne anroputma

SC-1.3.5 Onpegenenve npoduns

SC-1.3.6 OnpegeneHne xpoHoOMeTpaxa

SC-1.3.7 OnpepgeneHve cneundukalymm

SC-1.3.8 KoHTponb nepecMoTpoB

SC-1.3.9 M3ameHeHns ayanTopckoro npocnexvBa-
HUsl

SC-1.3.10 OT4eTbl NO KOHPUIYPUPOBAHUIO

SC-1.4 CBs13M C OCHOBHBIMWU LIENEBbIMU UHCTPY-

MeHTaMu
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(0]
Homep ccobinku dyukuma NIUMC KputuuHocTs 827:;?) ;‘f:“ﬁsas:;e
rpaHu,

SC-1.4.1 Pa6ota B Word

SC-1.4.2 KpynHomacwTabHele Tabnuubl

SC-1.4.3 BennbiBaowmi kanbkynsaTop

SC-1.4.4 Cratuctuyeckuin aHanua

SC-1.4.5 ["pachuyeckas npeseHTaums

SC-2.0 MpoekT

SC-2.1 Ob6ecneveHne hyHKLMOHaNbHbIX TpeboBa-
HURA

SC-2.2 O6GecneveHne cneundurkauuin npoekra

SC-2.3 ObecrneveHne criyyaeB MOAYIbHbIX UCTbI-
TaHun

SC-2.4 ObecneveHne criydaeB MHTErPUPOBAHHbIX
ncnbITaHum

SC-3 Cbopka (KOMNOHOBKa)/KOHMUryprpoBa-
Hue

SC-4 3arpyska gaHHbIX

SC-4.1 BbluncneHus

SC-4.1.1 Bbluncnenus ans otaenbHOro UCnbITaHust
W HECKOIbKUX UCMbITAHWIA

SC-4.1.2 Bbluncnienne ans otgensHoro o6pasua u
HecKomnbknx 06pasLoB

SC-4.1.3 HarnsigHas (aeckpvuntuvBHas) cTtatucTmka

SC-4.1.4 YCOBEPLIEHCTBOBAHHbIE MaTeMaTu4eckme
DyHKLMK

SC-4.1.5 OnpegeneHHble nonb3oBaTenem OyHKLMK

SC-4.1.6 CBA3M C NpexHUMK pesynbTatamu

SC-4.1.7 ®DYHKLUKM TPUITEPOB/CUCTEMHBIX COObLITUIA

SC-4.1.8 Bubnnoteka maTemaTMyYeckux nognpor-
paMmm

SC-4.1.9 dakTopbl NoaroToBkM 06pasua

SC-4.1.10 INuHeliHasa kanubpoBka

SC-4.2 MOHUTOPWHI KOHTPOMS KavecTBa

SC-4.2.1 LllabnoHbl gns obnactu obecnevyenus kKa-
YecTBa

SC-4.2.2 ABTOMaTMYECKOE TEHEPUPOBAHMNE KOHT-
PONbHbIX KapT

SC-4.2.3 ABTOMaTUYECKWI aHaNU3 OTKIIOHEHUN

SC-4.24 ABTOMaTtunyeckoe BbluncneHune (%) To4HO-
CTW, NpaBUIIBHOCTH, BOCMPOU3BOANMOC-
T, Pa3HOCTW W Ap. AJ151 KOHTPOIIbHbLIX NPob
n aybnvkatoB npob
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(0]
Homep ccbinku ®ynkuma MAMC KputuuHocTs (2;7:;3) B”E:S:Sj:)m(e
rpaHuL,

SC-4.3 O6cnyxuBaHne cucTemsl

SC-4.3.1 O6cnyxuBaHe gaHHbIX CUCTEMBbI

SC-4.3.2 OkenopT pe3ynbTaToB

SC-4.4 HocTyn kK uHpOpMaLuM B pexume OH-NanH

SC-4.41 CraHgapTHble onepauuoHHbIe npoueaypbl
(comn

SC-4.4.2 PaspaGoTtka meToaa

SC-4.4.3 Banuaauunsa meTtoga

SC-4.4.4 MoanepKka TEXHUYECKON MHOpMaUmMn

SC-4.4.5 McTtopuyeckne gaHHble no obecneveHuto
KavecTBa

SC-4.5 KOHTpOnb naMeHeHuin

SC-4.5.1 MameHeHne koaoB

SC-4.5.2 Cratudyeckue tabnvubl U cneyndukaumum

SC-4.6 BesonacHocTb

SC-4.6.1 BesonacHocTb rpynn, nonb3oBarenen, tu-
NOB AaHHbIX, Nonen, MYHKLMOHANBHbIX
CpeacTB, BbIMUCTIUTENBHON CETH

SC-4.6.2 BesonacHocTb C MCMONb30OBaHUEM 3MeEKT-
POHHOWN AaeHTUhuKaumm (Maponei) u anex-
TPOHHOW nognucy (buomeTpryeckas Bepu-
tbukauus)

SC-4.6.3 ABTOMaTUYECKUI BbIXOA U3 CUCTEMBI (KO-
HeLl, ceaHca)

SC-4.7 3arpyska gaHHbIX Npy NpoLeccax nepeHo-
ca

SC-5 Keanudukaums, Bepndukaums n sanvga-
ums

SC-5.1 LlenoctHOCTb AaHHbIX

SC-5.1.1 OT4eT 0 LENOCTHOCTU AAHHbLIX

SC-5.1.2 TpaH3anTHast LEeNOCTHOCTb, LENOCTHOCTb
CCBINOYHBIX AaHHbIX

SC-5.1.3 BoccTtaHoBnenve gaHHbIX nocne owmbok

SC-5.1.4 LlenocTHOCTb AaHHbIX B npouecce O4HO-
BPEMEHHOIo pa3BepTbiBaHUSA

SC-5.2 BeinonHenune

SC-5.2.1 OueHOYHbIE UCMIBITAHUSA HA CYLLLECTBYOLLNX
cucTemax Bbinycka npogykuum

SC-5.2.2 Uncno KOHKYPEHTHBIX MOMNb30OBaTeNnern B
npouecce UCMbITaHUIA

SC-5.2.3 Uncno KOHKYpPEeHTHbIX Nonb3oBaTenem, Ko-

TOpble NOAAEPKMBAOTCSA
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(0]
Homep ccobinku dyukuma NIUMC KputuuHocTs 827:;?) ;‘f:“ﬁsas:;e
rpaHu,
SC-5.2.4 O6wye BbIBOAbLI O BbIMOMHEHUN
SC-5.3 MpeacTaenenune B 4mncnoson dopme
SC-5.3.1 Mpobnembl OKpyrneHust
SC-5.3.1.1 OnpegeneHHble nonb3oBaTeneMm npasuna
OKpYIreHust
SC-5.3.1.2 He4eTHbI - YeTHbIR
SC-5.3.1.3 MAaTb 1 BbIWe
SC-5.34 Onepatopbl cpaBHeHUst (<, >, +, —)
SC-5.3.5 Tunbl gaHHbIX: TEKCTOBLIE, LIEeNoe 4Ymcno,
nnaesawmwWwas gecATndHas 3ansitasl, uk-
cUpoBaHHasl 3ansitasli, 3KCMOHeHUnanbHoe
npeacTaBneHne Yncer, Nnorndeckme aaH-
Hble
VCS PaccmoTpeHne u BbiGOp npoaasua
VCS-01 PenTtuHr npogaeua

["lonocoeas noggepxka

MoagemHas noggepxka

MoppepKka C NOMOLWBIO «CMPaABOYHOIO
crona»

Moppepxka oby4veHusi

Moogepxka ycTaHOBKM

HokymeHTauus

YCTaHOBMEHHbIE CTaHAapThl pa3paboTku
nporpaMmMHoro o6ecrneveHust

KoHTponb thopmanbHbIX U3MEHEHUN

KoHTponb nepecMoTpa MpoOrpamMmMHOro
obecneyeHns

MopTaTMBHOCTE NPOrPaMMHOrO obecneve-
HUSA

HocTyn k ucxogHomy kogy

Keanudukaums n HaeblkM WTaTta

UncneHHOCTb LWITaTa ANS NoaaepXKu 3a-
Kasunka

UncneHHoCTb WTaTa, 3aHUMaroLLLerocsl Ha-
y4HO-UCCrnedoBaTeNbCKON AesaTeNlbHOCTbIO
B OTHOWeEHWUN Byayumx dyHkumi JIMMC

CnocoGHoCTh NpoaaBLa NPYMEHNTE HOBYIO
TexHonoruo ans npogykra JINMMC

durHaHcoBas cTabUNbHOCTb

Yucno yctaHoBnenHbix JINMMC

MpoagomKMTeNnbHOCTL paboThl B CEKTOpe
6usneca IMMC (ner)
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Homep ccbinku

dyHkuua JTIMMC

KpuTuyHocTe

OueHka
(na/ner)

Onpepnenexue
BPEMEeHHbIX
rpaHuy,

VCS-01

CooteetcTBUE (hegepanbHbiM, MECTHbLIM
Unu MexayHapoaHbIM PErynupyoLLUM Tpe-
6oBaHWUsIM (HOPMaTUBHBIM JOKYMEHTam)

WmeeTcst nn cornawexne o6 ypoBHe 06-
CNyX1BaHuA?

VCS-02

CtoumocTb (LeHa MoXeT ObiTb paHXupo-
BaHa OTHOCUTENBHO APYrMX NPOAaBLIOB U
npveegeHa B hakTU4eCcKon cymme)

CToMMOCTb annapaTHbIX CPEACTB

CToMMOCTb annapaTHbIX CpeacTB OT Bra-
Jenbla, BKIoYasa KOHTpakTbl Ha 06Cnyxu-
BaHWe W cogepxaHue

CTOMMOCTb MporpamMmmHoro oGecneveHus

CTOMMOCTb MporpaMMHOro oGecnedeHust
oT cobCTBEHHVMKA, BKMOYasi NoaaepxKy,
MoZepHM3aunto

CTOMMOCTb Kabernen

CToumocTb BHEAPEHUA

CroumocTb 00y4eHus

VCS-03

CnpaBouHbIi CNMCOK Npogasua (nonyde-
HWe nocneaylowen UHopMaumum OT Kax-
JOro 3akasuuka)

Uncno nepecMoTpoB NporpamMmmHoro obec-
neyeHuns

MnaTtdopma annapaTtHbIX CPEeAcTB

Uncno KOHKyPEeHTHbIX NONb3oBaTenem

Yucno o6pasuoB B rog

[MpOMBILWNEHHOCTb (OTpacnb NPOMbILLIEH-
HOCTW)

Yucno net paboThl

KoHTakTHoe nms

TenedoH

MoryT nu cucTemHble agMUHUCTPATOPSI
obecneunTb oGpaTHyio CBA3b Ans nogaep-
xkm JIMMC  npogaeuom?

MoryT nu BHeWHWe 3akasuuku obecneuu-
BaTb NOns BBOAA B Oyaylimx (OyHKLUSX
JIMMC?

Habniogenne 3a pabotoii JIMMC

JocTtyn k ucxogHomy kogy, UCMONb3ysl yc-
NOBHO (POpMarnv3oBaHHOE CornalleHue

Uncno 3akasHbiX KOAUPOBAHHbLIX MPO-
rpamMmm B COOTBETCTBMU C TpeGoBaHWSAMM

VCS-04

OueHka peHTabenbHOCTM WHBECTULUIA
(ROI)
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MpunoxeHne A
(o6a3aTenbHoe)

BHeceHHble Moaudukauum

Tab6bnuua OAA1

Moppasgen, NOANyHKT

Mogudukauus

1.4.1 OcHoBHble nabopaTtopumn

1.4.1.1
1.4.1.2

1.4.1 OcHoBHble nabopaTopumn

3ameHeHo:

«1.4.1.1 Paspabotka ctangaptoB (ASTM, IEEE, ISO)

1.4.1.2 Opranunsaumm npu npaeutensctee CLUA (EPA, FDA, JPL,
NASA, USDA, FERC)» Ha

«1.4.1.1 QkcnepTHble, UcnbiTaTenbHble nabopaTopumy»

1.4.1.2 HayyHo-uccrnegoBaTenbCckne, KOHTPOMbHO-aHaANUTUYeC-
Kue nabopatopuu, B TOM YKCIe MO KOHTPOIO KayecTBay

1.4.6 NaGopaTopun rocygapcTBEHHOMO U 06-
LLEXO3SINCTBEHHOTO CEKTopa

1.4.6.1
1.4.6.2

1.4.6 NabopaTtopumn rocygapCTBEHHOIO U 06LLLEX03ANCTBEHHO-
ro cektopa

3ameHeHo:

«1.4.6.1 paBooxpaHuTernbHblE OpraHbI»

1.4.6.2 [paBUTENBECTBEHHBIE OpPraHbl — WTAT, MECTHOE YNpaB-
neHue» Ha

«1.4.6.1 MNpaBooxpaHuTernbHble opraHbl (nabopaTopum B 06-
nactm cynebHol MeauuuHbI, KPUMUHATUCTUKM)

1.4.6.2 TlpaBuTenbCTBEHHBIE OpraHbl (pecnybnvkaHckme,

OKpYXHble, 00MnacTHble, MyHULMNArNbHbIE, MECTHOE YIpaBreHne)»

MpumeyaHwune— B HacToawem ctaHgapTe no oTHoweHuto kK ACTM E1578:2006 n3 nepeyHsi kateropui
nabopatopwuii, nepeumncrieHHbix B 1.4.1.1, 1.4.1.2, 1.4.6.1, 1.4.6.2, ucknioueHsl Te, KOTOPbIE OTCYTCTBYIOT Cpeamn KaTero-
puii naGopaTtopuii, NpuHATLIX B Poccuiickon ®eaepauun. B nepedeHb kateropuii nabopatopuini BHeCEHbI Moandmka-
uuM, oTpaxarowme HanpasleHUsl NPOMbIWNEHHON U 00LWexo3siCTBEHHON AesaTensHocTU B Poccuiickoin ®eaepauumn.
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Mpunoxenne Ob
(cnpaBouHoe)

O603HayYeHUA U coKpaleHus

O6osHaveHne u cokpauieHue (Ha MosicHeHnne o6o3HaqeHuA Mprumevanus
aHINIUACKOM AA3bIKE) U COKpalleHUst Ha PyCCKOM A3bIKe
ANIML (Analytical information markup | Ctangapt XML Agns gaHHbIX MO aHanMTU4eCcKo XUMum
language)
ANSI (American national standards | HaunoHanbHbeIf nHCTUTYT cTaHgapTuaaumm CLUA
institute)
ASCIl (American standard code for | AMepukaHckuii cTanaapTHbIA kog ansi obmeHa MHop-
information interchange) mauuen; npeacraensiet coboi 8-6UTHYIO KOANPOBKY ANsi
npeacTaBneHns JeCcATUYHbIX Ludp, NaTUHCKOro U Hauu-
OHamnbHOro andaevMToB, 3HAKOB NPEenVHaHWA 1 ynpaens-
IOWUX CUMBOIIOB
API (Application programming inter- | UHTepdeinc npuknagHoro nporpaMmmMmmpoBaHusa (MHTep-
faces) theric nporpaMMUpPOBaHUA NPUNOXEHWIA)
APO (Advanced planner and optimi- | PacwuperHoe nnaHupoeaHue 1 onTuMmuaauus nponssog- | CM. pucyHok 7
zer) cTBa
ASTM (American society for testing | AmepukaHckoe mexagyHapoaHoe o6WeCcTBO MO ucnbITa-
and materials) HUSIM U maTepuanam
B2MML (Business to manufacturing | BusHec gnsa mapkmpoBkM NPOM3BOACTBEHHOIO A3bIKA
markup language)
CFR (Code of federal regulations) Kopekc chepepanbHbiX NpaBun, cogepxawmx koguduvka-
LU0 OOWMX U MOCTOSIHHLIX HOPMATUBHBLIX AOKYMEHTOB,
ony6nukoBaHHbIx B ®egepansHom peructpe CLIA
CMM (Capability maturity model) Mopgenb 3penoctu npoueccoB CO3AaHUA NPOrPaMMHOro [ Cm. pucyHok 7
obecneyenus
COA (Certificates of analysis) Ceptudmkar aHanusa
Control chart trending TpeHabl M MHTEpNpeTauust KOHTPONbHLIX KapT CM. pucyHok 2
C3Q (Concurrent computer configu- | MeTogonorusi ksanudukauum KOMNbIOTEPHON KOHUIY-
ration Qualification methodology) pauum
DCS (Distributed control system) PacnpeaeneHHas cuctema ynpasnenus -— cuctema yn- | Cm. pucyHok 7
paBreHnst TEXHOMNOIMYECKUM MPOLECCOM, XapaKkTepusy-
0Wasicsl NOCTPOEHUEM pacnpedeneHHON CUCTEMbI BBO-
Aa BblBOAa W AeueHTpanuaauuer o6paboTkn AaHHbIX
E (External system) BHewHas cuctema CM. pucyHok 2
EPA (Environmental protection agen- | AreHTCcTBO no oxpaHe okpyxatowen cpegpl (CLUA)
cy)
ERES (Electronic signatures electro- | NporpammHoe obecneyeHne ana SNEKTPOHHbIX 3anucen
nic records software) SMEKTPOHHbIX noanucen
FDA (Food and drug administration) | YnpaBneHue no Hagsopy 3a Ka4eCTBOM MULLEBLIX MPO-
AykToB U megmkameHToB (CLUA)
FRD (Functional requirements docu- | JokymeHTauusi 0 thyHKUMOHanNbHbIX TpeboBaHmsx CMm. pucyHok 3
ments)
FRS (Functional requirements) dyHKUMOHaNbHbIe TpeGoBaHKs CMm. pucyHok 3
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acquisition)

0Ob6o3HaveHne 1 cokpalieHve (Ha MosicHeHne o06o3HaqeHus MNMpumevanus
AHTNUACKOM AA3bIKE) W COKpallleHUs1 Ha PyCCKOM A3blke
GCP (Good clinical practice) Hapgnexalas knnHuyeckas npakrmka
GIS (Geographic information system) | 'eorpadmyeckan uHdopmaUnoHHas cucTema CM. pucyHok 4
GLP (Good laboratory practice) Hagnexauwan nabopaTtopHaa npaktuka
GMP (Good manufacturing practice) | Hagnexawas nponsBogcTBeHHas npaktuka
HMI (Human machine interface) UenoBeko-MalLMHHBIA nHTepdeic cuctem ynpaenenusi, | CM. pucyHok 7
npegHasHaqYeHHbIA AN BU3yanusauum napameTpoB npo-
uecca (o6bekTa) u/mnu ocylecTBNeHns onepaTopcKoro
ynpaeneHus
ISA (International society of automa- | MexgynapogHoe oblecTBo no asTomaTusaumm
tion)
JAD (Joint application development) | CoBmecTHasa paspaboTka NpunoxeHur
LAN (Local area network) JlokanbHas BblMMCNUTENBHAS CETb
LC (LIMS core function) OcHosHble cyHKkuum JIMMC CMm. prcyHok 2
LDAP (Lightweght directory access | O6ner4eHHbIn NPOTOKON CNyxbbl KaTanoros
protocol)
LE (LIMS extended functions) PacwwpenHble dyHkummn JIMMC CM. pUCYHOK 2
LF (LIMS future functions) Byaywue dyHkummn JINMMC CM. pUCYHOK 2
MES (Manufacturing execution sys- | McnonumtenbHas cucrema nponssoactea
tem)
MPR (Material resource planning) lMnaHvpoBaHue martepuanbHbIX pecypcoB
MSDS (Material Safety Data Sheets) | Cnuckn aanHbIX 0 6e30nacHOCTM MaTepranoe UnNu «nac-
nopt (nucT) GesonacHocTn marepuana»
NetCDF (Network common data | Cetb 06wmx cdopm aaHHbIX
form)
NRC (Nuclear regulatory commis- | Komncens no sgepHoin pernameHtaumm
sion)
OLA (Operation level agreement) Horoeop 06 onepaunoHHOM YpOBHE Cm. pncyHok 2
PD (Pharmacodynamics) dapmakognHamuka CM. pucyHok 1
PK (Pharmacokinetics) dapmakokmHeTHKa Cwm. pucyHok 1
PLC (Programmable logic controller) | Mporpammupyemelii NOrMHECKNiA KOHTpornnep CM. pucyHoK 7
QA (Quality assurance) ObecneveHne kavecTBa
QC (Quality control) KoHTponb kauecTBa
Regression testing PerpeccuoHHoe mncnbitaHme — ucnbiTaHme HenpegHame- | Cm. pucyHok 1
PEeHHbIX NOCNeACTBMIA U3MEHEHWUA NPOrpaMmm
RFI (Request for information) 3anpoc 0 npeaocTaBneHnn MHopMaLmm Cm. pncyHok 3
RFP (Request for proposal) 3anpoc npeanoxeHns. Tun JOKYMEHTa, UCMONb3yeMbIn
AnA 3anpoca npeanoxeHuii NPOAyKTOB UINK YCNYT y Npea-
nonaraemsix NPoAaBLOB
ROI (Return on investment) KoadpdpuumeHnt peHtabenbHOCTU MHBECTULUIA Cm. pucyHok 3
SAN (Storage area network) CeTb XpaHeHus AaHHbIX
SCADA (Supervisory control and data | [lucnetyepckoe ynpasneHvne n c6op AaHHbIX Cwm. pucyHkm 2, 7
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0Ob60o3HavYeHne n cokpalieHve (Ha
aHINIUACKOM AA3bIKE)

MosicHeHWe 0Go3HaYeHUs
U COKPaLLEHUs1 Ha PYCCKOM si3blke

MNpumevanus

SDD (Software design document)

MpoekTHO-TEXHUYECKan AOKYMeHTauus NporpammMHOro
obecneyveHuns

Cm. pucyHok 3

tem)

Hus, obecnevnBalowas aBToMaTnu3aunio ynpaeneHus
CKNagckumu npoueccamu

SDS (System design specification) Cneuudukaumsa NpoeKTHON AOKYMEHTauuu cucTembl CwMm. pucyHok 3
SEDD (Staged electronic data delive- | [MoaTanHbii 06MeH 3nNeKTpOHHBIMW  AaHHeiMu. [lpea-
rable) cTaBnsieT coboli eauHbIl hopmaTt Ans JOCTaBKU aHanw-
TUYECKMX AaHHbIX B SNEKTPOHHOM BuAae Anst obnactu sko-
TNIOrMYeckuX Nporpamm
SLA (Service level agreement) Horoeop 06 ypoBHe o6cnyxuBaHus CM. pucyHok 2
SOAP (Simple object access protocol) | lMpoTokon obMeHa CTPYKTYPMPOBaHHbIMKU COOBLLEHUAMM
B pacnpeneneHHolr BblMUCNUTENbHOW cpeae
SOP (Standard operation procedu- | COMN (cTaHaapTHble onepaunoHHbIe Npoueaypbl)
res)
Source control (Source control sys- | Cuctema ynpaeneHusi BEpcUsaMM, YTO noasonset paspa- | CM. pucyHok 3
tem) 6oTUMKaM ynpaenAaTe UCXOAHLIMKM KO4AMU
SOW (Statement of work) TexHuueckoe 3agaHue. JOKyMeHT, ncnonbayemelin 3akas- | CM. pucyHok 3
YMKOM B Ka4ecTBe CpeacTBa AnsA OnMcaHusa u onpeaene-
HUSI 33/a4, BbIMONHAEMbIX NPU peanu3aummn Aoroeopa
SPC (Statistical process control) CTaTMcTUYeCcKnin KOHTPONb npoueccos, 3ddekTuaHbIn | CM. pucyHok 4
METOZ, KOHTPOISl 33 NPOLECCOM C NOMOLLLIO KOHTPONBHbIX
KapT
Stress testing CTpecc-ucnbiTaHne — mucnbiTaHne HagexHoctn npo- | Cm. pucyHok 1
rpaMMHOro obecneyeHnsa nNpu Harpy3kax, HaxoaaAWMXca
3a npegenamy HOPMarnbHOrO OYHKLMOHWPOBAHUSI
SQC (Statistical quality control) CraTUCTYECKUIN KOHTPOTb KaYecTBa CMm. pucyHok 2
SQL (Structured query language ) FA3bIK CTPYKTYPMPOBAHHBIX 3aNPOCOB
URD (User requirements document) [ MonbsoBarensckan AokyMeHTauus K ipeGoBaHusaM — [0- | Cm. pucyHok 3
KYMEHT, Mcnonb3yemblii Nnpu pa3paboTke NporpaMmmMHOro
obGecneveHusi, onpeaensiowmii TpeboBaHusl, KOTOpble
nonb3oBaTeNb OXUAaeT OT NporpaMMHoro obecneyeHus,
pa3paboTaHHOro Ha OCHOBAHMM MPOEKTHOW [OKYMEHTa-
umun
URS (User requirements specifica- | Cneundmkaumna tpebosanuii nonb3osarens Cm. pycyHoK 3
tion)
UV (Ultraviolet) YnbTpadmonetoBan obnactb cnekrpa CM. pucyHok 1
VIS (Visible) Buaumas obnacte cnekrpa CM. p1cyHok 1
VCS (Vendor consideration and se- | Paccmotpenue n Boibop npoaasua
lection)
Volume testing O6bem ncnbITaluii — uCnbITaHne NPoOrpamMMHOro Npu- | Cwm. pucyHok 1
NOXEeHUs1 ¢ onpegeneHHbIM 06beMOM AaHHbIX
WMS (Warehouse management sys- | Cuctema ynpaeneHusi ckinagom — 370 CUCTema ynpaene- | Cm. pucyHok 7

XML (extensible markup language)

Pacwupsiemblii A3blk pa3ameTkun, NpeacTaensiowmii coboi
cBoA 06LWMX CUHTaKCUYECKMX NpaBun
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FOCT P 53798 — 2010

YK 004/004.01/ OKC 35.080 rnas OKCTY 5001
004.4/004.05/004.057.2/004.9:006.354 35.020

KntoueBble cnosa: nabopaTopHslie nHgopMaLMoHHbIe MeHemkMeHT-cucteMbl, IMMC, nporpammHble cpeacTBa,
YKU3HEHHbIV LMK NporpaMMHbIX cpeacTs, dpyHkummn JIMMC, uidpactpykrypa JIMMC, Banuaauus, obecnevyeHue
KavecTtsa
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