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MpeaucnoBue

1 NOAroTOBMNEH OO0 «HUW akoHOMUKM ¢BA3M 1 HopmaTukn «UHTepakome» (OO0 «HUWN «UNHTep-
9KOMC») Ha 0CHOBE COBCTBEHHOIO NEPEBOAA HA PYCCKMIA I3bIK aHIMOA3LIYHON BEPCUM CTaHAapTa, yKa3aHHOro
B MyHKTE 4

2 BHECEH TexHu4eckum komuteToM no ctaHgaprusauum TK 100 «CtpaTernyeckuin 1 UHHOBALMOHHbIN
MEHEIXKMEHT»

3 YTBEPX/JEH 1 BBEAEH B OENCTBWE Mpukasom denepanbHOro areHTCTBa Mo TEXHNYECKOMY pe-
rynupoBaHuio U metponorum ot 10 okTadps 2016 r. Ne 1338-ct

4 HacTosawmii cTaHaapT naeHTUYeH MexxayHapoaHomy ctaHpapty MOK 61512-4:2009 «YnpasneHue ce-
pWitHBIM Npou3BoACTBOM. YacTb 4. [laHHble cepuitHoro npoussoacreay (IEC 61512-4:2009 «Batch control —
Part 4; Batch production recordsy, IDT).

MexgyHapogHbliii ctaHaapT paspabotaH TexHuueckum komuteTom 65 Moakomutetom 65A MexayHa-
POAHOW aneKTpoTexHu4eckon komuccumn (MIK).

Mpu NpUMEHEHUN HACTORALLEro CTaHAaPTa PEKOMEHAYETCA UCMONb30BaTh BMECTO CCbINOYHbIX MEXAYHa-
POAHbLIX CTAHAAPTOB COOTBETCTBYIOLLME UM HAaLUMOHAanNbHbLIE CTaHaapTel Poccuiickon deaepaummn, CBeAeHUSA O
KOTOPbIX MPUBEAEHbI B I0NOMHUTENBHOM NpUnoxeHun OA

5 BBEJEH BIMEPBbIE

[Mpasuna npumeHeHUss HacMosawWeao cmaHd0apma ycmaHoerneHbl 8 cmamee 26 dedepanbHo20 3aKOHa
om 29 uioHs 2015 2. Ne 162-®3 «O cmaHO0apmusayuu e Pocculickoli @edepayuuy. iHgopmayusa 06 usmeHe-
HUSIX K HacmosileMy cmaHOapmy rnybrnuKyemcs 6 exe200HOM (N0 cOCMosHUI0 Ha 1 sHeaps mekywez0 20da)
UHGhOPMaUUOHHOM yka3amene «HayuoHanbHbie cmanlapmbi», @ mekcm usMeHeHull u rnornpasok — 6 exe-
MeCSAYHOM UHGhOPMAaUUOHHOM yKasamene «HauuoHaneHbie cmaH0apmbl». B criyyae nepecmompa (3aMmeHbi)
unu ommeHbl Hacmosuwez2o crmaHdapma coomeemcemesyiouiee ysedomneHue bydem onybnukosaHo 8 exeme-
CSIHHOM UHGhOPMaULUOHHOM yKasamene «HayuoHanbHbie cmaHOapmeiy. Coomeememeyiowas uHgopmayus,
y8edoMneHuUe U meKcmbl pasMewaromes maike 8 UHOpMayUoHHOU cucmeme obujeeo rnosb30eaHuss —
Ha ogbuyuanbHoMm calime dedepanbHO20 azeHmemea no MexXHUYECKOMY peayrnupoeaHuio U Memposno2auu
cemu NiHmepHem (www.gost.ru)

© CraHgaptuHgopm, 2016

HacrosLwmii ctaHgapt He MOXeT BbITb MONMHOCTbLIO UITM YaCTUHYHO BOCMPOU3BEAEH, TUPAXKNPOBAH U pac-
NPOCTpaHEH B KauyecTse opuLMansHoro usaaHus 6es paspeluenus degepansHOro areHTCTBA Mo TEXHUYECKO-
My perynmpoBaHu1io n METPOTOTUK
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BBeaeHue

B M3K 61512-1 paccmaTpuBaloTcsl MOAENU M TEPMUHOMNOIUSA, KOTOPbIE MPUMEHSIIOTCA B 06nacTu ynpas-
NEeHns cepuitHbIM NPOU3BOACTBOM. B 5.5 onpeaensitotca NOHATUA, OTHOCALLIMECS K MHOPMaLmmu O NpoaykKTe.
B 6.4 onpeaensaoTca YHKUMKM WM OEiCTBUA, HEOBX0auMbIE AnA opraHu3auun paboT ¢ Npou3BOLCTBEHHOM
WHbopMaLmen.

B pasgene 4 MOK 61512-2 onpeaensioTcss 06beKTHbIE MOAENU NMPOU3BOACTBEHHONW MHoOpMauuu. B
pasgene 5 paccmarpuBatoTcs Tabnuubl 06MeHa AaHHbIMU 06 UCTOPUM NPOU3BOACTBA NAPTUM U3AENuiA. Yka-
3aHHble Tabnuubl 0OMeHa, cogepxalumecss B pasgene 5, onpeaensior €4MHCTBEHHbIN BO3MOXHbIN BApUaHT
NpakTU4eCKON peanusauun Nnpon3BoaCcTBEHHOW MHGOPMALINN.

B M3K 61512-1 1 M3K 61512-2 cogepxuTca nHdopmavrma, kacaroLascsa UCTopun npou3soacTea nap-
TUU M3AEnunii U TEKYLLEr0O MOMEHTa NPOU3BOACTBA, HO 3TOW MHAOPMAaLMK HEAOCTAaTOYHO AN NPaKTUYECKON
peanu3auuu cneuuanbHblX TexHonorui. OHa ABNSIETCA HEMOMHON A4S OLEHKM 06nacTn NpuMeEHeHus u co-
AepXaHus BbINONHAEMbIX paboT.

HacTosiLumin cTaHgapT COAEPXUT AeTanbHOe OnMcaHue AaHHbIX CEPUIIHOrO NPOU3BOACTBA M YCTaHABIU-
BaeT COOTBETCTBYIOLLME ONPeaeneHns u 06bLEeKTHbIE MOAENMN.

Hacrosilumit cTaHgapT npegHasHaveH Ansa nonyvyeHuss 6a3oBon (STANOHHOW) mModenu npu paspabortke
npunoxxeHuit, obecnevnBarOLLUMX XpaHeHUe U/mnu obmeH MHOpMaLuen, CoaepxaLllen AaHHblIe CEPUNHOro
npousBoacTea. COOTBETCTBYIOLLME NPaAKTUYECKNe peann3alnmn, OCHOBaHHbIE HA HACTOSILLEM cTaHaapTe, obe-
CNeyvnBaloT NONy4YeHme, aHanu3 n CoCTaBriEHNe OTYeTa No BbIOPAHHBIM AAHHBIM.

HacTosiluit cTaHaapT KOppenupyeTcs ¢ MoOAenbio AaHHbIX, ONpeaeneHHon B pasaene 4 MOK 61512-2
n M3K 61512-1.

HecmOTpA Ha TO, YTO HACTOALLUMI CTaHAaPT NpefHasHadveH, npexae Bcero, Ana TeEXHONOrMYECKUX npo-
LieCCOB CEPUIAHOTO NMPOM3BOACTBA, OH MOXET ObITb MCMOMB30BAH U ANA NPOYUX TUMNOB TEXHONOITMYECKUX NPo-
LIeCCOB.
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HAUMWOHANBHBIN CTAHAOAPT POCCUUCKOMN GEAEPALUNMN

YNPABINEHUE CEPUAHBLIM MPOV3BOACTBOM
YacTtb 4

JaHHble cepuIMHOro NpousBoOACTBA

Batch control. Part 4. Batch production records

Dara BBeaeHusa — 2017—06—01

1 ObnactTb NpuMeHeHus

HacTosAwmit ctaHgapt onpeaenser 6a30Byl0 MOAENb JaHHbIX CEPUMHOTO NPOU3BOACTBRA, COAEpPXKAaLLYIO
MHGMOPMaLUUIO 0 NPOU3BOACTBE NAPTUM U3LENUIA U ee aneMeHTax. Hactoawmi craHgapT npeaHasHadveH ans
aHanu3a TEXHONMOrMYecKkUX NPOLECCOB, CBA3AHHbLIX C CEPUNHBIM NPOU3BOLACTBOM.

2 HopmaTuBHbI€ CCbIITKN

B HacTosiLLemM CTaHaapTe UCNOMb30BaHbI CChINKM HA CneayoLwme MexayHapoaHble CTaHAapThl.

IEC 61512-1:1997, Batch control. Part 1: Models and terminology (Ynpasnexnue cepuiHbIM Npou3soa-
cTBOM. YacTtb 1. Mogenu u TepMMHONOrus)

IEC 61512-2:2001, Batch control. Part 2. Data structures and guidelines for languages (YnpasneHue
CepuiiHbIM NPOM3BOACTBOM. HacTb 2. CTPYKTYPbl JAHHBIX U PYKOBOACTBO MO A3bIKY)

ANSI/ISA-95.00.01:2000, Enterprise-Control System Integration. Part 1: Models and Terminology (WHTe-
rpauusi cuctem ynpaeneHust npeanpustueM. Yacre 1. Mogenu u TepMUHONOrNS)

ANSI/ISA-95.00.02:2001, Enterprise-Control System Integration. Part 2: Object Model Attributes (UHTe-
rpaumsa cucTem ynpaeneHus npeanpusatueM. Yacts 2. AtpubyTtbl Moaenu o6bekra)

3 TepmuHbI M onpeaeneHust

B HacTosiwemM ctaHaapTe NPpUMEHEHb! CrieayloLue TePMUHbI C COOTBETCTBYIOLUMMM ONpPEeAEneHUsIMU:

3.1 uctopusa o npoussoacTee naptum nsgenum (batch history): Maccus nndopmauum o BbINONHEHUM
paGoT, OTHOCALUMXCA K NPOM3BOACTBY KOHKPETHOW NapTUM U3AENUI U BKITIOYAIOLLEN Takke 06LULyto uHdopmMa-
UMio (He OTHOCALLYIOCS K KOHKPETHON NapTUM U3AEnuii).

3.2 paHHble cepumnHoro npousBogacTsa (batch production record): Maccus uHdopmauum 0 BbINomnHe-
HUM paboT U KOMMeEpYecKkorn MHAOPMAaLMKU, OCHOBAHHOW HA KOMMEpYECKUx TpebOBaHUSAX, ONpeaeneHHbIX B
cneumdmMKkaumax 4aHHbIX CEPUINHOINO NPOU3BOACTBA (AaHHbIX O NPOWU3BOACTBE KOHKPETHON NapTUn U3aenui).

MpumevaHune — YkaszaHHaa uHdopmaLms MOXET BKIOYaTb MHGOPMALMIO O BbIMOMTHEHWN NPOLEAYPHOro ane-
MeHTa peuenTypsl, WHdOopMaLnio 0 cneLuansHOM 060pyAoBaHUKM, KOMMEHTapuK oneparopa, aBapuiiHble cUrHansl, cBsi-
3aHHbIe C NPOU3BOACTBOM MapTUM WU3ZIENNUNA, dNEeMeHTLl, CBA3aHHbIe C ONMpefeNneHnsAMU NPON3BOACTBa NapTUN nsfennin
(peuenTypa ynpaBneHus, TexHomnoruveckas peuenTypa, peLenTypa, cBsisaHHasi ¢ MecToM Npoun3BoacTea, oblas peuen-
Typa, KaneHaapHas UHopMaLIMa o NPOM3BOACTBE NapTUK U3Aenuit), a Taloke Apyryto MHdopmaumio, Heobxogumyto Ans
NPOU3BOACTBa NAPTUN M3RENUIA (KypHamNbI MHCTPYKTaxXa, AOKYMEHTaLMsA TeXHU4YecKoro obcnyxusaHuns, ycnosusa npons-
BOACTBEHHOW cpeabl).

UspnaHune opuumanbHoe
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3.3 oryeT, coCcTaBNEeHHbIN HA OCHOBE AAHHLIX cepuitHoro npoussoacTea (batch production record
report): UHpopmaums, nony4eHHas Ha OCHOBE OAHOIO UMM HECKOMbKUX 3MeMEHTOB JaHHbIX CEPUIHOro npo-
n3B0oACTBa (KOHKPETHOW nNapTuu usgenuin) 1 agantupoBaHHaA ANA rnedvatu, npeacTaBreHns Ha 3KkpaHe unu
OTMPAaBKN B CMEXHYIO CUCTEMY.

3.4 cneumcpukaumMm gaHHbIX cepuinHOro npoussoacTBa (batch production record specification): Tpe-
6oBaHus, NpeabABNSEMble K KOMMEPYECKOH MHEPOpMaLMKM O BbINOMHEHUM PaboT, U UCMONb3YyEMbIE AN CO3Aa-
HUSI 9NEMEHTOB AaHHbIX (3anuceri) CEpUtHOro NPou3BoOACTBA UMK ANst HPOPMUPOBAHUSA AAHHBIX, BKIHOYAEMbIX
B KOHKPETHYIO 3anuch (CneundunkaLmio), €Crnu yKasaHHble JaHHbIe FeHEPUPYIOTCA NyTEM NPUMEHEHUS NPAMON
CCbINIKM UK U3BNEYEHUA U3 apxuBsa.

MpuMedvyaHue — YkazaHHas MHPOPMaLMS MOXET BKITHOMATE ee cofepXaHue, pesynsTaThl pacyeToB W Npoyne
npasuna, HeoGxogUMble ANA UAEHTUDUKALUY UMEOLLMXCS AaHHBIX.

3.5 nncpopmauua o npoussoacTee naptum usgenun (batch production information): Mudopmaums
0 BbINOMHEHNUM paboT, perucTpupyemas B npoLecce NpousBoACTBa NapTun U3aenui, a Takke KoMmepyeckas
NMHopMaLmMs, UMeOLLAsa OTHOLLEHWE K MPOM3BOACTBY NapTUM U34enuin.

MpumMmevyaHue — MHdopMaLmsa 0 NPOU3BOACTBE NaPTUK U3ZENUIA MOXET OTHOCUTLCA K KOHKPETHOW NapTun us-
Lenuit n SBnATbCA obLLen ANSA HECKONBKUX NapTUid Usgenui.

4 OnucaHue AaHHbIX CePUMAHOro NPOU3BOACTBa

4.1 O6wWwKe NONOXEeHUA

HacToawuit pasgen cogepxut obwmii 0630p AaHHbIX CEPUIHOIO NPOM3BOACTBA B COOTBETCTBUM C pas3-
aenom 5 Hacrosiero ctaHgapra. Hacroswuii ctaHgapt onpegensieT ctaH4apTM3oBaHHylo 6a30Byl0 MOAENb
[JaHHbIX CEPUIHOrO NPOM3BOACTBA (MPOU3BOACTBA NAPTUUM U3genuin). Peructpauus AaHHbIX BKITIOYAET B cebs
06paboTky 1 3anucb nHopMaLumn 0 NPOU3BOACTBE NAPTUKN U3AENUMA U COOTBETCTBYIOLLEN KOMMEPYECKOW UH-
dopmauuun. Peructpauus aaHHbIX Heobxogmuma ans yaOBNETBOPEHUSA KOMMEpPYECKUx notpebHocten (Tpebo-
BaHWM), @ UX COAEPXKAHME ONPEAEnAETCs KOHKPETHBIMU KOMMEpUYECKUMU TpeBOBaHNAMMU.

lMpumep —

HarHbkle npousseodcmea napmuu u3denull Heob6xodumbl 05151 JOKyMEHMUPOBaHUS:
- ¢hakma npouseodcmea napmuu usdenull;

- XpaHeHus1 u o6pabomku ecell napmuu (Yacmu napmuu) Mamepuana;

- Qelicmeull nuy, (epynne! UY), Ces1I3aHHLIX C KOHKPeMHbIM NPou3600CMeoM, ¢ KOHKpemHol eduHuuell
obopydoeaHus, KOHKpemHbIM Habopom ob6opydoeaHusi.

MpumevyaHue 1 — MOK 61512-1 u MOK 61512-2 onpeaenstoT yHKLMA NPOU3BOACTBEHHOW UHopMaLK 1
MCTOPMW NPOW3BOACTBA MapTUK M3fenuit. OHU OnpefensaoT COOTBETCTBYIOLME TUMbI AaHHLIX, Npoueaypy pa3paboTku
abcTpakTHoi mogenu. Mpu stom M3K 61512-1 1 MOK 61512-2 He onpeaensioT (popManmsoBaHHy0 U TOYHYHO MOAENb
NPOU3BOACTBEHHON UHpOPMaLIMK M AaHHBLIX NO UCTOPUW NPOU3BOACTBA NapTUW usgenuit. Hactoawmin craHaapT He ycTa-
HaBnMBaET OMNpefeNieHns yKasaHHbIX TePMUHOB, PYHKLMA NPOU3BOACTBEHHOW MH(OPMAaLMKU U UCTOPUKU NPOM3BOACTBA
napTuW U3genui.

HacToawuit ctaHgapTt onpeaenser 00beKTHYI0 MoAenb, atpubyTbl OOBLEKTA U CBA3U MEXAY IK3EMMNA-
pamu ob6bekTa. OHM o6ecneunBaoT KOPPEKTHOE UCTIONb30BaHWUE CTPYKTYP AAHHbIX, HEOOX0AMMbIX Ans obme-
Ha MOAMHOXECTBA NPOU3BOACTBEHHON MHOPMALMK U AAHHbLIX 06 UCTOPUM NPOU3BOACTBA NAPTUM U3AENUNA.
O6GBLEKTHYIO MOAENb aCCOLMUPYIOT C AaHHBIMK O NPOU3BOACTBE NAPTUM U3aenuii. Hactoawmin cranaapt MOX-
HO UCMONb30BaTh B kKa4ecTBe 6a30BOW CCbINIOYHON MOAENW NPU CO3AaHMK CneumduKaLuii 0COObIX TEXHONOTUN
06paboTku gaHHbIX, HEOGXOAUMbIX ATIA PErMCTPaLUK AAHHLIX MPOLECCOB CEPUIHOTO NPOU3BOACTRA.

B npouecce cepuitHOr0 Npou3BOACTBA MOXET MOTPEOOBATLCA WMCMONbL30OBAHWE HECKONbKMX CUCTEM
ynpaBneHusl, COOTBETCTBYIOLUMX KOMMNbIOTEPHbIX CUCTEM, @ TaKKe KBANMMULMPOBAHHbLIX AENCTBUI ONEpaTo-
pa. MoXeT Crny4nTbest, YTO MHOPMAaLMA O CEPUIRHOM NPOU3BOACTBE OKAXKETCH pacnpeerneHHOn Mexay He-
CKOMNbKMMM KOMMNbIOTEPHBLIMU CUCTEMAMM, @ YaCTb €€ MOXET XPaHUTLCA HA BYMaXKHbIX HOCUTENAX.

MpumMmevyaHue 2 — TepMUH «NPOU3BOACTBOY» NOAPA3YMEBAET CepUitHOe NPOU3BOACTBO BO BCEX Cryyasx, ecru
HE OroBOPEHO NPOTUBHOE.
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CraHaapTu3aums AaHHbIX CEPUIRHOTO NPOM3BOACTBA HEOBX0AMMA ANSA YNPOLLEHUS MPUHATUA PELLEHUN,
noaaepXMBatoLLMX cneumnanbHble MHTEPGERChl U apXUBLI JlaHHbIX, UCNONb3yeMble U NoaaepxuBaemble pabo-
TaLWWMU KOMNaHUAMU M MX NocTaBLymMkamu. Hannume Takoro ctaHaapra crnocobcTByeT COBEPLUEHCTBOBAHMIO
KOMMYHMKaUMI, 3a4eWCTBOBAHHbIX BHYTPW OTAEMbLHOW KOMMAHUM, MEXAY PasnuyHbIMU KOMNAHUSIMU, @ TakoKe
MeXaQy KOMMNaHUSIMU U NPaBUTENbCTBEHHBLIMU (HAA30PHBIMU) OpraHamu.

PucyHoK 1 MnnioCTpupyeT NOTOKU AaHHbIX, aCCOLMUPOBAHHLIE C CO3A4aHMEM, TEXHUYECKOW NoAAEePXKKOM
1 UCNOSb30BaHUEM AaHHbIX CEPUINHOIO NPOM3BOACTBA. A3 BCEX yKadaHHbIX PYHKLMIA 1 SNIEMEHTOB AaHHbIX B
HaCTOSILLEM CTaHAAPTE OnpeaeneH TONMbKO NPOLECC PerncTpaummn JaHHbIX CEPUIAHOTO NPou3BoacTea. MNpoyne
PYHKUMM 1 SNEMEHTbI AAHHBIX TONMBKO UIMIOCTPUPYIOT COOTBETCTBYIOLLYIO MPOU3BOACTBEHHYIO cpeay. [aHHbIi
PUCYHOK HE NOKa3sblBaeT BCE UMEIOLUMECH UCTOYHUKN AaHHBIX U BbINOMHAEMblE (PYHKLMKU, CBSA3@HHbIE C Npo-
LIeCCOM perucTpaumm gaHHbIX CEPURHOMO NPOU3BOACTBA.

General/site recipe, training data, certificates of analysis, safety, etc. — obwas peuentypa, peuentypa,
CBsi3aHHAsA C MECTOM NPOM3BOACTBA, AaHHble O MOArOTOBKE MepcoHana, ceptudukarsl UCNbITaHUA, CEpTU-
dukatbl BesonacHocTh U T. 4.; batch production records may reference or include data from other, existing,
batch production records — gaHHbIe KOHKPETHOrO CEpPUItHOro NPOU3BOACTBA MOTYT BKNOYaTh AAHHbIE W ApY-
roro CepuinHOro Npou3BoAcTBa; existing batch production record(s) — cyuiecTsyioume 3anucy gaHHbIX ce-
puiiHoro npoussoactea; batch production record create/update request — cosgaHue, obHOBREHUE, 3anpoc
JaHHbIX cepuitHoro npouseoacTea; batch production record report create request(s) — paspaborka otyera
Ha 3anpoC JaHHbIX CepUInHOro NMpom3BoAcTBa; business information — kommepyeckas undopmaums; batch
production records contain references or extracted data from execution and business information — perucrpa-
UMs AaHHbIX CEPUIMHOTO MPOM3BOACTBA COAEPXUT CCbINKU Ha (M3BNEYEHHYIO MH(OPMALIMIO U3) NMEIOLLYIOCA
NPOU3BOACTBEHHYIO U KOMMep4eckyto nHdopmauuto; create/update batch production record(s) — cosaanue/
o6HOBNEHNEe 3anuceii JaHHbIX CepuiiHoro nNpou3eoacTea; batch production record(s) — aaHHbIE CEPUAHOTO
npousBoacTea; create batch production record report(s) — coctaBneHme oT4eTa 0 JaHHbIX CEPUIAHOrO Npo-
ussoactea; batch production record report (information formatted for printing or displaying) — oT4eT o AaH-
HbIX CEPUMHOrO npoussogcTea (MHOpMaLus, cneuuansHo oTopMaTMpOBaHHas AN nevatn u Ana npea-
cTaBneHusa Ha akpaHe); production execution information — nHdopmaums o0 xoge nNpPousBOACTBA; provides
data references or captures extracted data from batch execution and batch business information for data as
required in the batch production record specification or business rules — coaep>XuT CCbINKW Ha AaHHbIe Unu
caMM AaHHble, U3BMEYEHHbIE U3 UMEIOLLECA NPON3BOACTBEHHON UM KOMMEPYECKOW UHdOpMaLMK, B COOT-
BETCTBUM CO crneumukalmeii AaHHbIX CEPUIRHOTO NPOU3BOACTBA UMM C APYTUMU KOMMEPYECKUMU NpaBunamu;
batch production record specification — cneyudukaumsa aaHHbIx cepuitHoro npon3soacTea; defines the format
and data to include in the batch production report — onpeaensier popmar u AaHHbIE, BKOYaeMble B OTYET
0 JaHHBLIX CEepUNHOro NPOM3BOACTBA; one Or more reports may be created from batch production records (a
report may contain information from multiple batch production records) — Ha ocHoBe CBefeHuit 0 AaHHbIX
CEpUIHOTO NPOM3BOACTBA MOXET ObiTb CO34aH OAWH MSIM HECKOMbBKO OTYETOB (OTYET MOXET coaepXarb MHO-
XEeCTBO MH(OPMALIMKM O AAHHBIX CEPUIiHOTO Npon3BoacTBa); data from production, master/control recipe, the
batch execution definition, batch production history, and the processing environment — gaHHbie npou3soa-
cTBa, TEXHONMOIMYECKAs peuenTypa, peLentypa ynpasneHus, onpeaeneHue nopsgka npoussoacTsa naptum
M3Oenuin, UICTOpusl NPOU3BOACTBA NApTUU M3AENUN, AAHHBIE O MPOM3BOACTBEHHON cpeae; batch production
record specification — cneuundukauumn gaHHbIX cepuitHOro nponseoacTsa; defines what data to include in the
production record and may specify if data is to be referenced or extracted — onpeaenser, kakue AaHHbLIE BKNtO-
4aloTCA B COCTaB 3anucei 0 NpoU3BOACTBE NapTUM U3AENUN, €CNN YKa3aHHbIe AaHHbIE FEHEPUPYIOTCA NyTeM
CCbINIOK UNW M3BNEKAIOTCHA U3 APXMBOB.
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processing environment

PucyHok 1 — Co3gaHue M UCNOJb30BaHWe JaHHbIX CEPUIAHOIO NPOM3BOACTBA

4.2 0630p

4.2.1 [aHHble O NPOM3BOACTBE NapTun nsgenni

[aHHble 0 nNpou3BOACTBE MapTUU u3genuii — 3TO MacCcUB MHOPMAaLUUM O XOAe BbIMOMHEeHUs paboT
N KOMMepueckas MHdopmaunsa, cobupaemas B COOTBETCTBUM C NpefBapuTeslbHO onpefeneHHbIMU KOMMep-
yeckuMmu TpeboBaHMUSIMMW, ONpefesieHHbIMY B cneundkaumax gaHHblX cepuiiHoro npomnssogcTea. CTpykTypa
[aHHbIX O NPOM3BOACTBE MapTuM M3genuii 0OCHOBaHa Ha /1I0rMYeckoi 06bLEKTHON mogenu, onpeaeneHHol B
pasgene 5.

CocTaB faHHbIX O NMPOM3BOACTBE NapTUU U3aenuii BkA4vaeT B cebs AaHHble 0 NPOU3BOACTBE MPOAYK-
UMK, a Takxe Bce BCMoMoraTeflbHble faHHble, HE06X0AUMbIe AN YA0BNETBOPEHUA KOMMepYeckum Tpebo-
BaHWSIM B YacCTW MOMNHOTbI AaHHbIX. YKa3aHHble AaHHble MOryT 6biTb B3SiTbl U3 HECKOJIbKMX MCTOYHUKOB. OHU
MOryT 6bITb NM60 M3BNEYEHbl U3 apxuBa, NM6G0 yka3aHbl B BUAE CCbIZIKW HA COOTBETCTBYHOLLMNIA NCTOUYHNK.

MpymMep 1 — A1 KOMMepUYecKuX HyX/ MOryT NoTpe6oBaThCs JaHHbIe O KaYecTBe NPoM3BOACTBa.

MprmMep 2 — [N KOMMEPYECKUX HYXJ, MOTY T MCMO/b30BaThCA AaHHbIE O TEXHUYECKOM OGCYXMBaHWUN
obopyaoBaHus (UNCTKa, CTepuansaums).

Kaxpas 3anvcb faHHbIX NPOM3BOACTBA NapTuM U3aenuii cosgaeTtcs 4715 YAOBNETBOPEHUS cneuunasnbHbIX
KOMMepUYeckux TpeboBaHuii, onpegeneHHbIX yHUKanbHOW cneyndukayme.

Mpumep 3 — CucTeMa MOXET PerucTpupoBaThb AaHHble O NPOU3BOACTBE NapTUN U3AENUA B LENsxX
TeKyLEero BbINosHeHNs pa6oT, CBA3aHHbIX C MPOU3BOACTBOM NapTuUu U3aenuii.

MNpumep 4 — CncTema MOXeT perncTpupoBaTh AaHHble O NPOM3BOACTBE NapTwn U3genvii Ans noBbl-
weHnsa adopekTMBHOCT U paboTbl NepcoHana.

3nemeHTamMn CepuitHOro NPou3BOACTBa MOTyT 6bITb KaK AeliCTBMSA B pamMKax NpoLeccoB Npou3BoAcTBa
naptuu/cepun usgenunii, unu nwboe [pyroe npous3BoACTBEHHOE felicTBUe (Hanpumep, npeAsapuTesibHoe
B3BellnBaHue).
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[aHHble 0 NPOM3BOACTBE NAPTMKN U3LENUIT MOTYT COAEPXKaTb CChINKU HA AAHHbIE NPOU3BOACTBA APYrUX
napTun nagenui.

Tpumep 5 — [aHHbie 0 npouseodcmee napmuu u3denuli Mogym codepxamb CChiSIKU Ha OaHHbIe O Pou3-
eodcmee NMPoMeXyMmoYHbIX Mamepuasos.

Tpumep 6 — [JaHHbIe 0 Npouseodcmee napmuu uzdenuli Mo2ym eKslrodame OaHHbIe 0 3aKynaeMbiX UHepe-
dueHmax.

TMpumep 7 — [JaHHble 0 Npouzeodcmee napmuu u3denuii Moeym o6beduUHAML @ cebe AaHHbIe 0 NPou3eo00-
cmee scex napmull usdenuii ecex mexHosI02UYeCKUX ceeMeHmoe, 3adelicmeoeaHHbIX NPU co30aHUU 20Moeo20
npodykma.

[aHHble 0 Npon3BOACTBE NapTUii n3genuii MoryT ObiTb 06beAnHEHbI B 0AWMH BOnbLUOK MaccuB UHGOpP-
Mauuu 0 NPOU3BOACTBE NapTUM U3Aenuin. Ons ooHOro anemMeHTa NpPoM3BOACTBA MOXET ObiTb CO34aHO He-
CKOJbKO 3anncen. PasnunyHble 3anmcn MOryT COA4EPKaTb OAHU U TE XKe U/Unn B3anMHO UCKIOYaloLME daHHbIE.

lpumep 8 — Cucmema ynpaeneHusi Moxem co3daeamb 3anucu OaHHbIX O npouseodcmee napmuu U3-
Odenulii dnsa ebinonHeHuss pabom no Kaxdomy anemeHmy fpou3eodcmea napmuu. Cucmema ynpaesieHus1 nNpo-
uszeodcmeom (MES) u Cucmema ynpaeneHusi npednpusmuem (ERP) mogym coz@aeamb dpyaue 3anucu daHHbIX
npouseodcmea napmuu usdenuii 0na mozo xe aneMeHma npou3eodcmea, ¢ y4emomM OaHHbIX, YKe K/TIOYEHHbIX
e OaHHble cucmeMsbl ynpaeneHus, u dononHumensHeie daHHbIe, U3eecmHble MosibKo Ha ypoeHe MES/ERP cu-
cmem.

KntoyeBbiM hakTOpoM, YCTaHaBNMBAKOLWMM Pa3nNuyuus Mexay 3anucsimu, XapakTepusylowmuMm npous-
BOZCTBO NapTUM U3AENUIA U TPaAULUOHHLIMWU BPEMEHHBIMU 3aNMCAMU UCTOPUKM DYHKLMOHUPOBAHMA NPOU3-
BOJCTBEHHON YCTAHOBKM, ABMISAETCA TO, YTO MHopMaLmsa 0 Npou3BOACTBE NapTUM U3AENUI XpaHUTCa U 00-
pabaTbiBaeTca B COOTBETCTBUM C TPEOOBAHUSIMU K 9NIEMEHTAM NPOWU3BOACTBA NApTUM U3aenuin (Hanpumep, B
COOTBETCTBMM C TpeBOBaHUAMM K CaMoli napTumn, TpeboBaHMAMU NPOLEAYPbl TEXHONOTMYECKON YCTaHOBKU K
peuenType ynpaenenus, TpeboBaHusamu onepaumu, TpeboBaHusMu gassbl).

4.2.2 Kommepueckas nHdopmauma

Kommepueckas nHpopmaLus — 310 AaHHbIE, MONYYEHHbIE U3 HEMPOU3BOACTBEHHBIX KOMMEPYECKUX CU-
cTeM.

Tpumep — KoMmepyeckas uHGOpMayusi Moxem eKodame OaHHbIe 0 Mamepuarne, 06 o6yYyeHUU nNepcoHa-
na u oxpaHe mpyda.

4.2.3 Unucpopmauus 0 xoae BbINONMHEHUA padoT

MHdopmaumsa o xoae BbINOMHEHMA paboT — 3TO AaHHbIE O NPOU3BOACTBEHHLIX pecypcax (06opyao-
BaHWM, Matepuane, NepcoHane), 0 BbIMOMHEHUU PELENTYPLI, a TaKKe UHGOPMALMSA O COCTOSSHUM NPOU3BOA-
CTBEHHOW Cpeabl.

lpumep 1 — UHpopmayus o xode ebinonHeHUs pabom MoXem eKmodamb cmamyc o6opydoearusi, pacxod
Mamepuana, onpedesieHUs NPou3e0AdcmMeeHHbIX Npagusl, ucmopuro npouseodcmea.

Tpumep 2 — Ungopmayus o xode ebINoNHeHUs1 pabom MoXem eKJIloYamb MOHUMOPUHE Npou3eodcmeeH-
Holl cpedbi, cmamyc 2paxAaHCKUX CIIYX6 unu npoyyio UHGHhoOPMayuo 0 COCMOoSHUU npou3eodcmeeHHOU cpedbl.

4.2.4 Cneundmnkaumm JaHHbIX CEPUAHOrO NPOU3BOACTBA

Cneundukaumsa AaHHbIX CEPUNHOTO NPOU3BOACTBA — 3TO MHA)OPMAaLMA, NpeaHa3HaYeHHasa Ana onpe-
OeneHns NOHATUSA «AaHHbIe O NPOU3BOACTBE NapTuu usgenun». CoaepxxaHue u popmar cneuudukauumn aaH-
HbIX O NPOM3BOACTBE NAPTUU U3AENUIA B HACTOSALLEM CTaHAApPTE He onpeaeneHbl.

Ha kaablii anemMeHT Npon3BoACTBa NapTUM U3genuin MOXET NPUXoAUTLCA NBoe KONUYECTBO CneLu-
dukaymin.

Kaxxgas 3anucb 0 Npon3BoACTBE NAPTUM U3AENUI OCHOBAHA HA COOTBETCTBYIOLLEN cneyndukauun. AHa-
noruyHas cneumdukauma AaHHbIX NPOM3BOACTBA NAPTUU U3AENUIA MOXET ObITb UCNOSBL30BaHa ANA perucTpa-
uuM MHAOPMALIMM HECKONBbKUX NAPTUIA, HECKONBKMX MOANMUKALIMIA aHAaNOrMUYHbIX 3NEeMEHTOB NPOU3BOACTBA
napTum, pasnu4HbiX cepuin/noacepuii Matepuanos, 0060pyaoBaHUSA U BAPUAHTOB U3FOTOBFIEHUS.

lMpumep 1 — OO0Ha cneyuguxayus daHHbIX npouseodcmea Napmuu usdenuii Moxem 6bIMmb UCTIONL308aHa
91151 co30aHun Habopoe OaHHbLIX HeCKOobKUX Mapmull uzdenuli, No oOHoOU Ha Kaxoyto napmuio npodykma XYZ.

Tpumep 2 — OdHa cneyugukayusa daHHbIX Npou3eodcmea napmuu u3denul Moxem 6bIMb UCNOIb3068aHa
Ons1 co30aHus Habopa AaHHbIX Ans ecex napmuil npodykma XYZ.
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Tpumep 3 — Cneyugukayus 0aHHbIX Npouseodcmea napmuu u3ldenuli Moxem 6bImb UCNONL308aHa 0151
co30aHus1 Habopoe daHHbIX Napmuli uzdenull, U320moesIeHHbIX 8 meyeHue eceli paboyeli CMeHbI.

Tpumep 4 — Cneyudgurkayusa daHHbIX Npouseodcmea napmuu u3denuii Moxem 6bImb ucnosib30eaHa Ans
co30aHusi aHHbIX poussodcmea cepul MPOMEXYMmOYHLIX Mamepuanos, 071 omc/ieXueaHus1 UX XpaHeHus U
noepy3Ku e rnepuod Mexdy ux npouzseodcmeom U pacxodoeaHueM pu npouseodcmee 2omoebix uzdenui.

4.2.5 OTyveT, cOCTaBNEHHbIN HA OCHOBE [aHHbIX CEPUAHOrO NPOM3BOACTBA

OT4eT, CoCTaBMneHHbI HAa OCHOBE AAaHHbIX CEPUAHOr0 NPOU3BOACTBA, — 3TO YacCTb NPOU3BOACTBEHHOM
MHdopMaumm, oTopmMaTMpoBaHHas Ansa nevatu, 4Ans NPeACTaBnNeHUs B 3NEKTPOHHOM BUAE UNK ANS OTNpaB-
KN B CMEXHbIe cucTeMbl. OnpeaerneHne popMara U cogepxxaHme oT4eTa, COCTaBNeHHOr0 Ha OCHOBE AAHHbIX
CEPUIHOTO NMPOU3BOACTBA, HAXOAUTCA BHE 0ONacTu NpMMEHEHUs HACTOSILWEro ctaHaapra.

lpumep — Omy4em, cocmaesnieHHbIll Ha OCHO8e JaHHbIX cepuliHo20 npou3eodcmea, Moxem ObimMb KOM-
MboMepHbLIM OMYe€MoM O 6biNToJIHeHUU 3adaHus paboyel cMeHbl, HaredamaHHbIM UMo208bIM OMYEeImoM O Cima-
myce npou3eodcmea napmuu u3denutli, coobujeHuem Ha sa3bike XML (pacwupsieMbili A3biK pasmemku), codep-
JKawum rnpou3eodCmeeHHy0 UHGOPMayuio, omnpassisemMyto cucmemoll yrnpaeneHusi npouseodcmeom napmuu
u3denuli 8 KOMMePYECKYI0 cucmemy.

B cooteetctBuM ¢ MOK 61512-1, oT4eT 0 NpoM3BOACTBE NAPTMM U3AENUIA BKNIOHAET AAHHbIE, OTHOCS-
Lmecsa K Npon3BoACTBY OAHOW MM HECKOMbKMX NapTuin uagenuin. OT4yeT, COCTaBNEHHbIN HAa OCHOBE AAHHbIX
CEpPUItHOro NPOU3BOACTBA, — 3TO OTYET CNELMaribHOro TMNa, OCHOBAaHHLIN Ha UHOPMaLUKU O CEPUNHOM NPO-
U3BOACTBE OAHON UM HECKONbKUX MAPTUI U3LENUIA ANsi OAHOTO UM HECKONBbKUX 3NEeMEHTOB CEPUIHOrO Npo-
U3BOACTBA.

4.3 Llenb peructpaumm gaHHbIX CEPUAHOIo NPOU3BOACTBA

4.3.1 O6wme NonoxeHus

Kaxablii Habop AaHHbIX CEPUITHOTO NMPOU3BOACTBA YAOBNETBOPAET OAHOMY UNU HECKONbBKUM KOMMEpYe-
Cckum TpeboBaHuAM. Peructpauusi faHHbIX CEPUIRHOTO NPOU3BOACTBA MOXET OblTb NONE3HON ANA Noaaepxa-
HUA CrnegyrLnxX KOMMEPYECKNX (DYHKLIUNA.

4.3.2 AHanus, onTMMU3aLUA U COCTaBSIEHUe OTYEeTa MO TeXHONOrM4YeckoMy npoueccy wunu npo-
U3BOACTBY

YKasaHHaa yHKUUA BKNOYAET aHanu3 «3abpakoBaHHbIX» NapTuM u3aenui, onpeaenser npuunny opa-
Ka, NpoBOAMT aHanKu3 NapTUii UCKIMIOYUTENBHOIO Ka4yecTBa («3050TbiX» NApTUI) ANs onpeaeneHust OnTuMarb-
HbIX YCIOBUIA MPOM3BOACTBA UMK AOCTUXKEHUSI COrMAacOBAHHbLIX KOMMEPYECKUX Lienen.

Tpumep 1 — AHanu3 mexHoslo2uYecKo20 npoyecca obecrieyueaem obpamHyo cesi3b CO clleyuaribHbIMU
npou3eodcmeeHHbIMU npoyeccamu 0511 omaoesibHO20 afleMeHma unu 0511 HeCKOJILKUX 3/1eMeHmoe cepuliHo20
npouszeodcmea. YkazaHHasi uH¢bopmMauyusi ucnosibayemcsi 0519 onmMuMuU3ayuu unu mModugukayuu yKa3aHHO20
cneyuasnsHo20 nNpou3eodcmeeHHO20 npoyecca.

lpumep 2 — Moxem 6bimb nNpoeedeH cneyuansHeili aHanu3 0515 coeepuieHCMeoeeaHUs Npou3eodcmeeH-
Hoe2o npouyecca, pazpabomku KaneHAapHO20 naHa, U3MeHeHUs1 NopsdKa UcrnosiL3068aHusi obopydoeaHus.

lNpumep 3 — C6op 3HayeHUli KiToYeebIX Napamempos crnocobecmeyem HabniodeHuio u/unu o6HapyXeHUIo
XapaKkmepHbIX mpeHOoe eHympu 00HOU Napmuu Uslu HecKonbKux napmul. Hanpumep, amo moxem npou3seo-
Aumebcs Ansi o6HapyxeHus1 6ydywux npobrieM ¢ Ka4ecmeom, HabnodeHus 3a HenpepbieHoli pabomoli ycmaHoe-
Ku, HaGmoOeHus 3a opaaHu3ayuell enllycKka 2omoeoll nNpodyKyuu.

lpumep 4 — [aHHble cepuliHo2o0 npou3eodcmea (npouseodcmea napmuu u3denuli) obecneyuearom
Mapuipymu3ayuio pacxodoeaHusi Mamepuasna, omciiexueaHue npouszeodcmea u npouzeodcmeeHHbIX Iomepb,
KOppeKmupoeKy Maccoeoz2o basiaHca, o6HoesleHue npouedypbl yyema pecypcos. lpouyedypa pesucmpayuu
OaHHBIX MOXem NPUMeHsIMbLCs 81151 nompebnseMbIx Mamepuarsos, 07151 IPOMeXYMmoYyHbLIX Mamepuarsnoe, 515 Cbi-
pbLeebix Mamepuasoe u 0ns 20moeozo npodykma.

MpuMevyaHune — BoleykazaHHOE MOXET OTHOCUTLCA K BblLUENEPEYUCTIEHHBIM USTU COBOKYMHBLIM 3HAYEHUAM,
TakuM Kak cpeaHue 3HaYeHuA, MUHAMYMbl, MaKCUMYMbI U T. 4.

4.3.3 CooTBeTCTBME HOPMATUBHbLIM TPeOOBaAHUAM

[laHHble cepuitHOro NPOM3BOACTBA MOTYT coaepxatb UHdopMaymio, UCNONb3yeMyio Ansa ouLManbHbIX
ZJOKYMEHTOB, YAOBNETBOPSIOLLMX TpebOoBaHUAM COOTBETCTBUA HOPMATUBHLIM TpeGOoBaHUAM (TakUM Kak, Tpe-
6oBaHusa U.S. FDA (YnpaeneHnue no pacnpegeneHnuto npogosonbcreua CLUA), OSHA (PeaepanbHoe AreHT-
ctBo CLLIA no oxpaHe Tpyaa u 3aopoBbsi), USDA (Cnyxba uHCneKumn 300poBbS XUBOTHLIX U pacTeHuil), EPA
(AreHTCTBO OXpaHbl okpy>atoLuen cpeabl CLUA), TUV (Hemeukasn cnyxba TeXHM4eCcKkoro KOHTPOns U Haasopa)
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UT. A4.). JlaHHble CEPMIAHOTO MPOM3BOACTBA MOTYT ObiTb UCNOMNbL30BaHbI ANSt OKYMEHTUPOBaHUS 0COBEHHOCTEN
yNpaBnseMoro TeXHONMOrM4eCcKkoro NpoLecca, ka4ecTea NPoAyKTa, yCrioBUin U3roTOBMEHNUA NPOAYKTA, TEXHOMO-
TMYECKMX YCNOBUI U3rOTOBINIEHUS U/MMKN BbIMyCKA U3AENUNA.

lpumep — B coomeemcmeuu ¢ HoOpMamueHbIMU MPebosaHUAMU MPOMbIWIEHHOCMU, MOJILKO 00UH Ha-
6op daHHbIX Npouzeodcmea napmuu usdenui Moxem ydoenemeopsmbs HopMamueHbIM mpeboeaHusim. onon-
HUMersnbHbLIe Ha60pbl OaHHbIX moaym ucrnonb3oeambcs 07157 ebINOJIHeHUs1 8crioMo2amesibHbIX npouseodcmeeH-
HbIX Oelicmeuli, He ycmaHO8IeHHbIX HOpMamueHbIMU GOKyMeHmamu.

4.3.4 BbinyCcK roToBOM NPoayKuuu

Perucrpauus aaHHbIX 0 NPOM3BOACTBE NAPTUU U3AEMNIA MOXKET OCYLLIECTBAATLCSA W AN BbIMYCKa rOTOBOW
npoaykumu. Mpu aTom BCSA MHpopmaLusa, He0OXo0AUManA ANSA BbINMyCKa roTOBON NPOAYKLMW, B COOTBETCTBUM C
yCTaHOBMNEHHbIMK TPeBOBaHUAMM Ka4ecTBa, JOIKHA COAePXaTbCs B AaHHbIX NPOU3BOACTBA NapTUU U3AENWIA.
B HekoTopbIx 0OTpacnAx MHGOpMaLusa O 3aBePLUEHUU KOHTPOSA 3@ BbINYCKOM rOTOBOW NPOAYKLMM TAKKE BKIIO-
YaeTcs B AaHHbIE NPOU3BOACTBA NapTUW U3LENUN.

4.3.5 YnpaBrneHue OTKIIOHeHUsiMU

Peructpauus AaHHbIX O NPOU3BOACTBE NAPTUM U3AENUI MOXET ObITb MCNONb30BaHA ANS OpraHM3auum
paboT C OTKNOHEHUAMU NPU AOKYMEHTUPOBAHUM UHGOPMAaLMM O NMPOWM3BOACTBE napTum usgenuii. ObbIYHO
JaHHble 0 NPOM3BOACTBE MaPTUM M3AENWIA BKMoYaloT B cebs nHopmaumio 06 aBapusax u aopyrmx cobbiTusx,
aCCOLMUPOBAHHBIX C TEXHOMOMNYECKUMU OTKIOHEHUsIMU. B HEKOTOpbLIX OTpacnsx, AaHHbIe O NPOU3BOACTBE
napTun M3Zenuii MOryT Takxke BKMYaTb MHAOPMALMIO O pa3peLleHun nNpobneM ¢ BO3HMKAIOWMMKN OT HOp-
MarnbHOro npouecca NPoM3BoACTBa OTKMOHEHUAMMU.

4.3.6 MeHepXMEHT KayecTBa

Peructpauus gaHHbIX O NPOU3BOACTBE NAPTUU U3AENUIN MOXET ObITb MCNONb30BaHA ANA yAOBNETBOPE-
HWSA OOHOTO UMW HECKONbKMX TPeBOBaHMIA, TAKNX KaK peanu3aumsi BHYTPEHHUX NPOrpamMm Nno KOHTPOSIO Kave-
CTBAa, NO 3aLUMTE NPOAYKTA OT BO3MOXHbBIX (PMHAHCOBBLIX U IOPUANYECKUX NMPETEH3UN.

4.3.7 MapwpyTusauma n oTcnexvBaHue ABUKEeHUA MaTtepuana

Peructpauus gaHHbIX 0 MPOM3BOACTBE MAPTUM U3AENUIA MOXET ObITb UCMOMb30BaHA ANA AOKYMEHTU-
pOBaHWUA UCNOMNb3YEMbIX BXOAHBIX MaTEPUANOB NPU NPOU3BOACTBE CEPUN. ITO MOXET ObiTb NEpeyYeHb BCEX
MapTuii, 3roTOBMEHHbIX U3 JJAaHHOTO Matepuana, u, HaobopoT, ykasaHue Habopa BCex BXOAHbIX MaTepuanos,
HeoOX0AMMBIX AN U3rOTOBIIEHWUS JaHHON NapTUK.

4.3.8 MapwpyTusauma n oTcrnexuBaHue ABUXKEHUA 00opyaoBaHNA

Peructpauus faHHbIX 0 NPOU3BOACTBE NapTUK U3AENUIA MOXET ObiTb MCMONb30BaHa AN JOKYMEHTUPO-
BaHWUSA UCMOMNb30BaHUS KOHKPETHOrO 060pyA0BaHUS NPYU NPOM3BOACTBE NAPTMM naaenuii. Yka3sbiBaeTcs cratyc
obopynoBaHusi (Hanpumep, O4MUCTKA, TexHUYeckoe obcnyxmsaHue). MoxeT BkniouaTbcsi MHOpMaLus o pas-
MeLLeHnn 000opya0BaHUS U NepeveHb MaTepuanoB, U3rOTaBNMBAEMbIX HA KOHKPETHOM 060pyA0BaHUM.

4.3.9 OTCcnexuBaHue nepeaBuXeHUsA nepcoHana

Peructpauuns aaHHbIX O NPOM3BOACTBE NAPTUM M3AENUIA MOXET ObITb MCMONb30BaHA ANsl AOKYMEHTUPO-
BaHUS nNepcoHana, 3a1eNCTBOBAHHOTO B MPOM3BOACTBE NapTUM M3Aenuii. YkasbiBaeTca CTaTyc kBanudukauum
nepcoHana.

Tpumep — OmcnexueaHue onacHol npou3eodcmeeHHol cpedbl, NPOGOIKUMESTLHOCMU 6bINOJIHeHUS
onepauyuu, obecrieyeHus coomeemcemeusi mpeboeaHusiM oxpaHbl mpyda, pameujeHusi paboyezo mecma.

4.3.10 CooTBeTCTBUE TPEOGOBAHMAM KOHTPaKTa
Peructpauus fgaHHbIX O NPOU3BOACTBE NapTUK U3[enuii MOXeT ObiTb MCMONb30BaHa AN AOKYMEHTUPO-
BaHUA MHGOPMALMK, HEOBXOANMON ANA yAOBNETBOPEHMSI TPEOOBAHUAM KOHTPAaKTa.

TMpumep 1— Mpouseodumenio Moxem nompeboeamicsi 3a00KyMeHmMuUpoeams UHGHOPMayUio 0 KaJecmee
npodykma e cepmucpukame aHanusa COA, uHgpopmayuio o nepuodax cmepusibHoOCIMU 06opydoeaHuUs, pe3y k-
mamkbl npoeepku Kayecmea oYyucmiu obopydoeaHusi.

lMpumep 2 — [pouseodumernk Moxem ebINOIHUML Tepeayio peaucmpayuio daHHbIX npou3zeodcmea nap-
muu u3denuli dna ydoenemeopeHus mpeboeaHUsIM KOHMpaKma u emopyio 07151 y0oesiemeopeHuUsi ceoux 6Hy-
mpeHHuUX nompe6Hocmell.

4.3.11 OueHka 3aTpar

[aHHble 0 NPOU3BOACTBE MAPTUU U3AEnNuUin MOTYT coaepkats uHopMaLmio 0 pecypcax (matepuanax,
obopynoBaHuM, NnepcoHane), UCnonb3yembixX Ars NPOM3BOACTBA NapTuu usaenuii. YkazaHHas uHcgopmaums
Heobxoamma ansi 060CHOBAHUS BbIAENEHUsI CPefCTB, aCCOLMMPOBAHHbLIX CO CrieyuanbHbIMU AENCTBUAMM,
Unu cpeacTs, aCCOLMNPOBAHHBIX CO CneuuanbHbIMU NPOAYKTaMU.
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4.3.12 basa 3HaHMI O TEXHONOINMU NPOU3BOACTBA

JaHHble 0 NPOM3BOACTBE NapPTUK U3AENUIA MOTYT ObITb UCMONBL30BaHbI NPK pa3paboTKe OT4eTa, COCTaB-
FIEHHOrO Ha OCHOBE AaHHbIX O MPOU3BOACTBE NAPTUM U3LENUIA, U OTBEYAIOLLEro Ha crneayiowue Bonpocsl:

- KT0 siBNsieTca ucnonHutenem pabor?

- Kakve geicteua npeanpuHaTol?

- Korga nsrotoeneH npoaykr?

- ['ne n3rotoBneH nNpoaykr?

- Lenb nsrotoeneHus npoaykra?

- Cnoco6 nsrotoeneHusa npogykra?

- Craryc 3apeiicTBOBaHHOro 060pyaoBaHus?

- Kakue ucnonb3yotcs pacxogHble Matepuanbl?

- Kakasi npogykuus npousseaeHa?

- Kakue OTKNOHEHWs 3aperncTpupoBaHbl B NPOLIECCE BbLIMOSIHEHUA paboT?

4.4 YnpaBneHue AaHHbIMM CEPUMHOIO NPOU3BOACTBA

4.4.1 XpaHeHne AaHHbIX

Mepuop XpaHeHUs AaHHbIX CEPUIRHOTO NPOU3BOACTBA U CCbIMOYHBLIX AAHHbIX ONPeaenseTca KOMMepye-
CKUMU TPeBOBaHUAMM.

Mpouecchbl apXMBUPOBAHUS U BOCCTAHOBIEHUSA AaHHbLIX NexaT BHe 06nacTu NPUMEHEHUs] HacToSLLEro
cTaHaapra.

Kak npaBuno, gaHHble CEPUINHOrO NMPOU3BOACTBA U CCbISTIOYHbIE AAHHLIE UMEIOT KOHEYHOe BpeMs Xpa-
HeHus. B KoHLe 3Toro BpeMeHu AaHHble MOryT ObITb yAaneHbl 3 apxuBsa B COOTBETCTBUM C YCTAHOBMNEHHbLIMU
KOMME PHECKUMU W TEXHONOrMYeCkuMmn TpeboBaHnsIMU.

Mpumep 1 — Cyuwjecmeyiom HopMamueHbie mpeboeaHusi K mexHuveckol noddep:ke uHghopmMayuu Ha ne-
puod do mpex jilem ¢ MOMeHmMa npou3eodcmea napmuu u3denuti. [fTo ucmevyeHuu 0aHHO20 epeMeHU, MoXxem
6bimb 3adelicmeoeaH crieyuankbHbil KOMMepYeckull mexHosio2uYyeckuli npoyecc, ycmaHaenuearouwjuil, Yymo daH-
Hble npou3eodcmea napmuu u3lenuli U cCbIJIOYHbIe OaHHbIe agmomMamuYyecku yoansomcs.

Mpumep 2 — YOaneHue GaHHbLIX O Npouseodcmee napmuu uzdenuii Moxem rPou38odUMLCSA 10 OKOHYa-
HUU opuyUaNILHO YCmMaHOBJIEHHO20 CPOKa XpaHeHus OaHHbIX. YOaneHue daHHbIX Moxem rnompeboeamsb ocoboll
npoyedypbi nepecmompa u/unu ymeepxoeHus.

lpumep 3 — B HekOomMOPbIX ompacssax U KoMnaHusx mpebyemcs coxpaHame daHHble o npou3eodcmee
napmuu u3denuli @ meyeHue 00J12020 8peMeHU (Hanpumep, 10—20 nem) 051 Pa3NUYHbLIX KOMMEPYECKUX U Tpo-
u3eodcmeeHHbIX yenel.

MpumMevaHune — Ecnu coxpaHeHHble AaHHbIE NEPEMELLAOTCA B apxXuB HOBOW BEPCUU WU B HOBYIO CUCTEMY
XpaHEeHUA AaHHbIX, TO CChINIKA Ha COOTBETCTBYIOLWWE AaHHbIE NPOU3BOACTBA NapTUK U3genuit 06HOBNAIOTCA ANS yKaszaHUs
HOBOro MecTa XpaHeHUA.

4.4.2 LlenOCTHOCTb AAHHbIX

Ecnu ocywlecTBnsieTcsl KONMMPOBaHUE AaHHLIX O NPOU3BOACTBE NApPTUM U3aenui, To Heobxoaumo obe-
CNeYnUTb UX LENOCTHOCTb. LIeNnoCTHOCTL AaHHbIX 06ecne4nBaeTcs COOTBETCTBYIOMM XU3HEHHBLIM LIUKITOM
OaHHbIX O NPOU3BOACTBE NAPTUU U3AENUN.

MpumMevaHue — TouHble TpeBOBaHUS K LENOCTHOCTU AaHHLIX ONPEAENSIOTC KOMMEPYECKUMU NpaBuUniamm,
YAOBNETBOPSIOLMMU HOPMATUBHLIM TpeGoBaHUAM, Tpe6oBaHUAM KOHTpaKTa, TpeGoBaHWAM KadecTBa U T. 4.

4.4.3 Co3panue JaHHbIX O NPOU3BOACTBE NAPTUU U3aenui

JaHHble 0 NpoM3BOACTBE NAPTUM U3AENUIA TUPAXUPYIOTCA C MOMOLLLIO KONMPOBAHWSA, NEepeMeLleHmns
WK NYTEM CCbINOK HA MH(OPMALIMIO 0 X0A€E BLINONMHEHUA PabOT U KOMMEPYECKYIO MHAOPMAaLMIO, NYTEM BKITIO-
YeHUs CCbINOK Ha AaHHblEe NPOU3BOACTBA NAPTUKN U3AeNui B COOTBETCTBUM CO cneumduKkaLuen AaHHbIX.

[aHHble 0 NPOM3BOACTBE NAPTMKM U3AENUI reHEPUPYIOTCA B NM0Goe BpeMsa A0 Havana, B NpoLecce unm
Nno OKOHYaHWW BbINONHEHUs1 paboT. Bpems CO3aaHuA AaHHbIX, a TaKkke UHUUMMpYloulee cobbiTue, onpeae-
NAOTCA B COOTBETCTBUM C KOMMEpYECKMMU npasBunamun. Onsa perucrpaumm AaHHbIX NPOM3BOACTBA NapTUM
n3aenuin HeT HeoBXoAUMOCTHU creLManbHO HAa4YMHATL NPOU3BOACTBO NAPTUM UNU €€ INEMEHTOB, cneuunanbHO
naeHTUMUUMPOBAaThL NAPTUIO UMK €€ KOMMNEKTOBAT.
8
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Perucrpaums AaHHLIX NPOM3BOACTBA NAPTUKM M3AENUIA MOXET NPOU3BOAUTLCA B OTCYTCTBUE (hopmarb-
HOWM cneundmrKaLmmn gaHHbIX. ECnu cneumdukauus oTCyTCTBYET, TO €€ porib BLIMOSHAET ONeparop Uiy cneum-
anLHan KOMNLIOTEPHaA NporpammMa. CUMTaeTcsl, YTo cneumduKkaLms OTCYTCTBYET A0 TeX Nop, Noka Ha Bymare
UMK HA KOMMNbIOTEPE HE CAENaHa 3anuch 0 JOKYMEHTMPOBAHUM YKA3aHHOM crieuudukauuu.

MpumevyaHune — Peructpauusa AaHHbIX NPOU3BOACTBA MNApTUN U3AENMIA YacTo NPOU3BOAUTCA (BPYUHYIO UK Ha
KOMMblOTEPE) B COOTBETCTBUU CO CTaHAapTHON paboTartolleii npoueaypoit (SOP) nnu koMMepyeckumu npaBunamu.

4.4.4 O6HOBNEHME AAHHbLIX MPOU3BOACTBA NAPTUM U3AETNTUN

Mo OKOHYaHWUM NepBOHaYanbHON PerucTpauMmn AaHHbIX NPOM3BOACTBA NAPTUM U3AENUW U UX TUPAXMU-
pPOBaHUA MOXET BO3HMKHYTb HEOOXOAMMOCTbL B YaCTUMHOM A00aBNeHUn, U3MEHEHUU NN yaaneHun JaHHbIX.
3710 MOXeET noTpeboBaTh HANMUMA HOBLIX AAHHLIX 06 0COBEHHOCTAX NPOU3BOACTBA NPOAYKTA U €r0 UCTOPUMN.

lMpumep 1 — OOHoepemMeHHOe dobaencHuUe daHHbIX, NpedeapumesibHO COOPaHHbIX U XpaHAUWUXCcS 6 ap-
xuse.

lMpumep 2 — fob6aeneHue OaHHLIX, NOSYYEHHbLIX 10 OKOHYaHUU 8bIITYCKa 20/M08020 Mamepuana, u32omoe-
JNIeHHo20 e eude napmuu usdenud.

lpumep 3 — Modudpukauyusi daHHbIX Npouzeodcmea napmuu u3desnull M0 OKOHYaHUU NnepeKanubpoeku
UHCMpymMeHma.

lMpumep 4 — YOaneHue OaHHbLIX Npou3eodcmea napmuu usdenull, He coomeemcmeyoWx ycmaHOG/1eH-
HbIM mpeboeaHusm.

Ho6aenexue, mogucdukauma m yganeHue AaHHbIX NPOU3BOACTBA NAPTUU M3AENUN BLINOMHAETCA B CO-
OTBETCTBUM C NPUMEHUMbLIMU KOPMOPATUBHLIMU U I0PUANYECKUMU TPEBOBAHUSIMM, @ TAKKE NPABUTENbCTBEH-
HbIMW HOPMaTUBHbIMU AOKyMeHTamu. B ykasaHHOM cnyvae nioboe u3MeHeHue AOSHKHO NPOU3BOAUTLCA B
COOTBETCTBUU C YTBEPXAEHHOW NpoLeAypoil KOHTPOMNS BHOCUMbIX W3MEHEHWIi, Npoueaypon perucrpauum
ayauTOPCKON CKBO3HOW MPOBEPKU, @ Takke B COOTBETCTBUU C KOMMEpPUECKUMU TpeGoBaHUAMU U NPaBUTENb-
CTBEHHbIMWU HOPMAaTUBHbLIMU JOKYMEHTaAMM.

B 3aBMCHMOCTU OT KOMMEPYECKUX NMpPaBUI, HOBbIE 3aMUCU AAHHbIX O NPOU3BOACTBE NapPTUKN U3JENUN
(BbIMOMHEHHbIE BPYYHYIO UNKW HA KOMMbIOTEPE) MOTYT A00aBNATLCA K UMEIOLMMCS AaHHBIM NPOU3BOACTBA
napTun U3genui, axe ecnu ST0 He OrOBOPEHO B cneumduKkaumm JaHHbIX.

Tpumep 5 — B ¢papmayeemuydeckol npombiwifieHHocmu, ecnu OaHHble o npouseodcmee napmuu u3de-
nul ucnone3yromcesi 0ns onpedesieHUs camMoli 603MOXHOCMU ebINycka YKa3aHHOU NpodyKyuu, mo yKa3aHHble
OdaHHbIe Mo2ym nompeboeambcs 0711 OMJII0KeHHOU UHCTIeKyuU, 0axe ecsiu yka3aHHble OaHHbIe He ompaXeHbl 8
cneyugukayuu aHHbIX.

4.4.5 COCTOAHUA XXU3HEHHOIO LUMKna

[aHHbIM O NPOW3BOACTBE NapPTUKU U3AENMIA MOTYT ObiTb Ha3Ha4YeHbl 0COObLIE COCTOSAHUSA, uAEHTUDMLK-
pytowme ee cratyc. YkasaHHbl€ COCTOSIHUA UCMOMb3YIOTCA B COOTBETCTBUU C KOMMEPHYECKUMM NpaBunamu ¢
YYETOM HA3HAYEHHbIX MOMTHOMOYMI ANA UAEHTUUKALUN paspeLLeHHbIX onepauui, BbINOMTHAEMbIX B NpoLec-
Ce perucrpaumm gaHHbiX.

B03MOXHbIE COCTOSIHUS U BO3MOXHbIE NEPEXOAbl COCTOAHUI ONUCLIBAIOTCA B COOTBETCTBUMU C KOMMED-
YECKUMM NpaBunamu.

[laHHble 0 NPOM3BOACTBE NAPTUM U3AENMWIA PasHbIX TUMOB MOTYT UMETb Pa3NUYHbIE COCTOSIHUA XXU3HEH-
HOro uukna.

lMpumep — Pecucmpauus 0aHHbIX 0 Npou3sodcmee napmuu u3denulii, npoussodumas e coomeemcmeuu
¢ HopMamueHbIMU mpeboeaHusIMU, MoXem Haxodumbcsi 8 COCMOSIHUU ymeepKOeHUs1 unu ymeepxdeHo. B mo
JKe epeMsi, peaucmpayusi, ebI1o/IHeHHasi 8 coomeemcmeuu ¢ mpeboeaHUsAMU cumyamueHo20 (0515 KoHKpemHol
cumyauyuu) npou3eodcmeeHHO20 aHalu3a, (hopMasibHO MoXem eooblye He UMemb HUKaKO20 COCMOSIHUS XU3-
HeHHO20 YuKJa.

4.5 CTpyKTYypa OAaHHbIX CEPUMHOrO NPOU3BOACTBA

[aHHble 0 NPOM3BOACTBE NAPTUN USAENUIN — 3TO KOHTENHEP ANA MHAOPMaLMKU O NPOU3BOACTBE NapPTUM
nsgenuii cneuuanbHoro Tuna. KoHTteiHep ansa uHcopMauum o NpoU3BOACTBE NApPTUM U3OENUI MOXET coaep-
XKaTb HYMb UMW HECKOMBKO SMEMEHTOB, ONpeaenseMbiX Kak 00beKTbl B pasaene 5. PUCYHOK 2 unnocTpupyet
npumep 3anucelt AaHHbIX O NPOU3BOACTBE NaPTUU M3AEnNuin, coaepkalnx no 0O4HOMY KOHTENHEPY ANA KOMNO-
HEHTa KaXkaoro TUna u HeCKONbKO 3MeMEHTOB BHYTPM KaXKAoro KOHTeHepa.
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Batch Production Record

Control - -
recipes Control recipe
Events ‘

Event
Data sets -

Data set
Change history

Change
Comments

Comment
Personnel

identifications Personnel ident. manifest

Product

definitions Product definition

Resource

qualifications Qualification manifest

Production )
requests Production request
Production )
responses Production response
Samples

Sample
Master )
recipes Master recipe
Recipe _
elements Recipe element

Batch productior::
Batch production record

record
Batch production record — paHHble npou3BoACTBA NapTuM u3genuin; control recipes — peuenTypbl ynpasneHus; control recipe —
peuentypa ynpaBsieHus; events — cob6bITusA; event — cobbiTue; data sets — Habopbl AaHHbIX; data set — Habop gaHHbIX; change
history — ucTtopusi BHeceHuss nameHeHunii; change — un3ameHeHne; comments — KOMMeHTapuu; comment — KOMMeHTapuii; personnel

identifications — npgeHTudukaTopbl nepcoHana; personnel ident. manifest — naeHTudukayns nepcoHana, oopmaeHwe geknapauuu;

product definitions — onpegeneHus npoayktoB; product definitions — onpegeneHne npoaykrta; resource qualifications — kBanuduka-

umm pecypcos; qualification manifest — geknapauyuna o kBanudgukauymn; production requests — 3anpocbl Ha NpouM3BOACTBO; production

request — 3anpoc Ha NMPon3BOACTBO; production responses — 4yBCTBUTENIbHOCTb MPOM3BOACTBA K BHOCMMbIM M3MeHeHuaM; production

response — 4YyBCTBUTE/NIbHOCTb NPOU3BOACTBA K BHOCUMOMY M3MeHeHUul; samples — npo6bl (MaTepuansl ANs UcnbiTaHuii); sample —

npo6a (matepuan Ans WUcNbiTaHWii); master recipes — TexHONOrM4yeckne peLenTypbl; master recipe — TexHoMOrMyeckass peuenTypa;
recipe elements — anemeHTbl peuenTypbl

PUCyHOK 2 — OGBbEeKTHble KOMMNOHEHTbI AaHHbIX MPOW3BOACTBA MapTUX U3AENUNA

10
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HekoTopble TUMbI MHOPMALMK TaKKe ABMAITCA KOHTeiiHepaMu. OHW cogepxaT UHdopMaLuo cnewu-
anbHOro TMna, Hanpumep, MHOPMaLMio peuenTypsl ynpaBneHus, cogepxallyto opMy/ibl, 3arofIoBKM 1 Npo-
ueaypHylo vHgopmayuio. JaHHble NPOU3BOACTBA MapTUM U3AENWiA MOTYT Takxe cogepxaTb npouve 3anucu
CAaHHbIMU. PUCYHOK 3 WAIIOCTPUPYET HECKO/IbKO KOHTEWHEPOB, UCMO/b3YOWUX NOAMHOXECTBO 3/1EMEHTOB
KOMMOHEHTOB JaHHbIX O MPOU3BOACTBE NapTUW U3LENWiA.

Batch production record

Control recipes
Control recipe

Formula
Header

Procedure

Events

Data sets

Comments

Change history
Personnel identifications
Samples

Resource qualifications
Product definitions
Production requests
Production responses
Master recipes

Recipe elements

Batch production record

Control recipes — peuenTypbl ynpasneHus; control recipe — peuentypa ynpasnenus; formula — copmyna; header — 3aronoBok;
procedure — npoueaypa; events — cobbiTus; data sets — Habopbl AaHHbIX; comments — kOMMeHTapuu; change history — nctopus BHe-
ceHus nsmeHeHwuit; personnel identifications—uaeHTudpmkaTopsl nepcoHana; samples — npo6bl (MaTepuanbl 45 UCTILITAHWIA); resource
qualifications — kBanmdpmkaummn pecypcos; product definitions — onpegeneHne npoaykTa; production requests — 3anpocbl Ha Npou3-
BOACTBO; production responses — 4yBCTBUTE/NIbHOCTb MPOM3BOACTBA K BHOCMMbIM V3MEHEHWSIM; master recipes — TexHonornyeckve
peuenTypbl; recipe elements — anemeHTbl peuenTypsl; batch production record — faHHble npov3BoACTBa NApTUM M3aenuit

PucyHok 3 — MpuMep AaHHbIX 0 NPOM3BOACTBE NapTUM U3AeNMii

11
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MNpumep — [aHHble 0 NPOM3BOACTBE NapTuUX U3ZesMii MOryT codepxaTb /o6yt nHopmaumio. Mpu
3TOM, [aHHble BK/IHOYAKT KOMNUIO peuenTypbl ynpasfeHnsa A5 Npou3BoACcTBa NapTun nsgenuii, AOKyMeH-
TUPOBaHHbIV NepeyeHb COObITWIA, NMpouclealInX B NpoLecce NpovM3BoACTBa NapTuu U3enuii, AaHHble O
HenpepbIBHOW AWHaMWKe MokaslaTeneil, cobpaHHble B NpoLiecce NPoM3BOACTBa NapTun U3Lennii, faHHble O
YYBCTBUTENBHOCTM NPOM3BOACTBA K U3MEHEHUSAM, BbI3BaHHbIM AEACTBUSMU NepcoHana n obopyaoBaHUEM,
pacxof MaTepuasios, a Takke KoNmyecTBO MaTepuana, N3roToB/IEHHOr0 B NpoLecce Npon3sBoacTBa napTum
n3aennii.

3nemMeHTbl AaHHbIX O MPON3BOACTBE NAPTUXN U3LENNI/A MOTYT CCblIaTbCA Ha ApYrve 3/1eMeHTbl aHHbIX B
pamkax Toil xe napTum mnsgenunin (CM. pUcyHok 4). [laHHbIA PUCYHOK COLEPXUT NPUMEP U3IMEHEHUS UCTOPUU,
KOTOpasi CCbl/laeTCa Ha N3MEHEHHYO hOpMyny peLenTypbl ynpaB/ieHus, Ha ABe Aeknapaunum 06 ngeHtuduka-
U1y nepcoHana v Ha O4MH KOMMEHTapuiil, CCblaloWmniica, B CBOI oYyepelb, Ha 3/1IEMEHT NCTOPUN N3MEHEHNS.
OpHa pgeknapauuna o6 ngeHTudurkaunm nepcoHana naeHtTuduuupyet KOHKpeTHoe nuuo u gelicteue «Done
by (BbInO/IHEHO ...)» B UCTOPUU paccMmaTpmBaemMoro nameHeHuns. Bropas geknapaumsa ngeHTuduumpyeTt KOH-
KpeTHoe nuuo un gencteue «Checked by (MpoBepeHo ...)» B UCTOPMN paccmMaTpuBaemoro uameHeHus. Kom-
MeHTapuii CoOAepXMNT HEeKOTOPbIN TEKCT, acCOLMMPOBAaHHbIA C paccMaTpyBaeMblM N3MEHEHUEM.

Batch production record

i i
Personnel identification marl festJH”

Personnel
identifications

Comments
Comment

Bach production record — gaHHble 0 NPOM3BOACTBE NapTUW M3genuid; control recipes — peuenTypsbl ynpaeneHus; control recipe — pe-

uenTtypa ynpasnenus; formula — copmyna; header — 3aronosok; procedure — npouegypa; change history — nuctopusi BHOCUMOTO

n3meHeHusi; change — usmenenwne; personnel identifications — nepcoHanbHble naeHTudukauum; personnel identification manifest — ge-
Knapauus o nepcoHanbHoOW naeHTMdMKaLmm; comments — KOMMEHTapuu; comment — KOMMeHTapwii

PUcyHOK 4 — TMpuMep 3/1eMEHTOB, CCbIAOWMXCS Ha ApYrMe 3/1eMeHTbl

J/IeMeHTbl AaHHbIX 0 MPOM3BOACTBE MapTUM U3LAENnii MOryT coAepXaTb KOHKPETHYH MHopMayuto, nau
OHM MOTYT CCbiflaTbCA (YKa3blBaTb) Ha UHOPMAaLMIO, XPaHSALLYOCA B APYrMX 6a3ax AaHHbiX. Mpumep Takux
6a3 faHHbIX NPUBEAEH Ha pUCyHKe 5. PUCYHOK 5 UNMIOCTPUPYET fBa BapuaHTa NpefcTaB/eHus AaHHbIX, Koraa
OAVH 3/IEMEHT HEMOCPeACTBEHHO COAEPXUT caMu AaHHble 0 NokasaTensx W Koraa Apyroi afeMeHT ccbinaeT-
CSl HA BHELHIOW 6a3y AaHHbIX.
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Batch production record

Control )
recipes Control recipe
Events
Event
Data sets '
Dataset | ..data... |
Samples
Sample < '‘Database

Batch production record — fgaHHble 0 NPoOM3BOACTBE NapTUM U3Aenwii; control recipes — peuenTypbl ynpasnexus; control recipe — pe-

uenTypa ynpasfieHus; events — cobbiTus; event — cobbiTue; data sets — Habopbl faHHbIX; data set — Habop AaHHbIX; data — faHHble;

samples — npo6bl (MaTepuansl ANs UCnbiTaHuit); sample — npoba (MaTepuan gns ucneiTanuii); reference — ccoinka; database — 6asa
[aHHbIX

PuCyHOK 5 — TMpuMep BHYTPEHHUX AaHHbIX U CCbISIOUHbIX JaHHbIX

4.6 MpousBoaCcTBEHHAA MHpopmMayma

4.6.1 O6LWmMe NOMOXEHUA

Mpon3BoacTBEHHAsA uHGOpPMaLmMs onpeaenseTcs B cooTBeTcTBMM ¢ M3K 61512-1. MponsBoAcTBEHHasA
nHpopmaumus — 3To uHdopmauus, cobpaHHas B npouecce nponssoAcTea. OHa MOXeT BKIOYaTb MHopMa-
LMo, cobpaHHylo A0 Havasa NPou3BOACTBA, a Takke MHopMaLmno, CobpaHHyIo Mo OKOHYaHUU NMPoM3BOACTBA
naptTum unsgenuii. NMpon3BoAcTBEHHasA MHOPMAaLUMA MOXET OTHOCUTLCA K OAHOM KOHKPETHOW napTumM Wan K
HeCKONbKAM NapTusM u3genuit. NMpon3BoACcTBEHHAasA MHOPMALUS MOXET Takke BKIYaTb MPoYMe TUMbl WUH-
hopmauun, Takme Kak gaHHble 06 06yyeHuMM nepcoHasia, UHopmauno o c60AX CUCTEMbI U UHbopMaL Mo
NMOCTaBLLMKOB.

MpounssoAcTBEHHAA MHOPMAaLMS BKIOYaeT KOMMEPYECKYO MHGOpMaLuio 1 MHhopmaumo o Xxoae Bbl-
nonHeHns pabot. CooTHeceHne MHopmauum, a VMMEHHO, Kakas MHdopMauus ABNSeTCS KOMMepyeckon, a
Kakas nHchopMauueli o Xxoae BbINOSIHEHNS paboT, OCYyLLECTBASETCA MO KOMMEPYECKMM npasuiam.

4.6.2 Kommepueckasa nHopmauymsa

Kommepueckas nHgopmauuss — 3To aHHble, NoJlyYeHHble U3 HEMPOU3BOACTBEHHbIX KOMMEPYECKUX Cu-
cTem, Taknx kak HR — cuctema (cuctema, cogepxawas nHopmauuio o TpyAoBbIxX pecypcax), CRM — cucte-
Ma (cucTema NofAepXaHusi Hagexallyx OTHOLWEHWI ¢ 3aka3unkom), PLM — cuctema (cuctema ynpasneHus
XW3HEHHBIM UMKIOM Npoaykumm), hnHaHcoBas cuctema, SCM — cuctema (cuctema opraHusaummn Lenoyku
nocTaBok).

Mpvmep — Kommepueckasi MHpopMaums BkoYaeT (M He TOMNbKO):
- 06Lyi0 peuenTypy U peuenTypy, CBA3aHHYIO C MECTOM NPOU3BOACTBA;

JaHHble No 06y4YeHuto NepcoHana;

cepTudunkaT aHanmsa (COA);
- [aHHble 0 6e3onacHoOCTU maTepuana (MSDS);
- MHopmaunto 3aKasunka;

MHdOpMaLVIo 0 3aTpaTax Ha CbipbeBble MaTepuasbl U UX Ka4ecTBe;

NCTOPUIO TEXHUYECKOr0o 06CNYXMBaHUS 060py0BaHNS;

KaneHgapHbli nnaH npoussoacTsa (cm. ANSI/ISA-95.00.01— 2000).

4.6.3 NHchopmaumsa o xoae BbINOSIHEHUS paboT

VHdopmauna o xode BbINOMHEHUA paboT — 3TO AaHHble O NMPOM3BOLCTBEHHBLIX pecypcax, Takux Kak
obopyfoBaHue, matepuasn, aHeprus, nepcoHasn. Cioga OTHOCUMTCS onpeefneHne Npou3BOACTBEHHbIX Npasus,
MCTOpMUs NPOU3BOACTBA, MHhOpMaLus 0 NPON3BOACTBEHHON cpefe.
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MpyMep — WHopMauus o BbINOSIHEHUN Pa60T BK/HOYAET:
- TEexHOMorMyeckyto peLenTypy, peuenTypy ynpaB/eHus;

napameTpbl peuenTypbl;
KasleHAapHY MHgopMaLuio;
[JaHHble UICTOPUYECKOro aHa/In3a TPEH0B;

MH(OPMALMIO O KONIMYecTBE U CBOWCTBax MaTepuana;

cTaTyc 060pyA0BaHUs;

KOHhUrypaumo nporpaMmmHoro o6ecrneyeHns o60pyA0BaHNs 1 CUCTEMbI yNpaB/ieHus;
CTaHfapTHble paboTatouwme npoueaypbl (SOP);

YyC/0BUS NPON3BOACTBEHHOI cpeapl;

aBapuiiHble N HeW TaTHble COObITUS;

MHpOPMAaLMIO O TEXHO/IOrMYEeCKOM 060pYA0BaHNN U ero KOHhUrypauusx;

pa6oune MHCTPYKUMUM onepaTopoB.

4.6.4 [aHHble npouefypHbIX 3/IEMEHTOB

[aHHble npou3BoACTBA NapTuu u3genuii MOryT cojepxaTb AaHHble 0 Nw6oil peuentype wWaM o Npo-
LelypHbIX 3/1IeMeHTax 060pyA0BaHNs, He NPEBbIWAKLW X N0 pa3Mepy NOJHY NapTuio nsgenuii (Hanpumep,
JaHHble 0 mpoueAypax TEXHO/I0TMYEeCKON yCTaHOBKM, onepauuax, gasax). B ykazaHHOM cnyyae, faHHble O
NpPou3BOACTBE NapTUU M3genunii MoryT cofepXatTb 06bEKT peLenTypHOro 3ajieMeHTa, cojepxaliuii faHHble 06
accouMMpoBaHHOM NpoueaypHOM 3/ieMeHTe.

PaccmaTtpuBaeMblil npoueaypHblii 3/1IEMEHT MOXET TakXe cofepXaTb AaHHble O 11060/ paclnpeHHOoW
nepapxuun npouenypHbiX 31EMEHTOB, €CN CTaHAapTHasa npouefypHas nepapxus pacnpocTpaHeHa Ha pelen-
Typy ynpaBneHus. PucyHok 6 unnioctpupyeT faHHble Npo6HOIM napTuu m3genunii, cogepxalime peuenTypHbIi
3/1eMEeHT 1 COoBbITUS, CBA3aHHbIE C BbIMO/IHEHUEM PELEenTypHOro asieMeHTa.

MpumeuyaHue — [aHHble peLenTypHOro ajieMeHTa MoryT ObITb UCMO/b30BaHbI A1 ONUCaHUSA NPOLeAYPHOI WH-
chopmaummn 06opyaoBaHKs, eci paccMmaTpuBaemMble npoleaypHble 3/1eMeHTbl 060pyA0BaHUS BCTPOEHbI B CTaHAAPTHYHO
npoueaypHyo nepapxuio.

Batch production record
Unit procedure,
operation, phase, or
any expanded
procedural element

Events in procedural
element such as
start of phase, end
of phase

Batch production record — gaHHble Npou3BOACTBa NapTUM U3LENuiA; recipe elements — peuLenTypHble 3/1eMeHTbI; recipe element — pe-

LENTYPHbI 3n1emeHT; unit procedure, operation, phase, or any expanded procedural element — npoueaypa TEXHONOrMYECKO YyCTaHOBKM,

onepauus, haza ww paclMpeHHbIi npoueaypHblli anemeHT; formula — dhopmyna; header — 3aronoBok; procedure — npoueaypa;

events — cobbITuA; event — cobbiTue; events in procedural element such as start of phase, end of phase — co6bITa npoueaypHOro
3/1IEMEHTA, Takme Kak Hayaso dasbl, OKOHYaHWe ghasbl

PucyHok 6 — [laHHble NMPO6HOI NapTuM M3genwii 4N PeLenTypHOro afiemMeHTa
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4.6.5 O6wMe gaHHble (He OTHOCALWMECHA K KOHKPETHOW napTun nsgenni)

B pamkax XW3HEHHOro umkna nNpovM3BOACTBa NapTuM U3LeNInil MOryT reHepupoBaThCA AaHHble, Hanps-
MY He OTHOCSALWMEeCa K KOHKPEeTHON napTum U3Lennil, HO cogepXxalimecs B AaHHbIX O MPOM3BOACTBE NapTum
n3aenuii.

Mpumep 1— JaHHble, He O THOCALWMECS K KOHKPETHOM NapTum, MOTy T BKIKOYaTb:

- TemnepaTypy 1 BNaXHOCTb OKpyXatoLeli cpeapbl;

- NCTOPUIO MOANIMKALMN N TEXHNYECKOr O 06CNYyXMBaHUS 060pyA0BaHNS;

- faBneHuve napa B cucTeme (0OLLMe NOKasaTeun, BbIGPOChl BbICOKOTO/HU3KOr0o AaBeHUs).

Mpumep 2 — Mpo6a ans aHann3a BoAbl MOXeT 6bITh B35STa 0 Hauana NpPoM3BoACTBa NapTuUX U3LeNNiA.
[JaHHas npob6a MOXeT 6blIThb UCNOMb30BaHa A1 HECKO/IbKMX NapTwuii. OHa He accouunpyeTCs C KOHKpeTHOM
napTueii. CrneaoBaTeNbHO, KaX/Ablii HAGOP AaHHbIX O NPOU3BOACTBE NapTUN U3AeNni MOXeT BK/o4YaThb pe-
3y/NbTaThbl aHa/M3a BoAbl, B3ATOI A0 Hauyana Npov3BoACTBEHHOIO MCMNO/b30BaHNsS paccMaTpUBaeMoro Bo-
[HOrO UCTOYHUKA.

Mpumep 3 — JaHHble 0 XPaHEHWM U NOTPYy3Ke A1 CepuM NPOMEXY T OUHbIX MaTeprasnoB, NPOU3BEAEHHbIX
B paMKax eiuHOi napTuei 1 UCNOb3yeMbIX B KAYECTBE CbIpbs [/19 HECKO/IbKUX NapTUid.

Mpumep 4 — [laHHble, HE OTHOCSALLMECS K KOHKPETHOW NapTun U3nenunii, MoryT 6blTb NpeacTaB/eHbI
B COCTaBe AaHHbIX NPOM3BOACTBA NapTuu nsgenuii, He BKIoUatoLweli nHdopmMauuio 06 naeH TudguKaLum nap-
TWi B BUAE HEMPEPLIBHOW ANHAMUKN NMOKasaTesnen.

PUCYHOK 7 WNNIOCTPUPYET faHHble O NPOM3BOACTBE NapTuUU usgenuii, cogepxalive Asa Buaa 3anucei
LaHHbIX. [laHHble BEPXHEro ypoBHsA cojepxaT obwue faHHble (Hanpumep, Habopbl AaHHbIX O MokasaTessx
NPOn3BOACTBEHHOW cpefbl). BHyTpeHHUEe faHHble coAepxaT Habopbl AaHHbIX, CBSI3aHHble C NPOM3BOACTBOM
KOHKPETHOW napTun n3genuii.

Non batch related
information

Batch related
information

Batch production record — gaHHble NpoM3BOACTBa NapTun n3genuii; data sets— Habopbl AaHHbIX; data set — Habop gaHHbIX; hon batch

related information — nHbopmaums, He OTHOCALLAACA K KOHKPETHOM napTuu; control recipe — peuenTtypa ynpasneHus; formula — cop-

myna; header — 3aronoBok; procedure — npoueaypa; batch related information — nMHopmaumsi, oTHOCcSAWAACA K KOHKPETHOI napTim
n3penuni

PucyHoK 7 m— [laHHble O NPOM3BOACTBE NapTuX U3LENUA, cofepxallime AaHHbIe, HE OTHOCSILLMECS K KOHKPETHOl napTuu
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4.7 OnemMeHTbl JaHHbIX CEPUMHOrO NPON3BOACTBA

JaHHble NPOM3BOACTBA NAPTUM M34ENUI MOTYT COAEpXaThb AAHHbIE O CneaylLmx obLwmx kateropusax
nHdopMaumK, onpeaeneHHbix B Tabnuue 1. B Tabnuue 1 npuseaeHsl obLime kateropum nHopmauum o npo-
W3BOACTBE NApTUU U3AENUIA, aCCOLMUPYIOLLMECH C OObEeKTaMU, MAEHTUPULMPOBAHHLIMKM B pasgene 5.

Tabnuya 1 — Kareropuv gaHHbIX NPpOU3BOLCTBa NapTUKN N3aenun

KaTeropus

OnucaHve

dakTu4eckme 3HaveHus

daKkTn4eckue 3Ha4eHNa — 3TO 3HaYeHUsA, NonyYeHHble oT 060pyAOBaHUSA UNKU NepcoHa-
na. OHK ABMAITCA NOAMHOXECTBOM AaHHbIX, @CCOLMUPOBaHHbLIX C [ PYrUMU KaTeropusmm
JaHHbIX NapTUK U3genuii.

TMpumep 1 — B cocyd dobaensiemcs pakmuyeckoe Kosluyecmeo Mamepuarsa, Ha-
npumep 49,5 ke, emecmo mpebyemozo 3HayeHus 50,0 ka.

Tpumep 2 — B coomeemcmeuu ¢ ¢popmynoll, ghakmudecKoe Kosu4ecmeo 2omo-
8020 npou3eedeHHO20 Mamepuaiia Ao/KHO 6bimb pasHo 104,9 ke, eMecmo mpe-
6yemoczo Konuvyecmea 1000 ke.

daKTu4yeckme 3Ha4veHus ncnonb3oBaHbl obbektamu CobeiTne, Habop aaHHbIX, MpoGa u
OTBeTHaA peakyusa npounssoactea. Cm. 5.6, 5.7, 591 5.14

WHdpopmaums, naeHtudu-
LupytoLas AaHHble Npouns-
BOACTBa NapTuu W3aenui

MHbopMaums, BKIoYatoLas UaeHTUhDMKaTOpbl AaHHBIX MPOUM3BOACTBA NapTuK U3Lenui,
AaTy, CPOKM, dNeMeHTbl NPou3BoACTBa NapTUK U3LENunii U acCoLMMUPOBaHHyto cnelmdu-
KaLWto AaHHbIX MapTun Usgenui.

Ecnu paccMaTpuBaeMelit Habop faHHbIX NPOU3BOACTBA NapTUN U3LENUIA COLEePXUT ApY-
e fAaHHble, TO OH COAEPXKUT TakkKe U UL EeHTUUKATOPLI APYrUX yKkasaHHbIX AaHHbIX.

Onpeaensietcs gnsa obbekra JaHHble MpousBoacTBa NapTum nsgenuii. Cm. 5.4

McTopust nameHeHus

DUKCUPYET NHOPMaLWIo 06 UIMEHEHUSIX, BHOCUMBIX B JaHHbLIE O MPOU3BOACTBE NapTUM
nagenuii. Hanpumep, BpeMsa BHeCEHUS] U3MEHEHUs!, UMS NWLa, BHECLUErO U3MEHEHUs],
Npu4MHa BHECEHNS M3MeHeHNs. MpeLUecTBYIOLME JaHHBIE COXPAHSIIOTCS.

Onpegensetca Ans obbekta M3smeHeHue. Cm. 5.10

KoMmeHTapuu

KoMMeHTapuu — 3To TeKCcToBasi MHbopMaLus, 3anucaHHas MobbiM YNonHOMOYEHHbBIM
NIULOM B aHHbIe O MPOU3BOACTBE NapTUW U3genuin. Hanpumep, KOMMeHTapuu oneparo-
pa, MeHegXepa, NpoBEpSIIOLLEro.

KoMMeHTapuu 0BbIYHO BKITIOHAIOT AaTy W BpeMsi KOMMEHTapus, naeHTUdMKaLuio nuua,
OCTaBMSOLLENO KOMMEHTapUA.

Onpegensetca Ans o6bekta KommeHTapuin. Cm. 5.8

Obuwasa uHdopmauus, He
OTHOCALWAACA K KOHKpeT-
HOW NapTuu uagenui

UHdopmaLus, npuMeHnmasi K O4HOW UNN HECKONBKUM NapTUAM U3Aenuid, a Taioke K Ya-
CTsIM napTuii usgenuin. Cogepxutca B 06bekTe [JaHHble Npon3BoACcTBa MApTUKU U3fenuii.
Cm.54

HenpepbiBHblE  AaHHbIE
AVWHAMUYECKUX NoKasaTe-
nen

HenpepblBHbIE AaHHbIE AUHAMUYECKUX NOKasaTenei — 3To AaHHbIe, YNopsAoYeHHbIe No
BpeMeHu. Cobupalotcs B TeUeHUe HEKOTOPOro Nepuoaa BpeMeH! ¢ 3afiaHHbIM UHTepBa-
oM.

Tpumep 3 — LaHHble o memnepamype cocyda cobupaiomes Yyepes Kaxdbie 20 ce-
KyHO e xode ece20 epeMeHU 8bINOoJIHeHUs onepayuu.

3HayeHus faHHbIX U UHGopMaLus, Heobxogumas Ans hopMUPOBAHUSA KOHTEKCTa 3Hadve-
HUI faHHbIX (Hanpumep, BpeMsi cbopa AaHHbIX, YacToTa cbopa, kavecTBo cbopa, eAnHU-
Lbl U3MepeHUst), BKITIOHAIOTCSl B MapKMPOBOYHYIO WA eHTUMKaLuio obbexTa.

Onpegensetca Ans obbekTa Habop gaHHbIX. CM. 5.7

PeuenTypa ynpasneHus

Konus peLenTyptl ynpaeneHusi, akTu4ecku Ucnonb3yemas B sneMeHTe cepuitHoro npo-
ussogcTea. [laHHasi pelenTypa BKIOYaeT UAeHTUdUKaLMIO KoHUrypaLumn Tpebyemoro
06opynoBaHUs U peLenTypy MCMorb3yeMbiX CyLHOCTEN.

[aHHble 0 Npon3BOACTBe NapTUM M3AeNnuUil MOryT cogepXaTb NepedeHb OTANYNIA OT nep-
BOHaYarnbHoW peLenTypbl YNpaBneHus, Hanpumep, 3HaYeHUs NapameTpoB U COOTBET-
CTBylOLLME HACTPONKKU o6opyAoBaHUS.
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Habopbl AaHHBIX

KaTteropus Onucaxue
[HaHHble 0 NpoM3BOACTBE NapTUKM U3AENUA MOTYT BKItoYaTh MHoOpMaLMIo, aeHTUDULN-
PYIOLLIYIO U3MEHEHUs peLienTypbl ynpaBneHus, NpoucxoasLlne B npoLecce BbINONHEHUs
paboT.
OnpegensieTcs ansa obbekta PeuenTypa ynpaenenus. Cm. 5.16
KoppenuposaHHble KoppenupoBaHHble Habopbl AaHHLIX BKITHOYAOT CBA3AHHLIE 3HAYeHUS AaHHbIX, KOTopble

MoryT CO6I/IpaTI:CF| €AVNHOBPEMEHHO.

Mpumep 4 — CesnzaHHasi cOBOKYNHOCMb OaHHbIX 06 o6beme U 3HaYyeHUU NoKa3sa-
mensi pH, cobpaHHbIX Ha ¢ha3e amoupoeaHus 8 XxpoMamoapaghuyecKol KOJIOHHe.
MpuMmevaHne 1 — [JaHHasa MHpopMaLUS YacTo UCMONb3YETCA MPU aHanUTUYecKoM
uccnefoBaHUM TEXHOMOMMYECKOro npotecca.

MoxeT ObiTb nonb3oBaTeNibCkuM paclumpeHneM obbektoB CobbiTne, Habop gaHHbIX,
Mpob6a, OTBeTHasA peakumsa npomasogctea. Cm. 5.6, 5.7, 5.9 1 5.14

OneKTPOoHHbIE noAnucu

MpefcTaBneHve noboro cUMBoOMa UMY NOCNeA0BaTENBHOCTU CUMBOIIOB, BbINOMTHEHHDIX,
MPUHSTBIX UM @BTOPU3OBAHHLIX UHAWBUAYYMOM, Kak NpaBOMEPHbI SKBUBANEHT €ro UH-
AVBUIYarnbHON PYKOTBOPHOW MOZnucH.

SJ'IEKTpOHHbIe noanncu 0OLIYHO BKIHOMAKT MOMHOE UMS YNONHOMOYEHHOro nuua ¢ npa-
BOM noanucu, aaty n BpemMa noanucaHuA, a Takke cMbiCcil Unu Npu4nHy MCNonb3oBaHUA
SﬂeKTpOHHOVI noanucu.

MpumevyaHue 2 — [o Ha4ana cBOero NPUMEHEHUS, SNEKTPOHHASA NOANUCH NPOXO-
JVT NpoLeaypy CUCTEMHON UAEHTUUKALMN.

MpumevyaHune 3 — OnpegeneHne CUCTEMHON MAEHTUDUKALMK SMEKTPOHHON Nognu-
CU He BXOAMT B 06nacTb NPMMEHEHUS HacTOSALLEero cTaHfapTa. YkassliBaetcs uHdopma-
LiMs 0 cpeAcTBax NpoBEpKU ANEKTPOHHOR NoANUCH U UHOpMaLIMA O CaMOii SNEKTPOHHOMN
noAnucy.

Mpumevyanue 4 — TpeboBaHWs KO BpEMEHU NCNOSb30BaHUS SNEKTPOHHON NOANNUCH
Y TOYHOCTU MHGOPMALMK, COlepXKaLLEics B ANEKTPOHHOM NOANKUCH, onpeaeneHbl HopMa-
TUBHBIMMW JOKYMEHTaMN U eNCTBYIOLUM 3aKOHOAATENBLCTBOM.

Onpegensietcs ana obvekra Leknapayusa o6 naeHtndukaumm nepcodana. Cm. 5.1

MCTOPI/IH NcnonbL3oBaHnA

MHdpopmamsa o6 oGopyaoBaHUM, UCNONL3YEMOM NPpU NPOU3BOACTBE.

oBopyaosaHms Mpumep 5 — Wcmopusi npuMeHeHUs1 MPOYECCOE OYUCMKU, MEeXHUYeCcKo20 o06Cy-
JKUeaHus, cmepunusayuu, 3awumesl om Koppo3suu u npoyux pexxumos pabomsl.
Copepxutca B o6bekTax OTBETHaA peakumsa nponssogctea U Cobbitne. CM. 5.14 1 5.6

CobbITus MpeacTaBneHne HacTynnneHUs AUCKPETHOro cobbiTusi Bo BpeMeHu. [laHHoe cobbiTue

AOMKHO UMETbL CMbLICIT U 3HaYeHUe AnA paccMaTpuBaeMoro arnemMeHTa npousBojicTBa
napTUW U3genui.

CobbITe MOXeT ObITb OXUAaeMbIM (HanpuMep, Havano NPoU3BoACTBa NapTUK U3Aenuit)
UMW HEOXWAAHHLIM (Hanpumep, AeUCTBYE orfiepaTopa Unu aBapusi 060PYAOBaHNS).

lpumep 6 — Hayano onepayuu unu ¢ha3sbi, 3aeepuieHue a3, o6HapyxeHue aea-
puliHeix ycnoeuti, nodmeepx9deHue onepamopa, U3MeHeHUe 3Ha4YeHUs1 Hacmpoli-
Ku.

lpumep 7 — Bmewiamenscmeo onepamopa 01151 ycmpaHeHuUst HeoxudaHHo20 c60s
mexHonozu4yeckoz2o npouecca. Hanpumep, nepesod mModysisi ynpaesieHuUsi e pyy-
HoU pexum.

TMpumep 8 — Cobbimusi, cesizaHHble ¢ opaaHu3ayuell MexXHOI02U4ecKo20 npoyec-
ca. Hanpumep, ebideneHue obopydoeaHusi 05s1 npou3eodcmea napmuu usdenud,
co30aHue peuenmypsl ynpaesieHuss u m. 4.
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Kateropus

OnuncaHue

ATpUBYTHI MOTYT GbITb UCMONB30BaHb AN acCcoLMMpoBaHUsl CoBbITUI ¢ ULeHTUdMKa-
TOPOM NapTUN U3AeENniA, C KOHKPETHLIM NULOM, oGopyAoBaHUeM, peLenTypHoi npoLie-
AYpol, npoueaypoii oGopyaosBaHus. [aHHble accouualu MoryT GbiTb WCronb3oBaHsl
KOMMbIOTEPHLIMU MPUITIOKEHUAMK ANA NOCTPOEHWUS NPe3eHTaLWi efUHOBPEMEHHLIX CO-
6bITU (COBLITUIA, NPOU3OLLESLUMX B OAUH NEPUOL BPEMEHU), CBA3aHHBIX C KOHKPETHLIM
AelicTBueM, ANS MAEHTUdUKALMN AaHHLIX AeCTBUI, HaNPUMep, Nepexos UHCTPyMeHTa
B aBapuiiHbI pexum paboTel, Nony4YeHue NOATBEPXKAEHWS onepaTopa, U3MeHeHe 3Ha-
YeHWUs! HacTPOMKK, BO3BPaLLEHWe UHCTPYMEHTa B LUTATHBIA PexuM paboThl.

Onpeaensietca ana obbekra CobbiTne. Cm. 5.6

3anuncun 3agHUM Yucriom

MpeacTaBneHue cobbITUI (GaHHbIX), KacatoLuxcst 060pyA0BaHNA, MaTepuanos unn nep-
CoHana, U accoLMMpoBaHHbIX C NPOU3BOACTBEHHLIM LeCTBUEM, 3aperncTpupoBaHHLIM
yXKe Mo OKOHYaHUU yKasaHHOro 4eicTBUS.

Tpumep 9 — Ne cepuu pacmeopumersi, MPUCBOEHHBLIU y)Ke N0 OKOHYaHUU 8bINoJl-
HeHus aHasu3a Kkayecmea QA.

Wcnonbayetca ana nioboro obbekta

NHpopMaLus
0 MaTepuane

WHdhopMaLma o MaTepuasne, KOTopeii Bbin NPOU3BEeAeH UMM N3pacxofoBaH B npouecce
npoussogcTea.

MHbopMaumsi o matepuane NoagaepXnBaeT co3faHune reHearnoruu matepuana (npocrne-
XUBaAEMOCTN NMPOUCXOXAEHMNA), YYET (BNepea U Hasaj) NpeALlecTBeHHUKOB U Nocnepo-
BaTeneil fJaHHoro MaTepuana.

NHdopmaLma o Matepuane MOXeT BKOHaTh COOLITUSA, M3MEeHsIIoLLMe HeKoTopble Npea-
CTaBneHus o matepuane. Kaxaoe Takoe cobblTUe OMUCLIBAET U3MEHEHNSI COCTOSHUA Ma-
Tepuwana, ero KofiM4ecTBo, Ka4ecTBO, pasMeLleHne, Hanuume Ha cknage. Tunel cobbITHiA,
CBSA3@HHbIX C MarepuanamMu, BKIOYaIoT:

- pobaBneHue;

- NPOU3BOACTBO,

- pacxofoBaHue;

- norepu;

- npuvBefeHne B COOTBETCTBME;

- nepemeLleHue.

OnpeaensieTcs Ans o6bekToB OTBETHast peakyus npoussogctea n Cobuitue. Cm. 5.14
n56

0 KBanudpukauum

3HayeHue NHdpopmauusi, nonyyeHHas oT o6opyaoBaHUS UKW OT NepcoHana B 0cobbIx ToYKax arne-
TEXHONOrn4ecKoro MEHTOB MPOU3BOACTBA NapTUM U3AENUNA.
npouecca Tpumep 10 — 3HayeHue pH, GaeneHue u memnepamypa e MOMEHM epeMeHU (6
MoYKe) ebifnosiHeHUs npouedypol.
lpumep 11 — MuHumanbHas, MakcuMaiibHasi Unu cpedHsss memnepamypa e xode
8bIrnoJsIHeHUs1 ¢hasbl.
Copepxutcs B 06bekTax: CobbiTue, HaGop faHHbIX, PelenTypa ynpasneHus (0bHoBNs-
€Tcsi B XOAe BhiNosiHeHust pabot), OTBeTHasA peakuus npoussogctea. Cm. 5.6, 5.7, 5.16
n514
MHdopmauus WHdopMaLus o npogykTe Ha NPoM3BOACTBE. Hanpumep, Npon3BoACTBEHHAas BE4OMOCTb,
06 onpefeneHun BEAOMOCTb (cneumduKaLs) pecypcoB Mo KaXAOMY 3feMeHTY NPou3BOACTBa NapTUK 13-
npoaykTa Jenui.
OnpegenseTca ana oobekta OnpeageneHune npogykra. Cm. 5.13
HHdpopmauus NHpopmaLusa o kBanudgukaummu nepcoHarna, BeIMOMHALEro yCTaHoBMEHHbIe PyHKLMMY,

0 XapaKTepucTukax MaTepuana (M3pacxofoBaHHOro UM U3roTOBIIEHHOMO), O KBauduKa-
LMK Mcnonb3yemoro 06opyoBaHus.

Tpumep 12 — Onepamop Joe P. npouwienn Heo6xodumoe obyqeHuUe U NOsyYyusn Kea-
nuchuKayuro Ons ynpaesieHUs1 3KCMPaKmMopom.

Onpegensietcs ansa obbekta feknapayus o ksanmdukayum pecypca. Cum. 5.12
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KaTeropuns

OnucaHne

MHpopMaLusa o kadecTse

MHdopmaLma o ka4ecTBe M3roTOBIIEHHOrO MaTepuana unu n3pacxofoBaHHoro (pacxoa-
HOro) MaTepwuana, UcrnonbL3yemMoro Ha NpousBoACTBe.

lpumep 13 — fokymeHmauyus o xode pabom no npou3zeodcmey napmuu usdenui
U ebinycKy eomosol NpodyKyuu.

lpumep 14 — Bbixod npodyKyuu, ogpaHUuYyeHUs1 Ha 8bIMYCK cepuu, UCKIoYumernb-
Hble cumyayuu mexHoO/102U4eCcKo20 npoyecca u m. 9.

McnonbayeTtca ans obbekToB TexHomoruyeckas peuentypa, PelenTypa ynpasreHus,
[Mpo6Ga, CobbiTue, Habop aaHHbIX, OTBETHas peakuma npoussogcTtea. Cm. 5.18, 5.16,
5.9,56,567n514

PacuyeTHoe 3Ha4eHune
(ueneBoe 3Ha4eHue)

MapaMeTp TexHonorudeckoro npolecca Ans peLenTypHoi opMynbl CoaepXuT pac-
YeTHOe 3HaYeHue, UCTOSb3yemMoe MPU BhIMOSHEHWM peLenTypbl. PacdeTHoe 3HadeHue
SBNAETCS NOAMHOXECTBOM JlaHHbIX, @CCOLMMPOBaHHEIX C MPOYMMU KaTErOPUAMU AaHHbIX
NPOV3BOACTBA NapTUU U3AENWiA.

lpumep 15 — 3adaHHas eenuvuHa Kosu4ecmea mamepuarna, dobaensemMozo e co-
cy0, Hanpumep, pasHas 50,0 ka.

McnoneayeTcst ans o6bekToB Onpeaenexnne npogykTa, PeuenTypa ynpasrneHus, Cobbi-
Tne. Cm. 5.13,5.16 n 5.6

Mpo6a n aaHHbLIe aHanmaa

WHhopMaLms, cofepxallasi pesynsraTbl aHannaa AaHHbIX TEXHOMOrMYecKoro mpoLjec-
ca, Nony4YeHHbIX B NpoLiecce NPOU3BOACTBa NapTuu usgenuit. OHa MOXET BKITkoYaTh Bbl-
GopouHble NPoBkl, CTAaTUCTUKY, Pe3ynbTaThl U KOMMEHTapUU MO OTHENbHLIM AEACTBUAM,
CBA3aHHLIM C NPOBEfeHNeM aHanunaa. MoXeT CryuuTLCs, YTo ofHa npo6a Ucronb3yeTcs
ANs1 NPOBEfEHNUs pasfUYHbIX, aCCOLMMPOBAHHBIX C Helt aHann3os.

WMHhopMaLms 0 BHeNpOU3BOACTBEHHOM aHanuse, BbiNONHeHHOM o6opyfoBaHueM, nep-
coHarnom, nabopaTopHoit cucteMoi. Mpobbl U faHHbIe aHanu3a MoryT GbiTb OXXMAAEMbI-
MU (Hanpumep, onpegeneHHeIMU B PELIENTYPe) U HeOXUAAHHBIMU (HanpUMep, OTKITOHe-
HWe TeXHONOrM4Yeckoro NPoLUecca oT HOPMBbI).

Mcnone3ayetcs ana o6bektoB Mpoba, Habop aaHHbIX. CM. 5.9 n 5.7

MHpopmaLms o pazpaboT-
Ke KaneHaapHoro nnaxa

MHdopmauyua, ucnonssyeMas ans KaneHgapHoOro nNiiaHMpoBaHWUs areMeHTOB Npou3BoAa-
cTBa NapTUn U3nenui.

KaneHgapHaa nHdopMaLus BKNOYAET 3HA4YSHUA peLenTypHbIX (hopMyn U HGopMaLnio
0 HasHaveHun obopyaoBaHUA, ABNAIOLLYIOCA YacTbio YNpaBneHus Npou3BoAcTBOM: nna-
HOBas AaTa Havana Npou3BOACTBA, NfaHoBas AaTa 3aBepLUeHUs NMPOU3BOACTBA, AaTta
¢akTu4eckoro Hayana pabort, gaTta akTudeckoro 3aBepLueHusi pabort.

McnonbayeTtca ana o6bekToB 3anpoc Ha npoussoActBo. Cm. 5.15

WToroBble gaHHbIe

CyMMUpoOBaHUe Npou3BOACTBEHHON UHGOPMALIMK, BKITIOYaIOLLE, Hanpumep, uHgopma-
LU0 0 Ka4ecTBe, pacnonoXeHUU NPOAYKTa, KO3hULIMEHTE YCMELLHOro BbINOMTHEHNA ANA
3aAaHHOro aneMeHTa NpPoU3BOACTBA NApPTUW WU3AeNuiA (Hanpumep, ANSA OTAENbHO| nap-
TUW, ANA NPOU3BOACTBEHHOMN KaMNaHWK, ANA 3a[JaHHOrO MHTepBana BpeMeHu).

MToroBble AaHHbIe MOTyT BKIoMaTb BCIO MHopMmaLmio, cobpaHHyto 0 MOMEeHTa 3aBep-
LUEHWA NPOU3BOACTBA NapTUK U3RENURA.

Mcenonbayetes ana obbektoB CobbiTue, Habop AaHHbIX, OTBETHas peakuusi Npoussoa-
ctBa. Cm. 56,57 u15.14
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5 O6bekTHas moaenb AaHHbIX CePUAHOro NPOU3BOACTBA

5.1 O6wue nonoxeHun

DaHHbln pasaen onpeaensieT 0GLEKTHYIO MOAENb AaHHbLIX CEPUIHOrO NPOM3BOACTBA (NPOM3BOACTBA
napTum usgenun).

MpumMmedvaHue 1 — OBGbeKTHas MOAENb Aa@HHLIX BKITIOYAET CCLIMOYHYH MOAENb ANS CO3AAHUA CXeM AaHHBLIX,
Ucnonb3yemMblX ANA XpaHEeHNs JaHHbIX O NapTUW U3fenuii.

MpuMevaHuUe 2— PaccMaTpuBaeMble MOAENN AaHHLIX SIBRSIIOTCS UCXOAHOMN TOUKON ANs paspaboTku cneundu-
Kauuit KOMNOHEHTOB NMporpamMMHOro obecnedeHusi, NpegHasHauYeHHbIX AN perucTpauun AaHHbIX Npou3BoACTBa NapTun
usgenuii. [laHHble Moflenu He CBSA3aHb! C KOHKPETHOW apXUTEKTYpPOIA BHYTPEHHUX CUCTEM NO PErncTpaumuu AaHHBIX NPOU3-
BOACTBA NApPTUU U3AENNIA.

Ecnu 06bekTbl U CBA3M, OnpeAerneHHble B HACTOSILLEM pasjerne, NpeAcTaBnAloTcs ¢ NOMOLbIO UHTep-
derica nnu HEKOTOPOW CTPYKTYPbl AA@HHbIX, TO YKa3aHHble UHTepdENChbl UM CTPYKTYPbl AAHHLIX AOSHKHbI UC-
nonb3oBaTb UMEHa 0ObLEKTOB, Ha3BaHUSA aTPMOYTOB M CBSA3M, COOTBETCTBYIOLLIME PACCMATPUBAEMON TEXHOMO-
ru nHTepdeinca u NpeaocTaBeHHbIM BO3MOXHOCTAM 000pyA0BaHUS.

5.2 Uupopmanua 0 MogenupoBaHnn

5.2.1 ObbsABnNeHne BpeMeHU U AaTthbl

Ecnn oTMeTka BpeMeHu/aatbl U COGCTBEHHO BpeEMS MUCNONb3YIOTCA B KayecTBe arpubyra, TO Heobxo-
OUMO CCbINaTbCA Ha MECTHbIW YacoBOK nosic. [lata u Bpemsi COXPAHSIOTCA TakK, YTO OHU BOCNPOW3BOASATCS
abCconTHO 0HO3HAYHO.

OTMeTKa BpeMeHM AOIMKHA YKa3biBaTb HA YacoBOW NOSAC CCbinNku. ECnn oTMeTka BpeMeHu 3apermcrpu-
poBaHa BO BCEMUPHOM KOOpAMHUPOBAHHOM BpeMeHu (UTC), To aaHHaa oTMeTKa ykasbisaeT UTC Kak CCblnoy-
HbI 4YaCoOBOW NOSAC.

Mn pnmMeyvaHune — Ecnu paccmaTtpuBaemas cuctema pacnpocTpaHAeTCA Ha pa3nu4Hble YacoBble NOACa, TO gony-
CKaeTCs UCnonb3oBaTh OAUH YacoBOW NOSAC AN BCEX 3HAYESHUI BpeMeHU. 3Ha4YeHUA BpeMeHU NPUMEHSIOTCA TONBbKO Npu
HanuuMm nHdopMaLuumn o HacoBoMm nosice. B paccmaTpuBaeMbiX cry4dasnx AOKyMEeHTaLuAa CUCTEMbI A OJTXKHa coaepXxaTtb no-
SICHEHWsI CCLISIOK Ha YacoBkle nosica, 06bACHEHUs a66per|aTyp ANnA YacoBblX NOACOB U NPOYUX YCITOBHbIX 0603HauYEeHMA.

5.2.2 A3bik

,D,aHHbIe O Npon3BOACTBE NapTumn Vl3ﬂeJ'IVII7I MOoryT ObITb Ha HECKONbKUX A3bIKaX. Cneuuaanble A3bIKU,
ucnonb3yemMble Ans perucrpauum AaHHbIX O NPOM3BOACTBE NapTUM U3aenui, AOMkHbl ObiTb MAEHTUdULMPO-
BaHbl.

5.2.3 Obwue aaHHbIe (He OTHOCAWMECS K KOHKPETHOM NapTun)

OGuwme aaHHbIe, a Takke MH(OPMALUUS, HE CBA3aHHAA C KOHKPETHOW napTuen u3aenuin, MoryTt BKMIO-
YaTbCA KaK YacTb noboro obbekra. EAUHCTBEHHOE OTAMYMEe Mexay O6LWMMU AaHHBIMWU U AAHHLIMWU O NPOU3-
BOACTBE NapTUM U3AENui 3aKnio4aeTcs B TOM, YTO AaHHbIE O NPOM3BOACTBE NAPTUW U3AENNII aCCOLUMUPYIOTCA
C OQHOW KOHKPETHOW napTuen (Hanpumep, nokasarenu U3MeHeHus TemnepaTypbl B xoae peakuyun). Mpu atom
obLume faHHbIE aCCOLMUPYIOTCS C HECKONBLKUMU NapTUAMU U3aenuii (Hanpumep, O4HU U Te Xe cpeacTea obe-
CMeYeHUs UCNONb3yIOTCA napannernsHo B npouecce NPOU3BOACTBA HECKOMbKMX MApPTUMI U3AENUin) U UMeIoT
o4yeHb cnabylo accoumaumio ¢ NPOU3BOACTBOM KOHKPETHOM MapTumn (Hanpumep, MU3MEHEHUEM TeMnepaTypbl
arMocdepHOro Bo3ayxa B npoLecce NpouM3BoACTBA KOHKPETHOW NAapTUK U3AEnum).

5.2.4 EanHuubl U3MepeHus

EavHULbl U3MepeHus, Ucnonb3yemble AN PerncrTpauuu AaHHbIX O NMPOM3BOACTBE NApTMKU M3AEnNuN,
AOMKHbI ObITb CUCTEMHBIMKU U OHO3HAYHBIMU.

MpumeyaHune — lNpu co3faHUM U NPUMEHEHUU AAHHBIX O NPOU3BOACTBE MAPTMN U3LENUIA BaXHO YUYUTHIBATbL
NPUHLMMUAIbHYI0 BaXKHOCTb HAGOPOB AaHHbIX ANS KOHKPETHOO MPUMEHEHUS.

5.2.5 CcbINoYyHbIE AaHHbIE

CCbINOYHbIE AAaHHbIE MOTYT ObITh BCTPOEHbI B AAHHbIE O NPOU3BOACTBE NapTUX usaenuin. C apyron cro-
POHbI, OHN MOTYT CCbINATLCA Ha AaHHbIE U3 BHELWHEro apxuBa. MNpu CCbinke Ha BHELLHUE AaHHbIE HEOBX0AUMO
UCMonb30BaTh 06LLMe aTpubyThl, OnNpeaeneHHbIe TUIMOM AaHHbIX O NPOU3BOACTBE NapTUK usaenuin. Yacro uc-
nonb3yetcs atpubyt «External Reference (BHeLWHSIA CCbInKa)y», ONUCLIBAIOLWUIA CCbINKY HA BHELUHWE JaHHble
B 3aBUCMMOCTU OT KOHKPETHOTIO NPUIOXEHUS.
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MpuMedaHmue — ECnmN BHELLHUE CCLINOYHBIE AaHHble NePEMELLAIOTCS B HOBYIO MHGYOPMALIMOHHYIO CUCTEMY, TO
CCBINKN Ha HUX HEOBX0AMMO OBHOBUTL W YKa3aTb UX HOBOE MECTO XpaHEeHMs.

§.2.6 MeToaukun MmoaenupoBaHuna

Moaenu, onucaHHble B HaCTOALWEM pasaene, NOCTPoeHbl Ha A3bike UML (YyHUpULMPOBAHHOM AA3blke
moaenupoBaHus) B cooteeTcTeum ¢ UCO/MOIK 19501 (cm. pasaen 3).

Tabnuubl ONUCHLIBAIOT TONBKO aTpuByThl KnaccoB 06bEKTOB. COOTHOLLEHUS MEXOY paccMaTpuBaembiMu
06beKkTaMmn NOSICHAOTCA Ha PUCYHKE.

5.2.7 OnpegeneHue aTpudyTa

Bce atpubyThl BbIOUPAOTCSA NPOU3BONMbLHO, €CNU OHU HE UAEHTUMULMPYIOTCH Kak oba3aTenbHble B yKa-
3aHHOM pasgene.

5.2.8 OTcyTcTBYHOLIUE 3HAYEHUA

3Ha4yeHuss MHOrUX aTpubyTOB MOTYT OTCYTCTBOBAThL. [pakTuyeckue peanusauum ykazaHHoW 06LEKTHON
MOJIENM AOMXHbI BKMOYATb KakoW-nnbo MeToa naeHTudukaumm snadenuii atpubyra, ecnu paccMaTpupaemMoe
3HadeHue aTpubyTa YMbILLNEHHO HE 3a4aHo.

5.2.9 KayecTBO A@HHbIX

MpakTuyeckme peanusaunumn ykasaHHoON 06 bEKTHOM MOAENM BKITOYAIOT METOA uaeHTUUKaLMUM Ka4ecTBa
JaHHbIX KpUTUYECKMX aTpubyTOB.

MpuMeyaHue — HacTosILLWIA CTAHAAPT He ONpPefenseT CTaHfapTHbIE TUMbl Ka4ecTBa faHHbIX.

Tpumep 1 — lMpakmuyeckue peanusayuu Ha Sisbike CmpyKkmypupoeaHHbix 3anpocoe (SQL) umerom mpe-
6oeaHue Hedonycmumocmu 3adaHus 3HavyeHust NULL (He 3adaHo) 0ns kpumuyeckux ampubymoe, maKkux Kak
«Mdenmudpukamop 3anucu» u «Ommemxa BpemeHu», eo usbexaHue nosieneHuUs1 Hyneebix 3anucel. lpakmu-
yeckue peanusayuu Ssbixa CmpykmypupoeaHHbix 3anpocoe (SQL) mo2ym dononHumesnbHoO ozpaHu4yueéamb
ampubym «OmmemKa BpeMeHU» MOJILKO KOPPEeKMHbLIMU 3HaYeHUSIMU 8peMeHU.

Mpumep 2 — [lMpakmuyeckue peanusayuu Ha Pacwupsiemom Si3bike Pasmemxu (XML), ucnonwsyrouwjue
onpedeneHusi muna XSD, moaym 3adasamb mun @aHHbIX «minOccurs="1"» dns Kpumu4yeckux ampubymoe, Mo-
2ym dononHumersbHO ogpaHuUYyUeamb anemMeHmsl «Mdenmuchukamopa 3anucu» Ao 6a308020 aneMeHma u muna
«Normalized String» (HopManu3oeaHHas cmpoKa).

5.2.10 WgeHTndukauma oobekTa

MHorne o6bekTbl MHOPMAaLMOHHOW Moaenu TpebyloT yHukanbHoW uaentudpmkaumm (ID). [aHHble
naeHTuukaTopbl AOMKHbI ObITh YHUKANbHBIMU BHYTPU 06NacTy NnpuMeHeHus obmeHmBaemon uHdopmauuu.
NaeHTudbmkaropbl 006beKTa npegHasHaveHbl TONbKO Ang uaeHTudukauum oobekrta BHYTPU COOTBETCTBYIO-
LmX HabopoB AaHHbIX. ATpUbYThI naeHTudukaTopa obbekra He ABNAIOTCH rnobanbHbBIM MAEHTUMUKATOPOM
obbekTa unum aTpubyToM MHAEKCHON Dasbl AaHHbIX. B 00LWeM cnyyae, 00beKTbI, ABNAIOLWMUECH dnNemMeHTamMu
arperauuin U He UCNOMb3yeMbIE AN CCbINOK B APYrMX YacTAX MOAENU, He TPeOyIOT YHUKanbHON aeHTUdK-
Kauuu.

5.2.11 Tun gaHHbIX

OnpepeneHHble aTpubyTbl ABNSIOTCA abCTPakTHLIMU NPEACTABIIEHUSIMU, HE COAEPXaLMMK cneuuarnb-
HbIX TUNOB AaHHbIX. [nA 0CobbIX NPaKTUYECKUX peanusauuii MOXHO ykasarb cnoco® npeacrasneHus uHdgop-
Mauuu.

lpumep — Ha npakmuke:

- ampubymbi Mmo2ym 6bimb npedcmasneHbl cmpoKol e 00Hol NpakmuYeckoll peanu3auyuu U YUCIeHHbIM
3HavyeHuem — e dpyeoli;

- dama/epems moaym 6bimb npedcmasnieHbl 8 cmaHOapmHom ¢hopmame ISO e 0dHoll npakmuyeckol pe-
anusayuu u e ghopmame FOnuaHckoe2o KaneHOapsi — & dpyeol;

- ces3u moaym 6bimb npedcmaesieHb! ¢ NIOMOWLI0 A8yX UHbOpMaYUOHHbLIX nonell (mun u koY) e mabnu-
yax 6az OaHHbLIX USIU € TOMOWLIO CrieyuanbHOl MapKUpoeKU siabika XML.

ATpubyTbl cneundmkaumum, coaepxaiime B ONUCaHWKM NEPeYHH, YKasbIBalOT, YTO B JaHHOM aTpubyTte
MOXET BbIThb HYIb UMM HECKOSIbKO S1IEMEHTOB.

MpuMeyaHue —B npuHUMNE, NpakTU4ECKMe peanusaunm JaHHbIX NepeyHei MoryT GbiTb NPeAcTaBMeHb! B Nor-
Hown Mogenu sisblka UML kak coBoKynHOCTH 06bekToB. Ho UX NOKa3LbiBatoT TONBKO Kak OANHOYHbIE 06BLEKTHI ANS YMeHbLLe-
HUA CNOXHOCTKU Mogenu asbika UML.
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5.2.12 Ccbinkm npoueAypHbIX INEeMEHTOB

HekoTopble 06bekTbl CoaepXKaT CCbINKW HAa SK3EMNNSAPb! BbINOMHEHWUS NPOLIEAYPHOro anemeHTa. Takas
ccbifnka HeobxoauMa ANa KOHTPONSA NPOLIEAYPHOIO 3neMeHTa peLenTypbl YNPaBneHus unu npoueaypHoro
anemeHTa o6opyaoBaHusa B cooteeTcTBUM ¢ MOK 61512-2.

Mpumep 1 — lMpouedypHbie aneMeHmbI peuenmypikl Mo2ym 6bimb peyenmypHbIMU npoyedypamu, peyen-
mypHbIMU npoyedypamu MexHOI02uYecKol ycmaHoeku, peyenmypHoii onepayueli, peyenmypHoii ¢pa3oli.

lMpumep 2 — [IpouedypHeie anemeHms! o6opydoearusi Mo2ym 6bimb npoyedypamu o6opydoeaHus, MPo-
yedypamu o6opydoeariusi mexHono2u4eckoll ycmaHoexu, onepayusimu obopydoeanus, ¢pazamu o6opydoearust.

Llenb B TOM, 4TOObI pErMCTPaLIMOHHBIE AAHHBIE NPOAYKTa MOXHO ObINO acCOLMUPOBaTL C COOTBETCTBYIO-
LLMM 3K3EMNNSPOM BbINONMHEHUs paboT. NpouenypHbIi aNeMEHT 1 nAEHTUUKALUS 3K3eMNnsipa BbINONHEHUS!
paboT onpeaensIoTCA Kak YacTb CCbINKW Ha NPOLEAYPHLIA AMEMEHT.

dopmar [aHHOW CChiNKM B HACTOsILEM cTaHgapte He onpeaensietcs. OH 3aBUCUT OT OCOOeHHOoCTel
NpaKkTU4YECKOW peanusauuu.

IMpumep 3 — Paccmompum napmuio u3denuti B-00234. lpoyedypa «Reaction (Peakxyusi)», emopoii sx3eM-
nnsp onepayuu «Charge (3azpyska)» u nambiii axkzemnnsp a3l «Add Water (Jo6aeums eo0y)» Mo2ym 6bime
npedcmaerneHsl KaK:

- B-00234 | Reaction | Charge [2] | Add Water [5]

lMpumep 4— PaccMompum ebinonHeHue gani o6opydoeanus «Fill Cell (3anonnu Slueiiky)» (6e3 coomeem-
cmeyiouwield peyenmyphbi) 6Hympu MeXHOI02U4eCcK020 yexa Ha mexHosozudeckoli ycmaHoake «Filler-1». Yem-
eepmoe o cyemy 6binosiHeHue ha3bi o6opydoearus «Clean (Oyucmka)» Moxem 6bimb NPedcmassieHo Kak:

- Fill Cell | Filler-1| Clean [4]

5.2.13 BHyTpeHHMe ccbinku peructpauun BPR

B aaHHbIX NponsBoacTsa napTun usgenuii (BPR) Heckonbko 06bLEKTOB MOTYT CCbiNaTbecA Ha Apyrne o6b-
eKTbl. YkasaHHas [ononHUTeNbHas HGopMaLma NpeAcTaBnsercs Kak YacTb npouecca BbinonHeHus pabor
“nu npoecca nepecmoTpa.

Huxecneaylowne o6bLeKTbl MOTYT cobinarbesl Ha Apyrme oGbeKTbl, HanpuMep KOMMEHTapuu, AeKnapa-
umio 06 uaeHTUdMKaLum nepcoHana, Aeknapaumio o0 ksanudukaumu, a Takke UCTOPUIO U3MEHEHUN (CM. pu-
CYHOK 8).

Personnel Resource
Comment Change identification qualification
manifest manifest

references an other >

1.1

references an other >

Batch production
record entry
{abstract}

references an other >

= = |=

1.
1
references an other > 0.

Comment — kommeHTapwii; change — usmenenue; personnel identification manifest — aexknapauwa 06 naenTucdmkaumn nepcorana;
resource qualification manifest — aeknapauus o keanudukauum pecypca; references an other — cceinka Ha Apyroi ucrouHuk; batch
production record entry (abstract) — 3anucb AaHHbIX NPOU3BOACTBA NAPTUM N3aenui (BbIAEPKKA)

PucyHok 8 — Ccbinoynas obbekrHas moaenb

5.2.14 Onpenenenue NnpuMepoB

Mpumepbl BKAOYAIOTCA B KaXkaoe onpeaeneHune arpubyta. Ecnu ncnonb3yloTca HECKONMbKO NpUMepos,
To B cTonbue 3anuchiBaloT HECKONbKO CTpok. CM. Tabnuuy 2, coaepXallyio NpuMepb! 3anofiHeHNs CTPOK U
cron6LoB.
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Ta6bnuya 2 — Mpumepbl B cTonbue Tabnuub

Wma aTpubyTa OnucaHue Mpumepsb!

Mmsa nepsoro atpubyTa Onucanune nepeoro atpubyTa Mpumep 1 ana nepsoro atpubyTa
Mpumep 2 ansa nepsoro atpubyTta
Mpumep 3 ansa nepsoro atpubyTta

Mms BToporo atpubyta OnucaHue BTOpOro arpubyTa Mpumep 1 ansa BToporo atpubyTta
Mpumep 2 ans BToporo atpubyTa
Mpumep 3 ansa sToporo atpubyTa

Wms TpeTbero atpubyta OnuncaHune TpeTbero aTpubyTa Mpumep 1 Ansa TpeTbero atpubyTa
Mpumep 2 ana TpeTbero atpubyTa
Mpumep 3 Ansa TpeTbero atpubyTa

Ecnu B npumepe paccMatpuaeTca Habop 3HaueHui unu aneMeHT Habopa 3Ha4eHui, TO AaHHbIN Habop
3HaueHun obosHauaetca ckobkamu { }. MNpeanaraemble NPUMEPHI ABAAIOTCA BbIMbILWNEHHLIMU. OHK aatot 6o-
nee noapobHoe onucanue atpubytos moaenu. MonbiTku caenaTtb ykasaHHbIE NPUMEPbI AOCTATOYHO NOSHLIMK
UNn CBA3aTb MX C pabOTON KOHKPETHOTO NPEANPUATUS HeLenecoobpasHbl.

5.3 O630p 0OBLEKTHON MOAENU AAHHbIX CEPUAHOrO NPON3BOACTBA

OOGBEKTHAA MOAENb BEPXHETO YPOBHA CEPUMHOTO NPOU3BOACTBA NPUMBEAEHA HA PUCYHKE 9.

[laHHbIE CEPMITHOTO NPOW3BOACTBA NO CBOEH CYTU ABNAIOTCS KOHTEHHEPOM, COAEPXKaLLMM HEOBX0AUMYIO
uHdOpPMaLUIo 0 NPOU3BOACTBE NapTUM usgenuin. OHK BKNIOYAIOT B cebs Lenbiit Habop KOHTEMHEPHBbIX 00b-
€KTOB, NPEAHAa3HAYEHHbIX ANA XPaHEHUA cneuuanbHoW kateropum uHdopMaumn. KoHtenHepHble 00bekThl
npegHasHayveHbl AN CTPYKTYPUPOBAHMA AAHHLIX NPOU3BOACTBA NAPTUM U3JENUIA TaK, YTOObI 3NeMeHTbl aHa-
NOIMYHLIX TUNOB (COBBLITUA, KOMMEHTaPUKU, HAOOPLI AAHHBLIX U T. A.) ONPEAENSNIUCL PAAOM.

MpumMmedaHune 1 — BOMbIUMHCTBO KOHTENHEPHBIX OBLEKTOB HE UMEIOT CTaHAapTHLIX aTPUBYTOB 1 UCNONB3YHOTCA
TOMbLKO ANA CTPYKTYpU3aLyu.

MpumedaHune 2 — [aHHble NPOM3BOACTBA NApTMN U3AENUIA MOTYT COAepXaTb AECATKN ThicsY arieMeHToB. Uc-
nonb3oBaH1e KOHTeNHEepHLIX OBBLEKTOB yMeHbLIaeT BpeMsi, HeoBXoaUMOe ANS CO3AaHWUS MPOU3BOACTBEHHBIX AaHHbLIX U
YMEHbLLUAET BpeMs, HeoGxogMMoe Ansi NPOBEPKM CUHTaKcuca AaHHbIX. Mcnons3oBaHne KOHTeHepHbIX 06beKToB obner-
YaeT rpaMMaT4ecknil aHanna JaHHbIX CEpUMHOro NPOU3BOACTBA W MOWUCK HEOBXOAMMOII MHOpMaLK.

[na npocToThl HA PUCYHKE 9 NPUBEAEHBI TONbKO KOHTENHEPbl BEPXHEr0 YPOBHSA. HEKOTOpbIE KOHTEeNHe-
pbl coaepxart n apyrne o0beKTbl, PACCMOTPEHHBIE HUXE.

Bce 00bekThl, 0Opa3yloLme KOHTelHep, 3a UCKNIoYEeHNeM OBBLEKTOB [aHHbIX BEPXHEro YpOBHSi, 3aaa-
I0TCA NPON3BONBLHO. PaccmaTtpusaemble 9k3eMMASPbl AAHHLIX CEPUIAHOTO NPOU3BOACTBA MOTYT HE COAePKaTb
BoOOLLE, coaepxaTb HEKOTOPbIE UM BCE KOHTEWHEPHbIE 0GbEKTbI B COOTBETCTBUW C YTBEPXKAEHHON KOMMEp-
YECKO LieNblo perncTpaumm AaHHbIX CEPUIHOTO NPOM3BOACTBA.

MpumedaHune 3—/[nA yqoBneTsopeHns TpeboBaHWA NPOMBILLIIEHHOCTH, BU3HECa U KOHKPETHOrO NPUMEHEHMS,
MOXET OKa3aTbcs HeobxoAnMEIM 06aBUTb HOBblE 06BLEKTLI U/UNK COOTBETCTBYIOLLME aTPUOYThI K UMEIOLLUMCS 3K3EMMNSA-
paM AaHHbIX (cM. pasgen 6.4).

B TeueHne BCEro >XM3HEHHOTO LMKNA AAHHbIX CEPUIIHOTO NPOU3BOACTBA, KOHTEMHepbl U/UNn OBBLEKTHI,
dopMUpytoLLMe paccmaTpUBaeMble AaHHbIE, MOTYT U3MEHATLCS.
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Batch production record — aaHHble cepuiiHOro NPou3BOACTRA; is a collection of — cocTouT U3 ... ; events — cobbiTunA; data sets — HaGo-
pbl AaHHBIX; comments — kommeHTapuu; change history — ncropua BHOCMMbIX n3ameHeHwit; personnel identification — waeHtudukauua
nepcoHana; samples — npo6bl (Marepuan Ansi ucnbiTaHuii); master recipes — TexHonoruyeckue peLenTyphl; resource qualifications —
ksanucukauua pecypcos; product definitions — onpeaenenus npoaykTos; production requests — 3anpoc Ha npouseoacTBO; production
responses — OTKIIMK NPOM3BOACTBA Ha BHOCMMOE M3MEHEHMe; control recipes — peuenTypsl ynpasneHus, recipe elements — peuentyp-

Hble 3NeMEeHTbl

0..n Batch production
record
<Q
Is a collection of
0.1 0.1 0.1 0.1 0.1 0.1 0.1

Change Personnel Master
Events Data sets Comments history identification Samples recipes

0.1 0.1 0.1 0.1 0.1 0.1

Resource Product Production Production Control Recipe
qualifications definitions requests responses recipes elements

PucyHok 9 — Moaenb JaHHbIX CEPUHOTO NPOU3BOACTBA BEPXHETO YPOBHS

ONeMeHTbl BHYTPU KOHTEWHEPOB SBMSAIOTCA CneLyanbHbIMY TUNAMK 3anMcei AaHHbIX CEPUAHOTO NPOU3-
BoACTBa (CM. pucyHok 10).
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Batch Production
Record

Key
}---- 1Objects shown in gray boxes are

defined in ANSI/ISA-95.00.02
_Sz__
Batch Production
Record Entry
{abstract}

Comments — KOMMeHTapuu; events — cobbiTusa; resource qualifications — kBanudgukaumm pecypcos; samples — npobbl (matepuan gns
ncnblTaHuit); production responses — OTK/IMKM NPOM3BOACTBA Ha BHOCUMble M3MeHeHus; product definitions — onpegeneHns npogykTos;
production requests — 3anpocbl Ha Npou3BOACTBO; resource qualification manifest — geknapauna o kBanudukaumm pecypca; change
history — uctopusi BHOoCuMbIX M3MeHeHu; personnel identification — ngeHTudukayna nepcoHana; data sets — Habopbl gaHHbIX; master
recipes — TexHoJsIOrMyeckne peuenTypbl; control recipes — peuenTypbl ynpasieHus; recipe elements — peuenTypHble 3aneMeHTbl; batch
production record — paHHble cepuiiHoro npoussogcTBa; key — kntoy; objects shown in gray boxes are defined in ansi/isa 95 part 2 —
06beKkTbl, 3aHEeCeHHble Ha cepoe none, onpegeneHbl B ansi/isa-95.00.02; batch production record entry {abstract} — 3anucb gaHHbIX
cepuiiHoro npousBoacTea {Bblaepxka}

PucyHok 10 — O6bekTHass Moge b AaHHbIX CEPUIHOro NpousBoacTBa

5.4 llaHHble cepuiiHOro Npon3BoACcTBa

OOGbLEKT laHHbIX MPOM3BOACTBA NapTUM U3AENWIA AO0NKEH 6biTb KOPHEBbLIM 06HLEKTOM MOAENN [AaHHbIX.

[aHHble npou3BoACTBa MapTUM M3AENnini MOryT Takke cogepXaTb AaHHble MPoM3BOACTBA APYINX NapTuid
n3nenui.

Tabnuua 3 onpegenset atpubyTel ANA 06bEKTa AaHHbIX MPOU3BOACTBA NapTUN U3LENWIA.
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Tabnuya 3 — ATpubyTbl AaHHBIX NPOW3BOACTBA NAPTUW U3Zenuii

nmsa OnucaHne Mpumep
ID YHUKanbHas WAEHTUUKaLUMA AaHHBIX NPOU3BOACTBA NapTUM usge- | 492-2931.
(VipeHTudmKa- nuin. [daHHblii aTpubyT sBnsieTcsa obasaTernbHbIM. MAeHTUGUKATOP | T50482A4.
TOp) (ID) Heobxogum ANns obecnedveHns YHUKaNsHOCTU faHHbIX. MaeHTu- 456
hUKaTOp MOXET ObITb MOANPULMPOBAH B TEYEHNE KUSHEHHOMO LUK-
Na faHHbIX NPOU3BOACTBA MapTUK U3LENUA U MOMHOCTLIO HUKOrAa He
yAanseTcs.
MpumevaHnune 1 — NVpaeHTudukaTop AaHHLIX NPOU3BOACTBA
napTuu nagenuii obblMHO cospaeTcs Ha Gase uaeHTUdUkaTopa ca-
MO napTuUM Unun naeHTudukaTopa cepun. Ecnu ana nponssoacTea
OfHOW cepun MaTepranoB HEOOXOAUMO HECKOSMBKO 3NEMEHTOB Npo-
W3BOACTBA MapTUW MW3Aenui, TO UAEHTUUKATOP AAHHBIX MOXET
cofepxaTb U UaeHTUdUKaTop NapTumM, N UAeHTUUKATOP cepuu, U
WaeHTUdMKaTop anemeHTa
Description HononHuTtensHasa nHdopMaLms 0 AaHHbLIX NPOM3BOACTBA NApTUK U3- | BbINyck cepum rotoBoi
(Onucarme) aenuvin npoayKuunu.
KamnaHua no oueHke 3a-
Tpar.
CooTBETCTBUE YCTAHOBIIEH-
HbIM TpeboBaHUsIM.
[aHHble 0 MapLupyTU3aumm
maTtepuana
Equipment O6nacTb NpUMEeHeHNs nepapxun o6opyaoBaHua A AaHHbIX, acco- | TexHonorndyeckmii uex
Scope LMUPOBaHHLIX C JaHHbIMU NMPOU3BOACTBa NapTUK M3genui. MecTo Npon3BoACTBa |
(Obnactb YkasaHHaa wHgopMaumsi npeacraBnseT coboil hu3n4ecKyto cTpyk- | NPOU3BOACTBEHHLIN yya-
npUMeHeHuA TYPY CCBIFIOYHOI CYLLIHOCTM AMNA WAEHTUUKALIMKA ee KOHTEeKCTa BHY- | CTOK | TexHomormyeckas
obopynoBaHus) | Tpu hU3U{ecKoi nepapxum CNonb3yeMoi yCTaHOBKN yCTaHoBKa.

Toledo | Dog food | line 2
(Tonepo, eaa ana cobak,
nuHna Ne 2)

Creation Date

[ara cosgaHus gaHHbIX NPOU3BOACTBA NAapTUM U3AeNni

2003-07-14 1454+0100.

AapTHble 3Ha4YeHnA cTaTyca

(Aata 01 March 2004 14:25 UTC.
co3faHus) April 23, 2002 8:30 AM ET
Last Changed [aTa nocnefHero U3MeHeHuUs AaHHbIX Npou3BoAcTBa naptuu usge- | 2003-07-14 1454+0100.
Date (Jata no- | nwuii. 01 March 2004 14:25 UTC.
cnepHero 3ameuaHne — W3IMEHeHUs cTaTyca MOrYT GbiTb NPeACTaBNeHb! | April 23, 2002 8:30 AM ET
M3MeHeHHas) B JaHHbIX 06 M3MeHeHusx. CM. pasgen 5.10
Change MHanKaumMa n3MeHeHus cnocobeTByeT ycTaHoBneHwio dakta, 4to | E;4J9QJGRGJIAOFO.
Indication AaHHble MPOU3BOACTBA NApPTUK U3Aenuii Ginn n3mereHs!. MNpu 3ToM | FKFOGRKIH44FF.
(UHAMKaLMS UAEHTUMDMKALUA cneLuanbHbIX M3MEHEHUI MOXET OTCYTCTBOBATD. KRJG49TJHVSNS
U3MeHeHus) TMpumep 1 — Cmpoka co3daHa ¢ nomMouwibto anzopumma MDS,

ucrnonbL3yeMo20 KaK aszopumm XaWuposaHusl.

Tpumep 2 — Cmpoka, npedcmaensiowas coboll yugpoeoii

Koy 05151 eceeo Habopa OaHHbIX npouseodcmea mapmuu U3-

denudl.

Tpumep 3 — Cmpoka, npedcmaensaioujas cobol KOHMPOSILHY IO

cymmy Ons Habopa OaHHbIX Npou3eodcmea napmuu u3denuli
Record Status TekyLyuid cTaTyc fJaHHbIX NPOU3BOACTBa NapTun usgenuii. OtpaxaeT | B paborte.
(CraTyc TeKyllee COCTOSIHNE XU3HEHHOro LKA AaHHbIX NapTun U3aenuii. MepecMarpuBaeTcsi.
AaHHbIX) MpumedaHue 2 — HacToAWMIA CTAHAAPT He ONPeAenseT CTaH- | Ha yreepxaeHUN
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OkoryYaHue mabnuupi 3

Nms

OnucaHue

Mpumep

Batch produc-
tion record
Specification ID
(MaeHTUDUKa-
TOp cneundu-
KaLyu JaHHbIX
npou3BofcTBa
napTuu nage-
nuin)

YHUKanbHas UaeHTUdUKauus cneuudukaLmm LaHHeIX NPoU3BoOA-
CTBa MapTWu U3AENWiA, ucnonbayemas Ans CO3fAaHus AaHHoW pern-
cTpauuu

459293A1-T423 ver 1.0.
A4Q59402-X438.
Polymer56-PRS42

Expiration Date

[aTa 1 Bpems, nocrne KOTOpOro faHHble NpoU3BOACTBA NapTUu 13-

2003-07-14 1454+0100.

(Oata okok- AENUIA yXe HefeCTBUTENbHI 01 March 2004 14:25 UTC.
HaHus cpoka April 23, 2002 8:30 AM ET
JencTeus)
Version Tekywjas Bepcus AaHHbIX NPOW3BOACTBa NapTUU U3AENUIA. 1.0.
(Bepcus) MpuMevyaHne 3 — OBbeKTH M3MeHeHUs obecnedusaroT WH- | 11.
copmaLmio 06 UcTopum, KacaroLLytoca nopsiaka cosfaHns ykasaH- | T
HOI BEpCUU
Campaign ID MepeveHb UaeHTUMNKATOPOB KamnaHUid, accoLunpoBaHHbIx ¢ AaH- | C4293.
(UpeHTndMKa- HLIMU NPOU3BOACTBA NapTUX U3AENUN 923-AKW5.7.
TOp KaMmnaHum) 832
0 epeyeHb ML EHTUDNKATOPOB CEPUiA, @CCOLMUPOBAHHBLIX C JaHHBIMU .
Lot ID Mep p puiA Lump L492840
(MpeHTndmKa- NpPou3BoACTBa NapTUW U3jenuii. EOVMW?2.
TOop cepum) MpumevyaHue 4 — Csofka AeTancHoW MHPOpMaLUK O Npons- | g4993
BE[JeHHbIX W U3pacxofoBaHHbIX Cepusix MaTepuana, BKIOHEHHbIX B
Zpyrue 3anucu AaHHeIx 0 MPOU3BOACTBE NapTUN U3aenuii
Batch ID MepeuveHb MOeHTUMKATOPOB NapTWii M3genuii, accoLuumpoBaHHbx ¢ | 59429-35.
(UpeHTUduKa- paccmaTpuBaeMbiMU AaHHbLIMU. B-000349.
Top MpumevaHne 5 — Ceogka feTanbHoW UHGoOpPMaLumn o Npous- | 200309041435
napTuu BEJ&HHbIX U U3PacXofoBaHHbLIX CEPUAX MaTepuanos, BKTOYEHHBIX B
nsaenuin) Zpyrue 3anucu gaHHbeIX 0 MPOU3BOACTBE NapTUN U3genuii
Material [MepeveHb naeHTUDUKATOPOB NPOAYKTOB, acCoLMMpoBaHHbIX ¢ faH- | 459293A1.
Definition 1D HbIMU O NPOWU3BOACTBE NapPTUN U3AENUA. A4Q59492-5942 1.
(MneHTnunKa- MpumedaHue 6 — CBoAaka AeTarbHON MHPOPMALUM O MPOU3- | Polymer56
Top onpefene- | BeAE€HHLIX U M3paCXOf0BaHHLIX CEPUSX MaTepuarnos, BKITFOYEHHbIX B
HWSA mMaTepu- Lpyrue 3anucu AaHHbIX 0 MPOU3BOACTBE NapTUK U3enui
ana)
Equipment ID MepedeHb 06opypoBaHNA, accoLMMPOBaHHOro ¢ AaHHbIMK 0 npons- | Reactor1.
(Vl,quTVIcpI/IKa- BOACTBE NapTUmn I/I3[JEJ'IVIVI. Tank Ne402
Top obopygosa- | NMpumedvaHune 7 — CBoaka geTanbHON MHOpMaLMK, KoTopas
HWS) MOXeT ObITb BKIIOMeHa B Apyrue 3anucu AaHHbIX O MPOWU3BOACTBE
napTum usgenui
Delimiter OnpegensieT Habop 0603Ha4YeHWR, UCMONb3yeMblX B pasrpaHuyn- | «|».
(Pasrparuiu- BaloLMX ANeMeHThl MieHTudUKaTopax o6opyaoBaHns U B CChIMKaX | /iy
Ten) NPOLEAYPHBIX 3rEMEHTOB
Language #A3bIK, Mcnonb3yeMblil B JaHHbIX O NPOU3BOACTBE napTuu uagenuid, | English.
(S3bIK) JomKeH ObiTb naeHTuuuMpoBaH. Ecnn ncnonb3ytoTcs HecKomnbko Spanish.
A3LIKOB, TO UAEHTUPULMPYETCA OCHOBHOM SA3bIK. B Kaxgom crnydae French
MCnonb3oBaHUs Apyroro A3blka, NPUBOAUTCHA NOKanbHas cchlfika Ha nen.
Korean.

COOTBETCTBYHOLLNI A3BIK
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5.5 3anucb AaHHbIX CEPUAHOIO NPON3BOACTBA

3anucb AaHHbIX NPOU3BOACTBA NAPTUN M3AeNuit — 3TO aBCTPAKTHBIN TUN AAHHBIX, UCNONbL3YEeMbIn ANA
onpeaenennsa obwmx aTpubyToB 06LEKTOB, COCTABNAIOLIMX JaHHbIE CEPUIHOrO npou3BoAcTea. Bece cneuu-
anu3npoBaHHbIE TUMNbI 0O BLEKTOB 3aNUCEN aHHbIX CEPUIRHOTO NPOU3BOACTBA (CM. puCYHOK 10) AOMKHLI UMETH

atpubyTbl, onpeaeneHHbie B Tabnuue 4.

Tabnuya 4 — AtpubyThl 3anucelt AaHHbLIX CEPUAHOIO NPOM3BOACTBa

Nms

OnucaHue

Mpumep

Entry ID

(MpeHTUUKaTOP 3a-
nmcu)

MaeHTudukaTop, ABNAWWACA YHUKANbHBIM ANA
obnacTu NMpUMEHEHNA AaHHbIX NPOM3BOACTBa nap-
TUW U3genuit. YkasaHHblih aTpubyT sensetcs obssa-
TenbHbIM

1.
239432.
4A34B

Description
(Onucanue)

[LononHutensHas MHMOPMaLWa 0 3anmMcK AaHHbIX

Peyentypa ynpaBneHus BCTpoeHa B
DaHHble NPOW3BOACTBA NapTUK U3fje-
nuin.

BpemeHHoOW pag HabopoB AaHHBIX
XpaHutca B 6ase gaHHbIX UHGOpMa-
Luu 06 ncTopumn NnponssoacTsa

External Reference
(BHeLwHsIA cebinka)

CopepXUT CCLINOYHbIE faHHbIe, XpaHsliuecs OT-
[ eNbHO OT AaHHbIX NPOU3BOACTBA NapTUK U3Aenui.
MpumevyaHune 1 — Ecnu ccbiodHble faHHble
BNOXeHbl B AaHHbIE O NMPOM3BOACTBE NapTuM m3ge-
NWiA, TO YKa3aHHbI aTpMbyT He ucnonbayetcs.
MpuMevyaHne 2 — dopmarT cCbinku onpeaens-
€TCA COOTBETCTBYIOLLE cneLudukaLei

Cuctema ynpaBrneHusi Npou3Boj-
CTBOM NapTUK ANSA TEXHONOMMYECKOro
uexa A.

http://batchserver39/batch_journal/
BID-39392

\\dept_share\archive2004\
ABC

product_

Object Type
(Tvn o6bekTa)

NaeHTnduumpyeT TUN 06beKTa, Ha KOTOPOM OCHOBa-
Ha paccmaTtpuBaemas 3anuce

PeuenTypa ynpasneHus.
Habop gaHHbIX.
UcTopusa nameHeHus

Time Stamp

OTMeTKa BpeMeHH, accoLMMpOoBaHHast ¢ 3aNnUChio

2003-07-14 1454+0100

01 March 2004 14:25 UTC.
April 23, 2002 8:30 AM ET

(OTmeTKa BpeMeHM)

5.6 CobbiTHe

5.6.1 O6BLEeKT cOObITUA

OObekT coObITUA NPeacTaBnNAETCs MOAenbio, NpUBeAeHHON Ha pucyHke 11. CobbiTue aBnseTca auc-
KPETHbIM BO BpeMeHW. [lokyMeHTbl 06bEKTOB COObITUSA peanu3yioTc U MOTYT XPaHUTLCA B A4aHHbLIX O NPOU3-
BoAcTBe naptum uagenui. OBbIYHO 3TO AENAaeTCs, ecnu cobbITue UMEET CMbICH (3HAYEeHne) AN NPOU3BOA-
CTBa npoaykra.

CyLLEeCTBYIOT pa3nuyHble TUNbl 06LEKTOB COBLITUA. KakaoMy COBbLITUIO NPUCBAUBAETCA TUN COOLITHS.
Tunbl coObITUA pa3buBaloTcs Ha noaTUNbl. Kaxabii Tun U nogtun cobbiTuss MOTyT UCNONBL30BaTb Pa3nUYHbLIE
NOAMHOXECTBA aTPUGYTOB CODOBLITUA.

CoObITUE MOXET UMETL HYINb UMM HECKONbLKO aTpubyTOoB, ONpeaeneHHbIX Nonb3oBatenem. ATpubyTbl, He
BKIIIOYEHHbIE B 00BEKT COObITUSA, MOTYT ObITb ONpeaeneHbl B 06bekTax arpubyToB, onpeaeneHHbIX Nonb3o-
Barenem. 310 MOXET ObITb HEOOX0AUMbBIM, KOTAA CNeLMarbHble CUCTEMbI CO3AAI0T COAEPXKaHUE COObITUSA, He
COOTBETCTBYIOLLEE CTAHAAPTHOMY OObLEKTY COObITUSA.

OBbekTbl COObITUA MOMYT accoLMUPOBATLCA C APYIMMU COBbITUIMU. Hanpumep, curHanbl TeXHONOru-
4YEeCKOro MpoLecca MOryT reHepupoBaTb BEPXHWI Npeaen TPEBOrM, a NMOTOM U aBapuiiHbIA CUrHan Ao TOro,
Kak BbIXOA CUrHana Ha BEpXHWM npeaen Tpesoru noaTeepxaeH. Mocne aToro NOATBEPXKAAETCA aBapUMHLIN
curnan Tpesorn. Bece 06bekThl AaHHOTO COBLITUA MOTYT ObITh aCCOLMUPOBAHbI APYr C APYIOM B YKa3aHHOM
cueHapuu, 4tobebl caenatb nHcdopmauuio 6onee 3Ha4MMoOit, Yem Morna GbiTh 06uas uHgopmMauus o Habope
Tpex HeaccoUMNPOBaHHBLIX 0OLEKTOB COOLITUSA.
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Event — cobbiTue; associated with — accouunmpoBaHo ¢ alarm event — aBapwuiiHoe cobbiTue; user defined attributes — aTpubyThl,
onpejeneHHble nosb3oBaTenem; event association— accounaumsa cobbiTus

PucyHok 11 — Mogenb cobbiTus

Ha pucyHke 12 npuBefeH NpUMep fAaHHbIX O NPOM3BOACTBE NAPTUN U3AENNIA C HECKOLKMU 06 beKTamu
CO6bITUA, OAHUM acCOLMUMPOBAHHLIM 06LEKTOM COBLITUA U ABYMA 0GbEeKTamy KOMMeHTapus. [Ba yKkasaHHbIX
06bEeKTA KOMMEHTApUs CChIATCA Ha [Ba Pas/INyHbIX 06bekTa cobbiTiA. OAHO CO6bITUE acCoLMMPOBaHO C

Apyrum cobbitvemM. OLHO COObITUE C 3NEMEHTOM [aHHbIX, OnpeAenieHHbIM MNosib3oBaTesieM, acCcoLMMpoBaHo
C APYrMM co6bITUEM.

Batch production record — faHHble NPOU3BOACTBA NapTUM M3genuii; control recipes — peuenTypbl ynpasneHus; control recipe — peuen-
Typa ynpaBneHus; events — cobbiTus; event — cobbiTue; event association — accounaums cobbitua; user defined attributes — aTpu6y-
Tbl, ONpejesieHHble Nosib3oBaTesieM; comments — KOMMeEHTapuu; comment — KOMMeHTapwit

PucyHok 12 — lMpumep COOTHOLWEHNA 3/1EMEHTOB COBbLITUSA
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ATpUOYT «Time Stamp» (0OTMeTKa BpeMeHun) (yHacneaoBaHHbIN OT 3anucy AaHHbLIX MPOM3BOACTBA nap-
TUW U3JENUN) coaepXUT AaTy U BpeMs pacCMarpuBaemMoro cobbiTusA. YkasaHHbIli aTpubyT Heobxoaum ans

BCEX COObLITUNA.

5.6.2 ATpnGyTbl COOBITUA
Tabnuua 5 cogepxuT nepeveHb aTpubyToB 06LEKTOB CODLITUS.

Tabnuya 5 — AtpubyTtsl cobbiTUA

NUma

OnucaHue

Mpumep

Event Type
(Tvn cobbiTus)

OnpegenseT TMn cobbITus.

Cwm. Tabnuuy 7, cofepxallyio nepeyeHb TUMOB CTaHAapT-
HbIX cOObITUI

O6opyaoBaHue.

MpoueaypHoe BbINOMHEHUe
paboT

Event Subtype
(MoaTun cobbiTnA)

OnpepenseT nogTUN cobbITUS.

CM. Tabnuuy 7, coaepxallyto nepeydeHb NOATUMNOB CTaH-
JapTHLIX COBLITUIA

JaHHble TexHonornyeckoro
npouecca.
MNamMeHeHne cocToaHUdA

(TekeT coobLyeHus)

Equipment ID MpenTudukauma obopyposaHus, accouyumpoBaHHoro ¢ | R101.
(UneHTudpmkatop cobbiTem Komnanusa E |
obopynoBaHus) MecTo npoussoacTsa
456 | Mpon3BoACTBEHHbI
y4acTok
51 | TexHonornyeckuii Liex
6 | R101 | TIC203.
TIC439
Value 3Ha4eHue, accouumMpoBaHHoOE ¢ cobbITUEM. 5,0 Gal.
(3HaveHue) CM. Tun cobbiTusa u MoaTun cobbitua ans onpeaenenuns | KpacHebli.
CMbICria 3Ha4YeHus OTKPBIT.
He cpabotan.
LLiTaTHbIA.
0,3928356834
Previous Value 3Ha4eHue, nonyyeHHoe [0 HACTYNNeHUs uaMeHeHus, 3a- | 50,0 °C.
(MpenLLecTBytolee LLOKYMEHTUPOBaHHOIO JaHHbIM cobbITUeM. UUCTBIIA.
3HaveHue) MpumevyaHune 1 — Hanpumep, ecnn 3HayeHne Ha- ABapHitHbliA
CTpoikn namenunock ¢ 50,0 go 69,4. B gaHHOM cnyyae,
npealecTeytollee 3HavyeHne pasHo 50,0, Tekyliee 3Ha-
YeHue paBHO 69,4.
MpumMmevyaHue 2 — MoxeT BbiTb MCMONBL30BaAHO ANNA
JOKYMEHTUPOBaHWA U3MeHeHWIA cTaTyca obopyaoBaHus,
Hanpumep, namMeHeHUs ctaTtyca cocyfa ¢ Dirty (rpssHbIi)
Ha Clean (ucTbliif)
Message TeKCT, copepalyuii onucaHue cobbITus PeuenTypa TexHonorndeckon

YCTaHOBKM 3anylLeHa.

3arpyska uHrpeauneHTa A
3aBepweHa — 50,3 kr.

Mpou3soacTBO NapTUK
usaenuii 3aBepLIeHo

Person ID
(MaenTUdUKaTOp NULA)

NaeHTUDUKaLMA nuua, accoMMpoBaHHOMO ¢ cOGbITUEM

48392

WAMER\JackNicholson01
Chiaki Shimada

Computer ID

(MaeHTUdUKaTOP
KOMnbloTepa)

YHukanbHas uaeHTudukalmsa Komnslotepa, CBR3aHHOMo ¢
AaHHbIM cobbITUEM.

Hanpumep, aTo MOXeT ObiTb KOMMbloTEp 06LLero HasHa-
YeHWs, KOHTponep, NepeHocHol npubop

ApX1B UCTOPUN TEXHONOMM-
Yeckoro uexa Ne 1.

NuHuna Ne 4. Cucrema
ynpasneHus
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nUmsa

OnucaHue

Mpumep

Procedural Element
Reference

(Ccouinka Ha npoleayp-

Ccbinka Ha NpoUeAypHbIiA areMeHT.

YKa3blBaeT Ha aMeMeHT npouefypHOn nepapxvuun. Hanpu-
Mep, Ha a3y peLenTypHOro ynpasneHus, Ha onepawuio

B-00234 | Peakuus |
3arpyska [2] | JobaBuTb
Boay [5]

NeHbI

Hblil aNeMeHT) peuenTypHOro ynpaeneHus <NULL>
Category Mcnonbayemas kateropus cobblTus. MHpopMaLMOHHbIN.
(KaTeropus) MpumevyaHune 3 — TpeboBaHus K ucronb3osaHuo | S.

kaTeropuii CoGLITUA B HAaCTOSILLEM CTaHAAPTe He ONPeAe- | Kpuruyeckuit.

Mepenada paccMoTpeHus
Ha 6onee BLICOKWIA YpOBEHb
(eckanauus)

5.6.3 ABapuitHoe cOObITHe

Tabnuua 6 coaep>knT nepeyeHb atpubyToB aBapuiiHbIX 06 BEKTOB COBBITHS.

MpumMmevyaHune — ABapuitHble coBbITUS MetoT Bce aTpubyThl, onpeaeneHHsle B Tabnuue 5.

Tabnwuuya 6 — ATpubyTbl aBapuitHoro cobbiTuA

Nms

OnucaHue

MNpumep

ABapuiiHoe cobbiTue

PerncTpauyns pasnuuHbx cobbITUIA, NPONCXOASLUNX B Npo-

BuisiBneHune aBapun.

tolas crneyudukaLms yctaHaBnMBaeT METOANKY onpeaene-
HWUA CMBICNa 3HavYeHusa npuopuTeTa. Hanpumep, 3sHaveHue 1
MOXET BbITb KaK BbICLUAM, TaK U HU3LIKM NPUOPUTETOM

(Alarm Event) Lecce asapun. MoaTBepXaeHue.
MpumevaHune 1 — CraHaapTHble aBapuiiHble cOOLITUA | Yyero.
B HaCTOSALWEM CTaHAapTe He onpeferneHsbl
. Aap pea YpoBeHb ackanaummn 3
Mpenen curHana M3amepeHHOe 3Ha4YeHmne npeBbILLaeT aBapuiiHbIA nopor 4509.
Tpesorun (Alarm Limit) 193.
3,38
Tvun aBapuu Tun aBapum € y4€TOM TEXHONOMMKU NPOU3BOACTBA. Bbicokuit ypoBeHb.
(Alarm Type) MpumevyaHue 2 — CraHaapTHble aBapuiiHble cobbiTua | OTKNOHEHKe.
B HacToSILLEM CTaHAapTe He onpefeneHsbl CKOPOCTb U3MEHeHNs
[MpuoputeT CTeneHb BaXHOCTH cOBbITUSA. 1.
(Priority) MpumevyaHune 3 — CraHgapTHble NpUOPUTETHI B Ha- | HU3KWiA.
cTosilLeM cTaHfjapTe He onpeaeneHbl. Kaxaas cooTeeTcTay- | 10

5.6.4 Tun cTaHOAPTHOro cooObITUA
Tabnuuya 7 coaep>uT nepedeHb TUNOB U NOATUNOB CTAHAAPTHOrO COOLITMA. [ONONHUTENbHBLIE TUMbI U
NoATUMbI COBLITUS MOTYT ObITh UCMOMNbL30BaHbI MPWU HEOBXOAUMOCTM, €CNK paccMaTpuBaeMblie coObITUSI HE NMO-
nagatoT B CyLLECTBYIOLLYYIO KaTEropuio.

Tabnwuya 7 — Tunel cTaHgapTHOro cobbiTus

Tun cobbITus

MoAaTun cobbiTus

OnucaHune

Control recipe

(peuenTypa
yrpasneHus)

Modification
(Mogmdpukauus)
CTBYIOLLiee 3Ha4YeHune ycTapeno.

¢hakmop

M3MeHeHWe 3Ha4YeHUs NapameTpa peLenTypbl yrpasneHus.
3HayeHue aTpubyTa cofgepXUT HOBOE 3HadeH e faHHbIX. MpefLue-

Tpumep 1 — Toyka omcyema memnepamypbl U3MeHUNack 00
500. Ons peuenmypbl ynpaeneHus1 npuMeHeH MacuwmabHbil
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lNpodomxeHue mabnuupi 7

Tun cobbiTuA

MoAaTun cobbiTna

OnucaHue

Control recipe Equipment MameHeHne obopyaoBaHus, creunarnbHO Ha3Ha4YeHHoe UNu cBs-
(peuenTypa (oGopynoBatue) 3aHHOE C NpoLIEAYPOiA TEXHONOTUYECKON YCTaHOBKN.
ynpasneHus) 3HayeHue atpubyTa cCoaepX1T HOBOE MMS TEXHOMOrMYECKOW ycTa-
HoBku. [NpefLuecTBylOLLEE 3HAaYEHNEe UMEHM yCTapero.
Tpumep 2 — Peakmop 34, Ha3Ha4yeHHbIU Ons1 (cesizaHHbIl C)
npouyedypbl mexHono2uyeckoli ycmaHoeku Ne2 dns npous-
eodcmea napmuu usdenuti Ne5942
Equipment Allocation BbigeneHne TeXHOMOIMYECKOi ycTaHOBKM Mnu pecypca obuyero
(obopynosaHue) (BblaeneHue) nonb3oBaHWA AS1A NPOU3BOACTBA NapTUM Usfenuin u/unu aAns obe-
crneYveHunn peLenTypbl TEXHONOrUYECKOW YCTaHOBKU.
3HaueHue aTpubyTta cogepxuT naeHTudukatop obopyaoBaHus.
Tpumep 3 — lMonyyeHHas mexHONO2u4YeCKasl ycmaHoekKka unu
modyn, obopydoearHus
Equipment Deallocation BricBo6oXAEHNE TEXHONOMMYECKO YCTaHOBKM Mnu pecypca obLye-
(0BopynoBaHme) (BbICBOBOXAEHNE ro rnornb30BaHNA NPY NPOU3BOACTBE NAPTUW U3Zennuii /unu Npm Bbi-
pecypca) MOSTHEHUW peLenTypbl TEXHONOMMYECKON YCTAHOBKM.
3HaueHue aTpubyTta cogepxuT naeHTudukatop obopyaoBaHus.
Tpumep 4 — BbiceoboxdeHHas mexHoO02u4ecKas ycmaHos-
Ka unu modyns o6opydoeaHus
Equipment State change Peructpauus nameHeHns cocToaHus 060pya0BaHNs B COOTBETCTBUM
(o6opyaosaHue) (M3meHeHmne ¢ MoK 61512-1.
COCTOSIHUSA) lMpumep 5 — Havano waea 4, ocmaHoeka waza 54
Equipment State command Peructpauus komaHabl Ha USMEHeHUe CocTosHUA o6opyaoBaHUA B
(o6opynoBaHMe) (KoMaHaa Ha U3MeHe- | COOTBETCTBAM ¢ MOK 61512-1.
HWe COCTOSAHUSA) lNpumep 6 — lNpuocmaHoeka pabomsi NPoyedypPHbLIX 3JIeMeH-
moe
Equipment Status change Peructpauus nameHeHus ctatyca o6opyaoBaHus.
obopyaoBaHue u3MeHeHue craryca) | MpumevyaHume 1 — CraTycsl 060pyAOBaHUA B HACTOALLEM
(%7 Y p
cTaHfapTe He paccMaTpusaloTca
Equipment Mode change Peructpauus nameHeHus pexuma o6opyaoBaHUsA B COOTBETCTBUM
(obopygnoBaHue) (13MeHeHne pexuma) | © MOK 61512-1
Equipment Mode command Peructpauus komMaHgbl Ha U3MeHeHue pexuma pabotsl o6opyao-
(oBopyaoBaHue) (komMaHaa U3MeHeHusi | BaHWA B COOTBETCTBUM C M3K 61512-1
pexuma)
Equipment Process data Peructpayna sHauyeHUs napamMeTpa TEXHOMOMMYEcKoro npotecca,
(06opyaoBaHme) (AaHHble TexHonoru- | MONYYEHHoro ot obopyA0oBaHuMSA, Ha KOTOpPOEe HET CCLINKN B NpoLie-
yeckoro npovecca) AYPHOM BbINONHEHUN pabot
Equipment Message CopepxatenbHaa UHdopMauna, NonyYeHHas nyTeM Norm4eckoro
(06opynoBaHue) (coobluenme) ynpasneHus eguHuLei o6opyaosaHus.
lMpumep 7 — lNepugbepuiiHan KHONKa 3anycKa py4YHO20 pexu-
ma nocnedoeamesnbHOU NPOMbISKU
Equipment Prompt 3anpoc onepaTtopy OT NOrMYEcKoro ycTpoicTBa o6opyAoBaHWUS
(06opyaoBaHue) (noackaska) Ha 3arpysky WHdopMmauunm o fanbHeiwei paboTe nornyeckoro
ycTpoicTea.
ATpuBYT 3HaYEHUs1 COAEPKUT TEKCT, HanpaBfeHHbIN onepaTopy
Equipment Prompt response OTBeTHas peakuus onepaTtopa Ha noackasky o6opyaoBaHUs.
(o6opynosaHue) (oTBeTHas peakyus ATpUGYT 3HaA4YEHUA COAEPXKUT TEKCT UMK 3anucb AaHHbIX, BHECEH-

Ha nogcKasKy)

HYI0 B OTBET Ha MOACKa3Ky
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Tun cobbiTna

MoATnN cobbiTus

OnucaHune

HeHue pabor)

Equipment Modification NameHeHne 3Ha4eHnsA napameTpa o6opyaoBaHuUS.

(oBopynoBaHue) (Moaudukauus) ATpUBYT 3Ha4YeHUS COAEPXKUT HOBOE 3Ha4YeHue AaHHbIX. MMpegLue-
CTBYIOLLEE 3Ha4YeHNe CTAaHOBUTCS YCTapeBLUUM.

Tpumep 8 — KoHmponbHas mo4yka memnepamypbl USMeHeHa
do 500°

Alarm Process Bblga4a aBapuiiHOro curHana no LOCTUXEHUM YCTAHOBMNEHHOro

(aBapus) (TexHoMorMHeckuii 3Ha4YeHUs napameTpa TEXHOMOrM4YecKkoro npoLecca (napameTpa

npoLiecc) KadecTBa).
lMpumep 9 — H3mepeHHOe 3Ha4YeHUe npeebiuiaem OOMyCK,
8pyyHylo eeedeHHOe 3HayeHuUe Haxodumcsi 3a npedeslamu
donyckKa, ebl4YUCIIEHHO@ 3Ha4YeHuUe CUWKOM HU3KOo, memiie-
pamypHble f08yWKU He pabomarom KaK ITOJIOXEeHO, pe3yib-
mamebl npobbl HeydoenemeopumenkbHbl, HU3KOe Kayecmeo
u3mMepeHHO20 cmamyca

General Message CopepxarernbHas UHhopMaLsa CO34aeTcs UCMONb3yeMblM NPUIo-

(06Last uHbopmaums) | (cooblyeHue) XKEeHWEM UMK NOrn4eckuM YCTPOWUCTBOM YNpaBeHns

Message System CoobLyeHue, KacatoLeecs KOMMOHEHTa CUCTEMBI.

(coobLueHue) (cuctema) Tpumep 10 — BupmyansHasa namsimb KoMnkromepa Hedocma-
moyHa, ceobodHasi obrracmb Qucka maina, KoHmponnep c6o-
um, HeucnpasHocmb Kapmbi 8800a-ebleoda, HeucnpasHocMb
nodcucmembi KOMMYHUKayuu

Message Application CoobLeHue, kacatoLleecsi MPUNOXEHUS.

(coobLeHue) (npunoxeHue) lpumep 11 — [Ipoepamma He cmozna cmapmoeamsb, Ipo-
gpamMma eblWJiia U3 cmposi, NpPo2paMMHbIl ocmaHoe, cepeep
napmuu ydanun napmuro Ne3493 uz nepevyHss napmul unu
ums ¢halina cobbimus 0na napmuu usdenull

Message Security CoobuieHue, kacatoweecs 6e3onacHoCcTH.

(coobLueHue) (6e3onacHocTb) Tpumep 12 — HenpaeunbHbie 5I02UH U Napofib, Henpaeusb-
HOe UMs1 akkayHma, npaeufbHbill /102UH, HapyweHue npae
nons3oeamens

Procedural execution Prompt 3anpoc u3 a3kl K onepaTopy Ha 3arpysky uHdopmauuu Ana Kop-

(npoueaypHoe Beinon- | (nogckaska) PEeKTMPOBKY NOTUKN ¢hasb.

ATpUBYT 3HaUYEHUA COREPXUT TEKCT, HanNpaBneHHbIi onepaTopy.

Tpumep 13 — BbinonHume cmaHdapmHyio paboyyio npoye-
Aypy SOP 324, ebinonHume o4UCMKy NUHUU O npoyedypbi
SOP 394

Procedural execution

(npoueaypHoe BLINOI-
HeHune pabor)

Prompt response

(oTBeTHasA peakums
Ha noAcKasky)

OTBeTHasi peakuma onepaTtopa Ha NOACKa3Ky.

ATpI/I6YT 3Ha4YeHUA COAEePXUT TeKCT UNKn 3anucb AaHHbLIX, BHECEH-
HYIO B OTBET Ha NOACKa3Ky

Procedural execution

(npoueaypHoe BbINOS-
HeHue paboT)

Process data

(AaHHbIE TexHONOMU-
Yeckoro npotecca)

Peructpauusi sHa4eHNA napameTpa TEXHOMOMMYeCcKoro npowecca.

Tpumep 14 — daKmuyvecKoe Konu4ecmeo 3a2pyKeHHo20 Ma-
mepuasna C-39393 paeHo 49,3 K2, ckopocmb 3agpy3Ku paeHa
49 2annoHoe/MuH

Procedural execution

(npoueaypHoe BbINOSI-
HeHue paboT)

Message
(coobLyeHue)

CopepxarernbHblil TEKCT.

TMpumep 15 — Havamb c60p daHHbIX o Mapkupoeke XYZ-123,
u3mMeHumb yacmomy cbopa OaHHbix Ha 0,1 cekyHObI Mo Map-
Kupoeke DTY-384, 3HavyeHue AaHHbLIX, COBPaHHBLIX C MOMOUWbLIO
nozuyeckoz2o ycmpolicmea ¢pa3bi, HanpaeneHo Ha cepeep
napmuu, ccblUIOYHLII nNacnopm 6e3onacHocmu Mamepuarna
MSDS
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OkoHYaHue mabnuupl 7

Tun cobblTna

MoaTnn cobbiTnA

OnucaHue

Procedural execution

(npouepypHoe BLINon-
HeHue paboT)

State change

(u3sMeHeHne
COCTOSAHUSA)

M3amMeHeHne coCcTosAHUA npouefypHoro snemeHTa.

ATpubyT 3Ha4YeHWs] COAEPXMUT HOBOE COCTOSHWE, NPEALLECTBYHO-
WMIA aTpubyT 3Ha4YeHUs ycTapern.

lpumep 16 — N3ameHeHUe akmMUBHO20 Wa2a.

MpumedvaHune 2 — YkasaHHbI NOATUM MOXET ObITb UCMOMb-

30BaH AN perucTpaluun feicTBuii B NoApasfeneHnsix npoleayp-
HOrO 3MeMeHTa (HanpumMep, Ha4yarno/okoHYaHuWe wara)

Procedural execution

(npouepypHoe BLINon-
HeHue paboT)

State command

(komMaHga Ha M3meHe-
HWe COCTOAHUSA)

3anpoc B NpoueAypHbIi 3reMeHT Ha U3MEHEHWE ero COCTOSHUS.
ATpuOYT 3HaYEHWS COLEPKUT KOMaHay

Procedural execution

(npouepypHoe BLINon-
HeHue paboT)

Mode change
(M3MeHeHue pexuma)

MN3meHeHue pexuma paboTel NpoLesiypHOro ariemMeHTa.

ATpuGYT 3HAYEHWs COAEPXWUT HOBbIA PexuM, MPeALUecTBYHOLUIA
aTpubyT 3Ha4eHus yctapen

Procedural execution

(npouepypHoe BLINon-
HeHue paboT)

Mode command

(komMaHga Ha n3meHe-
HWe pexuma)

3anpoc B NpoLefypHbIii 3NeMeHT Ha U3MEHeHUe pexuma paboTbl.
ATpuBYT 3HaYEHWS COLEPKUT KOMaHay

Procedural execution

(npouepypHoe BLINon-
HeHue paboT)

Target start time

(nnaHoBoe BpeMs
Havana pabot)

MnaHoBoe BpeMs Havana paGoTel NPOLEAYPHOro anemMeHTa. ATpu-
OYyT 3HAYEHWs COLePXKUT BpeMs U faTy

Procedural execution

(npouepypHoe BLINon-
HeHue paboT)

Target end time

(nnaHosoe BpeMms
OKOH4YaHus paboT)

MnaHoBoe BpeMsi OKOHYaHWsi paboTel MPOLEfyPHOTO 3MeMEHTa.
ATpWOYT 3Ha4YeHUs1 COREPKUT BpEMS U JaTy

Operator Message WHopmaLnsa reHepupyeTca nepcoHanom.
(oneparop) (coobLeHwue) TNpumep 17 — Havancs doxdb, OpeHaxHoe ycmpolicmeo P2
3acopursiochb
Material Movement MaTepuan nocTynaeT B UNWU BLIXOAWUT U3 TEXHONOMMYECKOro Lexa.
(MaTepuan) (nepemeLLeHue) MecTo xpaHeHWA MaTepuana M3MeHWUock
Material Consume Matepuan ncnonb3oBaH Npu NPoU3BoACTBE
(maTepuan) (pacxon)
Material (maTepuan) Produce Matepuan cosfaH B npoLecce Npon3BOACTBa
(nsroToBreHune)
Material Reconciliation KonnyecTBo martepmana M3aMeHUNochk (BLIACHAETCA 0ObIMHO MO pe-
(MaTepuan) (NpoBepka faHHbIX o | 3yNbTataM pesuann cknaga). KoppeKTHeli OTKIUK Ha uMeroLleecs
pecypcax npeanpu- CKIajcKoe Konu4yecTso MaTepuana
ATUSA)
Material Status change M3mMeHeHWe cTaTyca maTepuana (Hanpumep, KapaHTuH, BelAepxKa,
(MaTepuan) (M3MeHeHue cTaTyca) | BBIMYCK roToBOM npoaykuuu). CTaTyc NpefLLlecTBYIOLEro 3Ha4YeHUs

ycTapen, 3HadyeHne cogepxuT HOBBLIIA crartyc

Material (maTepuan)

Property value
change

(M3MeHeHwWe 3Have-
HWS cBOWCTBA)

M3MeHeHWe cBOCTBa MaTepuana (Hanpumep, 3HadyeHue pH us-
MEHWUIMOCH MO CPaBHEHWIO C NOCIEAHUM U3MEPEHHBIM 3Ha4YeHUEM).
MpeaLwecTBylOWEe 3Ha4YeHWe ycTapeno, TpebyeTca 3agaTb HoBoe
3HayeHune
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5.6.5 ATpuOyT, onpeaeneHHbIN Nonb3oBaTenem

Tabnuua 8 coaepuUT nepevyHn oGbEKTOB aTpuBYTOB, ONpeaeneHHbIX NONb30BaTENeM.

OnemeHT atpubyTa, onpeaeneHHOro nofb3oBaTtenem, UCNONb3yeTCsl AN BKIIOYEHUS 4ONOSTHUTENbHON
nHopmaummn 0 cobbITUK, ecnu MHopmaLms 0 COBLITUM HE MOXET ObiTb B NMOMHON Mepe MpeacTaBneHa B
ob6bekTe codbITUSA.

TabGnuuya 8 — O6beKTbl aTpubyToB, ONpeAeneHHbIX Nomnb3oBaTeneM

Nmsa OnucaHwve Mpumep

OTMeTKa BpeMeHu onepaTopHON

ID CcTaHLUun.
MaeHTUdMKaums atpubyta
(UaeHTUdukaTop) Cssizka 0o6opyaoBaHums.
Lindpposoit krrou
Description JononHuTenbHas uHdopMaLna o6 atpubyTe, onpe- | Xsl-3HadeHUe cobbITUA.
(OnucaHue) AENeHHOM nornb3oBaTernem <NULL>

2003-07-14 1454+0100.

Value
3HayeHune ngeHTudpukatopa ID PeakTop 3.
(BHa4veHwue)
D49EODEE3439932939578
. Kr.
Unit of Measure
EfvHWUa namMepeHus, ucnonbdyemas gns aHadeHus | Jiutp.
(EaMHULE namepeHus) o
MaeHTUdMKaumsa Tuna AaHHblX, KOTOPOMY NpuHaane-
Data type XWT paccMaTpuBaemMoe 3HadeHue. C nnaBaroLei 3ansToM.
MpumMevyaHune — Kaxgaa npakrudeckas pea- [Hara.

(Tvn gaHHbIX) N
nn3aums LaHHOW MOAENM LOImkHa AOKyMEHTUpoBaTh | Ctpoka

A0NYyCTUMBIE TUNBLI AaHHbIX

5.6.6 Accoumnauma coobITuA

OObekTbl COOLITUA MOTYT ObITb aCCOLMMPOBaHLI C APYrMMKU OObeKkTamMu cobbiTua (HanpuMmep, ¢ NOMO-
LK BPEMEHHBIX CBSI3EN UNKU C NOMOLLIO CBA3EW napamMeTpoB obopyaoBaHus). O6bekTbl accounauumn cobbl-
TUA TaKKe COAEMKAT accoumauum.

Tabnuua 9 coaepxuT nepeyeHb atpubyToB 00BLEKTOB accoumuaumm cobbiTus.

Tabnuuya 9 — ATpubyThbl accolmalmm cobbITUsA

nma OnucaHve Mpumep
Associated Entry ID " b 1.
eHTUUKaLMA accoLMMpoBaHHOro
(MpeHTUduKaTop accoLMupoBaHHOM O6AI:EKTa coan-rm HAMp 239432
3anucu) 4A34B

®da3a 3arpysku.
Association (Accounauus) Onucanune accoymaumm Cbolii Hacoca.
KHonka aBapyiHOro oTKNo4eHNA

5.7 HaGop AaHHbIX

5.7.1 OO6BbeKT Habopa AaHHbIX

O6bekT Habopa AaHHbIX NPEACTABNAETCS MOAENbIO, NPUBEAEHHOW HA pucyHke 13. Habopbl AaHHbIX
onpeaenstoT MacCuBbl CBA3AHHbLIX 3HAYEHUI AaHHBIX, UCMOMb3yeMbIX ANS NPeACTaBneHns BPEMEHHbIX pAa0B
UNM KOPPENMPOBaHHBIX 3HAa4YEHUI AaHHbIX. KoppenupoBaHHble HAbOPbl AaHHbLIX ABMAIOTCA NpeacTaBneHnem
CBSI3aHHbIX 3HAYEHUN OAaHHbIX.
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NMpumeuaHue 1 — Habopbl AaHHLIX C BPEMEHHbIMU PRAAMU — 3TO MAcCUBbI A@HHbIX, A€ 3HaYeHue BpeMeHu
NPEeACTaBNAET TEKYLUMA MOMEHT, a APYr1e SMeMeHTbl NPEACTABNSIOT 3HaYeHNe CO CreumanbHLIM TETOM B 3a4aHHbIA MO-
MEHT BPEMEHM.

NMpumeyaHune 2 — KoppenvupoeaHHble Habopbl AaHHLIX — 3TO MacCUBbl AaHHbIX, He CoAepXalluue 3HauYeHui
BPEMEHM B KauecTBE CBOMX AMEMEHTOB (Hanpumep, MacCMB AaHHbLIX 3aBUCMMOCTM AaBMEHNs OT TEeMMepaTyphbl, [e 3Ha-
YeHUe BPEeMEHN HECYLLIECTBEHHO).

O6bekTbl Habopa AaHHbIX OTPaXKAIOT BO3MOXHOCTb XpaHEHUS HECMEXHbIX KOHTPOJbHbBIX TOYEK BPEMEH-
HbIX PALOB, N3MEHEHUS CKOPOCTM cOopa AaHHbIX, XpPaHEHWUS He 3aBUCALUMX OT BpeMEeHU KOppPEnupoBaHHbIX
HabopoB AaHHbIX.

O6bekTbl Habopa AaHHbIX codepXaT ynopsiaoYeHHble Habopbl HyMb WK HECKOMNbKMX crieumdukaumnii
BpEMEHW, O4HO WIW HECKOMNbKO onpeaeneHuin uaeHTUudUKaLmMm MapkupoBku, OQHO UM HECKONbKO onpeaene-
HUI 4aHHbIX MapKknpoBkWU. OnpegeneHns AaHHbIX MapKUPOBKM CoAEepaT NpOU3BONbHOE 3HaYEHNe BPEMEHU U
ynopsifio4eHHbIn Habop OQHOMO UMM HECKOMNbKUX 3HAYEHWUA AaHHbIX.

Data set

<o

Containes an ordered collection of

0.1 1..n 1.n
Time Tag
specification specification Ordered data
Containes an ordered collection of
0.1 | 1.n
Time value Data value

Data set — HaGop gaHHbIX; containes an ordered collection of — cogepxut ynopsgouenHeil Habop ...; time specification — cneundu-
Kauus BpemeHu; tag specification — cneundukaums teros; ordered data — ynopsipouerHbie AaHHbIE; time value — 3HaueHne BpemeHn;
data value — 3HaueHue AaHHbIX

PucyHok 13 — Moaenb Habopa AaHHbIX
NMpumep 1 — O6vLexmbI Habopa OaHHbLIX siensomcsl cpedcmeamMu nNpedcmaeneHuss GaHHbLIX 8PEMEeHHbIX

psdoe, cobpaHHbIx (omobpaxeHHbIX) 8 mabnuye No aHano2uu ¢ pucyHkom 14. dnemeHmbi, Heo6xodumsle Ans
onucaHusi GaHHbIX pucyHka 14, npedcmaeneHbl Ha pucytike 15.

Bpems TIC101.PV FC202.SP VLV55
10:55:00 15.5 35000 OTKpLIT
10:55:15 15.5 34900 3akpbiT
10:55:30 15.3 34900 3akpbIT
10:55:45 15.1 34900 OTKpbIT

PucyHok 14 — MNpobHble Habopbl AaHHbLIX BPEMEHHOIo psAga
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Time specification Tag specifications
1055:00 15. Open
DataSet 10:55:15 15.5 Closed
1flj55:3Q_ JLSJLA Closed,
C]j0:55:45 X151 A C34900 J) COpen™H Ordered data
Time value Data values

Time specification — cneuundukauna Bpemeny; tag specifications — cneundukaums Mmapknposky; time — Bpemsi; data set — Habop faH-
HbIX; ordered data — ynopsgoyeHHble AaHHble; time value — 3HauyeHne BpemeHy; data value — 3Ha4yeHus AaHHbIX

PucyHok 15 — 3nemeHTbl Habopa faHHbIX BPEMEHHOIO psja

MpumMep 2 — Moaady XUAKOCT U B COCY[ MOXHO OTCNeAUTb TOMbKO B KOHKPEeTHbIX (pa3ax. Tak, B nNpo-
Llecce BbIMOJIHEHUS MPOLEeAypbl TEXHOMOTMYECKO YCTaHOBKM MOXHO pacCMOTpeThb TPU Caydas BpasfindHble
MOMEHT bl BpeMeHU. MHopMaLms MoXeT XpaHUThbCA B KauyecTBe Tpex 06beKkTOB Habopa AaHHbIX. MycThb
Kaxgas npo6a oT6upaeTCs Npu BbICOKOM pacxoge. C 4pyroil CTOpPOHbI, B TpoMeXyTKax Mexay hasamu (Bme-
CTO HeyyeTa AaHHbIX NokaszaTeseli B KOHTPO/bHOM TOUKe) AaHHble NPOM3BOACTBA NapTUN U3AENuin moryT
BK/IOYATb [aHHble nokasaTeneil, NosyyeHHble NPU HU3KMX pacxoAax. Torga MOXHO BBECTMW B pacCMOTpeHune
[0 cemy 06beKTOB Habopa AaHHbIX: TpW AN oT60pa NPo6 NPU BbICOKMX pacxofax n yeThbipe ans oT6opa
npo6 Npu HU3KKUX pacxopax.

Mpumep 3 — O6BLEKTHI Habopa AaHHbIX — 3TO CpeAcTBa NpefcTaB/eHNA KOPPENUPOBAHHbBIX faHHbIX,
cobupaembix (0OTob6paxaembix) B Tabnuue no aHanorunm ¢ pucyHkom 16. 3nemMeHTbl, Mcnofib3yemblie AN8 ONu-
CaHUA KOppennpoBaHHbIX AaHHbIX PUCYHKa 16, npeAcTaB/ieHbl HA pUCyHke 17.

TIC202.PV FC202.PV
12.0 35000
13.5 36500
11.0 33000
15.5 29500

PucyHok 16 — TMpo6HbI KOppennpoBaHHbIi Habop AaHHbIX

Tag specifications

vTIClOl.PV) CFC202.SP.
"3500TT
Data set 36500

33000
C 29500 } Ordered data

>

Data values

Tag specifications — cneundwmkauum Teros; data set — Habop AaHHbIX; data values — 3HayeHuss gaHHbIX; ordered data — ynopsigoyeH-
Hble flaHHble

PucyHok 17 — 3neMeHTbl KOppenMpoBaHHOro Habopa AaHHbIX
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5.7.2 ATpubyThl Habopa AaHHbIX
HaGop AaHHbIX 3a4a€eT COOTBETCTBYIOLLMIA HAbop TeroB (MapkKMpoBOK) M 3HaYeHuUi gaHHbIX. OH npea-
CTaBNAET UHTEPBAan BPEMEHU ANS AaHHbIX BPEMEHHOTO psaa UM Habop CBSI3aHHbLIX 3HAYEHUW AaHHbIX ANs
KOpPPENUPOBaHHbLIX HAOOPOB AAHHBLIX.
Tabnuua 10 cogepxut nepeyeHb atpubyToB 0ObLEKTOB HAbOpa AaHHBLIX.

Tabnuya 10 — ATpubyThl Habopa AaHHbIX

Uma

OnuncaHne

Mpumep

Start time
(Bpems Havana)

[ata v Bpemsa Hauana opMUPOBaHUSA paccMaTpy-
BaeMoro Habopa AaHHbIX

2003-07-14 1454+0100.
01 March 2004 14:25 UTC.
April 23, 2002 8:30 AM ET

End time
(Bpems okoHYaHus)

[ata v BpeMsi OKOHYaHUs POPMUPOBaHMA paccMa-
TpuBaemoro Habopa AaHHbIX

2003-07-14 1454+0100.
01 March 2004 14:25 UTC.
April 23, 2002 8:30 AM ET

Trend System

Reference (Cchinka Ha
cucTeMy nokasaTenen)

V|CI'IOI'II=3y9TCF| ANA yKasaHuAa MecTa XpaHeHNA Habo-
pa AaHHbIX BO BHELLHEW cucTeme.

MpumevyaHune — CraHgapTHble hopMaThl CChl-
JIO0K Ha TPEHA0BbLIE CUCTEMBI B HACTOSILLEM CTaHAap-
Te He paccmaTpumBaloTcs

Toledo | Dogfood | Historian.
Toledo | Dogfood | Line2 | Historian.
Toledo |Fishfood| line 4| archiver

Ecnu paHHble PU3NYECKN XPAHATCA BO BHELUHEW CUCTEME, TO aTpubyThbl CChiSIKM TPEHAOBON CUCTEMBI
coaepxart uHopMaumio, HeobxoaMMYIO Ans UASHTUDMKALUN BHELLHUX AAHHBIX.
5.7.3 Cneundumkaumna BpemMeHu
O6bekT cneundukaumm BpeMmeHmn onpeaensiet arpubyTbl 3HaYE€HUI BPEMEHU HA MHOXXECTBE 3HAYEHUI

[aHHbIX.

Tabnuua 11 cogepxuT nepeveHb aTpubyToB 06BHEKTOB cneunduKauumn BPEMEHH.

Tabnuya 11 — AtpubyTel cneyudukaLmu BpeMeHu

Uma Onucaxue Mpumep
Relative YKa3sblBaeT, ABnAeTca nNu fgaHHas cneyndukayma spemenn | ABSOLUTE.
(OTHOCHTEMbHBII) relative (oTHocuTenbHow) unu absolute (abcontoTHoi) RELATIVE
Offset Ecnu Bpemsi oTHocUTENbHO, TO caABUr onpegenset abeontor- | 10:55:15 2005-05-23.
(Capwr) Hoe Bpems. [Ina nony4vexHuns abcontoTHoro BpeMEHU HYXHO | 16:50:00 2005-09-18
cABUr NpubaBUTb K OTHOCUTENBHOMY BPEMEHU

5.7.4 Cneundukaumna teroB (MapKMpoOBKH)
O6bekT cneyndunkaumm TeroB yHUKanbHO MASHTUDULMPYET UCTOUHUK AaHHBIX. OH coaepuT uHdopma-
LU0, MUAEHTUPULUMPYIOLWYIO OTAENbHbLIM UCTOYHUK AAHHLIX (Ha3biBaeMbI TEFOM (MApKMPOBKOK)), a Taloke BCeE
AaHHble, HeobxoanMble AN UHTEpPNPeTaLMM 3HaYEHUI AaHHbLIX (Hanpumep, MHOPMAaLMIO O CXKaTUN AAHHBIX,
HeoOX0aMMYIO ANS UCNONb30BAHMA AAHHbIX).
Ha oauMH MCTOYHUK AAaHHBIX MOTYT CChINaTbCA HECKONbKO 00BbEKTOB cneyudukauum mapkmposkn. OauH
M TOT XK€ UCTOUHUK AAHHLIX MOXET UCMONb30BaTLCA B HECKONbKUX Habopax AaHHbIX. Tabnuua 12 cogepxut
nepeyeHb arpubyToB 06bEKTOB cneumduKaLmn MapkupoBKu.
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Nmsa

OnucaHne

Mpumep

Data source ID

(MaeHTUUKaTOp
WCTOYHUKA AaHHbIX)

NoeHTuUKaLmMs MCTOUHMKA JaHHbIX N8 06beKTa.

MpuMmevyaHne 1 — OTo 0ObIYHO MAEHTUDUKALMS
NyHKTa AaHHbIX ANs cucTeMbl cbGopa AaHHbIX, HanpuMep,
UMS MapKMPOBKM LA aBTOMaTU3UMPOBaHHOW CUCTEMbI
ynpaBneHnsa TexHonorudeckum nporeccom SCADA

TIC002.
AG542.PV.
XYZ224.BLND

Alias NHdopmauua o6 anstepHaTWBHOM uaeHTUdMKaTope, | Temneparypa peakropa.
(MceBaoHUM) ucnonbayemasn AN 3afaHusA NceBjoHUMa MAEHTUMUKE- | Reactor pH.
TOpa U aHHbIX. .
paucTodHnka A Total XYZ224 inventory
MpumevyaHne 2 — UYacto 3T0 onepaunoHHas
WAEHTUMMKALMA WCTOMHMKA [JaHHbIX, YKasblBatolwas
ponb, KOTOPYI UrpaeT UCTOYHUK AaHHbLIX B onepaunoH-
HbIX PYHKLMAX
Description HononHutensHas MHpopMaumsa o6 UCToYHMKE AaHHbIX | TemnepaTypa peaktopa B cepeau-
(OnucaHue) nnn o6 obbekTe naeHTUdKKaLMM MapkupoBKu He cocyaa.
BenuuuHa pH B BepxHel YacTu co-
cyaa.
BaperucTpupoBaHHoe oTnn4mne
Npou3BefeHHOro KonuyectTea Ma-
Tepuana oT U3pacxofoBaHHOro
Equipment ID Ccbinka Ha oBopyaosaHue. [omkHa 6blTb cneuudmy- | MecTo npousBoacTsa | Nnpou3soa-
(NaeHTUdHKaTOp HOW, 4ToBbl KaXKgblii WAEHTUUKATOP UCTOYHMKA AaHHBIX | CTBEHHBIA Y4aCTOK | TeXHOMornde-
obopynoBaHus) Bl YHUKaMbHbBIM. cKas ycTaHoBKa |

HaHHas uWHdopMaunsa npeacTasnseT  U3NYECKylo
CTPYKTYPY (Hag CChbINTOYHON CYLLHOCTBIO) AN MAEHTUDU-
KaLymn KOHTEeKCTa B uepapxumn pman4eckoit yCTaHOBKU

MpumedyaHue 3 — 3To MOXKET GbITb TEXHOMOrMYe-
CKas ycTaHOBKa, TEXHONOMNYECKUiA LieX, NPOU3BOACTBEH-
HbIl Y4acTOK M AaXe MeCTO NPOM3BOACTBA, €CNU OHO
onpegensieT 0bnactb NPUMEHEHUA UCTOYHNKA AaHHBIX

Toledo|Dogfood|line 2.
TexHonornyeckuii npovecc

Procedural Element

Ccbinka Ha NpoUeaypHEIA SNEMEHT, HanpuMep, Ha Npo-

B-00234 | Peakuusn

Reference ueaypy, Ha npoueaypy TEXHONOMNYeCKON YCTaHOBKW, [ <NULL>
(Ccbinka npotie- onepauuio, peuenTypHylo a3y, dasy obGopyaoBaHus
AYPHOrO aneMeHTa) | WM Lar o6opyoBaHus, acCOUMNPOBaHHLIA C MAEHTU-
¢pnkaTopom UCTOUHMKA AaHHbIX
Unit of Measure EauHWLa naMepeHus. pH;
(EanHuua MpumevyaHue 4 — CraHpapTHble eanHULL M3me- | °C;
M3MepeHus) peHUsi B HacTOsILLEM CTaHAapTe He onpeAeneHbl. °F:
MpumeyaHne 5 — CraHgapTHble eanHULBLI U3Me- |
peHUA BHYTPU CerMeHTa TpeHAa He U3MeHATCA TP
Data type Tun gaHHbIX. LuckpeTHbIA.
(Tvn gaHHbIX) MpumMmevyaHune 6 — CraHfapTHbIe TUMbI AaHHbIX B | C nnaBatolyeit 3ansTon.

HacToslLLeM cTaHAapTe He onpeaeneHsl Teker
Deadband 3HaueHue 30HbI HeYYBCTBUTENBLHOCTU Ucnonbayetesa ansa | 0,2 %;
(3oHa HeuyBCTBM- c6opa M XxpaHeHUs1 3HaYEHUI JaHHbIX 1:
TEeNbHOCTH) 0
Significant digits 3Havawme Uudpbl ucnonb3aytoTca ANA cbopa u xpaHe- | F4.2;
F7.4
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OKoHYaHue mabnuupl 12

Z1%E] OnucaHue MNpumep

Data compression MaeHTUdUKaLma anroputmMa cxxatus faHHbIX ucnonbsy- | O6paTHBIN HaKNOH KPLITOro Baro-

ID eTcs npu cbope U XpaHeHUM AaHHbIX. Ha.

(NpeHTUduKaTop MpuMeyvaHue 7 — ANTOpPUTMBI CXKaTusA AaHHbIX B | M3aMmeHeHue aentra.

oXKaTusa AaHHbIX) HacTosILEM CTaHAapTe He paccmaTpuBatoTcs OTcyTetyeT

Sampling Type Tun npobkl, accouunpoBaHHble faHHbIe, BpeMs cbopa n | daktudeckuii / PeanbHblii.

(Tun oT6opa npob) XpaHeHNA AaHHbIX. NHTepnonupoBaHHbIiA.
MpumeyaHne 8 — CraHgapTHble TUNLl oT6opa Haunyuiwmi
npob B HacTosILLEM CTaHAapTe He paccMaTpuBatoTCA

5.7.5 YnopsgoyeHHble OaHHbIe

Ynopsigo4YeHHbIe AaHHbIE — 3TO KOHTEMHEPHbI 06BLEKT AN 3HAYEHUI AaHHbIX. OBBbEKTLI YNopaaoqEH-
HbIX J@HHbLIX HE UMEIDT anVI6yTOB.

YHopﬂ,lJ,OquHble AaHHbIe cogepXKaT ynopaao4€HHY0 COBOKYNHOCTb 3HaYeHun AaHHbIX. YkasaHHble 3Ha-
YEeHUA JaHHbIX COOTBETCTBYIOT 3HAYEHNAM AAaHHbIX MAapKUPOBOK TPEHAO0B. Nx nopaaoK A0SMKeH CooTBEeTCTBO-
BaTb NOPAAKY OnpeaeneHuii cneumdukaumm MapkupoBKy.

5.7.6 3HaYeHMe AaHHbIX

OO6GbeKT 3HAYEHNE JaHHBIX ONpeaenseT 3Ha4yeHne MapkupoBku. Tabnuua 13 cogepxuT nepeveHb aTpu-
OyTOB 06HLEKTOB 3HAYEHUI OAHHbIX.

3HayeHus1 faHHbIX B KOHTEMHEPE AaHHbIX MapPKUPOBKU COOTBETCTBYIOT 3HAYEHUAM AaHHbIX AEHTUDU-
Kauuu MapKkMpoBKM, ONMUCAHHBIX B 06beKTax naeHTudukauum MapkupoBKku. Mx nopsigok AOMmKeH coBnaaarb ¢
nopsgkom onpeaenexHnin Tpenga Mapkuposku.

Tabnuuya 13 — ATpuOYThl 3HaYEHUS faHHBIX

Nma Onucanue Mpumep
Value 3Ha4yeHne faHHbIX 130,9.
(BHaveHue) KpacHbiii.
<Null>

Quality YKasaHue OTCYTCTBUSA MKW Hanuuus npobnem, accoummpoBaHHbIX co cbo- | Xopoluee.

(Ka4ectso) POM 3Ha4eHUN faHHbIX. He onpegeneto.
MpumevyaHue — CraHaapTel Ka4yecTBa B HAacTOALWEM CTaHAAPTE He | Mroxoe
paccMaTtpuatotcs

Kaabilh 06bEKT 3HAYEHUN AAHHbIX COAEPXUT 3HAa4YEHUE AAHHLIX U UHOPMaUMIO, Heobxoaumyto Ans
onpeaeneHna KOHTEKCTa 3Ha4YeHUI AaHHbIX B KOHTEKCTe Habopa AaHHbIX. KoHTekcTHas nidopmaumsa onpeae-
NAETC anropuUTMOM CXATUS AAHHbLIX, UCNONb3yEMbIM paccMaTpuBaeMbiM HAGOPOM AaHHbIX.

MpumevaHune — O6bekT Change (M3meHeHMe) MOXeT GbITb UCNONB30BaH ANA perucTpaLunm U3sMeHeHWii 3Ha-
YEHUIA AaHHbIX.

Mpumep — NameHeHUs1 eHOCAMCS 8PYYHYIO, ecllu OaHHbIe 3apeaucmpupoeaHsl HekoppekmHo. Hanpumep,
€cJ1U CIIoMasIcs usmepumesbHbiili UHCMPYMeHM U HYXKHO 8PYYHYI0 3apeaucmpuposaimb NpasusibHO U3MepeHHoe
3HaJyeHue.

5.7.7 3HayeHue BpeMeHun
OObeKT 3HaYeHUs BpeMeHU onpegensieT MOMEHT BPEMEHH, C KOTOPbLIM aCCOLIMUPYETCHA 3HaYeHne AaH-
HbiX. Tabnuua 14 coaepxuT nepeveHb aTpubyToB 00bEKTa 3HaYEHUE BPEMEHM.
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Tabnuya 14 — ATpubyThl 3Ha4EHUA BPEMEHMU

Nma OnucaHue Mpumep
TimeStamp OTMeTKa OTHOCUTErNBHOro (abcontoTHoro) BpemeHu, accouumn- | 2003-07-14 1454+0100
(OTmeTKa BpeMe- poBaHHas cO 3Ha4YeHWSIMU AaHHbLIX B O4HOM KOHTelHepe faH-

HK) HbIX TEroB (MapKUpoOBKM)

5.8 KommeHTapui

OOBLEKT KOMMEHTAPUSI COAEPXKUT KOMMEHTapuK, 406aBNEHHbIE B AaHHbIE O NPOU3BOACTBE NapTUKN U3-
aenuin. KommeHTapum ceasaHbl ¢ ApYrMMin cneymanbHbIMU 3fieMeHTaMu AaHHbIX O NPOU3BOACTBE NapTun ns-
nenuii. OBBLEKT KOMMEHTapus npeacTaBnsieTcs arpubyramm, onpeaeneHHbiMu B Tabnuue 15.

MpumeyvyaHue 1— YkazaHHas nNpoueaypa obneryaeT fjobaBrneHue aHHOTALUU KOMMEHTapUeB B AiaHHbIE O Npo-
M3BOACTBE NapTUU U3AENMiA NOCNe OKOHYaHUS CO3faHUs OPUrMHArIbHOW perucTpaLum.

M pnmedyaHne 2 — Ecnu KOMMEHTapUn U3MeHAKTCA C TEYEHUEM BPEMEHHU, TO 06beKTbl K3MEHEHUI AaHHbIX O
Npon3BOACTBE NapTun nagenui MOryT ObITb UCMOMNb30BaHbI AN OTCNEXUBAHUSA U3MEHEHUIA KOMMeHTapueB.

MpuMmevyaHune 3 — Ecnu Ans KOMMeHTapueB HeoBXOAMMBI ANEKTPOHHBIE MOAMUCU, TO OHWU MOryT 6biTb 3a-
perMcTpupoBaHbl C MOMOLLBIO Aeknapauyun o6 naeHTUdMKaLMKM nepcoHana, ccbinaloleica Ha paccMaTpuBaeMblii
KOMMEHTapui.

ATpuByT «OTMETKA BpeMeHn» (yHacneqoBaHHbIM OT 3anucu AaHHbIX O NPOU3BOACTBE NAapPTUU U3AENUIA)
COAEPXKMT AaTy U BpeMA NPUMEHEHUS KOMMEHTapUs NPMMEHUTENbLHO K AiaHHbIM O NPOU3BOACTBE NAPTUN U3-
Oenui.

Tabnuua 15 coaepxmT nepeveHb aTrpubyToB 06LEKTOB KOMMEHTaAPUA.

Tabnuya 15 — ATpubyTbl KOMMEHTapUSA

faHHble XypHana
npousBofcTBa
napTum nagenuii)

Cchbinka BkNovaeT aneMeHT xypHana BPR n atpubyT anemeHTa,
C KOTOPbIM accounnpoBaH paccmaTpuBaeMblii KOMMEHTapUA.

MpumevyaHnne — dopmar ccbinkm Ha AaHHble XKypHana
BPR B HacToswem cTaHgapTe He paccmarpusaerca. dopmart
3aBUCMUT OT TEXHOMOMMU, UCTIONb3YEMOIA NPU NPaKTUYECKON pea-

Nms Onucaxue Mpumep
BPR Data Refer- Cchinka Ha anemeHT gaHHbix B XKypHane npouseogcTBa naptuu | PesynesratAHanusa
ence (Ccbinka Ha usgenuin (BPR). Mpo6b1%3445/pH.

PeuentypaYnpasneHua%
42 | ®opmyna | MNnaHosas
MoaavaBopab! |3HaveHue.

KoMMeHTapuin@
AB45|KomMeHTapuii

nu3auumM HacToALLero cTaHgapTa

Person ID MaeHTudukaTop aBTopa KOMMEHTapus R. Atkinson.
(MperTupukatop Henri Laurent.

muya) J. van Dyke

Comment TeKcT, BBEASHHbIW Kak KOMMEHTapuit Ha knaBuatypy oneparopa
(KommeHTapwuii) cTaHuuu Ne4 nponurnics kode

5.9 NMpoba maTtepuana

5.9.1 O6beKT Npoodbl

OO6bekT Npodbl NPeacTaBnAETCA MOAENbLIO, MPUBEAEHHONW Ha pucyHke 18. [laHHble 0 Npon3BOACTBE Nap-
TUW U34enuii MOryT coaepkatb MHPOPMALIMIO, JOKYMEHTUPYIOLLYIO AaHHbIE 06 aHanu3MpyeMoM matepuarne,
npoueaypy otdéopa npobbl, Npoueaypy aHanu3a npobbl, a Takke pesynbratbl ee aHanusa. Marepuan mMoxer
accoumMmnpoBaTbCsa C NMPOM3BOACTBOM NapTUM U3AENWIA, C NapTUEl CbipbeBbIX MATepUanoB, ¢ NPOMEXYTOY-
HbIMW MaTtepuanamu, ¢ roToBbIM NPOAYKTOM, C ApYroi npo6oi, He acCoLMMPOBAHHON C pacCcMaTpUBaEMbIM
MAEHTMAMKATOPOM NapTUM U3LENUNA.

PaccmaTprBaemasa npoba MOXET BKIHOYaTb HECKONBLKO Npob B COOTBETCTBUU € TpeboBaHUsIMKU npoue-
Aypbl aHanu3a marepuana.

TMpumep — Mpo6bi Mo2ym ombupambcs Kaxobie 30 MUuHym e xode peaKuuu U cmewueamics 011si onpede-
JNleHus1 COBOKYNMHO20 Kadecmea npou3e8odumMo2o Mamepuana.
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Sample
Batch production 0.n
record entry

{abstract} o.n
Sample test

? 0 ) -n

Sample test

result

Sample — npo6a; batch production record entry (abstract) — sanuch AaHHbIX 0 NPON3BOACTBE NapTuM Usgenuii (Boigepxka); sample

test — aHanu3 npo6bl; sample test result — pesynsraT aHanu
PucyHok 18 — Mogenb npobbl

5.9.2 ATpuOyTbI NpooGbI

3a Npoobl

O6bekT npobbl conepxut uHopmaumio 06 aHanusupyemoit npobe marepuana. ATpubyThl o6bekTa

npo6bl cBeAeHbI B Tabnuuy 16.

WaeHTudmkaTop npobbl — 3TO MAEHTUGUKATOP 3aNMCH, COOTBETCTBYIOLLMIA PAaCCMaTpPUBAEMOMy TUMY

3anucy AaHHbIX O NPOU3BOACTBE NAPTMM U3AENUA.

OTmeTKa BpeMeHu 4N B3ATO Npobbl — 3TO OTMETKA BPEMEHU NS TUMA 3anUCK AaHHbIX O NPON3BOA-

CTBE NapTU Usgenui.

Ta6nuuya 16 — AtpubyTbl Npobhbl

HacTosiLLeM CTaHpaapTe He pacCcMaTpuBaloTcs

Nmsa OnucaHnue Mpumep
Sample Source ID WUaenmdmkaumun cepvm, naptum usgenuii unu npobul, | SD2348.
(WaenTtnchukartop nuc- | us KoTopon B3sATa npoba marepuana CEPVSINe2 | B12384.
TOMHMKA NPobbl) NPOEA2
Sample Size KonuuectBso B3ATOMN NpoGbI 100;
(Pasmep npobbi) 3x10;

>2

Unit of Mea- Eavnunua usmepexus pasmepa npobui WT.;
sure (EavHnua M
n3MepeHnn) ‘r
Sample type Tun npobbi. dusnueckas npoba.
(Tun npoGbi) Mpumeuanne 1 — CraHgapTHbie TNbI Npob B | JlaBopaTopHbii aHanms.

CerteBas npoGa.
lNonyHenpepbiBHbLIE AaHHLIE

Sample pull reason MpuunnHa B3ATMA NPOOHI.

(Mpnunna B3sATUA MpuMmeuyaHue 2— CTaHaapTHble MPUUMHBI B3ATUSA
npo6bi) npo6bl B HACTOSILLIEM CTaHAapTe He paccMaTpuBaloTCs

YcTaHOBMBLUANACA NpaKTyKa.

MNpeBbilleHWe NapamMeTpPoOB TEXHO-
NOrMYECcKoro NpoLecca.

Cagur.
3anyck npoueaypbl
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Nma

OnucaHune

Mpumep

Sample expiration

(McTeyeHune cpoka
Jencteus npobl)

Bpewms/gata ncredeHus cpoka feinctems npobsl.

MpumevyaHune 3 — KayecTBo Npobbl c Te4eHNEM
BPEMEHN MOXET yXyALlaTbes.

lMpumep — lpoba mornoka AosmkHa ucnbimbléamb-
cs1 @ meyeHue 24 yacoe c MOMeHma e3simus npobhkl

2003-07-14 1454+0100.
01 July 2004 14:25 UTC.
April 23, 2002 8:30 AM ET

Equipment ID

(MaeHTUDUKaTOpP
obopygoBaHus)

Ccbinka Ha o6nacTb NPUMEHEHUST AaHHbIX Uepapxuu
060pyA0OBaHNA, UCMONB30BaHHbLIX ANSA MPOM3BOACTBA
NnpoayKTa, accoLMMpOBaHHOrO ¢ faHHLIMU O NPOU3BOA-
CTBe NapTuu magenuii. [laHHasa ccbinka JomkHa UMETb
UHAMBUAYanbHble 0COBEeHHOCTU, YTOGE! MAEHTUDKKa-
TOP KaXoro UCTOMHMKa AaHHbIX GbiN YHUKaNEHbIM.

YkasaHHas MHopMaLua npepcTasnseT coboit duam-
YeCKyto CTPYKTYPY CChINIOYHOM CYLLHOCTW ANS WAEHTU-
pUKaLMK ee KOHTEKCTa BHYTPU (hU3UUECKOi uepapxunu
TEXHOMOMMYECKNX YCTaHOBOK

MecTo npousBogcTBa | npoussoa-
CTBEHHbIA y4YacToK | TexHonoruye-
ckas yctaHoBka | Toledo| Dogfood
| line 2 | MpoBooTGopHLIA KaHan
10001

Procedural Element
Reference

(Ccebinka Ha

npoueypHbI
3reMeHT)

Ccbinka Ha npouefypHbLIA aneMeHT (Hanpumep, Ha
npoLeaypy, Ha npoLenypy TEXHONOMMYECKOR ycTaHoB-
KW, onepauuto, pelenTypHyto ¢pasy, dasy obopyaoBa-
HWS), aCCOLMMPOBaHHbIA ¢ B3ATUEM NpoBbl

B-00234 | Peakuyus | Ouuctka [2]

SOP Reference

(Ccblinka Ha cTaH-
JapTHyto paboTato-
Lyto npoueaypy)

Ccbinka Ha cTaHaapTHylo paboTatollyo npoueaypy
(SOP), ucnonb3oBaHHyto ANs B3ATUS Npobsbl

SOP15234

5.9.3 AHanu3 npooObl

O6bekT aHanusa npobbl coaepxmUT UHopmauuto 06 0Co6O0M UCNbITAHUKM NPOGLI U O perucTpauuun pe-
3yNbTAaToB IaHHOTO UCMbITAHMA. ATPUOYTEI aHanu3a npodbl 00bekTa NnpueeaeHbl B Tabnuue 17.

Tabnuya 17 — ATpubyThl aHanmaa npoobbl

Nma Onucaxue Mpumep

Test Code
(Kog ananusa)

Kop aHanusa 2334.

XeMoMeTpu4decKkan meToguka
123.

Mogenb ycnosui 234

UaeHTMKaLms Ucnonb3oBaHHOW Npoueaypbl aHanuaa.

lMpumep — Ykazamens Ha 3anucb 06 ucmopuu nabopa-
mopHolii uHghopmayuoHHol cucmembi LIMS Ons ecex dan-
HbIX, CO6paHHbLIX € Xo0de paccMampueaeMo20 aHanusa

Test name Buolumxra.

Mg, accouuMupoBaHHOe C BbINONTHEHHBIM aHaNU3oOM

(Ums ananuaa) CnekTpasnbHble faHHble

5.9.4 Pe3ynsrarbl aHanM3a npoobl
Pesynbrarbl aHanu3a npobbl perucTpupyroTcs B 06bekTax pe3ynsraroB aHanm3a npobbl. ATpubyTbl 06b-
€KTOB pe3ynkLraToB aHanu3a npoObl npuBeaeHbl B Tabnuue 18.
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Tabnuya 18 — ATpubyThl pe3yneTaToB aHanusa npobbl

Nma

OnucaHue

Mpumep

(E@uHMLa namepeHus)

Results QaKTu4eckoe 3Ha4YeHUe UNK CNMCOK 3Ha4YEeHWIA, MONMyYeHHbIX | TecT BBIMOMHEH YCNeLLHO.
(PeaynsTarbl) B pesynsraTe aHanusa npobbl 6,8.

KpacHblii
Unit of Measure EnvHULa nsmepeHus pesynsratoB aHanmaa npooel pH.

KF

Test Disposition

(OueHKa pesyneraToB
aHanusa)

YKasaHue, 4To pesynberaTthl aHanusa I'Ip06bl ABNAKTCA Npu-
eMneMblMU

TecT BbLINOMHEH YCMELLHO.
TecT BbINOMHEH Heyaa4YHO

Equipment ID

(MpeHTUduKaTOp
obopypoBaHus)

OGopynoBaHUe, UCMONb30BaHHOE ANA aHanusa npobki.

Tpumep 1 — Omo moxxem 6bimb Habop 06opydosaHus
Ons ebinonHeHus1 Npobsi Liupmepa.

Tpumep 2 — Omo moxxem 6bimb Habop o6opydoeaHusi
9ns ebinosiHeHUs1 1a6opPamopHO20 ucnbimaHus

GC0201

Expected results

Oxungaemble pesynbraTel aHanumaa

AHanus BbINOMHEH ycnewHo

BbIGOPOYHBIX CTATUCTU-
YecKkux npob)

(Oxungaemble
pesynsraThl)
MpumevyaHne 1 — CraHgapTHble pe3ynsTaThl aHanu- | McnbiTaHue BbINONHEHO He-
3a B HacCTosLLeM cTaHAapTe He paccMaTpuBaloTes yAa4uHo.
6,2—7,4 pH
Statistical sampling Tun cratuctuyeckoit obpaboTtkm npob, ucnonbayemelit Anst | CpeaHuit.
analysis results onpeaeneHns pesynsraToB aHanusa. MUHUMATTBHBIA.
(PesyneTaThl aHanuaa MpumedaHne 2 — CTaHfapTHLIE METOALI aHanNU3a oT- | MakcumanbHblii

6opa Npob B HacTosLEM CTaHAapTe He paccMaTpuBaloTca

Expiration Time Stamp

(OTMmeTKa BpeMeH#u
06 ncTeveHun cpoka
fdewncTeus)

[aTa 1 BpeMA UCTeYeHUs cpoka [EeACTBUS pe3ynbTaToB
aHanmaa npobsl

2000-10-25 13:30.
<Null>

5.10 UsmeHeHue

OBBLEKT U3MEHEHUs UCMONb3YeTca ANs (OUKCUPOBAHUSI M3MEHEHUI NMOOLIX 0OBLEKTOB AAHHLIX NPOU3-
BOACTBA NapTuu usgenuii. 3to obecneunsaet MHHOPMALMOHHYIO NOAAEPXKKY NPU NPOBEAEHMN ayAUTOPCKOM
NPOBEPKN U3MEHEHWUI, BHOCUMBbIX B AAHHbIE O NPOM3BOACTBE NapTUM U3denuin. OGbekT U3MeHeHns npeacTaB-
nserca cBOMMK aTpubyTamMu, NpuBeAeHHbIMM B Tabnuue 19.

Tpumep — NameHeHuUs1, BHOCUMbIe @ OaHHbIe 0 npouseodcmee nNapmuu usdenuli, eksroyarom:

- dobaesieHue HoebIX HernpepbIeHbIX OaHHbIX O 3HaYeHUsIX NoKasamenell unu o MOMeHmMasnbHbIX CHUMKax
cocmosiHus (snapshot) peuenmypbi ynpaesneHusi;

- pacwupeHue o6bekma rnymem dobaesieHus1 Hoebix ampubymos;
- mModughuKayuro 3Ha4¥eHUs1 hopmMynibi;

- yOaneHue u3bbImoYHbIX OaHHbLIX MOMEHMalbHbIX CHUMKOE COCMOSIHUSA peuenmypbl yrpaeseHus;
- nepeoHavanbHoe co3daHue GaHHLIX 0 Npou3eodcmee napmuu;

- U3MeHeHue cocmosHUsA daHHbIX 0 npou3eodcmee nNapmuu u3denuil.

MpuMmedvyaHune 1 — BrNOYEHWE NCTOPUM U3MEHEHNS B JaHHbIE O NPOU3BOACTBE MapPTUU M3Aenuii MOXET OblTb
OCHOBaHO Ha HeoBXoANMOCTH YA 0BNETBOPeHNS TpeboBaHUil HOPMAaTUBHbIX [JOKYMEHTOB, a Takke TpeGoBaHUi 3MEHeHUs

npasun BegeHusa GusHeca.

Tabnuua 19 onpeagensiet aTpubyTbl 06HLEKTOB USMEHEHUS.
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0 MPOWU3BOACTBE nap-
THK)

Nva OnucaHue Mpumep
BPR Data Reference | Cchbinka Ha aneMeHT AaHHbIX, KOTOPLIA U3MEHeH B flaHHbIX | PesynstaT aHanu3a  npo6ebl
0 npoussoacTee naptuu uagenuin (BPR). %3445/pH.
(CcblnoyHble AaHHble P p

Ccbinka BKIOYaET 3NeMeHT AaHHbIX O NPOM3BOACTBE Nap-
TUW U3Lenuid, a Takke aTpuByT 4aHHOrO anemeHTa, acco-
LMUPOBaHHBIA C KOHKPETHEIM M3MEHEHUEM.

MpuMmedaHue — DopMaT CCbIOYHLIX AaHHBIX O NPO-
W3BOACTBE NapTWX U3Aenuii B HacTosiLleM cTaHaapTe He
onpegeneH. dopMaT OCHOBLIBAETCS Ha TEXHONOMMMW, MUC-
nonb3yemMoi Ans NpakTUYecKoi peanusaunumu HacTosILLEro
cTaHgapta

PeuenTypa ynpaBneHus%42 |
dopmyna | pacyeTHoe Konuye-
CTBO BOAbI | 3HaYeHue.
KoMMeHTapuin@A645
MeHTapuit

| kom-

Pre-change data

(daHHble go BHece-
HUS UBMEHEHNIA)

[anHble, NnpefLUecTBYIOLLME UBMEHEHUIO SNeMeHTa

[aHHble oTCYTCTBYIOT.

2003-10-24 13:14-0600.
MapTua HanpaBneHa Ha cknag.

.93

Reason
(MpuymnHa)

MpnymHa (HeoBXo[UMOCTb) BHECEHUS U3MEHEHUI

Otkas gaTyuka Temneparypbl,
AaHHble BBEAEHbl aBTOHOMHO.
Owwubka B Habope AaHHbIX

ATpubyT «OTMETKa BpeEMEHMU» (YHacneaoBaHHbIA OT 3anuCKU AaHHbLIX NPOM3BOACTBA NMapTUU U3AENui)
COAEPXKUT AaTy U BPEMSI BHECEHWA U3MEHEHWUI B AAHHbBIE O NapTUM.

MpumevyaHue 2 — OBLEKT U3MEHEHNS OBLIYHO NOAAEPXKUBAETCA OAHNUM UMW HECKONbKUMU MAEHTUDUKaLUAMN

nepcoHana Ansa nuua, BHocsLero usMeHeHus («Done by»), u 4ns nuya, nposepsitoLlero aHHoe nameHeHue («Checked
by»), kak nokasaHo Ha puUcyHke 4.

M puMedaHue 3 — OBLEKT U3MeHeHNs 06bIYHO nogaepxueaeTca OgHUM UK HECKONbKUMU KOMMEHTapUAMU Ha
N3MEHEeHNe, KaK NoKa3aHo Ha PUCYHKe 4.

5.11 Oeknapauusa 06 naeHTUdUKaLMmn nepcoHana

Oeknapauus 06 naeHTudmkaumm nepcoHana ykasbiBaeT Ha NULO, BbINOSIHUBLLEE AENCTBUSA, aCCOLM-
MPOBaHHbIE CO CreunansHbiM aTpubyToM ak3eMnnsapa obbekTa. ATO MOXET ObITb MCNONBL30BAHO ANA AOKY-
MEHTMPOBAHMWA ANEKTPOHHON nognucu. O0bekT Aeknapauum 06 uaeHTudunkaLmmn nepcoHana npeacTaBnsaeTcs
atpubytamu, npuseaeHHsIMuM B Tabnuue 20.

MpumevyaHune 1 — Nioboit atpubyT, AEHTUDULMPYIOLWMIA UL, MOXET 3aTpeboBaTh Aeknapauuwio 06 naeHTu-
puKaLmu nepcoHana.

MpumeyaHue 2 — Mcnonb3oBaH1e aMEKTPOHHOM MOANMCH MPOU3BOAUTCS NO BLIGOPY.

ATpubyT «OTMETKa BPEMEHNY (YHAacneAoBaHHbIN OT 3anucKu AaHHbLIX O NPOU3BOACTBE NapTUU U3AEnui)
COAEPXUT AaTy M BPEMS UCMOMb30BaHUA UAEHTU(UKaLMKU NepcoHana B AaHHbIX NApTUK.
Tabnuua 20 onpeaenser atpubyTbl 06bekTa Aeknapayum 06 uaeHTudukaymum nepcoHana.

Tabnwuya 20 — ATpubyTel geknapayum 06 naeHTudukaLmmn nepcoHana

Nmsa Onucaxue MNpumep
BPR Data Cchbinka Ha aNeMeHT aHHbIX, KOTOPbIA U3SMEHEH B JaHHbIX 0 Npo- | PesynsraT aHanusa npobbl
reference n3BoAacTBe napTuun usnenuii (BPR). %3445/pH.
(Cebino4tbie Cchbinka BKNIOYAET aNeMeHT aHHbLIX O MPOM3BOACTBE NapTuun u3- | PeuenTypa ynpaene-

AaHHbIE O NPOoU3-

HUA%42 | popmyna |
BOACTBE MapTum)

pacyeTHbIi pacxoa 8ol |

Aenuii, a Takke aTpubyT AaHHOrO aneMeHTa, accoLMUPOBaHHLIN C
KOHKPETHBIM U3MEHEHNEM.

MpumeuvaHne — dopMarT CCbUIOYHLIX AaHHBIX O Npoussog- | 3Ha4eHue.
CTBE NapTUW U3fenuil B HACTOSILLEM CTaHAapTe He onpeaeneH. | KoMMeHTapun@A645 |
dopmaT OCHOBbLIBAETCA Ha TEXHOMOMU, UCNONbL3YeMONl ANA Npak- | KOMMeHTapuit

TUYECKOI peanusaumn HacTosLLEro cTaHaapTa
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Nma OnucaHne Mpvmep

Name (Mms) OfHo3Ha4YHOe 1 YHUKanbHoe UMS Nuua, nognucaBLUero AOKYMeHT | 48392.
Jack Nicholson.
Chiaki Shimada

Reason MpudnHa nognucaHna JoKyMeHTa BbinonxeHo ...
(Mpuanta) MepecMOTpeHo ...
YTBEpPXKIAEHO ...
Change Indication | YkasaHue, cnocobcTByloLLee yCTaHOBNEHWIO hakTa, 4To feknapa- | E;4J9QJG,RGJAOFO.
(YkasaHue Ha u3- [ UMs 06 naeHTUDUKaLMM NepcoHana He N3MeHeHa. FKMOGRKIMH44FF.
MeHeHue) YkasaHue Ha W3MeHeHne cnocobCTBYeT BhISBMEHU dakTa, YTo | KRIGAOTIHVSNS

AaHHbleé U3MEHEHbl HECMOTPA Ha TO, YTO KOHKPETHbIe U3MEHEHUA
AaHHOe yKa3aHWe BbIABUTb He MOXET.

Tpumep 1 — Cmpoka cozdaHa ¢ nomowlkbro aneopumma MDS,
UCrnoJIb308aHHO20 8 Kayecmee ajleopumma XawupoeaHus.
Tpumep 2 — Cmpoka, npedcmaensiowjas coboll yugpposol
KoYy A1l ecex QaHHbIX npou3eodcmea napmuu u3denudl.

lMpumep 3 — Cmpoka, npedcmaensioujasi cob6oli KOHMPOJIb-
HYyr cyMMy ecex OaHHbIX npou3eodcmea napmuu usdenut

5.12 Neknapauus o ksanucpukayum pecypca

Oexnapauusi 0 keanuchmkauum pecypca MCnonb3yeTcsa Ans I0KyMEeHTUPOBaHus keanudukauum pecypca
(nepcoHana, o6opyaoBaHus, matepuana), aCCoLMMPOBAHHOIO C CEPUINHLIM NPOU3BOACTBOM. OOBLEKT KBANU-
dukauum pecypca npeacTaBnsAeTca arpubyramu, npuBeaeHHbIMKU B Tabnuue 21.

MpuMeYaHue — KanudmkaLma — 3T Ka4eCTBEHHas OLeHKa UK aTpubyT, AenatoLnil BO3MOXKHBIM UCNONb30-
BaHWe JaHHOro pecypca And BbiNONMHEHUA KOHKPETHOro Npon3BoACTBEHHOIO 3ajaHuA.

lpumep — [JokymenmainsHoe nodmeepxdeHue, yKa3biealoujee, Ymo onepamop npouwes Heob6xodumyio
nodzomoeky, cpok delicmeus cepmudukama He KOHYUJICS, orlepamop Moxem 6bimb AoNyweH K ebINOJIHeHUIo
onepayuu «Fill Explosive-Proof Vessel (3anonHeHue e3pbieobe3onacHo20 cocyda)».

O6bekTbl KBanuduKauum nepcoHana accoLMUpyoTCs C COOTBETCTBYIOLLEN 3aMUCbIO JaHHbLIX O NpOU3-
BOACTBE MapTUM U3JENUI B COOTBETCTBUM C PUCYHKOM 2. [laHHbIE 3anucK TaKkke MOryT accoumMmMpoBarbCs C
anemeHTamu, onpegeneHHbimmn ISA 95.00.01-2000, HanpumMep anemMeHTaMu MOAenNu nepcoHana.

ATpubyT «OTMETKa BpEMEHU» (yHacneaoBaHHas OT 3anuCU AaHHbIX O NPOU3BOACTBE NapTUM U3 enui)
COAEPXUT AaTy U Bpems ykasaHus ksanudukauuu pecypca B AaHHbIX NAPTUK.

Tabnuua 21 coaepxut nepeveHb aTpubyTos 0OLEKTa Aeknapaumm o ksanudukauuu.

Tabnuya 21 — AtpubyThel geknapayun o kBanudukayum

Nma Onucanue Mpumep

BPR Data Reference Ccbinka Ha 3NeMeHT AaHHbIX, KOTOpblil U3MeHeH B | PesyneraTt aHanusa npobbl

(CcbinoyHble gaHHbIe 0 AaHHbBIX O NPOU3BOACTBE NapTumn uagenun (BPR). %3445/pH.

NpOM3BOACTBE NapTuu) Ccbinka BKNIOYAET 3NEMEHT faHHbLIX 0 NPON3BoACTBE | PeuenTypa ynpasneHns%4z2 |
napTuK Usgenuin, a Takke aTtpubyT gaHHOro aneMeH- | dopmyna | pacHeTHbIN pacxoa
Ta, acCOLMUMPOBAHHLIN C KOHKPETHBIM U3MEHEHNEM. BOAbI | 3HaYeHWe.
MpumevyaHune — dopMaT cCbINOYHBIX AaHHBLIX 0 | KoMMeHTapun@A645 | kom-
NpousBoAcTBE NapTUKU U3ZENUin B HACTOSLEM CTaH- | MeHTapwii
JapTe He onpefeneH. dopmaT OCHOBbIBAeTCA Ha
TEXHONOrMU, UCTNIONb3YEeMOW ANA NPaKTUHECKON pea-
nM3ayun HacTosILLEro cTaHgapTa
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Nms OnucaHue Mpumep
Resource ID NaeHTudmnkauus nepcoHana, obopygosaHus, marte- | Fred Oakly.
(MmeHTubnkarop pecypca) | puvana, npoueaypbl Buffer Tank 34.
M-4938923.
SOP 49392.323
Effective Time Stamp [aTa 1 BpeMs BCTyMnNeHus ksanudukaummu B cuny 2003-07-14 1454+0100.
(Bpems BCTynnenus B cuny) 01 MAR 2004 14:25 UTC.
April 23, 2002 8:30 AM ET
Expiration Time Stamp [aTta n BpeMsa uctevyeHunsn cpoka feictaus keanudgm- | 2003-07-14 1454+0100.
(OTmeTka BpemeHn 06 ucTe- | Kauum 01 March 2004 14:25 UTC.

HeHu cpoka AencTBiA) April 23, 2002 8:30 AM ET

Qualification Status 3aperncTpupoBaHHble 3HaYeHUs1 KpUTepues ObopyfoBaHue ABNAETCA CTe-
(CtaTyc kBanudukaumn) PUNBHBLIM.
UHrpeaveHt 43A rogeH Aans
MCNoNb30BaHUS.

Onepatop nogroTtoBneH Ansa
BbINonHeHus npoueaypbl SOP
1055.234

5.13 OnpegeneHue npoaykra

OO6bekT onpeaeneHus NpoaykTa coaepxut UHOpMaLUIo O MITAHMPYEMBIX K UCNONb30BaHUIO pecypcax
(Hanpumep, NpoM3BOACTBEHHAs cneuudukauma, marepuansl, nepcoHan, o6opyaoBaHue), HE0OXoaAUMbIX ANs
Npou3BOACTBA MPOAYKTA HA NOCErMEHTHOW OCHOBE. OOBLEKTHI ONpeaeneHuss NPoAYKTa BKIOYAIOT CErMEHTbI
NpoAyKTa n NPOU3BOACTBEHHYIO crieyudumkaumio. MNpu aTom onpeaeneHna CermeHToB, UCNoNb3yeMble B 1aH-
HbIX O MPOU3BOACTBE NAPTUU U3AENUIA, MOTYT OTNNYATLCA OT onpeaeneHuin ANSI/ISA-95 ana obMeHa aaHHbI-
MU ypOBHSA 4/3.

WHopmauua o6 onpegeneHmn npoaykTa AOMKHA UCNONL30BaTb CTPYKTYPY OnpeaeneHun npoaykra B
coorBercTBum ¢ ANSI/ISA 95.00.01-2000 n ANSI/ISA-95.00.02-2001 ¢ y4eToM pacluMpeHuin 3anucen aHHbIX
0 NPOU3BOACTBE NapTUN U3OENUN.

MpumevyaHune 1 — OnpegeneHnst TEXHONOrUYECKOrO NpoLecca U cerMeHTa, AaHHble B ANSI/ISA-95, oTpaxatoT
KOMMepYecKuii B3rsSA Ha npousBoAcTBo. OnpefeneHne cermMenTa, UCNonb3yeMoe B JaHHOM pasgene, HanpasneHo Ha
usnyeckoe (onepaLmoHHoe) NpeAcTaBrneHne NponM3BoACTBa.

MpumMmedaHue 2 —Npu UCMonb3oBaHUM CTPYKTYP HACTOSLLENO CTaHAapTa CErMeHTbI ONpeAensioTC B COOTBET-
CTBUM C TpeGoBaHUAMU NpefCTaBNeHUs1 UHOPMAaLIMM O NPOU3BOACTBE NAPTUN U3RENUIA.

5.14 OTBeTHaA peakuusi NPOU3BOACTBA

OG6bekTbl 0TBETHONW peakuuu npoussoacTea (production response) cogepxxat uHdopmaumio o aktuye-
CKOM NPOU3BOACTBE (M3pacx0A0BaHHbIE MaTepuanbl, U3roTOBMEHHbIE MaTepuansl, UCNOoNbL3yemoe oGopyao-
BaHuWe, 3a4eWCTBOBaHHLIM NEPCOHan U T. 4.) HA NOCErMEHTHOW OCHOBE.

Mpu 3atom onpeaeneHne CerMeHTa, MCnomnb3yeMoe B AaHHbIX O NPOU3BOACTBE NAPTUM U3AENUN, MOXET
OTNMYATLCA OT COOTBETCTBYIOLLMX onpeaeneHnii, AaHHbiX B ANSI/ISA-95 ans o6meHa gaHHbIX Ha ypoBHe 4/3.

Mudopmanus o6 OTBETHOM peakuun NPOU3BOACTBA AOMKHA UCNOMbL30BaTb CTPYKTYPY OTBETHOM peak-
uuM npouseoacTea B cootBeTcTBum ¢ ANSI/ISA 95.00.01-2000 u ANSI/ISA-95.00.02-2001 ¢ yueToMm pacLumpe-
HWUW 3aNUCKU AaHHbIX O MPOU3BOACTBE NAPTUM U3AENUN.

MpumevyaHue 1 — OTBeTHaA peaKLusi NPOU3BOACTBA COCTOUT U3 OTBETHLIX peakuuwid cermeHToB. OTBETHas
peakuua cerMeHTa cofepXuT uHdopmaluio 06 anemMeHTe NPOU3BOACTBa NapTUKU n3aenunini. OHa BKMIOYAET HYIb UK He-
cKonbko HabopoB MHGOPMaUMKU O JaHHBIX NPOU3BOACTBA, (PhaKTUHECKON 3arpy3ke nepcoHana, ¢aKTU4YecKoil 3arpyske
obopynoBaHus, aKTUHECKOM pacxofe KOHCTPYKLMOHHBLIX MaTepuanos, (akTUHeCKOM W3roTOBIEHHOM Martepuane, o
chakTU4eckom noTpebneHnn pacxogyemblx MmaTepuanos.
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MpuMeuyaHue 2 — CerMeHTbI, UCMONB3YEMBIE B HACTOSILLIEM CTaHAapTe, OGLIMHO OTHOCATCA K 3NeMeHTaM npo-
W3BOACTBA NapTuUu U3genuii (Hanpumep, NPOU3BOACTBEHHbLIE KaMMaHWK, MPOLEAYPbl TEXHOMNOTMYECKON YCTaHOBKU, TEXHO-
fioruyeckue onepawum).

lpumep — CeameHmb1 Mo2ym onpedensimbcs 05151 o6ecrnieyeHust Nodayu Mamepuarsa € mexHosio2udeckuli
uex, 0151 obecrnieyeHUs ebI2PY3KU Mamepuarlia U3 mexXHOJI02U4YecKo20 uexa, Onsi npoeepku 6anaHca cKIadcKo2o
3anaca Mamepuana nymeM cpaeHeHUs! hakmu4ecKo20 U 3ape2ucmpupoeaHHO20 Kosuyecmea (06L1YHO ymem
uHeeHmMapu3sauuu).

5.15 3anpoc npousBoacTea

O6wekT 3anpoca npoussoacTea (production request) coaepxutT MHGpOPMALMIO 0 NIAHOBOM NPOW3BOA-
CTBE (NNaHOBOM pacxofe marepuana, U3rotoBrieHun Lenesoro matepuana, nnaHoBon 3arpyske obopyaosa-
HUS, NNaHOBOM 3arpy3ke nepcoHana u T. 4.) Ha NOCermMeHTHOW ocHoBe. Npu 3ToM onpeaeneHus cerMeHTa,
Mcnosnb3yemble B JAaHHbIX O MPOU3BOACTBE NAPTUU U3aenui, MOryT oTnu4yarbca ot onpeaeneHuit ANSI/ISA-95
ans obmeHa gaHHbIX Ha YpoBHe 4/3.

Mudopmauumsa o 3anpoce NnpouM3BOACTBA A0MKHA UCNONb30BaTb CTPYKTYPY 3anpoca Npou3BoACTBa B CO-
oteeTcTBum ¢ ANSI/ISA-95.00.01-2000 u ANSI/ISA-95.00.02-2001 ¢ y4eTOM pacLUMPEHUin 3anUCK AaHHbIX O
NPOU3BOACTBE NAPTUMN U3AENUNA.

MpumevyaHue 1 — 3anpoc NPoM3BOACTBA COCTOUT U3 3aNPOCOB CErMEHTOB. 3anpoc cerMeHTa CofepX T WH-
cdopmaLuto 06 aneMeHTe NPOU3BOACTBA NapTUU M3genunii. OHa BKNIOYAET HyfMb UMM HECKONMBKO HaBopoB MHOpMaLum o
[ aHHbIX NPOU3BOACTBA, NTAHUPYEMOIA 3arpy3ke nepcoHana, NNaHUpyeMon sarpyske obopynoBaHus, NNaHUpyeMoM pac-
X0/l KOHCTPYKLIMOHHBLIX MaTtepuaros, NaHUpyeMOoM U3roTOBNEHHOM MaTepuasne 1 NnaHMpyeMoM noTpebneHnn pacxoay-
eMbIX MaTepuaros.

MpumeyvyaHune 2 — CerMeHTHl, UCNONb3yEMbIE B HACTOSLLEM CTaHAApTe, OBbIMHO OTHOCATCA K SNeMeHTam npo-
M3BOACTBA NapTUM U3AENWii (Hanpumep, NPOU3BOACTBEHHBIE KAMNAHWK, NPOLEAYPbI TEXHONOTUYECKOW YCTAHOBKU, TEXHO-
nornyeckue onepawun).

5.16 Peuentypa ynpaBneHus

5.16.1 OOBbeKT peuenTypbl ynpaBsieHUA

O6beKT peuenTypbl ynpaBneHusi NPeACTaBnsSETCA C NOMOLLLIO MOZIENU, NPUBEAEHHON HA PUCYHKE 19.
Mogaenb cogepXXuT npeacrasneHne peuenTypbl ynpaesneHua B coorseTcTeumn ¢ MOK 61512-1. [laHHaa mogenb
nosfy4yeHa Ha OCHOBE abGCTPaKTHOM CCbinovHon mogenu M3K 61512-2.

Moaenb peuenTypbl ynpaBneHus SiBRSETCA KONuei MoAen TEXHONMOrMYECKON peLenTypbl C HeGonbLUK-
MU oTnnyusamMu. PeuenTtypa ynpaeneHus He TpeOyeT ykazaHus BCEX LUAroB U NepexofoB, coaepxalumxcsa B
TEXHONOrM4YecKkoi peuentype. HeBbINONMHUMbIE (HEAOCTUXMMbIE) LUArK U Nepexoabl He TPebyIoT BKNOYEHUS B
onpeaeneHue peLenTypbl ynpaBneHus.

Mpumep — XKypHan uzmeHeHuUli mexHosI02Uu4YecKol peyenmypbl U UCMOPUS ee YMeepKOeHUs1 He UCIOoJb-
3yromcs e peyenmype ynpaeneHusi. Peuenmypa ynpaeneHusi umeem donosnHumesnsHbie ampubymbi, makue Kak
epems chakmu4ecKoz2o Haqaria U epemMs haKmuyeckozo OKOHYaHuUs pabom, omcymemeyrouwjue e mexHosioz2uye-
cKoll peyenmype.

CoaepxaHue peuenTypbl yNpaBneHUst MOXeT U3MEHSITbCSI B TEYEHUE BCETO XKM3HEHHOTO Lukna. MomeH-
TanbHble CHUMKM (Snapshots) unu konuu peuenTypbl yNpaBneHUst MOryT XpaHUTbCSl B OAHOM Habope AaHHbIX
NPOWU3BOACTBA NapTuun usaenuin. PucyHok 20 coaepXuT AaHHbIE O NPOU3BOACTBE NAPTUN U3AENUIA, & UMEHHO
MHAGOPMaLMIO O peuenType ynpasreHna Ha HavanbHOM dTane NpPOou3BOACTBA NapTUM U3AENMUIA, COOLITUS U
HenpepbIBHbIE AaHHbIE NOKa3aTenei, ykasaHHble B AaHHbIX O MPOU3BOACTBE MAPTUM U3AENUIA U XapakTepu-
sylowme xoa pabort, a Takke MHAOPMaUUIO O peuenType ynpaBneHusi o OKOHYaHWW NPOU3BOACTBA NapTUM
n3genun.
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Control Recipe

o

1 0..n 0..n 0.1 0..n 0.n
Equipment Procedure Recipe Other
Header Formula requirement logic element information
?)..n ?)..n 0.1
o “MReferences 0..n
0 . ..
n Parameter Constraint Other
Step information value
<> 0.n 0.1
0..n Transition
0.n

Parameter value

Link

Control Recipe — peuenTypa ynpaeneHus; header — 3aronoeok; formula — copmyna; equipment requirement — Tpe6oBaHus k 060-

pyaoBaHuio; procedure logic — noruka npoueaypsl; recipe element — anemeHT peuenTypl; other information — npovas nidopmauus;

parameter — napamertp; constraint — orpaHuuyeHne; references — ccoinku; step — war; other information value — sHauyenne npoueit
nHopmauuu; transition — nepexoa,; parameter value — 3HayeHue napametpa; link — cBAsb

PucyHok 19 — Mopenb peLienTypbl ynpaBrneHus
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Batch production record — gaHHble Npon3BOACTBa NapTWM U3AENWiA; control recipes— peLenTypbl ynpasneHus; control recipe — peten-
Typa ynpasnenus; formula — copmyna; header — 3aronosok; procedure — npoueaypa; events — cobbITus; event — cobbiTue; data
change — n3meHeHve AaHHbIX; data sets — Habopbl AaHHbIX; data set — Habop AaHHbIX

PrcyHok 20 — [JaHHble NPoGHOI napTum M3genuii ¢ 4ByMsi KONWsSIMU peLenTypbl ynpaBfieHus

Tun cobbITUS NpoLeaypHOro BbIMOMHEHMS PaboT B MOAENMN 06beKTa COObITUA MOXET ObITb MCMO/b30-
BaH [/151 XpaHEHNA AaHHbIX KaKAoi peLenTypbl 1 BbINOMHEHWS] NPOLEAYPHOr0 3n1eMeHTa o6opyaosaHus. Moy
3TOM peuenTypa ynpaB/eHUst J0MycKaeT XpaHeHne NpeAcTaBneHns iakTMYecKon peuenTypbl ynpasneHus.

Mpumep — OTNMUME MEXAY XPaHEHWEM MOMEHTa/lbHOro CHMMKa (snapshot) peuenTypbl ynpaBneHus u
pervcTpauueii cobblTWiA, NPOUCXOAALUX NPY YNPABAEHUN T EXHOMOTMYECKUM NPOLECCOM (M3MEHEHWIA faHHbIX
peuenTypbl YyNpaBneHns) XOpOoLLIO NpoCiexusaeTCca B cayyae onepauuu, noBTopsieMoit No6oe KoNNYecTBO
pas 1 0CHOBAHHOI Ha yC/IOBUW Nepexoja B npoueaype. MNpouesypHas orMka 1 yc/roBue nepexofa CoXpaHsioT -
€S Kak HeoThem/eMas YacThb peLenTypbl ynpasneHus. ®akTUYecKoe KOIMYeCcTBO pa3 BbIMOHEHNS onepaLuu
M NpUYMHA KaX40ro NOBTOpPeHus (pe3ynbTaT NpUMEHeHUs yCoBUA nepexofa) Takke coXpaHaTCs Kak co-
6bITUSA, CBA3aHHbIE C yNpaBfieHNEM TEXHOM0rMYEeCKUM npoLeccomM. Ecnu BblpaXeHue yCnoBUS nepexoaa, 3Ha-
UeHua AaHHbIX MU 3HaUYeHne aleMeHTa (POPMY/bl MU3MEHAKTCS B Mpouecce NPoM3BoACTBa NapTuu n3genui,
TO yKasaHHble U3MEHEHNS PErncTPUPYOTCA Kak cobblTuA. Takum o6pas3omM, obecrneynBaeTCs perucTpayus
M3MeHeHUii peuenTypbl ynpaBneHus.

MpouenypHble anemMeHTbl, He ABNSAIOLMECH YacTbio PeLEenTypbl YNPaB/IeHNs, PEMMCTPUPYIOTCA Kak COo-
6bITUA M3MEHEHWSA COCTOSHMA 060pYA0BaHNSA UM COOLITUA U3MEHEHUSI COCTOSIHWS NPOLeaypHOro BbINosHe-
HWS paboT.

5.16.2 ATpubyTbl peuenTypbl ynpaB/eHus
Tabmmua 22 cofepxuTt nepeyeHs atpubyToB OOBLEKTOB PeLIenTypbl YrpaBieHys.
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Nma OnucaHue Mpumep
ID MaeHTuduKaums pelenTypbl ynpaBneHus MR-1.
(NpeHTdUKaTOP) Polymer X12.
4593021
Version MpeHTudunkauma Bepcumn peuentypsl ynpasne- | 1.0.
(Bepcus) HUA 4.01.1 3A.
D

Vesion Time Stamp
(OTMeTKa BpeMeHM Bepcun)

[Hata n BpeMs, Korga Ans peUenTypbl ynpasene-
HUs1 Ha3HaueHa ueHTUUKaLUs BEPCUM

2003-07-14 1454+0100.
01 March 2004 14:25 UTC.
April 23, 2002 8:30 AM ET

Description
(Onucanue)

[ononHutensHasa WMHgopMauua o peuentype
ynpasneHus

PeuenTypa npousBoacTBa Hakom-
cTBa UCNONL3YET KyKYPY3HBIA KOPM
B LUapuKax

5.16.3 3aronoBOK peuenTypbl ynpaBreHUsa
3aronoBoK peuenTypbl COAEPXUT MH(POPMALIMIO O Lienu, UCTOYHUKE U BEPCUU peLienTypbl ynpaBneHus
(HanpuMep, naeHTudUKaLmIo peuenTypsl, uaeHTUdUKaLMIO NpoayKTa, HopMauumio 0 paspaboTyuke, crarty-
ce, YTBEPXAEHUM U AaTe BbiMyCcKa).
Mudopmaymua 3aronoBka peuentypbl onucbiBaeTcs oobekTamu 3aronoBka. Paccmarpusaemas uHgop-
MaLus 3aronoBka OTHOCUTCS TOMNbKO K peLenType ynpaeneHus (Hanpumep, pakTmyecku npou3BeeHHbIN Npo-
OYKT) TaK e, Kak n uHcopmauus, obecneynpaemasa TEXHONOIMYECKON PELIENTYPON U CTPYKTYPHbIMU 3NEMEH-
Tamu paccMmaTpuBaeMon peLenTypbl.
Tabnuua 23 cogepXmT nepeveHb aTpubyToB 06LEKTOB 3aronoBKa peLenTypbl ypaBrneHusl.

Tabnwya 23 — ATpubyThl 3aronoBka peLenTypbl yrnpaBneHus

Nma

OnucaHue

Mpumep

Effective Date

(Oata Havana ucnone3o-
BaHusA)

[ata Ha4yana ucnonb3oBaHus peuenTtypbl AnA nNpouns-

BOACTBa

2003-07-141454+0100.
01 March 2004 14:25 UTC.
April 23, 2002 8:30 AM ET

Expiration Date

(Oata ncreveHus cpoka
Jeicteus)

[arta, koraa faHHas pelenTypa yXe He MOXET ObiTb

ncnonb3oBaHa AnA Npon3BoACTBa

2003-07-14 1454+0100.
01 March 2004 14:25 UTC.
April 23, 2002 8:30 AM ET

Product ID MaeHTudmrkaLms (koa) npoaykra 459293A1.

(MoeHnTudukatop A4Q59492-5942 1.

npoaykra) Polymer56

Product Name Mcnonbsyemoe UMSA npoAykTa AUETOH.

(Mma npopykTa) AAHTapHoe NuBo.

MnacTtuk

Batch Size CcblnoyHoe 3HadeHne paamepa napTum usgenuis, npo- | 200 kr.

(Pasmep napTvn) U3BEAEeHHON C NOMOLLBIO YKa3aHHOW peyenTypbl. 10000 kaxgas.
CMbICN yKaszaHHOro onpeaenaeTca NPUNOXeHneM. 20 MA

lMpumep — Pasmep Moxem umemb HOMUHallbHOe
3HayeHuUe, ecnu ucnofsb3ylomcsi 3HavyeHUs1 napa-
Mempa o ymMon4aHuio, ecau 20eopumcsi O Ko-
Nluyecmee Mamepuana, MaKCuManbLHOM o6beme
mexHoso2u4ecKol  ycmaHoeKu, Konuyecmeax
Kro4yeebIX uHepedueHmoe
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OkoH4aHue mabnuupi 23

Nma

OnwucaHne

Mpumep

Actual Product
Produced

(PakTn4eckoe Konude-
CTBO roTOBOro NPOAYKTA)

MepedeHb NPOAYKTOB, MPOU3BEAEHHLIX B pesynsraTe
BbINOMHEHWS YKa3aHHOR peLienTyphl

AueToH 1.024.
Xopoluee sHTapHoe MnuBso.
Onactomep

Modification Log
(*KypHan nameHeHuit)

MepedeHb U3MEHEHUI peLenTypbl 4O HACTYMNEHUs
MOMeHTa COXpaHeHUsI JaHHOW UH(POPMaLIMM B JaHHbIX
0 NPOU3BOACTBE NapTUK U3AENUIA.

Kaxpas Moaudukaums AorxHa cofepxaTb OTMETKY
BpeMeHW MoauduKkaLmn, onucaHue MoguduKaumi,
aBTopa MogUUKaLMi.

MpumevyaHue 1 — CTaHfapTHLIA dopMaT XKyp-
Hana W3MeHeHWii B HacTosLLeM CTaHAapTe He paccMa-
TpuBaeTcs

Approval History
(UcTopus yTBepXAESHUI)

[MepeyeHb yTBEepXAEHUA AaHHOW pelenTypbl 4O Ha-
CTYMNNEHNs MOMEHTa COXpaHeHUst AaHHoi WHpopma-
LM B f@aHHBIX O MPOM3BOACTBE NapTUK U3LENWii.

Kaxpoe yTBepxeHWe AOIKHO cofepXaTb AaTy yT-
BEPXAEHUS, ONUCaHUe YTBepXKAEHUS, BepCcUio rnocne
YTBEPXAEHUS, OMUCaHUE Kaxgoro WHAUBMAYarbHOMo
YTBEPXAEHUS, CoAepxallee WHAMBMLYamNbHYlO YT-
BEPXAAIOLLYIO CYLLHOCTb, MHAMBUAYanNbHYIO AaTy yT-
BEPXAEHUS U ONUCaHue UHAMBUIYanNLHOTO YTBEpXae-
HUS.

[MpuMmedaHune 2 — CraHaapTHbIA opMar UCTo-
pvn yTBEPXAEHUIA B HacToOsILLEM CTaHfapTe He pac-
cmarpusaeTcs

Status
(CTatyc)

MAaeHTUdDMKaumMa cTaTyca peLenTyphbl

MoxeT ucnonb3oBaTkcsi B npo-

u3BofcTBe.
B paspabotke.
Cpok AencTBuMA UcTek

Master Recipy ID

(MpeHTUdMKaTOP TEXHO-
norudeckoii peLenTyphbl)

YKa3blBaeT Ha TeXHOINOrMYecKylo peLenTypy, ee Bep-
cuto, AaTy BhiNycka U T. 4.

1237-1232.
LKES3214.-12.
10-Aug-05_RMR

Master recipe version

(Bepcusa TexHonornde-
CKOW peLienTypbl)

MaeHTUMKaTOp BepcuM  accoLMMpOBaHHOMO  are-
MeHTa

1.0.
4.01.1 3A
D

5.16.4 TpeGoBaHuAa kK 060pyaoBaHUIO
Tabnuua 24 coagepxuTt nepedveHb aTpudyToB 06BHEKTOB TpeboBaHUI K 000 PYAOBAHMIO.

Tabnwnuya 24 — AtpubyThl TpeboBaHuit K 06opyaoBaHUIO

Z1%E] OnucaHue Mpumep
ID MaeHTudukauma TpebosaHuii k 06opyaoBaHuio KOHCTPYKLUMOHHBIA MaTepuan.
HarpesaTensHas cnocoBGHOCTb.
BMecTMoCTb
Description HononnutensHaa uHgopmauus o TpeboBaHuAx K | B peakTope formxeH UCNOMNb30BaTLCA
(OnucaHue) oBopynosaHuto yKasaHHbIA MaTepuan
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OkoH4aHue mabnuupl 24

Nma Onucaxve MNpumep

Equipment Class MaeHTndunLmMpyeT accoummpoBaHHble TpeboBaHus | MawuHa Ana NonMpoBaHWA yKpalue-
(Knacc o6opyaosaHusi) | K knaccy obopyaoBaHus unu K Habopy Knaccos | HUS

obopyaoBaHUA B COOTBETCTBUM C 0cobbIM Tpebo-
BaHWEM K CETMEHTY

Equipment MaeHTudULMpyeT accoummpoBaHHbIi Habop 060- [ WPM-19.

(O6opynoBaHue) PYAOBaHUs, COOTBETCTBYIOLNIA YCTAHOBNEHHBIM | Myyng sarpysku Ne 3
TpebosaHuaM k 06opyaoBaHnio n ocobbim Tpebo-

BaHNAM K CErMeHTY.

O6bIMHO yKa3biBaloT Nubo knacc obopyaoBaHUsA,
nu6o npocto o6opyaoBaHue, HO He 0ba BMecCTe

Quantity Yka3biBaeT Heobxogumoe KonudectBo pecypcos | 1

(KonuuecTso) o6opynoBaHus. MNpUMEHAETCA K Kax0My anemMeH- | 19 000
Ty Habopa obopygoBaHusa unu knacca o6opyaosa- 200
HUA

Unit of Measure EanHnua nsmepenna accouymupoBaHHoro konude- | LLTyk

(EauHWua namepenns) | €TBa

5.16.5 OrpaHnyeHune

O6bLEeKT OrpaHUYEeHUA MOXET ObiTb accouunMpoBaH ¢ 06bekTOM TpeboBaHMA K 060PYAO0BaHUIO B COOT-
BETCTBMM C MOAENbIO OrPaHNYeHNs, NPeACTaBNEHHON Ha pucyHke 19.

Tabnuua 25 cogepxmT nepeyeHb aTpubyToB OrpaHUYEHuUs.

Ta6nuuya 25 — ATpuGyTbl orpaHu4eHUs

Nmsa OnucaHne Mpumep
ID (MpeHTUdukaTop) MAaeHTUdMKaLmsa cneyuansHOro orpaHuyeHmns Pabouunit 06bem
Description (Onucanue) | JononHuTtensHas nHdopMaums o6 orpaHnyeHnm O6bem npesbiwaeT. 500 n
Value 3HadeHne orpaHn4eHns 4,
(8HaveHue) 293,45.
KpacHbli
Unit of Measure EfvHWLa n3MepeHus 3HadeHns Kr.
(EavHMLE n3aMepeHuns) [annoH.
meTp
Datatype Tun gaHHbIX (3Ha4eHNs) C nnasatoLleil 3anATou.
(Tun AaHHbIX) HaTa.
CTtpoka

5.16.6 ®opmyna

dopmMyna peuentypbl — 310 Kareropusa uHAOPMaLMK, BKNIOHAIOLWAA BXOAHLIE PECYPChl TEXHONOrmYe-
CKOro npouecca, napameTpbl TEXHONOMMYECKOro NpoLecca W roTosblii (BbIXOAHOW) NPOAYKT TEXHONOrM4eCKoro
npouecca B cooTeetrcTBum ¢ MOK 61512-1.

Mudopmauumsa o hopmyne peuenTypbl ONUcaHa B NepevHe anemMeHToB opmMmynbl. OOLeKT OpMyIbl He
nmeet atpubyto. OObeKTbI POPMYNbl — 3TO KOHTEWHEpPbl ANnsi 06bLEKTOB napaMerpa.

5.16.7 NMapameTp

O6beKT napameTpa MOXeT ObITb aCCOLIMUPOBAH ¢ 0OBLEKTOM POPMYNbI pELENTYPLI YNPaBNEHUs B COOT-
BETCTBMU C MOZENbIO DOPMYIbI PELIENTYPLI, NPEACTABNEHHON Ha pucyHKe 19. OBBLEKTLI NapamMeTpa ABNSKTCA
pekypcuBHbIMKU. OBBLEKT NapameTpa MOXET cogepxaTb Apyrne o6bekThl mapaMeTpa B COOTBETCTBUU C UMEIO-
Lenca mogenbto opmMyIbl peLenTypsl.

Tabnuua 26 cogep>mnT nepeveHb aTpubyToB 06beKTa napameTpa.
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Tabnuya 26 — AtpubyThl NnapameTpa

(Tun napameTpa)

TexHornormyeckoro npouecca», «lNapaMerp TexHo-
noruyeckoro npoueccay, «loOTOBbIA (BLIXO4HOM)
MPOAYKT TEXHONOMMYECKOro npoLecca»

Uma Onucaxune Mpumep
ID MaeHTndukaLus napameTtpa HobaBb_uHrpeauneHT_A.
(MneHTudukarTop) 3HayeHne HacTpoiKu HarpeBa.
YcTaHoBUTL Bpems #1
Description HononHutensHasa nHgopmMauns o napamerpe Konunuectso Aobasnsaemoro
(OnucaHue) WHrpeaneHTa
Parameter Type UpeHTndukauus napameTpa: «BxoaHble pecypchbl | BxogHoW pecypc TeXHOnornyeckoro

npotecca.
MapaMeTp TexHOMOrUYeckoro npo-
Lecca.

[0TOBbIN NPOAYKT TEXHONOrM4ecKoro
npotecca

Parameter Subtype
(MoaTWN napameTpa)

Knaccudukauma napaMeTpoB B COOTBETCTBUU C
Knaccamu, onpeaerneHHbIMK nones3oBaTteneMm. Uc-
nonb3yeTcs Ans NoBbILUEHUS a¢pDEKTUBHOCTHN one-
paunin unsTpauumn u CopTUPOBKU

BxogHble pecypchl nonb3oBarersi.

KntoueBoit nokasaTenb MpousBoau-
TENLHOCTW.

KpuTepuu rotoBHOCTM NpogykTa

Scaled
(MacwTabupoBaHHbIi)

dnaxok, yKasblBaloWwuin, 4To 3Ha4YeHne napameTpa
HY>XHO oTMacLUTabupoBaTk, ecrn peLenTypa ynpas-
NleHns ABnsieTcs MacliTabupoBaHHOW. 3HayeHue
‘True’ 03Ha4aeT, YTO 3Ha4YeHWe napameTpa HYXHO
MacluTabupoBaTtb. 3HadeHue ‘False’ o3Havaert, yTo
3Ha4YyeHne NapaMeTpa He HyXHO MaclTabuposaTb

True (pa).
False (HeT)

Scale Reference
(Ccbinka Ha macLuTab)

MacwwTtabHelih hakTop, Mcnone3yembli, ecnu aHave-
HWe napameTpa MacluTtabupyeTcs. Ecnu 3HadeHue
Scaled=True, u ccbinka Ha MaclwTab He ykasaHa, To
napameTp MacluTabupyeTcs ¢ NOMOLLbI0 MacluTab-
Horo dhakTopa peLenTypsl ynpasneHus

2.
1,59.
93

5.16.8 3HavyeHue napameTpa
Tabnuua 27 coaepxuT nepeveHb aTpubyToB 0OLEKTOB 3HA4YEHUA napamerpa.

Tabnwuuya 27 — ATpubyThl 3Ha4eHUA NapameTpa

nms Onucanne Mpumep
Value String 3HadeHune napamerpa 127.
(CTpoka 3Ha4eHus) KpacHsblit.
Ax (B+C+D)
Data interpretation MaeHTudmnkaLmsa uHTepnpeTaummn cTpoku 3HaveHmns. Bos- | KoHcTaHTa.
(VIHTepripeTaLys AaHHbIX) MOXHble 3HaveHus: «KoHcTaHTa», «Ccbinka», «YpaBHe- | Cepinka.
HUe», «BHellHUA»
YpaBHeHue

Data Type
(Tun gaHHbIX)

MaeHTudurkauma Tuna gaHHbIX COAEpPXWUTCA B CTPOKe
3HaueHusi. Kaxpgas npaktuyeckas peanu3auusi ykasaH-
HOW Mo enu onpeaernseT JoMyCTUMbINA TUN AaHHbIX. Ecrin

C nnaBaroLyeil 3anaToi.
Hata.

o Ctpoka
OAMH NoAAepXuUBaeMbIid TUN JaHHbLIX ABNSETCA Nepevnc-
NeHNneM, TO TN AaHHbIX HasbiBaeTcsl «kEnumeration»
Unit of Measure EAvHMLa namepeHnsa accoLMmpyeTcsl o CTPOKOIR 3Haye-
(EAMHULA n3MepeHns) HUA T
Kn
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OkoHYaHue mabnuupsl 27

Nma Onucanve Mpumep

Enumeration Set ID Ecnu TuUn gaHHeIX — 3TO0 «Enumeration (nepevuucne- | 1.
(MBeHTUDNKATOP HYMEpOBaH- HUe)», TO OH COAEPXUT Lience uucno (integer), ykasbiBa- | g
HOro crucka) tolee Ha MP,eHTVICbVIKaTOp HymepoBaHHoro cnucka, uc- | g
nonb3yemblil ANA YTOUHEHUA CMBICIa CTPOKN 3HaYEeHUS

5.16.9 Jloruka npoueaypbl

OO0BLeKTbI NOrMKKU NPOLIEAYPbI COAEPXAT OnpeaeneHue NpoueaypHON NOrMkKu B peLenTypHOW npoueaype
B coorBeTcTBuM ¢ MOK 61512-2. floruka npoueaypbl COCTOUT U3 LLAroB, NEPEXOA0B M CBA3EN Mexay LuaraMmu
U nepexoaaMu, LLaraMu U Laramm U nepexogamu U nepexogamu.

OOBLEKTBI NTOrMKK NpoLieaypbl He UMetoT aTpubyToB. OBLEKTLI NOTMKM NPOLEAYPbI ABMSIOTCA KOHTEHHe-
pamu ans 0ObLEKTOB CBA3M, LLAra U Nepexoaa, aCCouMMPOBAHHbIX C TOW Xe NOruKoW Npoueaypbl.

5.16.10 CBAa3n

OObekT CBSI3n B COCTaBe O0LEKTa Normka npoueaypbl ONUCLIBAET BLINONHEHNE NOCNEA0BATENbHOCTU
waros u nepexoaoB. ATpubytel FromID (ot uaeHtudukaropa) n TolD (k uaeHTUDUKATOPY) MOTyT ObITh aTpU-
6ytamu SteplD (naeHTudmukarTopa wara) unu TransitionID (uaeHTudukaTopa nepexoaa), obecrneunBaloLMmMn
CBAi3W TUNAa «Luar-nepexony, «Nepexoa-war», «war-wary u «nepexoa-nepexoay. MNpoueaypa ynopsiaoumsa-
HUA cBA3el (Heobxoaumas Ans Haanexawlero BbINONHEHUS Npoueaypsl) onpeaenserca 06bLEKTOM nopsiaka
oueHku. ObbeKTbl CBA3EN MOryT ObiTb ACCOLMMPOBAHbI C 00BbEKTaMK NOTUKK NPOLEAYPbl PELeNTYpbl ynpaene-
HUA B COOTBETCTBUM C MOAENbIO 00beKkTa peLenTypbl, NPeACTaBNEHHON HA PUCYHKE 19.

Tabnuua 28 coaepxmT nepeveHb aTpudyToB 0OBHLEKTOB CBA3EN.

Tabnuya 28 — ATpubyThl cBA3EH

(Tun cBA3K)

AYPHOro ynpaBneHUs Wnu accouuauvel nepegaqn Ma-
Tepuana. KoppeKkTHble 3HayeHWs Twuna: «ynpasnsioLlas
CBA3bY, «CBSA3b NEePexofa», «CUHXPOHU3MpYIoLLas CBSA3bY,
«napannensHas pacxofsluascs CBA3by», «napannenbHas
CXOAALLaACcs CBSA3b», «MoCefoBaTeNbHas pacxogsLlascs
CBA3bY, «MOCNEf0BaTeNbHAs CXOAALLAACS CBS3b»

Nma Onucaxue MNpumep
ID UaeHTudmMKaumsa ceasu 1.
(MaeHTudukaTop) 44.
L56
FromID MaeHTudmukauma ceasK, Wara unu nepexoga, Ha kotopelx | L438.
Ha4nHaeTcs CBA3b s2.
TOO3
TolD MaeHTUdMKaLumMa cBAsK, Wara unu nepexoga, Ha kotopbix | N2404.
3aKaH4YUBaeTCs CBA3b H2.
TO04
Link Type Yka3sblBaeT, SABMAETCA MU JaHHasA CBSA3b MOTOKOM rpole- | YnpasnsmLlme cas3u.

MapannenbHele cxoasiue-
Csl CBSI3U.

Css3u nepexoga

Depiction
(OTO6paxeHwne)

OnpeaenseT NopsgoK NpeacTaBieHns ceasn. KoppekTHele
3HadeHns. «None (oTeyTeTByeT)», «Line (nuumA)», «ID
(MaenTudpukatop)», «LineAndID (nMuHMA n naeHTUdUKa-
Top)», «LineAndArrow (NHWA 1 cTpenka)», «LineArrowAn-
dID (NuHKs, cTpenka u ngeHTUduKaTop)»

TIMHua n ngenTudukarop.
MaeHTudukaTop.

JIMHuA, cTpenka u WAEHTU-
ukaTop

Evaluation Order
(Mopsgok oUeHKK)

Llenoe 4ucno (Tun integer), koTopoe onpeaenaeT ykasaH-
HbIA NMOPSLOK OLEHKM CBA3N (NpU HeoBXxogUMocTK), 4ToObI
COOTBETCTBOBATL TPeOOBaHUAM OLIGHKN «CrieBa-Hanpaso»
B paMKax NpoBepoK NepexofoB NpoLeAypHOiA NIOTMKA B CO-
OTBETCTBUM C pasgernom 6 MOK 61512-2.

1.
5.
21
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OkoH4aHue mabnuubi 28

Nmsa OnucaHne Mpumep

MPUHATO, YTO BCe CBA3W, UAyLUMe OT OJHOro Luara K He-
CKOMbKMM MepexofaM, OLEeHUBAlOTCA B COOTBETCTBUM C
YCTaHOBMNEHHO NpoLeaypoi ynopsgoumBaHus. SnemMeHTs
C HU3KMMMW HOMEpPaMW OLieHMBAKOTCA NepBbIMU

Description [HononHutenbHas MHdopMaLmsa 0 CBA3N CoefivHsAeT nepBoHaYarb-
(Onuncanue) Hbli Wwar u nepexog T001
5.16.11 War

OObekT Wwara B coctaBe 00bekTa NpoueaypHON MOTUKM OMUCLIBAET OAMH SK3EMMNNAP MCMONb30BaHUSA
peuenTypHOro anemeHTa (paboThl TEXHONOMMYECKON YCTaHOBKKU, onepauun, dasbl). LLar Takke MOXeT COooT-
BETCTBOBATb HENPOLUEAYPHbIM 3MIEMEHTaM, UCNOMb30BaHHLIM B NPOLIEAYPHbIX guarpaMmmax (Hanpumep, Uc-
nonb3yLwmx cumeonsl Begin n End, cumsonel Allocation (BbliaeneHnue pecypca) u Deallocation (BbicBOG0X-
[eHune pecypca).

OOBbeKT Lara MOXeT aCCOLMUPOBATLCA C OOBEKTOM NOTMKM NMPOLEAYPbI PELENTYPbl yNPaBneHusi B COOT-
BETCTBUU C MOAENbIO 06bEKTA PELENTYpbI, NPEACTaBNeHHON Ha pUcyHke 19.

Tabnuua 29 coaepxut nepeyeHb aTpubyToB 0OBLEKTOB Luara.

Tabnuya 29 — AtpubyThl LWara

Nma Onucanue Mpumep

ID NaeHTUUKaLua wara 3.
(MaeHTUdUKaTOp) 23.

S008
Recipe Element ID NoeHTudukaums peLyenTypHoro anemeHTa, obblMHO 310 | Peakums.
(UneHTUdUKaTOp  peLienTypHoro | MPOLEAYPa TEXHOMOMMYECKOH YCTaHOBKY, onepaLMsa Uik | Auctunnsyus.
anemMeHTa) ¢asa Harpes
Recipe Element Version NaeHTudUKaLma Bepcumn peLenTypHOro aneMeHTa 1.0.
(Bepeus peLenTypHOro ariemMeHTa) 4.01.1 3A.

D
Description JononHuTtensHas nHgopmauma o ware Onepauua guctunns-
(OnucaHue) Ly

5.16.12 MNepexon

OB6bekT nepexoaa B coctaBe 00beKTa NOrMku Nnpoueaypbl ONUCLIBAET OAUH IKIEMNAP Nepexoaa B pam-
Kax paccMaTpmMBaemMon NOruKu.

Tabnuua 30 coaepxxut nepeyveHb aTpubyToB 06BLEKTA NEpexoaa.

Tabnuya 30 — AtpubyThl Nnepexoga

Nmsa OnucaHne MNpumep

ID (UpeHTUbukaTop) MaeHTudukauus nepexoga 4.
84.
T00029

Condition (Ycnosue) BblpaxeHue, oLeHUBaeMoe Kak YacTb Nepexoga TI101 > 100.0

Condition Annotation TeKcT, accoyunpoBaHHEIR ¢ nepexofoM AnsA Ue- | TemnepaTypa NpeBbIlAET pacyeT-

(AHHOTALWS ycrosusl) nei Bu3yanusauuu Hoe 3Ha4eHue

Description (OnucaHue) [JononHutensHas uHdopmMaumsa o nepexoge MpoBepka HenpeBbILLEHUS TeMne-
paTypoi pac4eTHOro 3Ha4eHns
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5.16.13 MNMpoyas nudopmauus

O6bexT npoyei UHOPMAaLIMM MOXET acCOLMMPOBATLCA C PELIENTYPOI YNpaBreHns B COOTBETCTBUM C
Moaenbio 00bekTa peuenTypbl yNpaBneHus, NpeCTaBneHHoi Ha pucyHke 19.

Tabnuua 31 coaepiMT nepeveHb aTpubyToB 06BHEKTOB NpoYer MHOpMaLUK.

Tabnuya 31 — ATpubyTbl Npoyeit UHpopMaLyum

2% ] OnucaHue Mpumep
ID UnpeHTudpukauma npodeit MHdopmaumm 3.
(UaenTudukatop) 43.
A5433
Description [ononHuteneHble AaHHbIE O Npoyeit nHdopmauuun Color.jpg.
(Onucanue) KommeHTapuii oneparopa.
MpeHTUdnKaTop cuctemsl

5.16.14 3navyeHue npouen nHgopmauumn
Tabnuua 32 copeprmT nepeveHb aTpubyToB 0OBLEKTOB 3HaYEHUS NpoYen UHopmauuu.

Tabnuya 32 — AtpubyTbl 3Ha4eHUA Npoyeil MHhopMaLmm

Uma OnucaHue MNpumep

Value String 3HaveHWe napaMeTpa 127.
(Ctpoka 3Ha4eHui) KpacHbli.

Ax (B+C+D)
Data Interpretation NneHTudurkauma nopsaka UHTepnpeTaumn cTpokn 3Have- | KoHcTaHTa.
(MHTepnpeTaLms faHHblx) | HWA. BapuaHTel: «KoHcTanTa», «Ccbinka», «YpaBHEHNe», | Cewinka.

«BHewHaAs»
YpaBHeHune

Data Type
(Tun gaHHbIX)

MAeHTUdMKALMA TUNa AaHHBIX, COAePXaLLMXCst B CTPOKe
3HaueHuii. Kaxaasi npakTudeckasn peanusaums ykasaHHoi

C nnaBatoLleit 3ansaToi.
HaTa.

MoAenu onpegensaeT AOMYCTUMbIE TWMbl AaHHbIX. Ecnu
OAVH MOALEpPXVBaeMblii TUN AaHHbIX SBMSETCS nepequnc-
NeHneM, TO OH COOTBETCTBYET Tuny «Enumeration»

Ctpoka

Unit of Measure
(EauHuLa namepeHus)

EfWHWLE n3aMepeHns, accouumpoBaHHas co CTPOKOW 3Ha- | Kr.
YeHui T

5.17 PeuenTypHbIl 31€MEHT

OBObeKT peLenTypHOro aneMeHTa NpPeacTaBnsaeTcs MoAenbio B COOTBETCTBUM C PUCYHKOM 21. PeuenTy-
pa ynpaBneHns MOXeT codepaTb OAUH WU HECKONbKO OOLEKTOB peLenTypHbIX 3reMeHTOB. PeuenTypHbii
3NeMEeHT — 9TO npeAcTaBNeHWe NPoLeayPHOro anNemMeHTa B peLenTtype ynpasneHnus (Hanpumep, npoueaypa
TEXHOMOTMYECKON YCTAHOBKM, onepauus, dasa). PeLenTypHbIil 3NeMEHT COAEPXKUT Te e 0OBbEKTbI, YTO U pe-
uentypa ynpaenenus. OH Takke MOXET coAepaTb peLenTypHble aneMeHTbl 6onee HM3Koro yposHs. B 5.16
npuBeaeHO ONUCaHMe peLenTypbl YNPaBieHUs C y4eTOM ONpeaeneHnin coaepkaLumxcs o6beKToB.

PeuenTypHas npoueaypa MMEET pekypcuBHYIO CTPykTypy. MOK 61512-1 gonyckaeT cxarue u paclumpe-
HWe pekypCMBHON NpoLeaypHoi uepapxmm. OObEKTbI PELENTYPHLIX 3NEMEHTOB UCMNOMb3YIOTCA ANA ONMCaHus
peKypCMBHOTO onpeaerneHus CTPyKTypsl peuenTypsl. MNpoueaypHoe onpeaeneHve peuenTypbl NPUBOAUTCA B
peuenTypHbIX aNnemMeHTax u 06beKkTax npoueaypHOR NOruku.

OObeKTbl pelenTyPHbIX ANIEMEHTOB COAEPKAT 3aronoBok, hopmyny (napameTpuyeckyo 3aBUCUMOCTD),
TpeboBaHua k 060pyAOBaHUIO, MPOUYI0 MHPOPMALMIO, PEeLIENTYPHYIO npoleaypy (ONUCaHHyo B TEPMUHAX pe-
LENTYPHbIX ANIEMEHTOB U NOrMkn npoueaypel). OObekThl NOTMKM NPOLEAYPbl ONPEAENSAIOT LWaru U nepexoasi
NpoLEsYPHON NMOTUKN. SNEeMEHTbI, Ha KOTOPbIE CCbINAKTCA warn (Npoueaypbl TEXHONOrMYECKOW YCTaHOBKM,
onepauuu, asbl), ONMCaHbl B COOTBETCTBYIOLLEM PELENTYPHOM anemeHTe. C APYroi CTOPOHbI, 0ObEKThI pe-
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LENTYPHbIX 3NEMEHTOB MOMYT UAEHTU(PNUMPOBATL CaMK peLenTypHLIE aNeMeHTbl, ONUCAHHbIE B CTPYKTYPHOM

anemeHTe peLenTypbi.

Recipe element
1 0.n 0.n 0.1 0..n 0.n

Equipment Procedure Recipe Other

Header Formula requirement logic element information
0..n ?J..n 0.1

on | MReferences 0..n

0.n Parameter Constraint Other

Step — information value|
<> 0.n 0.1
0..n Transition
0..n
Parameter value
Link

Recipe element — peuenTypHbIii anemeHT; header — 3aronosok; formula — dopmyna; equipment requirement — Tpe6oBanue k 060-

pyaoBaHuio; procedure logic — noruka npoueaypsl; recipe element — peuenTypHblii anemeHT; other information — npouas uHgopmaums;

parameter — napamertp; constraint — orpaHuueHue; step — war; references — ccoinkm; other information value — 3HaueHme npoueit
nHdopmauuw; transition — nepexog,; parameter value — sHaueHue napametpa; link — cBsA3b

Tabnuua 33 cogepxuT nepedeHb atpubyToB OOBEKTOB peLEenTyPHbIX ANEeMEHTOB.

PucyHok 21 — Mopenb peLienTypHOro aneMeHTa

Tabnuua 33 — AtpubyThl peLienTypHOro aneMeHTa

Wms Onucaxne Mpumep
ID WpeHTucukaums peLienTypHoro anemMeHTa MpoLeaypa peakTOpHOA YCTaHOBKM.
(WpeHTudmkaTop) Onepauus gucTunnsaumu.
®asa HarpeBa
Version MaeHTudbukaums Bepcun peuentypHoro | 1,0.
(Bepcus) anemexTa 4.01.1 3A.
D

Version Time Stamp

(OTmeTKa BpemeHu
Bepcum)

[ata u Bpems HasHaueHus uAeHTUMKauumn
BEPCUM PELIenTypPHOro sremMeHTa

2003-07-14 1454+0100.
01 March 2004 14:25 UTC.
April 23, 2002 8:30 AM ET

Description
(OnucaHwue)

[ononHutenbHasa MHdoOpMaums O peLenTypHOM
anemeHTe

TennoBoi peakTop
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OkoHyaHue mabnuyst 33
Uma Onucanune Mpumep

Recipe Element Type UpeHtudukaums TMNa peLenTypHOro anemex- | dasa.

(Tun peuenTypHoro | T3. KOppekTHbie  sHaueHust: v«l'lpouenypa», Peuentypa TexHonoruyeckom ycra-

anemeHTa) «PeuenTypa TeXHONOMMYECKOW YCTAHOBKWY, | wopiy.
«Mpoueaypa TEXHOINOTUYECKONW YCTAHOBKU», Onepauns
«Onepauus», «®asa», «BbigeneHue pecypcar, pay
«BbicBoboXpeHue pecypca», «Begin (Hava-
no)», «End (okoHuaHune)»

Actual Equipment ID WUpeHtudpukaums cbaktuieckn mcnonb3yemoro | R-101.

(Qanuqecxuﬁ MAeHT"q)"_ OGOpyp,OBaHlllil C NMOMOLLLIO peLienTypHOro ane- T-830.

karop o6opyaoBaHmsl) MeHTa D-1

5.18 TexHonormyeckas pewentypa

OO6beKT TEXHONOrMYECKO peLenTypbl NPEACTABNSETCS C NOMOLLbIO MOAENW, NPEACTaBNEeHHON Ha pu-
CyHKe 22. TexHonoruyeckas peuenTtypa — 370 WabnoH peuenTypbl, UCNOmNb3yeMblil AN CO3AAHNA peLenTyphbl
ynpasneHus. TexHonornyeckas peLentypa onpeaensier coopmyny 1 npoleaypy Ans NpoM3BoACTBa NpoayKra
(napTum napenwii), OHa NnpeaHasHaYeHa Anst NPUMEHEHUS B TEXHONMOIMYECKOM Liexe (KNacce TEXHOMOTNYECKUX
Liexos).

OObLeKT TEXHONOrMYECKOA peLienTypbl COAEPXKUT TAKUE XKe AEMEHTHI, Kak U peLienTypa ynpaBneHus.
Cm. 5.16, onuceiBaowuii peLenTypy ynpaBneHusi, Ansi ONpeAeneHus CoaepXalluxcs B Heli 06beKToB.

Master recipe
1 0.n 0..n 0.1 0..n 0.n
Equipment Procedure Recipe Other
Header Formula requirement logic element information

% % T b T,

on | NReferences
0..n Constraint -

Parameter Other
Step — information value|
<> 0.n 0.1
0..n Transition
0..n
Parameter value
Link

Master recipe — TexHonorudeckas peuenTtypa; header — 3aronoeok; formula — cdopmyna; equipment requirement — TpeGoBaHue k 060-

pyaosaHuio; procedure logic — noruka npoueaypbl; recipe element — peuentypHelii anemenT; other information — npouas nHdopmauus;

parameter — napametp; constraint — orpaHuueHue; step — wwar; references — ccbinku; other information value — 3HaueHue npovei
nHgopmauum; transition — nepexop,; parameter value — 3Ha4yeHue napameTpa; link — cBasb

PucyHok 22 — Mopaenb TexHonorn4eckoit peLienTypbl

Tabnuua 34 paet nepeyeHb aTpubyToB OBGLEKTOB TEXHOMNOrMUYECKOR peLenTypbl.
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Tabnuya 34 — ATpubyThl TEXHONOMMYECKON peLenTypbl

Nma OnucaHue Mpumep
ID MAeHTNdUKaLMA TEXHONOMMYECKOR peLuenTypbl MR-1.
(MpeHTdUKaTOp) Monumep X12.004.
4593021
Version MaeHTndUKaLma Bepcun TexHonorudeckon peyen- | 1,0.
(Bepcus) TYpel 4.01.1 3A.
A
Version Time Stamp [Harta 1 BpeMA HasHa4eHUn naeHTudukayum pac- | 2003-07-14 1454+0100.
(OTMeTKa BpemeHU cMaTpuBaeMoil BEpPCUN TEXHONOrMYECKOW peuen- [ 94 March 2004 14:25 UTC.
Bepcun) Typel April 23, 2002 8:30 AM ET
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6 NMonHoTa, COOTBETCTBME U COrNacoBaHHOCTb

6.1 NMonHoTta

Konunuectso mopeneit o6bekra, o6bekToB U aTpubyToB, NOAAEPKUBAEMbIX B COOTBETCTBUU C pasge-
nom 5, AOMKHO ONpeaensaTb CTeneHb NONHOTLI (completeness) cneyndmkayumn (NPUNOXKEHUS).

6.2 CooTrBeTCcTBME (COOTBETCTBME CneumMdpunkaumam)

IioGas oueHka cteneHn cooteeTcTBMA (Compliance) cneuudukaumsamM KBanupUUUPYETCa crneayiowmuM:

- UCMONb30BaHWEM UMEH OOBLEKTOB;

- UCNonb3oBaHWEM aTpubyTOB KaXKAOro NoaaepKMBaeMoro o0bLekTa;

- yKasaHMeM CTeneHu, 40 KOTOpOoW paccmartpuBaemMas cneuudukauus yaoBrneTBoOpsieT (HaCTUYHO Unu
NOMHOCTbIO) onpeaeneHusaM 1 uMeHam atpubyTos.

B cliyyae 4yaCTU4HOro COOTBETCTBUA obnactu HeCOOTBETCTBUA YKa3bIiBaAlOTCA SAIBHO.

6.3 CormacoBaHHOCTb (COIMAacOBAHHOCTb NPUMEHEHUA)

TioBGas oueHka creneHu COrmacoBaHHOCTM (conformance) NPpMMEHEHUST pacCMaTpMBaEMOro NPUNoXe-
HUA KBanuduLUpyeTca cneayowum:

- AOKyMeHTauuel Ha Moaenu o0bekTa U Ha caMmu 0OBLEKTbI, COrMacoBaHHbIe ¢ 5.6—5.18;

- AOKYMEHTAaLMeNn Ha cornacoBaHHble atpubyThl;

- ykasaHueMm Ha oTobpakeHue arpubyTOB NPUIIOXKEHUA N UMEH OOLEKTOB HA COOTBETCTBYIOLME aTpuby-
Tbl, YCTAHOBMNEHHbIE B HACTOSAILLEM CTaHAapTe.

B cnyyae yacTu4HOI COrmacoBaHHOCTU 06NAcTU HECOrNMacOBAHHOCTU YKa3biBaIOTCS SIBHO.

NioBble aononHUTENbHbLIE 0OBLEKTLI AaHHLIX NPOU3BOACTBA NAPTUU U3AENUIA M aTpubyTbl, NoaaepXXMBa-
eMbl€ NPUIOXEHNSAMM, YKa3biBaIOTCA ABHO KAaK paCcLUMpeHue CTaHaapTHoro chopmara.

6.4 PacuumpeHune 06 beKTHON Mogenu

OO6beKTbl JaHHbIX MPOM3BOACTBA NAPTUM U3AENUIA NPEACTABNSIOT LUMPOKUI AUana3oH TUNOB AAHHBIX U
cdhopmMaToB, yA0OBNETBOPSAIOLMX OOLWMM NPOMbILLNIEHHBIM TpeboBaHusAM. C TeM 4YToObI NpUcnocobuTsL Tpe6o-
BaHWUA NPOMBILLIIIEHHOCTH, KOMMepYeckne TpeboBaHus n TpeboBaHKUsA NPUNOXeEHUI K OyayLLMM yCNOBUSIM, MO-
XKET 0Ka3aTbCA HeobXoAMMbIM A0OaBneHNe HOBbIX OOBHLEKTOB W/Unn arpubyToB K NPaKTUYECKOW peanusauum
AaHHbIX NPOM3BOACTBA NapTUN U3AENUNA.

Ecnu o6bekTbl unu atpubyTbl Ao6aBNeHbI K NPaKTUYECKOoN peanu3auum moaenu obbekta, To B COOTBET-
CTBUM C HACTOSILMM CTaHAAPTOM HY>XHO CrieioBaTh CreAyoLMM npaBuiam:

1) cywecTBytome 06bekThl U aTPUOYTHI NEpEoNpeaensTb HEMb3s;

2) HoBble 00BbEKTLI M aTpnByYThI CO34al0TCS MPU YCIIOBUMU, UTO UX UMEHA YETKO MAEHTUMDULMPYIOT UX OT-
nuuyune ot 06LEKTOB U aTpubyTOB, ONpeaeneHHbIX B pasaene 5.
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Mpunoxexue A
(cnpaBouHoe)

MeToauka MOAeNMPOBaHKSA [AHHbIX

A.1 TepMuHBbI M onpeaeneHust

B HacTosiuem NpnMnoXxeHnn NpUMEHEHb! CreAyIoWNe TEPMUHBLI C COOTBETCTBYIOLLIMMU ONpeaeneHusiMu,

A.1.1 knacc (class): Onucanmne HaGopa 06beKTOB, UMEIOLLMX aHanorMYHble atpubyThbl, NOBEAEHNE, B3aUMOCBSA3U U
CEeMaHTUKy.

A.1.2 aksemnnap; peanu3auus (instance): TepMuH, UCNONb3yeMbIi Arsl CCbITKWA HAa OOBLEKT, NpMHAANEeXaLluil KOH-
KPETHOMY KIaccy W ABMAOLMACA KIAaCCOM UKW NMOAKIacCoM.

NMpumep — «Peaxmop N2 401» — amo 3K3eMnNsap Kacca «pPeaKmopy.

A.1.3 mopenb (model): ®opmanbHoe abcTpakTHoe npeacTaeneHne cuctembl. Mogenb oGbIMHO NPEACTABNSAETCS
Habopom auarpamMm U crioBapeM JaHHbIX.

A.1.4 06bekT (object): CylHOCTL, BKMIoYatoLwasn B cebs cocTosiHUe U noeeaieHne. COCTOsIHME — 3TO 3HaUEHUE BCeX
arpmbyToB B AAHHbLIA MOMEHT BpemeHU. ATpUBYT — 3TO aneMeHT uHbopMaLmm, kBanuduumpyloLmii obbekT. NMoeegeHue
o6bekTa — 310 PYHKLMOHANBLHOCTL, CoAepXKaLlasca B 06bekTe U HeobXxoAUMas Anst MaHUMyNsiLMK aTpubyTamu.

A.1.5 noaknacc (subclass): YacTtHbiit cnyqaii 6onee obuiero knacca.

lMpumep — «Peaxkmop, 06nuyoeaHHbIl cMeKIoM» — 3mo NodK/acce kiacca peaKmopoe.

A.1.6 yHuBepcanbHbIA A3bik MmoaenupoBaHus (unified modelling language; UML): Asbik, ucnonssyemblii Ans
OMUCaHUs, BU3yanusaLum, KOHCTPYMPOBaHUS U JOKYMEHTUPOBaHUS KOMMNOHEHTOB NPOrpaMMHOro obecneyeHusl, MCNorb-
3yeTCs Kak Ans KOMMEPYECKOro MOAENUPOBaHMUSA, TaK U AN ONUCaHUA HENPOrpaMMUPyeMbIX CUCTEM.

A.2 Hotauus sisbika UML

B tabnuue A.1 npueegeHbl OCHOBHbIE 0603HaYeHUs, ucrnonb3yemMble B f3bike UML v npumeHsemblie B HacToswwemM
craHgapre.

Tabnunuya A.1 — Hotauusa sisbika UML

Cumson Onpegenexne

Onpepensiet knacc 06bEKTOB, KaXablii C OAMHAKOBLIMKY TUNamu atpubyToB. Kax-
Class Abli 06bekT yHuKanbHO maeHTMdUMUMpYETCA Mnn Hymepyetcs. [ins ykasaHHbIX
KNnaccoB onepauyun nim METoabl He paccMaTpuUBaloTCA

Accoyuayus ycTaHaBnuBaeTcsa Mexay 3neMeHTaMu OAHOro Krnacca u aneMeHTa-

Role 1.1 MU Jpyroro (aHanoruyHoro) knacca. Kaxaas accoumaums uaeHTuduLmpyeTcs.
Association Name MoxeTt umetb nnaHupyemMoe Konu4ecTeso (,quanaaoH) YrneHos noagknacca, rae n —
0.n Role npou3BosibHoe 4YUCno (Hanpumep, oGo3HaueHne «0, N» yKkasbiBaeT, YTO MOXeT

ObITb HyINb UM HECKONbLKO YNEHOB NoAKNacca)

Ob6obuierHue (CTpenka ykasblBaeT Ha CynepKknacc) NoKasbIBaET, YTO ANEMEHT AaH-
IS a type of HOro Knacca sIBNSeTCA cneyyanbHbIM TUIMOM cynepknacca

- g Azpezayus (T. €. COCTaB) NOKA3bIBAET, UTO ANEMEHT AAHHOIO KNnacca COCTaBNeH U3
is made up of 3NEeMEHTOB JIpYrux KNaccos

61



rOCT P M3K 61512-4—2016

Mpunoxexue B
(cnpaBouHoe)

BOI'IpOC bl U OTBETbI

B.1 O6wwme nonoxeHua

HacTtoswmi pasgen paspaboTaH B hopMaTe BONPOCOB U OTBETOB ANSt AEMOHCTPaLMU aKTUBHOMO o6CyxaeHUs 1
nepenucki, BO3HUKaIOLWKUX B NPoLecce CO3AaHNA U NepecMoTpa HacTOALLEro cTaHjapra.

B.2 YpoBHU cneuncuKaumun AaHHbLIX NPOU3BOACTBA NAPTUN U3aenuii

Bonpoc: cyuecTsytoT nu cneyudukaymn gaHHbIx obLlero Npou3BoACcTBa, MecTa NPoM3BOACTBA, TEXHONOrMU NPOU3-
BOACTBA W ynpaBneHns NpoussoaCcTBOM NapTUKU U3aenuin?

OtBeT: cneyndukaymmu AaHHbIX NPOM3BOACTBA NAPTUK U3AENNI CYLLECTBYIOT HE3aBUCMMO OT peLenTyp.

BMecTe ¢ TeM cneundukaummu AaHHbIX NPON3BOACTBA NAPTUN U3AENNIA MOXHO paccMaTpuBarTh Mo aHanoruu ¢ pe-
uentypamu. Cneyudukayma aaHHbIX NPOU3BOACTBA NApPTUKN U3fEeNUA — 3TO aHanor TEXHONOrMYECKoi peLenTyphl, B KO-
TOpoW ofHa cneyudUKaLnUa UCNONb3YETCA MHOFO pa3, No O0AHON Ha napTuio. Kaxablil Habop AaHHLIX O NPOU3BOACTBE
napTvuu usgenuini MoOXeT BKMYaTb KOMNUIO cneyudukayun gaHHbIX NapTumn, aHanornyHyto peuenTtype ynpasneHus. Mox-
HO roBOpUTL 06 3KBUBANEHTHOCTU cneuudnKkauui AaHHBIX o6LLero Npou3BoAcTBa M MecTa Npou3BoAcTBa. [laHHble crie-
UndprkaLmmn paspabaTbiBaloTca napannenbHo ¢ paspaboTkoit obuweit peyenTypbl U peLenTypbl, OTHOCSLLEACS K MecTy
npounasogcTBa. OHU AOKYMEHTUPYIOT TUN UHdopMmaumu, cobupaemMoli B npouecce UCNosb3oBaHUA COOTBETCTBYIOLLEN pe-
LenTypbl AN NPOM3BOACTBA NapTUX U3ZENUIA.

B.3 CogepxaHue cneuudnKalmm AaHHLIX NPON3BOACTBA NApTUN U3denuii

Bonpoc: YTo BKoYaeT cneLnguKkaLma gaHHbIX NPOU3BOACTBA NAapTUU U3AENUA?

OTBET: cofepxaHue cneLudrkaLmm JaHHbIX NPOU3BOACTBA NAPTUN U3AETTUIA MOXET BKITIOMATL:

- NpaBuna UMeHOBaHWS acCoLMUPOBaHHLIX HaBoPOB AaHHLIX O NPONU3BOACTBE NAPTUN M3AENWiA;

- creymduKaLmio, onpefenstoLLyto, K KakuM anemMeHTaM Npou3BOACTBa NapTUU U3Aennil OHa OTHOCUTCS (Hanpu-
Mep, K caMoii NapTuu, K onpejeneHuto knacca NpoayKkTa, cemeiicTea NPOAYKTOB);

- KOMMepueckue TpeBGoBaHMUA K JaHHLIM O MPOW3BOACTBE NapTUW U3AENUI;

- NpaBuna, onpeAenstoLne, Kakue areMeHTsl MHGOPMaLMK 0 XO4e BIMOMHEHUs paGoT nognexar KonupoBaHUIo,
Ha KaKkue MOXHO cchinaThes. [JaHHble npaBuna ykassiBatoT NapTuio U npasuna oToSpaxeHust HopMaLu Ha arieMeHTbI
AaHHbIX 0 NPOM3BOACTBE NapTUn U3genuii.

B.4 ®opmat cneuuncmukaumm gaHHbIX NPOU3BOACTBA NAPTUU U3AENUi

Bonpoc: kakue GblBatoT chopMmaThl cneLucrKaLm JaHHbIX NTPOU3BOLCTBa NapTUW U3AENNA?

OTBeT. hopMaT crelmdmKaLyy AaHHbIX O MPOM3BOLACTBE MapTUW U3AENWii, a Takke YpOBeHb CIMOXHOCTU MOryT
6bITb NtoGBIMU. Hanpumep, aTo MoryT 6biTb NPOCTLIE TEKCTOBLIE MOACHEHUS UMU CHIOXHBLIE YCITOBHbLIE BbIpaXeHUs, ycTa-
HaBnuBarLme HeobXogMMOCTb PETUCTPaLMU AaHHbIX O MPOU3BOACTBE KOHKPETHOW MapTuu wuagenui, HeoGXoAMMOCTb
BKJTHOMEHUS faHHbIX 06 0COBLIX NPOU3BOACTBEHHLIX YCIOBUSX, O HANMUYMKU UMK OTCYTCTBUM NPOYMX YCIIOBUNA.

B.5 ®opmart AaHHbIX O NPOM3BOACTBE NapTUu usgenuin ansa nepcoHanbHoro (Person ID) n kKoMnbloTepHOro
naeHTudukatropoB (Computer ID)

Bonpoc: nodemy o6beKTHl UMEOT Kak NepCoHar bHblA, Tak U KOMMbIOTEPHBIA UAEeHTUgMKaTOP?
OTBET: MOXET OKas3aTbCA BaXHbIM 3aperncTpmpoBaTh He TOMBKO NULO, BHOCALEE U3MEHEHUE, HO U KOMMbITEP,
TepMUHaN UNn yCTPOMCTBO, UCTIONb3yeMble AN BHECEHUS JaHHOMO U3MEHEHUS.

B.6 MNpuunHa perncrpaumm gaHHbIX O NPOM3BOACTBE NapTUN U3genun

Bonpoc: gomkeH nu Kaxgblii 06bekT B MoAenu obbekTa faHHBIX O MPOU3BOACTBE NapTUW U3AENUA UMETb 0COBLIN
aTpubyT, obecne4nBaroLLWil BKNIOYEHUE fJaHHOro obbekTa B fJaHHbIe 0 MPOU3BOACTBE NapTUN U3 ennin?

OTBeT: HeT. Ecnn Heo6xoAMMO yKasaTb NMPUYMHY BKITHOMEHWUS AaHHBLIX B A@HHbIE O MPOW3BOACTBE NapTUK M3Lenuii,
TO OCTaTOMHO COCNaThCsA Ha cneLndurKaLmio aHHbIX O KOHKPETHON napTuu.

MpPUYUHBI BKIIOYEHWUA AaHHBIX B JaHHbIE O NPOW3BOACTBE NapTUK U3 ENuiA:

- TpebGoBaHue peLenTypbl;

- CUTyaTMBHOE peLleHue (pelleHne oneparopa v nporpaMmMupyloLLero YCTpoucTBa B NpoLecce NpousBoAcTaa
napTun nagenui);

- BHepeLuenTypHOe NpaBumno (Hanpumep, KOMMep4eckoe npasuno);

- JaHHble cobnpatoTca HeNpepLIBHO (HarnpuMmep, TPeHA TeMMepaTyphbl).

B.7 Kak oTpaxaloTcsi aygmTopckue NpoBepKM B AaHHbLIX O NPOU3BOACTBE NapTuu usgenuin?

Bonpoc: HyHO 51 NPOBOAWTE ayAUTOPCKYLO MPOBEPKY KaX[oro obbekTa B Mofenn obbekTa faHHbIX O MPOU3BOZ-
CTBE NapTum nsgenuin?
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OTBeT: TaK Kak MofjeNb 0GbeKTa SBMSIETC NTOrMYECKOM, TO UMEETCSl TONBKO OfMH OGBLEKT ayAUTOPCKOWA NpoBepKU,
npefHasHaveHHbI 45 BHECEHUSA B [aHHble ayMTOPCKOI NpOBEPKM BCeX OBBLEKTOB JaHHbIX O NPOU3BOACTBE NapTUM W3-
Jenwuit. B cousnyeckoit peanusauum gaHHO# MOAENM HanoxeHe TEXHONOMMYECKUX orpaHUYeHnin UM KOMMepYECKUX Tpe-
BoBaHMii MOXET NMPUBECTM K HeOOXOAMMOCTU BbINOSTHEHUSA HECKOMNBKUX ayAUTOPCKUX NMPOBEPOK ANA pasfiuYHbIX 0ObeKTOB.

B.8 Peructpaumsa ANCKpETHbIX COBLITUIA

Bonpoc: rae xpaHuTcs UHopMaLmsi o crieludUyHbIX ANst NPUMEHEHNS] AUCKPETHBIX COBLITUAX?

OTBeT: WHGopMaLMsA 0 cnelUUYHBIX AUCKPETHLIX COBLITUSAX (HanpuMep, KOnMU4ecTBO MaTepuana, gakrudecku
poGaBnseMoe B cocyr) perucTpupyercs nMUbo kak oTaernbHoe cobbiTue, NGO Kak YyacTb pelenTypbl ynpaBrieHus. Kax-
Jan npakTudeckas peanu3aumsi U NPUMEHEHWe JaHHBIX O MPOM3BOACTBE MapTUM U3AENNii UMEET CBOU 0COBEHHOCTH, Ka-
catolymecs Bbibopa MecTa hakTUHECKOro XpaHEeHUs1 3HAYEHWIA AaHHbIX, 3aperucTpUpoBaHHbLIX B Ka4ecTBe [UCKPETHOro
coGbITUA. Mae Obl ykasaHHble 3Ha4eHU HU XpPaHUIUCh, TaM JOIKHO ObiTb JOCTATOMHO KOHTEKCTa ANA 0BbsACHEHMs, YTo
03HaYalT paccMaTpuBaeMble JaHHbIe U OTKyAa OHU B3SNUCh.

B.9 N3ameHeHue NPponU3BOACTBEHHbIX U KaneHAapHbIX NnaHoB

Bonpoc: kak M3aMeHeHUs1 NPOM3BOACTBEHHLIX U KareHAapHLIX M1aHOB XpaHATCs B AaHHbLIX O NPOU3BOACTBE NapTun
nagenun?

OTBET. 3an1cu o NPOU3BOLCTBEHHOM U KarneHAapHOM MiaHe NpoM3BOACTBa NapTUM U3AENUA MOTYT XpaHUTLCA B
KauecTBe cobbiTuid. OTaenbHbIe KaneHgapHble 0ObeKThl HEe paccMaTpuBaloTCS.

B.10 Macnopt 6e3onacHocTn Matepuana

Bonpoc: sBnsetca nu nacnopt 6esonacHocTu Matepuana (MSDS) yacTbio AaHHbLIX O NPOU3BOACTBE NapTUU U3-
aenvin?

OtBeT: HeT. OBbIMHO MacnopT 6e30nacHOCTU He SABMSAETCH YacTbio faHHBIX O NPOU3BOACTBE NapTUK uaaenwii. MNa-
cnopt GesonacHocT maTtepnana (MSDS) — ato obLjas mHgopMaums, ucronbyemas AN NPoU3BOACTBa PasfnYHbIX
napTuii. JaHHas uHdopmaLns He MMeeT CBS3U C KOHKPETHOIN NapTUei.

MoaToMy nydLle perucTpupoBatb U OTCReXuBaTb UCTopuio obecnedeHnsa 6esonacHocTn matepuana (MSDS) B oT-
[ enbHOM cUCTeMe M UMETL CChINKU Ha yKazaHHYHo CUCTEMY B JaHHLIX O MPOU3BOACTBE NapTUW U3genunii npu Heobxogumo-
cTH.

B.11 CkaHMpoBaHue MapKupoBKH

Bonpoc: korga HyXHO ckaHWpoOBaTb MapKUpPOBKY KOHTElHepa ¢ Matepuanom? HyxXHO nNu XpaHUTb MapKUpoOBKY B
CoCTaBe JaHHbIX O NPOU3BOACTBE NapTUN U3RENUA?

OTBeT. 00bIYHO MapKMpoBKa ABNAeTCA BaXXHbIM UCTOHHUKOM AaHHbIX. Ha Hee 4acTo cchbinaloTcs Kak Ha UCTOYHUK
[laHHbIX NpK onepauusix ¢ matepuanom. MNpu 3ToM HeobXoa4UMOCTU XpaHEHUS MAapKUPOBKA UK €€ KOMUW B COCTaBe JaH-
HbIX O MPOU3BOACTBE NapTUKn VIGJJ,EJ'II/IVI HeT.

B.12 NpousBoacTeeHHasa uHdcgpopmauua

Bonpoc: 4To Takoe Npou3BogCcTBEHHAA UHopMaLna?

OTBeT: NpPou3BOACTBEHHASA MHPOPMALMA MOXKET BKNIOYATL AaHHLIE 0 NPOU3BOACTBE NapTUM mMaTepuana, cneuudu-
Kaluu, ucnosnbsyemMble ANS NPOM3BOACTBA NapTUW U3ZEeNUid, MHOPMaLUIo 0 NPOU3BOACTBEHHON cpefe, B KOTOPOI U3ro-
TaenuBaeTcs NapTus. MNpon3BoACcTBEHHAA MHPOPMALIMA MOXET BKNoUaTh GyMaxkHble AaHHbIe. OHW MOTYT He ObITb 4acThbio
KOMMbIOTEPHOW CUCTEMbI, MOTYT HE XPaHUTLCS B SMEKTPOHHBIX apXuBax.

MprvMepoM NPOuU3BOACTBEHHOW MH(OPMaLMKN ABNSAIOTCA AaHHblE O KOHUIypaLMu CUCTEMBI YrIpaBreHusi Npous-
BOZCTBOM MapTuu usgenuid. [laHHble o KoHUrypayuu BknrodaloT noruky dasel obopyaoBaHus, obecneunBaroweit dak-
TU4Yeckoe ynpaBlieHue, a Takke WHTepdeiickl Nonb3oBaTens, 3afencTByeMble onepaTopoM A oTcnexvwsaHna dasbl 1
ynpaBneHus ¢a3soii. [Mpu 3ToM paccMaTpuBaeMble faHHbIE apXMBUPYHOTCS OTAENBHO OT faHHbLIX O NPOU3BOACTBE NapTUm
U3 enuia, Tak Kak OHU SBMSATCA 0OLLMMK ANA HECKONBbKUX NapTUi. PaccMaTpuBaTh UX Kak YacTb JaHHbIX O NPOU3BOACTBE
KOHKPETHOW mapTun usgenuii HeuenecoobpasHo. MogxoaAawmnM MecToM XpaHeHUs JaHHBIX O KOHUrypaywn cuctembl
ynpaBrneHna NPousBOACTBOM NapTuu msgenui aenaetca 6asa AaHHbIX KOHUrypauuu, fonyckarwolas UsMeHeHUe KOH-
courypaumm cucteMbl ynpasrieHusi NPOU3BOACTBOM NapTUM usgenuii B Noboi ykasaHHbIA MOMEHT BpeMeHW. B gaHHOM
cnyvae AnNs perncTpaunmn faHHbIX 0 NpOU3BOACTBE NapTUM U3LENUIA oka3biBaeTcs LienecoobpasHbiM cocnatbea Ha 6asy
LaHHbIX KOHUrypaLum cucTemsl ynpasrneHUs Npou3BoACTBOM NapTUK, a Takke ykasaTb cnocob nonyyeHUs CoOOTBETCTBY-
FOLLIMX JaHHBIX O KOHUrypaLmu.

Tak Kak AaHHble 0 MPOU3BOACTBE MApPTUM M3ZEeNUiA MOryT XpaHWTBCA AONToe BpeMsi, TO HEOOXOAUMO MOCTOSHHO
06HOBMATL UHopMaLMio 06 U3MEHEHUSX NPOU3BOACTBEHHOW Cpeabl B NEPUOL MEXAY MOMEHTOM BPEeMeHU HaduHas ¢
camoro npoLecca Npou3BoACTBa NapTUU U3AENUA U 4O MOMEHTa BpeMeHU obpalleHns K JaHHBIM O KOHKPETHOW napTuu.
B cOOTBETCTBUM C COBpEMEHHbIMU TpeboBaHAMU CUCTEMHAA UHdopMaLms, HeobxoauMas ANA UHTepnpeTauun faHHbIX
0 NPOW3BOACTBE NapTUM U3AENUIA, JOIKHa BbITb AOCTYNHON ANA NCTOPUHECKOTO aHanusa.

Hanpumep, ecnu B npoLuecce Npov3BoACTBa NapTUM Usgenuin ¢ NOHATUEM «HWXHAS TeMnepaTypa peakTopa» ac-
counmnpoBanacb MapkupoBka TI610, a Tpu roga cnycTs ANA TOro Xe peakropa ¢ NoOHATUEM «HWXHAA TemnepaTypa peak-
Topay yxe accouuupoBanacb MapkupoBka TI611, TO KpUTMHECKU BaXHbIM OKasbiBaeTcst Mo npusefeHUe 4OCTaTOHbIX
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JaHHbIX 4Ns onpegeneHns pakTUYecku MCnoNb3yeMoin MapkupoBKY, NMGO NpUBEAEHUE CCLINIKA Ha BHELLHWE UcTopude-
CKe apxuBbl, Cofepx)alime HeoBXogUMYH UHdopMaLuIo.

B.13 licTopusa ucnonb3oBaHus o6opyaoBaHus

Bonpoc: rge XpaHuTes UCTopus Ucronb3oBaHus obopynoBaHus?

OTBeT: UCTOPUA UCMOMb3OBaHUA 0B0pPYAOBaHUA [OKYMEHTUPYETCA KaK nocrefoBaTenbHOCTb cobbiTuin. [aHHble
XPpaHsiTCA NyTeM UCMoNb3oBaHUs obbekTa cobbITHs.

CobbITUA UCTOPUU UCMOMb30BaHUA 060PYA0BaHUS MOTYT BKITIOYaTL U3MEHEHMWS cTaTyca, BhINONHEHHbIE/NPoBEPEH-
Hble C NMOMOLLbIO aHanu3a aMeKTPOHHbLIX NogMUCeN, OTMETKM BPEMEHW, OMUcaHNsa coBLITUM, AaTbl MCTEYEHNUA CPOKa Bbl-
NONHEHNUS AENCTBUA U T. 4.

OBLMM NPUMEPOM AaHHbIX 06 MCTOPUM UCMONMb30BaHUA 06oPYAOBaHNS SABNSETCS BeieHUe XypHanos o6opyaoBa-
HUS B hapMaLeBTUYECKON U BUOTEXHWYECKO OTpacnsx NpoMblLeHHocTU. XKypHanbl 06opyaoBaHUs AOMKHLI BCe BpeMS
OGHOBNATLCS, AOMKHBI BbITb [OKYMEHTOM, NOATBEPXKAAIOLLMM, H4TO 06opyAoBaHWE (HanNpuMep, COCyAbl, TEXHONOrMYeckue
YCTaHOBKW) NMOArOTOBNEHO Hanexalum obpa3om (HanpuMep, CTEPUIM30BaHO, O4ULLIEHO, MPOBEPEHO) AN MPOU3BOACTBA
napTun naaenuii. B xypHane dpukcmpyeTca NopsaaoK UCnonb3oBaHua o60pyAoBaHns AN UroTOBMEHUA napTun.

XypHanel o6opygoBaHus Takke NOKPLIBAOT NEPUOA BPEMEHU, NMpeLLIeCTBYIOWUA NPOU3BOACTBY NapTUK U3AENUA.
OHM BKIo4atoT UHgopMaLmio, 4Tobbl NPOAEMOHCTPUPOBATL Hafnexallyro roToBHOCTL 06opyaoBaHus K paboTe, KOHCTa-
TUPYIOT CBOEBPEMEHHOCTb BBIMOITHEHNSA yKa3aHHbIX MOArOTOBUTENMBHBIX onepauuid. [laHHas WHdopMauus MoXeT ObiTb
BKItOYeHa B JaHHble 0 NPOU3BOACTBE NapTUM W3AENUiA Kak NocneAoBaTenbHOCTb COObITUIA, UMEBLUMX MECTO Ha JaHHOM
obopynoBaHum.

Ecnu cobbITA nNpousoLwuny Ao Havana npou3BofcTea NapTUK U3Aenuii, To AaHHble 0 cOBLITUM Takke MOryT 6bITb
BKITIO4eHbl B faHHble 0 napTun. Cneuudukauma pelenTypbl NPOM3BOACTBa MOXKET CoAepXaTb BPEMEHHbIE/COOBITUIHBIE
npaswuna, ucnonsayemele nNpu oTéope cobbITUI ANA BKIIOYEHUS B fJaHHbIE O MPOM3BOACTBE NapTUX U3 Emnuid.

Tpumep 1 — Bruroyume e daHHbIe ece cobbimus dns Cocyda Ne 8, umeswue mecmo Ao OKOHYaHUS CPOKa
delicmeusi peyenmypbsi mexHol02uyecKoll ycrmaHoeKuU, UCMob3ylouwell 0aHHbIlU cocy0, umMesuwiue Mecmo fociie
Hayana nocnedHell ycrewHol onepayuu oYUCMKU, UuMesuwile Mecmo He paHee YeM 3a 5 OHell Ao Hayana npous-
eodcmea napmuu usdenull.

TMpumep 2 — [Npasuna exsovyarom cobbimusi, umeswiue Mmecmo 05s1 Cocyda Ne 8 He paHee yem 3a 5 OHell
do Hayana npoussodcmea napmuu u3denuii u o OKOHYaHUS NPUMeHeHUs peuenmypbl MexXHoio2uYecKol ycma-
Hoeku Ons Cocyda Ne 8. Nepuod ekntoyeHusi cobbimuli MoXem 6bimb yMeHbUIeH Ha OCHO8aHUU fipaeuna, e
coomeemcmeuu ¢ KomopbiM 8KJTI0Yaromcsl MosbKo cobbimusl, UMesulue Mecmo 1ocsie nocsiedHel ycrnewHou
OYUCMKU, MmaK Kak moJibKO & 9MmMoM cily4ae umeemcs opuyuansHass GoKyMeHmayusi 0 mom, Ymo OaHHbIl cocyd
6b151 NpasunsHo nodzomoersnieH k pabome. 5-0HeeHoOe oz2paHuYeHUe Heob6Xx00UMO, maK Kak e AaHHOM npumepe
cocyd, He ucnonb3oeaHHbId @ mevyeHue 5 OHeli ¢ MOMeHmMa oYUCMKU, cHUMaemcs e2pA3HbIM U AosmkeH 6bimb
oquuweH cHoea. Takum o6pa3oM, Hem Heob6xodumocmu eKJto4amb 6oJsiee paHHUe cobbimusi e OaHHble O NPou3s-
eodcmee napmuu usdenull.

B.14 Kakue otpacnu perynupyiorca?

Bonpoc: MHorne o6bekTbl U aTpubyThl paccMaTpuBaemMoil Mogenu obbekTa npefHasHaveHbl Ana dapMayesTude-
CKMX W JpYyrux oTpacnen NpoMbILUIEHHOCTH, perynupyemelx AMEpUKaHCKUM areHTCTBOM NO NULLEBLIM NPOAYKTaM U ne-
kapcTBeHHbIM npenapatam (U.S. FDA). MoryT nn paccmartpuBaemble Mogenu oObeKTOB faHHbIX O NPOU3BOACTBE NapTUK
n3fenuiti NCnonb3oBaThbCs B HEPEerynupyemMslX oTpacnsax NpoMbILLIEHHOCTN?

OTBeT: Mogenyu o6beKTOB AaHHLIX O MPOW3BOACTBE NapTUM W3AENWii NpeaHasHadYeHbl ANA UCNONb30BaHUA BO BCEX
oTpacnsAx NPOMBLILLNEHHOCTH, CBA3AHHLIX C MPOU3BOACTBOM NapTuii nagenuii. [na agantayun mogenei o6bekToB faHHbIX
0 MPOU3BOACTBE NapTUWN W3AENUIA K BOIMOXHO BonblueMy KONMUYecTBy oTpacneil HeOBXOAUMO y4uTbIBaTL TpeboBaHKUA
BCEX YKa3aHHbIX oTpacneil. B oTpacnsx, perynupyembix AreHtctBoM U.S. FDA, BbIHYXAeHHO 0POPMNAETCA OrpoOMHOe
KONMM4YeCTBO HOPMAaTUBHOW AOKYMeHTauun. Mofenu o6beKToB AaHHbIX O NPOM3BOACTBE NApTUKU W3[ENUNA, KakK NpaBuno,
cogepxar o6bekTel U aTpubyThl, YacTo Ucnonb3yemele B oTpachsx, perynupyemMbix AreHtcteom U.S. FDA, Ho pefiko uc-
nonb3yeMsle B OTpacnsix, He perynupyemoix aHHbIM areHTCTBOM.

Mogernv o6beKToB AaHHbIX O MPOWU3BOACTBE NapTUM M3genuii cogepxaT o6bekTbl U aTpubyThl, UCNONb3yeMble npe-
XAe Bcero B oTpacnsx, perynupyemblx ArentcteoM U.S. FDA. Ecnn mogent obbekTa UCNONb3yeTca B HEperynmpyeMbixX
NPUNOXEHUSX, TO yKa3aHHble 06beKThl U aTpubyThl MOryT GbiTb ONYLLUEHbI U3 AAHHBLIX O NPOU3BOACTBE NApPTUN 3AENWA.

B.15 CpaBHeHue gaHHbIX O Npou3BoAcTBe napTuu usgenuii MOK 61512-4 c ANSI/ISA95

Bonpoc: B kakoil cTeneHn paccmaTpuBaeMble B HAacTOSILLEM CTaH4apTe faHHble 0 NPOU3BOACTBE NapTUX M3genuit
COOTBETCTBYHOT ISA-957

OTBeT. paccMaTpuBaeMble B HacTosILLeM CTaHAapTe AaHHble 0 NPOU3BOACTBE NapTUKU U3AENUiA NPpeXae BCero npeg-
Ha3Ha4eHbl AN UCnonb3oBaHWA Ha ypoBHe 3 AelicTBUi, onpeaeneHHbix B ANSI/ISA-95.00.03-2005 cneunansHo gns npo-
W3BOACTBa NapTWid nagenuin. PaccMaTtpuBaeMble JaHHble MOTYT ObITh MCMONb30BaHbl ANA MOAENU NPOU3BEAEHHbIX (MC-
nonb30BaHHbIX) AaHHbLIX B pe3yrnsraTe geicTeuii no ISA-95. Mogenu gaHHbIX B COOTBETCTBUW C HACTOALMM CTaHLapTOM,
BkrtoyaroT Mmogenu ANSI/ISA-95 ans cnydaes, Koraa CyLLEeCcTBYET CTPYKTYpa AaHHbIX.
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B.16 CpaBHeHWe TepMUHOMOIMKN HacTosiwero craHaapra u ISA-95

Bonpoc: novyeMy TEpMUHONOIMS HacTOsILEro cTaHAapTa MoYTU He OTNUYaeTcsl oT TepMuHonorun Gonee paHHUX
Bepcuii MOK 615127

OTBeT: HacTosAILWMIA CTaHAaPT UCONb3yeT TEPMUHONOIUIO cTaHAapToB cepum ISA-95 ¢ yyeToM nocnegHux nameHe-
HWiA cTaHAapTU30BaHHOW TEPMUHOMOrMK. YacTuiyHoe oTobpaxeHne TEPMUHONONMM OAHOMO CTaHAapTa Ha TEPMUHOSIOTUIO
Apyroro ctaHfiapTta npusefAeHo B criegyollei Tabnuue:

TepMUH Mo HacToAWeMy cTaHAapTy TepmuH ISA-95
MaeHTudurkatop npoaykra MpeHtudukatop onpeaeneHus matepunana
QakTn4eckn Npon3seaeHHbIA NpoayKT ®daKTU4ecKn U3roToBreHHbIN MaTepuan

B.17 CpaBHeHMe AaHHLIX © Mpou3BoAcTBe napTuu usaenuii MAK 615124 ¢ moaenbio NpoU3BOACTBEHHbIX
nokasartenel ISA-95

Bonpoc: B yem oTnuune faHHbIX 0 Npou3BoACTBe NapTuu nagenunii MOK 61512-4 ot Mmoaenu Nponu3BoACTBEHHBIX
nokasateren ISA-95?

OTBeT: AaHHble 0 NPOW3BOACTBE MapTUM U3LeNuid copepxat bonblue nogpobHocTel, Gonee aeTanu3npoBaHbl U
cogepxar 6onbllue TUMOB AaHHbLIX, YeM 0Obl4HO TPebyT KOMMepYeckue CUCTEMBI, UCTIONb3YOLWNWE MOAenb NPOU3BOA-
CTBEHHbLIX Noka3aTenel ISA-95. [lononHuTenbHasa nHopMaLus, cogepxallascsa B AaHHbIX O NPON3BOACTBE NapTUK U3-
Jenuid, yaoBneTBopsieT GonbLUeMy YUCIy KOMMepYeckux TpeboBaHUiA, YeM MoAErNb NPOU3BOACTBEHHLIX Nokasartenei. Co-
o6LLeHNs 0 NPOU3BOACTBEHHLIX NOKasaTensx UHPOPMUPYIOT KOMMEpPYECKUE CUCTEMBI O BLIMOMHEHHOW paboTe Ha ocHoBe
KaneHgapHoro nnaHa paboT (Ha KOTOpbIA NPOU3BOASATCH CChINKK). Takue AaHHble, Kak peLenTypa ynpaeneHusi, TEXHONO-
rudeckas peLenTtypa v HemnpepblBHblE AaHHbIe NokasaTenei, ctoaa 0bblMHO He BKIovatoTes. CTPYKTypa AaHHbLIX O NPOU3-
BOZ CTBEHHBIX NokasaTensx |ISA-95 BKIto4aeTcs Kak cocTaBHas YacTb JJaHHbIX O MPOU3BOACTBE NAapTUKU U3 ENWiA B cryyae,
Korga uHdopMaLms, oTrnpasnsemMas KOMMepPYEeCKUM cucTemam, AomkHa BbITb coxpaHeHa.

B.18 B kakom chopmaTe npeaAcTaBMAAIOTCS CCbINOYHbIe AaHHble?

Bonpoc: 4omKHbI N1 BHELLHWE CChINKU UMEeTE 0cobble 1nn obLyue CChINKN Ha JaHHbIE BO BHELWHUX apXuBax?

OTBeT: yKasdaHHbIE CCbINTOYHbIE faHHbIe MOryT NPeAcTaBnsATLCA B Mobom dopmare, BKtodas ocobble cebinku, no-
3BOMANOLLME aBTOMATUYECKN NPEACTaBUTL AaHHBIE HAa KOMMbIOTEpe, Un cneyuarnbeHble Cebiriku, Tpebytolyue npeacTasne-
HUS faHHbIX B py4HOM pexumMe. QOpMaT 1 cTeneHb JeTanbHOCTU CChINKN COOTBETCTBYIOT YCTaHOBINEHHBIM KOMMEPYECKUM
npasunam. Y gaHHoro nogxofa ecte NpeuMyLlecTBa U HefocTatku. Hanpumep:

- crneuuanbHble CChISIKK, Takne Kak NnomckoBele 3anpockl YHuduumuposaHHoro Ykasatensa Pecypca (URL) n A3sbika
CTpyKTypupoBaHHbIX 3anpocos (SQL) B crneynanbHele 6a3bl JaHHbIX Ha 0coBoM cepBepe, CnocobCTBYIOT KOMMbIOTEP-
HOMY U NporpaMMHOMY MOUCKY W MPeLCTaBleHUIO AaHHbIX, KOrAa NONb3oBaTeNb OTLICKUBAET AaHHLIE O NPOU3BOACTBE
napTuu nagenuii Ha komnbetoTepe. LdaHHbll noaxoq obnerdaer B3aumoaeincTeue Yenoseka U komnbiotepa. Mcnonb3osa-
HWe AaHHOro NoAXoh4a YCKOPSAET npoLeaypy cbopa cehinoyHbIX AaHHbIX. OAHAKO NpU 3TOM BaXHO, YTOBEI Bce CChINIOYHbIE
ZaHHble MMenu HeobxogMMyto TEXHWYECKYO NoaAepXKKy. Hanpumep, ecnu ccoinovHasn 6asa gaHHbIX NepeMeLlaeTca unm
apXMBUPYETCH, TO CChINOYHOE 3Ha4YeHWe AaHHbIX O NPOU3BOACTBE NapTUM W3AENMNA, UCNONb3YIOLWER NMOUCKOBLIE 3aMpoch!
Ykasatens URL unu Asbika SQL, ycTapeBaeT U CTaHOBUTCA HEKOPPEKTHLIM. 3TO NPUBEAET K TOMY, YTO KOMMbLIOTEPHAA
nporpamma, nbiTatolwascsi Nofy4nTe yKadaHHble JaHHble, BbigacT coobleHune o6 ownbke. Torga ocoboe 3HaueHue npu-
obpeTaeT ahheKTUBHOCTL B3aUMOAENCTBUSA YenoBeka U KOMMbioTepa AJA YA0BNeTBOPEHUS TpeboBaHuii koopauHauum u
CUHXPOHW3aLuK;

- caMble o6Lue cChISKK, HarNpuMep Ha NporpamMmMy, B KOTOpOU XpaHAaTcs TpebyeMele AaHHbIe, UK Ha uMsA daina,
3aTPYAHAOT paboTy KOMMbIOTepHOW Nporpammel. OHU MeHee YA 0GHEI ANS Nonb3oBaTens, pacCMaTpyBatoLLEro AaHHble O
NpoW3BOACTBE NAapTUK U3Aenunid. [ind nonyvyeHnst OCTyNa K ykasaHHLIM JaHHbIM onepaTtopy noTpebyeTcs BLINOMHUTL che-
UnanbHbIA NOUCK NO MECTY XpaHeHUs! iaHHbIX (JaHHbIe MOryT NPOCTO XPaHUTLCS FAE-TO B KOMMbIOTEPE, @ He B cneLuanb-
HOM apxuBe), u3srnedeHne TpebyeMbix AaHHbLIX U3 JaHHbIX O MPOM3BOACTBE NapTUX U3AENWIA (HanpuMep, uaeHTudmKaTop
napTuUM U3genuii, cecolnka Ha o6opyoBaHUe) M NPOCMOTP UX B ANEKTPOHHOM Unu B 6yMaxHoM cdopmate. Mcnonb3oBaHue
TaKNX CCbIIOK 3aTpyAHSET (3aMefnsieT) NoUck JaHHblX. BMecTe ¢ TeM JaHHblil Noaxoa MeHee YyBCTBUTENEH K cbosim
(ownbkam) cUCTEMbI U MEHEE BOCMIPUUMYUB K TEKYLLIUM U3MEHEHUSIM KOHDUIypaLMn MCNOMb3YEeMOiA CChINOYHON CUCTEMBI
(Hanpumep, onepatop Bcera MOXET NOCMOTPETb 3TU U3MeHeHUs KoHUrypauuu, 4Tobbl onpeaennTsb, e B HAaCTOALLMIA
MOMEHT XpaHATcs Tpebyemble AaHHLIE).

O6a paccMmaTpuBaeMbIX TUNa CCLIIOK YA,0BNETBOPSIOT TpeboBaHMSAM HACTOALLEro CTaHaapTa.

B.19 felicTBuA nepcoHana

Bonpoc: kak MOXHO OTCreauTb AeHCTBMA NepcoHana?
OTBeT: ANs STOro Mcnonb3ylTest 06beKTH Aeknapauun 06 naeHTUdUKaLmMn NnepcoHana. M3 HUX MOXHO y3HaTb, KTO
oT6upan npo6y, KTo Aenarn aHanus, KTo BBOAWUN pesyrbrartkl aHanmsa npobbl U KTO UX NepecMaTpuBan uT. 4.
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Mpunoxexnue JA
(cnpaBouHoe)

CBegeHusl 0 COOTBETCTBUM CChIFIOYHbIX MeXAYHAapoAHbIX CTaHOAPTOB
HauUOHaJsIbHbIM CTaHAapTamMm

Tabnuya JA.1

OB03Ha4YeHmMe CCLINOYHOro
MEXAYyHapoAHOro cTaHaapTa

CTeneHb COOTBETCTBUA

Obo3sHavyeHue N HauMeHoBaHWe COOTBETCTBYIOLLEro
HalyMoHanbHOro ctaHgapTta

IEC 61512-1 —

*

IEC 61512-2 —

*

ANSI/ISA-95.00.01 —

*

ANSI/ISA-95.00.02 —

* COOTBETCTBYIOLMIA HaLMOHarbHbIA CTaH4apT OTCYTCTBYET.
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Bubnuorpadusa

IEC 60050-351, International Electrotechnical Vocabulary — Part 351: Control technology (MexgyHapoaHebili
aneKTpoTeEXHUYECKU crnoBapb. YacTb 351. TexHonorusa ynpasneHus)

IEC 61512-3:2008, Batch control — Part 3: General and site recipe models and representation (YnpasneHue npo-
W3BOACTBOM MapTuu uagenuii. Yacte 3. Mogenu v npeacraeneHune obLuei peUenTypbl U peLienTypbl, CBA3aHHOMR
C MECTOM MPOU3BOACTBA)

IEC 62264-1:2013, Enterprise-control system integration — Part 1: Models and terminology (MHTerpaums npea-
NPUATUS U cUCTEMBI yripaBneHns. YacTe 1. Mogenu n TepMuHonorus)

ISO/IEC 19501:2005, Information technology — Open Distributed Processing — Unified Modeling Language
(UML) Version 1.4.2 (MHopmaLmoHHble TexHomorun. PacnpeaenerHHas o6paboTka B OTKPLITOA cucteme. YHu-
BepcanbHbiid A3bik Mogenuposanus (UML) Bepcus 1.4.2)

ANSI/ISA-95.00.03:2005, Enterprise-Control System Integration — Part 3: Activity Models of Manufacturing
Operations Management (MHTerpaunsa npegnpusaTis U cucTeMbl ynpaenerus. Yactb 3. Mogenu opraHusauum
NPOU3BOACTBEHHLIX onepaLunin)

Pykosogcteo BatchML V0401, cM. Ha caiTe http://www.wbf.org
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