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Npegucnoene

Leny, ocHoBHLIE NPWHUKNE W CCHOBHOW NOPAGOR NpCRE0eHWA paloT No MEeMrocydapcTeeHHoR CTam-
OApTHIAUMK yeTadoenesel MOCT 1.0—5902 «MenrocyDapcTEeHHaA CHCTEMA CTaHAARTHIAWMK. OCHOBHEIE MO-
nomedwan o NOCT 1.2—2009 «MewxrocygapcTeeHHan cUCTeMa cTaHfapTHaauwy. CTasgapTel Mesrocynap-
CTBEHHLIE, NPABANA W PEKCMEHIALMK MO MEXMOCYIADCTEEHHOW CcTaHdapTyHiayud. MNpaexwna paipaloTrs,
NEAHATAA, NEHMEHEHWA, ODHOBNEHKA 1 OTMEHGI

CeegeHMa o cTangapTe

1 NoQroTOBNEH:

TegepansHuiM rOCYJAPCTEEHHBIM YHATADHEK NPEONpHATHEM «BCEDICCHRACKMA HAYYHO-KCCNen0Ba-
TENLCKHA UEHTP CTaHOAPTHIAUMK, WHEODMALWA ¥ CEPTHHOWKALWA ChiDER, MaTepuanos W eewectas (Pl
cBHHULCME » ),

TExXHAYSCHHM KOMUTETOM NG CTAHAAPTHIaNMY TH 330 «BeaonacHotTe Chipbd, MATEDHANCE ¥ BELLECTR
DegEpanEHOTD AreHTCTES MO TEXHWHECKOMY DEMYMEPOBAHMID M BETPOMNCIIN;

MeEsrocy0apCTEEHHEKM TEXHHYSCKHM KOMUTETOM No CTaHAapTHaaUKK T 339 «besonacHoCTe ChipESA,
MATEPWAN0E W BEWEeCTEx

2 BHECEH defepanktbiii argaqTCTBEOM MO TEXHWUSCKOMY DEMYIADOBAHWD W METDONOMK

3 NMPHUHAT MemxrocyaapcTeeHHbIM CORETOM MO CTANSADTUIALWA, METRONCTHN W CERTHHRMKALMIA (Npo-
TORDN OT 9 Hoabps 2012 1 Ne 53-M1)

3a NpUHATHE CTaMgapTa NporonocoBant,

'F:DITHIIIE HAWMMEHOBRHME CTRAH B ":G,'.I CTOAFME Co EOMEHHOS M HEEHIEIHNAE AAADOHANERITD Dprad:s
na MK (MO0 3188) 004 —487 na MK (WCO 31188} DD4—497 Mo CTAHGAPTHINLEHE
AprEHER AM MuHakorampke PacnyBnrsy ApueHas
Banapyce BY lNoccranpapr Pecnybnusm Benapyce
Hazaxcran KZ Mococranpapt PecnyBnusu Kasaxctad
Hepreiacrad KRG Heproizcrangapr
Monaoea KD Monaoea-Craspapt
Pocouitckan dedepaln AU PoccraqgapT
TamgurmcTan Td TagxWrcTaHgapT

4 HacToAWMA CTAKOAPT WOEHTHYEH MEXIyHapog oMy gokyrenty OECD series on Principles of Good
Laboratory Practice and Compliance Monitoring — No 10 — GLP consensus document — The application
of the prnciples of GLP to computerized systems. 1993 (KowcencyoHeid aokyseHt no GLP. MNpumeredse
MpaHyynog Hagnexawed natopaTtopHol NPasTHEE K EOMNLETERHIMDOBAHHEM cucTeman: 1995, Ne 10 ka ce-
MK OOKVMEHTOR CPradvIanny IECcHOMUYECED coTpyaHuyecTaa u pazentve (O3CP) o MNpuwysnax GLP «
MOHUTODHHEME COOTERRTCTEMA ). TpW 3TOM BoR Da30entl NONHOCTEK HOEHTHYHE!, 3 TEDMAHE W ONPEOENeHna 13
NPANOHEHWA NEPEHECEHE B PAOen « TepMUHE! W ONpefeneHHA .

MewoyHapodHeld gosyenT paspaborad Patouel rpynnoi O3CP no GLP.

Mepesod © AHIMWACKOMD 830K (2.

OHUMANEHLIR 2KISMINAD MERIYHAPOOHOTD QOKYMEHTA, HA OCHOBE KOTOROMD NOGroTORMNEH HACTOALWA
MERTOCYOAPCTREHHEIA CTAHAAPRT, MMEETCA B DefepantHomM SreHTCTES MO TEXHMHECKOMY PEryIHpOBAHKIO K
METPONCIMK Pocouicsol Degepami.

CTengHes COOTRETCTEMA — WoedTHysas (10T).

B HacToAwMA cTaHOapT BHECEHC CNedyWes pelakuHoHHOE HIMEHEHNE! MAMEHEHD HAMMEHOBAHNE
cTaHdaapTa.

HarmeHopaHue HACTOAWETS CTAHOAPTA HAMEHEHS OTHOCUTENEHE HAHMEHOBAHWA MERMOYHAPOGHOMD 00-
EYMEHTA B CEAIA C OCOSEHHOCT AMA NOCTROSHWA MESTOCYIARCTBEHHOA CHCTEMBl CTAHGADTHIALKNA,

5 Mpeeaion TefepansHoro aredTCTES NO TEXHEHECKOMY DeryNMpOBaAHHID W METPONOMME OT 27 nexabpA
2012 . Mg 2153-cT MewrocyfapcTeeskblid cTadnapT MOCT 31887 —2012 peeges B QeHCTEME B KAYSCTES HALW-
OHANEHIND CTaHgapTa PococuiBckol Seqepaurd ¢ 1 axeapA 2013 ¢
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& BEEAEH BMNEPELIE

Hvihapayus of UIMENEMUAX K HACMOoAWeMy cmakdapmy MyEnukyemca @ exesodHo uidagassiom Lk-
FOOMALLONHOR YRa2ameans sHayuonanbHbe cmandapmels, 8 MEKCm USMEHERUED U NONDagor — & Saene-
CAYMO UIIAEaCMEY UNPODMALUUOHKEIX VEaTamenax «Hayuoransixe cmardapmets. B ciywae mepecydompa
{Iamensl WL SMMEHE Hacmoaless cmandapma coomaememaeyiowiee yaedomnanue Gydem onybnukcsaqs
@ GMEMaCcAYRD UadagacMoM LHODMAUUOHHOM Yrazamene sHayuosanstee cmandapmeds, Coomaememey-
WWan uHopMauud, yeedoMReNue U MaKciMbl DATMEWRIOMCA Maoke @ urihapiayuonEal cucmema oblyeso
TEABFHEAHUT — Ha ouLUansHoM cadme PedepansHoas 2aHMaiNea M0 MEKHUYECKOMY DESYNLUDOEAHUK U
MEMPDATOEUY 8 camu MEmeHam

E CTadnapTiHdopm, 2013

B Poccridckol dafepausi HACTOALMA CTAHOAPT HE MOMET SblTh NOMHOCTLM MNH YACTHYHD BOCHPOMI-
BegeH, THDAXWDORAH W PECNPOCTRAHEH B KaHecTae 0dMUMANEHOIe HagaHHa Gea palpeweHys CegepansHorn
AreHTCTRA N0 TEXHUYECHOMY PErYIMDSBARKID M METDONOMM
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BeepeHue

B pameax TpeTEErn KOHCeHCYCHOMD CHMNoanya Opraddaayqd IK0HOMAYECKDrD CoOTRYAHHYECTRA 1 paa-
puTA (O3CP) no wagnewaweh naGopatopuoi npaktuee (GLP). cocToAewerocA 5—38 okTAbpa 1992 r e
Mutepnakese (Interlaken). Weenuapua, Pabodan rpynna 3kcnepToa oSoyguna eonpoc 0f HHTEpNpETaLMK
MpuHuKnoe GLP NpUMEHUTENBHDS K KOMNBOTEDHIMpoRaHHEM cucTeram. MNpegeenatenom Pagoqdel rpynneg
Oein goxTop Teo Xengep (Dr. Theo Helder), npeaciapuTants Oprada MOoHKTOPWMHME cooTeeTeTEMA NprUyKnas
GLP Hegepnanaoe, B Ka4eCTEe QOKNadYWEd CHMNoadyma BeicTynan bpanan JoapTy, npeacedaTtent Bryxc-
MATENEHOMD KOMWTETAE BRWTAHCKOR accounaurl 0DeCcnedeHHA KEHeCTaa HayYHo-HoonenosaTtenscdx pabor
[Mr. Bryan Doherty, Chaimrman of the Computing Committee of the Brtish Association for Research Quality
Agsurance).

YuacTHHkasmK Pabodeit rpynnil Bainik NPEACTABWMTENK K3K HALWOHANLHEY OPrados MOHWTODMHIE CO0=
oTeeTCTEMA MNpdHuvnas GLP, Tak W dcneiTarenelex Natoparopyid ARcTpiK, Beneriad, Jadmy, QHHnaeEgsiL,
Dpanyd, Feprakvn, Anoddu, Hegepnanaoe, IWesiuapuy, Bendeobpdtadiin W CLUA, K0TopbIe B OTESOSHHOE
OnA oBCyHaeHWE BpEMA HE CMOMK  A0CTHYL KOHCEHMOYSA OTHOCWTENLHO NOAROBHOTS PYHOBRCORWErD JOKY-
MeHTa. DgHake gadHan Pabosas rpynna paspaborana QokKyMeHT, o3arnaaneHiel « Kosuenudd B obnacti
GLP, oTHOCAWMWECTA K KOMNBKTEDHIMPOBAHHbIM CHCTEMAMY, B EOTODOM WANOWEH Ll GCHOBHBLIE MDHHLANEL K
CNHCAHB TPOGNeMbl, CEBAIAMHBIE C HIAMKA. JaMds JokyMeHT Bl HANPaened cTpadam — ynedam O3CP ana
KOMMEHTADHEE.

B cpeTe nonyYeHHEx KoMMeHTap9en [pynna no GLP Ha natos copewannd B sapte 1993 r npusana pe-
WeHkE 0 HEOBXOOMMOCTH NPoBEOEHnA DaNEHSALIEH padoTel W NPEOYCMOTPENS BTOpoE JacedaHue Paboyel
rpYNNGl, KOTORoE CoOCTOANOCE 14—16 gexabpn 1984 r. 8 Napwese nog NpegoegaTensCcTEoM 4-pa Xengepa {Or.
Helder). ¢ ydactrem rocnoguea Joopte (M. Doherty) B kavecTee DOKNag4MEa, 3 TAKME yYacTWen npegcTa-
BHTENEHA NPSBHTENLCTE W NOOMBILUMEHHOCTH Kaxage, Jaskdi, Dpaqumnd, Nepmaduin, Anoddd, HWdepnasgos,
W eeymd, BenukobpuTamil i CoggueHiby LUTaTos Asepnim.

MpoexT paspaboTadHore Pabodeid rpynnoi KOHCEHCYCHOMD OOKYMENTa OCHOBRIBASTER Ha OOKYMEWTE,
PRCCMOTDEHHOM HA CHMNO3MYME B MHTEpnakeHe, RoMBMEHTapHAR cTpad — qJnexoe O3CP K Hemy W JOKyMEH-
T8, paipalboTadHonM CORMBCTHON MPaRMTENECTREHHO-NPOMBIUNeEHHDA Padodeld rpynnol BenvsobprTassi.
Bnocnenctauu o Gmin NepecssoTped, naseHed 1 ogobped Patouel rpynnoi, yyacTHMKaMK COBMECTHOM
copewana Mpynnel Ne KMMUHecKMs) BELUECTEAM | YNPaBNAMUEe s KOMUTETE CNeUWansHol Nporpasmsl mo
KOMTROMI0 XMMAYECkAX BeWecTs. Ha 0CcHOBaHHK 3TOTS KOMHTET NO IKONOTHYECKOR NONKTHKE PeROMEOoBaNn
CHATE € JAHHOM JCKYMEHTS rpHd CEKPETHOCTI NOA SMG0NA reqepaneHons CekpeTapd.
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M E W IO C Y O APCTUBETHHBbB W C T A HOAZPT

NPHUHLWNEI HAQNEXALLEHA NABOPATOPHOW NPAKTHUKM (GLP)

MNpuseHense NprEHudnoe GLP K E0MNLOTEPHIMPOBaAHHLIM CHCTEMAM

Principlas of Good Laboratory Praclices (GLP]L
Applikaticn of GLP Principlas to computerised systams

Oara seegenna — 2013—01—01

1 O6bnacTe NnpyUMeHEHUA

1.1 HacToRWMA CTAaKgaRT ycTaHaenvaaeT TpebosaHka K yIpaBneHHio KomMNbBTe0HIHpOBaHHLIMA CH-
CTEMAMK, HCNONBIVEMBIMA NEW NDOBELEHAA MCCNEQOBAHWA B MCNBTATENERE WEHTDAX, dyHELKBOHMDYIOWMX
B COOTRETCTBHK C Tpeboaanmamu MNMpruHUMNoE Hagnewawed nadoparopHoi npasTii [(GLP).

Ha npoTAMeHHK NOCNEAHKE NET BO3PACTAET MENCNE30BAHME KOMNbKTEDHIMPOBAHHBIX CHCTEM KCNLITA-
TENBHE MK LEHTRAMA, B KOTORBE NPOBOOAT HCNBITAHKA XMMWXYECHAX BELWECTE ONA OUSHEM WX BeaonacHocTi
ONA 30000ELA HENOBEKa W OKDYRIWER Ccpelbl. KoMNeoTepHIHPOBaHHEIE CHCTEME MOMYT DiiTe NpeqHaiHa-
HEeHB ANA NPAMOTS KK kenpAsore cbopa gaddbix, Wx 0GpaboTed, NPeacTAENEHMA W XPaHEHHA, W OHY BoE
HaWe SENAKTCR COCTABHOR YacTei AETOMATHIMPOBAHHOTD OBODYI08aHHA.

1.2 Boe KoOMNBKTEDHIMPOBAHHLIE CHETEME, MCMONBLAYEMBIE ANA NPOMABSACTES, HAMEPEHHA KN OLGH-
KM DaHHBIX, NPegHaiHaqeHiblx Ans NoegcTasneHna B COOTRETCTEVIOWHE DeryNHEVIOWHE OPraksl, SOnHe
pazpadaTelBaTLCA, BANKAHPOBATECA, JHCANYATUDCEATLER W ODCNYHHBATECA B COCTEETCTEMM C MIDMHLMNaMIA
Dprasmsanmi 3koHOMWYECKITD COTPYAHHYECTEa W paserTHa (O3CP) no GLP [1].

B xo0e NNaHuposaqda M NpOBEaeHHA MCCNEnocRaHWi, 8 TAKHE COA0aHNA OTUETOR ANA PaanudHblx Le-
NEA MOHET MCNONLINBATECA HECKONBED KOMNBKITEDHIMPOBAHHLIX CHCTEM. K TAKMM LENAM MOTYT OTHOCHTLCA
NESMCE {NA HeNpAKMOR cBop AaHHBX C 2 BTOMATHIMDOEIHHEX NEMDODOR, IKCNNYATALMANYNPaBNEHHE ABTOMA-
THaMpoBaHKEM obopygdoBaHren, a Taswe obpaboTia, NpeLcTaeneHe ¥ Xxpadede Jannex. 0na nogobHsix
LAIMAYHBIX BUAOE QEATENLHOCTH KOMMBIOTEDHIW OB HHEE CHCTEME! MOMYT BADLMDOBATRCA OT NPOrPaAMMKDY-
SMOTD aHANUTHHECKoro NpuBopa UNK NepooHansHon KoMNBCTERA A0 MHOMOMYHELHOHANBHONR naGopaTtop-
HOW HHQPOPMAUWOHHOR MeHEO¥MeHT-CHoTemid (TTIAME). MprHuinge GLP cnegyeT nprsMeHATE HEIABHCHMD 0T
MacwTaba NEHENEYEHWA CPEACTE ABTOMATHIAL MM,

2 TepMHUHLI U oNpeenedHuAa

B HacTOAWEM CTAHOANTE NEHMEHERE CREOYIOWWE TEPMIHE! & COOTRETCTEYIKILLMMK ONPETEneHAAMEA:

2.1 wpurepun npuemir (acceptance criteria); JokysMeHTHEOEAHHEE KPUTEPHK, KOTODRIM HEODXOQMM0
COOTRETCTECEATL ONA YCNSWHOro IaBepless 3Tana WCibITaHKe UK BeNANHeHMa ToeboBaHUA NoCTaaEH.

2.2 NpHEMOMHLIE WCNLITAHWA {acceptance testing). BuiNonHesHos No YCTAHORNEHHDH POopME MCTki-
TAHWE KOMNBOTELHAMDOBEIHHON CHCTEMEB B NpeQnonaraesmol paSoden cpans ¢ Lens0 onpedeneHEA cooTBeT-
CTEHA KPHTEDWAM NDASMEA HCNEITATENLHOND LEHTDA, & TAEe NPHERMNEMOCTH CUCTEMBl GNA IKCINYATALMH.

2.3 peagpeHoe KonupoBaHue (back-up) Mepe, npeanpuHasaesee Ana eoccTadoanedwa gadnoe
OAHHLIX W NDOrPAMKMHOTS 0GeCcnedeHdn, BoInbHoRReHAA 00pafoTk AAaHHBE WNH MCNONLI0BAHHA ANLTEpHA-
TUBHOMN EOMMBIOTENHOMD COoOYOA0BAMKMA NOCNE CUCTEMHONS COOR UMK ABADHA.

24 KOHTPOME MIMeHeHWH (change control) NoCTOAHHAR OUEHEA W OOKYMEHTHPOBAHWE CHCTEMHbIX
CMepauki ¥ HaMEHEHHA C UeNED onpegeneiws HeoBXxoOMMoCcTH NPoLecca BANMAAUWKM NOCNe NOABNEHHSA B
KOMNLHTERHIVMDOEAHHON CHCTEME KAKMK-NHDD KIMEHEHHA.

Wamanwe ofhrunaneHoR
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2.5 KOMMLKTEPHIMPOBAHHAA CHCTeMa [computerized system): Mpynna EoMNOHEHTOR ANNapaTHex
CPedcTs W CBRZAHHOND © HUMA NPOorpasioro oGecrneseHida, paspadoTastibx i CODDaHHEX ONA BbiNoNHEHHA
ONpEQEneHHoR QWHELIWH #NH TRYynnel ryHKLME.

2.6 anexkTpoHHaa nognuce (electronic signature). 3ankck B BUOE MATHWUTHEIE MMOYNECCE WK TREHG-
NEUMA [KOMMMTALWA) KOMOBOTERPHBIX JAHHRR M0EOro CHMBONA WNK NOCNSAoBATENEHOCTER CHMBONCE, Bhbi-
MOMHAEMBIX, 30aNTARCEAHHBIX KNH SETOPHI0BAHHLIX ONDEOENEHHbIM NHUMA B KAYCCTEE 3KBHBANEHTa Cob-
CTEEHHODYHHOR NOANHCH JAaHHOMS NHua.

2.7 annapatioe obecnedyenne (hardware) CUavdeckre KOMNOHEMTEl KOMNBIOTEDUIMEPOBAHHON CNCTE-
Mbt, BEMEGHAA KAK CAM KOMNBIOTED, TAK # €r0 NepddepUAHLIS KOMMOHEHTHI,

2.8 neprdrpHiHBe HOMNOHEHTE (peripheral components): MoGoe CEAIAMHOS © NOMOLWBLE HHTER-
deica 0GopYAOBAHKME WK BCNOMOTATENLHBIE WK YOANEHHLIE KOMOOHERTE, TAKWE KAK NPAHTEDE, MOSEMEI,
TEDMHAHANE 4 T. 0.

2.8 ofwenpuaHaHHkIe TEXHMYECKHE CTaHgapTel (recognised technical standards): CrangapTe, pac-
MEOCTRAHEHHBIE HALWOMANBHEIME HNA MEXIYHADOOHEIMK OpradamMd No cTadgapTraagad [150, Internaticnal
organization for standartization (MexayHapogHan oprasMauma No cTadgaprdaagund, FCO); IEEE. Institute
of Electrical and Electronice Engineers (MHCTATYT MHMEHEDOR NO NEKTROTEXHWEE W JNEKTpoHHEe ), AMNSI,
American National Standards Institute (AmMeprKancEril HAUWOHANLHBIA HHCTHTYT CTaHgapToa) W T. 4.].

2.10 BelonacHoCTe (SecuUrity). 3aWKTa KOMNBIOTEPHOMS ANNAPATHOTD ¥ NPOrpamMMHEOrg oDeCcne-HeHHA
OT CNYHIAHOTD MK NPEOYME LUNSHHOTD A0CTYNS, ACNONLICEAHKE, MOOWdHEAUMK, YHUYTOHEH S MK pa3rna-
werA. Takcke DesonacHoCcTE OTHOCHUTCR K NERCOHANY, QaHHEIM, KOMMYHHEILWOHHBIK CEAIAM W DRIMYECKON
W NOMAHECKONR 3ALATE KOMMBIOTEDHBIX MHCTANMALKA.

211 nporpaMMHoe obacnedeHne — npunoxedde (software — application): MNporpamia, nprobpe-
TEHHAS MNK paspafoTaddan, aganTHPOBAHHAA WK NprcenocobneHHan K TpeboBaHrAM HCNLITATENEHLIX LEH-
TEOE © UENBID KOHTRCNA npoyeccos chopa, obpaboTyl, NEEQCTARNEHWA QaHHLX WHNK apKHBHEOBIHNA.

212 nporpaMMHoe 0BDECNEYaHME — ONEPaUMOHHAR cicTemMa (software — cperating system): MNpo-
roamsa Mne Habop Nporpamm, CTAHOAPTHE {PYTHHHEBIX) NPOTEAME K NOANDOTDAMM, KOHTRONMDY WK pado-
Ty ECHANOTERE, ONepauMoHHAA CHCTEMA MOXET NPEOCCTARMTE YONYTH, TAKWE KK DACNDeLeneHHe Dacypoos,
nraHyupoeanre pador, yNpaeneHHe BECLOM/BLIBOLOM # YNEAENEHWE JaHHLIMA,

213 exofHLIA Kop [source code) OpUriHaneHas E0MNLINTEPHaA NPorpaMMa, BepaKeHHan B npy-
rOAHCH ANA 4TeHus Yenopekon opme [Aakik NPOMpESMMUpOBAHKA), KOTORYKD HeoER00MMo NEPERECTH B Ma-
LAHCHATAS MY GOy, NDEMOE Y2 OHE MOMET GblTh BLINONHEHS KOMNBKITEDOM.

214 panuaauna KoOMNLKOTEPHIMPOBAHHOM croTemel (validation of a computerized system): lMog-
TEEOHOEHKE TOMD, 4TO KOMNEKTEDHAR CHCTEMA NOOXOOKT ANA NPEIYCMOTDEHHOR 0DNAcTH NPUMEHEHRHA,

3 Mpumenenne MpuHuunoe GLP kK KOMNBHOTEPU3IUMPOBAHHbLIM CUCTEMAM

3.4 OGWKe nonoMeHWA

KOMMEIOTEPUIMEOBAHHEIE CHCTEME!, CBASAHHLIE G NPODESEHWEM MCENESOBAHNR, NDEIHATHAYEHHBIX DA
NpEOCTARNeHAA B PerynMpyIoLWWe oprakel, OOnHHE WMETE COOTEETCTEYMILYIO KOHCTRYHLIMIO, AOCTATOYHYH
MOLHOCTE M NOAXOAMTE ANA pEanyIaniy Wi NpegHasHaYeHA . CHCTEMEl A0MHb paipafaTeBaTeCA, DanMos-
POBATECA M AKCNAYATMPOBATECA B COOTBETCTBMH C MpuHUMnani GLP, KpomMe TOro, SOMHE: GbiTe yCTAHOBNE
COOTBETCTEYIOWME NPoUEOYDEl KOHTPONA M TEXHWYeckoro obcmyKBaHnA ganHex choTam. ModTeepsoeHMe
TOMD, 4TO KOMNLOTERHIMDOBAHHAR CHCTEMA COOTBETCTEYET CEORMY HAIHAYEHMID, MMEET yHOAMEHTANLHOE
AHAHEHAE 1 HAILIDAGTCR # KOMNEKTEPHAA BANWIALWAS.

Mpoyecs san4gauki 06acNeYdEaeT DLICOKYIO CTENEHE YEEPEHHOCTH B COOTEETCTEMA KOMMEIOTEDAIH po-
BAHHOR CUCTEMEl 3ADaHBE IA03HHEM TEXHWYSCEMM Tpefopanuan. Banvoauxs 0omiHa ocyIacTENATECA 00
HAYANE IKCANYATAUKRK CHCTEME] M NPOBOGWTLCA HAONENALWWM 0Gpa30M TONEKD C NOMOLWED palpaboTadHone
nnaka sanuoaLne.

3.2 MpuHuwrns GLP 1 KOMNLIOTEPHUIMPOBAHHLIE CHETEM I

MNeu npesededy Mpuagunog GLP g BelWeonvcadisM KOsNEOTELHIME0BAHHEM CUCTEMAM CRegyeT
MPAHKMATE BO BHHMaHHe TpebosaKKA 3.2 1—3.2.9.

3.2.1 OGAIAHHOCTH M OTEATCTEEHHOCTL

a} AOMUHHCTRALWA MCNBTATENEMOMD WEHTDE HECET NONHYH OTEETCTEEHHOCTE 33 cobmogeHye [puHLs-
nod GLP, Benio4as HaiMaqdeqye Ha QomeHoCcTE 4 ek THB MY Opradnaayilo AoCTATOMHOMND YHMona Kpan9ddiq-
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LM POBSHHEX M ONbITHER COTPYOHKKDE, 8 Take obaiasa checnedreats, 4Tobsl NoMeweHHR, obopyolosaHHe |
npouesypel 06paboThM QAHHEIX HAXCOWNTHCE HA JOMAHOM YEDBHE.

AOMHHACTRALWA HCNBITATENEHOMD UWEHTEE HECET OTRETCTEEHHOCTE 33 0Becneve e COOTEETCTRMA KOM-
MNEKTEPHIMPOBAHHEIXY CHCTERM NPEqNonNaras Moy HAIHA%EHHAR . OHa A0NHHA YETAHABNWBATE NPHHUWNLI opra-
HIAAALKA # NPoUedypel 8 ODNAcTH ABTOMATHIAUWH, r2paHTHPYICWKWE palpaboTRy, BaNHIAUKI0, IKCNNYATA LMK
WM OBCNyHHBAHWE CHCTEM B COOTRETCTEWK C MprHyMnasn GLP.

AOMHAHACTPALWA HCNBITATENEHOM WeHTpa gonsHa obecneddBaTe ACHOCTE W COBMODEHME OaHHELs
MPAHLANDES GREraHMIanMin | NpoUeayp, a Takke 30MekTHEBHER KOHTECNE BRNONHEHWA NaHHEE TpeboBaHri.

AOMHAHACTRALWA HCTLITATENLHOTD UWEHTRE SOMNMHE HAIHAYATE COTPYAHMKOE, HECYLIWK KOHKDETHYHY OT-
BETCTEEHHOCTE 33 PaipaGoTKy, BANMOALKIO, IKCNNVATALMID W OBChYRHBAHKE KOMNBMOTECHIADOBAHHBIX CH-
cTen. JasHbli nepcoHan JoiEeH KMeTh COOTBETCTEYIILYID KEANAMHEaUAID, ONGLIT W QOCTATOHH YD NOGroToB-
KY ONA BLINSAHEHWA CROMX 0GAIAHHOCTER B coOTBeTCTREMA © Mpuaywnama GLE.

b) PykoBogWTENH Wocnegosadks cornacks Mprdygunast GLP HecyT oTERETCTEEHHOCTE 38 ofwees npo-
BEOEHHE WCCNenosaHmi,

Nockoneky ONA NEOBSGEHKA MHOMAX NOLGO0OHLX HoCNEAoEaHWA ByayT HCNONLIOBATECR KOMMLIOTEDHAK-
POBEHHBIE CHCTEME, BAMHD, 47006 PYROBOOWMTENK MCCNEACEAHKA B NONKON MEDE 0COIHABANK KX HCNONBIo-
BaHWE B HCCMNEQOBAHWKA GNA QOCTHHEHWA ONDEGEnaHHOn Len.

OTBETCTEEHHOCTE DYKOBOOMTENS WCCNEAOBAHKA OTHOCUTENEHG OAHHBLY, NOMNYHEHHEX B 3MSKTROHHOM
BUOE, WOSHTHYHA CTRAETCTEEHHOCTH NpH paboTe C QaHHLIMK, XPaHALMMICE Ha GymaxHomM HocuTens. Kpome
TOMD, B Moccneaoaankay GLP cnegyeT KenoneIoaaTs TONeRD CACTEME, NPOWEeLWHE NDOLEaYDY BANMOILHA,

c) Nepoowan

Bece nepcoHan, HoNoNeIYIOWHR KEOMINBKTEPHINDOBAHHEE CHCTEME, HECET OTBETCTEEHHOCTE 33 JKC-
NAYaTauMo JaHHBIX CHCTEM B coOTEETCTEMM © Mpuagdnamd GLP. CotpyQHWEW, EOTODLIE paspabaToiBaknT,
BANAIWDYIOT, JKCONYATHEYIOT 1 CECNyHMBRKT KOMMNEIOTEDHIKPOBAHHLIE CUCTEMBI, HECYT OTBETCTREHHOCTR 33
BEMOMNHEHWE BELWENEDESUCNEHHEX MEDONDHATHR B COOTEETCTREMM © MNprHUMnamy GLP | yCTaROBMEH HblMA
TEXHHHECKAMIA HOPMA MK,

d} ObazatenscTEa W OTBETCTEEHHCCTE CNy#bl 00ecneYeHHA KaqYecTBa B OTHOWEHMK KOMOBOTEDHaM-
POBAHHLIX CHCTEM J0NEHE GNPESENATECA AOMAMHCTDAUMEN MCNBTATENEHOND USHTPE W ONHCLIBATECA  ChY-
AEOHEIMH MHCTRPYELMAMK W Npoueaypamin. MNporpamma obecneden s Ka4ecTea GOMKHa BeMo4aTte B cebn
MNPOUERYDEl M METODE. rAPaHTARYILKE COOTEETCTEHE BCEX ITAN0E BANALIUAK, IKCINYATALMA 0 TEXHHUYSCKD-
ro oDCNyRKBAHWA KOMNBOTEDUIMDOBAHHEY CHCTEM YCTAHOBNEHHEM CTAHZAapTam. Kpome Toro, nporpaMma
A0Ti#Ha BEMO0HATE 8 oefA Npouedypbl M METOAL! YCTAKOBEM NpHODDeTaHHblx CHCTEM W NpoUecs palpaboTrM
KOMMEACTEPHUIMPOBAHHEIX CHCTEM BHYTREHHHMA CANAMH OPraHHIan M.

Nepcoxan cnyubisl obecnedeH s HAaYeCTES NPUABAH KOHTPONMPOBATE COOTBETOTEME KOMNBETERWINDO-
BaHHu cucTen Mpuagenan GLP v gonwed nonydumTe obyYyesne HeoSxogusieM cleunansHem (npodmie-
Hisiid } TEXHWHECKMM HaBkKanM. COTPYOHMEN CNymGsl 0Decnedenina KaYecTEa ONHHE GhiTh IHAKOMbI © TAKAMA
CHCTEMAMK B QOCTATOHHOA CTENEHH, 4TODE! JABATE B STHOLWEHMA HAX OOBEKTHBHEIE JAMEHAHKA, B HEKOTODEIR
CNYHAnAx MoweT NoTpeboBaTecA HAIHFHEHWE NPSEMNBHOTD ayauTopa.

Ona 0b30pa gaHHLIX Nepooan cnysbe CBECneHe i KaHecTBa QOMNEeH MMETE NDAMOR OOCTY & TOMBKO
OMA YTEHHMA K DaHHBIM, XPAHALKMEE B KOMIBOTEPAIA POBAHHON CHCTEME.

3.2.2 OByueHmne

Mpsrgsns) GLP TpedyioT, YTobbl HCNBTATENEHLIA UEHTD WMEN KBANWDALWPOBAHHER A ONBITHLIA Nep-
COHAN HAANEWALWETS YPOBHA, OOKYMEHTHROBEHHEIE YYeDHEIE NpOrpaMmeal kag OAnA obyyerna Ha pabodem
MECTE, TAK 1 NpK HEOBXOOMMOCTH HA BHEWMME YyH2DHEX KYDCaX. 3andcK o nogoSHom ofyuerHr JonsHs GelTh
CORDAHEHE

BrilUeyKalaHHee NoNCEeH e 00MEeH TACHE NEHMEHATE BECE NEPCOHAN, MCNONbIVIOLIWA EoMNBTEDM-
FNDOBAHHEE CHCTE MBI,

3.2.3 NomeweHUWA W oSopynoBaHKe

0na npoeeaeHka HCCNEQOBAHWA B COOTEETCTEMK C TpebopaHnamd Mpauuwunoa GLP Tpebyetca vanwyne
COOTEETCTEYHAILMY NOMELLEHAR H 000pyOoBaHKE. PACCHMATDHEAR KOMMBIOTEDHIKDOBAHHEIE CHCTEME, CIEQYET
MPAHATE BO BHEMAHKE PAD KOHEDETHEX MONCHEHHA.

a) NMoMeweHds

HeolxoouMo YOENATe JOMEHOE BHHMaHKE DHRAMHECKOMY DACHONOMEHHID KOMNLKOTEDHOMD ANNERaTHOTS
OGECnaYeHUA, NeprDEpHRHEE KOMOOHEHTOR, KOMMYHUEAUNOHHOTD CO0DYooBaHMA M ANekTROHHEIR HOCHTE-
nel dudhopMactdd. CnegveT Kaberate JECTPeMaNbHLIX TEMNEDATYD W BNAKHOCTH, NEE, SNeKTROMATHATHELR
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noses W GnMsocTi K kabenas BRCOkSIS HANPAXEHWS, KPOME chnyYacs, Korna obopyaoBadHe CneudansHo
NpegHaHaseHs ona paboTel B Nogo0HbIX YCNOBHMAK,

Takse HECDXOOKMS YIENATE BHRMAHWE INEKTRONHTAHKKD KOMNEINTEDHON ODODYIOBaAHWA W NP Heob-
KOQWAMOCTH PEISDEHOMY KONMWPOBAHKID WNW DecnepeloiHoMy NMTaHKI0 KOMNILIOTEPHIMDOBIHHE CUCTEM, HE-
HENPABHOCTE KOTOPBIX MOMET NORNMATE HA PEIYNETATE WCCNed0BaHHA.

Heolxog Mo MMETe COOTRETETEYIOWMHE NOMEWEHHA ANA BE30nacHorn XpaHesins INeETROH BN HOCHTE-
nel nHgopMalgiH.

by OBopyooBaHde

i} AnnaparHoe M NporpaMmHos obecnederne

KOMNECTEPUIMPOBAHHAA CHCTEMA ORPEIENAEToR KaK MEynna annapaTHbix KOMNOHEHTOR 1 COOTRETCTRY-
FILLETS NpOrpamMMeore oGecnedeHia, paspaboTansan v coSpakHan 0nA BoiNonNHEHWA GNEeaeneqHon gy M-
LUK MW TEYNNE EyHELRMA.

K annapaTHomMy ODECneseHiie OTHOCATCA DMIMHECKME KOMNOHEHTE KOMNBEOTEPMIHDOBAHHGA CHCTEMEI,
COCTORLLME M3 CAMOND KOMNBKOTERa W NEpMBDEDHAREX KOMNOHEHTOE,

Mporpasmioe ocbecnedeHie NpegcTaEnaeT cobol Nporpamady(l ), YNDaenamwy o] e | yH L MoHpoRa-
HAE M KECMNEI0TEDHIMDORAHKOA CHCTEMBI.

Boe MpuHukne GLP, npumexaemele K 0S0pyS0BaHHMID, B PABHOR CTENSHK NEUMEHKME! 1 K aNAapaTHo-
MY, H K NPOroaMsHoMy oDecnede Hio.

i) KoMy RN

KoMMyHUEALMK, OTHOCALWMECA K KOMNLSTELMIMDOEAHHEIM CHCTEMAN, O8NATCH HA JBE OCHOBHLIZ Ka-
TETOPKK. KOMBMYHAEALWA MERLY KOMMEOTEDAMA WA MEXDY KOMMIEOTEDAMA W NepHEEDHRHEIME EOMNOHE H-
TamMK.

Bre koMBMyHAKAUWOHHENE NAHAKA ABMTATCA NOTEHUWANSHEMA HCTOYHRKAME OWWBOK, KOTOPRIE MOryT
MOMBECTH K NOTERE WK NOBPEXOEHAID faHHblx. ONA obGecnedands BeannacHosT ¥ UeNoCTHODTH CUCTEME
Oon#ed DEHTE YCTARoBNEH COOTEETCTRYHIWMA KOHTPONME NPOUECCOB paspatoTE, BANNOAUHH, IKCAMyaTaum9g
W TEXHAYECKOMD COCNYHNBAHMA KOMNLITEPHIAPOBAHHEIX CHOTEM.

3.2.4 TexHHYECKOE ODCNYRMBAHWE W ABAPUAWHOE BOCCTAHOBNEHWE

Boe KOMNEOTERHIKPOBAHHLIE CHCTEMEl CREOYET YCTAHABNKBATE W ODCNYKHEATE TakMm chpaiacm, JyTo-
Bl oBECNeYHBaTE HENPEPEIBHOCTE PaboTh.

a) TexHW4eckoe 0SCnyHWBaHKE

OEA3aTeNLHE HANKYME JOKYMEHTHROBAHHLE NPOUEAYD. OXBATLIBAMIWKE KIK MNaHoBoE NEodMnaKTi-
Yeckoe oBCNYKUBAHWE, TAK KU YCTPaHEHWE HEMCNPABHOCTER. B 2TUX Npoueypar Aon#Hbl BbiTe YETHO ONpe-
AeneHbl Pons W OTBETCTEEHHOCTE BOBNEHYEHHOMD B NPOLUECT TEXHUYECKoro oGeny WHBAHKA NepooHana. B any-
YaAx. KOr0a Takke ONEepaudy No ConpoBoxdeHe TpelyioT WIMEHERMA anNapaTHoro AMN-g NPOTEaMMHONG
OGECNEYEHWA, MOKET BOIHNUEHYTE HEOEXOOMMOCTE NOBTORHON BANMOALMK CUCTEMB. B TeHeHBE NOBCEOHER-
Ho#R paboTel Qon#Ha SaANWCHBATLCA WMHGoPMaUKA 0 NoBuix npofneMas M HECOOTEETCTEWAX B CHCTEME W
Mmobsle NPednpHHATEE GERCTEHA N0 HCNPABNEHMK NONOHEHHA,

b} ARapUdHCe BOCCTAHOBNEHKWE

LomeHs MMeTE MECTS NDCUELYDEl, ONUCHBAKWHE MEDEI, KOTODbIE HEohXogQUMO NPEONPUHATE B ChyYas
HACTHYHOMD WM NONHOMD OTKA3A KOMNBKTEPHUAMPOBAHHONR CHCTEMEl. MEpsl MOTYT BAPEMPOBATHCR OT Janna-
HAROBAHHOND COKPALLEHKA annagaTHors obopyaoBanKs 40 NepexXona B cacTamMy © DYMakHBIMK HOCHTERAMA
HHbopManrid. Boe NNads QEACTEWA B 3EA0HAHLIX CHTYAUKAX JONMHE DeiTe TLETENEHD JORYMEHTIADOSAH kI,
BANWMAWLOBAHE, KLOME TOM, OHH ACM#Hbl 0GECneYWEaTe HENPEDbEIBHY LEMOCTHOCTE JAHHEX M HE JOMHHEI
HARME-NMED 0BpaI0M YIpOMaATE MCCneaoBattg. MNepooHan, BoBRNeYeHHER B NROBSOSHHE WCCNEO0BAHWA B
COOTEBETCTEMNA C MpuHudnany GLP, gonses DeiTe CCBeOOMMEN © HAMNKEKA JaHHLX NNaH0a JeAcTeMA B aBa-
PAAHEDR CHTYaUHAX.

Meouedypbl BOCCTAHOBNEHWA KOMNBITEDRIMPOBAHHON CHCTEMEl BYOYT JABMCETE OT KPMTHYHOCTH CK-
CTEMBl, NOATOMY TAK BAKHD HMETE B HAMWHMA DEISDBHEE KOMKA BCEX NROrpamMs. Ecnm npouegype BOCCTa-
HOBNEHWA BAekYT 38 CoBoH HamMeHe A annapaTHor KN4 NECrEaMrMHore oBecneYe HUA, MOMET NoTPaGoRa Th-
CH NOETORHAA BANHOALMA CHCTEMEL.

3.2.5 DavHeie

MerHUAnG GLP onpeaenaoT NeparHHbIE DAHHBIE KAK OPHTHHANL 3AN4CEA W QOKYMEHTALMA, BRNHDYanA
OAHHEIE, HANDAMYID BEEGEHHLIE B KOMINBKTED Hepes dHTepdenc npriopa, KoTODLIE ABNAKTEA PEIYNETaTaMM
OPHIAHANEHBIX HABMIODEHRE W QEACTREWH B X008 ACCNE00BaARKA W HE0DX0OHMEl ANA QOPMUDOBIHHA M OLEH KA
OTHETa 0 QaHHOM WCCNenoBaHHM.
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KoMNLETEPUAMDOEAHHER CHCTEME, paboTaw e 8 CoOTEETCTEWN C MNprHUMnan GLP, moryT GeiTe CBR-
IaHb CNEDBHYHBIMA D3HHBMKE C HCNONBICBAHKEM DAINMAYHBIX QODM, TAKHX KK, HAMDHMED, JMEKTDOH HbIE HO-
CHTEMA MHEOPMAUWK, PACTIEYATEN C KOMINLTEDA WM NpHE0DoR, A TAKKE KOMHH MAKDOdMNEMOR MREDOEMWL.
HeoSxoguso, 4ToDsl NEparYHLIE QaHHLIE GuiNK ONpegenaHsl OANA KaM40N KOMNLICTEDUAIMPOBIHHOR CHUCTEMEI.

Ecni KOMNBACTEDMIMDOBAHHEE CHETEME MENONE3YT ona cBopa, oGpaboTky, NPELCTARNEHHA UMK Xpa-
HEHKA NEPRMYHBIX GAHHLIX B ANEKTROHHOM BHUOE, TO KOHgHIYDAUWA CACTEME BCRMDE A0NHHE 00eCneYHBEATE
COXDAHEHHE AYOWTORCKAXY OaHHBIX B ROAHOM 00bemMe, YTOE6 DeNa BOIMOMHOCTE NOKAAATE BOE HIMEHEHHA
OaHHEE, HE CEPLIBAA NEPBHHHLIY JaHHBXK. JomsHa GolTe BOIMOMHOCTE CEAZATE BOE WAMEHEHWA JAHHEE ©
NHLEMA, KOTOPEBIE BHECIIA 3TH MIMEHEHHA NDH NOMOWY CECEBDEMEHHOW U JaTHROBAHHOA [INEBKTpOHHOA) Noa-
MACH. MpHYrHEl BHECEHHA MAMEHEHHA JONMHE DbiTe YEAZaHE.

Ecnd nepaqqHble JaqHBE XDAHATCR Ha JNEKTROHHBIX HOCHTENAX WHROPMAaUMH, To Heobxoadmo
ofecneYnTe BulNCNHEHWe TPEGoEaHMIA N0 WX QONMOCHOHHOMY XPaHEHMKD B JABWCAMOCTH OT THNAa KpaHsMLIR
OAHHEE W OMHOREMON0 CROoKa CryKbbl KOMNBIOTEDHAKDPOBAHHEL CHCTEM. MK AIMEHEHWA CHCTEM ANNADETHD-
ro W NPOrpasMMHoro 0GecneYeHHA 0onHHe BuiTe NPEOCCTABNEHE NOCTORHHBIA JOCTYN K NERBMYHEIM O8HHEM
WM MK GRI0NACHOE XPAHEHWE OMNA TARPAHTHDOEAHMA UENOCTHOCTH JdaHHex. BonomoratensHad WHgopMagma,
TAKAA KAK XyDHANE 00CNyEHBaHKa oB0pYOOBaAHHA W NPOTORONE Kankbpoaxd, KoTopas HeodxXadKuma GnA nog-
TESPHIEHAR AOCTORGOHOCTH NEPEHYHEIX JaHHBIX MMM KOTODAR ROBONAET DEKCHCTEYMDORATE NDOLUBCE WK
HMCCNeqoaaHse, 0oM+Ha OeiTe COXDAaNEHS B ApXdBax.

Mpoueaype: ANA paGoTe KOMNEOTEPHUIMDOEIHHON CHCTEME! TAICKE QOMNMHE ONWCHBATE ANsTEDHATHE-
HEl2 Npouetypk copa QadHbix, KOTODbLIM HEODXOoOWMMO CReaceaTe B chydae cbon cucTemel. MNow Takus of-
CTORTENBCTEAX MObBE BOYYHYR JANKCAHKEE ACKOOHEE J3HHEE, B AaNsHEAWEM BEOOMMBEIE B KOMNBIOTED,
O0MeHbl GRTe YaTeD ob0sHAY%EHE B KAYECTEE TAKCBRIX W COXDAHEHBL B KAYECTEE MCKOAHLIX 3andcei. Mpo-
Uedypi N0 PEIENEXHOBIHNID OaHHEN, NTROBOGUMEE BERYHHYIO, OOMHHEI CEECTH K MAHKMMYMY DHCK NOTERWU Ja-
Hislx M FapaHTHROBATE COXDAHEHAE ITHX ANbLTEDHATHBHEX JANHCER,

Ecnu B cnydae yocTapesaqHss CHCTEME HeoDXoOMmMo NePEBecTM INEKTROHHLIE NEDBHYHLIE JaHHBE K3
OAHGH CHCTEME! B OPYTyKD, TO JaHHEA NPOUSCS oM#eH BulTe GOKYMEHTHPOBaH Hanexawum oDpaios. a
LENOCTHOCTE JaH HelX NogTEeDKaeHa. B cny4Yasx, Konga NogobHee MArpaUdi QaHHsx He OCYLECTEAME NpakK-
THHECHKK, NePEMYHLIE DaHHLIE JoN4Hsl BelTe Nepeiadsl Ha APYIOHA HOCHTENE M YTEeMHOSHE B KA4SCTEE TO4-
HOW KGMWK 00 HA4ana yOaneHHA OpArdHANsHSX 3NeKTROHHER JAMHCEa.

3.2.6 belonacHoCTL

O0NA sawuTel annapatHor obopyQoeaHna, NoorpamMMHore obecneqeHda W JaHHEE OT NoOBREMOeHWA,
HECAHKLMOHWDOBAHHOID HIMEHEHHA WM NOTERM JAHHEX SOMKHE DEiTe YCTAHOBNEHL JOKYMEHTHRPOBAHHLIE
NpoUeaypbl BE30nNacHoCTH.

B ganHom KoHTekcTe «DEs0nacHOCTEs OIHAYEET NPedoTealleHne HEecaH lWOHWDOBIHHOM QocTyna
WK MABMEHEHHA KaK KOMMBIOTEDHAMDOBIHHON CHCTEMBl, TaK W JAHHEX, XPAHAWMACA B HER. ChnegyeT Takwe
MNEAHATE BO BHUMAHWE BEDORTHOCTE NOBREEIEHMA AAHHEIK BADYCAMA KA OPYTAMA NDOrRamMMamMi-anssHTame.
Tamke QoMM GblTe NPHUHATE MEps BEI0NACHOCTA, COSCNEYMBaMWLIKE LUBNOCTHOCTE aHHEIX B CNYYas Kak
KPATHOCHOYHED, TAK M QONTrecpodHbix choen CUCTEMBI.

a) marqeckan BeIonacHICTh

Yrobel OrpalueMTE OOCTY K KOMNBOTELHOMY ¥ KOMMYHUKSLHMOHMTMY 0DopyaoRaHuio, Neprdrepritism
KOMMOHEHTAM | ANSKTROHHBIM HOCHTENAM AHEOPMALWW TONLEDS YRONHOMOYEHHBIM NEpCoHanon, Heobxonu-
WO NPHUMEHATE DHIRYECKHE Mepk DE3onacHocTh.

K 0bopyOoBanuio, kOTOROR HE XOAHMTCA B COEUMANEHLY KOMNLIOTEDHED NOMELWLEHMAK [HANPUMED,
NEQCOHAMNBHEM KOMNLKTEDAM M TEPMAMANAM), 00MHHEl NPUMEHATECA, KK MAHKKMYM, CTAHOARTHBIE SNEMEH-
Thsl KOHTRONA GOCTYNA, HMSIOWWECH B MCNHTATENEHOM LeHTRE.

Oouaks Tam, roe Takoe obopydoBaHHe PAcnonaraeTos vOaneHso (HanpHMeR, NopTaTHEHEIE KOMIOHEH-
Tl W MMM MOOEMHOR CEAIK), A0MHHE! ST NPUHATEl QONONTHETENBHBIE MEpkl.

b) Norvyeckas BeaonacHoCTe

Yrobel NPeacTEHATHTE HECAHKLMOHHDOBAHHEIA O0CTYN K KOMNEOTEPUIHDOBAHHON CHETEME, NPHNOMKE-
HAAKM M GaHHLIM, HEODXOOWAMO HANWYKE MER NOMMHYECKoR DEICNACHTCTA ANA K3K40A KOMNBIOTEPHIHDOBIHHON
CHCTEME! MMM NEHNOHMEHWA, BakHo obecnedvBaTe MCNONsI0BaHHe TONBED YTEEDHASHHEIY BEDCAR 1 BaNKOH-
pOBaHHCIe NPorpamMmMHcro checnedenra. Nlonqeckan DesonacHocTE MOKET BEMOHETE B ceba HeobxogrMocTh
BEEOEHAA YHUKANBEHOMD WISHTHDWEATOPE NONB30BATENA C COOTBETCTEYMOWMM naponen. MoGoe pRedeHHe
OaHHEER AN YCTAHOBEY NPOMDaMEMHOND OSECNEYEHHA K3 BHEWHME HCTOYHHUEOD SNedyeT KOHTROMMDOBATE. 3TH
ANEMERTE KOHTROMA MOMYT COECIEYHBATECA © NOMOLWEK NREOMDAMMECTS OBECNEYERHA ONEPALUHOHHOR CUCTE-
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Mbt KOMNBKTEDE, CREUMaNbHBIX NPOrPaMM BE30NACHDOCTH, BETROSHHEY B NPHUNOEEHHE NROLUEAYD, MK KoMGi-
HALMA BORTD Bl LU EE0ESACTIEHH O,

C) UenocTHOCTE JaHHEIX

Tak Kak NooSepKaHWE LeNocTHOCTA OaHHeX RBNAETCA fNaesol weneo MNMpuHgwnoa GLP, sawko, 4To-
Okl BECE NEQCOHAN, CBRAZAHHLIA C KOMMNLESTEDHUIMDOBAHHOR CHOCTEMON, OCOIHABAN HEODXOOWMOCTE BhlleH3-
NO#EHHBX MeD DEI0NACHOCTH. AJMWHHCTDAUWA HWCNBITATENBHOTS WEHTRE OOMMHA FEpaHTHROEaTE, Y106
nepcodan Boili OCEEQOMNEH O BawmHOCTH obecneverns BeaonacHocTH JaHKHelX, QOCTYNHBE NPOUSOYEax «
OCOGEHHOCT AKX CHCTEME!, KOTODEE NO3BONAKT NPEAOCTARMTE HAQNEKALWYI0 DEA0NACHOCTE, 8 TAKKE O NOCNe-
CTBMAX HApYLEHWA BeIonacHoCTI.

Takwe dryHELHHA CHCTEME MOMYT BENIOYATE NNAHOB0E HADMEOEHHE 338 O0CTYNOM K CACTEME, BHELDSHWE
nporpamid sepidgrraddE Daknos ¥ OTYeToR Ob WCKNEHeHKAR WIANM TPeHOaxK.

d} PeagpeHoe KONWMPOBAHWME

FPeaepBHoe KONWDCEAHKME NPOTPaMMHONS obecnedeqHs ¥ JavHbix ARNASTCA CTAHGAPTHOW NEakTMEDM
np paboTe © KOMNBTERHIMPOBAHHOR CHCTEMOH, KOTODAR NOIBONAET BOCCTAHOBMTE CHCTEMY NoCNe NKbbix
HENCNagoK (HanpMmMep, NOBNEHASHHA QUCKA), CTABAWKMK NoG YIPody LeNOCTHOCTE CHCTeMsl. B DanHom cny-
4ae NoOdpazyMeEBacTcA BOAMORHOCTE NPESDALLEHWA DEISDBHCR KOMKUA B NeDBMYHLIE JaHHEE, MOCME HYero oMW
ACN#HLl PECCMATPUEATECA B KAMECTEE TAROBLIX.

3.2.7 Banuaauna KEoMNLOTEPHIMPOBAHHLIX CHCTEM

KOMNEOTEPHUIAPOBAHHEBIE CHCTEME QOMMHE DbiTe NEWIogHE GNA NPELYCMOTREHHOND HaIHAYEHHA,
DonwHed BelTe PACCMOTREHE CRSOYIOWHE BCNEKTE:

a) NpHeEMoHHBLIE KCNBITaKKA

KOMNEOTEPUINEDBAHHBIE CHCTEMEl ACMTEHL GhiTe CRPOSKTHROBRHE Tak, 4ToDe yooBneTeopaTe MpuK-
umnar GLP. Gul gomeHsl BeiTe YCTaHOANEHE COMAacHs NpedsapuTenedo paspabotadsomy nnany. MNpd atom
HeCEX0aHMS HANYYKE COOTBETCTEYMILEH QOKYMEHTAUMH, NOOTELPHOIKAUEeR, 4 T2 Kaxdaa cueTema Buing pas-
patoTada Nod COOTEETCTEVIOWME KOHTRPONEM W DKEMATENLHG) B COOTEETCTEMM © OBWENPUIHAHHEMA CTaH-
OApTaMu KEa4YecTES W TeXHHYECKWMK cTaMaapTaMi (Hanpurep, FTOCT P ACS 90012008 (150 9001)). Kpome
TOM, A0MKHE GbiTeE NEELOCTABRMEHEl JGKA3ATENECTREA TOM, YTO CHCTEMa Delna HagnesallkM obpaaom npo-
TECTHROBAHA HCNbITATENLHBIM UEHTROM Ha COOTBETCTEWE EPMTERMAM NEHEMER 00 BEEGEHHA B NOBLEOHERHOE
HMENOMNLI0BAHNE.

Meoueaypa cPHUMANEHOMD NPWEMOYHOMD WCNETAHKWA TReOyeT NpoBeIeHna MCNBTAHWE 8 COOTBETSTEIM
C AAPAHEE YCTAHOBENEHHLIM MNAHOM W COXPAHEHHA JOKYMEHTADOBAHHOND CEHASTENLCTRA, COORPHALLETD Clie-
ORI WP OPMALME. NPOUEOYPE HCNBITAHKS, SaHHBIE NPOBELEHHOM MCNBITAHMA, PEIYNETATE WCNETAHKA,
O HUHMANEHYRD CROAKY 00 MCNBITAHKKA, ZaMKcK 08 oUW ANEHOA NRDAEMES DEIYNETATOR KWCNLITAHWA.

BnonHe BepoATHS, HT0 BONEWAR YACTh QOKYMEHTALMK, OTHOCRWENRCA K YCTAHOBNEHHEIM TEROHIBO0M-
TENEM CHCTEMAM W COANAHKOR B NPpOUecoe paipaboThkn CHCTEM, XPaHMTCH Ha CAHTEe NPpoMIBoOKTEnA. B aTom
Cy4ae JaHHEe ODAUHANEROR OUEHKE KWK aYOKTa NPOHIBCOWTENA OOMKHE ObiTe B HANMHKKM B WCNLTa-
TENLHOM UEHTRE!

b} pETROCNEKTHEHAA OUBHKS

MIMETCR CHOTEME!, ANS KOTOPRX HEobxo0MMocTe cobmonedya Novagynon GLP He Gwina npegyoMo-
TOEeHA UMK YEa3aHa. B Takny cnyqany Heobxod Mo Hanuy e QoKyMeHTansLHone oBoCHOBaHWA MCHONsI0BaAHMA
OAHHEX CHCTEM, KOTODOS DOMKHD BEMKOYaETE B cebs DETROCNEKTHBHYIO OUEHEY, HCNONLAYeMyr ONA onpeqe-
NEHKMA NPUMSOHOCTI CHETEMEL.

FPeTpocnesTHEHAA OUeHKa HaYvHaeTes oo chopa BoEx HCTOPHYECKHMN 3anKcei, CERIaMHEX © KOMMLIOTE-
DAIHPOEAHHCE CHCTEMOA. 3aTeM JaHHRIE AANKCH PACCMATPUBAKITCR, NOCNE Yard COCTABNASTCA NHChAEHHARA
cBcgka. B gandoll cooake peTpoChesTHEHOR OUBHEM HeobxodMmMo yK3aw8aTh, 4T0 ACKAIaTENLCTEA BanK-
O3UWH GOCTYNHE, & TAKKE KAKWME Ward cnegyeT ngegnprHsmMaTte B Oygywem ona ofecneveHdn BannIaummg
KOMMEIOTEDUIRDOBRHHOA CHOTEMBL,

C) KOHTPOME MIMEHEHKAI

KOHTRONE KAMEHEHHA CaHaYaeT OHUKANEHOE YTESDHOEHME M A0KYMEHTHROBAHKE NOBOMD MaMEHEHHA
HOMMBIOTEPUIKPOBRHHOA CHCTEME B TEHEHWME CPOKa &8 3KCnNyataumd. KouTpone MIMeHeHnil Heobiodum B
CAYYARK, KOMDA AIMEHEHMA MOTYT NOANMATE HA CTATYC BANWOALMH KOMNEKTERAIMPOBAHHCR CHcTemME. [po-
UeOyDsl KOHTDOMNA HIMEHEHAA DOMEHE BCTYNATE B CUNY CPay NOCNE NoATEEDMOEHHA TOTOBHOCTH K 2KCTUTYa-
TAUMK EOMMNBIOTEDUAKPOBAHHOH CHCTEME.

B npoueaype oonwed GbiTh ONWCaH METOD CUEHEM, NPKABAHHLIA ONPEIenATeE 0Gwem NoBTODHOMD WC-
MNuITaH#A, HEOSXOOMMOrD ONA NoQOSEAHKA CHOTEMB B BANKOWDOEAHMHOM COCToAHKMK. B paMkax npouegyp

&)

FOCT rocT31887-2012 Crpanuua: 12/16

E[(H|[id GostExpert.ru


http://GostExpert.ru/gost/gost-31887-2012
http://GostExpert.ru
http://GostExpert.ru

rocT 31887—2012

KOHTEONA HAMEHEHUA J0MHHL! BeiTe GNPESENEHLl NHUA, OTESTCTBEHHLIE 33 CNESAeNeHne HeDBROZUMOCTH M
OO0DpEHWE KOHTDONA HIMEHEHKIA.

HelapuoHsMo OT WCTOMHWES NPOMCXOMIEHAA HIMEHEHKA [NOCTAANEHHAA BEHOOPOM CHCTEME WM CH-
cTema cobcTeeHHon paapaboTkK) COOTBETCTEYHIWER wbopMauks QOMHHa CwiTeE NPEACTARNEHE KAK 4YacTh
NPOUECEa KOMTECNA WameHaHuid. Mpousaypkl KOHTDONR HaMEeHEHHR 00MsEHsl FADEAHTUDOBATE UENOCTHOCTE
JaHHE,

d) MEXaHHIM NOQOE QK

B ugnax ofecneyelna CoOTEETCTEBMA KoOMNLIOTEDHINDOBAHHON CACTEME! NPEaYCMOTREHHOMY HAIHaAYE-
HIdkD oAbl BelTe CO30aHE MeXaHHIMLl NOGAE0HKN, 0DECNeYHBawWWe KoOpPPesTHOS DyHLWOHKPOBIHIXG W
HMCNONEI0BAHME CHCTEMEL DHE MOMYT BENOYATE B Ce8A CUCTEMY YNpasneHds, obydedde, oGCcnyRHBIHKE,
TEXHHHYECKYIO MOOZEDHEY, AY0HT WKW OUBHKY JKCINYATAUWMOHHEX NokazaTtensi. OUeHEa JECinyaTaunoH-
Hilx MOKAZATENEA CIHAYART HOMUHANEHBIA NROCMOTD CHOTEMEl HEDE3 ONDEOENEHHBIE NDOCMERYTEM BPEMEHM
C LENBK NoOTEEPHEEHMA COOTEETCTEMA YCTAHDANEHHEM KEHTEpHARM DYHELMOHHPOBAHAA, HANPWUMED HIOeM-
HOCTH, YYBCETBHUTENLHOCTA, NPOMIBOACTBEHHGH MOWROCTIA.

3.2.8 JoxymeHTHpOBaHHD

MepeddcneHHEe HAME NYHETE NpegcTasnsioT cobol pyRoBoqeTED No NOOG0DY MAHKMANEHOHA J0RYMEH-
TauxK 4R paspadoTrd, BAaNKIanMK, IKCNNYaTauMe ¥ TeXHHHecKomMmy 0BCNyHHBAHMK KOMNLHTE PUIVDORAH-
HEslX CHOTER.

a) MopAgok JgRCcTEKA

Heobx0uMo Han#due NHCEMEHHD 3A0HUECHDOBAHHEN NEWHLHNOE A0MAHACTRATHEHOMD YNDAREHAA,
ONACBIBAIOWAY NOMKXMO NPOHETS NPOUECE NpHobpeTeHyA, TpebonaHyA, NPOEKTHROBAHKE, BAMWOALKIO, WC-
METAHHE, YCTAHOBKY, JKCNNYATALKK, TEXHUYECKoe 0BCNyMHEAHKME, Nonbop NepooHana, KOHTROMNE, aYOMT, MOo-
HUTOPHHT M HIEATHE 13 0DDAWEHKHR KOMNEOTEPUIHPOEAHHEIX CHOTER.

b) Onucanne npunoxeHMa (NpUKNagHRoro npoerpaMmycro obecneyenina)

Kawaoe NEMnoseHHe GonHO ConpoROHIaTLER JOKYMEHTAUMER, B KOTODOH NONHOCTRID CNKMCLIBAETEA:

= HAWMMEHCBA HKE NPHUNOEEHHS KN OEHTIREUEALMOHHOND K008 W NoGRoDHOE W YeTKOE ONHCaHHE Lener
MPANOKEHHA,

- annapatkioe obecnedeH e (¢ HOMEDAMY MOOEeNed), Ha KOToPOR YCTAHOBMEHD NEWNOHEHHE,

- NporpamMMHoe oBecnEYe e ONeDaunoHHoR 1 OPYTod CUCTEMB! (HANDMMED, HHCTRYMEHTOR), HCNONBIY-
EMOG B COYETAHKM C MPHANOKE HHEM,

= MCMOME3YEMBR{EE ) NPOrpaMMADYEMBIA{BIE) A3LIK(H ) NDHNEKEHHA W HHCTRYMEHTOB Dadkl JaHHBLX,

= OCHOBHBIE YHELMK, BRINONHASMBIE NEANCHEHAEM,

= 0GA0E TUNOB | NOTOKOR JaHHBROHIaAHa a3 DaHHblx, CEAIAHHEL C NDANOKEHAEM,

- CTRYETYPR ainos, conbllgsra of olWwMBKax 1 aBapyAx, 3 TAKKe anropHTMbl, CBAIAHHLIE © MPHNOHE-
HIAE M,

- KOMMOHEHTEl MPMENTAGHOTS NPOrPaMMHELID 0SECNEYeHUA © YEA3AHWEM HOMEDOB BEPCHIA,

= KOHEMMYPAUKMSE H EOMBYHHEAUKOHHEIE CEAIM MEXGY MOOYNAMK NPUNoGEEHKA, 3 Tanke obogygosaHHenm
M OPYTAME CHCTEMAR M,

cj MoxogHeIR ko

HekoToppe CTpaHsl — YneHsl O2CP tpefyior, 4Tobkl MCXOOHBIA KOO NEHENEGHOM NEOrPatMHOrD OGe-
CNeYeHHA GbiN QOCTYNEH WMCNLITATENLHOMY LeHTRY (NKO0 AonHa OwiTe NPeqOCTABNEHS BOIMOMHOCTE WI-
BredkE ero).

d) CTangapTHee onepaumoHHsie npouedypel (SO0M)

Bonbluand 4acTe AOKYMEHTALWK, OXEATIBANWER HCNONEIOBAHWE KOMNBKTEDMIKPOBAHHEIX CHCTEM,
OomeEHa OHTe npegeTaeneya B dopie CON. Daddeie COMN QoniHe OXBaTLIBETE CRegyIoWWe NEpoleaypel, Ho
HE OTPaHMYHEATECA KM

- npouegypsl No paboTe C KoMNsKTERMIMPOBAHHbIMIA CHCTEMAMI (ANNaPaTHLIE CREACTEANPOTEaMMHOE
ofecneveHne ) W obR3aHHOCTH/ OTEETCTBEHHOCTE BORNEHEHHOND NEpCoHana,

- Npcueaype No oBacnedessio Mep BeIonacHocTH, HCNONLIYEMlX ANA CEHARYHEHKA W NPEACTRPALLLE-
HAA HECAHKLWOHWPOBAHHOM QOCTYNA K NPOrpamMMe M BHECEHHA B HEE AIMEHEHKEA,

= NpOUEOYPE MO BHECEHAK MAMEHEHAR B NROMRamMy, WX aETODMIALKK M JaNHCH HAMEHEHME,

= NPOLEOYDL: MO BHECEHKIO MaMeHEHHR B 0GopyocEaHke (annapatHble cpeacTealporpammHoe obecne-
HEHME] K MY ABETOPHAALMK, B TOM Y4CNe, 8 Cnydas HeoSHo0«MOcTH, NPOBSOEHKE KCNBITAHKA NEpEd WCNCNk-
anBaHAe M obopyI0BaAHKA,

= NpoUedyDbl No NECBENeHAR NERHOORYECEONT Mo TAHHA HADNEKAWETD Y HELHOHMPOBSEHHWA BORE CH-
CTEMBl MK 88 COCTABHLIX YACTER Y JANHCH JaHHLIX HCMBTaHM i,
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- NpoUenypil OBCAYVEMBAHME KOMOBIOTENUIMPOBAHHLY CUCTEM W MOS0ro coOnyToTEYIoWern oBooy.
O0BAHKA,

- NpoUedypsl pA3naboTEM NOrpasdHore oDeCnedeHHA M NPUEMOYHEL UCNETaHWR, 8 TR 3anNHcH Beex
MPAE MOHHSRIN WCETRITAHKAR,

= NPOUedyDsl N0 De3CPBHOMY HONWPOEAHWKD BCEX XDAHMMBIX DaHHLX, 3 TAEKE NNaHsl JeACTBUA B Cy-
W2E NGNOMEH,

- NPOUEOYELE APEABRDEOBAHUA W WIANEYEHKA BCEY BOKYMEHTOR, NPSMPAMMHOTS O0aCHBYEHMa M KOMMEI0-
TEDHLIX JaHHEsY,

- NPOUEOYPEl MOMUTODKIA W AYOUTa KOMMEOTEDHIMPOBAHMHEIY CHETEM.

3.2.9 ApxMEbl

MeuHudne GLP No apXyBUpOSaHI0 DaHHLX CNegyeT NoHMEeHATE NOCNefosaTensHo KO BCEm THNaM
AauHblx. MNoatomy o4eHs BAKHS, 9TOERE ANEKTROHHBLIE AAHHLIE XPAHUMWCE HE TOM ME YDOAHE KOHTRONA 00-
CTYNE, MHORKCHPOBAHWA ¥ COOTEETCTEYMOWEND MIBMEYEHMA, KAK 1 J0YTAE THIL JaHHBE.

Ecnig anekTpoHHLIE SGaHHEIE O HECKOMEKHY UCCNBaoaaH A XPAHATCA HA OOHOM HOCHTENE MHgopMaue
(HANDHMED, QUCKE WK MArHMTHOR NedTe ), TpebyeTca coananke NoapobHors yeaiaTend. OH MomeT ObiTe He-
ofxXoaM ANA oSecnNeqeHWA HCNEITATENLHEIX UEHTRPOE CRPedcTBaMi KOHTDONA DY HEnWen cpeanl, 4Tobw ra-
PAHTUPOSATE UENOCTHOCTE XOAHMMEN JNSKTPOHMEX JaHHsx. Ecnu cywecTayeT HeobxedMMoOCTe B COI0AHMN
OONONHATENEHEE APXABHEE MOMELEHHE, TO AOMUHUCTPAUKA HCNLITATENEHOND LEHTEa ZoMwHa obecnadm-
BATk, HTOSR NEQCOHAN, OTEETCTREHHLIR 33 YNPAANSHWE ADXKBAMK, DB WASHTHEWLUMPOBRAH M YToBR OGCTYN K
ADMABY DbiN BOIMOMEH TONLED YNONHOMOLEHHIMY nepcoHany. Taoue Heobxoddmo By0eT BHeJDHTE NDOLETy-
pial, TADAHTUDYIOWME, 4TO UENCCTHECTE XPaHAWMKGH B ANeKTPOHHOM BHAE B TEYEHWE GIHTENEHOMD BREMEHA
OaHHEX He BYO0eT HapyLWeHa.

HeobxoguMo cozfadue ngoueayp, oDeCcnediaaowliy HENpepEEH Y CHMTHRASMOCTE JaMHLN B Cryda-
AX. KOrga NpeancanaragTcd BoIHMEHCEeHnE Npobnes ¢ JonrocpodHLM SGOCTYNOM K GaHHLM WK B0IHHKIET
HEoEXOOMMOCTE MILATAA KOMNBIOTE DUIADOBAMHEN CHCTEM W3 ynoTpednenus. TAaKHMKU NpoUegypRamy MoryT
AbiTh, HANPWUMED, NDCKIBOOCTED TREEDALIY KOMWA B QopMe DACNEYATEM C NDHUHTERA WK NepEHot OaHHB B
OPYIYIO0 CUCTEMY.

XpaHALMECA B ANEETROHHOM BANE OAHMEIE HE CREOYET YHUYTOXATE D83 paIpewWeHHs a0MUHHCTRS.
UMK MCNLITATENEHCMD LEHTDA M COOTRETCTRYIOWETD NOKYMEHTHROBAHWA. Opyrue DaMHbIe, xDadauMect B non.
Oep#EY KOMNLOTEDWIW OB HHE CUCTEM, TAKHE KaK MCXoOHLIA K00 ¥ 3anvck 0 pazpaboTre, Banuaaum9, Jsc:
MYaTaLMK, SOCNYEUBAHWK 1 MOHATORWHIE, CNeOYeT XPaHuTL, N0 KRAAHER Mepe, B TeYEHHEe TOM ¥e Cpoxa,
KAK ¥ 33NKUcK 0 HCcocnegoBaHuy, CEAIAHHLIE C DAHHLIMKA CHCTEMIMH.
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Bubnuvorpadgma

[1] DCECD series on Principles of Good Laboratory Practice and Compliance Moniforing — No 10 — GLP consan-
sus document. The application of the principles of GLP to computerized systems: 1995 (KoHoasoycHBIR QORYMEHT 1O
GLP. Mpuwmadaris NpaHUWanoe Haanesswed nadoparopHofn NPasTHEN § KOMnBOTERHAMPOEaHHEIM CHCTemaM: 1585,
M2 10 12 cepry NoEyMeHTaE Dprasnzausn SEoHOMAHSCHOM COTRYOHRYEcTeE W paentis [O3CP) o NpuHgwnax GLP
H MOHWTOPWHIE COOTBEETETEAR)
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