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BBeaeHue

YCTaHOBMEHHbIE B CTAHAAPTE TEPMUHbI PACTONOXEHbl B CUCTEMAaTM3UPOBAHHOM MOPSAKE, OTpaXKao-
LeM CUCTEMY MOHATMI B 06nacTu Haanexaulen naboparopHon npaktukn (Good Laboratory Practice, GLP)
NPU HEKITMHUYECKOM MCCneaoBaHum 6€30nacHOCTU XMMUYECKUX BELLECTB.

Ana kaxgoro NOHATMSA YCTAHOBMEH OAMH CTaHAAPTU30BaHHbIN TepMUH. MNpuBeaeHHbIE onpeaeneHus
MOXHO Mpu HEOBXOAUMOCTU M3MEHUTL, BBOAA B HUX MPOU3BOJIbHbLIE MPU3HAKM, PACKPbIBAs 3HAYEHWUSA UC-
nonb3yemblX B HUIX TEPMUHOB, YKa3biBas 0O0bEKTbI, OTHOCALUMECS K ONpefernieHHOMY NOHATUI0. MI3MeHeHus He
JOMXKHbI HapyLaTh 06beM U coaep)kaHne NOHATUI, ONPeAeneHHbIX B HACTOALLEM CTaHAapTe.

B cranpgapte npuBeaeHbl andaBuUTHbIE yKasaTenu TEPMUHOB HA PYCCKOM Si3bIKE HA aHMMUIACKOM (en)
a3bike. CTaHAAPTU30BaHHbIE TEPMUHbLI HAOPaHbI MONY>XUPHBLIM LUPUATOM, UX KpaTkue (PopMbl — CBETNbIM
wpudTOM.
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M E X T OGCVYAAPCTHBETUHTHTUB # CTAHADAPT

MPUHLUNMbI HAONEXALLEW NABOPATOPHOW NPAKTUKU (GLP)
TepMuHbI U onpeaeneHuA

Principles of good laboratory practice (GLP). Terms and definitions

Dara BBepeHua — 2016—09—01

1 Obnactb NpUMeHeHus

Hacroawmin ctangapT ycTaHaBnuBaeT TEPMUHBI U ONPEAENEHNUSA OCHOBHbBIX NOHATUM B oBnacTn Haane-
»aulein nabopartopHoi npaktuku (Good Laboratory Practice, GLP) npu HeKnMHM4eckom uccneaosaHum G6es-
OMacCHOCTU XMMUYECKUX BELLECTB.

TepmuHbl cneayet yuuTbiBaTh Npu pa3paboTke AOKyMeHTaumMu no BbinosiHeHuto GLP-ucnbitanun, a tak-
>Xe NPOBEAEHMIO MHeNekTupoBaHna GLP-nabopaTopuit U ucnbitTatenbHbIX LEHTPOB.

TepMuHbI, YCTAHOBIEHHbIE HACTOSILLMM CTAHAAPTOM, 0BA3aTenbHbl ANA NPUMEHEHUA BO BCEX BMAAX
JOKyMEeHTauum U nuTepaTypsl N0 Haanexawen naéoparopHovi npaktuke (GLP), Bxoasawmx B cdepy pabot no
CTaHAapTM3aunum 1 UCTONb3YIOLMX Pe3ynbTarbl 3Tux pabor.

2 HopmaTuBHbIE CCbIITKU

B HacTosiLeM cTaHaapTe MCNOMNb30BaHbl CChINKM HA CreAyoLue MeXTocyAapCTBEHHbIE CTAHAAPThI:

FOCT 31879—2012 MpuHymunbl Hagnexawen naboparopHon npaktuku (GLP). PykoBoaCTBO No npoLe-
Aypam MOHUTOPWHra CoOTBETCTBMUA npuHuunam GLP

FOCT 31882—2012 MpuHuunsl Haagnexawen naboparopHoi npaktuku (GLP). OpraHusaums v KOH-
TPOnb apX1BOB

FOCT 31885—2012 MpuHuunbl Haanexawen naboparopHom npaktuku (GLP). MpuMeHeHne npuHUMnos
GLP K nccnegosaHusiM B NOMAEBLIX YCIOBUAX

FOCT 31886—2012 MpuHuunbl Hagnexawen naboparopHo npaktuku (GLP). MpumeHeHue npuHUMNoB
GLP K KpaTkoCpO4HbIM UCCrea0BaHUSIM

FOCT 31887—2012 MpuHuunbl Hagnexawlen naboparopHo npaktuku (GLP). MpumeHeHue npuHUMnoB
GLP K KOMNbIOTEPU3UPOBAHHLIM CUCTEMAM

FOCT 31888—2012 MpuHumnbl Haanexawen nabopatopHoin npaktuku (GLP). Ponb u oB6a3aHHOCTH
CMoHcopa B COOTBETCTBMU C npuHuunamu GLP

FOCT 31891—2012 MpuHuunbl Haanexawen naboparopHom npaktuku (GLP). MpuMeHeHne npuHUMnos
GLP k nccnepgosanusim in vitro

MpuMedaHue —pu NONb3OBAHUM HACTOSLLMM CTaHAAPTOM Lienecoo6pasHo NpoBepuTL AeiCTBUE CCbINIOUHBIX
CTaHAapToB B MHOPMALMOHHOI cucTeMe OBLLEro MoNb30BaHUA — Ha oULManbHOM caiiTe defieparibHOro areHTCTBa
Mo TEXHUYECKOMY PEryrivupoBaHUI0 U METPOMOrUU B CETU VIHTEPHET UMK MO eXEroqHOMy WH(OPMALMOHHOMY yKasaTerio
«HauuoHanbHble cTaHAapThI», KOTOphId onyGnukoBaH No COCTOSHUIO Ha 1 SHBaps TeKyLero roga, U no BbiNyckam exe-
MEeCSYHOr0 MHGOPMaLIMOHHOrO ykasaTens «HauuoHanbHble CTaHfapThl» 3a TeKyLWid rog. Ecnu cebiNouHbliA cTaHaapT
3aMeHeH (M3MeHeH), TO MPU MoNb30BaHUU HAaCTOSALLMM CTaHAapTOM CriefyeT PYKOBOACTBOBATLCSA 3aMEHSIIOLUM (M3MEHEH-
HbIM) CTaHAapToM. ECnu cebinouHblii cTaHgapT oTMeHeH Ge3 3aMeHbl, TO MOMOXEHWe, B KOTOPOM AlaHa Cebisika Ha Hero,
NPUMEHSIETCA B 4acTW, He 3aTparvBatoLLei 3Ty CChIKY.

U3paHue oduuymansHoe
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3 TepMuHbI 1 onpeaeneHus

3.1 OOwWwure noHATUA

3.1.1 npuHuMnbl Hagnexauwen nadopatopHou npakTuku (principles of good laboratory practice;
GLP): Cuctema obecnevyeHus Ka4ecTea, MMEIOLLAan OTHOLLEHNE K Npoueccam opraHu3auuu, NinaHupoBaHus,
nopsaky NPOBEAEHUA U KOHTPOSIO UCNbITaHUI B 0611acTu OXpaHbl 340P0OBbs Yernoseka n 6e30nacHOCTU OKpy-
>KaloLen cpeabl, a Takke 0POPMITIEHUS, apXMBUPOBAHWA U NPEeACTaBNEeHUA Pe3ynsTaTtoB aTUX UChbITaHun [1].

MpumMmevyaHne — MNpuHUMNILI GLP — 370 Te, KOTOpLIE COFNAacyrTCS C NpUHUMNamMn Hagnexatlein naboparopHoit
npaktukn OBCP (TOCT 31879).

3.1.2 opraH perynupoBaHus (regulatory authority): HauMoHanbHbIA OpraH, HECYLLWIA LOPUANYECKYIO OT-
BETCTBEHHOCTb 38 aCMNeKTbl KOHTPOMA XMMUYECKUX BELLECTB.

3.2 OpraHusauus U nepcoHars UcnbiTaTeribHbIX LIEHTPOB

3.2.1 ucnbiTatenbHbIi LeHTP (test facility): dakTuyeckoe MecTo NpoBeaEHMSA HEKNTMHUYECKUX UCTIbITA-
HWI, B KOTOPOM AOJDKHbI BbITb PAacMNoNOXKeHbl KONMEeKTUB cneuuanucToB, NoMeLleHust 1 obopygoBaHue, He-
06x0auMble ANA UX BbINOMHEHWUA. ECnu ucnbiTaHme BbINOMHAKT HA HECKOMNMbKUX UCMbITATENbHBIX Nrowaakax,
a He B OAHOM MECTe, TO NoJ TEPMUHOM «MCNbITATENbHbIA LEHTP» MOHUMAIOT LEHTP, rAe AOMKHbI ObiTb pac-
MONOXEHbI PYKOBOAUTESb UCTILITAHUIA U BCE UCTbITATENbHbIE MNOLAAKMK, N0 OTAENBHOCTM U BCE BMECTE pac-
cMaTpuBaeMble B KQYECTBE UCNbITATENbHbIX LEHTPOB [1].

3.2.2 ucnbiTatenobHas nnowaaka (test site): Mecto nposeaeHus onpeaeneHHOro arana uccneaoBaHua
[1].

3.2.3 agMuHuCcTpauua ucnbiTarensHoro ueHtpa (test facility management): Jluuo unu nuua, odu-
uuansHO BO3rMaBsloLUe UCTLITAaTENbHbIA LEHTP U OTBETCTBEHHbLIE 32 OpraHM3aumio u cobniogeHne B Hem
npuHumnos GLP [1].

3.2.4 agpmuHucTpauusa ucnbiTaternbHOM nnowaakm (test site management): Nuuyo unu nuua, ocpuum-
anbHO BO3rMaBnsAloLLME UCNbITATENBHYIO NNOLAAKY U OTBETCTBEHHbIE 32 NPOBEAEHUE HA HE COOTBETCTBY!IO-
LMX 9TarnoB UCCregoBaHuii cornacHo npuHuunam GLP [1].

3.2.5 cnoHcop (sponsor):; duanyeckoe Unu OPUANYECKOE NULO, KOTOPOE UHULMUPYET UCCNEAO0BaAHUS,
odhopMIIAEeT 3akas, NoAAepXKUBaeT U/Mnu yTBepXaaeT NPoBeAEHUEe HEKNMHUYECKUX UCCNEN0BAHUA U HECET
OTBETCTBEHHOCTb 3@ €ro opraHusauuio u douHaHcuposatue [1].

MpumevyaHne — CnoHcopamm MOryT GbiTh:

- lOpUANYecKoe NNLo, KOTOPOoe MHULMUPYET UCCIe0BaHNS N OKa3biBaeT NOAAEPXKKY B NPOBEAEHUN HEKIMTMHUYECKUX
uccrenoBaHuii B obnacTti 6e3onacHoCTV 340POBLSA YeroBeKa W OKpyXaloLeid cpefbl MyTeM npefocTaBneHust UHaHCco-
BbIX WU APYTUX PecypcoB;

- lopUANYecKoe NUL, KOTOpOoe NPEACTaBIISAET PEryNvpyLoLLeMy opraHy pesynbraTbl HEKITMHUYMECKUX UCCTIe0BaHuiA
B 06nacTu 6e3onacHOCTN 3[0POBbA YerloBeKa U OKpYKatoLLel cpefbl AN NogAepXKKW perncTpauum npogykra Unu apyroro
npuMeHeHus, ansa kotoporo TpebyeTcsa cooTBeTCTBUE NpMHUMNamM GLP.

K topuamn4eckoMy ULy MOTyT OTHOCUTBECS dM3MYeckne ninua, KOMNaHus, Kopnopawwys, accolmaLys, Hay4Hoe Unu
aKkafeMunyeckoe yupexaeHue, rocyfapcTBeHHbI opraH Unv ero opraHusaumoHHas eAnHnuLa, a Takke nobble apyrue opu-
Andeckn naeHTudnympyemole oprael (FOCT 31888).

3.2.6 pykoBogutenb uccnegoBaHua (study director): INluuo, OTBETCTBEHHOE 3a MPOBEAEHUE HEKNU-
HUYECKOro uccnegoBaHus B 00nactTm MEAULMHCKON M 9KONOrMYecKkon 6e30nacHOCTM OT Hadyana 4o koHua [1].

3.2.7 oTBeTCTBEHHbIN UccnegoBartensb (principal investigator): NMuuo, koTopoe, B criyyae npoBeaeHus
uccrneaoBaHUn Ha HECKOMNbKUX MIoLWaakax, 4ENCTBYET OT UMEHU PYKOBOAWUTENS UCCNEAOBaHUS U HECET OT-
BETCTBEHHOCTb 3a NepefaHHble B €ro BeaeHne drasbl UCCNe0BaHuUSA.

MpuMeyaHune — OTBETCTBEHHOMY(bIM) UCCIEA0BATENIO(SIM) HE MOXET ObITb MOMHOCTLIO NepefaHa OTBETCTBEH-
HOCTb PyKOBOAWUTENS UCCIEeA0BaHNA 3a NPOBEAEHNE NCCNeA0BaHUs, MOCKONbKY OHa BKITloYaeT B cebsa yTBepxeHWe nna-
Ha uccrnefoBaHUsA U NOMpaBKK K STOMY MaHy, yTBepXAeHUe 3akioHnTenbHOro oT4eTa U rapaHTK, YTo BCe uccnegoBaHus
COOTBETCTBYIOT NpuHuunam GLP [1].

3.3 HeknuHuyeckune nccnegoBaHMa MeOULIMHCKOM U 9KOTOrMYecKomn 6e3onacHoOCTn

3.3.1 HeKkNMHMYECKOE UCCriegoBaHMe MeOULIMHCKOW M 3Korornyeckomn 6esonacHoctu (non-clinical
health and environmental safety study): SkcnepumeHT unu pag 3KCNepUMEHTOB, COrMacHO KOTOPbIM 00bEeKT
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UCMbITAHWMI NOABEPraloT UCCNEA0BAHUIO B Na00paTOPHbIX, TEMAUYHBLIX UMW NOMNEBbLIX YCNOBUSAX ANSA TOr0, YTO-
Obl NOMYYUTb faHHbIE O CBOMCTBAX 0GbeKTa u/unu ero 6e3onacHOCTM U NPEACTaBUTb UX HA PACCMOTPEHUE
KOHTpONuMpyoLwmM opraHam [1].

3.3.2 nnan uccnepgoanusn (study plan): lokyMeHT, onucbiBatOLMIA LEMNWU U METOAONOIMI0 3KCNEPUMEH-
Ta ANs NpoBeeHUs1 UCCNEA0BaHUSA 1 BKMIOHaoLmin B ceBs BCe BHECEHHbIE B HETO nonpaBku [1].

3.3.3 nonpaBka k nnaHy uccnegoanms (study plan amendment): LieneHanpaBneHHoe nsMeHeHue B
nnaHe uccrnenoBaHus, BHECEHHOE Nocne Havana ero nposeaeHus [1].

3.3.4 oTknoHeHue OT NfniaHa uccneposanmna (study plan deviation): HenpegHamepeHHoe OTKIOHEHME
OT NfiaHa uccnegoBaHUa Nocne Havana ero nposeaeHua [1].

3.3.5 ocHoBHOM nnaH-rpaduk (master schedule): MNpaduk pabor 0606LLAIOLIErO YPOBHSA, BKNIOYAIO-
LM B cebs YKPYNHEHHbIE 3Tanbl U KoYeBble COObITUA, T. €. CBOAKY MH(bOpMaLuK, NO3BOMSIOLLYIO OLIEHUTb
pabouyio Harpy3Ky U UCNOMb3yEMYIO ANA KOHTPONSA NPOBEAEHUA UCCNEA0BaHUI B UCTbITaTENBHOM LieHTpe [1].

3.3.6 nporpamma obecneveHuna kavyectBa (quality assurance programme): MNporpamma paboT, Bbinori-
HAEMbIX HE3aBMCUMbIM OT NpoBeAeHUA uccne,qosal-mﬁ nepcoHanoM U HanpaslneHHbIX Ha obecneyeHue aj-
MUHUCTPaLMEN UCMLITATENBLHOMO LieHTpa CoBNI0AEeHMA NPUHUMMNOB Haanexallein nabopaTtopHoii npakTuku [1].

3.3.7 ctanpapTHble onepaunoHHble npoueaypbl; COl (standard operating procedures; SOPs): Noa-
pPOGHbIE NMUCbMEHHbIE UHCTPYKLMK, CoaepXalumMe onucaHne NpoLeccoB NPOBEAEHUS UCTILITAHUIA UK ApYrow
JeATenbHOCTU, KaK NpaBuno, He NPeACTaBNEeHHbIX AeTanbHO B MilaHax UCCeA0BaHUS UIM PYKOBOACTBAX No
NPOBEAEHUIO UCTILITAHNIA, U NPeAHa3HAYeHHbIe ANA AOCTUXEeHUa eanHoo0pasua nNpu OCyLLECTBIIEHUU Onpe-
JeneHHow aesatenbHocTwm [1].

3.3.8 pata Hayana akcnepumeHnTa (experimental starting date): [lara nonyyeHus nepBbiX 3KCNEPUMEH-
TanbHbIX AaHHbIX [1].

3.3.9 para okoH4YaHuA 3akcnepumenTa (experimental completion date): fara nonyyeHna nocnegHux
3KCNepUMEHTAaNbHLIX AaHHbIX [1].

3.3.10 para Hayana uccneposanua (study initiation date): [lata nognucaHua pykoogutenem uccre-
hoBaHUA nnaHa uccnegoeanua [1].

3.3.11 paTta okoH4yaHuA uccnepnosaHua (study completion date): lata nognucaHua pykoBoautenem
nccneaoBaHnsa 3akmovMTENbHOro oT4yera [1].

3.3.12 nepBuuHbIe AaHHble (uccnengoBaHms) (raw data): OpuruHansl 3anucen U AOKYMEHTOB UCNbI-
TarenbHOro LEHTPA UNKU UX 3aBEPEHHBbIE KOMUK, OTpaXalolme pe3ynbrarbl HabnaeHuin u npoueaypsbl, Npo-
BEAEHHbIE BO Bpemsa uccnegosanus [1].

MpumeyvyaHue — lNepBUYHBIMU AaHHBIMU UccefoBaHUA MOryT 6biTb: doTorpadun, MUKpODUNBMBI, MUKPO-
MNEHKKU, UX KOMUW, JUCKETH U KOMNaKT-AUCKW, paboyne 3anucu, BKIKOYas 3anuci nokasaHuii aBTOMaTU3MPOBaHHbLIX NpU-
60opoB, W Apyrue HOCUTENMU AaHHbIX, KoTopble obecneynBatoT GesonacHoe xpaHeHue MHdopMauun B TeHYeHUe onpegeneH-
Horo nepvoga Bpemenu [1].

3.3.13 kpaTkocpouyHoe uccneanosaHue (short-term study): UccneaosaHue, npoBoagMMOE LLMPOKO pac-
NPOCTPaHEHHbIMI CTAHAAPTHLIMU METOAAMM B TEYEHWUE HENPOAOIMKUTENBHOIO Bpemenu [1].

3.3.14 uccnepoBaHua in vitro (in vitro studies): ViccnegosaHus in vitro aBnAlTCA MccneaoBaHus-
MU, NMPU KOTOPbIX HE UCMOMb3YIOT MHOTOKIIETOUYHbLIE OPraHU3Mbl LIESIMKOM, @ MUKPOOPTraHU3Mbl UMK TKaHMU,
M30MUPOBAaHHbIE OT OpPraHMsMa, unuM UxX MogenupoBaHue ¢ ucnonb3oBaHuem tecr-cuctem MOCT 31886,
pasgen 2.

[MpuMeyvaHune — MHorme ncecrnieqoBaHus in vitro cormacHo onpeaerneHuio, npuseaeHHomy B npuHyunax GLP [1],
KBanMULMpYIOT Kak KpaTKocpouHble. MNpu NnpoBefeHUn AaHHbIX UCCnefoBaHuiA creayeT UCNOoNb3oBaTh ANSA KOHCYNbTa-
umm, no mepe Heobxoaumoctu, FOCT 31886 (cM. pasgen 2), 4To NO3BONUT obnerunTb paboTy pykoBogUTENa nccneaoBa-
HWS U cneumanucToB otaena obecneyeHunsi kadecTsa.

3.3.15 uccnepgoBaHue Ha HeCcKONbKUX nnowaakax (multy-site study): Nop nccneaosaHuem, NPoBoau-
MbIM Ha HECKOMbKMX NnoLlagkax, MoHMMaeTcsa noboe nccnegoBaHue, aranbl KOTOPOro NPOBOAAT Gonee vyem
Ha ogHon nnowaake. Heo6xoAMMOCTb B TaKUX UCCNEA0BAHMAX BO3HMKAET NPU UCNONb30BAHWUKM NNOLAAOK, KO-
TOpbI€ yAaneHbl No reorpacmyeckomy Npu3HaKy, OpraHu3aLuUOHHO OTAENEHbI UNn pasaeneHbl UHLIM 06pasom.
B Takom cny4ae oguH OoTAEN UCCREenoBaTeNbCKOW OpraHM3aummn AeiCTBYET B KAYECTBE UCMNLITATENbHOW NIo-
LIaAKK, B TO BPEMS KaK APYrow OTAEN 3TON e OpraHM3auuy BbiCTYNaeT B KAYECTBE UCNLITATENBHOTO LEHTpa.

3.3.16 Tect-cuctema (test system): Buonornueckas, xummdeckas unu usmyeckas cuctema B oOTaesb-
HOCTM UnM B KOMOMHaLUMK, Ucnonb3yemas B uccrnegosaHusx [1].

3.3.17 TecTupyembiii 06beKT (test item): OObekT, npeacrasnsiowmin cobon npegmMer UCCNeaoBaHuUs

[1].
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3.3.18 obpasewn, (specimen): JTiobon marepuan, B3ATbliA U3 TECT-CUCTEMbI ANSA U3YYEHUA, aHanNu3a unm
XpaHeHus [1].

3.3.19 cTtanpaptHbi o6bekT (o6paseu) (reference item): OBGbekT (0Opaseu), MCNONb3yeMbln Ans
CpaBHEHWA C UCNbITYeMbIM 06 BLEKTOM, UMEIOLLMIA 0pULManbHO (OPUANYECKN) YAOCTOBEPEHHbI cocTas [1].

MpumevyaHuns

1 HonyckaeTcsi N(PUMeHeHUe TEpMUHA KKOHTPOMbHbIAY 06beKT (06pasely) («control itemy).

2 PykoBogsiLne yKasaHus no NpoBeAeHnto ncernefoBaHmii in vitro Bo MHOTUX criy4qasix npeanucsiBatoT Ucnonb3oBa-
HWe COOTBETCTBYIOLLINX 06LEKTOB NONOXUTENLHOrO, OTPULIATENBHOMO KOHTPOMSA U/WMNW KOHTPONS peakTuea (pasbaeutens,
paCTBOpVITeJ'Iﬂ), KOTOpbl€, O4HaKo, He MOTYT CITyXUTb B Ka4eCTBE «CTaHAapTHbIX 06beKkToBY ana KJ'IaCCVI(*WIKaLWIVI OTBETa
TeCT-CUCTeMbl Ha TecTUpyeMblil 06beKT (cormacHo onpedeneHuio B npuHuunax GLP), a ckopee Ans KOHTponsa Hagne-
Xallein xapakrepuctuku Tect-cuctemsl (TOCT 31886). Tak Kak Lienb UCNONb3oBaHUA STUX OGBLEKTOB MONOXWUTENbLHOrO,
oTpULiaTeNbHOro KOHTPOMS U/UAWU KOHTPOIS peakTMBa MOXET ObiTb paccMOTPEHa Kak aHanor Lienu MCronb3oBaHWUs CTaH-
AapTHoro o6bekTa (obpasLia), onpeaereHne NOCNSAHEro MOXET TakKe OXBaTbIBaTb TEPMUHbI «06BEKTHI NONOXWUTENBHOTO,
oTpuLaTenbHOro KOHTPOMA WM KOHTPONS peakTuea» (CM. fanee).

3.3.20 naptusa (batch): OnpegeneHHOe KOMMYECTBO UCMBLITYEMOFO UMM CTaHAAPTHOrO O0GbekTa, nony-
YEHHOEe B TEYEHNE ONpPeAEreHHOro NPOM3BOACTBEHHOIO LiMKna Takum cnocobom, YTo 3TOT OBbEKT UMeET oa-
HopoZaHbI xapakTep [1].

MpnmevyaHune — [lonyckaeTcs NpuMeHeHWe TepMUHa «cepusx» (lot).

3.3.21 HocuTtenb (vehicle): BelecTBo, MCNONb3yemMoe AN CMELUMBaHWUA, AUCNEPrUPOBaHUS UMK pac-
TBOPEHUSt TecTupyemoro nubo CTaHAapTHOro o6bekTa U nossonsiowee obneryntb €ro BBEAEHUE B TECT-
cuctemy [1].

3.3.22 kneTouHble nuHum (cell lines): KneTku, KoTopble NOABEPINNCL FEHETUMECKOMY M3MEHEHUIO ANA
MMMOpPTanu3auun n B pesyrnsrare CnocoBHbI Pa3MHOXATLCA B TeYEHWE ANUTENBHOMO Nnepuoaa in vitro, a Takke
MOrYT PacrnpocTPaHATLCS M NOABEPraTbCA KPMOKOHCepBaLun B kKa4ecTse Aeno3uTos GaHka knetok. Henpe-
pbIBHasi KNETOYHAsA MUHKA, Kak npasuno, 6onee ogHopoaHa, Gonee ctabunbHa u, cnegoBarenbHo, Gonee
penpoayKTUBHA, YeM HEOAHOPOAHAA NONYNAUMA nepBUYHbIX knetok (FTOCT 31886).

3.3.23 nepBuYHbIe knetku (primary cells): Knetku, HeaaBHO U3BJEYEHHbIE U3 XXMBOTHBLIX WU PacTu-
TebHbIX UCTOMHUKOB. HelaBHO U3BNEYEHHbIE NEPBUYHBLIE KIETKM MOFYT GbICTPO NOTEepATb CNOCOGHOCTL K
AN DEPEHLUPOBAHNIO B KYNLTYPE M YAaCTO UMEIOT OrPaHUYEHHBIA CPOK XKU3HU. MepBUYHbIE KYNLTYPLI, U3-
BNEYEHHbIE U3 XXMBOTHbLIX UMK MIOAEN, MOTYT NPeACTaBnsATbL COO0M reTeporeHHbIe NONYNALMU NO OTHOLLEHMUIO,
HanpumMmep, K pasnuumaM B TUNAaXx KNeTok U COCTOSHMIO AuddepeHumaummn B 3aBUCUMOCTH OT UCNONb3yEMbIX
METOAOB OMUCTKU. Kakablih M3ONSIT YHUKANEH, U €0 HEBO3MOXHO BOCNPOU3BECTU B TOYHOCTU. MNepBUYHbIE
KYNbTYpPbl KNETOK 00bIYHO TPEOYIOT KOMNNEKCHLIX MUTATENbHLIX CPeR, AONOMHEHHBLIX CbIBOPOTKON U APYIMMU
KomrnoHeHTamu. CnefosaresnibHO, CUCTEMbI MEPBUYHON KYNbLTYPbLI KNETOK KpaHe CNOXHO CTaHAapTU3nMpoBaTb
(FOCT 31886).

3.3.24 naTteHTOBaHHbIN maTepuan (proprietary material): Marepunan, 3awmeHHbIn 3akOHaMK OT He3a-
KOHHOro UCnonb3oBaHusa (NaTeHT, aBTOPCKOe npaeo, ToBapHble 3Haku) (FTOCT 31886).

3.3.25 oTtpuuarenbHbIn KOHTpONb (control, negative): OtaenbHas 4acTb TECT-CUCTEMbI, 06paboTan-
Has 06bEeKTOM (06pasLoM), B OTHOLLEHUM KOTOPOro U3BECTHO, YTO OTBETHOW peakLuu TeCT-CUCTEMbI HA Hero
He nocneayeT; oTpuLaTenbHbIN KOHTPOSIb CBUAETENLCTBYET O TOM, YTO TECT-CUCTEMA HE BbIAAET OTBETHOW
peakuumn B KOHKPETHbIX ycnosusax aHanusa (TOCT 31886).

3.3.26 nonoxurenbHbIN KOHTPONL (control, positive): OTaenbHas 4acTb TECT-CUCTEMbI, 00paboTaHHan
00bekTom (06pasLom), B OTHOLLEHUM KOTOPOTrO M3BECTHA OTBETHAsA peakLus TeCT-CUCTEMbI; MOSTIOXUTENbHBIN
KOHTPOmNb CBWAETENLCTBYET O TOM, YTO TECT-CUCTEMA BbIAAET OTBETHYIO PEAKLUMIO B KOHKPETHBIX YCIOBUAX
aHanusa (FTOCT 31886).

3.3.27 HeoGOpaboTaHHbIN KOHTponb (control, untreated): OtaenbHas HeoOpaboTaHHAA 4acTb TECT-
CUCTeMbl, KOTOPasA XPaHMTCA B NEPBOHaYarnbHbIX YCMOBUSAX KYyNLTUBUPOBaHUS; HEOOpaGoTaHHbIN KOHTPONb
NnpeaocTaBnsieT UCXOA4HbIE aHHbIE O TECT-CUCTEME B YCIOBUAX NpoBeaeHus aHanusa (FOCT 31886).

3.3.28 koHTponb pacTBopuTtena (control, vehicle): OtaenbHasn 4acTb TECT-CUCTEMbI, K KOTOPOI AoGaB-
neH pacreoputens (pasbaBuTenb, HOCUTENL), NPeAHA3HAYeHHbI ANs onpeaeneHHoro TecTupyemMoro obpas-
ua (06bekTa); KOHTPONb PacTBOPUTENS NPEAOCTAaBNAET CBUAETENLCTBO 06 OTCYTCTBMU BAMUAHUA BbIBpaHHOMO
pacTBOpPUTENS Ha TECT-CUCTEMY B (DAKTMYECKMX YCNOBUAX NpoBeaeHnsa aHanu3a (FTOCT 31886).

3.3.29 tkaHum (tissues): MHOrokneTouHble COBOKYNHOCTU AN hepeHLMPOBaHHbIX KNETOK, XapaKkTepuay-
FOLLMXCA KOHKPETHLIMU PYHKLMAMU, B KAYECTBE KOMMNOHEHTOB opraHnamoB (TOCT 31886).

4
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3.3.30 uccneaoBaHume ex vivo (ex vivo): MNpoBeaeHne 9KCNEPUMEHTOB B XXUBOU TKaHW, NepPeHeCeHHON
M3 OpraHu3ma B UCKYCCTBEHHYIO BHELLHIOIO Cpeay, HanpuMep UCMOMb30BaHWE KMeToK, TKaHen Unu opraHos,
M3BNEYEHHBIX U3 MHTAKTHbIX XXMBOTHbIX, ANS AanbHeWwero aHanum3aa (akcnepumenta) (FTOCT 31886).

3.3.31 renHan TpaHccekuma (gene transfection): Beog vyxepoaHoii cynnemertapHon AHK (oaHoro
reHa UM HeCKONbKO reHoB) B kneTky-xo3simHa (FTOCT 31886).

3.3.32 TpaHcreHHble kneTku (transgenic cells): Knetku, TpaHceKkTMpoBaHHble OAHUM (MUNN HECKOSb-
KUMK) Yy>epodHbIM(bIMK) TeHOM(amu) 1 BCNeACTBME 3TOro obnajaoLlyne XxapakTepuctukammu u yHKLUUAMK,
KOTOpble 0ObIYHO HE NPUCYTCTBYIOT UM NMPUCYTCTBYIOT TOMBKO NMPU HU3KUX YPOBHAX IKCNPECCUn B pOAUTENb-
ckon knetke (FTOCT 31886).

3.3.33 Mukpouunbl (6noumunbl) (Micro-arrays): KOMNNeKcbl MUHUATIOPHBIX XUMUYECKUX PEaKLIMOHHbIX
30H, pacnornoXeHHble B ONpeaerieHHOM NMOPALAKE U HAHECEHHbIE HA TBEPAYIO MaTPULYY, HANPUMED NPEAMETHOE
crekno. AHK-6uounn npeacraenser coboii CPEACTBO CPABHEHUSI 3BECTHBIX U HEU3BECTHLIX 0Opa3uos AHK
Ha OCHOBE MPUHLMNA KOMMMNEMEHTAPHOCTU HYKNEOTUAHBIX OCHOBAHWI U MO3BONSET aBTOMATU3UPOBATL NPO-
Lecc naeHTudukaumum HenssecTHblx oBpasuos OHK ans ucnonb3oBaHus B 30HAUPOBaHUU GMOMOrMYECKOro
obpasua ¢ uernblo onpegeneHna 3KCNpeccumn reHa, mapkepa mogenu ruépuamnsaumm unu HyKneoTuaHoW no-
cneposarensHoctu OHK/PHK (FOCT 31886).

MpumedaHue — [onyckaeTcs NPMMeHEHWE TePMUHE «BUOHMMLIY.

3.3.34 TokcukoreHomuka (toxicogenomics): MiccnegosaHue TOro, Kak reHOMbl pearmpyiotT Ha 9KOnoru-
Yyeckue CTpecc-pakTopbl UMM TOKCUMKAHTbI. Lienb TOKCMKOTEHOMUKN — HaWTW KOPPEnsaLmIo Mexay peakyusmMm
Ha TOKCUKAHTbI N UBMEHEHWUAMM B TEHETUYECKMX NpOopunsax 00 bLEKTOB, NOABEPrHYThIX BO3AENCTBUIO TAKUX TOK-
cukaHTOB. TOKCHKOreHOMMKa coveTaer B cebe HOBble TEXHONOTMM FrEHOMUKM U BuonHgopmaTukn Ans BbiSB-
NEeHNs N XapakTepuCTUKU MEXAHU3MOB AEINCTBUA N3BECTHBIX M NpeanonaraeMbix TOKCUKAHTOB. B HacToAwee
BPEMSI OCHOBHbIMW MHCTPYMEHTaMM TOKCMKOreHoMukn asnsetcsa AHK-mukpouunn (unu JHK-4nn), KoTopblid nc-
Nonb3yoT ANs O4HOBPEMEHHOIO MOHUTOPUHIA YPOBHA 9KCNPECCcUn coteH u Toicay reHoB (FTOCT 31886).

3.3.35 TokcukoMetaboHOoMMKa (toxicometabonomics): KonnuecTtBeHHOE M3MeEpeHuWe 3aBuCSAILLENH OT
BPEMEHM MHOronapaMeTpu4eckon MeTabonmyeckol peakLmm XUBbIX CUCTEM HA NatodU3nMoNorMyeckne CTu-
MYJIbl UMK TEHETUYECKYIO MOAMMUKALMIO NYTEM CUCTEMATUYECKOrO MCCNEaoBaHua coctaBa GUONOrMYeckomn
XKUAKOCTU C NOMOLLbIO SA4EPHOTO MarHMTHOIO pesoHaHca (AMP) u TexHonorum pacnosHaBaHus mogenen ansa
TOro, 4YTOobbl CBA3aTh TOKCUYHOCTbL OpraHa-MULLEHU CO CrnekTpanbHbiMu AMP-moaenamu u naeHtuduumpo-
BaTb HOBbIE CypporaTHele Mapkepbl TokcuyHoctu (FOCT 31886).

3.3.36 TokcukonpoTeomuka (toxicoproteomics): NccnegosaHue Toro, kak obuwas akcnpeccus 6enka
B KIETKE WNWU TKaHU pearupyet Ha SKONOrMyeckne CTpecc-pakTopbl UM TOKCUKaHTLI. Llenb Tokcukonpore-
OMWKM — HaWTW KOPPENALMIO MEXAY TOKCUYECKUMU PEAKLUMAMMU HA TOKCUKAHTBI U MU3MEHEHUSMU B MOJHbIX
nNpounAX KOMNNEeMeHTOB 6enkoB 06LEKTOB, NOABEPrHYTbIX BO3AENCTBUIO Takux TokcukaHToB (TOCT 31886).

3.3.37 TecT-Habop (test kit): FOTOBLIN K MCMONBL30BAHMIO HAOOP, BKMOYAIOLLMIA BCE KOMMNOHEHTbI, He00-
XOAMMbIE AN NPOBEAEHUA aHanu3a, UcnbiTaHusA (TECTUPOBaHUS) unu uccnegosanus (FOCT 31886).

3.3.38 acenTtuveckue ycnoeus (aseptic conditions): Ycnosus, cyllecTByloLuMe U NpeayCMOTPEHHbIe
Ansa pabovei cpeabl, NPW KOTOPbIX MUHUMU3UPYETCA BO3MOXXHOCTb MUKPOGHOO M/MNM BUPYCHOTO 3apaXkeHusi
(FOCT 31886).

3.3.39 nepekpecTHOe 3arpsasHeHue (cross-contamination): 3arpsisHeHue Tectupyemoro o6pasuya (06b-
€KTa) NN TECT-CUCTEMbI APYrMM TecTupyeMbiM 06pasLioM Ui TECT-CUCTEMOIA, KOTOPble BHOCATCS HempeaHa-
MEPEHHO, 3apakaloT TECTUPYEMbII o6pasel unu nospexgatot Tect-cucremy (FTOCT 31886).

3.3.40 KpuMoKoHcepBaLus (cryopreservation): XpaHeHWe KNEeTOK U TKaHel B 3aMOPOXEHHOM COCTOSIHUU
B YCNOBUSX, KOFAa UX Xu3HecnocobHocTb coxpaHsaeTcsa (TOCT 31886).

3.3.41 kpuosuana (cryovial): CneumanbHbli cocya AnNA KpUOKOHcepeauumn. KpuoBuana aomkHa cooT-
BETCTBOBATb TAKUM O0COBbLIM YCIMOBUAM, KaK rePMETUYHOCTb 3aKPbITUSA, AaXe NPU 3KCTPeManbHO HU3KUX TeMne-
patypax u peskux nepenagax remneparyp, BOSHUKLLNX B XoAe 3aMopaxkuaHua u ottamsaHuda (FTOCT 31886).

3.3.42 kputunyeckue asbl (critical phases): MHauBuaAYyanbHble, KOHKPETHLIE BUALI NPOLEayp unu aes-
TEeNbHOCTU B pamMKax UCCNea0BaHUA, OT KOPPEKTHOTO BbINOMHEHUS KOTOPbIX B KPUTUYECKON CTEMEHU 3aBUCAT
Ka4yecTBO, JOCTOBEPHOCTb U HafgeXHOCTb uccneaosanust (FTOCT 31886).

3.3.43 BbicOkonpoussoguTenbHbli ckpuHuHr (high through-put screening): Mcnonb3oBaHne muHua-
TIOPU3NPOBAHHOW POBOTU3MPOBAHHONM TEXHOMOMMMW ANsi CKPUHUHTA KPYMHbIX BUONMOTEK COeaMHEHUI Ha npea-
MET BbISIBMEHUSI N30NMPOBAHHOTO reHa-MULIEeHW, Benka, KNeTku, TKaHW U T. 4., YToBbl BbIOpaTh COEaUHEHUs Ha
OCHOBE KOHKPETHbIX BUAOB aKkTUBHOCTU AN NpoBeAeHuA aanbHenwmx paspaborok (FTOCT 31886).
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3.4 MoHuTopuur coorsetcTteua GLP

3.4.1 moHutopuHr coorBeTcTBuUAa GLP (GLP Compliance Monitoring): MNepuoguyeckoe nHcnekTuposa-
HWE UCMbITATENbHbIX LIEHTPOB U/MNW ayauT UCCNEAOBaHMUI C LieSbio NOATBEPXAEHUS cOONoaeHUs NPUHLMIOB
GLP (FOCT 31879).

3.4.2 nporpamma coorBeTcTBuUsi GLP (HauuoHanbHas) (GLP compliance programme, national):
OnpegeneHHas cxema, YCTaHOBIEHHAA AN MOHUTOPUHIa COOTBETCTBUSA UCMbITATENbHbIX LieHTpoB GLP B
npeaenax cBoen TeppuTopun, NOCPELCTBOM UHCNEKUMIA U ayauToB uccnegoeanusa (FTOCT 31879).

3.4.3 opraH MmoHutopuHra GLP (HaumoHanbHbIN) (GLP monitoring authority, national): OpraH, oTse-
YaloLMi 3a MOHUTOPUHT COOTBETCTBUA UCMbITATENbHOIO LieHTpa GLP B npeaenax ceoewn Tepputopum U 3a Bbl-
NonHeHne apyrux nogoOHbIxX PYHKUMIA, kacaowmxcss GLP, koTopble MOryT 6biTb ONpeaeneHbl Ha HaUMOHanNb-
HOM ypoBHe. CrielyeT OTMETUTb, YTO B CTPaHe MOXET ObITb CO34aHO HECKOMNBKO Takux opraHos (TOCT 31879).

3.4.4 uncnekuma ucnbiTaTenbHoOro LeHTpa (test facility inspection):

Mposepka npoueayp U HOPMaTUBOB Ha MMOLLAAKAX UCNLITATENBHOTO LEHTPa ANS OLEHKU CTENeHUu Co-
oTBeTCTBMA NpuHUMnaMm GLP. B xoge MHCMEKUMn NPOBEPAIOT CTPYKTYPY YNPaBneHWs U onepauuoHHbIe Npo-
Ledypbl MCMbITATENBHOTO LIEHTPA, NPOBOAAT cobeceagoBaHMe C KIOYEBbIM TEXHUYECKMM NEepCOHarnoMm, oue-
HWBAIOT Ka4€CTBO U LIENOCTHOCTb [aHHbIX, NOMYYEHHbIX NCMbITATENbHBIM LIEHTPOM, U NOATOTaBNUBAIOT OTYET
(FOCT 31879).

3.4.5 aygut uccneposanua (study audit): CpasHeHWe NepBUYHBIX AAHHbIX U COOTBETCTBYIOLUMX 3anu-
Ceill C NPOMEXYTOUYHbIM U 3aKNIOYUTENBHLIM OTYETaMU C TeM, YTOObI onpeaenuTb, Obinn N NepBUYHbIE AaH-
Hble TOYHO OTPaXKeHbI B OTYETaXx, ObINo N UCNbITaHUE NPOBEAEHO B COOTBETCTBUU C NNAHOM UCCNEA0BAHUS U
CTaHAapTHLIMKU OnepauMoHHbIMK npoueaypamu, 4ToObl NONYYUTL 4ONOSNHUTENLHYIO UHOPMaUMIO, HE npea-
CTaBMEHHYIO B OTYETE, a TAKKEe YCTAHOBUTBL, ObINKU N UCNONBL30BaHbI B (hOPMUPOBAHMU AAHHBIX HOPMAaTUBBI,
KOTOpble HaHocunu Obl ywep6 ux gocropepHoctun (MOCT 31879).

3.4.6 uncnekTop (inspector): Jiuyo, KoTopoe NPOU3BOAUT UHCNEKTUPOBAHUE UCNLITATENLHOTO LIEHTPA U
ayauTbl UCCNEA0BaHUIA OT UMEHU OpraHa (HaunmoHanbHoro) MmoHuTopudra GLP (FOCT 31879).

3.4.7 cratyc coorBetcTBUA GLP (GLP compliance status): CteneHb COOTBETCTBUA UCMbITATENLHOIO
ueHTpa npuHumnam GLP no oueHke opraHa (HaunoHanbHoro) monutopuira GLP (FOCT 31879).

3.5 KomnbroTepusmpoBaHHble CUCTEMbI

3.5.1 komnbloTepusmpoBaHHas cuctema (computerised system): pynna KOMNOHEHTOB anNNapaTHbIX
CpeaCcTB U CBSAISAHHOrO C HUMU MPOrPaMMHOIO obecneyeHusi, paspaboTaHHble U COOPaHHbIE ANS BLIMONHEHUS
onpeaeneHHon yHKUMK unu rpynnbl pyHkuuin (FOCT 31887).

3.5.2 annapatHoe o6ecneuyenue (hardware): dusnyeckme KOMNOHEHTbI KOMMbIOTEPU3UPOBAHHOW CU-
CTEMbI, BKIMOYAA Kak cam KOMMbIOTEp, Tak U ero nepudepuiiibie KomnoHeHtbl (FTOCT 31887).

3.5.3 nepudhepuiiHbie KOMNOHEeHTHI (peripheral components): Jioboe cBsA3aHHOe C NOMOLLLIO UHTEp-
dheiica 06opyaoOBaHME UK Takue BCMOMOraTenbHble UMK YAANEHHbIE KOMMNOHEHTbI, Kak NPUHTEPbI, MOAEMBI,
TepmuHansl U T. 4. (FOCT 31887).

3.5.4 obwenpusHaHHble TeXHUYECKMUe cTaHaapThl (recognised technical standards): Ctanaaprtbl, pac-
NPOCTPaHEHHbIE HALMOHANbHLIMU UITM MEXAYHAPOAHbLIMU OopraHaMu no craHgaprtusauuu [ISO, International
organization for standartization (MexxayHapoaHas opraHusauusa no crasaaptusauyumn, UCO); IEEE, Institute
of Electrical and Electronics Engineers (MHCTUTYT UH)XXEHEPOB MO SMEKTPOTEXHUKE U aNnekTpoHuke), ANSI,
American National Standards Institute (AMepMKaHCKMI HALUMOHANbHbLIA MHCTUTYT CTAHAApTOB) M T. A.]
(FOCT 31887).

3.5.5 nporpammHoe oGecneueHune — npunoxeHme (software — application): Mporpamma, npuoG-
peTeHHas unu paspaboTaHHas, afanTMPOBAHHAsA MU NPUCNOCOONeHHas K TpebOBaHMAM UCMLITATENbHbIX
LIEHTPOB C Liefbio KOHTPONs npoueccos, cbopa, 06paboTku, NpeACTaBNeHUs AaHHbIX /UMM apXMBUPOBAHUS
(FOCT 31887).

3.5.6 nporpaMmmHoOe obecneyeHne — onepaumMoHHana cuctema (software — operating system): MNpo-
rpaMmMa unm Habop nporpamm, CTaHAapPTHbIX (PYTUHHBIX) MPOrpamMmM M NOANPOrpamMM, KOHTpPonMpylowmx pabo-
Ty KOMMbiOoTEpa. OnepaunoHHas cucTema MOXET NPeAOoCTaBUTb Takue YCNnyru, Kak pacnpeaeneHue pecypcos,
nnaHupoBaHue paboT, ynpasrneHue BBOAOM/BLIBOAOM U ynpaeneHue AaHHbiMu (TOCT 31887).

3.5.7 ucxoaHbin kop (source code): OpurHanbHas KOMMbIOTEPHAA MPOrpamMma, BbIPaXeHHas B Npu-
rogHon Ansi YTEHUs1 YenoBekom hopMme (A3blK NPOrpaMMUpPOBAaHUST), KOTOPYIO HEOOXOAUMO NepeBecTy B Ma-
LUMHOYMUTaEeMYI0 (hopMy, NMpexae YEM OHa MOXET ObITh BbINONHEHA KoMnbioTepom (FTOCT 31887).

3.5.8 npuemMouHble ucnbitaHusa (acceptance testing): BbinONMHEHHOE MO YCTAHOBMEHHOW hopme uc-
nblTaHWE KOMMbIOTEPU3NPOBAHHOW CUCTEMBI B MpeanonaraeMon paboueri cpeae ¢ uensio onpeaenuTb, CooT-
6
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BETCTBYET I OHO BCEM KPUTEPUSAM MPUEMKN UCTILITATENBHOIO LEHTPA, a Takke YCTaHOBUTb NPMEMIEMOCTb
cuctembl 4na skcnnyarauun (FTOCT 31887).

3.5.9 kpuTepuu npuemkn (acceptance criteria): JJOKyMEHTUPOBaHHbLIE KPUTEPUU, KOTOPLIM HEOOXOAUMO
COOTBETCTBOBATH AN YCNELUHOMO 3aBEPLUEHNUSA 9Tana UCMbITAHUA UK ANs BbINONHeHWUs TpeboBaHKUit NocTaB-
kn (TOCT 31887).

3.5.10 komnbloTepHasa 6e3onacHOCTb (computer security): 3awmTa KOMNbIOTEPHOro annaparHoro u
nporpaMMHOro 0BecneyeHns oT Crny4yanHoro UM NPegyMbILLIIEHHOTO A0CTYNA, UCNONb30BaHUA, Moguduka-
LMK, YHUHTOXEHNUA Unn pasrnalwuenns. Tawke 6830NacHOCTb OTHOCUTCS K NEPCOHANY, AaHHbIM, KOMMYHUKaLW-
OHHbIM CBA3AM U (PU3MYECKOW U NOrMYECcKOM 3aluuTe KOMMbIOTEPHbIX MHCTannAuuin (FOCT 31887).

3.5.11 pesepBHoe konupoBaHue (back-up): Mepbl, npeanpuHUMaemMble ANsi BOCCTAHOBNEHUS (haiinoB
[AaHHbIX U nNporpamMMHoOro obecneveHus, AN Bo3oOHOBNEHUA 06paboTKM AaHHBIX UMK ANS UCMONb30BaHUSA
ansTepHaTMBHOIO KOMMbLIOTEPHOro 06opyaoBaHMA Nocne cucTemHoro ¢6os unu asapuu (FTOCT 31887).

3.5.12 koHTpOnb u3amMeHeHun (change control); MoCTOAHHAS OLEHKA M AOKYMEHTMPOBAHME CUCTEMHbIX
ornepauuii 1 U3MEHEHUI C LIENbIO ONPEAENUTb, ABMAETCA MM HeoBX0oaMMbIM MPOLECC Banuaaummu nocne no-
ABMNEHUS B KOMMbIOTEPU3NPOBAHHOW CUCTEME Kakux-nnbo nameHenuin (FTOCT 31887).

3.5.13 Banupauua KOMNbLIOTEPU3MPOBaAHHOW cucTembl (validation of a computerised system): MNoa-
TBEPXIEHWEe TOro, 4YTO KOMMbIOTEPHAsi cucrema noaxoauT ANSA NpesycMOTPeHHOW o6nactu NPUMEHEHUSA
(FOCT 31887).

3.5.14 anexkTpoHHaa nognucb (electronic signature): 3anucb B BUAE MarHUTHbLIX UMMYNbCOB WNN
TpaHcnAuua (KOMNUAALMSA) KOMMbIOTEPHBLIX AaHHbIX N060ro CMMBOMAa UMK NOCNEeA0BaTENbHOCTEN CUMBOSOB,
BbINOMHAEMbIX, 34aNTUPOBAHHbIX UMW aBTOPU3OBAHHbIX ONPEAENEHHbIM NIULIOM B KAYeCTBE SKBUBAneHTa cob-
CTBEHHOPY4YHOM nognucu aaHHoro nuua (FOCT 31887).

MpumMedaHune — [Jonyckaerca npumeHeHWe TepMuHa «digital signature».

3.6 ApxuBbl

3.6.1 apxuB (archive): YcTtaHOBNeHHas 30Ha uUnu nomewleHue (HanpuMep, kKabUHET, KOMHaTa, 3aaHue
UM KOMMbIOTEPU3NPOBaHHAA cuctema) Ans 6e30nacHOro xpaHeHus 3anucei un aaHHbix (FOCT 31882).

3.6.2 nepconan apxua (archive staff): luya, paboraiowme noa pykoOBOACTBOM apxuBapuyca U Hecy-
LUMe OTBETCTBEHHOCTL 32 PYTUHHBLIE ONEPAaLUM MO apXUBUPOBAHUIO.

3.6.3 apxuapuyc (archivist): Jluyo, HasHa4eHHOE agMUHUCTPALMEN UCNBITATENBHOIO LIEHTPA WU UC-
NbITaTENMbLHON NNOLWAAKN U HECYLLe€e OTBETCTBEHHOCTb 3a yrnpaBleHue apxXuBoM, T. €. onepauusiMm 1 npoue-
Aypamu no apxuBUPOBAHUIO.

3.6.4 aneKTpoOHHbIe apxuBbl (electronic archives): MNMoMewleHa n CUCTEMBI, NPEeAHa3HAYEHHbIE ANs
noaaepXXaHus U COXpaHeHUst ANEKTPOHHLIX 3anncelt B COOTBETCTBMM C npuHumnamu GLP.

3.6.5 anekTpoHHan 3anucb (electronic record): Bce ucxogHsie naboparopHblie 3anucu U JOKYMeHTa-
uus, B TOM YUCNE AaHHble, HAaNPAMYIO BBEAEHHbIE B KOMMbIOTEP Yepe3 NpubopHbI MHTepdeic, KoTopble
ABNAOTCA pe3ynsTataMmu OpUrMHasnbHbIX HabNAEHUI U AeATENLHOCTU, NPOBEAEHHBLIX B XOA€ UCCNEA0BaHNS,
1 HeobxoauMbIE ANA PEKOHCTPYKLUMK U OLIEHKM OTYeTa O JaHHOM UCCNEeA0BaHUN.

3.6.6 meTapannbie (metadata): [laHHble, onuckiBatoLme aTpubyThl APYrMX AaHHbIX, Yalle BCero onu-
CbIBAIOLLMX CTPYKTYPY, SNMEMEHTbI AAHHbIX, B3aUMOCBSA3U U ipYrMe XapakTe pUCTUKN 3NEKTPOHHBIX 3anucen.

3.6.7 murpauus gaHHbIx (migration of data): MNepeaaya (nepeHOC) 3NEKTPOHHbLIX AOKYMEHTOB U3 OAHOTO
cdhopmara, HOCUTENS UNU KOMNbIOTEPU3UPOBAHHOW CUCTEMBI B APYTYIO.

3.6.8 Bnapgenew cuctembl (System owner): MeHemxep Unu Ha3Ha4YeHHOE AOMKHOCTHOE NUL0 oTaena,
KOTOpbI(0€) B HaMbonbLUEH CTENEHU B3aMMOAEWCTBYET C CUCTEMON UMK ABAAETCA BNAAENbLEM CUCTEMBI.
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