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BBeaeHue

YCTaHOBMEHHbIE B CTAHAAPTE TEPMUHbI PACTONOXEHbl B CUCTEMAaTM3UPOBAHHOM MOPSAKE, OTpaXKato-
LeM CUCTEMY MOHATMI B 06nacTu Haanexatluen 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 WU3MEHUTL, BBOAA B HUX MPOU3BOJIbHLIE MPU3HAKM, PACKPbIBAs 3HAYEHWUSA UC-
nonb3yemblX B HUIX TEPMUHOB, YKa3biBas 0O0bEKTbI, OTHOCALUMECS K ONpefernieHHOMY NOHATUI0. MI3MeHeHus He
JOMXKHbI HapyLaTh 06beM U coaepXkaHne NOHATUI, ONPeAeneHHbIX B HACTOALLEM CTaHaapTe.

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

MPUHLUMNbI HAIVTEXKALLEN JIABOPATOPHOM NPAKTUKU (GLP)
TepMmuHbl 1 onpegeneHuna

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

Nara BBegeHus — 2016—09—01

1 O6nacTb npumeHeHusi

Hacrosimii ctaHgapT ycTaHaBnNuBaeT TEPMUHBI U ONpeaeneHnst OCHOBHLIX NOHATUN B oBnacTu Haane-
»awen nabopatopHoii npaktuku (Good Laboratory Practice, GLP) npn HeknuHu4eckom uccnegosaHum 6es-
OMacCHOCTU XMMUYECKUX BELLECTB.

TepMUHbI CneayeT yuuTbiBaTh Npu pa3paboTke AOKyMEHTauumn nNo BbiNONHEHNIO GLP-ucnbiTaHui, a Tak-
K& Npu NpoBeAeHUM nHcnekTuposanusa GLP-naGopatopuii u ucnbitatenbHbIX LEHTPOB.

TepMUHbI, YCTAHOBIEHHbIE HACTOSILLUM CTAHAAPTOM, 00si3aTenbHbl ANA NPUMEHEHUSI BO BCEX BUAAX
OOKYMEHTaLuKn 1 nuTepaTypbl N0 Haagnexawen nadoparopHoi npaktuke (GLP), Bxoaswmx B cchepy paboTt no
CTaHZapTM3auum U MCNoNb3yloLMX pe3ynsrarbl 3Tux pabor.

2 HopmatuBHbI€e CCbINKK

B HacTosLeM cTaHaapTe MCNONb30BaHbl HOPMATUBHBIE CCbITKU Ha CIeAyloLme MeXrocyaapCTBEHHbIe
cTaHaaprbl:

FOCT 31879 MpuHuunel Hagnexawen naboparopHon npaktuku (GLP). PykosBoacteo no npoueaypam
MOHUTOpPUHra cooteeTcTeua MNpuHumnam GLP

FOCT 31882 MpuHuunbl Haagnexailen naboparopHou npaktuku (GLP). OpraHusaumsa u KOHTpPOnb ap-
XUBOB

FOCT 31886—2012 MpuHumnbl Haanexawlen naboparopHon npaktuku (GLP). NMpumeHeHue npuHUMNOB
GLP Kk KpaTKOCPOYHbIM MccregoBaHUAM

FOCT 31887 MNpuHumMnbl Hagnexawuen naboparopHoit npaktuku (GLP). Mpumenenue MpuHumnos GLP k
KOMMNbIOTEPU3MPOBAHHLIM CUCTEMAM

FOCT 31888 MpuHumnbl Hagnexalen naboparopHoi npaktuku (GLP). Ponb n obsiaaHHOCTM cnoHcopa
B cooTBETCTBUM C MNpuHumMnamm GLP

MpuMevyaHue — Mpu NONb30OBAHUW HACTOSALYMM CTaHAAPTOM Lenecoobpa3Ho NpoBepUTL AEWCTBUE CChINIOY-
HbIX CTaHAapTOB W KnaccuukaTtopoB Ha oULManbHOM UHTepHET-cailTe MexrocyaapCcTBeHHOro coBeTa No craHAapTu-
3auuu, METPONOrnn U cepTudpmkalm (www.easc.by) unu no ykasarensam HauWoHanNbHLIX CTaHAapTOB, U3faBaeMbiM B
rocyfiapcraax, ykasaHHbIX B MpejucroBuu, KU Ha ouLmanbHeIX caiTax CoOTBETCTBYIOLLUX HaLMOHarNbHLIX OpPraHoB Mo
CTaHfapTusaLun. Ecnv Ha oKyMEHT faHa HelaTUpOBaHHAaA CCbinka, TO cnefyeT UCNonNb3oBaTk 0KYMEHT, AeWCTBYIOLLMIA
Ha TeKyLWA MOMEHT, C Y4eTOM BCEX BHECEHHbIX B HEro U3MeHeHWn. Ecnn 3aMeHeH CChINoYHbIA JOKYMEHT, Ha KOTOpbIi
[laHa AaTupoBaHHaa cchlfika, TO CrefyeT UCMonb3oBaTb yKasaHHY0 BEPCUIO 3TOro foKyMeHTa. Ecnu nocne npuHATUA
HacTosLLero cTaHfapTa B CChINOYHbIA [JOKYMEHT, Ha KOTOpbIA faHa AaTUpOBaHHaA CChifika, BHECEHO U3MEeHeHue, 3aTpa-
rueatoLLiee NONOXeHUe, Ha KOTopoe flaHa CChifka, TO 9TO NONOXEeHUe NpUuMeHAeTca 6e3 yyeTa AaHHOro U3MeHeHua. Ecnu
[OKYMeHT OTMeHeH 6e3 3aMeHbl, TO MONOXeHWe, B KOTOPOM AaHa CChiflka Ha Hero, MPUMEHSIETCS B YacTW, He 3aTparusa-
IOLLEI ITY CChIMKY.

M3paHue odpuumnanbHoe
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3 TepMUHBbI 1 onpeaeneHus

3.1 OOwune noHATUA

3.1.1 npuHuMnbl Hagnexawen nadopaTopHoi npakTukm (principles of good laboratory practice;
GLP): Cuctema obecnedeHuns kayecTsa, MMeIOLLAs OTHOLLUEHWE K MpoLieccaM opraHuM3auum, NiaHupoBaHuUs,
nopsaKy NPOBEAEHUS U KOHTPOIIO UCNLITAHUI B 061aCTU OXpaHbl 340P0BbA YernoBeka u 6e30nacHOCTM OKpy-
KaloLen cpebl, a Takke 0popMIIeHUs, apXMBUPOBaHUA U NPEACTaBNEHNUS Pe3ynbTatoB 3TUX UcnbITaHun [1].

MpumeyvyaHune — MNpuHuunel GLP — 370 Te, koTOpbIE cornacyroTes ¢ NpuHLMnamun Hagnexatlyei naboparopHoi
npaktukn O3CP (TOCT 31879).

3.1.2 opraH perynupoBaHus (regulatory authority): HauMoHanbHbIA OpraH, HECYLLMIA IOPUANYECKYIO OT-
BETCTBEHHOCTb 3@ aCMNeKTbl KOHTPOMA XMMUYECKUX BELLECTB.

3.2 OpraHusaums U nepcoHasn UCnNbITaTeribHbIX LLEHTPOB

3.2.1 ucneiTatenbHbii LeHTP (test facility): PakTuyeckoe MECTO NPOBEAEHMSA HEKITMHUYECKUX UCTIbITA-
HWUI, B KOTOPOM AOJDKHbI ObITb PACMONOXKEHbI KONMEKTUB CNeLuanucToB, NOMELLEHUs u 000pyaOBaHue, He-
o6xoanMble AN UX BbINONHEHWUSA. ECnu ncnbiTaHWe BbINOMHAIOT HA HECKOMBKUX UCTILITATENbHLIX Nowaakax,
a He B OAHOM MECTe, TO No4 TEPMUHOM «MUCTbITATENbHbIA LEHTP» NOHUMAIOT LEHTP, FA€ AOMKHbI ObITb pac-
MONOXEHbl PYKOBOAUTENb UCTLITAHWIA U BCE UCMbITATENbHbIE NNOWAAKK, MO OTAENLHOCTU U BCE BMECTE pac-
cMaTpuBaeMble B Ka4€CTBE UCnbITaTeNbHbIX LEHTPOB [1].

3.2.2 ucnbiTatenbHas nnowanaka (test site): Mecto nposeaeHus onpeaeneHHOro arana uccneaoBaHua
[1].

3.2.3 agmuHucTpauua ucnbiTarenbHoro ueHtpa (test facility management): Jluuo unu nuua, odu-
LUManbHO BO3MMABMSAOLME UCNBITATENbHbIA LEHTP U OTBETCTBEHHbIE 38 OpraHn3aumio u cobniogeHne B Hem
npuHuyunos GLP [1].

3.2.4 agpmuHucTpaumusa ucnbiTatenbHOM nnowaakm (test site management): Nuuyo unu nuua, ocpuum-
anbHO BO3rMaBnAOLLME UCTLITATENLHYIO NNOLWAAKY U OTBETCTBEHHLIE 38 NPOBEAEHNE HA HEN COOTBETCTBYIO-
LMX 9TarnoB UCCregoBaHuii cornacHo npuHumunam GLP [1].

3.2.5 cnoHcop (sponsor):; duanyeckoe Unu OPUANYECKOE NULO, KOTOPOE UHMLMUPYET UCCNEAO0BaHUS,
odhopMMIAEeT 3akas, NogaepXKUBaeT U/unNu yTeepxaaeT NpoBeJeHUe HEeKNUHUIECKUX UCCNENoBaHUA U HECeT
OTBETCTBEHHOCTb 3@ €ro opraHusayuio u douHaHcuposatue [1].

MpumevyaHne — CnoHcopamm MOryT GbiTh:

- lopUANYecKoe 1L, KOTOPOE MHULMUPYET UCCIef0BaHUS U OKa3biBAET NOAAEPXKKY B NPOBEAEHUN HEKITMHUYECKUX
ucenepoBaHWii B obnact 6e30nacHOCTM 340pOBbS YerloBeka W OKpyXatoled cpefbl NyTeM NpesocTaBreHns hMHaHCo-
BbIX UK APYTUX pecypcos;

- lopUANYecKoe NUL, KOTOPOe NPeACTaBNAET perynvpytoLieMy opraHy pesynsraTbl HeKITMHUYECKUX UCCe[0BaHuii
B obrnacTi 6e3onacHoOCTH 300pOBLS YenoBeKa U OKpy»KatoLLeit cpeabl AN NOAAEPXKA perucTpaLyu NPOAYKTa Uim Jipyroro
NpUMeHeHus1, AnA KoToporo TpebyeTcs cooTBeTCTBUE NpUHLMnam GLP.

K ropuamn4eckomy nULly MOryT oTHOCUTECS hU3nYeckue nuua, KoMnaHus, Kopnopayusi, accoLyuanms, HaydHoe unm
aKkafeMuyeckoe ydpexaeHue, rocyaapcTBeHHbI opraH UM ero opraHu3aLMoHHas eauHULa, a Takke rtobble apyrue opu-
Andeckn naeHTndulmpyemele opransl (FOCT 31888).

3.2.6 pykoBogutenb uccnegoanua (study director): Jluuo, OTBETCTBEHHOE 3a MPOBEAEHUE HEKNU-
HWYECKOro uccrnegoBsaHus B 00nacT MeAULIMHCKOW M IKONOrmyeckon 6e3onacHOCTM OT Havana Ao KoHua [1].

3.2.7 oTBeTCTBEHHbIN uccnenosarenb (principal investigator): Jluuo, koTopoe, B cnyyae npoeeaeHus
NccreaoBaHWii Ha HeCKOMbKUX Mnowaakax, AeMCTBYET OT UMEHU PYKOBOAWUTENS UCCNEA0BAHUS U HECET OT-
BETCTBEHHOCTb 3a NepefaHHble B €ro BeageHne dasbl uccnegoBaHus.

MpumedaHune — OTBETCTBEHHOMY(LIM) UCCnefoBaTENtO(IM) He MOXET ObITh NOMHOCTLIO NepefiaHa OTBETCTBEH-
HOCTb pyKOBOAWUTENSA UCCNEA0BaHNSA 3a NPOBEAEHUE UCCIEA0BaHMS, MOCKOIbLKY OHa BKITlo4aeT B cebs yTBepxaeHue nna-
Ha uccrnefoBaHnA U NONpPaBKK K 3TOMY MnaHy, yTBepXAeHune 3aKniounTeNnbHOro oT4eTa U rapaHTum, YTo BCe UCCNefoBaHuN
COOTBETCTBYIOT NpuHUMnaM GLP [1].

3.3 HeknuHuuyeckue uccrie0BaHUA MEAULIMHCKOM M 3KONOrmyeckon 6e3onacHocTu

3.3.1 HeKnNMHUYeckoe uccneaoBaHue MeOQULIMHCKOW M 3Konoruyeckon 6esonacHoctu (non-clinical
health and environmental safety study): SkcnepumeHT unu psg 9KCNEepUMEHTOB, COTTNAacHO KOTOPbIM 00bekT
UCNbITaHUI1 NOABEPraloT UCCNEeAOBaHUIO B NAOOPAaTOPHbIX, TEMMWYHLIX UK MONEBbLIX YCIMOBUAX AN TOrO, YTO-

2
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Obl NONy4UTbL AaHHbIE 0 CBOMCTBaX 00bekTa W/unu ero 6€30NacHOCTM U NPeACTaBUTb UX HA pacCMOTPEHUe
KOHTpONUpYoLLMM opraHam [1].

3.3.2 nnan uccnepgoBanus (study plan): [JokyMeHT, ONUCLIBAIOLLMI LIENN U METOAONOTMUIO SKCMEPUMEH-
Ta Ang NpoBEeAeHUsl NCCNeA0BaHUA 1 BKNOYalowmn B ce6a BCe BHECEHHbIe B HEF0 nonpasku [1].

3.3.3 nonpaBka k nnaHy uccnegosanua (study plan amendment): LieneHanpaBneHHOe U3MeHeHue B
nnaHe uccrnegoBaHus, BHECEHHOE Nocne Havana ero nposeaeHus [1].

3.3.4 orknoHeHue OT NnaHa uccneposanuna (study plan deviation): HenpegHamepeHHOe OTKITOHEHUE
OT MlaHa uccnea0BaHus rnocne Havana ero nposegenuns [1].

3.3.5 ocHoBHOM nnaH-rpaduk (master schedule): Mpacduk pabor 060bLLIAIOLIErO YPOBHSA, BKIIOYa-
IOLWMIA B ce0s YKPYMHEHHbIE 3Tanbl U KNoYeBble CoObITUA, T. €. CBOAKY MHOPMaLMK, NO3BOMNSAIOLLYIO OLe-
HUTb pabouyio Harpy3Ky U UCMONb3yemylo ANSA KOHTPONA NPOBEAEHMA UCCneAOBaHWW B UCMbITATENbLHOM
ueHtpe [1].

3.3.6 nporpamma obecneuyeHuns kavyecrtBa (quality assurance programme): MNporpamMmMa paborT, BbInorn-
HA€MbIX HE3aBUCUMBIM OT NpoBeAeHUA uccne,qosanuﬁ nepcoHanoM 1 HanpaBleHHbIX Ha obecneyeHue aj-
MUWHUCTPaLMEN UCMLITATENBLHOTO LieHTpa CoBnoAeHMA NPUHUMNOB Haanexaluein nabopaTtopHoit npakTuku [1].

3.3.7 ctanpapTHble onepaunoHHble npoueaypbl; COlM (standard operating procedures; SOPs): Noa-
pOGHbIE MMCbMEHHbIE MHCTPYKLMK, CoaepXalumMe onucaHne NnpoueccoB NPOBEAEHUS UCTILITAHNIA UK ApYrow
AeATenNbHOCTU, KaK NpaBuIio, He NPeACTaBNEHHbIX AeTanbHO B NiaHax UCCreaoBaHWSA UMM PyKOBOACTBAX Mo
NpoBeAeHUIO UCMbITAHWIA, U NPeaHa3HaYeHHbIe ANA AOCTUXEeHUA eAUMHO00pa3sna Npu OCYLLECTBIIEHUMU onpe-
JeneHHon aeatenbHocTym [1].

3.3.8 paTta Hayana akcnepumeHTa (experimental starting date): [lata nonyyeHus nepBbiX 3KCNEPUMEH-
TanbHbIX AaHHbIX [1].

3.3.9 pata okoH4YaHuA 3kcnepumeHnTa (experimental completion date): fara nonyyeHma nocnegHux
SKCMNepuMeHTarnbHbIX AaHHbIX [1].

3.3.10 pata Hayana uccnepgoBaHua (study initiation date): [lata noanucaHusa pykooautenem uccne-
[OBaHUA nnaHa uccnegosanmsa [1].

3.3.11 paTta okoH4YaHua uccnepnosaHua (study completion date): lata noagnucanua pykosoautenem
nccneaoBaHNsa 3aknovMTeNnbHOro otyera [1].

3.3.12 nepBuuHbIe AaHHbIe (uccnepoBanms) (raw data): OpuruHanbl 3anMcen U AOKYMEHTOB UCHbI-
TaTenbHOro LEHTPa UNu UX 3aBEPEHHbIE KOMUKM, OTpaXaloLue pe3ynbsrarbl HabnaeHWin u Npoueaypsbl, NpPo-
BEAEHHbIE BO Bpemsa uccnegosanus [1].

MpumevyaHue — lNepBUYHBIMU JaHHLIMW MCCefoBaHUS MOryT 6biTb: dhoTorpacdun, MUKpOPUNbMbl, MUKPO-
MNEHKKU, UX KOMUW, JUCKEThI M KOMNaKT-AUCKU, paboune 3anucu, BKNKOYas 3anmcK nokasaHuii aBTOMaTU3MPOBAHHbLIX NPU-
60opoB, 1 Apyrue HOCUTENU AaHHBIX, KOTopble obecneunBaloT 6esonacHoe xpaHeHue MHopMaUUK B TeHYEHUe onpeaeneH-
Horo nepvoga BpemeHu [1].

3.3.13 kpaTkocpouHoe uccrieaosanue (short-term study): ccneagosaHue, npoBoagUMOE LLMPOKO pac-
NPOCTPaAHEHHLIMM CTAHAAPTHBIMM METOAAMM B TEYEHME HENPOAOIPKUTENLHOTO BpeMeHu [1].

3.3.14 uccnepoBanus in vitro (in vitro studies): ccnegosanus in vifro ABNAOTCA UCCNeA0BaHNAMM,
NPy KOTOPbIX HE UCNOSMb3YIOT MHOTOKINETOYHbIE OPraHU3Mbl LIENIUKOM, 8 MUKPOOPraHn3Mbl UMK TKaHW, U30-
NUPOBAaHHbLIE OT OPraHnU3Ma, unn ux MoAenupoBaHue ¢ ucnonb3osaHuem tecr-cucrem NOCT 31886—2012,
pasgen 2.

[MpuMevyaHune — MHorMe uccrefoBaHus in vitro cornacHo onpefereHuto, npueeaeHHomy B npuHyunax GLP
[1], KBaNUULIMPYIOT Kak KpaTkocpodHble. [pu npoBeaeHN AaHHbIX UccrnefoBaHUi cnefyeT NCnonb3oBaTh ANSA KOHCYMb-
Tauuu, no Mepe HeobxogumocTtu, FOCT 31886—2012 (cM. paspgen 2), 4to no3sBonuT obneruntb paboTty pykosogutens
nccnefoBaHua 1 cneLuanicTos otgena obecnedeHuns Kkavectsa.

3.3.15 uccnegoBaHue Ha HeCcKONbKUX nnowaakax (multy-site study): Noa uccnegosaHuem, NPoBoOAU-
MbIM Ha HECKOMbKMX NnoLjagkax, NoHUMaeTcs noboe nccnegoBaHue, aranbl KOTOPOro NPOBOAAT 6onee Yem
Ha ogHon nnowaake. Heob6xoaMMOCTb B TaKUX UCCNEAOBAHMAX BO3HMKAET NPU UCNOMb30BAHWUM NAOLAAO0K, KO-
TOpbI€ yAaneHbl o reorpacMyeckomy NpU3HaKy, OpraHu3aLuuoOHHO OTAENEHbI UMK pasaeneHbl UHbLIM 06pasoMm.
B Takom cnyyae oguH OTAEN UCCNEAO0BaTEeNbCKOW OpraHU3aummn AeWCTBYET B KAYECTBE UCNLITATENbLHONW MNO-
Laaku1, B TO BPEMS KaK APYyrow OTAEN 3TON Xe opraHM3auuy BbICTYNAaeT B KAYECTBE UCNLITATENBHOTO LUeHTpa.

3.3.16 Tect-cucrema (test system): Buonornueckasn, xumumyeckas unu usmyeckas cuctema B oTaesnb-
HOCTM UIM B KOMOMHAaLMK, UCnonb3yemas B uccnegoBanusax [1].

3.3.17 TecTupyembiii 006beKT (test item): OObekT, npeacrasnsiowmin cobon npegMer UCCneaoBaHus

[1].
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3.3.18 obpasewn, (specimen): JTiobon matepuan, B3ATbliA U3 TECT-CUCTEMbI ANSA U3YYEHUA, aHanNU3a unm
XpaHeHus [1].

3.3.19 cTtanpaptHbi o6bekT (o6paseu) (reference item): ObGbekT (06pasewn), MCNOMb3yeMbln ANs
CpaBHEHWA C UCNbITYeMbIM 06 BLEKTOM, UMEIOLLMIA OpULManbHO (OPUANYECKKN) YOOCTOBEPEHHbIN cocTas [1].

MpumevyaHuns

1 HonyckaeTcsi NpUMeHeHne TEpMUHA KKOHTPOMbHbLIAY 06beKT (06pasely) («control itemy).

2 PykoBogsiLne yKasaHWs No NpoBeAeHnto ncernefoBaHmii in vitro Bo MHOTUX criy4asix npeanucsiBatoT Ucnonb3oBa-
HWe COOTBETCTBYIOLLNX OOLEKTOB MOMOXUTENBHOIO, OTPULIATENBHOrO KOHTPONSA UMK KOHTPONA peakTuea (pa3baButens,
pacTBOPUTENS), KOTOpbLIE, OfHAKO, HE MOTYT CIYXWUTb B Ka4eCTBE «CTaHAapTHLIX OOLEKTOB» A4S KnaccuduKkalmmu oTBeTa
TECT-CUCTeMbI Ha TecTUpyeMmblii 06beKT (cornacHo onpejenenuto B npuHuunax GLP), a ckopee ans KOHTponsi Hagne-
Xallei xapakrepuctuku Tect-cuctemel (TOCT 31886). Tak Kak Lienb UCNONb30BaHUA STUX OBLEKTOB MONOXUTENBLHOrO,
OTpULaTENbHOTO KOHTPONS W/WNU KOHTPOMNSA peakTuBa MOXET BbiTb paccCMOTpeHa Kak aHanor Luenu UCnonb3oBaHus CTaH-
JapTHoro obbekTa (06pasLa), onpeAeneHne NocneaHero MOXeT TakKe OXBaTblBaTb TEPMUHBI «OGBEKTHI NONOXUTESNBHOTO,
OTpMLATENBHOTO KOHTPOMSA U/WUINWN KOHTPONA peakTuBay (CM. Aanee).

3.3.20 naptusa (batch): OnpeaeneHHoe KONMYECTBO UCNLITYEMOrO UAKM CTAaHAAPTHOrO OObEKTa, NOoJy-
YEHHOEe B TEYEHNE ONpPeAEreHHOro NPOM3BOACTBEHHONO LMKNa TakuM cnocoboMm, YTO 3TOT OOLEKT UMEET oa-
HopoZaHbI xapakTep [1].

MpnmevyaHune — [lonyckaeTcs NpUMeHeHWe TepMuHa «cepus» (lot).

3.3.21 HocuTenb (vehicle): BewecTtso, MCNONb3yemoe AN CMELIMBaHWUA, AUCNEPrMPOBaHUS UMK pac-
TBOPEHUSI TECTUPYEMOro nmMbo CTaHaapTHOrO obbekTa U nossonsowee obnerdynTb €ro BBeAeHWe B TeCT-
cuctemy [1].

3.3.22 kneTouHble nuHuum (cell lines): KneTku, KoTopble NOABEPINNCL FEHETUMECKOMY U3MEHEHMIO AN
MMMOpPTanu3auun n B pesyrnbsrare CnocoBHbI Pa3MHOXATLCA B TeYEHWE ANUTENBHONO Nepuoaa in vitro, a Takke
MOTYT PacrnpocTPaHATLCA U NOABEPraTbCA KPMOKOHCEpBaLUun B Ka4ecTse Aeno3uToB GaHka knetok. Henpe-
pbIBHasi KNETOYHAsA MUHKA, Kak npasuno, 6onee ogHopoaHa, 6onee ctabunbHa M, cnegosarenbHo, Gonee
penpoayKTUBHA, YeM HEOAHOPOAHAS NONYNAUMA nepBuYHbIX knetok (FOCT 31886).

3.3.23 nepBuyHbIe knetku (primary cells): Knetku, HeaaBHO U3BJEYEHHbIE U3 XMBOTHBLIX MU PacTu-
TebHbIX UCTOMHUKOB. HelaBHO U3BNEYEHHbIE NEPBUYHBIE KIETKM MOFYT GbICTPO NOTEepATb CNOCOGHOCTL K
AN DEPEHLUPOBAHUIO B KYNLTYPE M YAaCTO UMEIOT OFPaHUYEHHBIA CPOK XKU3HU. MepBUYHbIE KYNBLTYPLI, U3-
BNEYEHHbIE U3 XXMBOTHbLIX UMK MIOAEN, MOTYT NPeACTaBnsATb COOON reTeporeHHbIe NONYNALMKU NO OTHOLLEHUIO,
HanpumMmep, K pasnuumamM B TUNAax KNeTok U COCTOSHMIO AuddepeHumaummn B 3aBUCUMOCTH OT UCNOSNb3yeMbIX
METOA0B OYUCTKU. Kaxkabli M30NSAT YHUKAmNEH, U ero HEBO3MOXHO BOCMPOU3BECTU B TOMHOCTU. MepBUYHbIE
KYNbTYpPbl KNETOK 00bIYHO TPEOYIOT KOMNNEKCHLIX MUTATENbHBIX CPEeR, AONOMHEHHBIX CbIBOPOTKON U APYIMMU
KomrnoHeHTamu. CnegosaresnibHO, CUCTEMbI MEPBUYHON KYNLTYPLI KNETOK KpaHe CNOXHO CTaHAapTU3nMpoBaTb
(FOCT 31886).

3.3.24 naTteHTOBaHHbLIM maTepuan (proprietary material): Marepunan, 3awmweHHbIn 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 006bEeKTOM (06pasLoM), B OTHOLLIEHUM 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 ycrnosusax aHanusa (FOCT 31886).

3.3.26 nonoxuTrenbHbIN KOHTPONL (control, positive): OTaenbHas 4acTb TECT-CUCTEMbI, 00paboTaHHan
00bekTom (06pasLom), B OTHOLLEHUM KOTOPOrO M3BECTHA OTBETHAA peakLus TeCT-CUCTEMbI; MOSTIOXUTENbHbIN
KOHTPOMb 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-
CUCTeMbIl, KOTOPasA XPaHUTCA B NEPBOHAYarnbHbIX YCMOBUSAX KYNLTUBUPOBaHUS; HeOOpaboTaHHbIN KOHTPONMb
npeaocTaBnsaeT UCXOA4HbIE JaHHbIE O TECT-CUCTEME B YCIOBUAX NpoBeaeHus aHanusa (FOCT 31886).

3.3.28 koHTponb pacTBopurtens (control, vehicle): OtaenbHasn 4acTb TECT-CUCTEMBI, K KOTOPOI AoGaB-
neH pacreoputens (pas3baBuTenb, HOCUTENL), NPeAHA3HAYeHHbI Ansl onpeaeneHHoro TecTupyemoro obpas-
ua (06bekTa); KOHTPOMNb PaCTBOPUTENSA NPEAOCTABNAET CBUAETENIbCTBO 00 OTCYTCTBMU BIIMAHUS BbIBPAHHOTO
pacTBOpUTENS Ha TECT-CUCTEMY B (DAKTMYECKMX YCNOBUAX NpoBeaeHnsa aHanu3a (FOCT 31886).

3.3.29 TkaHu (tissues): MHOrokneTouHble COBOKYMHOCTU And)pbepeHUMPOBaHHbIX KIETOK, XapakTepuay-
FOLLMXCA KOHKPETHLIMU PYHKLMAMU, B KAYECTBE KOMMNOHEHTOB opraHnamoB (TOCT 31886).
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3.3.30 uccnepoBsaHue ex vivo (ex vivo): MNposeaeHne 9KCNEPUMEHTOB B XXMBOW TKaHW, NEPEeHEeCEeHHON
U3 OpraHMama B MCKYCCTBEHHYIO BHELLHIOIO CPeAy, HanpuMep UCMONb30BaHWE KNETOK, TKaHeR unu opraHos,
W3BMEYEHHbIX U3 MHTAKTHbIX XXUBOTHbIX, AN AanbHenwero aHanusa (akcnepumenta) (FOCT 31886).

3.3.31 reHHan TpaHcdekuma (gene transfection): Beog vyxepoaHoii cynnemeHTtapHoi AHK (oaHoro
reHa UM HeCKONbKO reHoB) B KneTky-xo3smHa (FOCT 31886).

3.3.32 TpaHcreHHble kneTku (transgenic cells): Knetku, TpaHCheKTUPOBAHHLIE OAHUM (MIIU HECKOSb-
KUMK) Yy>kepoaHbIM(bIMK) TeHOM(amK) 1 BCNeACTBME 9TOro obnajaroLue xapakTepucTukamu u yHKLUAMM,
KoTopble 06bIYHO HE NPUCYTCTBYIOT UMM NPUCYTCTBYIOT TONIbKO NMPU HU3KUX YPOBHSAX KCNPECCUN B POAUTENb-
ckovi knetke (FOCT 31886).

3.3.33 Mukpouunel (6noumnnsbi) (micro-arrays): KOMNNekcsl MUHMATIOPHBIX XUMUYECKUX PEAKLIMOHHBIX
30H, PacnonoXeHHbIe B ONPEeaerieHHOM NOPAAKE U HAHECEHHBIE HA TBEPAYIO MaTPULy, HaNnpUMep NpeaMeTHoe
ctekno. OHK-6uounn npeacraBnser coboii CpeacTBO CpaBHEHUSI U3BECTHLIX U HEU3BECTHbIX o6pasuos AHK
Ha OCHOBE MPUHLMNA KOMMNEMEHTAPHOCTU HYKNEOTUAHBIX OCHOBAHWI U MO3BONSET aBTOMATU3MPOBATL NPO-
LieCC MAEeHTMdUKaLUMM Hen3BeCTHbIX oBpasuos JHK Ans ucnonb3oBaHusi B 30HAUPOBaHUM BGUONOrMYECKOTO
obpasua ¢ uenbio onpegeneHna 3KCNPeccumn reHa, mapkepa mogenu rmépuamsaumum unu HykneoTuaHon no-
cnepoearensHoctu OHK/PHK (FOCT 31886).

MpumedaHue — [JonyckaeTcs NpMMeHEHWe TepMUHA «GUOHUNBIY.

3.3.34 TokcukoreHomuka (toxicogenomics): MiccriegoBaHue TOro, Kak reHoMbl pearupyiotT Ha 3KOnoru-
Yeckue CTpecc-hakToOpbl UMM TOKCUKAHTLI. Lienb TOKCUKOreHOMUKU — HalTU KOPPENSLMIO MEXIy peakuusiMu
Ha TOKCUKAHTbI M UBMEHEHUSAIMU B FeHETUYECKMX NPOUnsix 00bEKTOB, MOABEPIrHYTbIX BO3AEWCTBUIO TAKMX TOK-
CUKaHTOB. TOKCMKOreHOMUKA COYETaeT B cebe HOBble TEXHONMOIUM FTeHOMUKU U BMOMHOPMATUKM NSl BbISIB-
TNEHUsI N XapaKkTepPUCTUKU MEXAHU3MOB AENCTBMSA U3BECTHLIX M NpeAnonaraeMblX TOKCUKAHTOB. B HacTosiLee
BPEMSI OCHOBHbIMW MHCTPYMEHTaMM TOKcukoreHomuku asnsetca AHK-mukpouun (unu JHK-umn), koTopblii uc-
Nonb3ytoT AN5 O4HOBPEMEHHOIO MOHUTOPUHIA YPOBHS 3KCNpeccumn coteH u Toicay reHos (TOCT 31886).

3.3.35 TokcukometaboHOMMKa (toxicometabonomics): KonuuecTBeHHOe u3mepeHue 3aBUCSALLENH OT
BPEMEHM MHOronapamMeTpu4eckor MeTabonuyeckon peakumm XMBbIX CUCTEM HA NaTtou3anonoruieckue CTu-
MYJIbl WM TEHETUYECKYIO MOAMMUKALMIO NYTEM CUCTEMATMYECKOrO UCCIIEA0BaHUA cocTaBa BUONOrMyeckomn
XKNAKOCTW C NOMOLLbIO SA4EPHOTO MarHMTHOIO pesoHaHca (AMP) n TexHonorum pacnosHasaHua mogenen ana
TOro, YTobbl CBA3ATL TOKCUYHOCTb OpraHa-MuULLEHU CO cnekTpanbHbiMu AMP-mogenamu n ugeHtuduumpo-
BaTb HOBbIE CypporaTHele Mapkepbl TokcuyHocTn (TOCT 31886).

3.3.36 TokcukonpoTeomuka (toxicoproteomics): UccneaosaHue toro, kak obuwas akcnpeccus 6enka
B KIETKE WNWU TKaHW pearupyer Ha SKONOrMyeckne CTpecc-hakTopbl UNM TOKCHUKaHTLI. Llenb Tokcukonpore-
OMWKM — HaWTW KOPPENALMIO MEXAY TOKCUYECKUMU PEaKUMAMM HA TOKCUKAHTbI U MU3MEHEHUSIMU B MOJHbIX
nNpounAX KOMNNEeMeHToB 6enkoB 06LEKTOB, NOABEPIrHYTbIX BO3AENCTBUIO TakUX TOKcukaHToB (TOCT 31886).

3.3.37 TecT-Habop (test kit): FOTOBLIN K MCNONbL30BAHMIO HAGOP, BKMIOYAIOLLMI BCE KOMMNOHEHTbI, HE00-
XOAMMbIE AN NPOBEAEHUA aHanu3a, UcnbiTaHus (TecTupoBaHus) unu uccnegosanus (FOCT 31886).

3.3.38 acenTtuveckune ycnoBusa (aseptic conditions): Ycnosus, cywectBylolme n NnpeaycMOTPEHHbIe
Ansa paboveit cpeabl, NPW KOTOPbIX MUHUMU3UPYETCH BO3MOXXHOCTb MUKPOBHOTO M/MNKU BUPYCHOTO 3apaXKeHusi
(FOCT 31886).

3.3.39 nepekpecTHOe 3arpsasHeHue (cross-contamination): 3arpsasHeHue Tectupyemoro obpasua (06nb-
€KTa) UNu TECT-CUCTEMbI APYrUM TECTUPYEMbIM 0OPa3LOM UMM TECT-CUCTEMON, KOTOPLIE BHOCATCA HENpeaHa-
MEPEHHO, 3apaaloT TECTUPYEMbIi o6pasew unu noppexgatot Tect-cucremy (FTOCT 31886).

3.3.40 kpnokoHcepBauuma (Cryopreservation): XpaHeHuUe KNneTok U TKaHeN B 3aMOPOXXEHHOM COCTOSHUN
B YCMOBUAX, KOraa UX XKU3HECnocobHOCTL coxpaHnsieTcs (TOCT 31886).

3.3.41 kpuosuana (cryovial): CneumanbHblii cocya Ana KpUoKoHcepeauumn. Kpuosuana aomkHa coor-
BETCTBOBATb TAKUM OCOBbLIM YCMOBUSIM, KaK repPMETUYHOCTb 3aKPbITUS, AaXe NPU 3KCTPeManbHO HU3KUX TeMe-
paTypax u pe3kux nepenagax remneparyp, BO3HUKLLUX B Xoae 3amopaxusaHusa u ottansaHus (FTOCT 31886).

3.3.42 kputnueckue dasnbi (critical phases): MnanenayanbHbie, KOHKPETHLIE BMAbI NPOLEAYP Unu aes-
TENbHOCTU B pPaMKax UCCNEeAOBaHUs!, OT KOPPEKTHOTO BbINOMHEHUS KOTOPbIX B KPUTUYECKON CTEMNEHN 3aBUCAT
Ka4yecTBO, AOCTOBEPHOCTb U HaaexHoCTb uccnegosanus (FTOCT 31886).

3.3.43 BbIcOKONpousBoauTenbHbI cKpuHUHT (high through-put screening): Mcnonb3oBanne MuHua-
TIOPU3NPOBAHHOW POBOTU3MPOBAHHON TEXHOMNOMMMU ANt CKPUHUHTA KPYMHbIX BUBNMoTek cCoeamHeHuin Ha npea-
MET BbISIBEHUSI U30NUPOBAHHOIO reHa-MULLIeH!, Benka, KNeTku, TKaHu U T. 4., YTobbl BbIOpaTh COeaUHEHUs Ha
OCHOBE KOHKPETHbIX BUAOB aKTUBHOCTU ANsl NpoBeAeHus ganbHenmx paspaboTok (FTOCT 31886).
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3.4 MoHutopuur coorsercTeua GLP

3.4.1 mouuTopuHr coorsetcTBua GLP (GLP Compliance Monitoring): MNepuoauyeckoe nHcnekTmposa-
HWE UCNbITaTENbHbIX LIEHTPOB U/UNKU ayauT UCCNEAO0BaHUIA C LIENbI0 NOATBEPXAEHUSA cobnioaeHust NPUHUMNOB
GLP (FOCT 31879).

3.4.2 nporpamma coorBeTcTBUA GLP (HauwoHanbHana) (GLP compliance programme, national):
OnpeaeneHHasi cxema, YCTAHOBIMEHHAas AfA MOHUTOPUHIA COOTBETCTBUA MCMbITATENbHbIX LieHTpoB GLP B
npeaenax CBoen TeppuTopun, NOCPEACTBOM MHCNEKLUMIN n ayauTos nccneaosanusa (FTOCT 31879).

3.4.3 opran mouutopuHra GLP (HaunoHanbHbin) (GLP monitoring authority, national): OpraH, oTse-
YaoLwmn 3a MOHMTOPUHT COOTBETCTBUA UCNLITATENBHOTO LeHTpa GLP B npeaenax cBoen Tepputopum U 3a Bbl-
nonHeHue apyrmx noaobHbIX pyHKUMIA, kacaowmxca GLP, kotopble MOryT 6biTb OnpeaeneHbl Ha HaUMOHanb-
HOM ypoBHe. CrielyeT OTMETUTb, YTO B CTPaHE MOXET ObITb CO3AAHO HECKONBKO Takux opraHos (TOCT 31879).

3.4.4 uncnekumAa ucnbiTaTenbHOro ueHtpa (test facility inspection):

MpoBepka npoueayp U HOPMaTUBOB HA NAOLLAAKAX UCMLITATENBHOTO LEHTPa ANS OLEHKU CTENeHu Co-
oTBeTcTBMA npuHuMnam GLP. B xoae nHcnekuuin npoBepsaioT CTPYKTYPY YNpaBneHus U onepauuoHHbIe npo-
Lileaypbl UCTILITATENBHOTO LIEHTPa, NPOBOAAT cobeceaoBaHne C KIOYEBbIM TEXHUYECKUM NepCoHanoMm, oue-
HWBAIOT Ka4€CTBO M LIENOCTHOCTb [JaHHbIX, NOMYYEHHbIX NCMNLITATENBbHBIM LIEHTPOM, U NOATOTaBMUBAIOT OTYET
(roCT 31879).

3.4.5 ayout uccnepgosanma (study audit): CpasHeHMe NepPBUYHBIX AAHHbIX U COOTBETCTBYIOLLUMX 3anu-
cell C NPOMEXYTOYHBIM U 3aKITIOYUTENLHLIM OTYETaMU C TeM, YTOObI onpeaenuTb, bl N NepBUYHbIE AaH-
Hble TOYHO OTPaXKeHbI B OTYETAX, ObINO NU UCNLITaHUE NPOBEAEHO B COOTBETCTBUM C NNAHOM UCCNEA0BAHUS U
CTaHAapTHLIMKU OnepaLMoHHBIMKA Npoueaypamu, 4ToObl NONYYUTL AONOSNHUTENLHYIO MHGOPMAaUMIO, HE Npea-
CTaBMEHHYIO B OTYETE, a TAKKE YCTAHOBUTbL, ObINK NN UCNONBL30BaHbI B (POPMMPOBAHNU AAHHBIX HOPMAaTUBBI,
KOTOpble HaHocunu Obl ywepd ux gocrosepHoctu (MTOCT 31879).

3.4.6 uncnekTop (inspector): Jiuyo, KoTopoe NPOU3BOAUT UHCNEKTUPOBAHUE UCNLITATENLHOTO LIEHTPA U
ayauTbl UCCNEA0BAHUIA OT UMEHU OpraHa (HaunmoHanbHoro) moHuTopudra GLP (FOCT 31879).

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

3.5 KomnbroTepusnpoBaHHble CUCTEMbI

3.5.1 komnbloTepusmpoBaHHas cuctema (computerised system): 'pynna KOMNOHEHTOB anNNapaTHbIX
CpeaCTB U CBAAI3AHHOrO C HMMM NPOrPaMMHOIO obecneyeHusi, paspaboTaHHble U COOPaHHbIE ANS BLIMONHEHUS
onpeaeneHHon yHKUMK unu rpynnbl pyHkuuin (FOCT 31887).

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

3.5.3 nepudrepuiiHbie KOMNOHeHTLI (peripheral components): Jioboe cBsA3aHHOe C NOMOLLLIO UHTEp-
deiica 06opyaoBaHue Unu Takue BCMOMOraTenbHble UMK YAANEeHHbIe KOMMNOHEHTbI, Kak NPUHTEPbI, MOAEMBI,
TepmuHanol U T. 4. (FOCT 31887).

3.5.4 o6wenpusHaHHbIe TEXHUYECKMe cTaHaapThl (recognised technical standards): Ctanaaprtbl, pac-
NPOCTPaHEeHHbIe HaUMOHarNbHLIMU UM MEXAYHAPOAHbLIMU OopraHaMu no craHgaprtusauuu [ISO, International
organization for standartization (MexxgyHapoaHas opraHu3auus no crasaaprtusauyum, UCO); IEEE, Institute
of Electrical and Electronics Engineers (MHCTUTYT UH)XXEHEPOB MO 3MEKTPOTEXHUKE U IneKTpoHuke), ANSI,
American National Standards Institute (AMepMKaHCKMI HAUMOHANbHbLIA MHCTUTYT CTAHAApTOB) M T. A.]
(FOCT 31887).

3.5.5 nporpammHoe obGecneueHne — npunoxeHme (software — application): Mporpamma, npuoG-
peTeHHas unu paspaboTaHHasl, afanTMPOBaHHAsA MU NPUCNOCOONeHHas K TpebOBaHMAM UCMLITATENbHbIX
LEHTPOB C Lienbio KOHTpONs npoueccos, coopa, 06paboTku, NpeaACTaBNeHUs AaHHbIX WU apXMBUPOBAHUA
(FoCT 31887).

3.5.6 nporpamMHOe obecneyeHne — onepaumMoHHana cuctema (software — operating system): MNpo-
rpamma unm Habop nNporpaMmm, CTaHAapTHbLIX (PYTUHHBIX) MPOrpamMM M NOANPOrpaMM, KOHTPONMPYIOLLMX pabo-
Ty kOMnbloTepa. OnepaumuoHHas cucTemMa MOXKET NPeAOoCTaBUTb Takue YCNnyru, Kak pacnpeaeneHue pecypcos,
nnaHupoBaHue paboT, ynpasrneHue BBOAOM/BLIBOAOM U ynpasneHue aaHHbiMu (TOCT 31887).

3.5.7 ncxoaubin kop (source code): OpurMHanbHas KOMMbIOTEPHAA MPOrpamMma, BblpaX€HHas B Npu-
rogHon Ans 4TeHusa Yyenosekom dopme (A3blK NPOrpaMMMUpPOBAHUST), KOTOPYIO HEOOXOAUMO NepeBecTy B Ma-
WMHOYMTaeMyio hopMy, Npexae YeM OHa MOXET ObIThb BbiNONHEHa koMnbiotepom (FTOCT 31887).

3.5.8 npuemouHble ucnbiTaunsa (acceptance testing): BbinONMHEHHOE MO YCTAHOBNEHHOW hopme uc-
NbiTaHME KOMNLIOTEPU3UPOBAHHOW CUCTEMBI B NpeanonaraeMon pabouer cpese ¢ uensio onpeaenuTb, CooT-
6
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BETCTBYET NN OHO BCEM KPUTEPUSM MPUEMKM UCMbITATENMBHOTO LIEHTPA, a TakXke YCTaHOBUTb NMPUEMNEMOCTb
cuctembl 4na akcnnyarauumn (FTOCT 31887).

3.5.9 kputepum npuemku (acceptance criteria): JoOkyMeHTMPOBAHHbIE KPUTEPUU, KOTOPBLIM HEOBXOAMMO
COOTBETCTBOBATb A1 YCMELUHOrO 3aBEPLUEHUS dTana UCbITaHUs UNu Ans BbINONHEeHUA TpeboBaHuii NocTas-
ku (TOCT 31887).

3.5.10 koMnblOTEPHAA Ge3onacHOCTb (computer security): 3awmTa KOMMNBLIOTEPHOrO annapaTHoro u
nNporpaMMHOro obecneyeHuss OT Cny4YaHOro UM NPeayMbILLNIEHHOTO 4OCTYNa, UCMONb30BaHUSA, MOAUMUKa-
LMK, YHUNTOXXEHUA UNnu pasrnawerus. Takke 6630nacHOCTb OTHOCUTCS K MEPCOHAany, AaHHbIM, KOMMYHUKALM-
OHHbIM CBA3AM U PUINYECKOW U NIOTMYECKON 3aLLmMTe KOMNbIOTEPHbIX HCTannaumn (FTOCT 31887).

3.5.11 pe3epBHOe KonupoaHue (back-up): Mepbl, npegnpuHumaemble 4NA BOCCTaHOBNEHUS (haiinos
JaHHbIX U NporpamMMHOro obecneveHus, Ana Bo306HOBNEHUss 0O6paboTKM AAHHLIX UMK ANS UCMOSIb30BaHUSA
anbTepHaTUBHOIO KOMMLIOTEPHOro 060pYA0BaHMA NOCNE CUCTEMHOTO ¢boq unu asapun (FTOCT 31887).

3.5.12 koHTpONb n3MeHeHumn (change control): MocToAHHAA OLUEHKA U 4OKYMEHTUPOBAHUE CUCTEMHbIX
onepaumin U U3MEHEHUI C LENbIo ONPeaennTb, ABNSETCA nM HeobXoAUMBIM MPOLIECC Banuaauum nocne no-
SIBNEHUS B KOMNbIOTEPU3UPOBAHHON CUCTEME KaKMX-NnBo nameHenuin (FOCT 31887).

3.5.13 Banupgauma KOMNbLIOTEPU3MPOBAHHOW cucTembl (validation of a computerised system): MNoa-
TBEPXKAEHWE TOr0, YTO KOMMbIOTEPHAs CUCTEMA MOAXOAMT ANA NPEAYCMOTPEHHOW 06racTtu NpUMEHEHUs
(roCT 31887).

3.5.14 anekTpoHHaa noanucb (electronic signature): 3anucb B BMAE MArHWTHbLIX UMMYMLCOB MW
TpaHcnAuma (KOMNUAAUUS) KOMMNbIOTEPHBIX AaHHbIX N060ro CMMBOMA UNKM NOCNEA0BAaTENbHOCTEN CUMBOOB,
BbIMOSIHAEMbIX, a4aNTUPOBAHHbLIX UMM aBTOPU30BAHHbLIX ONPEeAEeneHHbIM MULOM B KQ4ECTBE SKBUBANEHTa coo-
CTBEHHOPYYHON nognucu gaHHoro nuua (FTOCT 31887).

MpumMevaHue — [donyckaetca npuMeHeHne TepmuHa «digital signature».

3.6 ApxuBbl

3.6.1 apxuB (archive): YcraHOBNEeHHasi 30Ha Unu nomeLleHne (Hanpumep, kKabuHET, KOMHaTa, 34aHue
UK KOMMbIOTEPU3NPOBAHHAA cucTema) Ana 6e30nacHoro xpaHeHus 3anucei u aadHoix (FOCT 31882).

3.6.2 nepcoHan apxuBa (archive staff): Jluya, paboratowme noa pykoBoagCTBOM apxuBapuyca U Hecy-
LLMe OTBETCTBEHHOCTb 3@ PYTUHHbIE OnepaLuu No apXuBUPOBaHUIO.

3.6.3 apxuBapuyc (archivist): Jlnuo, HasHa4eHHOe agMUHUCTPaUMEN UCTLITATENLHOMO LEHTPA UMM UC-
NbITaTeNbHOW NNOLWAAKN U HECYLLIEe OTBETCTBEHHOCTL 3a yNpasneHne apxmeoMm, T. €. onepayuaMu 1 npote-
aypamMu no apxuBuUpoOBaHUIO.

3.6.4 anekTpoHHble apxuBbl (electronic archives): MNomelleHUs n CUCTEMbI, NpegHa3HaYeHHbIE AN
noaaepXaHusa n COXpaHeHUs NEKTPOHHbIX 3anMCei B COOTBETCTBMM C NpuHuunamm GLP.

3.6.5 anekTpoHHaA 3anucb (electronic record): Bce ncxoaHblie naboparopHble 3anucn U AOKYMEHTa-
uMs, B TOM YUCNE AAHHLIE, HAMPSIMYIO BBEAEHHbLIE B KOMMbIOTEP Yepe3 NPUOOpPHBIA MHTEPAENC, KOTOPbIE
ABNAOTCA pe3ynsrataMmn OpUrMHasnbHbIX HabMOAEHUA U LeATENLHOCTU, NPOBEAEHHBIX B XOA4€ UCCNEA0BaHUS,
1 HeobxoAUMbIE ANA PEKOHCTPYKLMKU U OLIEHKM OTYETA O AAaHHOM UCCNEea0BaHUMN.

3.6.6 MmeTagaHHble (metadata): JaHHble, onuckiBatowwme atpubyThl APYrMX AaHHLIX, Yalle BCero onu-
CbIBaOLNX CTPYKTYPY, ANEMEHTbI AAaHHbIX, B3aUMOCBA3N U APYrne XapakTepUCTUKN INEKTPOHHbIX 3anucen.

3.6.7 murpaumua gaHHbix (migration of data): Nepeaayva (nepeHOC) aNeKTPOHHbIX 4OKYMEHTOB U3 OAHOTO
dopmata, HOCUTENA UMM KOMNbIOTEPU3UPOBAHHON CUCTEMbI B APYTYIO.

3.6.8 Bnageneu cuctemsbl (System owner): MeHeaxep unum HasHa4eHHOE JOSMKHOCTHOE NULIO oTAEena,
KOTOpbI(0€e) B HanbonbLUeli CTeneHn B3auMOAeNCTBYET C CUCTEMON UMK SABNSAETCS BragenbLeM CUCTEMbI.



FOCT 33647—2015

AndgaBuUTHBLIN yKa3aTeflb TEPMMHOB Ha PYCCKOM si3blKe

aAMUHUCTpPAaLIMA UCNbITATENbLHOIO LeHTpa 3.23
aAMUHUCTPAaLNA UCNbITaTeNbHON NNOLWaaKu 3.24
apxuB 3.6.1
apxuBapuyc 3.6.3
apXUBbl ANEeKTPOHHbIe 3.6.4
ayauT uccrnegoBaHus 345
6e3onacHOCTb KOMMbIOTEpHas 3.5.10
6uoumnnbl 3.3.33
Banugauusa KOMNbOTEPU3UPOBaHHON CUCTEMbI 3.5.13
Bragerney, CUCTeMbl 3.6.8
AaHHble (uccneaoBaHUA) NnepBUYHBIE 3.3.12
[aTta Havyana uccrieqoBaHus 3.3.10
[aTa OKOHYaHusA uccneaoBaHUs 3.3.11
Aara Hauana aKkcnepumMeHTa 3.3.8
JaTa OKOHYaHUA IKCNepUMEHTa 3.39
3arpsi3HeHue nepeKkpecTHoe 3.3.39
3anucb aNeKTPOHHas 3.6.5
MHCNEeKTop 3.46
MHCMNEeKLUUA UCNbITaTeNbHOro LeHTpa 344
MCNbITaHUS NPUEeMOYHbIe 3.5.8
uccrnepoBaTenb OTBETCTBEHHbIN 3.2.7
uccrnenoBaHue ex vivo 3.3.30
uccrnegoBaHUe KpaTKOCPOUYHoOe 3.3.13
nccrnegoBaHue MegULIMHCKOW U SKonornyeckomn 6e30nacHOCTU HeKNMMHUYecKoe 3.3.1
uccrnegoBaHUA Ha HECKONBbKUX NMoLwjagkax 3.3.15
nccnenoBaHua in vitro 3.3.14
KNEeTKN nepBUYHbIE 3.3.23
KNEeTKN TpaHCreHHble 3.3.32
Koa UCXOOHbIN 3.5.7
KOMMNOHEeHTbI nepudepuitHble 3.5.3
KOHTPOMb U3MEHEHUI 3.5.12
KOHTpOINb HeoBpaboTaHHbIN 3.3.27
KOHTpPONb OTpULaTeNbHbINA 3.3.25
KOHTPOMb NONOXUTENbHbIN 3.3.26
KOHTpONb pacTBOpUTEnA 3.3.28
KonupoBaHue pesepBHoe 3.5.11



KpuoBmnana
KpUOKOHCcepBaLus

KpUTEpUU NpUeMKmn

JINHUKN KNETOYHbIe

MaTtepuan naTeHTOBaHHbIN

MeTagaHHble

MUrpaums AaHHbIX

MUKpOUMnNbI

MOHUTOPUHT cooTBeTCcTBUA GLP

HocuTenb

obecneyeHune annapaTHoe

obecneyeHne nporpaMMHoe — onepaLnoHHasa cucTema
obecneyeHne nporpaMMHoOe — MpUNoXKeHne
ob6pasen

ob6bekT (o6pasel) cTaHAAPTHLIN

O6BbeKT TecCTUpyeMbli

opraH MoHutopudra GLP

opraH MoHuTopuHra GLP HauuoHanbHbI
opraH perynupoBaHus

OTKIOHEeHMWe OT NnaHa uccreaoBaHus

naprtus

nepcoHan apxusa

nnaH uccnegoBaHus

nnaH-rpacmk oCHOBHOW

nnowagka ucnboiTatenbHas

noanuchb aNeKTpoHHasn

nonpaska K nnaHy uccrneaoBaHus

NPUHLUMNBI Hagnexallen naGopaTtopHoi NpakTUKK
nporpamma obecnevyeHus Kayectea
nporpamma coorBetcTBust GLP

nporpamma coorBetcTBuA GLP HaunoHanbHaa
npouenypbl CTaHAAPTHbIE ONepaLuoHHble
pykoBoauTenb uccrnefoBaHua

cucTeMa KOMMbIOTepu3npoBaHHas

CKPUHHUWHI BbICOKONpPON3BOAUTENbHbIN

con

CMOHCOp

FOCT 33647—2015

3.3.41
3.3.40
3.5.9
3.3.22
3.3.24
3.6.6
3.6.7
3.3.33
3.4.1
3.3.21
3.56.2
3.5.6
3.56.5
3.3.18
3.3.19
3.3.17
3.43
3.4.3
3.1.2
3.34
3.3.20
3.6.2
3.3.2
3.35
3.22
3.5.14
3.3.3
3.1.1
3.3.6
3.4.2
3.4.2
3.3.7
3.26
3.5.1
3.3.43
3.3.7
3.25



rOCT 33647—2015

CTaHgapTbl TEXHUYECKue oblenpusHaHHble
cratyc coorBeTrcTBUA GLP
TecT-cucrtemMa

TecT-Habop

TKaHU

TOKCUKOr€HOMMKA
TOKCUKOMeTaboHOMMUKa
TOKCUKOMPOTeOMUKa
TpaHcdeKuua reHHas
ycnoBuA acenTuveckue
c¢asbl KpuTUYECKHNe

LUeHTpP ucnbitatenbH bl

10

3.5.4

3.4.7

3.3.16
3.3.37
3.3.29
3.3.34
3.3.35
3.3.36
3.3.31
3.3.38
3.3.42
3.2.1



acceptance criteria
acceptance testing
archive

archive staff
archivist

aseptic conditions
back-up

batch

cell lines

change control
control, negative
control, positive
control, untreated
control, vehicle
computer security
computerised system
critical phases
cross-contamination
cryopreservation
cryovial

electronic archives
electronic record

electronic signature

AndaBUTHbLIN yKa3aTenb TEPMUHOB Ha aHITIMIUCKOM A3bIKe

experimental completion date

experimental starting date

ex vivo

gene transfection

GLP Compliance Monitoring

GLP monitoring authority, national

GLP compliance programme, national

GLP compliance status

hardware

high through-put screening

inspector
in vitro studies

master schedule

rOCT 33647—2015

3.5.9
3.5.8
3.6.1
3.6.2
3.6.3
3.3.38
3.5.11
3.3.20
3.3.22
3.56.12
3.3.25
3.3.26
3.3.27
3.3.28
3.5.10
3.5.1
3.3.42
3.3.39
3.3.40
3.3.41
3.6.4
3.6.5
3.5.14
3.3.9
3.3.8
3.3.30
3.3.31
3.4.1
3.4.3
3.4.2
3.4.7
3562
3.3.43
3.4.6
3.3.14
3.3.5

1



FOCT 33647—2015

metadata 3.6.6
micro-arrays 3.3.33
migration of data 3.6.7
multy-site study 3.3.15
non-clinical health and environmental safety study 3.3.1
peripheral components 353
primary cells 3.3.23
principal investigator 3.27
principles of good laboratory practice (GLP) 3.1.1
proprietary material 3.3.24
quality assurance programme 3.36
raw data 3.3.12
recognised technical standards) 354
reference item, «control item» 3.3.19
regulatory authority 3.1.2
short-term study 3.3.13
software — application 355
software — operating system 3.56
source code 357
specimen 3.3.18
sponsor 325
standard operating procedures; SOPs 3.3.7
study audit 345
study initiation date 3.3.10
study completion date 3.3.11
study director 3.26
study initiation date 3.3.10
study plan 332
study plan amendment 3.3.3
study plan deviation 3.34
system owner 3.6.8
test facility 3.2.1
test facility inspection 3.4.4
test facility management 323
test item 3.3.17
test kit 3.3.37

12



FOCT 33647—2015

test site 322

test site management 324

test system 3.3.16
tissue 3.3.29
toxicogenomics 3.3.34
toxicometabonomics 3.3.35
toxicoproteomics 3.3.36
transgenic cells 3.3.32
validation of a computerised system 3.5.13
vehicle 3.3.21

13



rOCT 33647—2015

Bubnuorpadgua

[1] TOCT P 53434—2009 «MpuHUMNLI Hagnexallen naGopaTopHoOi NpPaKTUKK»
OECD series on principles of Good Laboratory Practice and compliance monitoring, Number 1,
ENV/MC/CHEM(98)17. «Principles on Good Laboratory Practice»



FOCT 33647—2015

YK 615/504.05/004.9:006.354 MKC 19.020

Knouesble cnoBa: npuHUMNbLI Hagnexawlen naboparopHon npaktuku, GLP, Good Laboratory Practice, Tep-
MUHbI, ONpeaeneHuns, NOHATUS

15



Pepaxtop /1.C. Sumunoea
TexHuuyeckuit pegaktop B.H. [pycakosa
KoppekTop M.C. Kabawiosa
KomneloTepHaa BepcTka E.A. KoHdpauwiogoli

CaaHo B Habop 10.04.2019. MoanucaHo B nevaTb 06.05.2019. dopmat 60x84%. MapHuTypa Apuman.
Yen. ney. n. 2,32. Yy.-u3g. n. 1,70.

MoaroToBneHo Ha ocHoBe 3]'IeKTp0HHOI7I Bepcuu, I'Ipe,D,OCTaBJ'IeHHOI;I pa3p360T‘-WIKOM CTaHAapTa

CosgaHo B eAUHNYHOM ncnonHeHun so ®Iryr « CTAHOAPTUHOOPM»
Ans KomnnekToBaHusa GegeparbHoro MHGOpPMaLMOHHOMO hoHAa CTaH4apToB,

117418 MockBa, HaxvmoBckuii np-T, 4. 31, k. 2.
www.gostinfo.ru  info@gostinfo.ru


https://www.mosexp.ru#
https://www.mosexp.ru# 
https://files.stroyinf.ru/Index2/1/4293757/4293757444.htm

