MEXXTOCYLAPCTBEHHbIV COBET MO CTAHOAPTU3ALNU, METPOIOTUN U CEPTU®UKALIUN
(MrC)

INTERSTATE COUNCIL FOR STANDARDIZATION, METROLOGY AND CERTIFICATION
(ISC)

rOCT
31891
2012

MEXITOCYAOAPCTBEHHbBIN
CTAHAOAPT

NPUHLUMMbI HAONEXKALLEW
NABOPATOPHOW MPAKTUKUN (GLP)

[MpumeHeHue lNMpuHymnos GLP
K nccrnefoBaHusaM in vitro

N3paHne odpuumnanbHoe

Wbl w
Crwuni»cpolm
202*


https://www.stroyinf.ru/russian-certificate-1492.html

FOCT 31891—2012

Mpepgncnosue

Lienn, ocHOBHble NPUHLMMbI 1 06LMe NpaBuia NpoBeAeHNs PaboT MO MeXrocyJapCTBEHHOW cTaHgap-
Tnsauum yctaHosneHol FOCT 1.0 «MexrocygapcTBeHHass cuctema ctaHgapTusaunm. OCHOBHbIE NOSIOXEHUS»
n FOCT 1.2 «MexrocypapcTBeHHas cucrema ctaHgaptusaunn. CtaHaapTbl MeXrocygapCcTBeHHble, npasuna
N pekoMeHZauum no MexrocyfapcTBeHHOW cTaHAapTusauuun. MpaBuia pa3paboTkn, NPUHATUSA, OOHOB/IEHUS
M OTMEHbI»

CBepgeHUst o cTaHgapTe

1 NOArOTOBJ/IEH ®epepasibHbIM rOCYAapCTBEHHbIM YHUTapHbIM MpeanpusaTuem «Bcepoccuickunii
Hay4HO-uccnepoBaTenbCKUA LeHTp cTaHdapTusauun, nHgopmaumm n cepTudukaumm cbipbs, Matepuanos
n BewecTB» (Pryn «BHULCMB»); TexHUMYECKMM KOMUTETOM MO cTaHdapTtm3aumm TK 339 «be3onacHoCTb
CbIpbsi, MaTepuasios 1 BeWecTB» PefepasibHOro areHTCTBa Mo TEXHUYECKOMY PerysimpoBaHuIo 1 METPOJSIOrUK;
MexrocyapCTBeHHbIM TEXHUYECKMM KOMUTETOM Mo cTaHgapTusauun TK 339 «be3onacHoCTb CbIpbs, maTe-
puasioB 1 BeLECTB» HA OCHOBE COGCTBEHHOIO NepeBOAa Ha PYCCKUIA A3bIK aHI/TOA3bIYHON BEPCUN LOKYMEHTA,
yKa3aHHOro B MyHKTe 5

2 BHECEH ®epgepa/ibHbIM areHTCTBOM MO TEXHUYECKOMY PEeryimpoBaHuIO N MeTposiormm

3 MPUHAT MexrocygapCTBeHHbIM COBETOM MO CTaHAapTuM3auuu, MeTposiormm u ceptudukaumn
(npoToko oT 9 HosA6pA 2012 . N53-1M)

3a NpuHATME NPOros1I0CoBasIN:

KpaTKoe HanmeHoBaHuWe cTpaHbl KOA cTpaHbl no Coxpau.\eHHoe HanMmeHOoBaHWe HauuoHanbHOTO
no MK (MCO 3166)004-97 MK(WCO 3166)004--97 opraHa no ctaHgaprtusauunun

ApmeHus AM MwuH3aKoHOMUKM Pecny6nvkun ApmeHns

Benapycb BY locctanpgapT Pecnybnukm benapycb

Kuprusums KG KbipreisctaHgapt

Mongosa MD Mongosa-CrtaHgapt

Poccus RU Poccranpapt

TaKukmctaH TJ TagxukctaHgapt

4 Mpukaszom PefepasibHOro areHTCTBa Mo TEXHNYECKOMY PerysimpoBaHuIo U MeTPOsIornn oT 27 gexkabps
2012 r. Ne 2154-cT mexrocyfapcTBeHHblli ctaHgapT FTOCT 31891—2012 BBefeH B flelicTBME B kayecTBe Ha-
LMoOHanbHoOro ctaHgapta Poccuiickon ®egepaunn ¢ 1 aHBapsa 2013 1.

5 Hacrtoswuii cTaHgapT MAeHTUYeH MexayHapoAHoMy AokymMeHTy OECD series on Principles of Good
Laboratory Practice and Compliance Monitoring — No 14 — Advisory document of the working group on Good
Laboratory Practice. The application of the Principles of GLP to in vitro studies:2004 (PekomeHaaTebHbI [,0-
KyMeHT Paboueii rpynnel N0 Hagnexalein nabopatopHoi npakTuke. NpumeHeHne MpUHLMNOB Haanexallemn
nabopaTOpHON NPaKTUKN K UccregoBaHuaM in vitro:2004. bh 14 n3 cepumn aokymeHToB OpraHmsaunm 3KoHO-
MMNYEeCKOro coTpygHumyecTsa v pa3sutna (O3CP) o NpuHuymnax GLP n MoHUTOpuHre cootBeTcTBus). Mpn aTtom
BCe pa3fiesibl MOMHOCTLIO UAEHTUYHbI, @ TEPMUHbLI U ONpeaesnieHns N3 MPUIoXKeHNa fnepeHeceHbl B pasaen
«TepMUHbI 1 ONpeaeneHns».

MexayHapoaHbIi 4OKYMeHT pa3paboTaH Pa6oueit rpynnoii O9CP no GLP.

HanmeHoBaHMe HacTosAlWero ctaHgapta U3MeHeHO OTHOCUTE/IbHO HauMeHOBaHUsS YKa3aHHOro Mexay-
HapoAHOro AOoKyMeHTa ANsa npuBedeHns B cooTBeTcTBue ¢ FOCT 1.5 (nogpasgen 3.6)

6 BBEAEH BIMEPBbIE

7 NEPEW3OAHWNE. Maii 2020 r.
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MNHdopmaums o BBefeHUM B feiicTBMe (MpekpalieHnmn AelicTBUA) HaCTOsLLero craHgapTa v nsme-
HEHWUI K HEMY Ha TeppuTOpuM yKa3aHHbIX Bbllle rocyapcTBs My6nankyeTCs B yka3aTesisiX HalnoHa/bHbIX
cTaHAapTOB, M3faBaeMbIX B 3 TUX FrocygapcTBax, a TaKke B CceTu IHTepHeT Ha caiiTax cCooTBeTCTBY-
IOLNX HaUMOHa/IbHbIX OpraHoB No cTaHAap Tu3auuun.

B cnyvyae nepecMoTpa, U3MEHEHUS NN OTMEHbI HACTOSILLEr0 CTaHgapTa CooOTBeTCTBYOLWasa UH-
dopmauma 6ygeT ony6imkoBaHa Ha odMUManbHOM MHTepHeT-caliTe MexrocyjapcTBEHHOro coseTa Mo
cTaHgapTusaunum, MeTposiorum n cepTudukaymmn B KaTanore «MexrocygapcTBeHHble CTaHgapThbi»

© CrtaHpapTuHdopM. odhopmieHne, 2013, 2020

B Poccuiickoii ®eaepaunmn HacTOsILLMIA cTaHAaPT He MOXET 6biTb MOJSIHOCTLIO
WM 4aCTUYHO BOCMPOM3BEAEH, TUPaXMPOBaH U pacnpocTpaHeH B KayecTBe ou-
uManbHoro usfaHus 6e3 paspelleHvs defepasibHOr0 areHTCTBa Mo TEXHUYECKOMY
perynMpoBaHnio 1 MeTposiorim
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BeBepeHne

MockonbKy nNpeanpuHUMAalOTCA YCUAINSA MO YMEHbLUEHUIO MCMNOMb30BaHUA XMBOTHbLIX MPU NpoBeAeHUN
MCNbITaHUA 6e30MaCHOCTU XMMUYECKUX BeLLeCTB, MeToAbl in Vitro npnobpeTtaloT 6051ee 3Ha4YUTe IbHYO Po/b
KaK anbTepHaTvBa Uin BCoMoratesibHoe CpeAcTBO UCTbITaHWii 6e3onacHOCTH in vivo. MporHosnpyemoe pas-
BUTME B 061aCTN TOKCUKOTEHOMUKMN, TOKCUKONPOTEOMUKN. TOXCUKOMOTABOHOMUKN. a Takke B 06/1acTn passiny-
HbIX METOZI0B BbICOKOMNPOU3BOAUTE/IbHOTO CKPUHUHIA, Kak npegnosaraeTcs, yBeNIMUnT BXXHOCTb NPUMEHEHNS
MeTOA0/10rniA ucnbiTaHWii 6e3onacHOCTM in vitro 3a Nnpegenamu nx TPaANLMOHHOTO MCMO/b30BaHNS B Ka4ecTBe
TecT-cucTemM B 06/1aCTV TECTUPOBAaHUSA FeHeTUYECKOM TOKCUYHOCTU. B cBA3M ¢ aTum Pabouas rpynna O3CP
no MpuHuunam Hagnexawelh nabopaTtopHoi NpakTnkn (GLP) cumTaeT uenecoobpasHbiM gasibHellwyo pas-
paboTKy crneLmasibHOro PyKoBOACTBA, UMEIOLLEero OTHOLWEeHME K NPUMEHEHUIO 1 NHTepnpeTauun MpuHUMNoOB
GLP OpraHusaunn sKOHOMUYeCKoro coTpygHuyectsa u passutunsa (O9CP) [1] k uccnegosaHusm in vitro.

Pabouas rpynna cosgana LenesByro rpynny nof pykosoactsom LUselilapum, nepBoe 3acefaHne KOTOPOW
cocTosiniock B bepHe (Bern) ¢ 12 no 13 ceBpans 2004 r. B ueneByto rpynny BXoAuau uneHbl Paboueli rpyn-
Nbl NN 3KCNEPTbl NO MPOBEAEHUIO UCNbITaHWN in Vitro, BbIABUHYTbIE NpeACTaBUTENAMU CNeayoLmnx cTpaH
1 opraHusauuin: Benbrun. ®paHuuun. Fepmadnn. AnoHunn. Hugepnangos. Lseiiyapun. CLUA v EBponenickoin
KOMUCCUN.

MpPOEeKT KOHCYNbTATUBHOIO AOKYMEHTa, pa3paboTaHHbIi LeneBoli rpynnoii, 6bl1 pacCMOTPEH, A0MNO/HEH
1 oaobpeH paboueli rpynmnoii Ha 18-m coBelwaHun B mae 2004 r. B cBoto ovepeab, Ha 37-M COBMECTHOM CO-
BelaHnn KomuTteTa no XMMMYeCcKMM BelllecTBam 1 Pabouel rpynmnbi Mo XMMUYECKUM BellecTBaMm, nectuyngam
1 BMOTEXHOMOTNN [OKYMEHT 6bI/1 0406PEH N PEKOMEHA0BAH K CHATUIO CEKPETHOCTU MOJA 3rnaoii reHepasibHOro
cekpeTtaps.
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M E X O CY O APUCTBETUHTH b 1 C T A HOOAPT

NPUHLMUMBI HALNEXALLEVW NABOPATOPHOM MPAKTUKU (GLP)

MpumeHeHune MpuHynnos GLP k nuccnegosaHusam in vitro

Principles of Good Laboratory Practice (GLP).
The application of the Principles of GLP to in vitro studies

fata BBegeHns — 2013—01—01

1 O6nacTb NpUMeHeHUsA

HacToawmii ctaHgapT pacnpocTpaHsaeTcs Ha npumeHeHwe lMpUHUMNOB Haafnexaler nabopatopHoi
npaktnkn (GLP) [1] B nccnegoBaHumsax in vitro, NpoBOoAUMbIX B paMKaxX HEK/IMHUYECXUX UChbITaHui 6e3onac-
HOCTW TECTMPYEMbIX OOBEKTOB, COAEPXALLUXCA B JIEKAPCTBEHHbIX CPeAcTBax, NecTuunaax, KoOCMeTUYecKom
npoaykuun, BeTeprMHapHbIX npenapatax, NUWEBbLIX 1 KOPMOBbIX A06aBKaX, a TakkKe XMMUYEeCKNX BellecTBax
NPOMbILLMIEHHOIO Ha3HaYeHs. YacTo 3Tn TecTUpyeMble 06bEKTbI NPEACTABMAOT CO60M CUHTETUYECKME XUMU-
yeckue BellecTBa, OAHAKO OHU MOTYT ObITb eCTECTBEHHOTO U/ BUOSTOTMYECKOTO NMPOUNCXOXAEHNST U B HEKOTO-
PbIX CMyYasaX XMBbIMU OpraHn3mMamu. Lienb ncnbiTaHnsa Taknmx TeCTUPYeMbIX OO bEKTOB — MNOJTyYeHNe AaHHbIX
06 nx cBoncTBax U/ 6e3onacHoOCT ANA 340POBbs YesioBeka U/uan oKpyxatroulen cpeabl.

Kpome cneymanbHO OrOBOPEHHbIX B HaLMOHa/IbHOM 3aKoHOAAaTeIbCTBE MCKtoUeHui. MpuHumnbl GLP
NPUMEHSIOT KO BCEM HEK/TMHUYECKMM UCCNeaoBaHUAM MeAULMHCKOW M 3KONOrM4yeckoi 6e30nacHoOCTn, npo-
BeJeHne KOTOpbIX TpebyeTcs npaBuiamMu 47151 perucTpaumm uam AMLeH3npoBaHnsa 1eKapCTBEHHbIX CPeACTB,
necTMuMaoB, NULLEBbLIX N KOPMOBbIX A006aBOK, KOCMETUYECKO NPOAYKUNN, BETEPUHAPHbIX NpenapaTtoB 1 aHa-
NOTNYHbIX NPOAYKTOB, a Takxke A/1 Pery/iMpoBaHnsa XMMUYECKMUX BeLLeCTB MPOMBbILLSIEHHOrO Ha3HaYeHus.

2 TepMUHbI 1 onpegeneHns

B HacToslem cTaHgapTe NpMMeHeHbl cneayrowme TEpMUHbI C COOTBETCTBYIOWMMY onpeaeneHnamn:

2.1 nccnepgoBaHuga in vitro (in vitro studies): ViccnegoBaHus in vitro — nccnegoBaHus, Npy KOTOPbIX
B KayecTBe TeCT-CUCTEM WUCMO/Ib3YHOT He MHOIOK/1eTOYHbIE LEeNOCTHbIE OPraHn3Mbl, 8 MUKPOOPraHn3mbl WUan
TKaHW, N30/1MpOBaHHbIe OT LIe/IOCTHOIO OpraHn3ma, uiav ux Mogenw.

MHoOrve nccnefoBaHus in vitro cornacHo onpegesieHuto, npusegeHHomy B MpuHuymnax GLP [1]. kBanu-
OULMPYIOT Kak KpaTKOCpOUHble. Mpy NpoBeAeHUN AaHHbIX MCCefoBaHui cnefyeT MCMNO/b30BaTb A5 KOH-
cy/nibTaumm No mepe Heo6xoAMMOCTN HOPMATUBHbIV AOKYMEHT [2]. 4UTO NO3BOUT 06/1erUYnTb PaboTy pyKOBOAM-
Tens uccnenoBaHusa 1 cnyxobl obecneveHns KayecTsa.

2.2 cTaHpapTHbIi 06beKT (06pasey) (reference item): PykoBoasilime ykasaHusi No NPOBEAEHUIO UC-
cnefoBaHWUit in Vitro BO MHOTMX Cnyvyasx NpeAnvcbiBaloT NCMO/Ib30BaHe COOTBETCTBYIOWMX 06HEKTOB MOJI0-
XUTESIbHOro, OTPULLATENIBHOTO KOHTPONSA N/MAN KOHTPONA peakTusBa (pa3baBuTens, pacTBopuTenis), KoTopble,
OflHaKO, He MOryT CNYyXUTb B KaUeCTBe «CTaHAapTHbIX 06bEKTOB» A1 Knaccudurkalmm oTeeTa TeCT-CUCTEMBbI
Ha TecTupyeMmblii 06bekT (1). a ckopee ANA KOHTPONSA Hafnexalleil XxapakTepucTUKM TecT-cucTembl. Tak Kak
LeNlb NCNONb30BaHNA 3TUX OO BEKTOB MOSIOKUTE/TIBHOIO, OTPULATE/TBHOrO KOHTPOSIA U/UAN KOHTPONA peakTnuea
MOXeT 6bITb pacCMOTPEHa KakK aHanor Lenu Ucnosb3oBaHnsa cTaHfgapTHOro o6bekTta (obpasua), onpegene-
HVe nocsiefHero MoXeT Takke OTHOCUTLCA K TepMMHaM «06BeKTbl MOMOXUTENBHOr0, OTPULATENIBHOFO KOH-
TPONA WM/MNN KOHTPONA peakTnBa». OfHAKO CTeneHb onpeaeneHnsa Ux aHaIMTUYECKUX XapaKTepuCcTUK MOXeT
oT/IMyaTbCs OT TpeboBaHWA, NPeAbABASEMbIX K aHA/IUTUUHECKUM XapakTepucTukam CTaHAapTHbIX 06beKToB
(o6pa3uoB.).

N3paHue oduymansHoe
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2.3 acentu4eckune ycnosusa (aseptic conditions): Ycnosus, cyllecTBytolWmne 1 NnpeaycMOTpPeHHble A
paboueit cpeabl, NPU KOTOPbIX MUHUMN3NPYETCA BO3MOXHOCTb MUKPOBHOIO 1/Uv BUPYCHOTO 3apaXeHus.

2.4 knetouyHble nuHun (cel! lines): KneTkun, koTopble NOABEPI/INCE TEHETUYECKOMY N3MEHEHUIO ANA NM-
MopTanmnsauum 1 B pesysibTarte CnOCO6HbI Pa3MHOXAaTbCA B TeYeHue A/IMTeNlbHOro nepmoga in vitro, a Takke
MOFyT pacnpocTpaHATLCA U NogBepraTbCa KPUMOKOHCepBauun B KayecTBe Aeno3vToB GaHka KeTok. Henpe-
pbiBHasA KneToyHas NMHUA, Kak npaswuno, 6onee ogHopofHa, 6onee ctabunibHa W. creposaTtesibHO, 60siee
penpoayKTMBHA. YEM HEOAHOPOAHAsA MOMNyAsaLMs NEPBUYHBLIX KNETOK.

2.5 oTpuuyatenbHbI KOHTPONb (negative control): OTAaenbHass 4YacTb TeCT-CUCTeEMbl, 06paboTaHHas
06bekToM (06pa3LoM), B OTHOLUEHUM KOTOPOro M3BECTHO, YTO OTBETHON peakLuu TecT-CUCTEMbl Ha Hero He
nocnefyeT; OTpULATe IbHbIM KOHTPO/b CBUAETEILCTBYET O TOM. YTO TECT-CUCTeMa He BblaeT OTBETHOWN peak-
LM B KOHKPETHbIX YC/IOBUSAX aHanmsa.

2.6 NONOXUTENbHbIN KOHTPONb (positive control): OTaenbHas 4acTb TecT-CUCTEMbl, o6paGoTaHHas
06bekToM (06pa3uoM), B OTHOLLUEHMN KOTOPOro M3BECTHA OTBETHAs peakLusi TeCT-CUCTEMbI; MOMOXUTENbHbIN
KOHTPO/b CBUAETENbCTBYET O TOM. YTO TeCT-CMCTeMa BblaeT OTBETHYHO peakumio B KOHKPETHbIX YCNOBUAX
aHanm3a.

2.7 HeobGpaboTaHHbI KOHTpoOnb (untreated control): OTaenbHas Heo6paboTaHHas 4acTb TecT-
CUCTEMbI. KOTOpas XpPaHUTCA B MepBOHaYa/lbHbIX YC/OBUSX KYNbTUBUPOBaHUSA; HeObpaboTaHHbIi KOHTPOJ/ib
npefocTaBNAeT UCXOAHbIe faHHbIe O TECT-CUCTEME B YC/IOBUAX NPOBEAEHNA aHanm3a.

2.8 KOHTpO/b pacTBopuTensa (pas6aBuTtens, HocuTens) (control vehicle): OTaenbHasa YacTb TecT-
CUCTeMbI, K KOTOPOW flo6aBneH pacTBopuTeb, NpefHa3HavYeHHbIn ANna onpefesieHHOro TecTupyemoro obpas-
ua (06bekTa): KOHTPO/b pacTBOPUTENS MNPefoCcTaB/sAeT CBUAETENLCTBO 06 OTCYTCTBUN BIUAHUA BblIGPaHHOrO
pacTBOpUTENs Ha TeCT-CUCTeMy B (DaKTUHECKMX YC/IOBUSIX NPOBeAEHNs aHamnsa.

2.9 kputnyeckme pasbl (critical phases): NHanBMAyanbHble, KOHKPETHbIE BUAbI Npoueayp win ges-
TeNbHOCTN B paMKax MCCefoBaHUs, OT KOPPEKTHOrO BbIMOSIHEHNSI KOTOPbIX B KPUTUYECKOM CTEMeHn 3aBUCAT
KayecTBO, OCTOBEPHOCTb U HAAEXHOCTb MCCef0BaHus.

2.10 nepekpecTHOe 3arpsidHeHue (cross-contamination): 3arpsisHeHne TecTMpyemoro obpasua (06b-
eKTa) WM TecT-cCUCTeMbI APYrM TeCTUpyeMbIM 06pa3LoM UM TECT-CUCTEMOM, KOTOPble BHOCATCS HenpegHa-
MEPEHHO. 3apaxaroT TeCcTupyemMblii o6pasel, UM NoBpexaatT TECT-CUCTEMY.

2.11 KprnoKOHcepBaLuusa (cryopreservation): XpaHeHWe K1eToK 1 TKaHeli B 3aMOPOXXEHHOM COCTOSIHUN B
YCNOBUSAX, KOrAa NX XU3HecrnocobHOCTb COXpaHAeTCs.

2.12 kpuoswnana (cryovial): CneymanbHblli cocyq ans KpMokoHcepBaunn. Kpnosnana Ao/1KHa COOTBET-
CTBOBaTb 0CO6bLIM YC/I0BUAM, TaKUM Kak repMeTUYHOCTb 3aKpbITUA, faXe Npu aKCTPeMasibHO HU3KUX TeMnepa-
Typax u peskux nepenagax temneparyp, BO3HUKLINX B XOAe 3aMOPaXunBaHUs 1 oTTauBaHus.

2.13 ex vivo: KneTku, TKaHW Wan OpraHbl, U3BJ/IEYEHHbIE M3 MHTaKTHbIX XWUBOTHbIX ANA AafibHelWwero
aHanmsa.

2.14 reHHas TpaHcdekumns (gene transfection): BBopg uyxepogHoi cynnemeHTapHoii AHK (ogHoro
reHa Wi HecKo/IbKO reHOB) B K/1eTKY-XO3siMHa.

2.15 BblcokonpounsBoauTenbHbli ckpuHuUHr (high through-put screening): icnonb3oBaHne MuHWMa-
TIOPU3MPOBaHHO PO60TM3MPOBAHHOM TEXHOIOTUM A1 CKPUHUHTA KPYMHbIX GUG/IMOTEK COeAVHEHWI Ha Npea-
MeT BbISIB/IEHUS N30/IMPOBAHHOTIO reHa-MULLEeHW, 6enka, KNeTkn, TKaHW U T. A.. YTOObl BblGpaTh COEANHEHUSA Ha
OCHOBE KOHKPETHbIX BUAOB akTUBHOCTW A/19 NPOBeAeHUs fasibHeNWmnX pa3paboTok.

2.16 Mukpoumnbl (6buoumnbl) (micro-arrays): Komnsekcbl MUHUATIOPHBIX XUMUYECKUX peakuMOHHbIX
30H. pacnosioXeHHble B onpeAesieHHOM MOPSAKe M HaHeCeHHble Ha TBepAyl Matpuly, HanpuMmep npegmet-
Hoe cTekno. AHK-6nounn npeacraBniseT co6ol cpefCTBO CPaBHEHUS U3BECTHbIX N HEM3BECTHbIX 06pasLoB
[AHK Ha ocHOBe MpuHUMMNa KOMM/IEMEHTAPHOCTM HYK/1EOTMAHbIX OCHOBaHWI 1 NO3BOIsSeT aBTOMaTU3MpoBaTh
npouecc naeHTurkaunum HemssecTHbIX o6pasuos HK ansa ncnonb3oBaHns B 30HANPOBaHUM 6MONO0THECKO-
ro obpasua c Uenbio onpefesieHNa 3KCNpeccun reHa, Mapkepa mogenu ruépugmsaumm nnn HyKneoTUaHOM
nocnegoBaTesibHocTn AHK/PHK.

2.17 nepBuYHble kneTku (primary cells): Knetkn, HefaBHO N3BNEYEHHbIE N3 XUBOTHbIX UKW PaCTUTESb-
HbIX MCTOYHNKOB. HeaBHO M3B/leYeHHble NepBUYHbIE KITETKM MOTYT 6bICTPO NOTEPSATbL CNOCOBHOCTL K Andde-
PEHLMPOBaHNIO B Ky/NIbTYpe U 4acTO UMEIOT OrpaHNYeHHbI CPOK XU3HW. MNepBUYHbIe Ky/IbTypbl, U3B/IeYEHHble
U3 XMBOTHbIX WX NOAER, MOTYT NPeACcTaB/IATb reTeporeHHble NONyALUNM, HanpuMep Mo OTHOLUEHUIO K pas-
NNunAM B TUNaxX KIeTOoK N COCTOAHUIO anddhepeHumMaunum B 3aBUCMMOCTU OT UCMO/b3yeMbIX METOA0B OYUCT-
Kn. Kaokablil N30M1AT yHUKaIEH, U ef0 HEBO3MOXHO BOCMPOU3BECTU B TOYHOCTU. MMepBUYHBbIE KyNbTypbl K1eTOK
06bI4YHO TPeOYHT KOMM/IEKCHbIX NUTaTesIbHbIX Cpen, AOMNOSIHEHHbIX CbIBOPOTKOW U APYTMMU KOMMOHEHTaMW.
CnepgosaTtesibHO, CUCTEMbI NEPBUYHON Ky/bTypbl K/1€TOK KpaiHe CNOXHO CTaH4apTU3NpoBaTh.
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2.18 naTteHTOBaHHbIN MaTepuan (proprietary material): Matepuan, 3awmileHHbIR 3aKOHaMy OT He3a-
KOHHOrO MCNO/Ib30BaHNA (NaTeHT, aBTOPCKOe NpaBo, TOBapHble 3HakKN).

2.19 Hab6op ANs npoBeAeHUs UCNbITaHWA, TecT-Ha6op (test kit): FOTOBbLI K MCNONb30BaHUIO Ha6op,
BK/1HOHAIOLLNIA BCE KOMMOHEHTbI, HEO6X04MMble A1 NPOBEAEHUA aHa/n3a, MUCMbITaHWA (TECTUPOBaHWSA) UK
nccnenoBaHus.

2.20 TKaHW (tissues): MHOrok/1ieToYHble COBOKYMHOCTU AndhepeHLMpoBaHHbIX KIETOK, XapaKTepusyto-
LLIMXCHA KOHKPETHbIMU (DYHKLUAMM, B KA4eCcTBe KOMMOHEHTOB OPraHM3MOoB.

2.21 TOKCUMKOreHomuka (toxicogenomics): ViccnegoBaHue TOro, Kak reHOMbl pearmpyroT Ha aKooruye-
CcKune cTpecc-hakTopbl NN TOKCUKaHTbI. LieNlb TOKCMKOreHOMUKN — HalTh KOppenauuio Mexay peakumsaMmn Ha
TOKCUKaHTbl U U3MEHEHUAMUN B FTEHETUYECKMX MPOUNAX 06HEKTOB, MOABEPTHYTLIX BO3AENCTBUIO TakUX TOKCU-
KaHTOB. TOKCUKOreHOMUKa coyeTaeT B cebe HOoBble TeXIHOMOrMmM reHOMUKN 1 6MONHbOPMaTUKN ANA BbIABNEHUSA
N XapaKTepUCTUKN MeXaHU3MOB AeliCTBUSA N3BECTHbIX U NpejnoniaraeMblX TOKCUKAHTOB. B HacTosee Bpems
OCHOBHbIMU UHCTPYMeHTaMn TOKCUKOreHoMukn siensietcs AHK-mukpounn (nnn AHK-4mn). KOTOpbIA NCNOAb3y-
eTca ANA OAHOBPEMEHHOr0 MOHUTOPUHIa YPOBHSA 3KCMPEeCcCUmM COTEH U ThICAY reHOB.

2.22 TOoKCMKOMeTaboHOMMKa (toxicometabonomics): KonnmyecTBEHHOE W3MEPEHUE 3aBUCSLLEN OT
BpPEMeHM MHOrornapaMeTpuyecko MeTabonIM4yeckol peakuum XBbIX CUCTEM Ha NaTou3nonornyeckme cTu-
My/bl UM TEHEeTUYECKY0 MoaudmKauuto nytTeM cucTeMaTuyeckoro uccnefoBaHns coctaBa GMON0rMyeckom
XNAKOCTN ¢ nomolpio AMP 1 TexHoMorMm pacnosHaBaHWs Mogenei, AN Toro 4Tobbl CBA3aTb TOKCUYHOCTb
opraHa-MULLIEHN CO CRNeKTpasibHbIMU AMP-MofensamMm n naeHTUULMpoBaTb HOBblE CypporaTHble MapKepbl
TOKCUYHOCTMW.

2.23 TokcmkonpoTooMuKa (toxicoproteomics): MccnepoBaHue Toro, Kak o6uias akcnpeccusi 6eska B
K/1eTKe UMM TKaHW pearvpyeT Ha 3KOJI0rnyeckune crpecc-akTopbl UM TOKCUKaHTbI. Lienb Tokcukonpoteomu-
KN — HalTW KOPPENAUN0 MeXay TOKCUYECKUMU peakLMsiMU Ha TOKCUKaHTbl U MU3MEHEHUAMU B MOJIHbIX NPO-
hnnax KOMNIemMeHToOB 6e/IKOB 06 bEKTOB, NOABEPrHYTbIX BO34ENCTBUIO TaKUX TOKCMKAHTOB.

2.24 TpaHcreHHble kneTku (transgenic cells): KneTtkun, TpaHceKTupoBaHHble OAHUM (MM HECKO/IbKM-
MW) YyXepoaHbIM reHoM(amu) 1 BCNeACTBME 3TOro obnajarolime xapakrepucTukamn n PyHKUUAMNU, KOTO-
pble 06bIYHO He MPUCYTCTBYIOT WM MPUCYTCTBYIOT TOMILKO MPY HU3KMX YPOBHSIX 3KCNPEeCccun B pOoAUTENbCKOM
KneTke.

3 MpumeHeHue MpUHLUMNOB Hagnexaue nabopaTopHON NPaKTUKK
K uccriegoBaHUAM in vitro

3.1 O6wure NoNoxXeHUs

3.1.1 VccneposaHus, BK/IOYalOLWME TECT-CUCTEMBI iN Vitro, AaBHO UCMNO/b3YIOT AN NOYyYeHUs AaHHbIX
0 6e30MacHOCTU XMMNYECKMX BELLECTB /19 340POBbs YesloBeka 1 okpyxatoLeli cpedbl. O6bIYHO HaLMOHa/b-
HOe 3aKoHOAaTeNbCTBO TpebyeT, YTOObl 3TU MUCC/Ie40BaHMSA NPOBOAWINCL B COOTBETCTBMM C TpebGoBaHMAMMN
MpuHumnos GLP [1]. TpagnunoHHO MeToabl in Vitro MCnoNb30BaINCh rNaBHbIM 06pa3oM B 06/1aCT TECTUPO-
BaHWS reHeTMYeCKO TOKCUKOOTMM B C/lyHasX, Korga OlleHKa OnacHOCTW B 3HAUUTESIbHOW CTerneHU OCHOBbI-
Baslacb Ha pesynbTarax MccrnefoBaHuiA, UCNOMb3YHOLWMX TeCT-CUCTEMBI in Vitro. B cBA3M ¢ TeM. YTO nNpeanpu-
HUMatOTCS YCU/IMSA MO YMEHbLLEHMIO UCMOJIb30BaHUA XMBOTHbIX NPU MPOBEAEHUN UCTbITaHMi 6e30MnacHOCTN
XUMUYECKMX BeLLecTB, MeToAbl in Vitro npuobpeTatoT 60s1ee 3Ha4YUTESIbHYIO POJib B KavecTBe a/ibTepHaTUBbI
WM BCMOMOraTe/IbHOTO CpeAcTBa Mpu NpoBeAeHUN MCMbITaHWi 6e3onacHOCTM in vivo. Kpome Toro, paspa-
60TKM B 06/1aCTU TOKCUKOreHOMMWKM, TOKCUKOMPOTEOMMUKN. TOKCUKOMETABOHOMMKN U Pas/IiMyHbIX (Hanpumep,
C UCnosib3oBaHneM 6MOYUNOB) MeToAax BbICOKONPOU3BOAUTENIEHOINO CKPUHMHIA TaKXe MOBbIWAOT 3HayYeHne
MeTOZ0/10r 1A in Vitro Npy NpoBeAeHNN UCTbITaHUI 6e30NacHOCTU XMMUYECKNX BELLIeCTB.

3.1.2 TpeboBaHuA K MI1aHUPOBaHWIO, NPOBEAEHMUIO, perncTpauynm, OTYETHOCTU U apXUBUPOBAHUIO UC-
cnefoBaHUi 6e30NacHOCTM He OTAnYaloTCs APYr OT Apyra AN pas/iMyHbIX TUNOB UCC/ef0BaHni 1 ycTaHaB-
NMBarTCA B COOTBETCTBUM C MNpuHunnamm GLP O3CP. CnegoBatenbHo. MNpuHumnnel GLP 1 cBA3aHHbIE C HUMU
KOHCEHCYCHble AOKYMEHTbI NpeAcTaBAsOT cO60i obliee pykOBOACTBO, BK/louatollee B ceba TpeboBaHMA K
NPOBeAEHNI0 BCEX HEK/TMHUYECKNX UCCNefoBaHnii MeAULMHCKON 1 9KO/I0rMYecko 6e30nacHoOCTU, B TOM YuUC-
ne nccnegosaHwii in vitro. 151a cogeliicTBuA B NPUMeHeHUN 1 nHTepnpetaumm MpuHUMnoB GLP B KOHKPeTHbIX
CUTyaumsx ¢ UCMbITAHUAMM in Vitro BeCbMa Nos1e3HbIMU ABASAIOTCA AOMNONHUTE IbHbIE Pa3bACHEHUSA U PeKOMEH-
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3.2 Uenb HacToswero ctaHgapTa

3.2.1 Uenb HacTosiero craHgapta — coelicTBMe HaAsiexalemy NPUMEHEeHUI0 N uHTepnpeTaumm
MpuHumnnos GLP ansa opraHusauun v ynpassieHnsa nccnegoBaHnsAMM in Vitro, a Takxe NoAroToBka pekomeHaa-
LM no NnpumeHeHnto MpuHumnos GLP npu nccnefoBaHUsAX in vitro Kak AnsA UcnbliTaTe/lbHbIX LLEeHTPOB (agMu-
HUCTPaLMN UCNbITATENBHOTO LIEHTPa, CNyX6bl 06ecrneyeHnsa kavyecTBa, PyKOBOAUTENS UCcnefoBaHnsa 1 nepco-
Hana), Tak U Ans HaunoHaslbHbIX OPraHOB MOHUTOPUHra cooTBeTCcTBUA MpuHumMnam GLP.

3.2.2 HacTosawmii cTaHaapT B Ka4eCcTBe pekOMeHAAaTes/IbHOro AOKyMeHTa Nnpu3BaH NpefocTaBnAaTb A0-
NOJSIHUTENBbHYIO MHTepnpeTaunio MpuHumMnoB GLP n pekomeHpauuii No NxX NPUMEHEHUIO K UCCefoBaHMAM in
vitro, npoBogUMbIM ANS Uenei perynupoBaHus. CTaHgapT cdhopMmUpoBaH Taknm 06pasom, YTO6bI NpeaocTaB-
NATb BO3MOXHOCTb HEC/IOXHOIO MO/yYeHNs CNpaBoYHON nHdopmMaummn us MpuHumnos GLP, ocHOBbIBasCb Ha
nocnegoBaTeNlbHOM U3/TOXKEHUN pa3/NYHbIX pa3genos MpuHuunos GLP (1].

3.3 06s3aHHOCTMU

a) O6a3aHHOCTU agMUHUCTPaLMN UCNbITaTENbHOMO LieHTpa

BoNbWWHCTBO 06A3aHHOCTEN afiMUHUCTPaLMN WCMbITaTeNIbHOTO LeHTpa HOCAT 06wWunii xapakTep n B
paBHOI Mepe MPUMEHMMbI K UCC/IeA0BaHUAM in Vivo u in vitro, Hanpymep Tpe6oBaHWs K agMUHMUCTpaLumn uc-
NbITaTe/IbHOro LeHTpa, KOTopble A0/MKHbI 06ecneunBaTb HaMume KBaMuUMpoBaHHOrO nepcoHana, a Takxe
COOTBETCTBYIOLMX NMOMELLEHNIA N 060PYyA0BaHUA A1 CBOEBPEMEHHOIO M HaA/1eXallero npoBeAeHUs uccrie-
poBaHua. OfHako agMUMHUCTPaLMA MCMbITaTeNIbHOTO LeHTpa A0J/HKHAa OCO3HaBaTb, YTO MPOBeAeHMEe TeCTOB
in vitro MOXeT BNUATb Ha BbINOMIHEHME APYTrMX 0683aHHOCTel. Hanpumep, agMUHUCTPaLNA UChbITaTe/lbHOro
LeHTpa AOo/KHa rapaHTUpoBaTb, YTO COTPYAHWUKM YETKO MOHUMAIOT BbIMO/HAEMbIE UMW PYHKLUMW. MNpu nccre-
[0BaHMAX in vitro MoXeT NnoTpeboBaTbCcsa crnelymanbHas NOAroTOBKa, KOTOpas NpeAycmaTpuBaeT acenTuyeckue
npoueaypbl 1 06paboTKy 6MONOrMyeckM onacHbIX matepnanoB. Kpome Toro, ANa NpoBefeHus TecToB in Vvi-
tro MoryT noTpeboBaTbCA CreymanbHble 30Hbl U BHeApeHVe npoueayp, NO3BONSAOWMX n3beratb 3arpsa3HeHns
TecT-cucTem. JpyruMm npumMepoM MOXeT CAyXuTb TpeboBaHMe K agMUHUCTPaLMW UCMbITaTeNIbHOTO LIeHTPa,
4TO6bLI 060pPYAOBaHNE N pacXofHble MaTepuasnbl, NOCTaBNsAEMble B UCMbITATe/IbHbIN LeHTP, COOTBETCTBOBA-
NN TpeboBaHMAM K UX UCMOJIb30BaHMIO NPY NPOBeAEeHNN nccnefoBaHuii. NS onpefeneHHbIX UccneaoBaHui
in vitro moxeT noTpeboBaTbCs MCNOMb30BaHNe MaTeHTOBaHHbIX MaTepuasioB uan Habopa Ana NpoBeAeHUs
ncnblTaHnii. XOTs KOHCEHCYCHbIV AOKYMeHT (3) ycTaHaBnMBaeT, YTO mMarepuasibl, NjaaHUpyemble K UCMOMb30-
BaHWIO B MCCNef0BaHUAX B COOTBETCTBUM € MpuHumnamm GLP. f0MXHbI 6bITb U3rOTOBJIEHBI U NPOTECTUPO-
BaHbl Ha NPUrOAHOCTb C NMOMOLLBLIO Haanexalleli cucTteMbl KayecTBa, TakuM 06pa3omM MepeHOCs1 OCHOBHYHO
OTBETCTBEHHOCTb 3a UX NPUrOAHOCTb Ha NPOM3BOAUTENS WX NOCTaBLLNKA, afiMUHUCTPaLNA UCTbITATe/IbHOIO
LeHTpa o6a3aHa NoATBEPAUTL, YTO 3TU YC/IOBUA BbINOSIHEHbI HaA1eXalunmM o6pa3som nyTeM OLEHKN MeToAOoB,
npoueayp v nopsgka AeicTBUS NOCTaBLUUKOB.

b) O653aHHOCTM pyKOBOAUTENS UccnefoBaHns

OCHOBHble 06513aHHOCTV PYKOBOAUTENSA MUCCMe0BaHUA He 3aBUCAT OT Tuna uccnefoBaHus, a 06a3aH-
HOCTW. MepeuncneHHble B MpuHuMnax GLP, npyMmeHsl0TCA Takke K uccnefoBaHusM in vitro. PykoBoguTesnb
nccnefoBaHnsa NPoao/KaeT ABAATLCA LEHTPAIbHBIM U eAMHCTBEHHbBIM /IMLOM B 06ecrneyeHn KOHTPONs uc-
cnefoBaHUA N HeceT OTBETCTBEHHOCTL 3a obLiee NpoBefeHne nccnefosaHnsa u hopMmpoBaHne otyeta o6
nccnegoBaHnn.

Mpn npoBeAeHUN nccnefoBaHuii in vitro pykoBoauTe b NccnefoBaHUA A0/HKEH 06paTuTb 0cob0oe BHU-
MaHue Ha AOKYMEHTMPOBaHMEe 06G0CHOBAHUSA U XapaKTePUCTUKN TeCT-CUCTEeMbI, TUMN AENCTBUA KOTOPOI, BO3-
MOXHO, 60/1ee TPYAHO OCYLLECTBMM NPU UCMbITAHWSAX in Vitro (CM. MOI0XEeHNS 0 TeCT-CUCTeMax, NpuBefeHHbIe
HUXe, C NHpopMaLnein OTHOCUTENIbHO AOKYMeHTaLun, Tpebytowelica AN 060CHOBaHUA N XapakTepuCTUKM
TecT-cucTeMmbl). Mpu NpoBegeHNM UccnefoBaHWii in Vivo OcylwecTBASATb AaHHble TUMbl AeACTBUS [OCTATOYHO
npocTo. HanpumMep, ncnonb3oBaHve OnpefesieHHbIX BUAOB OPraHn3MoB MOXeT 6biTb 060CHOBaHO [OKyMeH-
TUPOBaHNEM TakUX XapakKTepUCTUK, KOTOpble AenatoT Ux nogxoaslleri Moaenbo ANA OLEHKN MHTePeCyoLWmnx
nccnegosarensa apeKToB. XapakTepmuCcTMKa KOHKPETHOIO XMBOTHOINO MOXET 6bITb OCYLLECTB/IEHA MPOCTbIM
[OKYMEHTMPOBaHMEM BUAA XUBOTHOTO, LUTaMMa, CybluTamma, MCTOYHMKA NOCTaBKu, HOMepa, Anana3oHa mac-
Cbl Tena, nosa v Bo3pacTa.

Mpun npoBegeHMN nccnepoBaHwWii in vitro Tpebyemble TUNbI AeACTBUI MOTYT ObITb C/IOXHbIMWU A1 OCY-
LeCTB/IEHUA MO CNeayoLWnM NpUInNHam.

MoxeT noTpe6oBaTbCsi 060CHOBaHVe (Bbl6Opa) TecT-CMCTeMbl, YTOObl PyKOBOAWTE/lb UCCef0BaHUSA
noATBepauna, 4TO MeToA, UCMbITaHWUS BaNNAMpoBaH UM CTPYKTYPHO, PyHKLMOHaNIBHO N/MNN MexaHN4YecKn Cxo-
[EeH C BAIMAMPOBaHHbLIM CTaHAaPTHLIM METOA0M UchbITaHusA. MNepes Ucnonb3oBaHMeM HOBbIX METOLOB UCTbI-
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TaHWS, KOTOPbIe CTPYKTYPHO, (PYHKLMOHATBHO N/MNN MEXaHUYECKN CXOAHbI C Ba/IMANPOBaHHbIM CTaHAAPTHbLIM
MEeTOZOM WCMNbITaHUsl, PYKOBOAMUTE b UCCNef0BaHUs AO/DKEH NPefoCcTaBUTb AOKYMEHTaslbHOe Aoka3saTesib-
CTBO TOTO, YTO HOBbIi METOZ, UCMbITAHUS UMEET CONOCTaBMMYI0 3(DNEKTUBHOCTL NPU OLeHKE C NOMOLLbIO Haj-
nexaltliero ctaHgapTHoro obbekta (o6pasua).

Takke MOXeT ObITb JOCTATOYHO C/IOXKHO JAOKYMEHTUPOBATb XapakTepuUCTUKK in Vitro-cuctem. XoTs pyko-
BOAMTESNb UCCNeA0BaHUSA MOXET NpU COAeCTBUN NOCTaBLMKa AOKYMEHTUPOBATb HEKOTOPbIE XapakTepucTu-
KW TecT-cucTeMbl (Hanpumep, IMHNIO KNEeTOK, BO3pacT/naccaxmnpoBaHme. NPOUCXOXAEHME), OH [O/DKEH Takke
oxapakTep13oBaTb TECT-CUCTEMY, AOKYMEHTa/IbHO NOATBEPAUB, YTO TeCcT-cucTema obecneymBaeT Heo6xoan-
My0 3pPEKTUBHOCTb MpPU OLEHKE C MOMOLLbI0 HaAsiexallero crtaHgapTHoro obbekTa (o6bpasya), BkIkoYas,
npu He06XOAUMOCTU, O6BEKTLI NMOMOXNTENIBHOTO, OTPULLATENIBHOTO KOHTPO/IS, HEO6pPaboTaHHbIE KOHTPOJIbHbIE
06beKkTbl /NN 06 bEKTbI KOHTPONSA peakTuBa.

B 0Cco6bIX ciiyyasix MOXeT paccMaTpuBaTbCSA NCMO/Ib30BaHVe NaTeHTOBaHHbIX MaTeprasioB UM HabopoB
0151 NPOBEAEHNS UCMbITaHWN in Vitro. XOTA XapakTepPUCTUKM faHHbIX MaTeprasioB Uan Habopos AN nposege-
HUS UCNbITaHW OOMKHBI GbITh NOATBEPXAEHbI NOCTaBLUMKOM, NPOU3BOAUTENEM WM AepXaTenem nateHTa u
XOTS afMUHUCTPALMS UCTbITAaTe/IbHOrO LleHTpa HeceT OTBETCTBEHHOCTL 3a 06ecneyeHne Toro, YTo NOCTaBLUK
COOTBETCTBYET YMNOMSAHYTbIM Bblle KPUTEPUSIM KadecTBa, HanpumMmep, NnyTeM pacCMOTPEHUS MeTOAOB, Nnpole-
Oyp v nopsigka AefcTBUA NOCTaBLLMKOB, TO/IbKO PYKOBOAWTENb UCC/e0BaHMsi OTBEYaeT 3a NOATBEPXAEHNE
TOro, YTO XapakTepUCTUKN AaHHbIX MaTepuasioB UM HabopOoB AeliCTBUTENIbHO OTBEYaloT Tpe6oBaHMAM Mpo-
BEOEHUNSA NCCMef0BaHMA U YTO Habopbl ANA NPOBEAEHUS UCMbITAHUSA AO/MKHbIM 06pa3oM BaMAupoBaHbl U
noaxoaAT onsi NpeAHa3HaYeHHOW Lenn npuMeHeHus.

MocKkobKy KayecTBO M HaZeXXHOCTb pe3ysibTaToB MccnefoBaHus 6yayT HemocpeACcTBEHHO 3aBUCeTb OT
KayecTBa U XxapakTepUCTUK AaHHbIX MaTepuasioB U HAGOPOB /151 NPOBEeAEHUA UCTbITaHUsl, 0COGEHHO BaXHO,
4YTO6bI NOMIHOTA M MPUEMSIEMOCTb AOKYMEHTaLMM MO KOHTPOJIIO KayecTBa, NpeaocTaBiseMoii MOCTaBLMKOM,
6bI/IN TWAaTebHO U3YYeHbl U KPUTUYECKN OLeHEHbI PYKOBOAUTENEM nccnefoBaHus. Kak MUHUMYM pyKoBOAU-
Teslb UCCNefoBaHNsS [0/HKEH UMETb BO3MOXHOCTb CYyANTb O COOTBETCTBUM CUCTEMbI KAYECTBa, MCMO/b3yeMOoli
NoCTaBLMKOM, N UMETb B CBOEM PaCMOPSHXKEHNN BCHO AOKYMEHTALMIO, HEOBXOAMMYIO A1 OLEHKN NPUrogHOCTIN
MCMONb30BaHNS TECT-CUCTEMBI, HanpuMep pesynbTaTbl UCC/Ief0BaHNA XapaKTePUCTUK.

c) O6A3aHHOCTU NepcoHasia, BbINMOJHAKLLETO UccefoBaHns

MepcoHan [oMmKeH TwaTesibHO co6oaaTh, rae Heo6xoAMMo, TpeGoBaHust, NpeAbsABAsiEMble K acenTu-
YeCKUM YC/IOBUSIM, U CNefoBaTb COOTBETCTBYIOWMM MpoueaypamM npu NpoBeAeHnn nccnefoBaHuii in vitro Bo
n3bexaHne NaTtOreHHOro 3arpsA3HEHUs TECT-CUCTEMbI. Takxe nepcoHan AOJIKEH UCMNO/b30BaTb METOAbIl, Mo-
3BO/ISIOWME n3beratb B3aUMHOTO (NePeKPecTHOro) 3arpsisHeHns TecT-cucTem 1 o6ecneymBaTtb YACTOTY UCChe-
AoBaHusl. MepcoHan AO/IKeH CTPOro NpuaepXmBarbCcsa TpeboBaHWli K N3015LMN TECT-CUCTEM U NPOBEAEHUNIO
nccnefoBaHuin ¢ ydactnem 6MoNorM4eckn onacHbix Matepurasios. COOTBETCTBYHOLME MepPbl NPEA0CTOPOXHO-
CTW A1 MUHMMU3aLUN PUCKOB, BO3HMKAIOLWMX MPU UCMO/Ib30BaHNM ONAaCHbIX XMMUYECKMX BELEeCTB, cneayet
NPUMEHSITbL 1 NPY NPOBeAeHNN UccnefoBaHuii in vitro.

3.4 Ob6ecnevyeHne kayecTBa

3.4.1 B uenom feAatesnibHOCTb C/IYObl 06ecneyeHnsa KavyecTsa He OyfeT CU/IbHO pa3/inyaTbecs A1 UC-
cnefoBaHuUii in vivo 1 in vitro. B HeKOTOPbIX Criydasx MccrefoBaHus in vitro MOryT oTBeyaTb TpeboBaHWSAM
npoBeAeHNA KPaTKOCPOUHbIX UCCMe0BaHNA; B TaKMX C/yyYasx BO3MOXHO UCMOMb30BaHue (2). Takum o6pasom,
nofobHble nccrieoBaHNA MOTYyT ObITb MPOUMHCNEKTUPOBAaHbI, €C/IN 3TO NPUMEHSIETCA U [OMNYyCKaeTCa Hauuno-
Ha/IbHbIM 3aKOHOAaTe/IbCTBOM, CNYXX60li ob6ecneyeHns KayeCTBa Ha OCHOBe MPOrpamMmmbl MHCMEKTMPOBaHUS
npoueccos. MockonbKy MpuHUMnbl GLP TpebytloT oT cnyxbbl o6ecrneyeHns KayecTsa Npu MHCNEKTUPOBaHUN
yAenaTb 0co60e BHUMaHMe KpUTUYECKUM 3Tarnam nUccrefoBaHusl, BaXKHO, YTOObI B Cllydae NpoBefeHUs uccrne-
[0BaHWI in vitro COTPYAHMKN CNYX6bl 06ecneyeHns KayecTBa XOPOLLIO NOHMMaUTU, YTO AABIAETCA KPUTUYECKUMUN
atanamu (M KPUTUYECKMMU acrnekTaMu) nofobHbIX nccnefoBaHuii. NoaToMy pykoBOAUTENIO UCCefoBaHus,
OTBETCTBEHHOMY MCC/efloBaTe/Nl0 U UCC/efoBaTeIbCKOMY MepcoHasly crefyeT COBMECTHO paspabaTbiBatb
PYKOBOACTBO MO MPOBEAEHUIO UHCMEKUMI CnyX60li o6ecneyeHns kKayectBa B COOTBETCTBYHOLMX 061acTax.
Tak Kak nporpamMmma obecneyeHus KkadyecTBa [0/KHA, KaK YKa3aHO, OXBaTblBaTb KOHKPETHbIe acneKTbl UCnbITa-
HWA in vitro, 06y4eHne 1 NOAroToBKa NepcoHasna cnyxbbl obecneyeHns KauecTBa AO/DKHbI ObITb YETKO Hanpas-
NeHbl Ha CMNOCOBHOCTL pacno3HaBaThk NOTeHUMaNbHble NPO6aeMbl B KOHKPETHbIX 06/1acTAX NCMbITaHWI in Vitro.

3.4.2 Cneundmyeckne obnacTtu, nognexaiime MHCNEKUMM, MOryT BKIOYaTb B ce65 npoueaypbl 1 Mepbl,
He orpaHuymBasiCb NMU;

- MOHUTOPWHT NapTUii KOMMNOHEHTOB NUTaTesIbHbIX CPed A/ KNeTOUHbIX U TKaHEBbIX Ky/NbTyp, KOTOpble
MMeIOT CyLeCcTBEHHOE 3HayeHue Ana adhdPeKTMBHOCTUN TeCcT-CUCTeMbl (Hanpumep, aMOproHasibHasa Tensaubs
CbIBOPOTKa U T. A.), N APYTrUX MatepuanoB NPUMEHUTENIBHO K UX B/IMAHWIO Ha 3(p(heKTUBHOCTb TECT-CUCTEMBI,
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- oueHKa n obecneveHne PyHKUNOHaNLHOrO n/mnn Mopdonornyeckoro cratyca (M LesioCTHOCTK) Kie-
TOK, TKaHeli n ApYrux NMHAMKATOPHbIX MaTepuasioB:

- MOHWUTOPVIHTI NPY HEO6GXOANMOCTM NOTEHLMAIbHOIO 3arpsA3HEHNS YyXXEPOAHbIMW KeTKamMmun, MUKoMnIas-
MamMn 1 4pyrMmun natoreHamu unu ApyrumMu criydaliibiMy areHTamu;

- y6opka M obessapaxuBaHue MOMELLEHU W 06GOPYAOBaHWS, a Takke MWUHMMWU3ALMA WCTOYHUKOB
3arpsi3HeHUss TeCTMpPyeMbIX 06 bEKTOB U TECT-CUCTEM;

- obecneyeHVe [O/MKHOIO NCMO/b30BaHUA N 0BCNYXMBaHUS CreLnaiM3mpoBaHHOro o6opyaoBaHus;

- obecneyeHve Haanexallen KpMOKOHCEPBaLMN U BOCCTAHOB/IEHNE K/1ETOK U TKaHel;

- obecneyeHve Hagnexalmx yCcnoBUA An1a N3BeYEeHNS] TKaHel 13 3aMOPOXEHHOro Matepuana.

- obecneyeHne CTEPUILHOCTY MaTePUasIoB N NPUHAANEXHOCTEN, NCNOMb3yeMbIX Npy paboTe ¢ KeTou-
HBbIMW U TKAHEBbLIMU Ky/NbTypamu;

- nopJepxaHvie Hagsexallero pasgesieHnss pas/iMyHbIX UCccnefoBaHuii N TeCT-CUCTEM.

3.5 TlNomeleHns

a) O6bwue NONOXeHUs

MpuHUMnbl GLP rnacaT, 4to ucnbiTaTeNbHble LEHTPbI AO/MKHbLI O6bITb NPUrOAHBLI K BbINOSIHEHWIO UCCNe-
[0BaHnii, OCyLLEeCTBMISEMbIX VMWU. C YY4ETOM CYLLECTBYIOWMX TpeboBaHU 1 4YTO B UCMbITaTeNIbHbIX LEeHTpax
[O0J/IKHA noAaepXxmnBaTbCa AocTaToOYHasA CTeNeHb pasfeneHns Mexay pasHbiMu Bugamu AeaTesibHOCTH, YTOObI
obecneunBaTb Hajgsexalliee N neHapyllaeMoe NpoBeAeHNe Kaxaoro nccnegosaHns. B cBaA3n ¢ Tem, 4TO mc-
cnepoBaHusA in Vitro 06bIYHO 3aHMMAlOT OrpaHMYeHHoe paboyee NPOCTPAHCTBO M He TPebyoT cneunanmnsnpo-
BaHHbIX MOMeLLEeHW, KOTOpble UCK/IOYAOT BbINOSIHEHVE APYIMX UCCNefoBaHuiA, cnefyeT NpMHMMaTb Mepbl
no ob6ecrneyeHnio Hagexalwero pasgeneHns uccnefoBaHuii in vitro, cocyLlecTBYHOLWMNX B OAHOW N TOl xe
cmsnyeckoii cpege.

b) MNomeleHna o1 TeCT-CUCTEM

MpuHuMnbl GLP TpebyoT HaMumnsa [OCTaTOYHOro YMcia KOMHAT UK 30H A1 o6GecrneyeHns n3onauun
TecT-CUCTEM W MPUroAHOCTU NOAO0OGHbBIX 30H A1 06ecneyeHns MUHUMN3aLn BEPOATHOCTU 3arpsa3HeHns TecT-
cucteM. OHaKO TEPMUH «30HbI» KOHKPETHO He OnpejesieH, N No3TOMY ero MHTeprnpeTaunsa MoxeT 6bITb agan-
TUpOBaHa K pas/iMiHbIM CUTyauuamM NpoBeAeHUs UCMbITaHWI in vitro. BaXHbIM acnekToM 34ecb siBNseTcs To,
4YTO LIe/IOCTHOCTb KaXAOW TecT-CUCTEMbl U UCCNeAOBaHUS He AO0/MKHbI ObiTb MOCTaB/ieHbl Nof4 yrposy u3-3a
BO3MOXHOCTUN MOTEHUNANIbHOIO WM NEPEKPecTHOro 3arpA3HeHUs UAn CMeLunBaHnA.

Taknm 06pa3oM, CTaHOBUTCA BO3MOXHbIM WHKYOGMpPOBaTb KNETKU WM TKaHW, OTHOCALMECS K pasnny-
HbIM UCCNefoBaHnAM, B OAHOM U TOM Xe WMHKy6aTope Npu yCnoBUW, YTO MeXAy HUMUK CyLLecTBYeT AOoCTaTou-
HasA cTeneHb pasfeneHuns (Hanpumep, COOTBETCTBYHOLME MAEHTUMUKATOPbLI, MapKUpoOBKa WA pasfefibHoe
pasmelleHune, 4Tobbl OTINYaTL UCCNeA0BaHMA) U UTO HU OAMH TecTupyeMblli 06bekT (06pasel) He ABAseTcs
NeTyynM HacTONbKO, YTOObI 3arpsa3HATb ApYyrve Haxogswmecs B MHKy6aTope v nognexaline nccneoBaHunio
TecTupyemble 0ObEeKTbI.

PasgeneHune kputnyeckmx a3 nccnefoBaHUs MOXET OCYLLEeCTBNATLCA He TO/bKO Ha MPOCTPaHCTBEH-
HOM. HO W Ha BPEMEHHOW OCHOBe. MaHMNynsauumn c KynbTypamu KNeToK W TKaHel, Hanpumep npoueaypbl
CybKyNbTUBNPOBaHUSA, fo6aBfieHne TeCTUPyeMOoro o6bekta U T. Al., OObIYHO BbINOJIHAIOTCA B BEPTUKA/IbHbIX
Wwkadpax ¢ NaMMHapHbIM MOTOKOM, YTOGbI 06ecnevmBaTb CTEPUILHOCTb U 3alUUTY Kak TeCT-CUCTEMbI, TaK 1
nccnefoBaTeNlbCKOro nepcoHana n okpyxatouien cpebl. Mpn TakMx ycnoBuax 4OCTaTouHOe pasgeneHune ans
npefoTBpaLLeHNss NMepeKkPecTHOro 3arpsA3HeHns pasHbIX UCCMeA0BaHUN MOXET 6biTb AOCTUTHYTO MyTEM Mo-
cnepoBaTtesibHbIX MaHUNyNAUWiA ¢ TeCT-CUCTEMaMU, UCMOAb3YEMbIMU A5 OTAE/bHbIX UCCNefoBaHuiA, nyTem
TWwarenbHol ybopkn n obeszapaxunBaHus/cTepunnsaymmn pabounx noBepxHOCTel wWwkada N COOTBETCTBYHO-
Lero naboparopHoro o6opyaosaHns, NPOBOAMMBIX NMPU HEOBXOAUMOCTU B MepepbiBax Mexay pas/iMyHbIMU
BMAaMun AeATeNbHOCTU.

[Apyrvm BaXHbIM acnekToM SIBASETCA Ha/iMuvMe OTBeAeHHbIX KOMHAT UM 30H CO cneumanbHbIM 060py-
AoBaHVeM. obecrneymBaloLmx f0/ITOCPOYHOE XpaHeHne TecT-cuctem. ObopyaoBaHue, BKIHOYAA EMKOCTU AN
XpaHeHus, AO/HKHO co34aBaTb Hagsexaline ycrnoBusa Ans obecneyeHns A0NrocpoYHHOl LenoCTHOCTU TecT-
cucrtem.

c) MNMomelleHns ans o6paboTkn TeCTMPYEMbIX U CTaHA4apPTHbIX 06bEKTOB (06pa3LoB)

XoTs TpebosaHus MpuHumnos GLP k 06paboTke TeCTUPyeMbIX 1M CTaHAAPTHbIX 06bekToB (06pasLoB) B
paBHOW CTeneHn NPUMEHSIOT K UCMNbITAHMUAM in Vitro, MOCKO/IbKY CBA3aHbl C NpefoTBpalleHneM nepekpecTHoro
3arpsA3HeHns TeCTUPYEMbIMU U CTaHAAPTHLIMU O6bekTamun (obpasuamun), cnegyeT MpUHMMaTb BO BHUMaHue
cnenyroLWnii acnekT: NOCKOMbKY CTepU/IbHOCTb SABNSETCS BakHbIM ()akTOPOM Mpu NpoBefeHUN UccrefoBa-
HW in vitro, Heo6xoaMMO obecneynBaTb, YTOObl MOMELLEHUS WKW 30Hbl, UCMOMb3yeMble A1 MOATOTOBKU U
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CMellMBaHUA TeCTUPYeMbIX U CTaHAapTHbIX 06bEKTOB (06pasLoB) C HOCUMTenaMU (pacTBOpUTensaMu), 6bln
060pyA0BaHbl TakMM 06pa3om, YToObl ob6ecneunBarb NpoBeAeHe paboTbl B aCENTUYECKUX YCIOBUAX, Taknum
o6pasom 3auuias TeCT-CUCTEMbI N UCCNEeAOoBaHUA NyTeM MUHUMKU3aLMU BEPOATHOCTU 3arpa3HeHus B xoge
NnoAroToBKM TECTUPYEMbIX M CTaHAAPTHbIX 06 bEKTOB (06Pas3LoB).

3.6 O6opygoBaHue, maTepuasbl U peareHTbl

XoTs cornacHo o6LenpUHATOMY NpeAcTaB/ieHVo PyTUHHbIE TpeGoBaHWs K annapartype, Ucrnosib3yemoit
B cpefe cooTBeTcTBUA MpuHumnam GLP, B paBHOI cTeneHn NpMMeHWMbl 1 K annapaType A/ uccnefoBaHuni
in vitro, cyLecTBYIOT HeKOTopble crelmdryeckrie BonNpockl U NPo6emMbl, MetoLLe ocoboe 3HaveHne. Hanpu-
Mep. BaXHOe 3HaueHue 719 Le/TIOCTHOCTM M AOCTOBEPHOCTU HEKOTOPbIX UCCMef0BaHWiA in Vitro MOXeT UMeTb
obecneyeHve Hag/exalmx ycrosuii paboTbl onpefeneHHbIX BUAOB 060pyA0OBaHUS, HanpumMmep MUKPOBECOB,
MWKPOMUMETOK, TaMUHAPHbIX LIKAOB WKW MHKYHAaTOPOB, Nognexalmx, npu Heo6XoAUMOCTH, PerynsapHoOMy
06CNYXVBaHWIO, KOHTPOJIO U KaninGpoBke. 15 cneymann3vpoBaHHOro 060PYA0BaHNA [O/MKHbI GbITb onpese-
NNIeHbl KPUTUYECKME NnapamMeTpbl, Tpe6yrou.w|e NOCTOAHHOIO KOHTPO/IA UM YCTaHOBKU npeaesibHbIX 3HaYEeHU n
CUTrHanu3aumn.

Tpe6oBaHusi MpuHuunoB GLP k peareHTaM B OTHOLUEHUWN UX MapKMPOBKM U [aTbl UCTEYEHUS CPOKa rof-
HOCTW B paBHO CTeNeHU NPYMEHSIIOTCS K peareHTam, UCMnosib3yeMbIM MNPy NCCef0BaHNsX in Vitro.

3.7 TecT-cuctemsbl

TecT-cucTeMsbl in vitro No 6onblueli YacTn NpeacTaBAAlOT CO60M 6MONOrMYecKme CUCTEMbI, XOTS HEKO-
TOpble M3 nocriegHNX pa3paboTok B 06/1acTV albTepHaTUB TPaAULMOHHOMY MCMbITAHMIO in Vvivo (Hanpumep,
reHHble MaTpulbl 415 TOKCUKOreHOMMKM) MOTYT MPOSIBASATL HeKoTopble aTpnbyThbl U3NKO-XMMUYECKMX TeCT-
cuctem. a gpyrue (Hanpumep, TOKCMKOMeTabOHOMMKa) TeM He MeHee B OCHOBHOM MOMaratoTCA Ha aHanu-
TUYECKYD MeToAos0rni0. Habopbl A1 NpPoBeAeHNst NCNbITaHUA, B TOM 4YMc/ie NaTeHToBaHHble Habopbl AN
MCMbITaHWI, TaKXxe cregyeT paccMaTpvBaTb B Ka4eCTBE TECT-CUCTEM.

a) Ycnosus gnis TecT-CUCTeEMbI

Kak 1 gnsi nobbIx Apyrnx 6U00rM4ecknx TecT-cucTeM, He06X0AMMO onpesensTb, NoAAEPKMBATL N KOH-
TPONMpoBaTb Haanexalme ycnoBus A1a obecrneyeHus KayecTBa W Le/IOCTHOCTM TeCT-CUCTeM B Mpouecce
MX XpaHeHUs N B X04e CaMoro muccnefoBaHus. [laHHaa AeAaTeNbHOCTb BKIOYaeT B cebs OKYMEHTUPOBaHHOE
onpejeneHne, TEXHNYECKOE O6CAYXMBAHNE N MOHUTOPUHT XNU3HECNOCOGHOCTN 1 YyBCTBUTE/IBHOCTU (OTBET-
HOW peakuuun) TecT-CUCTEMbI, BK/OYas 3anvcCb Yuc/ia naccaxeil KI1eTKM U BpPeMeHU YABOEHUS NOMnynsumu.
Kpome Toro, He06X0ANMMO XpaHUTb 3anncu 06 yCnoBUAX OKpyXxatoLiei cpegbl (Hanpumep, 06 YPOBHE XNAKOro
a3o0Ta B KPMOKOHCEPBALMOHHOW CUCTEME C XUAKAM a30TOM, O TeMnepartype, BIaXXHOCTU U KOHLeHTpauun C02
B MHKy6aTopax 1 T. f.), & TakKe 0 J/I06bIX MaHUNYASALUAX C TECT-CUCTEMOW, HEOBXOANMBIX A1 o6ecneyeHmns
ee KayecTBa M LEe/I0OCTHOCTU (Hanpumep, 06 06paboTke aHTUBMOTUKAMUN NN MPOTUBOrPUOKOBLIMM CpeacTBa-
MU. O CyGKY/IbTUBMPOBaHNW, CENIEKTUBHOM KY/IbTUBUPOBAHUN A1 CHUXXEHUSI YacTOTbl CMOHTaHHbIX COObITUIA).
Tak Kak o6ecneyeHne Hagsexalinx ycrioBUA OKpy>Katoleil cpefbl BO BPEMSI XPaHEHUS TeCT-CUCTEM MOXEeT
B/MNATb Ha Ka4eCTBO AaHHbIX B 60nbLUel CTeneHwn, 4yem ansa Apyrux 610TOrNYECKNX CUCTEeM, 3TN 3anncu mMmoryTt
MMETb 0CO60€e 3HaYeHne Npu obecrneyeHnn KavyecTBa U JOCTOBEPHOCTU aHHbIX (Pe3ybTaToB).

b) HepaBHO MOyYeHHbIEe TECT-CUCTEMBI

[okymeHTaLmMio, NOMYyYEHHYIO OT MOCTaBLiMKa TECT-CUCTEM in Vitro (Hanpumep, NPOUCXOXAeHune, BO3-
pacT/uncno naccaxeii, Bpemsi yABOEHUsS KNIeTOK U NpoYMe COOTBETCTBYIOLLME XapaKTePUCTUKN, MOMOoratroLme
MAEHTUULMPOBATL TECT-CUCTEMY), HEOOXOAMMO paccMaTpMBaTb U XpaHUTb B 3anmncsax uccregoBaHus. O
OLLEHKM XM3HECNOCOBHOCTU, NPUIrOAHOCTU (Hanpumep, YHKLUMOHaNbHOIo n/mnn Mopdo10rnyeckoro cratyca
KNeTOK 1N TKaHel, UCNbITaHUS Ha Ha/TM4Me U3BECTHOrO WM NPeAnosiaraéMoro MMKpPOGHOIo UM BUPYCHOTO 3a-
rPA3HEHNS) U YyBCTBUTENIBHOCTU TECT-CUCTEMbl HEOGXOAUMO CriefoBaTb NpefBapuTe/lIbHO YCTaHOBIEHHbIM
KpUTepuaM. Pe3ynbTaTbl TakMX OLLeHOK cnefyeT AOKYMEeHTUPOBaTb U XPaHUTb B 3annCcsxX uccnegosaHuii. Ecnv
NpoBecTU NOAOGHYH OLLeHKY HEBO3MOXHO, Hanpumep NpuY MUCMOMNb30BaHUU Ky/bTyp MEPBUYHbBIX KIETOK Wan
«BOCCTAHOBJIEHHbIX OPraHOB», TO MeXAy MOCTaBLMKOM W NOJSib30BaTe/IeM AOJ/DKEH CYLLeCTBOBATb MeXaHU3Mm,
ana Toro yTOoObI yCTaHaB/MBaTb U AOKYMEHTUPOBaTb NPUroaHOCTb TECT-CUCTEMBbI. MOHI/ITOpI/IHF n 3anncb 3¢)—
(heKTUBHOCTU TECT-CUCTEMbl OTHOCUTE/IbHO 06BEKTOB OTPULATENIbLHOIO U MOJIOKUTENIbHOTO KOHTPOIS MOXET
CNYXWUTb AOCTATOYHbIM A0Ka3aTe/IbCTBOM YyBCTBUTE/IbHOCTU KOHKPETHOW TecT-cucTembl. Jllobble npobremsl,
CBsi3aHHble C TGCT—CI/ICTEMOVI, KOTOpPble MOryT NOB/IMATbL Ha Ka4yeCTBO, AOCTOBEPHOCTb U HaAeXHOCTb Uccre-
[,0BaHWA. AOMKHbI 6bITb JOKYMEHTa/IbHO OYOPMIIEHBI Y PACCMOTPEHbI B 3aK/1H0UNTENIBHOM OTYeTe. B cnyyasx
BO3HMKHOBEHWSI MPOG/IEM C NOCTaB/SiEMbIMU MPOM3BOAUTENIEM TeCT-CUCTEMaMW [aHHble BOMPOCHI AO/KHbI
6bITb AOBEAEHbl 40 CBEAEHUS NPON3BOAUTENS, C TEM YTOObI OH MPeANPUHA NMOUCK KOPPEKTUPYIOLWNX Mep.
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c) 3anucu o TecT-cuctemax

MpuHuMnbl GLP TpebyloT xpaHeHWsa 3anuceit 06 MUCTO4YHWMKe, AaTe MOCTYMNEHUA U COCTOSHUU TecT-
cucTeM Npu NOCTYM/IEHUN: ANA KNETOK U TKaHel 3T 3anucy Jo/MKHbI BKIOYaTh B cebsi He ToNbKO Henocpea-
CTBEHHbI UCTOYHUK (HanpumMep, KOMMEPYECKUIA MOCTaBLYMK), HO Y NEPBUYHbIA UCTOYHUK, N3 KOTOPOro 6b1LIn
BblAeNeHbl KNEeTKN M TKaHW (Hanpumep, NepBuYHbIe KNETKU WAN TKaHW C AOHOPCKUMWU XapaKTepucTUKamu:
LUMPOKO N3BECTHbIE KNETOYHbIE JIMHUN, NONYyYEHHbIE U3 NPU3HAHHBIX UCTOYHUKOB U T. A.).

JononHutenbHas MHopMaums, HeobxoaMmas ANA XpaHeHUs, A0/hKHa BK/IOYaTb B cebs cnepyouine
NOMIOXEHWS, HO HE OrpPaHNyYNBaTBLCA UMU:

- MeTof, C NOMOLbIO KOTOPOro 6bIN NEPBOHAYAILHO MOJTyYEHbl KNETKN WA TKaHW (HanpuMep, nonyye-
HVEe U3 3KCMNMIaHTOB TKaHel, 6Moncusa HopMasibHbIX UW PakoBbIX TKaHel, NepeHoc reHoB NyTem naasmMuaHomn
TpaHCcdeKUNU NN BUPYCHOW TpaHCAYKUUn U T. 4.);

- XPOHOJIOTNA XPaHEeHUS;

- 4MCN0 Naccaxen KIeTOUYHbIX JIHWIA;

- YCNOBUA KY/IbTUBUPOBaHWS;

- VHTepBa/ibl CYyOKY/IbTUBUPOBAHWS;

- YCNOBMWS 3aMOpPaXuBaHUs/OTTauBaHUSa U T. 4.

Kpome TOro, AN TpaHCreHHbIX TECT-CUCTEM HEO6XOAMMO BbISCHATH NPMPOAY TPAHCrTeHOB M OCYLLEeCT-
B/ISSTb COOTBETCTBYlOLLEE YNpaB/ieHNe aKcrnpeccueli TPaHCTeHoB.

Oco60e BHUMaHMe [0/MKHO ObITh YAe/IeHO Hag/iexalleri MapKMpoBKe TEeCT-CUCTEM B npoLecce XpaHe-
HUA N NCNONBb30BaHUA, BKIOYaA Mepbl N0 06ecneyvyeHnto A0/ITOBEYHOCTU MapKMpOBKU. B Tex 0cobbIx criyvasx,
Koraa pasmepbl KOHTEMHEPOB U YC/IOBUSA XPaHeHWs (Hanpumep, KpUOSIPOOGUPKM B XUAKOM a30Te, HECKOSIbKO
TECT-CUCTEM, XPaHAWMXCA B OAHOM KOHTEWHepe) MOryT 6biTb KpUTMYECKUMM hakTopamMu A1 MapKUpOBKMU,
[OMKHBI ObITb NPeANPUHATBI Mepbl, o6ecneynBatoLLne KOPPEKTHYIO NAeHTUMMKaLNIO TeCT-CUCTEMbI B 11060
MOMEHT BPeMEHM.

Tpe6oBaHus MpuHunnos O3CP GLP k mapkMpoBke 1 gaTaM NCTeYeHUs CPoKa rogHOCTU TeCcTMpyeMbIX
0ObEKTOB N peareHTOB B PaBHOW CTENeHW OTHOCATCA K Habopam ANs NPoBeAeHUS UCMNbITaHWA, UCNofb3ye-
MbIM B KayecTBe TeCT-CMUCTEM in vitro. Bce Habopbl AN UCMbITaHWI HE3aBMCUMO OT TOrO, MCMO/b3YHTCSA /I
OHM B KayecTBe TECT-CUCTEM WM N6bIM APYrMM 06pa3om, Hanpumep 418 aHa/IMTUYEeCKUX Lenei, AO/KHbI
MMeTb CPOK rogHocTu. MpoaneHne JaHHOro Cpoka rogHOCTU MOXET ObITb NPUEM/IEMO TO/IbKO HA OCHOBaHWUU
[OKYMEHTUPOBAaHHO OueHKN (U aHanusa). 4na HabopoB AN15 NPOBeAEeHNS UCTIbITAHUI, NCNO/b3YEMbIX B Ka-
YyecTBe TeCT- CUCTEM, Takne OKYMEHTUPOBaHHbIE OLLEHKM MOrYT COCTOATb, Hanpumep, U3 UCTOPUYECKNX 3anu-
cell 0 HabNgaemMor OTBETHOW peakummn COOTBETCTBYHOLWEN NapTunm HabopoB A/19 NPOBEAEHUA UCMbITaHWUA MO
OTHOLWWEHMIO K O6bEeKTaM MONOXUTENIBHOrO, OTPULLATE/TIBHOIO KOHTPONSA U/MAN KOHTPONSA peakTuBa (HocuTens,
pa36aBuTens) n bbiTb 4OKA3aTENLCTBOM TOrO, YTO AaXe Noc/ie UCTEYEHUsI CPOKa roAHOCTU OTBETHAsA peakuums
He OTK/IOHSAEeTCA OT MCTOPUYECKUX NoKasaTteseli KOHTPOoNA. [JOKyMeHTUPOBaHHOE pelleHne pyKoBOAUTENS UC-
cnefoBaHUA OTHOCUTE/TIbHO NPOAJIEHNSA CPOKa roAHOCTU AO/MKHO NpefoCcTaBuUTh AoKa3aTenbCcrea ANs JaHHOro
npoLecca OLEHKMN.

[Ana Toro 4to6bl M3bexaTb BO3MOXHOM NyTaHULbI, HOMEHKMaTypa TeCcT-CUCTEM [O0/IKHA ObiTb YeTKO
onpepgeneHa, a MapkMpoBKa TECT-CUCTEM TaK Xe. Kak U BCe 3anncu, noslyyeHHble OT OTAe/IbHbIX NUccnefoBa-
HW. [OMKHA MMETb OhULMaTIbHO NPUHATOE 0603HaYeHe TECT-CUCTEMBbI.

3.8 TecTupyemble 1 CTaH4apTHbIE 06EKTbI (B TOM Ync/e 06bEKTbI OTPULATENBHOTO
M NONIOXUTENBHOIO KOHTPOSIA)

B uenom, kKpome nepeuncneHHblx B MNpuHumMnax GLP. He cyliecTBYeT HUKakmx cneuudunyecknx Tpe6o-
BaHWIi OTHOCUTE/IbHO NOJyYeHnsl, 06paboTkM, 0T60pa NPO6, XPaHEHNSA 1 ONUCaHUA XapaKTePUCTUKN TeCcTupy-
eMbIX 1 CTaHAapTHbIX 06pa3LoB, UCMO/Ib3yeMbIX B MCC/Ie40BaHUSAX Ha TeCcT-cuctemax in vitro. OgHako, 4Tobbl
nsbexxaTb MUKPOGHOrO 3arpsi3HeHUs TeCT-CUCTeMbl, He06X04MMO NPOBOANTL 06PaGOTKY AaHHbIX 06pasLoB B
acenTUYecKnX yCrIoBUSAX.

[Ona 06BHEKTOB NOMOXUTENIbHOr0, OTPULATENIbHOTO KOHTPOS W/MAW KOHTPOJS peakTMBOB (HocuTens,
pa36aBuTesia) MOXeT noTpe6oBaTbCA N0 Mepe HeOO6XOAMMOCTU onpefesieHne KOHLeHTpauum 1 ogHOPOAHO-
CTWU. MOCKOJIbKY Ha/IMume 3TUX rnokasartesieil MoXeT 6bITb JOCTATOYHbIM [OKa3aTe/lbCTBOM KOPPEKTHOM, OXU-
[aeMoi OTBETHOW peakLuumn TeCT-CUCTEMbI Ha HUX.

CpoOK roiHOCTN KOHTPOJIbHbIX 06bEKTOB (06pa3L0B) MOXeT 6bITb NPOA/IEH HA OCHOBE AOKYMEHTUPOBaH-
HOI1 OLeHKN WM aHasmM3a. Takas oueHKa MOXeT cofepxXaTb JOKYMEHTUPOBaHHOE AOoKa3aTe/IbCTBO TOro, YTo
OTBETHas peakumns COOTBETCTBYHOLMX TECT-CUCTEM Ha OO6BEKTbI MOIOKNTE/IbHOIO, OTPULLATENIBHOIO KOHTPOS
n/VNIN KOHTPOJIA peakTBa He OTK/IOHAETCA OT XPaHALMXCA B UCMbITaTe/IbHOM LIeHTPe UCTOPUYECKUX NokKasa-

8



FOCT 31891—2012

Tesieil KOHTPOSIsi, KOTOPbIe, B CBOKO o4Yepesb, AO/DKHbI ObiTb COMOCTAaBMMbI C ONYy6/IMKOBaHHBIMU 3Ta/IOHHBIMU
nokasarensmu.

3.9 CraHpapTHble onepaynoHHble npoueaypbl

B pononHeHne K npumepam, npusBefeHHbIM B MpuHuunax GLP [1] (NyHKTbl 7.4.1—7.4.5). cywecTByloT
cneyudmnyeckue a8 TeCTMPOBaHMA in Vitro TUnbl A4eATeNbHOCTU U NPOLECChl, KOTOpble AO/KHbI ObiTb OMU-
caHbl B CTaHAapTHbIX OnepaumoHHbIX npoueaypax (COM). Takve COI foMXHbI AONO/THUTENIBHO BKNOYaTb B
cebs cnepytoume npuMepbl AeATeNIbHOCTU UCTbITATE/IbHOIO LEHTPA, CBA3aHHble C NPOoBeeHNEM UCTbITaHWUM
in vitro, HO He orpaHNYNBaTLCA UMU:

a) MNomelweHns

Ha ocHOoBaHMM pe3y/nbTaToB MOHUTOPWUHIA OKPYXatollei cpeAbl B OTHOLIEHUN NAaTOreHHbIX MUKPOOpP-
raHM3MOB B BO3[yXe W Ha paboyeli NOBEPXHOCTU B Cllyvae 3apakKeHuUsi Wan 3arpsa3HeHuss uchbiTaTeslbHOro
LeHTpa WM 30H NPoBefeHVs UCMbITaHWi criedyeT NpeAnpuHATL COOTBETCTBYIOLIME AeiicTBMSA Mo y6opke u
Le3nHdekunn.

b) Annaparypa

Mcnonb3oBaHue, TeXHNYecKoe 06C/yXnBaHue, KOHTPOs1b NPOU3BOANTENBLHOCTN, y6opKa 1 o6e33apaxu-
BaHvne 060py0BaHUSA U MHCTPYMEHTOB, UCMOJIb3yeMbIX B paboTe C Ky/NbTypamu K/1eTOK U TKaHel, Hanpumep
NaMVHapHbIX WKaoB N UHKY6aTOPOB; MOHUTOPUHT YPOBHSI XWAKOTO a3oTa B KOHTeliHepax A1 XpaHeHus
TECT-CUCTEM; Ka/IMBPOBKA U KOHTPOJIb TEMNEPATYPbI, BNI&XKHOCTU 1 YPOBHSA cogepxaHusa C 02 B MHKy6aTopax.

c) Martepuarnsbl, peareHTbl U pacTBOpbI

OueHKa NpurogHoCTN, NPoASIeHNne cpoka rogHoOCTU, OLLeHKa 1 NoaaepyKka CTepusibHOCTU, CKPUHUHTE pac-
NPOCTPaHeHHbIX NMaTOreHHbIX KOHTaMWHAHTOB; OMnucaHue npoueayp Bbi6opa U UCMO/b30BaHUA pacTBopuTe-
na (pasbasBuTens, HocuTens); Npoueaypbl BepUdUKaumm coOBMeCTUMOCTU pacTBOpUTENs (HOCUTeNIA) 1 TecT-
CUCTEMbI.

d) TecT-cucTtembl

YcnoBus xpaHeHUst 1 npoueaypbl 3aMOpaXuBaHUs 1 OTTavBaHWS K/1eTOK U TKaHel, TeCcTUpoBaHue Ha
Ha/IMuMe pacrnpocTpaHeHHbIX MaTOreHOB; BU3yaslbHas WHCMEKUMS 3arps3HeHuii; npoueaypbl NpoBepku (Ha-
npuMep. C KCMOJ/Ib30BaHNEM KpUTEpVeB NpuemsieMoCcTn) A/ obecrneyeHns CBOWCTB W YyBCTBUTE/IbBHOCTU
TecT-cucTeMbl Mpu NpUbbLITUM U B XO4e MCMO/Ib30BaHUsA, byab TO HeMocpeACTBEHHO NOcse NPuUbbITUA UNn B
TeyeHne fanbHellero nepuoga XpaHeHus; Mopoaornyeckas oueHkKa, KOHTPO/b CTabu/ibHOCTU heHOTMNA
WM KapuoTuna, KOHTPOsib CTabU/IbHOCTU TPaHCreHa; Pexmm UHULUUPOBAaHWUA KysibTypbl, YC/0BUSA KyNbTUBU-
pPOBaHUA C yKazaHMEM UHTePBasIOB CyOKy/IbTUBMPOBaHNA; 06paboTKa 610/1I0rMYeCcKN OnacHbIX Marepuasios v
TecT-cucTeM, npoueaypbl yaasieHnsa TecT-CUCTEM.

e) MposeaeHne nccnefoBaHns

AcenTtuyeckne TeXHUKU, KpUTepuUu nNpuemsieMocTu AOCTOBEPHOCTU UCCnefoBaHusa, Kputepuu anasa no-
BTOPHOro NpoBeAeHNsa aHanmsa.

0 ObecneyeHune KavecTsa

OnpepgeneHne KpUTUHecknx as, 4acToTbl UHCMEKLNIA.

3.10 BbInosHeHWe uccriefoBaHUA U OTYeTbl O pe3ysibTaTax uccrefoBaHus

Tpe6osaHusa MpuHuymnos GLP k npoBefeHVIO McCnefoBaHWii in vitro ngeHTUYHbl TpeboBaHMAM K Mpo-
BeAEHWI0 TPaANLMOHHBIX MCCnefoBaHnii 6e3onacHocTu. [N NnpoBefeHUs UccrefoBaHuii in vitro B COOTBET-
cTBum ¢ MpuHuymMnamm GLP BO MHOrMX ciyyasx pekoMeHAyeTcs onupaTtbes Ha [2] B coueTaHum ¢ (1).

CyllecTByeT psifi BONPOCOB, XapaKTepHbIX AN UCMbITaHWl in Vitro, KOTOpble J0/MKHbI GbITb OTPaXEHbI
KaK B M/laHe MccnefoBaHns, Tak U B 3aK/0UMTe/IbHOM OoTyeTe 06 MccnefoBaHUN. 3TU BONPOCHI B OCHOBHOM
HOCSIT Hay4YHO-TEXHWYECKMIT XapakTep, Hanpumep (Hay4yHoe) Tpe6oBaHWe, YTOObI /II060 BHYTPEHHWIi KOH-
TPOsib (COOTBETCTBYHIOLLErO 06bEKTa MNOMOXMUTE/IBHOIO, OTPULATENIbHOTO KOHTPO/ISA, KOHTPO/ISA peakTuBa N He-
06paboTaHHOro 06bEKTa), OCYLLeCTBASAEMbIi B LIe/IAX KOHTPOS MOrpeLHOCTen N OLueHKM 3dheKTUBHOCTH
TecT-cMCTeMbI, MPOBOAUTL BO BCEX UCC/Ief0BaHUSAX in Vitro 04HOBPEMEHHO C KOHTPO/IEM TeCTUPYeMOro o6b-
ekTa (o6pasua). bonee KOHKpeTHbIE Yka3aHWsi OTHOCUTENIBHO TOTO, Kakue TeMbl AO/DKHbI 6bITb PACCMOTPEHbI B
nnaHe vccrefoBaHNA U B 3aK/IOYMTENIbHOM OTYeTe, MOXHO HaliTu B COOTBETCTBYHOLWUX pykoBogcTBax O3CP
no npoBeAeHno McnbITaHUi NNn APYTrnX COOTBETCTBYHOLLMX CCblJTIKax.
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3.11 XpaHeHue 3anuceii 1 matepuasnos

O6uwune Tpe6oBaHus MpUHUMNOB GLP K XpaHeHU0 pacnpoCTPaHATCS Takke U Ha uccrnefoBaHus in
vitro. Kpome TOro, cnegyet paccMaTpuBaTb BOMPOCbI O COXpaHeHWM 06pasLoB TECT-CUCTEM, KOTOpble MO-
ryT 6bITb 3aKOHCEPBMPOBaHbI Ha A/IMTe/IbHOE BPEeMSi, OCOGEHHO TEeCT-CUCTEMbl OrpaHUYeHHOW AOCTYMHOCTU
(Hanpumep, cneunanbHble KNeTOYHbIE SIMHUM CYOKNOHOB, TPAHCTEHHbIE KNETKM U T. A4.), 4TOGbl NoATBEPANTL
NAEHTUYHOCTb TECT-CUCTEMbI W/UK ANSA UCCefoBaHNs BO3MOXHOCTU PEKOHCTPYKLUUN.

Heo6xoAMMO MNpvHMMaTb BO BHMMaHuWe BO3MOXHOCTb COXpPaHeHusi Npo6 TecTUpyemblX O6BLEKTOB
(0o6pasyoB) TeX UccneaoBaHWiA in vitro, KOTOPbIe MOTYT GbITb OTHECEHbLI K KATEFTOPUN KPATKOCPOUHbIX, 0COGEH-
HO B C/lydasx, Korga uccrefoBaHus in vitro CoCcTaBsaOT OCHOBY McCefoBaHuii 6€30NacHOCTH.

Takxe cnefyeT XpaHUTb 3anncy 06 UCTOPUYECKMX MOSIOXUTENBbHbIX, OTpULATe/IbHbIX, HENCNO/Ib3YEeMbIX
pesynbTarax u/unu pesynbTatax CpeAcTB KOHTPONSA pacTBOPUTENSA, NCMOMAb3YeMbIX /1 YCTaHOBEHUNA A0Ny-
CTMMOrOo Anana3oHa peakuuu TecT-CUCTEMBI.
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