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Mpeancnoewne

Llenu, oCHOBHEE NPHHUANL K OCHOBHOR NORALOK NPOBE0eHHA paboT No MEexrocyJapcTEEHHOR CTangap-
TWaagk yoeTanoenesHs FOCT 1.0—582 «Memxrocy JapcTeeHian CHCTEMA CTaHGapTHaaUKK ., DCHOBHEBIE NOMoHe-
HUAx W TOCT 1.2—2009  aMewrocynapcTOEHHAA  CACTEMAa CTadiapTHiauWd. CTadgapThbi

MEMTOCYIAPCTEEHHLIE, NPARKNE M PEXOMEHIALMA N0 MENTOCYLADCTREHHOR CTaKIapTHaauwy. MNpaewna pas-
paboTeM, NPUHATHA, MDHMEHEHWA, OEHOBNEHUA W OTMEHE»

CeeneHHnA o cTaHgapTe

1 NoArCTOBRNEH:

Pegepankieiid rOCYJADCTEEHHBIM YHUTAPHEIM NPeINpyHATHEM «BCepocCMACKWA HayYHo-HWOoCNeaoBa-
TENBLCKAR UEHTD CTavGapTWIaund, WHopMaurK ¥ CepTHROWKAUMM ChipeR, MaTEpHancs W BewWecTE:
(RN «:BHUUCMB» )

TeXHHHECKHM KIMHTETOM Mo CTAMIAPTHIAUWK TK 339 «Be3onacHOcTe CRHpPER, MAaTEpWanosE 4 BEWeCTa
feaepansHoro areHTCTES Mo TEXHWSECKOMY DEeryMADOEAHHI0 M BMETEOMNONAM;

Mewrocy JapCTESHHLIM TEXHHUHECKHMM KOMATETOM MO CTaAHAAPTHAAUWA TK 339 «beaonacHOCTe CelDbA,
MaTepHancos v BeWeCTEY

2 BHECEH ®egepansHiii argHTCTESM N0 TEXHAYSCKOMY DEMYNMPOSa KK # METPONOMK

3 NMPUHAT MesrocyoapcTEEHHBIM COBETOM N0 CTAHOAPTHIAULMK, METLONOMMA W CEpTHDHEaLMA
(npoTokon oT 9 Hoadps 2012 . Ne 53-M)

Sa NpUHATHE CTaHOAapTa NPOroNocoaani;

KPETKDE FHANMEHDERHEE CT DA H;Dq CTEAHE E"J'I.FIBLI.I_EHHEIE B A eEHEEARAE AAUAOHENEHDI0 JOrasa
no ME{ACS 3168 ) 0497 no MK GO 31186} D04—57 Mo STAHGAPTHIAU MM
ApMEHUR Al MMHAKOHOMEEE PecnyGnded ApMEH A
E=napyck gy MoccTaHaapT Pecnyinued Benapyce
Kb prei3cTBH K KeprelzcTaHOapT
Mangoasa D Maongoes-CTannapr
PococdAckas denepauna RU FacoTasaesTt
TapsuEMcTaH Td Tap#®uRCTaRABRET

4 HacToAWMA CTAHAAPT WOBHTHYEH MaXdyHapodHoMy nokysedTy DECD series on Principles of Good
Laboratory Practice and Compliance Monitoring — No 14 — Advisory document of the working group on Good
Laboratory Practice. The applicationof the Principles of GLP fo invitro studies: 2004 {Pekomernarent e i Gogy-
wedT Pabodel rpynnel No Hagnedalwed nasopatopHod npakteke. NpuMededde NPpUHLWnos Hannesamen
nabopaTopHON NPAKTHEN K CCneacaanEan in vitra: 2004, No 14 13 cepurd QOEyMeHTos Dpradiaauiy JE0HOkMg-
YECKOM COTRYAHHYECTREA M pazerTHa (O3CP) o Mpuugknax GLP vMosuaTopddre cooTeeTeTama ). Moy atom Boa
pazfenk NONHOCTER MOSEHTHYHE, 8 TEDMHAHE K ONBEoEneHHA 13 NPHN0KEHWA NepEHEceHbl B padnen « TapMu-
Hial 4 ONDEgEneHHA».

MexgyHapogHei gogymedt paspaborad Pabovel rpynnoi OBCP no GLP.

Mepeaog c aHrNMACKORS A3sKa {(en).

OHHLMANEHEIR 3K3SMINAD MEXAYHAROOHOTO ASKYMEHTS, HE OCHOBE KOTOGROMNS NOOrOTORENEH HACTORLLAA
MERIOCYIAPCTEEHHBIA CTAHOAPT, MMEETSA B PEOepansHomM areHTCTEE N0 TEXHWSSCKOMY DEryNHOBaHAID W
meTponorik Poccuinceol egepaumu.

CTengHs COOSTEETCTEMA — WoeHTsHanA (10T

B HACTOAWMA CTAHOAPT BHECEHD Ceqyiowes PedaklMoHHOE HAMEHEHME! HIMEHEHD HAWMEHOEAHNE
cTaHoapTa.

HavmeHosaxme HACTCAWErD CTaHdA0NTa WIMEHEHO CTHOCHTENLHD HAMMEHOBAHKWA MERLYHAPOLHOMD
ACKYMEHTA B CEASW C 0CODEHHOCTAMK NOCTPOEHMA MERTOCYIARCTEEHHON CHCTEMBI CTAHGAPTHIALMM

5 Mpykazom PegepansHors aredToTEA N0 TEXHWYECKOMY PENYNADOBAHHI0 W METRoNordK oT 27 aekabpa
2012 1. Me 2154-CT Mesrocy0apeTEeHHBIR cTadgapT FOCT 31891—2012 pee0eH B JEACTEME B KAYECTEES HALMH-
OHAMNBHOMD CTaHgapTa PoccuRckon Senepadiad ¢ 1 ALeapa 2013,
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6 BBEOEHBMNEPELIE

Hughopaayus of USMEHEHURE K HaCMORWEMy cmandapmy nybnukyemcs & axesodho uaz0asasidon
UHHODMAYLDHHOM Frazamene s HaluoNansHee cmasdapmeie, 8 MEKc UIMereML D U ToNpaeoy — @ exena-
CAYMO U3daeaeMely URDODMALUONNEY YRATAMEnax «HayuoHans we cmandapme . B cnyuae nepeciampa
(FAMEHE) LU OMMEMHE HECMOALWESD cMandapma coomasmomeyiyes yaadomnesus Boem onybnuKoaaH o
8 EXSMecAYN0 HadaaasMom unghopMalyuoHHomM yrazamens « Hayuoransswese cmandapmeis. Coomesmomay-
0 UHRopMALUR, yaedoMIeHLIE U IMESKCME PaZMeanmos makse 8 unihopiaiuolkol cucmeme ofwaan
NONLI0EIHUA — Ha odhuyuansonM cadme PedepansHo2o a2eHmomeasa No MeXHUYECKOMY DeSyNUDoaaHuN U

MEMpanoeUY 8 cemu HRmeHem

S CTannapTaHdope, 2013

B Poccuickod Teaspaudil HAcT OALLMA CTAHMAAPT HE MOEEET DT NONHOCTRI0 KK YacTWYHO BOCNpoOWaDe-
feH, THDAMWPOBAM 1M DACNPOCTRAHEN B KAYECTEe ODHMUMANEHOMS KagaHua Deld paipewerda DegepansMors
ArEHTCTEA NO TEXHWHECKOMY PErYNHDOBAHKIO ¥ METPONOMAH
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BeepeHne

Mockoneky NPEONPAHERAIKRTCA YCUNHRA N YMEHBLEHHID WCNONEIOBAHHA MHABOTHEL NDW NPOBELEHKK
HCNLITaHWA Be30NacHocTH XMMWHECKKE BEWECTE, METOOR! i Wiro npyuolpeTtanT Gonee IHaYMTENEHYID Dok
KAK ANLTERHATHES WK BENGMOTaTENEHOE CREQCTED HCNLITAHWA BEICNacHOCTI I Wva, MNporHosupyesmos pai-
BHTHE B CANACTH TOKCHEOT2HOMMEN, TOKCHECNPOTEOMMEM, TORCHEOMaTADoHCMMKN, 3 Take B olnacTy paznuy-
HELR METOO0E BRICORDNFOMAIBOOHNTENLHOND CROPHHMHTA, KaK NPEONONaraeTcA, YESNHYMT BaKHOCTE NPUMEHEHMA
METOACNOTHA MCNETAHKE BEA0NAcHDETA iR WilFD 38 NPEgENaMKA WX TRAAWUMOHHOTS KCNSMNLI0BAHKA B Ka4ECTBE
TECT-CACTEM B CONACTH TECTHROBAHKA MEHETHHECKDH TOKCHYHOCTIA. B cBAaw caTemM Patodyan rpynna O3CF no
MpuHUMnas Hannexaed nabopatoprol npakTikl (GLP) cuxTaeT uenecoobpaidbiM JansHedllys paspa-
DOTRY CNEUHANSHOTD PYKOBOASTEA, HMEIOWETD OTHOWEHIAE K NDHUMEHEHKIO W MHTepnpeTadx Npraydnoe GLP
Opradiaauny IKOHOMWHECHOMND COTRY QHAYECTES ¥ pasauTia (O3CP) [1] K nccne JoBaH A M 11 wiiro.

PaGodan rpynna coagana uenaeyid rpynny nog pykcesacteos Weednapui, neppoe aacegaqqe koTopoi
COCTOANOCE B Bepue (Bern) ¢ 12 no 13 despana 2004 r. B yenaayio rpynmy BXoguni 4neHs PaboYed rpynnis
MK KCNEPTEl N0 NPOBSGEHKI WCNBTAHAA 1 WD, BROBMHYTLIE NPSOCTARHTENAMM CNEQYIOWME CTRaH K
opraduaaumi. bBenermn, Ppanuvy, Nepmadn, Anodve, Hugepnasgoa, Weeadapus, CWA 1 EBponefcroi
KOMMWCTHM.

MpoekT KOHCYNETATHBHOID DOKYMEHTa, pazpaboTaMH el Weneach rpynnoi, Swn paccMoTped, JononHeH
HogoSped pabousi rpynnok Ha 18-p coaellaMyi a Mae 2004 1. B canio o4epaik, Ha 37 <M CORMECTHOM COBELa-
HHK KOMHTETA N0 XMMAYECENM BRlEcTEAM 1 Paboded rpynns No SHMHYSCEA M BELECTEAM, NeCTHUMOaM 1 S1u0-
TEXHONCMAN O0KYMEHT G 00oB0ed ¥ PEKOMEHO0BAH K CHATHK CEKPETHOCTH Nod MO0 MeHepansHors
CEKDETADA.
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M E X 0 C ¥ O APG CTIBTEUHH b H C TAHOAPT

NPUHLMNE! HAONEXALLEA NABOPATOPHOW NPAKTUKK (GLP)
MNpuseHerde MpuHuwnoe GLP K uccneqoBadMaM in vitro

Frinciples of Good Laboratory Practce {GLF).
Application of GLF principles to in wirg studles

OataBeegeHuA — 2013—01—01

1 OBnacTb NpUMEHEHUA

HacToAWwWA CTandapT pacnoocTpaHAeTea Ha npumededse MNprHurnoe Hadjnesawen nabopatoprol
npaktaid (GLP) [1] 8 nccnegoeaduax in vilro, NPOBOOMMES B DAMEAX HEKNMAHMYECKAX MCNeITaHWMA SeaonacHoc-
TH TECTHRYEMER 08 BEKTOE, COO8RHALLKACA B NEHANCTEEHHEE CRPEACTRAN, NECTHUUMAAY, KOCMETHEECKOR Npo-
O¥EUMM, BETEDHHADHLIX NpenapaTtax, NUWesslx W KOpMoBblx 000aBkax, a TaKMe XMMAYECKMX BELecTEax
NPOMELWASHHONS HASHAYEHKE. HacTo 2TH TECTH RYEMbIe 00 LaKTel NPEACTARNAKT COBORA CHHTETHYECKHE Xd M-
HECKHE BEWECTRA, OOHAKD OHKE MOTYT DulTe SCTECTEEHHOTO MW BHONOrMYECKorD NPOMCXOMOEHHA W B HEKOTO=
PLix CNYHARK MHEBLMK SPraHdaMamd. Uens MCnulTaHWA TAKKE TECTURYEMEIX 00 BEKTOE — NONyYeHHE JaHHbLIX
off UE CEONCTRAX WHNE BEIonacHocTi O0NA 300P0BRA YENOBEEKS WIMNKM OKDYEAINWEA CRe0s!.

Kpome cnegrantHo oroBoger sy B HAUMOHANEHOM 3aK0H00aTeNLCTRE uoKmHedi, MNpriyunes GLP
NPAMEHAKT K0 BCEM HEKMAHKSECKMM WCCNE00BaAHHAM MEIHLWHEKON K 3KON0MMHeckol BeIonackocT, NEpoBE-
DEHHE KOTODLIX TReGYETCA NpaBHNamMK ANA PETMCT DAaLKK KNH NALEHIM POBAHHA NEKADCTREHHE K CREOCTE, Nec-
THUMOOE, MWWEELIK W EODMOBLIX O003BOK, KOCMETHYECKDH NPoOyKLWY, BETEDMHAPHLIX NpenapaToR W
AHANOIMYHBIX NPOOYETOR, 8 TAKHE ANS PErYNHPOBAHKA XMMHASECKKE BELLECTE MO MaIWNEHHOM HEZHAYEHKE.

2 TepMHHEI W oNpeaeneHdna

B HacToRwWeN CcTaHAADRTE NPMMEHEHE! CNEQYIOLHE TEPMUHBl C COOTEETCTEYRIWMMI ONPedenaHnamMIA

2.1 ncocnegopanua in vitro (in vitro studies): Moocnegosanma in vifro — MocnedoBaHya, NpW EOTOPEIX B
KAYCCTRE TECT-CHCTEM MCNONEI YT HE MEOMKNETOY HBE LENOCTHSIE OPraHW3Mel, 8 MUERPOODTAHNIMEl MW TES-
HI, HI0NHPOBAHHEE OT LENOCTHOND ORraHRAME, WA K MOLEN M.

MHCrMe MCCReQoBaHHA i1 W COrMacHo onpeaenaqii, NnpuesgeHHosMy B MNpudygunax GLP [1], keandgii-
UHDYIOT KK KpATROCDOYHEE. TIDH NDOBEOEHMM 0aHHLIX HOCNEQ0BAHMIA CNEgYEeT HCNoNBICBATE LNA KOHCYNETS-
UK MO Mepe HeoDXoOUMOCTH HODMATHEHER JOKYMERT [2], 9To NOARGNWT OBNerddTe padoTy DYKOBOOWMTENA
HCCNeaosannA 1 cnyxbel oBecnedeHna kadecTaa.

2.2 cranpapTHeIR obwekr (oBpazey) (reference item). PyroBoaswme yEazaqua No NpoRESEHMKD
HCCNEAOBAHWA I WirD BO MHOTAX CNYYaAX NReONHCE BAIRT MCNONEI0BAHWE COOTRETCTEYHILME 0D LEKTOR NONO-
HATENEHOTD, OTPUUATENEHOIND KOHTRONA WHNK KOHTEONA peakTHea (paibapuTens, PAacTRODHTENA], KOTODRE,
CAHAKD, HE MOCYT CIYHKTE B KAHECTES 4CTAHAARTHEIX OBREKToR: ONA KNACCHBMKALMY OTEETA TECT-CHCT M
Ha TECTHpyYerMuld 0BwerT [1], a chopes ANA KEOHTPONA HAGNEXALEN XapaKTepHCTHEM TECT-CHCTEMEl. TaK Kak
LEnNk HENONbICEAHNA ITHX 0D BEKTOE NONGKHTENBHOTS, OTEHUATENBHOND KOMTRONA KWIMNW KOHTPONA PEaKTHEA
MOMET BETE PACCMOTREHA KAK AHANOT LENK MCNONE30BaHHA cTasgapTHoro obbexTta [oBpasya), onpeaenesHmne
NOCNELHEND MORET TAKKE OTHOCHTECA K TEDMAHAM «00LEKTh MONOKATENEHOMD, OTPUUATENEHOMD KOHTRONA
MM KOHTRONA PEAKTHREA D, OOHAKD CTENEHE ONPEQENSHHA HX AHANKTHLEECKKE XADAKTEDHCTHE MOMET OTNK-
4aTeCA OT TpeGOoBaHAR, NPEQLABRNAESMBIX K SHANWTHYHECEHMM XapakTepUCTHESM CTaHGAapTHHE 0fbeKkToB
[obpazyoa).

MagaHuwe o dJH UHANEHDE
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2.3 acentwyeckHe yonoaua [aseptic conditions): Yonoswa, cylWwacTayKOWHE W NPEOYCMoTpEHHBIE GNA
patoded coedsl, NP KOTOPEX MEHUBMWIMEYETCA BOIMOMHOCTE MAEROBHOMD HWIANK BUDYCHOMD 33pakeHHA.

24 knetoudsie nuHuy (cell lines) Knetew, KOTopkE NOGBEERINWCE MEHETHHYECKOMY MIMEHEHKIO QNA
HMMOPTANWIALAH K B DEayNaTATE CNocobHLl DasMECHATECA B TEYEHKE ANHUTENLHOND NEpHGaa /A vilio, a Takse
MOMYT DACTPOCTRAHATECA M NOJBELIATLCA KDHOKOHCEDBALWKH B KAYECTEE QEn0adToR DamHga kneTok. Henpeprig-
HAA KNeTOYHaA NHHAA, Kak npaeuno, bonee ogHopogHa, Gonee crafiuneda ¥, CNeQoeaTeneHo, Bones penpo-
OYETHBHA, 4EM HESAHOPOOHAR NONYNRLMA NEPBAYHE KNETOK.

2.5 OTpMUATENBHEIA KOHTPONE (Negative control), OToenNwHas 4acTe TECT-CUCTEME, 00paboTaHHan
OB LEKToM (0GpaiILoM), B OTHOWEHWA KOTOPONS MABECTHD, Y4TO OTBETHON PeaRUMK TECT-CHCTEME! HA HETS HE
NOCNeayeT, OTPULATENEHER KOHTRONE CEAOETENECTEYET O TOM, 4T0 TECT-CHCTEMa HE Bel0aeT OTEETHOMN DeaK-
UKK B EOHEDETHRIX YCNOBAX aHan+3a.

2.6 NoONOMHTENLHLIA HOHTPONL (positive contral): OTAeNEHaA YacTe TECT-CUCTEME, 0bpaboTadHan
O LekToM [oDpaauom), 8 OTHOWEHWK KOTOROMD MIBECTHA OTRETHAA PEAKUMA TECT-CHCTEMEL. NONOHNTENsHBIA
HOMTRONE CEBMASTENLCTEYET O TOM, 4TO TECT-CHCTEME BRlJAGT OTESTHYH DEAKUMIO B KOHKPETHLIX YCNOBWAK
aHanKaa.

2.7 HeobpaboTaHHLIR KOHTPONE (untreated control). OToENeHaR HeobpaGOTAHHAR HACTE TECT-CHCTE-
Mbi, EOTOPAA XDAHWTCA B NEPROHAYANLHBIX YONOBHAX KYNETHBHMPOBAHMA, HeoGpaboTaHHbli BOHTRONE
MOEdOCTARNAET HCXOQHEE JaHHBIE O TECT-CHCTEME B YENOBWAX NPORSSEHA aHaNHaa.

2.8 woHTponk pacTeopuTena (paataswTensa, WocwTtena) (control wehicle) OTtoenesas 4acTe
TECT=CHCTEMBl, K KOTOPOH Do0apned pacTROPHTENE, NEEOHASHAYEHHEA QNA oNpeneneHHorg TECTHDYEMOn
ofbpaada (oDbexTa), KOHTPONE PACTBODHTENA NPEJOCTABNAET CRHOETENsCTEO OO OTCYTCTEMH BNHAHKMA
BB paHHOTD DACTEORHUTENA HA TECT-CACTEMY B DaKTHYECKHME YCNOBMAX NDOBEOEHWA ananuaa.

2.9 wpdTHyeckHe daawl (critical phases): MHavpuayaneHee, KOMEPETHRIE BASE NPOLETYD MM Oes-
TENEHOCTA B PaMKEAX HCCNEJoBaHKA, 0T EODPEKTHOMD BRINONHEHWA KOTOPEY B KDMTHYECKOR CTEMEHW 3aBMCAT
HAYECTED, QOCTORERHOCTE M HAOEMHOCTE MCCNed0BaHKE.

210 nepekpecTHOS IArpAIHeHHe [Cross-contamination). 3arpRaHedne TecTApyeroro obpasua {ohe-
EETA) WNH TECT-CHCTEMEl OPYTHM TECTARYEMBIM 0BpAILOM MNKM TECT-CHCTEMOIA, KOTOPBIE BHOCATCA HENDEaHa-
MEDEHHD, IAPAMAKT TECTHRYEMER COpaley MNW NOBPEKIAIOT TECT-CHCTEMY.

211 KpHOKOHCepBAUKWA (Crycpreseration): XpaHeHne ENeTok M TRAHER B 3aMODORe HHOM COCTORHMH B
YENOBWAK, KOTGE WX KHIHECNoCoBHOCTE COXDaHABTSHA.

2.12 kpvoBMana (cryovial): CneusansHei ooyl ONA KpUOKoHCEpEaUKK. KpUMoBKana QOoMMHa CooT-
BETCTEOEATE 0CODLIM YOIOBKAM, TAKKM KAK MEpMETHHHOCTE 3aKPEITHA, JaKe NoH IKCTPEMANEHD HHIKUK TEMNE-
pATYDAX M PEIKKE Nepenagax TeMNepaTyR, BOAHHKLLKE B X008 3AMOPaKHMBAHHA K GTTAWBAHKE.

213 e vivo: KneTrW, TEaHH MM Opradsl, WIBNeYeHHEE 13 HHTAKTHBX HABOTHEX DNA QansHeRwens
aHanKaa.

2.14 redHan Tpancdgeryua (gene transfection): Beon Yyxepogrol cynneMestapion OHK (ogHoro rasqa
WK HECKONEKD NEHOB) B KNETHY-X03AKHA.

215 BhICOKONPOMIBOAWTENEHEIA cRpUHMHr (high through-put screening ). WMononeaoBasKe MKHAa-
THPHIMPOBAHHCH poDOTHIMDOBAHHOH TEXHONOMK ONA CEDHHMHN KpyNHex BubnuoTer coeguuedri Ha npeg-
MET BRIABMEHWA HIONMPOBAHHOTD MEHA-MHUWEHKW, GENKa, KNETHH, TEIHK M T. 4., 4700k 86IGpaTte COBLHHEHKA Ha
OEHOBE KOHKDETHES BHACE AKTHBHOCTA ANS NPOBESEHKS JaneHe AWy paanaboTok.

216 muEpouMnil (Brovynniel) (micro-arrays). KoMMNeKce! MAHHATIOPHEE XHMAYECENK DeAKLNOHHEX
AOH, PACNONOMEHHEE B ONPEgEneHHOM NOPRAKE M HAHECEHHLIE HA TESDAYE MATRIUY, HANDHMER NPELMETHOE
crerns. JHK-0uoqun npegcraanaset cobod cpegcTRO COABHEHHA HIBSCTHEIX H HEMIBECTHRIX obpasuce OHK Ha
OCHOBE NPWHLKANE KOMINEMEHTARHOCTH HYENEOTHAHBIX OCHOBAHWA K NOIBCNAST ABTOMATHIWMDORATE NPOLECE
WOEHTHUEAU WA HEXMIRECTHEE 0B paauor OHK ANA HeNonsaosadKA B 30HOMpoBasdik Duonorwdeckoro obpasua
C UeNB0 oNpeqenedia KCNDeccid NeHa, Maprkepa Modeny rubpHad3Iauqs Wnd HyRNeoTHOHOA Nocnelosa-
TeneHoCcT JHE/PHE.

217 nepeMYHbLIe KNeTEH (primary cellz): KneTkW, HeganHo HIBNeqe HHLIE K3 EHBOTHEIX MK PACTHTE M-
HilX HCTOMHAROE. HEOABHO MABNEYEHHLIE NEDEAYHEIE KNETKK MOoryT BeICTRO NOTEpATE CNocobHOCTE K gudidge-
PEHUMPOBAHAIG B KYyNETYDE M YACTO MMEI0T OrpasiseHHbIA PO EHIHKW. TTepRHYHBIE EYNETYPBL, KIBNEYEHHBIE
WA HABOTHED WA MOGEA, MOryT NReACTARNATE NETEPOre HHEIE NN YNEWAK, HANDAMED N0 STHOLWEH MK K Ba5 -
HAAK B THNAX KNETOK W COCTOAHKIO QuddepeHuMaUMK B 32BUCKMOCTH OT MCNONBIYEMBX METOOOE OHHCTEN.
Kok HAaonaT YHAKANeH, W ero HEeBOIMOMHD BOCNPOHIBECT B TOYHOCTH. TIEDRHYHBE KyNbTYPLI KNETOK
OEBMHD TREGYHOT KOMNMEKCHEX MATATENEHBIX CREed, JONONHEHHBIX CHBOPOTECH W OPYTHMH KOMOCHEHTAMEA.
CnenoBaTekHO, CHCTEME NePERYHOA Ky NbTYDb KNEToK KPaRHE CNOoMHD CTaH0apTHIMDOEaTE.

218 nareHTOBAHHLIA MaTepHan (proprietary material): MaTepdan, 13WMWeHHBIA 3IaK0HaMK OT HE1a-
KOMHOMD MCNONE3I0BAHKA (NATEHT, ABTOPCKOE NPABO, TORADHEE IHAKK ).

2
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2.1% wabop onA npoBegeHnA HCNEITAHMA, TecT-Habop (test kit) MoToBRIA & MCcnoneaoBaHMD HABop,
BEMKHAIWLWA BOE ROMMOHEHTE, HE0EL0QUMES QN8 NPOBSLEHHWA aHANKMAE, HCNBITAHWA [TECTHROBAHHR) WK
HCCNeaoBanHya.

2.20 thaMM (tiszues): MHOTOKNETOYHEE COBORYMHOCTH QUddbepeHLMDORAHHLIX KNETOK, XapaKTepiayi-
LHXCA KOHEDETH B MW Gy HELWARK, B KAYECTEE KOMNOHEHTOE ODTAHW MO0,

221 TOHCHEOrgMOMMKA (toxicogenomics): MocnedosaHMe TOrO, Kak reH0Mel DeEardpyioT Ha IK0NOrMHec-
KHE CTPECC-DakTopksl MK TOKCHEAHTEL. LIent TOKCHEGTEHOMWER — HAATH KoPRenAurio Mesay PeasLsamMKe Ha
TOKCHESHTEI B MAMEHEHWAMM B reHETHHECKUE NPodHnax 08 LEKTOR, NOABERrHY TR K BOALEACT BAK TAKME TOKCH-
KAHTOE. TOKCHEOMEHOMMKS COYETAET B Ce0E HOBBIE TEXHONOMHK MEHIMAKM K DUOMHDODMaTHER ANA BEHABEMNEHWA
H XADaKTEDUCTHEY MEXAHMIMOE ASACTEHNA HIBECTHEIX M NDEQNINaragMsx TOKCHEGHTOR. B HACToAWES BREMA
OCHOBHBIM HHCTRYMEHTOM TORCHEOMEHOMMKK ABNASTCA [HK-Mukpounn (M AHK-qun}, e0Topeid HCnonsayeT-
CA ONA OOHOBDEMEHHOMD BOHKTORMHIE YPOBMA 3CNPECCHA COTEH W ThICAY TEHOR.

222 roHcHkomeTaboHoMMKa [toxicometabonomics ), KONWUECTESHHOE AIMEDEHHE JABWCALLENA OT BpE-
MEHW MHOMONAPaAMETOHYECKOR METASONHYECKOR DEaKLUMHA HWUBbIX CHCTEM Ha NAaToPWIHONCTMHECRHE CTHMY M
HINA TEHETHHECEY 0 MOQHEMEILMED NYTEM CHCTEMATHYECKOID NCCNEd0BaHWA COCTasa GHONOrMHEeckon MOk
TH C NoMOWBD AMP # TEXHONOIMK PACNoIHABaHHA Mogened, AnAa Torg 4Tobe CRASATE TOKCHYHOCTE Cpra-
Ha3-MHLWEHKW CO CnesTpancHeikn AMP-mogensmu » WOgHTAgRUMPOEaTE HOBLIE CYDDOMaTHRE MapHe Dk
TOKCHYHOCTIA

2.23 ToHcHEonpoTeomuKa (toxicoproteomics). Moocnegosanme Toro, kak obwan akcnpeccna Benka e
KMETHE MW TEAHKA PEArMpyeT Ha aK0nordHeckie CTRecc-pakTopbl HNH TOKCHEAHTRL Llens TORCHKONDOT S0MM-
K — HAWTIA KOPPENBLHI0 MERLY TOKCHYECKH M DEAKLHAME Ha TOKCHEAHTE M H3MEHEHHAMA B NONHBX NEpodii-
MAX KOMMNEMeHToB Genkos 0D LEKTOR, NOLBEDMHY ThiX BOALEACTENN TARMA TORCHEANTOR.

2. 24 TpaMcreMHLIe KNeTrA (transgenic cells): Knetkn, TpadcekTHPOBa HHEE OO HHR [N HECHOMEKMA]
YYHEPOOHEIM TeHOM{AMK) 4 BCnedcTave aTore chnafanwMe apakTegUCTHEAMY | GYHELHMARMI, KOTOoDEE
OOIMHE HE MPACYTCTEYVIOT MW NEUCYTETEYIOT TOMbES MPH HAZKME YPOBHAK IKCTPECCHH B POOHTENBCKON KNeTKE.

3 Npumenenne MprUHUWNOB HagnexawWwen nabopaTopHON NPAKTUKK
K MCcnegoBaHWAM in vitro

31 O6wre nonoweH HA

3.1.1 MccnegoBaHua, BEMOYar W HMe TECT-CHCTEME! IT Wilrg, 0aBH0MCNoNLIYIOT ANA NoNYYeHMA JaHHEX O
DEACNACHOCT M XMMHYECEWX BELWECTE 4NA 300P0ELA HEN0BEKa M OKpYHamWen cpede. OheIYHO HAUNOHANBEHOE
JAKOHOLATENLCTRD TReDyeT, 4T00k 3T MCCNEO0BAHWA NPOBOOMNKCE B COOTRETCTEMN C TPEGOBAHHAMA [TpIaH-
uunoe GLP [1]. TpagrusoHHD MeTode (7 Wire MCNonNs3oBandcs Makkein obpazonm 8 obnacTk TECTHPOBAHKMA
FEHETHHYECKOR TOKCHMKONOMAM B CNYHAEAX, KOF0a CUEHES ONACHOCTA B JHAYHTENBHO R CTEMEHH OCHOBRIBATNACE Ha
peEayNaTATAY MCCNEA0BaHHA, HCNONBIVIOWHMY TECT-CHETEME! /1 Wiro. B CER31 © TEM, Y4TO NPeanpHHIMaKTCR
YCUIMHA NT YMEHELWEHMH MCNONEI0EAHAA FMBOTHEX NDA NPOESJEHMA KCNBITAHWA BE30MACHICTH KHMHHECKX
BEWECTE, METOOkR i Wire nproGpeTanT Gonee AHAYKTENEHYIO PONE B ESYECTEE ANbTERHATHRL AW BEMOMOrS-
TENLHOMD CRPEOCTER NPH NPOEEOEHHH HCTBITAHKWE DE3cNacHoCTH i Wivo, Kpome Toro, paiapatoTed B obnacTtk
TOKCHEOMEHOMHER, TORCHMKONDOTEOMMEA, TOKCHKOMETAGOHOMARH ¥ PAINHHHLIX [(HANDHAMED, CHCNCNLACEAHHMEM
BHUOHHNOB) METOOOE BRICOHGNEOMABSAMTENLHOMD CEPMHAHTA TAKAE NOBLILAKT IHAYEHHE METOOSNAT A [ Witro
NP NEOEE0SHAW KCNBITAHWA DEIONACHOCTIA XMMMYECHHME BELBCTE.

3.1.2 TpebopaqHHs kNNAHAROEAHAK, NDORSOEHWH, DETWCTRALMK, OTHETHOCTIH M AP KHEBUDOBAHKK MCCRE-
SoBaHkA BEAoNACHOCTH HE OTAMYAINTCA ORYT OT Apyra 4ANA PainnyHsx THROB HCCNEGOBAHMA K YCTaHaanuea-
OTCR B CooTRETCTEMKA C MMpuHyunamn GLP O2CP. Cnegosatensso, MpuHymnel GLP W caAaasiez © s
KOMCEHCYCHEE OOKYMEHTL NPegCTARNAINT CoSol obles pYyHOROACTEO, BENKYaoWes & ceba TpeGoBaHWA K
NPOBELEHA 0 BOEX HEKNTHHAYECKHE ACCNEI08aHMA MEOH LMHCKOR ¥ 3KONCNAYeckod DE30NAcHOCTI, B TOM Y4CNe
HCCNenosaHna in witro. Jns coqedcTana B NPUsMEHe WK W MHTepnpeTayMus NpuHdumnos GLP B KOHKPETHBRIX CHTY-
AUMAX © MCNBITAHUAMA N WD BECEMa NONEIHBIMK ABNAINTER 0NCNHUTENEHEE DATBRCHEHWA W DEKOMEH-
LETIETN

3.2 Uene HACTORALWLErD CTAHOAPTA

321 Uene HacTofWwens cTaHiapTa — coJedcTEME Haanexallemy NpUuMeHeHiin W MHTepnpeTauMqn
MpuHyynos GLP ona opraidaayiE | ynpasneHyda WCcneJosaHuA KK in vilro, 3 TAKKe NoAroTOEKA PeKOMEH 8-
UHE no nprseHediio Npuuuydnos GLP npy MccneoBaduax (7 witho KaK AN8 MCNETATENBEHBE LeHTROE {80 M-
HHCTREALMA ACNBITATENLHOMD UEHTRA, chysbe ofecnedelna kadYecTea, PYHKOBOOMTENA WCCNeO0BaHHA K
NepcoHana), TaKd ANA HaUWoHANBHBIX ORTraHcE MOHKUTODMEra cooTReTCTEXA MNpwHuMnan GLP.
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3.2.2 HacToAwmd CTasgapT @ HaYecTBe PEEOMEHOATENsHOro QOEYMEHTa NPHMIEAH NPedocTaBNATL
OCNONHATENEHYIO HHTEpnpeTauMo Mprdyunos GLP W pekoMeHOausd no W NPUMEHEHIKKD K WCCNeQOBSEH MM
i vifrg, NpoBcgWMeM 408 dened perynupoBavna. CtangapTt chopMmuposad Tasum obpazom, yrobwl
NEEQOCTARNATE BOIMORHOCTE HECNORHOTO NONYYEHHA CNpascqHol khdopMayrd ua NMowuuanoe GLP, ocuxo-
BRIEAACE HA NOCNEQ0BATENBHOM MINOKEHHHE PaInvYHex pazgenos MNMpuduwnos GLP [1].

3.3 OBAIaHHOCTH

a) OB883aHHCCTH A0MHHHUCTRALWA HCNBITATENEHOND LEBHT RS

BonuwdHcTEe o0AIaHHOCTER A MMHRCTDAUM K HCNBITATENEHOMD UEHTEA HOCHT 0BWKA xapakTes 1 B pap-
HOH MEDE NPHMEHHMS K MCCNeNoBaHWARM i WWa 1 in Wi, HanpAaMep TpeboBaHna K 30MAHHCTRaUHH HoNkITa-
TENEHOMD LEHTRE, KOTODLIE GOMEHb oDECneYvBEaTs HANWYMe KBaNAgUUHMpoOBaHHOorD Nepoconana, a Takss
COOTRETCTRYHILLHY NOMEWEHWA W 0G0pYACBAHWA ANA CACERPEMEHHOTO KM HAQNEKAWETO NPOBESEHKR HECNEe-
AoBaHAA. OOHAKD 3aMAHWCTIAUWA MCNBTATENLHOTO LEHTEE DOMEHA OC0IHABaTE, YTo NEOBEOEHWE TECTOR i
VIlro MOSET BNWMATE Ha BRNONHEHAE gpyrux oDRIansocTen. HanpuMep, a0MAHKCT PAUME HCN I TATENEHOND LIEH-
TR A0MHHS FaRaHTHDORATE, Y4TO COTRYOHKMKM YETES NOHUMAKT BRIMONHAEM BE B iy HELMA. Mok weeneaoea-
HAAX i1 witro mokeT noTpeboBaThcA CNeydManeHan NoarcoToBKa, KoTOpas NpedycMaTpHMBaeT acenTHYeCk e
npouedype W obpaboTey BHonNorMYeckd ONacHel MaTepuanos. Kpose Toro, Ons NposeaeHUa TECTOR i wifro
MOMYT NOTEeBOBATECA CNEUNANEHBIE 30HLI H BHEQDEHHE NDoUeOYE, NO3BCNANWKMY WabaraTe 3arpAIHEHMA
TECT=CHCTEM. JDYTHM NPMMEDOM MOKET CNYKWTE TPEGOBAHME K a3MUHWCTRAUMK HCNBITATENEHOND UEHTDE,
uyToBk 0BopYEOBAHKWE W PACKXOOHLIE MATEDWANG, NOCTABNASMEIE B MCNETATENLHEIA LEHTE, COOTRETCTEOBANM
TpeboBaHKuAM K HX MCNONBEI0BAHKID NP NPOBEdeHHK HCCNedosakkd. OnAa onpegeneH by KeCneqoEa i
in witro MomeT NoTpeloBaTECA MCNONBICEAHWE NATEHTOBAHHLIX MATEpHanoa WKk Habopa Ana NpoBeLeHHA
WMCMNETAHWA. X0TA KOHCEHCYCHBEIA QoKyMeHT [3] yoTasaenueast, 4To MaTEpWank, Madupyasse K Mcnonsaoea-
HAIO B MCCMNEL0BAHHWAY B COOTRETCTEMK C MprHurnamd GLP, AonkHe DsiTe H3roTOBNEH I M NPOTECTHRPOBAH LI Ha
MNEHIOOHOCTE © NOMOW LR HAANEKALWER CHCTEMBI KAYECTEA, TakkuM oBpasom NEpeHOCA OCHOBHYIO OTEETCTREH-
HECTE 38 WX NPUrcaHCETe HE NDOKABOOMTENA MNK NOCTABLMES, 80MAHACTRALWA HCNLITATENLHOMO UaHTpa obg-
JAHA NOATESPANTE, YTO 3TH YENOBHA BLINSAHEHE HAONEEaW kM cOpaszom NyTEM CUEHKER METOO0R, NPOUEDYD ¢
NopAOKA QEACTEMA MOCTABLYWETE.

b} DDRIaHHOCTH PYKOBOOHTENA WCCNEJOBaAHKR

DecHoBHble 0GATAHHOCTH PYKCBOAKMTENA MCCNEN0BaHHA HE JABHCAT OT THNE MocneqosaqKs, a obAlan-
HOCTH, Nepesucnedde B NMpuHuunax GLE, NpuMeHsoTod TaEme K Hccnegosadian in witno, PyRoeoduTent
HECMBOoBaHHE NPOSOMNHMEET ABNATECR LEHTRANbHLIM ¥ EAWMHCTESHHBIM MHLOM B COSCNEYeHHM KOHTRONA
HMECMEAOBAHHS M HECET OTBETCTESHHOCTE 38 06LWEE NPOEELEHHE MCENEI0BAHKA U OpMUPCBARKE OTYETa 08
HECTEQOBAHHIA

Mpr NPoOBELEHAH HCCNEQOBAH WA I WEFS PYKOBEOOWTENE MCCNEO0BaAHWA OONHMEH 0GDATHTE OC0B0E BHHMA-
HAE HA QOKYMEHTHPOBARKME OCOCHOBAHMA M XAPAKTEDHCTHEN TECT-CACTEME], TWN QEACTEHA KOTOPON, BO3sMOH-
HE, Bones TPYOHD OCYILECTEHM NEK WCNBTAHRAR 1 Wlre [CM. NONOMEHKA O TECT-CHCTEMAX, NPHMBEOEHHbIE
HAME, C HRDODMALKER OTHOCHTENEHD oKyMEHTaLMK, TpebyioweRca 4na oS0CHOBAHWA W XAPAKTELHCTHEM
TecT-CHCTEMb). Mpr NPOBEAEHMA MCCNEZOaanKA N We OCYLWECTENATE AaHHLIE THNE QEACTERA JOCTATONHG
NpoCTo. Hanpusep, HeNonb30sadue ongeeneHHBEE BAOOB OPradiisos MoseT O Te 000CHOBAHO JOKYRMEHTH-
POBAHWERN TAKAX XBDAKTEPHCTHE, KOTOPEIE JENANT |X NoOGXoOAWER MOOSN:K ONA OUEHKH WHTEDECYRILL MK
wocnegoeaTenda 3herTor. XapakTepHCTHES KOHKPETHOMND MHBOTHOMD MOMET DbiTh OCYLUECTENEHA NEPOCTERIM
OCKYRMEHTHPOBAHWMEM BUOA MABOTHOM, WTaMKMA, CYBWTAMMEA, HCTOYHKEA NOCTABKK, HOMEDE, OWAaNa3I0Ha MaG-
Chi TENA, NONE ¥ BOApacTa.

Mpy NpoBEaEHRA UCCNEQOBaHWA I Vlro Tpebyesiee THMR J8ACTEAA MOMYT BhiTe CI0MHLIMA ON8 OCYWE-
CTENEHWA MO CRedyrw Wi NpAHrHan.

Mower noTpebopaTecd 0BOCHOBaAHWE (BHBODa) TECT-CHCTEMEl, YTODE PYKOBOOMTENE WCCNEedoBEaHWA
MO0 TESDGAN, 4TO METOL MCNETAHNA BANHOGWUDORSH WK CTRYETYRHO, Sy HELWOHANEHD WA MEXSHHYECHN CXO-
OEH CBANKAXPOBAHHBLIM CTAHOARTHBIM METOOOM HENBITAHWA. Meped MCNoONBIOBAHAEM HOBBIX METOOOR WCNk-
TAHHA, KOTODEE CTRVETYRHO, BYHKLKOHANEHD WHNA MEXAHHYECKH CXOOHE C BEANHAXRPOBAHHBIM CTAHGADTHEM
METOOOM WCNETAHKWR, PYEOBOOMTENE WCCNedoBaHWA JOMMEeH NPegocTaguTe QOEYMEeHTaNsHOE OoKala-
TENBCTES TOMS, 4TG0 HOBRIA METOO MCNETAHHE HMEET CONOCTABMMYI0 2B KTHEHOCTE NPM CLEHKE C MOMOLL b
HAONERaLWErD cTangapTHore obwerTa (obpaaual.

Tarke MoxeT BT QOCTATONHG CROMHO SOKYMEHTUDOBETE XADAKTEPUCTHEN i WIFO-CHCTEM. XOTA pYKD-
BOOWTENE MOCNE00RAHKA MOMET MDA COOSACTEMM NOCTABLLWEA DOKYMEHTHROBATE HEKOTODLIE XADAKTEDHMCT MM
TECT-CHCTEMB! [HANPUMED, NAHKKD KNETOK, BO3PACTNACCANKPOBAHKE, NPOMCKOROBHHE]), OH JOMNHKEH TakHe
OXAPAKTEPUIOBATE TECT-CHCTEMY, OKYMEHTANEHO NOATEEDOME, Y4TO TECT-CHCTEMa obecnedreasT Heobxoou-
w Y 3PPEKTHEHOCTE NPH SUEHKE C NOMOLWL BN HAONexalero cTadaapTHoro 0bwerra (obpasya), BRnioyan, mps

4
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HEOGXOOUMOCTH, 00LEETEl NONOKWTENEHONS, CTPMLUATENBHOMS KOHTRONA, HeoBpaboTaHHeIE KOHTRONEHEE
OB BEKTE WANK 0T LEKTRl KOHTRONA PEAKTMBA.

B ocofibix CNyHaax MOMET PACCMaTPHEA TECA MCNONEIORAHWE NATEHTOBEM Hil X MATERHANOR MWDK HaGopoR
ANA NPOBEAEHMA KCNRITAMWA i Wirg. XOTA KapakTepUcTHEN SadHEX MaTEpHanan 1nK abopos oNA npooege-
HHA MCNETaHWA QONEHE BRTE NOATREDAAEHE NOCTABWMHEOM, NPOWABOOUTENEM WK JBEHATENEM NATEHTAE K
KOTA A0MWHHCTPALMA MCNEITATENEHOMD USHTPE HECET OTBETCTEEHHOCTE 1a oBacnadeHte TOD, YTo NOCTABLLWE
COOTRETCTEYET YNOMAHYTE M BeILUE KPUTERWAM KAUECTEA, HANPUMED, NYTEM DACCMOTREHWA METOOOE, NPOLE-
OYP W NOPRAKA ORACTEWA NOCTARLWEDS, TONLKD DYKOB04MTENE MCCNEIOEAHMA OTEESAET 33 NOOTEEDHGEHHE
TOMO, Y4Ta XapakTe PUCTHEN JaHHeIX MaTERHAN0E UMW Hatopos 4eHCTEMTENLHO OTEEYaKNT TREB0BAHMAM NPOBE-
LEHUA MCCNEa0BaHMA M YTO HAG0PE ONA NRPOBEZEHMA MCNEITAKWA ACNKHEIM oBpaI0M BANMIMPOBAHE W NOOX0-
QAT ANA NPEAHAIHAYEHHOA LENA NDRMEHEHWA.

MOCKONEXY KIYECTEO M HADEMHOCTE DEsYNETATOR MCCNELoBaHKA Gy IyT HENOCPeACTEEHHD 3aBNCETE OT
KAYSCTDA 1 XAPAKTEPUCTHE OaHHEX MaTepranos W 1abopos ANA NPoaegeHHA MCNEITAHMA, OCoBEMHD BaKHD,
YToOE NONHOTA W NPAEMIEMOCTE QOKYMEHTALKK NGO KOHTPOMK KAYecTEa, NPegocTaanAeMoi NoCTaRLMKDM,
Bl TIWATENEHD WAYYRHE W EDHTAYOCKA OLEHEHE DYKODOAUTENEM UCCNEA0BAHKA. KaK MUHMM Y DyKDBom9-
TEMNL MCCNEA0EAHIAA DOMHEH MMETE BOAMOMHOCTE CYOMTE 0 COOTEETCTOMA CUCTEME KAYBCTEA, MCNONEIYEMOR
NOCTABLLMEDM, M HMETE B COOSM DACTOPAMEHAM BCH JORYMEHTALMK, HE0EX0QUAMYID ONA OLSHKN NDWI0AHOCTI
HCNOMNEIOBAHWA TECT-CHCTEME, HANPUMED PEaYNETATE MCCHEA0RaHUA XaDaKTERHCTHE.

¢} OBRIAHHOCTH NEDCOHANE, BENOIHRIOWETD MCCNegonaH WA

MepcoMan AoméeH TIWaTansH0 cofniodaTe, rae Heabxoaumo, TpefoaaHuA, NpelLABNARMEIS K ACEMNTH-
YECKMM YCNOBMAM, W CNed0BaTk COOTRETCTAYIOWMM NDOUE0ypan Npd NposegeHul HCCNedoaaHnia in wiro Bo
uabewanke NATOreHHOND JArPRIHEHWA TECT-CUCTEME. TAKKE NEPCOHAN JOMESH WCNoNsI0BaTe METODk,
NOAaBONRIOWKHE K3BEraTe BaaUMHEOND (NEQEKPECTHOMND] SArDAIHEHWA TRCT-CHCTEM 1 OReCneuMeaTe YMcTaTy
ucocnegopaknA. Nepoodan QomeH cTPOro NPUOEPHHEATECA TREBOBAMUA K M30NALMK TECT-CHCTEM 1M NpODEga-
HWIKD WCCNEO0BAHWA G yHaCcTHEM BHONOMMYECcKH ONacHblx MaTepuanoa. COOTRETCTEYIILWE MEDE NPegocTo-
POMHOCTA ONA MAHMMAIAUKXA PUCKOR, BOIHWKAMLWIMYE NPM WCNONsI0BAHKH ONACHED XHMUYBCERY DELECTE,
CNEnyaT NPUMEHATE W NPW NPOBEIEHUE MCCNe0oRaHWA i witro.

34 ObBecnevyedWe KavyecTea

34.1 B ugnoM OeATENEHOCTE COymbel OGSCnede A KadecTea HE BYOeT CiNeHO paind€artecd ana
HCCNEa0BaHKA 11 W W 0 vilro, B HekoTOPBEX CNYYaRE MCCNedoRania in vilio MOryT OTEE4aTe TRehoBaHUARM
NPOoEEeHAR KDATHOCPOYHEIX HCCNEA0BAHKA, B TAKKY CNYYaAX BOIMOMHD MCNONLIoRaMWE [2]. Tanue obpasom,
NoachHse ncenedosadMa MoryT BelTe NROMHCNeKTUROBAHE, 8CIK 3TO NPUMEHASTCA M QONYCKIETCA HALMO-
HAMNLHEIM 3AKOHOAATENLCTEORM, cnyxbol ofecnederus KAYECTRA HA OCHOBE NDOTPaAMMEl HHCNEKTMPOBAHKA
npoueccos. MNMockonery MNpuHuWne GLP TpeSyioT oT cnywbsl obecneqeHa KasecTea Nod MHCNeETHDOBSH K
¥ORNATE 0CoB0e BHUMAHKE KPHTHHECKAM 3TaNam MCCNeOoBaHuA, BAaMHD, HToD 8 Chy4as NDoBedeHne NCCne-
OoBaAHKA i Witro COTRYOHWEM cny#isl 002CneYaH A KAYECTES XOROLLUI0 MOHHMATIN, 4T0 ABNASETCA KPHTHYSCKUMIA
ATANAMK (M KPHTHYECKMMK acnekTamu} nogobues necnedoeaqvi. MoaTtony pysOBOOWTENH WCCNeqoBaHiKe,
OTBETCTEEHHOMY HCCNeacBATENIO ¥ MCCNedosaTenLCKoMy NepcoHany cnegyeT CoBMECTHD palpabfaTHBaTy
PYEOROOCTED MO NPOBEOEHMD HHCNEKLWA CNYyRE0l obecnede s KA4ecTEa B COOTEETCTEYIOWMY ohnacTax. Tak
KAK Nporpama oDecnevyeHda kEaYecTaa JonHHa, KaK YEaiaHo, OXBATHEATE KHOHEDETHEIE ACMakTsl Mo TaHHA
i1 vitre, obyYeHKE M NOQroTOBKA NEPCoHANA CNY#Oe 0B8CNeYeHna KAYECTRES A0MEHE! DbiTe YETHD HANDABNEHE
Ha CNocoBHOCTE PACNOIHABATE MOTEHUHANEHBIE NPOGMNEME B K0HEDETHLIX 0BNACTAX WCNBTaHWA in vilro,

3.4.2 Cnegududecsde 0GNacTA, NogNessuide WHCNEKL WA, BMOryT BEMNOYaTe B Ce0R Npoyedypel B Me P,
HE O LAHWYHBAACS HMH!

= MOHWTORMHE NARTHA KOMOOHEHTOR NATATENLHBIX CPEE ANA KNETOYHED B TEAHEBLX EYNLTYD, KOTOPEIE
HMEIOT CYWECTBEHHOR 3HaYeHne ana 3pAekTHEHOCTH TECT-CHETEME (HANDUMep, 3MDpHoHaNEHaA TeNAYLa
CRIBOPOTHA W T. 4.}, W APYTHE MATEpUanos NpUMeHATENLHS K KX BNAAHKKD Ha 3P HerTHEHOCTE TECT-CHOTE M

- ougHka W obecnedarie fyHELHOHANBHOMDS KIANK MODdonorieeckoro CTaTYCa (M UENOCTHOCTH) Ke-
TOK, TEAHEH ¥ GOYTAX MHOWEATODHLIX MATEOHANOR,

= MOMUTORWHE NPW HEODKOAUMOCTH NOTEHUHAN RO JAMPAIHEHMA Yy HEDONHBIMMA KNS THAMA, MUEONNa3-
MAMEA ¥ OPYTHMM NATOTEHAMI M GRYTAME CNYS3AHBIMA 2reHTaAMH,

- yOopka W obeajzapamHeaHye NoMeweHnA 1 0S0oyO0BaHKA, 3 TAKKE MUHWMWIALWA NCTOMHHMEOB 3arpRa-
HEHWA TECTUPYEeMEE OOLEKTOR M TECT-CUCTEM,

- 0BeCcnedeHne AGMMEHON MCNONBAOBAHKE W OBCNYHKBAHWA CNEUWANWIAPOBAHHOMD B0DYIORAHMA,

- oecnedeHne HAANeaed KPUWOKCHCEPBALMK M BOCCTAHOBAGHKE KNETOK H THAHEH

= OGeCnede e HAANEMAWMY YCNORHA QNA WAENEYEHKA TKAHEH U3 IAMOPOMEHHOID MATEDKUaNa;
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- pbecneqdeHue CTERMNEHOCTIA MATEPHANDE U NPMHAGNERHOCTER, MCNONEIYEMalX NpW paboTe © KNeToy-
HEslBAl W THAHE BB MA Ky NeTYDamiM,
- NOOOAEpHAHWE HAONEKAWETD DaA3NeNEHHR PAINWHHBIX MCCNEZ0BaHMA U TECT-CUCTEM.

3.5 NoMeweHun

a) OSwMe nonoweaHua

MpkHUMnE GLP rnacaT, 94To MCNETaTeNsHBIE WEHTRE D0MHHE! GbiTe NPHIoGHL K BeINONHEHHD MCCea0-
BaHHK, OCYWECTEMNAEMBIX HMMH, C yHETOM CYWECTEYHWME TPeboRaHMA W 4TO B WCNETaATeNbHBX LEHTDax
OonHHa NoAOepHHEATECA OOCTATOMHASR CTENSHE PAILENSHHAA MEKY PaIHEIMKA BULAMK A8 ATENEHOCTIA, 4TOG kI
OGECNEYHBEaTE HAANEHALEE W HEHAPYLLAEMOE NPOBESEHKE KAMI0M0 WCCNedoBardA. B CBAIW C TemM. 4TO
WCCMEgoBaHus 111 witro obLl4HD JaHMM KT OrpadrYer HoE pado4es NPOCTRaHCTES W He TRelyioT Cnewxan3Im-
POBAHHERE NOMELEHKWA, KOTOPLIE MCKMICHAI0T BRINONHEHWE QPYIAX MCCNeqoBsaHHi, CnegyeT NpHRMAaTL ME Dbl
na cbecnedeHdio Hagnexallero pasnenadiia MCCNELoBaHKE iR vilro, COCYLWeCTEY WMWY B OOHOH W ToH e
DHIASECHDA Cpeae.

b} MoMeweHHs ANA TECT-CHCTEM

MeuHupne GLP TpabyioT Hanuuma QocTaToOuHOD YHCNa KoOMHAT MK 204 008 0BecnedeHna MIonAumMM
TECT-CHCTEM W NPHIOAHOCTH NogoBHbix 304 ONA OBecneqeHdka MHUHUMKHIELKWY BEPORTHOCTH 3arpAIHEHMA
TECT-CHCTEM. QOHaKD TEPMUH tI0H » HOHEDETHD HE ONPEOENEH, W NOITOMY EMd WHTEPNPETALMA MoxaT BblTe
A0aNTAROBAHA K PAANHMHHEIM CATYAUKAM NPOBEIEHA A MCNETaHKIA 17 vilrg. BakHeM acnexTom 30eck ABNASTCA
T, 4TO LENOCTHOCTE KANAGHE TECT-CHCTEMBL M MCENSOCRAHWA HE OOMMHE BbiTe NOCTAANEHE NEO YIPoay Ka-3a
BOAMOMHOCTIA NOTEHUMANEHOMD KW NEDEXDECTHOND JArPAIHE HNA KNK CMELWWBAHKWA.

Tarum obpasoM, CTAHOBAMTCA BOIMOKHBIM AHEYGHPORATE KNETHA KNH TEAHW, OTHOCALLMECH K Pa3NMYHEM
HMECMEO0BAHHEM, B OOHOM M TOM He MHKYBATORE NPM YCNOBMKE, 4T0 MERODY HAMKH CYILECTEYET QOCTATOYHARA CTE-
MéHb Pa3deneHds [HanpMMep, COOTEETCTEYVIOWWE HOEH THDWEA TOPE, MapEMDOBKS KNH Pa3LeNbHOE PaIMELE-
HeE, YToBE OTAMYATE HCCNEA0ORAHWA] W 4TO Hid OOWH TECTUDYEMBIA 06ReKT (00paseu) He SEAASTCA NETyHHM
HACTONEKD, 4T00R 3arpRIHATE SRYIWE HAXOOAWMECR B MHEyDATODE | NOQNERaAWME HCCNedoBaHKI0 TECTHpYE-
Mbte 00 LeKTERL.

PaageneHue KpUTHYecky has MecnenoBaHHA MOMET OCYLLECTENATECA HE TONBKO Ha NPOCTPARCTEEN-
HOH, HO W HA BRPefMEeHHCR OCHOBE. MaKunynALKA © KyNETYDAME KNETOK U THAHER, HANDHMED NPOUSOY Dl Cyo-
FyNeTHBMpOBaHKA, Jobasneqre TecTupyemMoro obberTa KU T. O., ODLIYHD BENONHAKTCA B BEpTHRANEHBIX
Wwkagay ¢ NaMuHapHEM NoToRoM, 4To0kl 0DECNEYMBATE CTEDHNEHOCTE W SAWMTY KaK TECT-CHCTE MBI, TAK KW
WMCCNEQ0BATENLCHOMD NEPCoOHANa M OKpYHamWen coedsl. [Npr Takks yCNoBKAR Q0CTaToYHoE pasaenaHre Qna
NEeg4oTEPALYEHHA NEPEKDSCTHOND JarpAsHEH WA DaIHBIX MCCNedoBaHHA MOKET Bl Te JOCTHIHYTO MY TEM Nocne-
ACBATENEHLIX MAHWNYNALME C TECT-CHCTEMA MK, HCNONBIYVEMBIMH ONA 0TAENEHEY MCCNaJoBaHni, Ny TeM Twa-
TeneEHoA yoopkd ¥ ohealapamkear Ma/CTERHUMAIALMA DaboYdx NoOBEODXHOCTER WEada ¥ COOTEETCTEYHILLEnD
nabopartoprorn 0GopyoBaHKA, NDOBOOMMbBIX NPH HECEX0JUMOCTH B NEPEDbIRAN MEHDY DAZNTHY MK BHOAMM
OERATENEHOCTH.

Dpyriss BamHEM ACNSKTOM ABNASTCA HANKYUME OTBEEOSHHEIK KOMHAT MMM 30H GO CNEeUMansHe M oBopyno-
BaHueM, oBecneYHMBaIILMK O0NMOCROHHOE XpaHeHHe TecT-cuoTem. DBopyaoBaHKe, BENIDYAA SMEOCTH GNA
KPAHEHWA, OOM#HO CO30aRaTeE Hagnewawuwe YonoB«dA Ans 0GeCcnedesdka JONrocpoqHoR LenocTHOCTH
TECT-CHCTEM.,

) MoseweHda onA obpaboTed TECTUDYEMEX M CTaHOAPTHEX obeexToR (obpasuce)

Xora tpeboaanma Mpuayunos GLP k oGpaboTie TecTupyemelx M cTasgapTHex obrekTor (obpaayos) B
ABHOR CTEMNEHA NPAMEHSIOT K HCNBI TAHMARM 1 WINS, NOCKONLEY CEAZAHL G NPELOTERALLEHHEM NEDSKPECTHONS
JATPRIHEHHA TECTHDYEMBIMA H CTAHOADTHEIMA 0BwerkTaMu (obpasuamu), CNegyeT NpHHMMATE B0 BHMMaHNE
CRegyiownie AcnesT: NOCKONERY CTERHNLHOCTE ABNSETCR BAKHEM PaKTopoM NP NDCESOEHNA HCCNEOCEaHMA
i vitra, HeobxoaMmo oBecneddBaTE, YT00R MNOMELLEHWA MMNH 30HI, KCNONLIYERMEE 0NA NOATOTOBEM KB CRMELL -
BAHHA TECTHDYEMEBIX  CTAHIAPTHLIX 05 EEKTOR {0GRa3U0R | C HOCHTENMAMK (DACTROPWTENARMA ), BNy obopyoo-
BaHbl Taxum cBpasom, 4106w obecnesMBaTe NpoBedeHHE paboThl B CenNTHYECKMX YCNOBMA R, TakMe obpasom
IAWMLEA TECT-CHCTE MBI M HCCNEACBAHMA NYTEM MAHHMHIAUWA BEDOATHOCTIA 3ArNPRIHEHKMA B XC0E NOOroToKH
TECTHDYEMBIX M CTAHZADTHeX 0bwekToR (0bpaauoe).

3.6 OBopyOoBAHWE, MATEDHANLI W PEATEHTI

XoTA cornacHo cBlWenpUHATOMY NOegcT ABNeHD DY TUHHLIE TpeboaawMa K annapaType, MCnonsIye Mo
B cpene cooTeeTeTams MNpuHyunan GLP, B paBHoi CTENEME NEPRMEHAME W K aNnaparype AndA BecneJoEaHna
i WD, CYLLECTEYIOT HEKOTODRIE CNEUWdHYeCHie BONPOCK W NDoANeMel, HMenwHe ocoboe aHaqHeHse. Hanpu-
MEQD, BAMKOE IHAYEHHE ONA LENOCTHOCTIA W ASCTORENHOCTH HEKOTORBIE MCCMNaq0BaHui in WD MORET HMETE
OSeCnedeHHe HagNewallKy Yyenoedi paboTel ONEeaeneHHEY BWL08 00Oy GOBAHKA, HANDHMED MUKDOBECOR,
MMEDONHNETON, NAMAHADHBIX WEAPOR MNW WHEYDATOPOR, NOONEHALMN, NPW HEOSXOOHMOCTIA, DECYIARHOMY

G
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CHCNYHMBAHMD, KOHTRON W kanuipoase. ng cneydanyivpoeaone 0Bopy 4oaaqMa JonMHe Gl Te onpege-
NEMEl KPUTHYSCKAE NARAMETDE, TREEYIWKE NOCTORHHONS KOMTROMNA WNH YCTAMOBKA NPEaensHsx I 34eHUE 1
CHTHANKIALMI.

TpedosaHda Mpuuuynoe GLP & peargéutas B OTHOWEHAK WX MADKMDOREA M 3Tk WCTEYEHWA CROoKa rogd-
HOCTH 8 DABHOA CTENSHA NPWMEHAKTCA K PEAreHTaM, WCNONEIYesIb NI MCCNBO0RAHUAX N Vilro,

3.7 TecT-CHCTEMEI

TecT-CHCTEMBI i Witro No BGonNbLUEE Y4acTH NPegCeTaenainT CoSol GUONOMMYeckde CHCTEMEl, XOTA HeKoTo-
Plie U3 NOCNedHKy paapaboTor B 00NACTH ANBTEDHATHE TPAGWUHOHHOMY MCNBITAHKKD i1 VIO [HANDHUMED, MEkH-
HENE MATPHUE ONA TOKCHKOTEHOMKWER] MOMYT NPORBNATE HEHOTOpBIE aTpHEyTel OHIMKO-XHMHAYECKHE
TECT-CHUCTERM, 8 OPYITHE (HANPUMED, TOKCHECMETAOOHOMKES) TEM HE MEHEE B OCHOBHOM NONAranTeA Ha aHand-
THYRCKYH MEeToQoNorks. Habopsl ONA NpoaegeHis HCNBITAKKWA, B TOM YWCNe NaTeHToRaANHEIE Habopsl AnA
HCNBITAHWI, TAKKE CNegyeT pAcCMaTpUBaTE B KAYECTEE TECT-CHETEM.

a) YonoBua ANA TECT-CHCTEME

Kak 1 ana nofeix gpyrax SHonordHectns TeCT-CHCTEM, HeoBXOOMMO CNPE0enaTE, NOLOE DEHBATE M KOH-
TRONHUPOBATE HAGNERALME YCNORKA 4NA 0DECNeYeH A KAYECTEA W UENOCTHOCTH TECT-CHCTEM B NDOLUECOR MX
HOAHEHAA ¥ B X008 CAMOrD Wocnenqoeaqds. JadHan JesTeNeHocTe BENKHAeT B cabl A0KYMEeHTADOBAHHOE
ONPELENEHHE, TEXHHYECKDE CDCMYMHBAHKE M MOHKTODMHHED XHIHECNOCODSHOCTA M HYBCTEHTENLHOCTH [OTBET-
HOW DEAKUMH) TECT-CHCTEME, BEMOAYAR 3aNHCE HHCNA NACCAMER KNETEH M BDEMEHN YOBOSHMA NONYNA LMW, Kpo-
Me Toro, HeobDxoOMmMo XpaHMTE 3anKck of YonoBMAX oRpykaoWwed cpeasl (Hanpumep, of YypoOBHE MWOKDIOD
23073 B KPHOHOHCEPBALMOHHON CHCTEME CHHIRMM 330TOM, TEMNEPaTYPE, BNAMHOCTIA H KOHUEHTRaUWE CO_ B
HEKyDaTopax, v T. 4.1, a Tasse 0 NI0GEE MaHuNyNALKMAY © TECT-CHCTEMON, HE0DXogusbx ANA 0GeCnevyeHna e
KAYECTEA W WENOCTHOCTA (Hanpuaen, ob obpatoTre aHTROMOTMERMA MNW NPOTHBONDHORDBLIMM CPEOCTRAMK, O
CYORYNeTHRHPOBAHKK, CENEKTABHOM KYNETHBHDOBIHWK ANA CHIAKEHHA YaCcTOTEl CNOMTaHHEX CobuITHA). Tak
KaK oDecnaqeH e HANNeXMaLHx YoNoBKA ORDYHAWER Coedbl BO BPEMA XPaHEHHA TECT-CHCTEM MOMET BNWATE
Ha KAYECTED JAHHEE B BoNsUeH cTEnasl, Yem ONA Opyriy SHONorMHeckiay CHOTEM, 3T JANHCH MOryT HMETE
oCoboe aHaYeHE NpH 0SeCNedeHMA KEYECTES M QOCTOREDHOCTH AaHHLlX (PeEayNeTaTOR ).

b} HegasHo noONyYEHHLIR TECT-CHCTEMEI

JorysaeHTauMo, NoNyHeHHYH OT NOCTABWAKE TECT-CHCTEM iR Wi (HanpdmMep, NPOWCXOMEEHKE, BO3-
pacT/YCNo Naccased, BpemMs YOROEHUA KNETOK H NPOYKE COOTRETCTEYVIOWWE XaDakTEpHMCTHER, NOMOT 3k He
HOSHTHOHUMDOBATE TECT-CHCTEMY), HEOSXOOUMO DACCMATPHEATE W XPaHWTE B 3ANWCAX WCCNegosaHHa.
Ons ougHrK #HHIHecnoCobHOCTH, NPHUIOGHOCTH (Hanprmep, OYHEUWCHANEHoM WrnM sopchonormeecrons
CTATYCA KNETOR ¥ THAHER, MCNBITAHKA HA HANKYKME MABECTHOMD KW NPEQnonarassiors MEKpoBHOD KW BHPYC-
HOMD 3ArpAIHEHAA] B SYBCTEMTENEHOCTH TECT-CHCTEMBl HEODXOOMMO CNE0BATE NDEOEAPHTEMEHD YCTAH0E-
MEHHEM  EpUTepuAs. PeayneTaTk Takds OUEHOK chnegyet SOEYMeHTHUDCEATE W XPaHWTh B 3andcAx
HCCNEAoBAHWA. ECNA NPOBECTH NOGOSHYID OLUEHKY HEBOAMONHD, HANPUMED NEK MCNONEI0BAHAK KYNETYE Nep-
BHYHBX KEMETOR WK « BOCCTAHOBNEHHBIX ODraH0B» , TO MENKY NOCTABLWKOM W NONE3I0BATENEM JOMHKEH CYLec-
TEOBATE MEXAHAIM, ANA Toro Y7obel YCTAHABNMBATE W JOKYMEHTHPOBATL NPUIOOHOCTE TECT-CHCTEMBL.
MOHHTORHRT W 3aNKce 2DPEKTHBHOCTH TECT-CHCTEME! OTHOCHTENLHD OB BLEKTOR OTLMUATENBHOMD M NONoHKA-
TENLHOMD KOHTPOMA MOMET CHAYEHTE JOCTATOYHBM QOKA3ATENLCTRECM YYBRCTEMTENLHMOCTH KOHKPETHOR
TecT-cHoTamel. Nnbwe Npobneme, CEBRIAHHBE C TECT-CHCTEMON, KOTODLIE MOMYT NOBNWATL Ha KaYecTao, 40C-
TOBEOHOCTE H HAQEMHOCTE WCCNEO0BaHHA, O0MMHE ObiTh JOKYMEHTANEHD GPODMNEHE W DACCMOTDEHE B
JAKMNIOHMTENEHOM OTHeTe. B cny4anx BOaHMKHOBEHHE NPpobNeM G NoCTARNASMBIBW NPOHIE0ONTENEM TECT-CHO-
TEMaMK JaHHEIE BONPOCEH GOMEHL Gl TE JOBEOEHE 00 CESOSHAA NPOAIB0ANTENS, C TeM 4Tobk o1 NnpegnpK-
HAN NOWCK KOPPEKTHPRYIOWHK MaD.

C) 3anycd o TecT-CUCTeMax

MpHHuEne GLP TpefyioT xpadesiA 3andced oD MCTOY KK, OaTE NOCTYINEHWA W COCTOAH MM TECT-CACTEM
NEKW NoCTYNREHA K, ONA KNETOK M TEaHEH 3T 3andoK QoNHHE BENINYaTs B ceba HE TONBKD HENOCPedCTEEHH IR
HCTOMHKE (HANDHMED, KOMMEDYECKHA NOCTABLME], HO ¥ NEPBUHYHBIR HCTOYHHE, M3 KOTOROMD Gl Bl deneHe
EMETHEA W TRAHK [HANPpUsep, NepBERYHEE KNETEW MW TEaHKW C AOHODCKMM M XapakTepHCTHEAMK, WHPOKD M3BeC-
THEIE ENETOSHBIE NHHAM, NOMYYEHHLIE K3 NEHSHAHHEBER HCTOYHHKOB M T. 0.},

OononuuteneHas tHbopMagrs, HeobXoZWMan Ong KpaHeH|a, QonHHa Bxniosars B ceba cnenyrwmse
MONCHEH KA, HO HE OrDaHWYHBATBEA KKK

= METOL, CNoMOWEK KOTOROro BelnK NepEoHaYansHG NONYYeHsl KNETEA MM THEHK (HaNpWMEaD, NonyYe-
HKE M3 IKCANAKTOE TEAHEH, BHONCHA HODMaNBHEIX KK PAKOBLIX TEAHEHR, NEPEHOC NEHOB NYTEM NNA3MHAHORA
TPAHCEHERL WA HNH BUPYCHOH TRaHCOYEUHAH W T. 0.);

- KPOHOMOMMA XDAHEHHA,

= YHCAO NACCAMEN KMETOHHBIX MAHWE,
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= YOMOBEAA KyNETHBUDOREaHWA,

- HHTEDBANGL CYyDKYNETHRWPOBAHWA,

= YCMOBUA 3aMOpaHNEAHMAOTTANEIHKA U T. 4.

Kpowe Torg, ONA TRAHCTEHHEIX TECT-CHCTEM HaohX0OMMD BuIACHATE NPHUROAY TPAHCTEHORE M OCYLLEe-
CTEMATE COOTRETCTRYIOWEE YNIPABNEHHE IKCNPECCHER TRAHCTEHOE,

Ceoboe BHAMaHKe Aon#Ho BeiTe YOENEHD HAONEKAWER MARPKMPOBKE TECT-CHETEM B NMPOUBCCE XpaHe-
HHA M ACNONBI0BAHKA, BRNINSAA MEDLl N0 oDECneYeHMn QONTOBEYHOCT MapkipoarK. B Tex ocobbix crnyyans,
KOrOa pAaIMEDEl KOHTERHEDOR M YCNOBWMA XDAHEHHA (HANDUMED, KpHONpobUDKK B XHOKOM 230TE, HECKDMEKD
TECT-CHCTEM, XPAHALWMWECA B OQHOM KOHTEAHEDE) MOMYT BETE KPATUYECKHMI (DakTOopaMi ANS MApKMPOBE,
O0NHHE DsiTe NPEONPAHATE MEDal, 0SSN EY MBAMWLME KODDEKTHYI0 HOEHTHEMEALWG TECT-CHCTEMBl B NGO
MOMEHT BOEMEHIN.

Tpetosauua MNpuuurnoe O3ICP GLP £ MapkdpoREe W 0aTam MCTEHEHKMA CROKa MoaHoCTH TeCTHURYElsIX
OGO LEKTOE M PEAreHTOR B DABHON CTENEHK OTHOCATSA K HAtopam ONA NRoBEdeHNA HCMLITAHWA, HCNoNLIYEMEM
B KAYECTBE TECT-CHCTEM i wilro. Boe Habope! ANA MCNBITAHKA HEZABWCHAO OT TOMD, HCNONLIVIOTCA MK OHE B
HAYECTEE TECT-CHCTEM KK NOBEIM ADYIHM 05paiInM, HANPUAMED ONA AHANWTWHECKWY Lenai, JONsHb HMaTk
Ccpok roaHocTi. Npognesre 0aHHOTS CROKa FoaHOCT MOKET Bkl Th NPME MOS0 TONBKD HA CCHOBIHMM SOKY MEH-
THROBAHHON CUEHEW {MNW anankaa). 4na waGopoa GNa NnpoeegeHds MCNHTaHrA, ACNoNBE3YeMBIX B KaYecTEa
TECT=CHCTEM, TAKME OCKYMEHTHPOBAHHEE OUSHKK MOTYT COCTOATE, HANDHMED, M3 MCTODHYECKHX JanHoed o
HADNKAAEMOE OTERTHOW PEAKUWH COOTRETCTEVIOWEH NARTHK HaBopoR ONA NPOBEAEHHA MCNBITAHWA NO OTHS-
LEHKHIO K 0D BEETAM NONCEHMTENLHCID, OTRAUATENLHOND KOHTROMS WIANK KOHTPONA PEaKTHES [HOCHTENA, pas-
GapHTens) v DblTe QOKAZATENECTRCK TOMD, YTO QaMe NOCNE ACTEYEHKWA COOKA MEHOCTH OTEETHAA PEAKLUKA He
OTENOHASTCA OT UCTORHHECKWX NOKA3aTEnel ROHTPoNA. Joky MEHTHPODAHHOE e LLEHWE DYHOBOWTENA Koone-
OOBAHAA OTHOCHTENEHO NPOANEHWA CPOKA MeAHCETH QOMEHD NPedOCTARWTE A0KAIATENLCTES ANA AAHHOMG
NEOUECcCa OUEHEN.

Ona 1oro HTo0E HABERATE BOIMOMHOA NYTAHWL B, HOMEHKNATY DA TECT-CHCTEM QOINEHA GhiTh HETED ONDE-
OENeHa, 8 MAPKUDORES TECT-CHCTEM TAK ME, HAK W BCE 3aNWCH, NONYYeHHBIE 0T 0TOENEHBX MCCNEO0BaHHA, QOn-
HHE HMETE CPUUKANEHO NPHHATOS OD0IHAYEHHE TECT-CHCTEMBI.

3.8 TecTvpyemble W CTAHOAPTHLIE ODLEKTLI (B TOM YuCne obLEOKTEl OTPHULATENLHOrG KW
AOAOMHTENLHOMD KDHTHONA)

B uanom, Epome nepeducnedHsy g Npudygunax GLP, He cyliecTEYET HMEaKMX cneyddudecks Tpebona-
HHH OTHOCHTENEHG NonyseHnA, obpaboTi, othopa npod. KpaHestA M ONHCAHWA XapakTepUcTUEN TECTHRYE-
MbiX M CTAHOADTHBE COQAILOE, MCNONLIYEMBIX B WCCNER0BAHKAY HA TECT-CHCTEMAX i wiro. OOHaKs, STobk
HIGEKATE MAKDOOHOMD JarpAIHEHMA TECT-CHCTEMbI, HE0BXOOKWMO NPoBOOWTe 0BpAboTEY AauHBEX 0D PaILoE B
ACENTHHECKMY YCNOBUAX.

Ona ofLekTos NONOMHTENEHOT D, OTDHUATENSH3M0 KOHTRCNA WANK KOHTRONA PEaKTHROG [HOCUTENA, pas-
fapuTEna) MOaT NOTReBosaATECA NO MEPE HEODXOJUMOCTH GNPEASNEHWE KOHUEHTPALWN 1 O0HODOOHOCTH,
MOCKONEKY HAMHYHE ITHX NOKAIATENEN MOXET BelTeE J0CTATOYHEIM ACKAZATENECTEOM KODDEKTHOM , Q302800
OTEETHOH PEaKLMK TRCT-CHCTEMEL Ha HUX.

CpoKk rogHaCTH KOHTROMNBHBIX 00 BLEETOR [CODasUon ] MOKeT BeiTh NROANEH HA OCHOBE OOKYMEHTHDORAK-
HOH OUSHEW MNK aHanKaa. Takaa oueHra MOKeT Cogep®aTs JOKYMeHTUDCRAHHOE J0HaaTensCTRS TOM, YTa
OTEETHAA DEAKUWA COOTEETCTEYIOWMY TECT-CHCTEM MA OO LEKTE NONoCHTENLHOrD, OTREUUATENLHOMD KOMTRONA
WIHNK KOMTROMNA DEAKTUEA HE OTENOHASTEA 0T XLAHALWYCE B UCNBTATENEHOM UEHTPE MCTODHYECHHX NOKAIATE-
Nel KOHTRONA, KOTOPEIE, B CRGI0 OYBREfE, NOMEHE BbiTh CONOCTABMME C OMYBNUKOBAHHEIMA ATANOHH b A
NOEAIATENRMK,

3.9 CrangapTHiIe onNepaynoHHLIE NRPOUSOYD Ll

B OononHeHHe K npuiMepas, npueegeHHsag B MNpadgunax GLP [1] (nysHeTel 7.4.1—7 4.5), cywecTeyoT
cheurtbMYeckne ONA TECTUROBAHMA i wilra THN b QEATENLHOCTH K NPOUSCeRE, KOTODbIE O0NMHE BiTe ONMcaH bl
B CTAMOAPTHEE oNepalWMoHHe npouegypax (COMM). Tamwe COMN 0onkHe 0NONHATENEHO BENIOYATL & c2GA
CNegyIoWH-e NpUMeps QEATENBHOCTH HCNBITATENEHOMD UEHTPA, CEAIAHHBIE C NPOBEOSHHEM HOTNbITAHKWA
i vifro, Ho He OrpasKuYMBaTECH MMK;

a} MNoMeweHs

Ha cCHOBaHWK PRIYNLTATOE MOKKTODKHIA OEDYHAKWERN CPedkl B OTHOLWEHKK NaTOre HHLIX MHKRPOoDTa-
HAZMOB B BOAOYKE W HA pAGOYEHA NOBELXHOCTH B CRYHAE 3a0aMEHKR HNH 3arpRaHEHIRA HCNLITATENEHOMD UEHTRA
WK 30H NPOBEOEHWA HCNBITAHKA CNegyeT NpegnpHHaTE COOTRETCTEYIOWHE OAERCTEHMA No yOODEE W QEaHK-

e LA
8
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b) Annapatypa

Mononeacoadue, TexHUYeckos oBcnywHMBAHKWE | KOMTRONE NPOMABOOMTENEHOCTH, YEopKa ¥ obaelszapamim-
padKe cDopyYOoBaAHWA 1M MHCTRYMEHTOR, HCNONLAYeMEY B paboTe © KyNLTYDamd KNeTow i THaHeHd, HanpuMep
MAMAMADHEY WKADOE W AHEYSATODOR, MOHATODMHT YROBHA WWOKOMD A30Ta B KOHTEAHeRax ANR KpaHedins
TECT-CUCTEM, KANMGPOBKA M KOHTRONE TEMNEPATY Pk, BNAMHOCTH M YPORKA cofepxanna CO, B ukkyGaTopa.

c] Martepuank:, pearaHTel M pacTBopE

CHiEsEA NPMIOOHOCTH, NEPOANSHKE CPOKA MOAHOCTH, OUESHES M NOOASPREA CTEDUNBHOCTH, CKPMHHHT pac-
NPOCTRAHEHHEX NATOMEHHLIX KOHTAMUHANTOR, CNWCAHAE NPOLEYD BsBopa B HCNONEI0BAHKE DACTEORKUTENS
(pazfapuTens, HOCWTENA), Npouedypel BeprudMEaLMy CORMEBCTUMOCTH PACTEOPUTENA (HOCMTENA) 1 TecT-
CHCTEMEL.

d) TecT-CHCTEMbI

YCoNoBKMA XPaHedna W NPOoUeypsl 3amMopas Eatdia W OTTAMBAHHA KNETOoK 1M TEAHeA, TECTHPOBaHKE HA
HANWYHE PACTPOCTRAHEHHLIX NATOMNEHOR, BUIYANLHAR WHCTIEKLWA 3ArpASHEH KA NPOLSaYDs NDOBERKW (HANP-
Map, © WMCNOoNLIoBIHNEM KPUTEDMER NPUEMMEMOCTA) OnA obecnedYyeHHa CBONCTE K YYBCTEMTENLHOCTH
TECT-CUCTEME! NEW NPUOLITHH W B X008 WCNoNBIOEAHWA, BYas TO HENOCREACTRSHHO NOCNE NPUELTHA KM B
TEYEHHE JATNLHEALLEND NEPMOLA XPaHSHKA; MOPPONorMYeckan OUeHKa, KONTRONE CTABKNBHOCTH eHaTHNE
MM EAEMOTANE, KOHTPONE CTA0MNEHOCTA TRAHCTEHA ] PEHMM HHHUHMDOSAHMA KyNETYRE, YCNOEMA EYNLTHEKREO-
BAHWA C YEAZAHWEM MHTEDBAN0A CYEKY NETUBUSOBAHWA, oDpaBoTea BUONOrMYEck ONackblX MATEDWANDE K
TECT-CHCTEM, NDOUEOYEE yIAMNEHHA TECT-CHCTEM.

e) Mpopegenne woocnegoeaknA

ACENTHUYSCKHE TEXHMKM, KPHUTEPHUH NDHEMOSMOCTA JOCTOREPHOCTH WCCMEf0BAMMHE, KLMTEPHK AnA
NOBTODHOMD NPOBROEHUA AHANKaa.

fy Ofecnedenne kadecrea

Cnpegene i KEpHTHYeckiay a3, YacToTe: MHCMEELMEA.

310 BeinonHeHHa ACCREAOBAHKA W OTYETE O PEIYNLTATAX HMCCNBO0BAHWA

TpeGopaHdA MpuuuEnoe GLP K NpoRe0e i MCCneqosaHAE 0 Wi MOeHTHYHE TReDoEaHMAM K NpoBc-
OEHHID TPaZHLHOHHEX HCCNEJoBAHWE BaacnacHocTi. [ng NpoBeaeHiA MCCNedoBEaHHA I Wilio B COOTRETCTEHK
C MpuHUHnany GLP BO MHOMX CAYYanx PEESMERTYETCR ONWpaTeECA Ha [2] B codetaduin c[1].

CyllecTeyeT pRA BONDOCOR, XapakTepHbIX ONA MCNETAHKA i Wire, KoTOpDBIE DON#HHSEl Gbl Te OTPAKEHL! Kak
B NMN3KEe MCCNeQoBandna, TAK 1M B SasnioeMTensHomM oTdeTe o nccnegosadiui. 3TH BonNpockl B 0CHOBHOM HOCAT
HAYHO-TEXHWYECKWEA XapakTep, Hanpumep (Haydsoe] TpedGopaHde, YT00R MOBoH BHYTDEHHWA KOHTDOMNE
[COOTEETCTRYHWErD 0dLeKTa NoNoHNTENLHOND, OTDHUATENEHOND KONTDONA, KOHTRONA pEakTHEa 1 Heobpabo-
TAHHOTO OOBEKTA ), OCYIUECTENAEMBIN B UENAX KOHTPOMNA NOrpeWHoCTER 4 oleHEM 30 0esTHEROCTH TECT-CHCTE-
Mil, NPOBOAWMTE BO BCEX WCCNEQOBaHWAX N vilro COHOBPEMEHHS C KOWTPONEs TecTvpyemors obwekra
[obpazua). Bonee KOHEDETHEIE YEAIAHWA OTHOCUTENEHO TOMD, KAKAE TEME! 0MMHE GRiTE PACCMOTREH: B NNE-
HE WCCNedOBAHKA W B SAKMIOYMTENBHOM OTHETE MOMHE HAHTH B COOTRETCTEYHIWME pyrosoacTaax O3CP no
NPOBELEHAI0 ACIETAH WA MNK OPYTRK COOTBETCTEY DWW CCbiMKax.,

311 XpaneHWe 3anUcel W MaTepranon

Cowme TpeboeannA NpuHuxnoe GLP k xpaqesink pacngocTRarAmTcA TAKKE M Ha MCCNeqoBaHHa in vilro.
Kpowe Toro, cnedyeT paccMaTpHEaTe BONDOCEl O COXDAHBHHK 0GLAAUOR TECT-CHETEM, KOTODBIE MOTYT BeiTk
FAKOHCEDEWDOBAM B! HA ONATENEHOES BEPEMA, OCODEHHD TECT-CHCTEMBI OMDaHMYEHHOR JOCTYNHOCTIA (HanNDUMep,
CNEUHMANEHEIE ENETONHBIE NMHKK CYERNOHOE, TRAHCIEHHBE KNETHK W T, §.), 4T0S6 NOOTEERAHTE MOSHTHHHOCTE
TECT-CUCTEME WM ANA MCCNEO0BAHKA BOAMOKHOCTH DEKOHCT PYELIA,

HeobxooMMo NEHHAMATE BO BHMMaHHE BOIMOEHOC Te COXDaHEHHA Npob TECTHDY eMblX oDLerToR (0Bpas-
LoBa) Tex HCCNeaosa i i Witro, K0TopEE MOMyT ObiTh OTHECEHE K KATETOPHW KPATKOCDOYHEY OCoBaHHD B Cny-
YARK, KOrOA WCCNeAoBaHWA i WD COCTABNAKT OCHORY HCCNeqoBaHUi Be30nacHOoTH,

Takwe CnegyeT KpaH Ty 3anHcH of HCTOPHYECKMX NONCEUTENLHBIX, OTDHULATENEHER, HEMCNONBIYERMbIX
pEAYNaTATAY WHNH PE3YNLTATAY CREACTE KOHTRONA DACTECSPUTENA, MENONEIYEMBIX GNA YCTAHOBNEHHAA QOMYC-
THMOMD JHANA30HA PEAKLKA TECT-CHCTEME.
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