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Mpeaucnoewne

Llenu, OCHOBHEE NPHHUANL K OCHOBHOR NORALOK NPOBE0eHAA paboT No MEexrocydapcTEEHHOR CTanga p-
THaayMH yeTanoanede MNOCT 1.0—582 «MexrocygapcraesHan CHCTema cTaqgapThaau iy, OCHOBHEIR NOMoHe-
HHAx W TOCT 1.2—2009 sMewrocypapcTBEHHAA  CWCTEMAa CcTadiapTdzauWd. CTadgapToi

MEMTOCYIAPCTEEHHLIE, NPARKUNE M PEXOMEHTALMA N0 MENTOCYLADCTREHHOR CTaKIapTHaawwy. MNpaewna pas-
paboTeM, NTPUHATIA, MDHMEHEHWA, OEHOBNEHNA W OTMEHE

CeeOoHHA O CTAHOapTE

1 NoOAroTOBNEH:

Pegepankieiid rOCYJADCTESHHBIM YHUTAPHEIM NPeINpyHATHEM «BCepocCACKWA HayqHO-HOoCNeaona-
TEMNECHAA UEHTP CTaHOapTHIAUMA, WHROPMAaUKK W CepTUdWEAUWE CHpPRR, MATEQWMANCE W BRWECTER
(YT «BHWMLUCMEx );

TEXHMYSCENM HOMHTETOM N CTAMOAPTHAaUMK TK 339 «BeaonacHocTe CepeEA, MATEDHManon ¥ BEWECTE
DenepansHoro areHTCTEa No TEXHAYECKDOMY DeryIIADORAHHID 1 METDROMNOTIAM,

Mexrocy1apCcTEEHHBIM TEXHMYECKHMM EOMMTETOM No cTasgapTraaumy TK 338 «belonacHoCTe ChIpbLA,
MATEDHANDE W BELWECTED

2 BHECEH degepansHiblbd argHTCTESM MO TEXHAYECEOMY DEMYITHPOBAHKKD 4 METPONOMK
3 MPHUHAT MexrocynapcTEEHHbIM CORSTOM MO CTAHLADTHIAUMK, METPONOMW B CEPTADMEALMK [Npo-

ToRCN oT 9 Hoabpa 2012 1. Ne 53-T)
3a NPUHATHE CTAHQAPTA NPOFoNoCoBand:

H:PL'I TEDE HAMMEHOBRHHE COT I !C:_'p. CTPaH b EDHPEI.LiEHh.DE HEHMEHDOBS HHE HESLADEANEHOrS DREradHs
no ME{ACS 3166 09— 97 na ME (MO0 31667 Q04— 57 11 ETAH AR THIALHH

ARMEHARA Al MunskoHoMHEN PecnyBnses ApMesna

Benapyce BY MoceTanaapt PecnyBnnek Benapyce

HasancTaH [l MoccTanaapt PecnyBnukn KazaxeTad

KelpreacTax KRG Keiprei3cTaHgapT

Monnoea Mo Monnoea-CTEHOSRT

Fococwackan Denepayma mU FacocTanmapr

TagwAHCTaN Tl laawHKCTaRAAPT

4 HacToAWMWA cTAHAAPT MOSHTHYEH MEXOYHAPOOHOMY dokvseHTy OECD series on Principles of Good
Laboratory Practice and Compliance Monitoring — Mo 11 — Advisory Document of the Panel on Good
Laboratory Practice, The Role and Responzibilities of the Sponsor in the Application of the Principles of GLP:
1958 (PerkomMed gaTeNsHsA LoKyMeHT [Rynne No Hagnexalleid nabopatopiol npakTike. Pons 1 oBA3aHHoCTH
CROHCOPA NpK NprseHeHrK NprHusnoe Hagnesawel nadopatopHon npasTris: 1958, Ne 11 na ceprd gowy-
MEHTOE Dpraduaanbe 3KOHOMWYECKOND COTRYAHMYECTRE W paisdTHA (0AC P o Npuuuunax GLFP 4 MoHdTopHH-
re CoOOTReTCTEMA ).

MeaxgyHapogHeil gokymedt paspaboras Faboven rpynnoi O3CP no GLP.

Mepepod C aHMARCKONDS A3kBKa {2n).

ODHLHANEHEIR IKIEMMENAD MEMAYHADOOHOD AOKYMEHTA, HA OCHOBE KOTAROMD NOAMOTORMNEH HACTORLLA
MERTOCYIADCTESHHLIA CTAMOAPT, UMeeTeA B PafepansHom areHToTRE N0 TEXHUSECKOMY DEMYNADOBAHMID 1
meTponorkn Poccrickoil Degepaumu.

CTeneHs COOTRETCTEMR — WoedTH4eHan (IDT).

B HACTOAWMK CTAHOapT BHECEHD CNeOyoWes PElakuMoHHOE MAMEHEHHE! HIMEHEHD HAWMEHOBAHNE
cTaWnapTa.

HanmeHosanue HAcTOAWErD CTAHOANTa MAMEHEHD OTHOCUTENLHD HAMMEHOBAHKA MEROYHAPOGHOM
OCKYMEHTA B CBA3M C 0COG2HHOCTAMM NOCTROEHAA MEXTCCY A3 PCTESHHON CHOTEMEl CTAHDAPTHMAA LKA

5 Mpykalonm PegepansHond aredToTEA NO TEXHWYECKOMY PEMYIHDOBEHHI0 1 METRoNordK o1 27 aekabpa
2012 1. Me 2159-CT Mesrocy0apcTEeHHEIR cTadgapT FOCT 31888—2012 gee0eH B 8 ACTEME B KAYECTES HALLH-
OHANBHOMD CTaHgapTa Poccunckon Seaepadiad ¢ 1 ALeapA 2013 .
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6 BEBEOEHEBMNEPELIE

Hucghopaayus of USMEREHURX K HaCMORWary cmardapmy nybnuxyemca & axesodio ba20asasidon
UHODMAYLDHROM Frazamene s Haluoranetee cmaddapmee, & MEKCT UIMeHeMLD U ToNpaeoy — @ M-
CAYMO LU3FARaeMEY URDODMALUONNEY YRATAMENaX ¢ HayLloHaneHee cmandapme s B cinyuae nepecampa
(FAMEHE) LAY OMMaHE HECMOALWESD cmandapma coamaamomeyiiyes yaadomnesus Bydem onyBnLuKoaaHo
8 @XEMaCcAYHG Uadasaamom unghopMayuoNHomM yrazamens « Hayuosanesrese cmasdapmeis. Coomesmomay-
WOLER UHoPMALYUR, YaodoMIEHLE U IMEKCTE DAIMEIWaMcA Mmakske 8 uiihapialuolknol cucmeame obiesn
NOTLI0EIHUA — Ha OhuyLansHoM cadme PedepansHoso a2oHMmMomas NO MEXHUYECKOMY DeSyNUDOaaHUN U

MEMPANoEULL 8 cemu MrRmepHem

) CTadgapTrsdgrops, 2013

B Poccickod TedepauMil HAacTOALLMA CTAMAAPT HE MOEET DT NONHOCTRI0 KK YacTUYHO BOCNpoKMane-
fEH, THDAMWPOBAM 1M DACNPOCTRAHEN B KAYECTRe ODMUMANEHOMS KagaHuA Bel paipewerdA DegepansHors
AreHTCTES NO TEXHWHECKOMY PEryNHPOBAHKIO0 W METPONOTAH
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BeepeHne

B paseax nepecsoTpa MNprHLRNos Hagnesalied nabopaTapHOA NpakTikn O3 CP 2KcnepTHAaA rpynna He
OOCTUINA EOHCEHCYEA B BONDOCE, KAKOBA POk M 00AIAHHOCTA CNOHCODa B MCCNEd0BaHHAR XHMWHEcKon Geao-
NACHOCTH B COOTEETCTEMN © [MprHyWunasdy Haanewaled naboparopHoi npaxktyiis (GLP). NepecmoTpedtbe
MpwvHukne GLP copepwaT onpegeneHHble CoegeHka 0 CNOHCOEE, Ho aTa Npobnema cenAsana v C HEROTORIMK
AOYTARMA MPAHLANEMA. Ter HE MEHEE HE D N0 A0CTHIHYTO COrMAWEHHA OTHOCHTENEHD HEoOXOAKMMOCTI BENIO-
YEHWA ATAeNbHEX paagenos NMpdaurnes GLP No gadHoMY BERPOCY M WX CoOOSEEanina.

CornacHo pekoMeraaudd NpegoedaTens JKCNenTHOW rpynnel o GLP Beno npyMHaTo peweHde o paspa-
COTEE QOKYMEHTA, EOTODBIA MO Gkl MO BOIMOKHOCTH 0aBaTe PEKOMEHJALMM cTpaMamM — Jnesam O3CP B
oBNacTh TekyWeR NPAKTHEKM NDOBEOE HKA HCTBITAHWA K NPEO0CTARNATE DaFTBACHEHUE N0 QaAHHLIM BONPOCEM B
COOTRETCTEMA C MpuHyvnary GLP. Ha oepaToM CoBEWaMHKK B MapTe 1997 r.yeneaas rpynna no GLP oaobpr-
a QOEYMEHT, COCTABRNEHHLINR OMNepaTHREROA rpYNNod, o ponK i oEAIAHHOCTAY cNnoHcopa. B copelwanin anepa-
TUBHOA MDYNNL, COCTORBWENACA B NMuccabowe 59 anpapa 19897 r. nog npegoegatenscTeoM Teo Xenaepa
(Theo Helder), Huoepnange, NpAHANK Y4acTHe YneHsl rpynne no GLP une ux npegctaeuten vz Kanage:,
PrHnangin, Ppaduse, Nepmadui, NopTyrandn, Weeuwy 1 Wasduapui.

Ha 26-m COBMECTHOM COBLAHMA T pyNNkl MO XEMEYECHAM BELWLECTEAM W ¥NDABNAKLWEND KOMATETE Cr-
UMANEHOA NPOMPaMMEl N0 KOHTROMND XMMAYECKHY BEWESCTE BaHHER JoKysedT Owin oaoBped, a ¢ gokymenTa
ObINK CHATEI OMPAHAYEHKA C PASPEWESHKHA MEHBRANBHONS CeRpeTapA. Ha COBMECTHOM 3aCeJaHui Duing peKo-
MEHJOBAHD CNyENHEDEATE GaHH LA DOKYMEHT HAPARDY C PYHOBOOALMM K QOKYMEHTAMW OPraHOoE MOHWTODWUHIA
GLP ¢ koHCEHCYCHE MM AokyseH Tamu ceprin D3CP e MNprHuune GLP M MOHHTOPWHT COOTRETCTEWA # B KAYESCTRE
NEPBOrD PEKOMEHIATENSHOTD NOKYMEHTS.
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M E X ' 0O C ¥ O APUG CTUBTEUHHbB KW C TAHOIAPT

NPUHLMNE! HAQNEXALEN NAEOPATOPHOM NPAKTHUKM (GLP)

Porne M oBAAHHOCTA CNOHCOPA B COOTEETETEWK & MNMpuHuMnamy GLP

Principtes of good labaratory practice (GLP)
The rote and responsibilities of the sponsor in the applicaton of GLP principles

Oara eeenenHa — 2013—01—01

1 OBnacTb npUMeHeHWn

HacToAWMA CTAHOapT YCTAHABNWEAET NONOMEHME, OTHOCALWMWECA K pOnK W oDAIanH0CTRAM CNOHCoDa
HCCNenosadui B paskax MpuHyunos saanesawead naboparopyor ngakriakn {GLP).

Hecmorpa Ha 1o, 41o e MNgrduknax GLP yeTHo onpegeneHsl 0cHOaH ble 0BA3aHHOCTY CROHCoPpa Moonego-
BAWWA, ¥ HETO MOMYT Dkl Te M ODYTAE, HE CTOMNL HETHD ONpegene bl e 0GA3IaHHOCTY. DK BOIHKESIOT Ha OCHOBR-
HMKM TOro chakTa, Y4T0 CAOHCOP YacTo ABMASTCA CTODOHON, KOTODAA WMHHMUMMPYET OOHD MNWM HEeCcKonsKo
HCCNS800BaAHWA W NpaOcTARNAST WX PEIVIETATL HEMOCPEACTREESHHD DEMYMADYHOULMM DRraHan.

B CBAZA C 3THM CROHCOD OOMMEH NPMHATE AKTHEHOE YHACTHME B NOATEE DEOEHHM TOMD, YTO BLE HEEMWHK-
YECKMe MConenoeaHua SeaonacHocTi NPW Bo3AeACTEMI HA CPraHMaM YenNoBera W OKpYHaIoWe R cpensl Npoeo-
AWNACE B COOTRETCTEMK ¢ MpuHuKnam GLP. Boe BIAWMOOTHOLWEHKS CROHCORE W MCNBITATANBHOMD LEHTRa
DON#HE OCYLECTENATECA HE KOHTRAKTHONR OCHOBE, T, . CTIOHCOP OONMEH 33KN0YaTE KOHTPaKT C agMHHNCTRa-
LHER MCNHTATENLHOTD UEHTRE HE 0DTaHAIALNH WA BRNONHEHWE MCCNEQ0BEHKA

2 TepMHHBI U onpegeneHUa

B HacTOALEM CTAHAADTE NPAMEHEHE CNEQYIOWHE TERMUHBl C COOTEETCTEYHIWMMIA ONPedeneHnAMIA

2.1 enoHcop {sponsor). PHINYECKOE MNKW KPWIHYECKDE NWMUD, KOTOPOE HHALHWDYET WMCCNedosanns,
SROPMNAET 3aKa3, NOSASPHHBAET WKHNW YyTEERHIAET NPOBEOEHKE HERMUHAYECKHY HCCNEA0BaAHWA W HECET
COTEETCTEEHHOCTE 33 80 OPraHHuIaune W HHaHcHpoBanike [1].

MpAaMmesadne — CnoHcopases MoryT BriTe:

- HDWORHECEOS NELD, KOTODO0E HEMURKHPYET MCCNE00B3H WA W OH33H BAET NOAABDHKY B NPOBENEH A HE KNHHUYE CHBK
ACCNedoaasdn D230NACH0CTE NPA BOZIBRACTEMH HA OPraHH3M HENOBeKE @ OKDYHEN AN CPpaib NYTEM NPSiCTEENEH WA
MHAHCOESIX MY APYIME PECYRCOE;

- KPWORMECEDS NMMUD, ROTOPOE NPeACTIENAET PETYNMPYHWEMY ORTEHY PEIYNETATH HEKNNHWYECKMY HCCNEeL0ES-
#WA Be3CNaCHOCTH NPW BO3GSACTENE H3 ORTEXHIM YEN0BELE H OKDYHEDWEA CoeOs ONA N008E0HEH DETMCT PAUAY NPOGYH-
LHM MNW APYIoro NpUMeseHEn, gna kaToporo TpedyeTor cooTaeToTEME MpUHyunaM GLF.

K 6 HipUaHNECHOMY AUUYs MOPYT OTHOCH TECA (RMHecaMe NWYE, KOMNAHE A, KORNOPAULHA, BCCOLUMALMA, HE YYHOS MM
AHEOEMHYECHOS YPEKAEHUE, TOCYLERCTEEHHE W OPTaH WNW 80 GPraH#3ELMOHHEA 8OWHEUE, 3 Takke naabioe gpyrie non-
LAHECHA MABHTHPHUMPYEMBE ODTaHE

3 Ponb wobBAzanHHocTU cNnoHcopa npu npumeHedmry NpuHuunoe GLP

3.1 O6A3aHHOCTH CROHCOpa

311 Cnoscop gomeeH NoHMMaTeE Tpeboaanuds NoMEHLKMNoE Haanewawed nabopatopHor NRaKTHe, B
HACTHOCTH TE, KOTOPLIE OTHOCATCR K ODA3EHHOCTAM M OTBETCTEEHHOCTH AdMUHMCTDAUKMK Mokl TATENLHOMO
LEHTPS W PYKOBOOMTENA KCCNedoRAHWAIOTRETCTEEHHOMD HCCNedoBaTeNA.

MagaHuwe ohuuHansHoe
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M PUMBHMEHHNE — ELnW 4acTe @GCRegoREHH@ NPoBOQWATOR CNOHCOROM NS OSTPIETY O G}'EI’IE‘,J,FIFI.'.'I.HHH-H.MH.
CAOHCOD JO0NHEH 393 Te, MTO OTESTCTEEHHOCTE 38 BCE HCCNBA0ESHWA SCTASTOA 33 PYLOBOOWTENEM WCCNBQOEEH AR, EEN K-
HaA OQOCTOREPHOCTE MCROOHEY JAHHE X 4 OTHETE.

3.1.2 MHMUBKpys NpoBedeHre HERNMHHWHECKHY MConeqoBaHul GeaonacHocTd NpH BOAOERCTRHMK Ha
ORTAHKIM HEMNOBEKA W oKDY HAKLWEeA Cpadkl, CROHCOD QOMKEH rA0AHNTHROBATE, HTO HCTNLITATENEHEN ULEHTD B
COCTOAHHK NPOBOOWTE MCCNENORAHKA B COOTRETCTRMK C MpHHUMNaMy GLP W 4To o4 oTaaeT cefa OTYaT B TOM,
YTO HCCNEQOBAHWE GOMEHS BbITh BeiNonHeso cornacko Npasg«nan GLP.

Mpumedasnne — CYLScTBYOT PAINHYHEE MHCTPYMEHTR SNA OUEHKR COOTESTCTENA HOCNSJ0BEaHHA, NPoOBO-
AMMEE HCNETATENEHEM UBHTROM, TRESosaHsaAm MpuHywnae GLP. 0nA enoHoops MaHeT BeTe NONE3HO KOH TOONHEOBATE
KOHTDAKTHEIS nabopaTopwsd 00 HB4ANA. 8 TAKEE BO BREMA NPIESIeHHA HCCRENOBEHWR B COOTEETOTRMM C MK XaDAKTEROM,
NECOomHHTENBHOS TR W CNOKMHGCTER, STOS M rAPEHTHROBETE, 4T0 NOMEU,EHAA, 050pYLOBAHHE, CTAHAAPTHEIE ONERaLR-
OHHEE npogeaypel (COM) W nepcodan cooTeeToTEy 0T Tpeboaarsuan MpuHyMnoe GLF. Ecnd HensiTaTeneH B0 UEHTD BXO-
AMT B HALMOHENBHYH NPOrpEMMY MOHATODUMHEE conTBETCTEMR Mpuaunnas GLF, T0 BAUWCHAENbHER OPraH MOHETORMHTE
MOXET TEKME CEAISTECA C MCNBITAETENEHE M UEHTROM GNA ONpedenesiA cTaTyca cooTeeTeTerA MprHunnas GLP.

CrnoHoopel gonsse 3HETE, 470, HECMOTEA HE nKbue goroecpree TpeboRRHNA € HOHEUOEHUMANEHOETH, HALKWO-
HEMbHEE ORTaHE MOHHTODHHTE GLP 00NMHE AMETE A0CTYN KO BCAM JaHHBRM, NONYYMESHEM HONEITATENbHEIM UEHTRGM B
COOTEETETEMA ¢ Tpeboea HuAM Npusunnoe GLP.

3.1.3 Ecn¢ HECKONEKD MCCNEAoBAMWA NPEegcTABNAKT B DEryNMDyIoWMA Oprad B O0HOM KOMNNEETE,
OTBETCTEEHHOCTE 33 UEBNOCTHOCTL KOMMNSKTE HEWAMEHEHHLIX 3AKMNI0YHTENEHBIX OTYETOR BOANArasTeA Ma
cnoHcopa. Heobxoanmo, YToGR cnoHcop cBecneqyqBan CooTRETCTEYIOWYID CRAIE MENDY CEOMMIA NPEICTABM-
TENAMK M BCEMA CTODOHAMM, NPOBGSAWHKMA HCCNEQOBAHMA, & MMEHHD!. DYROBOOWTENEM UCCNEL0BAHKA, CITYH-
Bol obecneYeHHA KAYECTEa 1M A0MUHACTRALMER MCNETaTeNsHoro LeHTpa.

3.1.4 CnoHCOp NPpAMO YNOMAHAETCR B HECKOMNBKKWE W3 NOMOKEHWA NepecMoTDeHHBY MNpdHgynoe GLP
O3CP 1]

3141 XapakTepUucTHEa TECTHRYEMOrD obbekTa) « ECNH TECTHDYEMBIE OO BEKTE NOCTYNAIOT HENOCDED-
CTEEHHD OT CNOHCOPA, CCHCOD W MCNBITaTeNsHLIA UBHTD QONsHbl paspaboTars MEXaHH3M, NOIBONARKLLKA KX
MOEHTHPUUKMpOBaTE: [1] (MyHET §.2.3).

MpumMe-dadde — 3THTReBCEAHEA SoiNe BENOYERR B NepecMOTPesHE e Mpedusns GLEP G Ten, 4Tobb wokn o-
HATE BOIMOHMHOCTE CMEIWHMEEHHA TECTUPYeM e ol seaToR.

3.1.4.2 MNnaxwccnegosanua: «lNad necnedceaHna OomweH Gl Te TAKKE yTEEpKIEH aAMHHUCT pauren
HCMBITATENBHOTO UEHTREA W cnoscopon [1] (nyHeT 8.1.1), ecnk aTto TpefyeTCA HaAUWOHaNBHEIM 33K0OHOOATEMD-
CTEOM WK 33K0H00ATENECTEOM CTRAHE, B KOTOPON HCCNEO0BaHWE BOMEHD DalTh BINCAHEH0,

MpumMedasHde— HekoTopee CTRAHE — SneHe G3CF TpelyiaT yTESPHESHEA NNAHE HCCNegOERHHA CRoHCO-
pOM ECOOTEETCTEMM CAIQMIMYECHUMN COMMAL B HHAMK 8 0THO WEHH M OTESTCTEEHHOCTH 28 QOCTOERPHOCTE JAMH B WCNE TE-
HHA.

3.1.4.3 CogepsaHde NMaHa ccnedoaanka; «[nad KCCnenoBaHHA QOMKEH COOeHaTE MHDODMaL Mo,
KACAK L YHICA CNOHCORA M HCTNLITATENEHOMD LEHTRE ..., KMA W agpec cnodcopas [1] (nepewncnedke a) 8.2 2.

s[1NaAH HCCNEROBAHKA QOMTHEH COOS0HATE . JaTY YTEEPMAEHWA NNaHa HCCNedoBAHUA C NOANWCED PYKko-
BOOWTENA MCCNSOoBaHHA, JaTy YyTEEEAEHHA NNaHa KCCNedoRaHnA © NOJNKUCEK AJMHHHCTRAUMH HCNLITa-
TENBEHOMD  LUEHTPa W CROHCOpa, ecnd  aToe  TpebdveTcR  HauMoHaMNbHbIM  JSKCHOLATENBCTROM  HITW
IAKOHOOATENLCTE0M CTRAKE, B KOTCPOA HCChnedoeanne Beino Benonseqos [1] (nepeqyucnedmwe a) 8.2.3).

3.1.4.4 CogepHaHye 3aKmioyuTeNEHor0 oTYe8Ta «3aknoYMTENsHBIR OTYeT JOMMeH BENOHaTeE B Ceda
HHPORMALKIO0, KACAIOWYIOCA CNOHCODA M HCNBITATENEHOMD WEHTPA, MMEHK # agpeca cnodcopar [1] (nepesnc-
nexwe a)y9.2.2).

3.1.4.5 Xpadedde 3anWced W Matepuancs; «Ecnv HonbiTATENEHEIA LEHTR UMK Opraqd3IaU«qa, B §0TopoR
pACACNONEH ARXHE, NPEKPAWART CROE CYLWECTEORAHHE WK 00BABNAET cebA DaHKpOTOM W HE MMEET NpaB0-
ADEEMHWEDR, TO ApXHEBHEE MaTepHans! JOsHb! GuTE NEpedarsl B apxde CNOHCOpaloB ) Mocnegosannalia): [1]
(nyueT 10.4)

M PHMEMBHHNE — B atom ChyHae, 8L OXHO88TCH, CNOHCOR cHECNEYMEEST HAANER WHE YONOBEWA XDEHEHHA
Spe#Ed, NOWCK NNEME ACCN200EAHUA, TEDEWHYHEE QAHABIX ACCnaqoasxsnA, MCNeITYEME X W CTAHOEBDTHRIX -DE-FI-E!-IJ:IE. B TaK-
WE IAKNKMHTENEHE X OTHETO8 B COOTRETCTAMH ¢ MpuHuMnaMu GLP.

[l
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41 Npepocrasnedde nHopMmaunin ¢ Ge30NACHOCTH XMMAYECKOH NPOOYKLHKA

CnoHcop AoMmEeHd MHEopMAPOBETE MCNBTATENbHBIR UEHTD O N0GEIX HABECTHEIX NOTEHLWANBH B DRCKI X
BAMAHMA TECTHDYEMOro obLExTa HA 300p0BLE YENOBEKa W OKDYIIOWYKD Cpeay, a Takse obo acex Mepax
NPeLoCTOPOMHOCTH, KOTOPLIE J0NHHE BelTe NPEanpUHATE NEPCOHANTOM MCNETATENLHOID LeHTPA.

4.2 XapakTepHcTHKa TECTHRYEMOrD obweKTa

MepecwoTpeHHsbe NprEudne GLP O3CP [1] BrnyanTt B ceba HekoTopsie TReboBa A, OTHOCALMECH K
XAPAKTEDHCTHEAM TECTUDYEMOrS 00 bekTa (HaNPHMER, NyHETE 8.2.1, 6.2 27 nepeducnedne d) 9.2 1). B atkx
TREGOBAHHAX MBCPHTCR O TILATENEHGE HIEHTHRMKALMK TECTHDYEMOrD 05 BEKTa W ONMHCAHWK @10 XADAKTEDHC-
THE. DNpegengH e 3TUX XapasTepucTiE ooyWecTenaeT nnio MeNeTaTenNsHsli LenTp, paboTarm Wwmid No KoH-
TRpakTy, NHE0 cnoHcop. Ecni onpegeneHHde XapakTepHeTHE Ha CaMos ens NPoEoadT CNOHCop, SToT duakr
DOMseH DBiTe YeTHD YIOMAHYT B 3AKNMYHTENEHOM OTHeTE, CNOHCOPE AONMHE 3HATE, 9T HEY A NDE NpOoBE-
SEHWW ONpegensHUa XapakTepucTie B cooTeaTcTern ¢ Mousumnanu GLP MoryT ABMTLCE NPMYUHCH oTHa33 8
NPWHATHW HCCNEOOBSHWA PEryNADYIWHKM OPradoM B HER0TORRIX CTRaHaX — YneHax O3CP.

Ecnu cnoKcop He packpuIBaaT JaHHBIE O XaPasTapUCTHRAX MCNeTaTensHoMy UeHTRy, paboTaiowesy no
KOHTRAKTY. 3TOT akT Qon#seH CeTe YETHS YNoMAHYT B ZAKMNKYHTENLHOM OTHETE,

4.3 MpegocTaEnerde QAaHHLIX PerynipyoLLEeMy OpraHy

CCHOBHAR OTEETCTEEHHOCT B 38 HAYYHYIO AOCTORE PHOCTE MCCNEQ0BAHMA BOSNATAETCA Ha PYKOBOOMTENA
HCCNEACBAHKWA, 8 HE Ha CNOHCOPA, B PAMKK OTEETCTEEHHOCTH KOTOROMD BROOMT NDHHWMAET: DEWEHKE, DCHOBSH-
HOE Ha PEIYNETATAX HCCNEed0BAHWA, HESABWCHAD OT TOD, NPEJoCTABNAKTCA WK HET DEMYNKPYIOWEMY OpraHy
DOKYMEHTE ONA PEMMCTRALMH XHMAYECKMX BEWECTR X MMNHECKONA NPOOYKLKHK.
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[1] QECD serieson Principles of Good Laboratory Fractice and Complance Monitoring — Mo 11 — Adwvisary Docurment
af the Panel on Good Laboratory Frectice. The Role and Reaponsibelities of the Sponsor in the Application of the
Frinciptes of GLP: 1998 (PekoMeHZaTENEHE A QORyMaHT [pynne No Hagnexawed nadopatopHod npakTuke. Fone 1
oEAZAHHOCTH CAOHCOPE NEW NEMMEese UM TTEPHHUMNoE Haanesdwean nadopatopHol npakTy ke 1 D96, e 11 na cepun
SORYMSHTOE Dprasd 380 MH 3HOHOMW HE CROMD COTRYOHUHECTEA M pasBETHR (O3CR o Mpusgunas GLP W Mo HE TOp RS-

re cooTERTCTENA )
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kKnwouebwe cnosa;  MNpuHudng Hagnexawed nabopatopHor npaktren, GLP, HEKNMHWYECKHME WMCNbITAHKA,
obECcneYeH e KasecTa, CNOHCOD MCCNedonaHua
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