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Mpepgucnosue

Llenn, ocHOBHble NpVHLMNbLI 1 06LMe npaBuaa NposBefeHns paboT N0 MeXrocyfapCcTBEHHOW cTaHaap-
Tnsauuu yctaHossieHbl FOCT 1.0 «MexrocygapctBeHHas cuctema ctaHgaptunauymm. OCHOBHbIE MOSIOXEHUSA»
n FOCT 1.2 «<MexrocyfapcTBeHHas cuctema ctaHgaptusaumn. CtaHaapTbl MeXrocygapCcTBeHHbIe, npasuia
N peKkoMeHAauuy No MexrocyfapcTBeHHON cTaHjapTusauumn. MNpaeuna pa3paboTkn, NPUHATUA, 06HOBNEHNSA
N OTMEHbI»

CeefleHusi o ctaHgapTe

1 MOArOTOBJIEH ®epepasbHbIM OCYAApPCTBEHHLIM YHUTApPHbIM NpeanpuaTmeM «Bcepoccuiickuii
Hay4HO-MUccnefoBaTeNbCkUiA LEHTP cTaHAapTu3auuu, MHdopmauum n cepTudmkaunn cbipbs, Matepuanos
n Beuwects» (Pryr «BHULICMB»); TexHuueckum koMuteTom no ctaHgaptusauum TK 339 «Be3onacHocTb
CbIpbsi, MaTepnasnos U BeLecTs» PefepasibHOro areHTCTBa No TEXHUYECKOMY PerysimpoBaHuio 1 MeTposioruu;
MexrocygapcTBEeHHbIM TEXHUYECKMM KOMUTETOM Mo ctaHdaptudauun TK 339 «be3onacHoCTb Cbipbs, MaTte-
pvasioB 1 BeLLEeCTB» HA OCHOBE COGCTBEHHOIO MepeBoja Ha PYCCKuiA A3blK aHr1083bIYHOM BEPCUN AOKYMEHTA,
yKa3aHHOro B nyHkTe 5

2 BHECEH ®epepasibHbIM areHTCTBOM N0 TEXHUYECKOMY PerysiupoBaHnio 1 MeTposiormm

3 MPUHAT MexrocygapcTBeHHbIM COBETOM MO0 CcTaHgapTu3auuu, MeTposiormm u cepTudukauum
(npoTokos oT 9 HosA6ps 2012 1. NR53-1M)

3a NpuUHATUME NporosocoBasin:

KpaTkoe HaumeHoBaHue cTpaHbl Kop cTpaHbl no CokpalleHHoe HauMeHOoBaHWe HaynoHanbHOro
no MK(MWCO 3166) 004 -97 MK uCO 3166)004-97 opraHa no ctaHgaprtusauumn

ApmeHns AM MuHaKoHOMUKM Pecnybnkn ApMeHus

Benapycb BY loccTaHpapt Pecny6nvkn Benapycb

KazaxcTtaH Kz locctaHgapt Pecny6nvkn KasaxctaH

Kunpruans KG KblpreisctaHgapT

Mongosa MD Mongosa-CraHgapt

Poccusa RU PoccraHgapT

TamK1KncTaH T TamkukcTaHaapT

4 Tpukaszom PefepasibHOro areHTCTBa Nno TEXHNYECKOMY peryimpoBaHuio U MeTposiorum ot 27 fekabps
2012 r. Np 2159-cT mexrocyfapcTBeHHblii ctaHaapT TOCT 31888—2012 BBefeH B fAeiicTBMe B KayecTBe
HaLMOHa/IbHOro cTaHgapTa Poccuiickoin degepaumm ¢ 1 aHeaps 2013 r.

5 HacToawwuii ctaHgapT WAEHTUYEH MeXAyHapoAHOMY [OKYMEHTY «PekomeHAaTeslbHbli [OKYMEeHT
[pynnbl NO Hagnexateli nabopaTopHoii NpakTuke. Ponb 1 0643aHHOCTU CNOHCOPA NPU NPUMEHEHUN MprHLUK-
noB Hagnexateli nabopaTopHoi npakTuku: 1998. Nell 13 cepumn gokymeHToB OpraHm3aLnnm 3KOHOMUYECKOro
coTpygHuyectBa u passutmua (O3CP) o MpuHumnnax GLP 1 moHuTOpuHre cootBeTcTBUS» («OECD series on
Principles of Good Laboratory Practice and Compliance Monitoring — No 11 — Advisory Document of the
Panel on Good Laboratory Practice. The Role and Responsibilities of the Sponsor in the Application of the
Principles of GLP: 1998», IDT).

MexayHapoaHblii AOKYMEHT pa3paboTtaH Paboueli rpynnoii O3CP no GLP.

HaunmeHoBaHue HacTosLlero ctaHjapta U3MeHEeHO OTHOCUTE/IbHO HauMEeHOBaHUA yKa3aHHOro Mexay-
HapofHoro cTaHgapTa Ans npveegeHuns B cootseTcTene ¢ FOCT 1.5 (noapasgen 3.6)

6 BBEJEH BMNEPBbIE

7 NEPEN3OAHWNE. Hos6pb 2019 1.
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WNHopmaLums o BBegeHUn B feiicTBUE (NpekpaLleHun feiicTBUS) HaCTOoAWEero cTadHgapTa u nsme-
HEHWUI K HeMY Ha TeppuTOpMM yKa3aHHbIX Bbille FrocyaapcTB Ny6aMKyeTCA B yKazaTensx HauMoHa IbHbIX
CcTaHAapToB, U3jaBaeMbiX B 3TUX rocyfapcTBsax, a Takke B ceTu VIHTepHeT Ha caliTax cooTBeT-
CTBYIOLLMX HAUMOHAbHbIX OPraHoB Mo cTaHAgapTu3aumm.

B cnyyae nepecmoTpa, M3MEHeHWA UAW OTMeHbl HacniAlero craHgapTa CoOTBeTCTBYLWas
nHdopmaumsa bygeT onybnmkosaHa Ha ouUManbHOM UHTEPHOT-caiTB MeXrocyAapCcTBEHHOro coBeTa
no cTaHjapTu3aumn, MeTponoruv n cepTudurkauuy B kaTanore «MexrocygapcTBeHHblE CTaHfapTbi»

© CraHpapTuHcopM. ochopmaeHune. 2013. 2019

B Poccuiickoit defepaummy HaCcTOALMIA CTaHAAPT He MOXET 6biTb NOSTHOCTLIO WK
YacTMYHO BOCMPOU3BE/EH, TUPAXMPOBAH M PacrnpoCTpaHEH B KauecTBe opuLManbLHOTo
n3paHus 6e3 paspellieHns degepasibHOro areHTCTBa N0 TEXHUYECKOMY PerysimpoBaHuto
¥ METPONOTNU
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BBepeHne

B pamkax nepecmoTpa MpuHuMnoB Haanexatieli nabopaTopHoil npakTrkn O3CP akcnepTHasa rpynna
He focTuINa KOHCEHCyca B BOMPOCE, KakoBa Posib U 0653aHHOCTW CNOHCOpa B UCC/eA0BaHUAX XUMUYECKON
6e30nacHOCTM B COOTBETCTBUM C MNpuHUMNamun Hagnexatieii nabopatopHoli npaktukn (GLP). MepecmoTper-
Hble MpuHuunbl GLP copepxat onpegefieHHble CBefeHNs 0 CNOHCope, HO 3Ta Npobiiema cBA3aHa U C Heko-
TOPLIMW APYTUMY NPUHUMNAMU. TeM He MeHee He 6bl/1I0 JOCTUTHYTO COrNalleHns OTHOCUTENTIbHO HeobXxoau-
MOCTU BK/IHOYEHUA OTAENbHbIX pasaenos MpuHuunos GLP no gaHHOMY BONPOCY U UX COAepXaHus.

CornacHo pekomeHgauuun npegcegatens akCnepTHOW rpynnbl no GLP 6b1710 NPUHATO pelleHne o pas-
paboTke AOKYyMEHTa, KOTOPbIV MOr 6bl MO BO3MOXHOCTY AasaTb pekoMeHgauum ctpaHam — uneHam O3CP B
o6nacTu TekyLel NpakTUKN NPOBEAEHUS UCNbITAHUIA 1 NPeAOCTaBNATb pa3bACHEHME N0 AaHHbIM BONpocam B
cooTBeTcTBUM C MpuHumnnamu GLP. Ha geBsitom coBewaHuy B MapTe 1997 r. uenesas rpynna no GLP ogo6pu-
Nna JOKyMEeHT, COCTaB/IeHHbI ONepaTUBHOM rPynmnon, o ponn 1 0653aHHOCTSAX cnoHcopa. B coselanun one-
paTUBHOI rpynnbl, cocTosiBleilica B JlinccaboHe 8—9 sHBapst 1997 r. noA npeacenatencTBoM Teo Xengepa
(Theo Helder). HuaepnaHabl, NpUHANN yyacTue yneHsbl rpynnsl no GLP nnn ux npeacrtasuteny u3 KaHagsbl,
duHnaHaun. dpaHumu. Fepmanuu. MopTyranun. Weeuun v Weeliyapun.

Ha 26-m coBMecTHOM coBellaHuu Fpynnbl o XMMUYeCcKMM BelllecTBam U Ynpas/isioLlero Komurera cne-
LpanbHO! NporpaMMbl MO KOHTPOJIO XMMUYECKUX BELLEeCTB AaHHbI 4OKYMEHT 6bln 0406peH, a ¢ AoKyMeHTa
ObINI CHATbI OrPAaHNYEHUA C paspeLleHns reHepasibHoro cekpeTaps. Ha coBMecTHOM 3acefaHun 66110 peko-
MEHA0BaHO ONy6/1MKOBaTb faHHbI JOKYMEHT Hapsay C PyKOBOAALMMY AOKYMEHTaMU OpraHoB MOHUTOPUHIa
GLP » KoHCeHcyCHbIMU AokymeHTamu cepun OI3CP «[MpuHumnbl GLP 1 MOHUTOPUHI COOTBETCTBUSA» B Kaue-
CTBE MepBOro PEKOMEeHAATE/IbHOTO JOKyMEeHTa.
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M E X TTOC CUYJ4APCTH BETHHB # CTAHAOAPT

MPUHLUMMNbI HAONEXALLEW TABOPATOPHOW MPAKTVKN (GLP)
Ponb n o6a3aHHOCTM cnoHcopa B cooTBeTCcTBUM ¢ MpuHynnamu GLP

Principles of good laboratory practice (GLP). The role and responsibilities of the sponsor in the application
of GLP principles

[Jara BBegeHns — 2013—01—01

1 O6nacTtb NpUMEHEHUSA

HacToswwmii cTaHgapT ycTaHaB/IMBAET MOJIOXKEHUS, OTHOCSILLMECS K PO/M U 06GS3aHHOCTSIM CroHcopa
uccnefoBaHwii B pamkax MpuHLKMNOB Hagnexalleli na6opatopHoii npaktukm (GLP).

HecmoTps Ha To. yTo B MpuHuMnax GLP 4eTko onpefefieHbl OCHOBHble 0653aHHOCTU CMOHcopa Wc-
CNefoBaHuii. y Hero MoryT GbITb U APYrve, HE CTO/b YETKO onpefesieHHble 06513aHHOCTU. OHU BO3HMKAOT Ha
OCHOBaHWUM TOTO (PakTa, UYTo CMOHCOP YACTO ABMSIETCA CTOPOHON, KOTopas UHULMUPYET O4HO WU HEeCKOJIbKO
uccnefoBaHwii U NpeacTaBnsieT UX pesynbTaTbl HENMOCPEACTBEHHO PEryMpyoLIMM opraHam.

B cBSI3W C 3TVM CMOHCOP AOMXEH NPUHSATL aKTUBHOE yYacTue B MOATBEPXKAEHUN TOTO, YTO BCE HEK/TMHU-
yeckue uccneaoBaHusi 6e30NacHOCTV NpU BO3AEWCTBMM HA OpraHu3M YesloBeka M OKpyXalollytlo cpegy npo-
BOJM/IUCb B COOTBETCTBUM € MpuHLmMnamMm GLP. Bce B3aMMOOTHOLLEHUSI CMOHCOpA W UCMLITATE/IbHOTO LEHTPa
ZOJKHbI OCYLLLECTB/IATLCS HA KOHTPAKTHO OCHOBE, T. €. CMOHCOP AO/IKEH 3aK/Tio4aTh KOHTPAKT C aAMUHUCTpa-
LMei UcnbITaTeIbHOTO LIeHTpa Ha OpraHu3aLvio UK BbINOSIHEHWE UCCef0BaHUIA.

2 TepMuUHbI U onpegeneHusa

B HacTosweM cTaHfapTe NpUMeHeHbl criefytoLie TePMUHbI C COOTBETCTBYHOLWMMU ONpeaeneHnsiMu:

21 CMoHcop (sponsor): ®u3nyeckoe WU PUAMYECKOE NNLO, KOTOPOE WHULUMPYET UCCNefoBaHusS,
ohopMnseT 3akas, NoAAEPXKMBAET /UKW YyTBEPXAAET NPOBEAEHNE HEK/TMHUYECKUX UCCNEf0BaHUA 1 HeceT
OTBETCTBEHHOCTb 3a €ro opraHusauuto 1 huHaHcuposaHue [1].

MpumeyaHune — CrnoHcopamn MOryT 6bITb:

- IOPUANYECKOE /INL0, KOTOPOE UHALMMPYET UCCNEe0BaHNA 1 OKasblBaeT NOAAEPKKY B NPOBEAEHUN HEKNMHUYECKNX
nccnefosaHuii 6e30MNacHOCTM NpY BO3AENCTBUMN Ha OpraHn3M YesioBeka 1 OKpyXatoLlylo cpedy nyTem npefcTasieHus
(PMHAHCOBbLIX WM APYIVX PECYPCOB;

- lopuanyeckoe NnLLo, KOTOpoe NpeAcTaBnseT perynmpytoLemMy opraHy pesysbTaTbl HeKMHUYECKUX UCCNe0BaHui
6e30MacHOCTV NPy BO3AECTBUM Ha OpraHn3M YesoBeKa 1 OKpyXKatoLLyto cpefy A8 NOAAEPXKN pervicTpauyn npoayKumm
WK ApYroro nNpMMeHeHus, Ans Kotoporo Tpebyetcs cooteeTcTBue MpuHumnam GLP.

K «topnanyeckomy uLy» MOryT OTHOCUTLCA (PU3nyeckne nnua, KOMNaHus, koprnopauys, accouuaums, HayyHoe
WK aKkafiemMmnyeckoe yupexaeHune, rocyAapcTBEHHbIVi OpraH nan ero opraHu3aumoHHas eauHuLa, a Takke niobble gpyrue
HOPUANYECKN NAEHTUULMPYEMbIE OpraHbl.

3 Ponb 1 06A3aHHOCTM cnoHCOpa nNpu npumeHeHunn MpuHunnos GLP

3.1 O6sA3aHHOCTM CnoHcopa

3.1.1 CnoHcop A0/MKeH noHMMaTb TpeboBaHus MNpUHUMNOB Hag/exallein nabopaTopHoli NpPakTUkn, B
4YaCTHOCTU Te. KOTOpble OTHOCATCA K 00653aHHOCTSM W OTBETCTBEHHOCTW afMUHUCTPaLUW WCMbITATENLHOIO
LeHTpa 1 pykoBOAMTENS UCCNef0BaHNa/0TBETCTBEHMOrO UccneoBaTens.

MN3paHue ouymansHoe
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MpumeyaHune — Ecnm yacTb uccnefoBaHuii NPOBOAMTCSA CMIOHCOPOM MO KOHTPaKTY € Cy6rnoApsA4MKamMu, croH-
COp [LO/IXEH 3HATb, YTO OTBETCTBEHHOCTb 3a BCE WCCMELOBaHNSA OCTAeTCsl 3a PYKOBOAMTENEM UCCNef0BaHus, BKIYas
[lOCTOBEPHOCTb UCXOAHbIX A@HHbIX 1 OTHeTa.

3.1.2 ViHnuumpys npoBeAeHWe HeKNMHUYECKUX WUcCnefoBaHuii 6e30MmacHOCTM Npu BO3L4ENCTBUMU Ha
opraHu3M 4yesioBeka M OKpYXatollyl cpefy, CMOHCOP JO/DKEH rapaHTMpoBaTb, YTO UCMbITATe bHbIA LEHTP B
COCTOSIHUV NPOBOAMTL UCCeA0BaHNA B COOTBETCTBUM € MpuHuunamu GLP 1 4To OH oTAaeT cebe oTyeT B TOM,
4yTO uccnegoBaHve AOMKHO BbiTb BbINOAHEHO cornacHo MpuHuyunam GLP.

MpumeyaHne — CyllecTBYOT pa3/IiMyHble MHCTPYMEHTbI A/151 OLLeHKN COOTBETCTBUS UCCNeaoBaHuii, NpoBoayu-
MbIX UCTbITATE/NbHLIM LIEHTPOM, Tpe6oBaHusam MpuHumnos GLP. [1n8 cnoHcopa MOXeT 6bITb MO/1€3HO KOHTPOMPOBaThb
KOHTpaKTHble labopaTopu [0 Havasa, a Takke BO BpeMsi NPOBEAEHVS UCCNeA0BaHNIA B COOTBETCTBUM C VX XapakTepomM,
NPOJAO/HKNTENBHOCTBIO U CNIOKHOCTBIO, YTO6bI rapaHTUpOBaTh, YTO NOMeLLeHusl, 060pyjoBaHKe, cTaHAapTHbIe onepauu-
OHHble npoueaypbl (COM) 1 nepcoHan cooTBETCTBYIOT Tpe6oBaHuAM MpuHUmMnoB GLP. Ecnn ncnbiTaTenbHbIA LEeHTP BXO-
VT B HaLMOHasIbHYIO NporpaMmy MOHUTOPUHra cooTBeTcTBMs MpuHumnam GLP. To HaumoHasbHbI OpraH MOHUTOPUHIa
MOXET TakXKe CBA3ATbCA C UCTbITATE/bHLIM LIEHTPOM A/15 ONpe/ie/ieHns ctatyca cooTBeTcTeus MNpuHumnam GLP.

CnoOHCOpPbI AO/XHbI 3HATb, YTO, HECMOTPSA Ha /lo6ble [O0rOBOPHbIE TPeboBaHMA K KOH(PUAEHUNANBHOCTY,
HaunoHasibHble opraHbl MOHUTOpUHra GLP A0/mKHbI UMeTb AOCTYMN KO BCEeM [aHHbIM, MOJly4eHHbIM UcnbiTa-
Te/IbHbIM LLEHTPOM B COOTBETCTBUM C TpeboBaHuaMM MpuHumnnos GLP.

3.1.3 EC/n HecKosbKO 1ccrefoBaHnii NpefcTaBNsaioT B PerynnpyoLmii opraH B O4HOM KOMIJeKTe, oT-
BETCTBEHHOCTb 3a LIe/IOCTHOCTb KOMM1EKTa HEM3MEHEHHbIX 3aK/TH0UMTESNIbHBLIX OTYETOB BO3/1araeTcs Ha CroH-
copa. Heobxoanmo, 4Tob6bl CNOHCOP 06ecneymBan COOTBETCTBYIOLLYIO CBA3b MEXAY CBOUMU NpeacTaBuTens-
MV 1 BCEMW CTOPOHAMM, NPOBOAALMMW UCCEeA0BaHUSA, @ UMEHHO: PYKOBOAWUTENEM UCCNefoBaHUs, CNyx60i
obecneyeHns kayecTsa U agMUHUCTPALMENR UCTbITATEIbHOTO LieHTpa.

3.1.4 CnoHcop NpsIMO YNOMWHAETCA B HECKO/IbKMX M3 MOSIOXEHUI nepecMoTpeHHbIX MpuHuunos GLP
O3CP (1J:

3.1.4.1 XapakTepucTuKa TeCTMpPyeMoro o6bekTa: «Ecnun TecTmpyemMble 06beKTbl MOCTynalT Henocpes-
CTBEHHO OT CMOHCOpPA, CMOHCOP W UCMbITaTe bHbIV LLEHTP A0/KHbI paspaboTarb MexaHn3m, No3BONAIOLWNA NX
naeHTuguumnposatb» [1] (NyHKT 6.2.3).

MpumeyaHne — 3T TpeboBaHUS BbI/IN BKIHOYEHBI B NepecMoTpeHHble MpuHumnnbl GLP ¢ TeM. 4To6bl UCK/to-
YyaTb BO3MOXHOCTb CMeLUMBaHNA TECTUPYEMbIX OOGHEKTOB.

3.1.4.2 MnaH nccnepoBanus: «MnaH nccnefoBaHnsa JO/MKEH ObiTb TakkKe YTBEPXAEH agMuHucTpaymei
ucnblTaTeNbHOro LEeHTpa 1 cnoHcopom [1] (nyHkT 8.1.1), ecnu aTo TpebyeTca HaLMOHa/IbHbIM 3aKoHOAATe b-
CTBOM W/IM 3aKOHOAATENIbCTBOM CTpaHbl, B KOTOPOI MccnefoBaHne fOMKHO ObiTb BbINOHEHOY.

MpumeyaHune — HekoTopble cTpaHbl — YneHbl ODCP TpebytoT yTBEPXAEHWSA N1aHa nccneoBaHNs COHCOPOM
B COOTBETCTBUU C IOPUANYECKMMU COrTaLLEHNSAMMW B OTHOLLEHUI OTBETCTBEHHOCTY 3a ,OCTOBEPHOCTb AA@HHbIX UCTIbITaHWS.

3.1.4.3 CogepxaHue nnaHa uccnegoBanus: «MNnaH nccnefosBaHnsa AOMKEH cofepxatb nHdopmaumio,
KacaloLLytocsl CroHcopa 1 UCNbITaTe/IbHOro LieHTpa .... UMs 1 agpec cnoHcopa» (1] (nepeuncnexuve a) 8.2.2).

«[MnaH nccnefoBaHua AO/MKEH cofepXarTb... AaTy YTBepXAEeHUA niaHa uccriefoBaHns ¢ nognucbio py-
KOBOAMTE 1A UCC/ieoBaHna, Aaty yTBEPXAEHMA niaHa nccrefoBaHnsa ¢ Nognucbio agMuMHUCTpauum ucnbita-
Te/IbHOTO LieHTpa 1 CNoHCOopa, ecn 310 TpebyeTcs HaLMOHasIbHbIM 3aKOHO4ATeIbCTBOM WKW 3aKOHOAaTe b-
CTBOM CTpaHbl, B KOTOPOI nccnepoBaHve 6bi10 BbiNOHEHO» [1] (NnepeuncneHue a) 8.2.3).

3.1.4.4 CopgepxaHue 3aK1lunTeNIbHOrO otyeTa: «3ak/IunTeflbHbIli OTYET JO/DKEH BKA4aTb B cebs
NHopMaLnio, KacaloLlylocs CNoHCopa W UCNbITaTeNbHOTO LeHTpa, UMeHn 1 agpeca cnoHcopa» [1] (nepe-
yucnexuve a) 9.2.2).

3.1.4.5 XpaHeHue 3anucein 1 matepuanoB: «Ecnm ncnbiTaTenbHbIA LEHTP WM OpraHnu3auns, B KOTOPOi
pacnosioxeH apxus, NpekpaliaeT CBOe CyLecTBOBaHNe uiv o6bABNsSeT cebs 6aHKPOTOM 1 He UMeeT npaBo-
NMPeeMHVKOB. TO apXuBHble MaTepuasibl AO/MKHbI GbITb NepeAaHbl B apxmB c/ioHcopa(oB) uccriegoBaHus(in)»
[1] (nyHKkT 10.4)

MpumeyaHune — B3ToOM cnyyaB, Kak OXugaeTcsi, CNTOHCOP 06ecneynBaeT Hafiexallme ycnoBusi XpaHeHus ap-
XvBa. NOVCK M/iaHa NccnefoBaHns, NepBuUYHbIX JaHHbIX UCCNefoBaHUs, UCTMbITYEMbIX N CTaHA4apTHbIX 06pasLoB, a Takke
3aK/1I0UNTESbHBIX OTYETOB B COOTBETCTBUU C MpuHumnamu GLP.
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4 [pyrne sonpochl

4.1 MpepocTaBrneHne nHpopmaym o 6e30MacHOCT XUMUYECKOH NpoayKLum

CroHCOp JO/IXEH MH(DOPMUPOBATL UCMbITATESbHbIN LLEEHTP O /TH06bIX M3BECTHBLIX NOTEHLMANBbHBIX PUCKaX
B/MSIHUA TECTMPYEMOro 06GbekTa Ha 3[40pOBbe YesioBeka M OKpyXalollylo cpefy, a Takke 060 Bcex mepax
NpeAoCTOPOXHOCTU, KOTOPbIE JOMKHbI ObITh MPEeANPUHATLI MEPCOHANOM UCMLITATE/ILHOTO LIEHTPA.

4.2 XapakTepuctuka TeCTUPYEMOro 06bekTa

MepecmoTpeHHble MpuHumnel GLP O3CP [1] BkatoyaloT B ceba HekoTopble Tpeb6oBaHus, OTHOCALLMECS
K XapaktepucTukam TecTupyeMoro obbekta (Hanpumep, NyHkTbl 6.2.1. 6.2.2; nepeuncnexuve d) 9.2.1). B atnx
TpeboBaHNAX rOBOPUTCA O TWATENIbHON MAEHTUMMKALMK TECTUPYEMOro 06beKTa U ONMCaHUN ero xapakre-
pucTuk. OnpefeneHne 3TUX XapaKTEPUCTMK OCYLLeCTBAAET MO0 MCNbITaTeNbHbI LeHTp, paboTatowmii no
KOHTpakTy, N1n60 cnoHcop. Ecnv onpefeneHne xapakTepucTuk Ha camom fesie NpoBoAUT CNOHCOP, 3TOT (hakT
[O/MKeH BbITb YETKO YNOMSAHYT B 3ak104MTENBHOM oTyeTe. CNOHCOpPbI AO/MKHbI 3HATb, YTO HeyAayu npu npo-
Be/leHnn onpepeneHns xapakTepucTuk B COoTBeTCTBMK C MpuHumnam GLP MoryT ABUTbCSA NPUYMHOL OTKa3a B
NPUHATUN NCCNeA0BaHNA peryiMpyowmMm opraHoM B HEKOTOPbIX CTpaHax — YneHax O3CP.

Ecnu cnoHcop He packpbiBaeT flaHHble 0 XapakTepucTukax UCnbiTaTesisHOMY LEeHTpy, paboTatoLemy rno
KOHTPaKTy, 3TOT hakT AO/HKEH ObITb YETKO YNOMSHYT B 3aK/TH0UNTE/IbHOM OTYeTe.

4.3 TMpepocTaBfieHne faHHbIX perynpylowemMy opraHy

OcHOBHas O0TBETCTBEHHOCTb 3@ HayuHYH0 AOCTOBEPHOCTb UCCNEf0BAHNA BO31araeTcs Ha PyKoBoaUTeNs
nccrnefoBaHus, a He Ha CMoHCOopa, B paMKku OTBETCTBEHHOCTU KOTOPOro BXOAMT MPUHUMATL pelleHne, OCHO-
BaHHOE Ha pesy/nbTarax uccrefoBaHuii, He3aBMCMMO OT TOro, MPeAOCTaBAATCA UMW HeT perynupyioLiemy
opraHy AOKYMEHTbI /1 perncrpaumm XMM1MYeckmx BeLLLecTB/XUMUYECKOn NpoayKLmMN.
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