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Mpeancnoeue

Llenu, ocHOBHbIE NPUHLWMBI 1 OCHOBHOW NOPSAOK NpoBeaeHNs paboT Mo MexXrocyaapcTBeHHON cTaHaap-
Tusaumm yctanosneHsl FOCT 1.0—92 «MexrocyaapcTBeHHas cuctema ctaHaapTmMsaumn. OCHOBHbIe NONoxe-
Hus» nTOCT 1.2—2009 «MexxrocynapcTseHHas cuctema ctaHgapTusaumm. CTangapThl MeXrocyaapCTBEHHbIE,
npaBswuna 1 pekoMeHaaLmmn No MeXrocyaapcTBeHHOM cTangapTusaumn. MNMpasuna paspaboTku, NPUHATUS, NpUMe-
HeHWs, OBHOBNEHNA U OTMEHbI»

CBegeHus o cTaHaa pTe

1 NOArOTOBJIEH:

degeparnbHbIiM rocyapcTBeHHbIM YHUTapHbBIM Npeanpusatuem «Bcepoccuiicknin HayyHo-uccnegosarteslb-
CKMA LEeHTp cTaHgaptusauun, wHdopmaumnm un cepTudukaumm Cbipbs, MaTepuanoB U BeLlecTB»
(eryn «BHALICMB»);

TexHu4ecknm koMmTeToM Mo cTaHgapTusaumm TK 339 «be3zonacHOCTL Chipbs, MaTeprarnoB U BELLeCTB»
degeparnbHOro areHTCTBa no TeXHUYECKOMY perynupoBaHnto 1 MeTponoru;
MexrocyaapcTBeHHbIM TEXHUYECKUM KoMUTETOM Mo ctaHdapTusaumn TK 339 «BesonacHocTb cbipbs,

MaTtepnanos 1 BeLeCTB»

2 BHECEH ®efepanbHbIM areHTCTBOM MO TEXHUYECKOMY PErynnpoBaHuio U MeTponorm

3 NPUHAT MexrocyaapcTBeHHbIM COBETOM MO CTaHAapTU3aLUun, MeTpororum n ceptudukauum (npo-
Tokon oT 9 HosBps 2012 r. Ne 53-M)

3a NPUHATUE CTaHdapTa nporosiocosanun:

KpaTkoe HaumeHoBaHUe cTpaHsbl Kon cTpaHsl no CokpalLeHHOe HAaMMeHOBaHWe HaUMOHANBLHOTO opraHa
no MK (M1CO 3166) 004—97 | MK (MCO 3166) 004—97 Mo CTaHAapTM3aLUmmu
Apmenusi AM MunakoHomMukmn Pecny6nukn ApmeHus
Benapych BY [occtanaapt Pecnybnukn Benapych
KbipreiactaH KG Kbipreiactangapt
MongoBa MD Mongoea-Crangapt
Poccwiickasn ®egepaums RU Poccrangapt
TapxukncTaH TJ TamxukcTaHaapt

4 HacToswui cTaHaapT naeHTudeH MexayHapoaHomy aokymeHTty OECD series on Principles of Good
Laboratory Practice and Compliance Monitoring — No 13 — Consensus Document of the Working Group on
Good Laboratory Practice — The Application of the OECD Principles of GLP to the Organisation and
Management of Multi-Site Studies:2002 (KoHceHcycHbI AokyMeHT Pabouei rpynnel no Hagnexallei naéopa-
TOPHOW NpaKTUKe U MOHUTOPUHIY cooTBeTCTBUA. MNpumeHeHue MNpuHumnos O3CP no GLP ana opraHusauum n
ynpasneHus uccrnefoBaHUsIMKU, MPOBOAUMBIMA Ha HECKOSbKUX UCMbITaTeNbHbIX nnowaakax:2002, Ne 13 ns3
cepun AokymeHToB OpraHusaLmm 3KOHOMUYECKOTo coTpyaHudecTBa 1 passutua (O3CP) o MpuHuyunax GLP 1
MOHWUTOPUHIEe COOTBETCTBUSA).

MexayHapoaHblii OKYMeHT paspabotaH Paboueii rpynnont O3CP no GLP.

MepeBoa ¢ aHrnuMiickoro sisbika (en).

OdmumanbHbI 3K3eMNnsap MeXxayHapoaHOro 4oKyMeHTa, Ha OCHOBE KOTOPOro NOAroTOBIIEH HACTOSAILLMIA
MeXrocyaapCTBEeHHbIA cTaHAapT, UMeeTcs B PegeparnbHOM areHTCTBE MO TEXHUYECKOMY PErynmpoBaHuio 1
MEeTPONOrun.

CreneHb cooTBeTCTBUS — naeHTU4Has (IDT).

B HacTosimMiA cTaHaapT BHECEHO crefyiollee peAakuMOHHOE U3MEHEeHNe: N3MeHeHO HauMeHoBaHue
cTaHgaprTa.

HaumeHoBaHWe HacTosiLero ctaHgapTa U3MEHEeHO OTHOCUTENbHO HAaUMEHOBaHUS MeXAyHapoaHOro
OOKyMeHTa B CBSI3U C 0CO6EHHOCTAMMN NOCTPOEHUSI MEXIOCYapCTBEHHOW CUCTEMbI CTaHAapTU3aLUN.



rocT 31890—2012

5 Mpukazom PegepanbHOro areHTCTBa N0 TeXHUYECKOMY perynnpoBaHuio U MeTponorum ot 27 aekabps
2012r.Ne 2157-cT mexrocyaapcteeHHbln ctanaapt FOCT 31890—2012 sBeaeH B ASNCTBUE B Ka4eCTBE HaLu-
oHanbHoro craHgapTa Poccuiickon Pegepauun ¢ 1 aHBaps 2013 r.

6 BBEJEH BINEPBbIE

Urgopmayusi 06 uUsMeHeHUsX K HacmosweMy cmaHoapmy rybrukyemcs: 8 exez200Ho u3dasaemMom
UHhbopMalUOHHOM yKa3amerie «HayuoHanbHble cmaHOapmbl», @ MeKcm U3MEeHEeHUL U IorpasoK — 8 exeMe-
CAYHO U30asaeMbIX UHGPOPMaUUOHHLIX yKazamensax «HauuoHanbHbie cmandapmbl». B criyyae nepecmompa
(3ameHbl) unu ommMeHbl Hacmosiuie2o cmaHdapma coomsemcemeyrujee yaedomieHue bydem onybriukoeaHo
8 EXXEMECAYHO U30asaeMoM UHGHOPpMaUUOHHOM yka3amerie «HauuoHanbHbie cmaHOapmbl». Coomeememey-
rowjasi uHgbopMauus, yeeGoMneHue U meKkcmbl pasmMewjaromcesi makxke 8 UHGhopMayuoHHoU cucmeme obuje2o
ronb308aHuUsi — Ha ohuyuanbHoM calime @edepallbHO20 azeHmcemea rio MeXHUYECKOMY pe2yruposaHuio u
Mempoiioeuu e cemu VIHmepHem

© CraHpapTtuHogpopmM, 2013

B Poccuitckoit degepalim HaCTOALWMIA cTaHAAPT HE MOXKET ObITb MOMHOCTLIO UM HYAaCTUHHO BOCTIPON3-
BeAeH, TUpaXxMpoBaH 1 pacnpocTpaHeH B KauecTee oduunansHoro nsgaHus 6es paspelwerHusa degepanbHoro
areHTCTBa Nno TeXHU4ECKOMY PerynmpoBaHuio 1 MeTposorumn
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BBegeHue

Bce 6onee pacnpocTpaHeHHbIM CTaHOBUTCS MPoBeAeHNE HEeKIMUHUYECKUX UccrieoBaHUA MeJULNHCKON
1 aKkonoruyeckon 6e3onacHOCTU Ha HeCKONbKUX UCTIbITaTeNbHbIX nrowaakax. Hanpumep, koMnaHuu moryT
MCMNoMb30BaTh UCTbITATeNbHbIE LIEHTPLI, KOTOPLIE CNELMaNU3NPYIOTCS B pasNnYHbIX BUAax AesaTeNbHOCTU U
pacnonaratlTcs B pas3HbIX CTpaHax; UM MOryT NPOBOANUTL MOMeBble UCTIbITAHWUSI arPOXMMUKATOB Ha pasHbIX
KynbTypax U Tunax noys, pacnosioXXeHHbIX B pasfuUYHbIX perMoHax unm ctpaHax. Takke MOXeT BOSHUKHYTb
HeobXx0aMMOCTb NPOBEeAEHNS 3TANOB TOKCUKOOTMYECKUX UCCIe0BaHUIA pasnuYHbIMN NoapasaeneHussMn Ton
e camoll opraHusaLlnuy, rae NpoBoANTCH TOKCUKONOornyeckoe uccnenoBaHue, Unu nogpasaeneHnsamMm apyrux
KOMMaHuA.

B pamkax BToporo koHceHcycHoro cumnosvyMma O3CP no Hagnexauein nabopatopHoii npaktuke (GLP),
cocTosBLlerocsa 21—23 mas 1991 r. B r. Benn, wrat Konopago, akcnepTbl 06Cyannn u 4oCTUMNN KOHCEHCyca
OoTHoCcUTenbHO NpuMeHenus MpuHumnos GLP k uccrnegoBaHusiMm B noneebiX YCNoBUAX. KOHCEHCYCHBIN AOKY-
meHT OBCP «[MpumeHeHne MpuHumnoB GLP k uccneaoBaHnsm B NOMEBbIX YCNOBUAX» BNocneacTBun Obin
onybnukosaH B 1992 r. unepecmoTtpeH B 1999 r. [ENV/JM /MONO (99) 23] [1]. Hapsay ¢ apyrumMmn NOHATUAMN B
JaHHOM AoKyMeHTe 6bIno BBeAeHO NOHATMEe«OTBETCTBEHHbIN UccneqoBaTenby, KOTOPbIA MOXET NPUHATL Ha
cebsi genervpyemyto OTBETCTBEHHOCTb 3a NpoBeAeHue dTana NoneBoro UCCneaoBaHnsa Ha UcnbiTaTenbHOW
nnowaake, reorpadn4eckm yaaneHHon 0T MecTa HaxoXXaeHUa pykosoauTena uccrnenosaHusi. XoTs NoHATUE
«OTBETCTBEHHbI UccrieaoBaTernb» ObINo NepBOHaYaNbHO pa3paboTaHo ANs okazaHUs NOMOLLM B NPoBeAeHUN
noneskbIX UCCrefoBaHUN, BKITIOMAIOLUMX UCTIbITAHWUSI B HECKOMBbKUX PasHbIX MECTaXx, OHO B PaBHOW CTEMEHU Npu-
MEHUMO K IoBOMY TUMY UccnefoBaHns, MPOBOAUMOrO Ha HECKONbKNUX UCTIbITATENbHBIX MIoLaaKax.

Ony6nukoBaHHble B 1997 r. nepecmoTpeHHble MpuHunnel O3CP GLP [2] yunTbiBaOT porib OTBETCTBEH-
HOro uccriedoBaTensi Npu NpoBeaeHUMU Noboro nccnegoBaHUa Ha HECKOSNbKUX UCTIbITaTeNbHbIX MoWaaKax.

NcecnenosaHne MOXeT NPOBOAUTLCA HA HECKOMBKUX UCMbITATENbHBIX NMoLWaaKax no psgy npudut. Mo-
LagKa, Ha KOTOpoW NPoOBOANTCA UCCefoBaHNE, MOXET HEe COOTBETCTBOBATbL AOCTAaTOMHOMY YPOBHIO TEXHU-
YECKON MOAroTOBMEHHOCTU W KOMNETeHUMW WAU BO3MOXHOCTSIM, HEOoBXoAMMbIM ONA  BbIMNOMHEHUS
onpeaeneHHol 3agayn, B TakoM criyyae AaHHasA paboTa BhINOSHAETCA Ha APYroi UcnblTaTeNbHON Nnowazake.

CnoHcop, KoTopbI pasMellaeT uccrnegoBaHne B Hay4YHO-UCCNeAoBaTENbCKON opraHM3aLmMm No KOHTpak-
Ty, MoxeT noTpeboBatb, UTOBbLI ONpeaeneHHbIe BUALI UCCNEA0BaTENbCKON AeATENbHOCTU, Takue Kak buonoru-
YecKuin aHanus, MPOBOAUITUCHL Ha KOHTPaKTHON OCHOBE B onpeaeneHHo nabopatopuu; UNn CNOHCOP MOXeT
notpeboBaTth, UTOOLI NPObLI 6bINM BO3BPaLLEHblI eMYy ANSA aHanu3a.

Llens aaHHoro aokymeHTa — npefocTaBneHne pykoBOACTBa MO BONPOCaM, KOTOpbie BO3HUKAOT Npu
NnaHMpPOBaHUM1, BLINOIHEHUN, KOHTPOJIE, PerucTpaumm, opopMIeHnM oTYETOB U apXUBUPOBaHUN UccneaoBa-
HWIA, NPOBOAMMBIX HA HECKOMBKUX UCTbITaTENbHBIX NNowaakax. [lokyMeHT 661 pa3paboTaH Ha YeTBEPTOM KOH-
ceHcycHoM cumnosunyme O3CP B Xopnu (Horley), Benuko6putaHus, B uioHe 2001 r. Mo3xe AaHHbIA AOKYMEHT
6bin yTBepXaeH B aekabpe 2001 r. Paboueit rpynnoit no MpuHumnam GLP v BnocneacTeunn B coespane 2002 .
Ha coBMeCTHOM 3acejaHumM KomuteTa no xumudecknum seectsam u Pabouei rpynnbl No XMMUYECKUM BeLLeCT-
BaMm, nectuumaam u 6UoTexHonorum.

NokymeHT Bbln paccekpeyeH noA aruaon reHepanbHoro cekpetaps. JaHHoe pyKOBOACTBO BXOAWT B
ceputo gokymeHToB OIJCP «[puHLMNbI Hagnexallen NnabopaTopHON NPAKTUKA U MOHUTOPUHT COOTBETCTBUSAY.
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M E XTOC CVYOAPT CT BETHHUB # CTAHQAOAPT

MPUHUMNbI HAQNIEXXALLEA NABOPATOPHOMU NMPAKTUKU (GLP)

OpraHusauus U ynpaBneHue uccnegoBaHMsiMU, NPOBOAUMBIMU Ha HECKONBKUX UCTIbITaTENbHBIX
nnowjagkax

Principles of Good Laboratory Practice (GLP). Organisation and management of multi-site studies

Dara sBeaennsa — 2013—01—01

1 O6nacTb NnpMMeHeHUs1

HacTosawuin ctaHgapT yCTaHaBnMBaeT NMoJIoXXeHUA Anda opraHnsaunm u ynpasneHnua nccnegoBaHusaMu,
NPOBOANMBIMU Ha HECKONBKNUX UCMbITaTeMbHbIX NlolagKkax.

Hactoawui CTaHAapT cnegyeT UCnosfb3oBaTtb NpuU nNnaHpoBaHWK, BbINONHEHUN, MOHUTOPUHIE, pernc-
TPauunn, OCbOpMJ'IeHI/II/I oT4yeTa n apXmMBNpPOBaHUA nobbIX UccnegoBaHui, npoBOANMBIX HA HECKOJIbKUX UCTIbITa-
TeNbHbIX Nnowagkax. PyKOBOD,CTBO pacnpocTpaHaeTCA Ha BCe BUAbl HEKNUHWYECKUX WccnefoBaHWUin
MeOULMHCKON U 3Konoriveckon 6esonacHocTu.

2 anaBneHMe U KOHTPpONb NnpoBeaAeHUA nccneaoBaHM Ha HECKONbKUX
UcnbiTaTernbHLIX ANOLWAaAKax

2.1 O6wue nonoxeHun

2.1.1 TMpn nnaHMpoBaHUK, BLINOSTHEHUU, MOHUTOPUHIE, perucTpaunu, oopMnNeHUn 0TYETOB U apXUBU-
poBaHW1 UCCreA0BaHUNA, MPOBOAMMBIX HA HECKOMNBbKUX UCTIbITATENbHBIX NAOLWaAKaxX, BO3HMKaeT psifi MOTEHLU-
aneHeIX Npobnem, kKoTopble crieqyeT paccMoTpeThb, YTOBbI Npy NpoBeAeHUN UCCNeA0BaHNUS He BbINo HapyLLIeHo
cooTtBeTcTBME MpuHumnam GLP.

2.1.2 Tot chakT, 4TO pasnu4Hble BUAbl UccreaoBaTenbCKON AeATENbHOCTU NPOBOAAT Ha pasHbIX Nilo-
Lakax, o3HavaeT, 4To NnaHMpoBaHue, CBA3b U yrpaBlieHNe UccrnefoBaHnem UMeLoT XXM3HEHHO BaXKHOe 3Ha-
yYeHue. XOTsl uUccneioBaHUE Ha HECKOMbKUX MUCMbITaTenbHbIX Mnowagkax cocTout u3 paboT, koTopble
OCYLLECTBNSIIOT Kak B UCMbITATENBHOM LIEHTPE, TaK U Ha BCeX UCTIbITaTeNbHbIX Nnowaakax, oHo NnpeactasnseT
coboll eaMHoe UccnegoBaHue, KOTOpoe creayeT NpoBoAUTb B cooTBeTcTBUK ¢ MpuHuunamn O3CP no GLP.
370 03HauaeT HanMuue O4HOrO NiaHa uccneaoBaHusl, OAHOIO PYKOBOAUTENS UCCNEeaoBaHUA U OQHOIO 3aKto-
ynTensHoro otyeTa. MoaToMy oueHb BaXKHO, UTOBLI B epBYI0 o4epeab Obinn cocTaBneHbl NNaHbl NposeaeHUs
uccnegoBaHus, NepcoHan U aaMUHUCTPaLIMS COTPYOHUYAOLLMX MoLWaaok 6binn ocBeaoMIeHbl, YTo BbINON-
HAemas umn paboTa ABNSAETCS YacTblo UCCIIeAOBaHNsI NoA yNpaBlieHNeM PYKOBOAUTENSA UCCNeaoBaHus, a He
ocylwecTBnsieTCs Kak oTAenbHoe uccnegoBaHue.

KpaiHe BaxHo, 4Tobbl paboTa, BeiNnonHsaeMas Ha pasHbIX nnowaakax, Geina yeTko onpeaeneHa Ha paH-
HeW cTaguu NMIaHUPOBaHUs, ¢ TeM YTODbLI faTb BO3MOXHOCTb 3aMHTEPEeCOBaHHBIM CTOPOHaM corfacoBaTb
HeobxoaMMbIe Mepbl KOHTPOIA Nepef 3aBeplleHneM pa3paboTku nnaHa uccnegoBaHuS.

2.1.3 MHorue u3 npobnem, cBsI3aHHbIX C NPOBEAEHUEM UCCNeQoBaHUA Ha HeCKOSbKUX niollaakax,
MoryT 6bITb NpenoTBpaLleHbl NyTEM YETKOro pacnpeaeneHust obasaHHocTel U acekTUBHOrO B3anmoaei-
CTBUSA MeXAY BCeMU CTOPOHAMW, y4acTBYIOLLMMUI B NpoBeaeHnn uccnenosaHus. K ykasaHHbIM CTOPOHaM OTHO-
CATCA CMNOHCOP, PYKOBOAUTENb WCCNEAOBaHUS, aAMUHUCTPaUuUsl, OTBETCTBEHHbLIM UccnegoBaTenb
(uccneposatenu), cnyx6a obecneveHust kayecTBa U NepcoHas no NPoBeAEeHUo UccneaoBaHUs Ha Kaxaon
ucnelTaTenNbHOM NoLaake.

UspaHne ochmumnansHoe
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2.1.4 Tpw npoBeaeHUN UCCNefoBaHNN Ha HECKOMbKUX UCMNbITATeNbHEIX MoLWaakax B pasHblX cTpaHax
BCE YKasaHHble CTOPOHbI A0STKHbI BbITb OCBEAOMIIEHBI O BEPOATHOCT U BO3HUKHOBEH USI AOMONHUTE bHBIX NPO-
6nem 1s-3a pasnuunin B A3bike, KyribType U HauMoHanbHbIX NporpaMmmMax MOHUTOPWUHIa COOTBETCTBUS NPUHLIM-
nam GLP. B Takunx cutyaumsax cnegyet o6paTuTbCs 3a KOHCYMbTalMe K HaLMoHanbHOMY opraHy MOHUTOPUHTa
cooTBeTCcTBUA MNpuHumMnam GLP Toi cTpaHbl, Ha TeppUTOPUM KOTOPOI pacnonoxeHa nrolwaaka.

2.2 OcHOBHbIe NOHATUA

2.2.1 MNoa ncenegosaHneM, NPOBOAUMBIM Ha HECKOSMbKUX UCNbITATEMNbHBIX NIowankax, NoHMMaeTcs
noboe nccnegosaHne, aTarbl KOTOPOro NPoBOAsATCA Ha 6o/1ee YeM oaHoM NnoLwaake. Heo6xoanmocTs B Takmx
ncecneaoBaHNAX BO3HUKaeT NPpW UCNONb3oBaHWN NOLLAA0K, KOTopble yaaneHbl o reorpadu4eckomy npusHa-
Ky, OpraHusaumMoHHo oTaeneHsl Uy pasgeneHsl MHbIM o6pasom. B Takom cnyvae oguH oTgen opraHusaumu
AencTBYeT B Ka4ecTBe UCTbITaTebHON NNoLWaakn, B TO BPEeMS Kak Apyron oTAer TON e caMoi opraHMsaLmm
BbICTYNaeT B Ka4eCTBe UCNbITaTelIbHOro LeHTpa.

2.2.2 3Tan uccredoBaHus npedctasnseT cobol onpeaeneHHbln BUO AeATENBHOCTU WA KOMMMEKe
MeponpuAaATU, NPOBOAUMBIX NPY UCCIeA0BaHNN.

2.2.3 PeleHne o nNpoBeAeHUN UCCMeoBaHUsl Ha HECKOMbKNX UCMbITaTeNbHbIX NIoLaakax OOMMKHO
6bITb TLWATENbHO PACCMOTPEHO CMOHCOPOM COBMECTHO € aAMUHUCTPaLMEN UCMbITATENBHOrO LIeHTpa, Ha3Ha-
YEeHHOW CMOHCOPOM [0 Havana uccrneaosaHus. MIcnonb3oBaHne HeCcKoMbKAX NCNbITaTesbHbIX MoWaaokK yse-
nny4MBaeT CNOXHOCTb 3ajad MNPOEKTUPOBaHUA U  YyNpaBlieHUa WCCrefoBaHUeM, 4TO NPUBOAUT K
AOMOSTHUTENbHBIM pYcKaM Ans LefoCTHOCTU UccrienoBaHust. [1o3ToMy oueHb BaXKHO, UTODbI BCce NOTeHUManb-
Hble Yrposbl LefIoCTHOCTU UCCrefoBaHUsl Ha OCHOBaHWW MpeaCcTaBfeHHOW CTPYKTYPbl UCCNeQOoBaHUA Ha
HeCKOMbKUX UCTbITaTeNbHbIX Nolaakax 6blnu oLeHeHbl, 06513aHHOCTY BbINM YeTKO pacnpeaeneHol, a pUCKK
cBefeHbl K MUHUMYMY. [JomkHbI ObITb BCECTOPOHHE paccMOTpPeHbl TEXHUYecKas/HayuHas akenepTu3a, ctatyc
cootseTcTBUSA MNMpuHumnnam GLP, pecypchl U peHTabenbHOCTb BCeX NNaHUpyeMbIX K UCMONb30BaHUI0 UCMbITa-
TenbHbIX NIOLWaaoK.

2.3 CBA3b U 06MeH MHdopMaLuen

2.3.1 Ans ycnewHoro nposeAeHus NccneaoBaH st Ha HECKOSbKUX UCTIbITaTeNbHbIX MIioLaakax kpaiHe
BaXXHO, YTOObI BCe BOBMEeYEHHbIe CTOPOHLI 3HANW 0 CBOUX 06A3aHHOCTAX. [1N1s1 TOro YTo6bl BLINONHATL AaHHbIE
0653aHHOCTM 1 CNPaBRATLCS € MOOLIMU COBLITUAMU, KOTOPLIE MOTYT NOTPeBOBaTL PAaCcCMOTPEHUS NpU NpoBe-
OeHnn nccregoBaHus, NepBocTeneHHoe 3HavyeHne umeeT o6MeH uHgpopmauunein n acpcdekTnsHoe Bzaumoaein-
CTBME MexXady CMOHCOPOM, agMUHUCTpaUMein ucnbiTaTenbHbIX NNOWaaok, pykoBoguTeneM uccnegoBaHus,
OTBETCTBEHHBLIM pykoBoauTeneM(smu), cnyxboi obecneyeHUsa kavecTsa U NepcoHanom no NpoBeAeHUo
nccnegosaHus.

2.3.2 MexaHn3m obmeHa MHopMaLuei, CBA3aHHOW ¢ nccnegoBaHueM, AomkeH ObITb 3apaHee corna-
COBaH U AoKyMmeHTUpoBaH. PykoBoauTtens uccrnegoBaHuin 4omkeH 6biTb B Kypce NpoBeaeHUsa uccneaoBaHuia
Ha Bcex nnoluaakax.

2.4 YnpaBneHue uccnefoBaHUsAMU

2.4.1 CnoHcop pasmellaeT UccriefoBaHUe Ha KOHKPEeTHOM UcnbITaTeNbHOM nnoLwaake . AAMUHUCTpaumns
UCnblTaTerNbLHOro LieHTpa HasHavaeT pyKOBOAUTENA UCCNEAOBaHUA, KOTOPOMY He06A3aTeNbHO HaX0AUTLCA Ha
nnowaake, rae nposoauTcs 66nbLIas YacTb sKCnepuMmeHTansHoi paboTel. PeweHne o nposeaeHun uccneao-
BaHWA Ha APYrUX UCTILITATENbHBIX MIoLWaAKax, Kak npasuno, NpuHUMaeTca aaMUHUCTpaumMen UCnbiTaTeNbHOro
LileHTpa COBMECTHO C pYKOBOAUTENEM UCCINEe0BaHNA U CNOHCOPOM (NpU HeobXoaumMocTH).

2.4.2 Ecnu pykoBoauTenb UCCReAoBaHUS He cnocobeH BbIMOMHATL CBOU 0BA3aHHOCTU Ha UCMbITa-
TeNbLHOW NIoLyaaKe ns-3areorpacU4eckoin yaaneHHoCT! N opraHn3aunoHHOTo pasaeneHus, Bo3HUKaeT Heo6-
XOANMOCTb HasHaYeHUs Ha Takylo(ue) ucnbiTatenbHyo(ble) Nnowaaky(n) oTBeTCcTBEHHOro(bIX) uccnegosarte-
na(en). B HekoTOpbIX Cyvasix BuIMOMTHEHUE CIYXebHbIX 06A3aHHOCTEeN HEBO3MOXHO, Hanpumep, u3-3a Toro,
YTO Ha npoesf KMecTy paboTbl TPATUTCSA MHOrO BpEMeHU, N3-3a PasHblX HaCoBbIX MOACOB MW CAOXHOCTEN, CBA-
3aHHBIX C NEepeBOOM C OAHOrO si3blka Ha Apyron. PasaeneHue no reorpaduyeckoMy NpuUsHaky MoxeT BbiTb
CBA3aHO € yAarneHHbIM pacriofoXXeHnem Unmn HeobXxoAMMOCTbI0 YAEeNATb BHUMaHWe OAHOBPEMEHHO HECKONb-
KUM MeCTam pacnofoXeHUs1 UcnbiTaTesbHbIX NAoLwaaokK.

2.4.3 AaMuHUCTpaLMs UCTIbITaTeNbHOIO LeHTPa AoMkHa CrnocobCTBOBaTL YCTAHOBNEHUIO Heobxoan-
MbIX paboynx OTHOLLEHMWA C aAMUHUCTPaLMe ucnelTaTenbHbIX NoWaaok Ana obecnevyeHns LenoCcTHOCTU
nccnenosaHus. MNpeanoyTeHus pasnMuHbIX BOBMEYEHHbIX rPYNn UAY KOMMepYecKue CornatleHna n cornalue-
HMA 0 KOH(bUAESHLMANbHOCTU He AOIKHbBI pensaTcTBoBaTh 06MeHy nHdopMauuen, Heobxoaumon ansa obecne-
YeHUA HaZnexallero NpoBeieHUs UccrneaoBaHus.
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2.5 Ponu n o6asaHHoCcTN

2.5.1 CnoHcop

PelweHue o nposeaeHNN UccneaoBaHUA Ha HECKOMbKMX NIIoLafKax A0MKHO ObiTb TWAaTeNbHO paccMoT-
peHOo CNOHCOPOM COBMECTHO C aAMUHUCTpauneit UcrbiTaTenNbHOro LieHTpa A0 Havana uccnegosaHusa. Cnox-
cop AomkeH ykasaTb, Tpebyetca nu cootBeTcTBue [MpuHumnam GLP O3CP wu cywecTtsylowemy
HauunoHanbHOMYy 3akoHogaTenbcTBy. CNOHCOP AOMKEH NOHUMATb, YTO UTOrOM NPOBEAEHUA UCCNeaoBaHUA Ha
HEeCKONbKUX UCMbITaTeNbHbIX NowWaakax AoMKeH cTaTb eAWHbIN (O4WUH-€AWHCTBEHHLIN) 3aKoYUTENbHbIA
oTver.

CnoHcop aomkeH 6bITb 0OCBEAOMNEH, YTO €CMU Ha ero UcnbITaTernbHOW Niowaake NpoBoaAT atan(bl)
nuccneaoBaHua, NPOBOAUMOIO Ha HECKOMbKUX UCMbITaTeNbHbLIX MowaAkax, TO BbiNonHAeMasa pabota u
COTPYAHUKK, yHacTBYIOLLME B UCCNeA0BaHUN, NOANEXAT KOHTPOSIO CO CTOPOHbI PYKOBOAUTENS UCCNeaoBaHUs.
B KOHKpETHOMN CUTYaLMK AaHHBIA KOHTPONb MOXET BbipaXaTbCsl B BUAE MOCELLEHWI NNOLWaaku agMUHUCTpaumnei
ucnbITaTeNbHOro LeHTpa, pykosoauTenemM nccnenoBaHus W/unm nposeaeHMem nHenekumi cnyxboin obecne-
YeHuA kavectea. PykoBoanTens UCCNeaoBaHUS OOIDKEH yKasbiBaTb CTeNeHb COOTBETCTBUA UCCNeAoBaHuUs
MpuHuunam GLP, B ToM Yucne noboi paboTel, NPOBOAUMONA CMIOHCOPOM.

2.5.2 AAMUHUCTpaLUA UCNbITaTeNbHOIO LieHTpa

AAMUHUCTpaUNA UCBITaTENBbHOrO LEHTpa A0DKHA YTBEPAMTL BEIDOP UCTIbITaTeNbHBIX Nowaaok. K pe-
GyloLWMM pacCMOTPEHUA BONPOCaM OTHOCATCS, He OrpaHUYUBasiCb UMM, MPAKTUYHOCTL CBA3U, aAeKBaTHOCTb
MexaHu3MoB obecneyveHus kavecTBa, Hanu4uMe cooTBeTCTBYoLWEero o6opyaoBaHna u onbiTa. AQMUHUCTpaLMa
ucnelTaTenNbHOro LeHTpa Ao/mkKHa HasHavaTb BelyLLero coTpyaHuKa cryxobl obecneveHns kavecTsa, KOTOPbI
HeceT o6Lylo OTBETCTBEHHOCTL 3a o6ecneyeHne kayecTBa BCero uccrieqoBaHus.

AIMUHMCTPAUMA UCNbITaTeNbHOMO LeHTpa AokHa uHdopmupoBaTh cnyx6bl obecneyeHns kadyecTBa
BCEX MUCMNbITaTebHbIX NOWAaA0K O MeCcTe HaxoXAeHuUs BedyLlero CoTpyaHuka cnyxobl obecneyeHus kayecT-
Ba. Ecnv BosHMKaeT HeoBx0OMMOCTb UCTONb30BaHNUA UCTbITaTeNbHOW NMoLaAKK, He BKMIOYEHHOW B HaLMo-
HarnbHY0 NporpammMy MoHUTopuHra cootseTcTBUs MpuHumMnam GLP, o6ocHoBaHuMe BbiGopa AaHHOW NnoLwankm
AOIKHO BbITb AOKYMEHTUPOBaHO. AOMUHUCTPAaLUS UCTILITATENBHOTO LIEHTPa A0SHKHA yBeAOMIATL aAMUHNUC-
Tpauuio UcnbiTaTeNbHOW NoLWwaakM 0 BOSMOXHOCT U MPoBeAeHUs1 UHCNeKUUIA HauMOHaNbHbIM OpraHoM MOHU-
TopuHra cooTBeTCTBUA MpuHUMnam GLP Toli cTpaHbl, Ha TeppUTOPUN KOTOPOK pacnonaraeTcs UcnbiTaTerbHas
nnowaaka. B criyyae oTCyTCTBUSA B CTpaHe opraHoB MOHUTOpUHra cooteeTcTBus MpuHuunam GLP ucnbiTa-
TenbHas nnowagka MoXeT OblTb CyObEeKTOM WHCMNEKTUPOBAHMS OpraHOM MOHUTOPUHIra COOTBETCTBUA
MpuHumnam GLP cTpaHbl, NpuHuMatoLein pesynbTaThl UCCNeaoBaHus.

2.5.3 AQMUHUCTpaLMA UCNbITaTENbHOW NNOLWanKu

AOMUHUCTPALNA NCMbITAaTENbHON NNOLWAaAKM HeceT OTBETCTBEHHOCTL 3a NpeJocTaBneHMe 4OCTaTOUHbIX
pecypcoB A1 NPOBeAeHUs NCNbITaHWA U BEIGOP OTBETCTBEHHOrO(bIX) UccreaoBaTensi(ei) CoOOTBETCTBYOLE N
kBanudukaunm. Ecnn Bo3HukaeT HeobXoaMMOCTb 3aMeHbl OTBETCTBEHHOIO UCCrefoBaTens, agMUHUCTpaums
ncnblTatenbHON NMoLWaakn COBMECTHO CO CMOHCOPOM, pyKoBoAUTENeM UccrnefoBaHns U agMUHUCTpaLnen
NCMbITATeNbHOrO LieHTpa NP HeoBXoANMOCT HasHavaeT 3amellatoLlero OTBEeTCTBEHHOrO UccreaoBaTens.
MoapobHas UHpopMaLns AomKkHa GbiTb CBOEBPEMEHHO MNpeaocTaBrieHa PyKOBOAWUTENO UCCNeaoBaHUsa ¢
Lienblo BHECeHWs NnonpaBsok B NnaH uccriegosaHnsa. 3aMellatolnii OTBETCTBEHHBIN nccneaoBaTeslb OMKEH
oueHMBaTb cTeneHb cooTBeTcTBUA MpuHumnnam GLP Tex paboT, koTopble 6blMM NpoBeAeHbl A0 MOMEHTa
3aMeHbl.

2.5.4 PykoBoguTenb UccrnenoBaHuUA

2.5.4.1 PykoBoanTenb UCCNefoBaHWsA AOMKEH rapaHTUpoBaTh, YTO BelbpaHHble UCNbITaTeNbHbIe No-
LaaKu ABMATCA NPUeMneMbiMU Ar1A NpoBeAeHUs uccriegosaHuii. [Ans yctaHoBNeHUs AaHHoro gakra HeoO-
XOAUMO nocellathb NenblTaTeNbHbIe NOWAaAKA 1 BCTPeYaTbesa ¢ UX NepcoHanom.

2.5.4.2 Ecnu pykosoauTenb nccnegoBaHua cHATaeT, 4To NpoBoauMas Ha UCNbITaTeNbHOM NnoLaake
paboTa MoXeT COOTBETCTBYIOLLMM 06pa3oM KOHTPONMPOBAaTLCS MM caMiM, 6e3 HazHaYeHUs! OTBETCTBEHHOIo
ncenegoBaTensl, OH JOMKEeH NPOKOHCYNbTUPOBATLCS 06 9TOM BO3MOXHOCTU C aAMUHUCTPaLNed UcnbiTaTenb-
Horo ueHTpa. ADMUHUCTpaLUA UCTIbITaTeMbHOMO LLeHTpa, B CBO ovepedb, 4o/KHa 0becneynTb COOTBETCTBYIO-
LMA MOHUTOPUHT obecrnedeHns KadecTBa Ha 3TOW nnowagke. MOHUTOPUHT MOXeT NpPoBOAUTb chyxbGa
obBecneveHuns ka4yecTsa AaHHOW NMOWAAKMA NN BeAYLUNA COTPYAHWUK 3TOW CryXObl.

2.5.4.3 PykosoanTtens nccneaosaHns HeceT OTBETCTBEHHOCTL 3a yTBepXKAeHWe NnaHa uccrneaoBaHns,
B TOM YMCIe BKITFOYEHWE YHacT sl OTBETCTBEHHbIX UccneaoBaTenein. PykoBoauTens uccrneaoBaHus yTeepxaa-
€T MUBHOCUT NONpaBsKu B MraH UccrnedoBaHus M noATBepXKAaeT OTKIIOHEHUS OT NiaHa nccnegoBaHns, B TOM YnC-
Ne cBsi3aHHbIe ¢ paboTon, NPOBOANMON Ha Mol agkax. PykoBoauTenb uccneoBaHns HeceT OTBETCTBEHHOCTb
3a obecneyeHne YeTKoro MOHUMaHWs BCEMU COTPYAHNKaMU TpebGoBaHWin K NPOBEAEeHUIO UccNeaoBaHusa 1 3a
Hanu4ve nnaHa nccrnedoBaHUs U NOMPaBOK K HEMY Y BCEro COOTBETCTBYIOLLEro nepcoHana.
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2.5.4.4 PykoBoguTenb uccneqoBaHusa AOMMKEH yCTaHaBNNBATb, UCTILITLIBATL U MOAAEPXNBATb COOTBE-
TCTBYIOLLME CUCTEMbBI CBA3U MEXY HUM U KaXKAbIM OTBETCTBEHHBLIM UccneaoBaTenem. Hanpumep, uenecoob-
pasHo npoBepsTb TenedgoHHbIe HoMepa U agpeca 3NEeKTPOHHOM NOYTbI C MOMOLLLIO TPAHCAALUNA TECTOBLIX
nporpamm, YtTobbl pacCcMOTPETb BONPOC O CUNE CUrHaNa Ha CeNbCKOXO3ANCTBEHHBIX MOSIEBbIX CTAHUUAXUT. 4.

JormKHBI BbITb NPUHATEI BO BHAMaHWE U pa3nuvua B YacoBbIX nosicax. PykoBoauTtenb uccrnegoBaHua 4os-
XeH nogaepXxuBaTh CBSI3b HEMOCPEACTBEHHO C KaXKAbIM OTBETCTBEHHBIM UCCNeaoBaTeNeM, a He Yepes nocpea-
HUKa, KpOMe Crlydaes, KorAa 3To Heu3BexxHo (Hanpumep, ecnu cyllecTByeT NOTPeBGHOCTL B NepeBoaquKe).

2.5.4.5 PykoBoauTenb UccneaoBaHns AoMKeH 6biTb Nerko AoCTyneH 0TBETCTBEHHBIM UccneaoBaTeNam
Ha BCeM NpOTSXKeHUU NpoBefeHns uccnegosaHua. PykoBoantens nccneaoBaHns 4omkeH cnocobecTeoBaTh
KOOpAVMHALIMUN U CUHXPOHU3aLUMn coBbITUI, NepemeLlieHunto Npo6, 06pa3sLoB U AaHHBIX MexAay niowagkamm 1
obecneynBaTb, UTOObLI OTBETCTBEHHbIE UCCNEAoBaTENM NOHUMAaNK LenoYky BbINOMHAEMbIX Npoueayp.

2.5.4.6 PykoBogutenb nccnegoBaHus 4ofMKeH noaaepkmeatb CBA3b C OTBETCTBEHHBIMU UCCeaoBaTe-
NAMK No BONPOCY BbIBOAOB 06 oGecneveHnM kavecTBa Ha UCNbITaTeNbHOWM Nnowaake Nnpu HeobxoauMocTu.
Bce npouecchl cBs13n Mexay pykooanTenem uccneaoBaHuAa, OTBETCTBEHHBIMU UCCNeaoBaTENAMN UMW CITYX-
6ot obecneyeHnss kadecTBa WUCNBLITAaTENbHOW NMOWAAKM, OTHOCALLMECA K 3TUM BblBOAaM, cheayet
OOKYMEHTUpOBaTb.

2.5.4.7 PykoBoauTenb uccnefoBaHWA AOMKEH rapaHTUpoBaTb, YTO 3akKMouvuUTeNbHbIN oT4YeT byaet
BKIIOYATL B cebs1 0TUETHI Bcex OTBETCTBEHHLIX UccnedoBaTenei. PykoBoautenb UccneaoBaHna AOMKeH Tak-
Xe rapaHTUpoBaTh, YTO 3aKMNOYUTENbHBLIA OTYET ByAeT HanpasneH BeayLueMy COTpYAHWKY cnyx0bl obecneve-
HUS KavecTBa ANSA nposepku. PykosoauTens uccnegoBaHUA AOSKEH noanucbiBaTb W AaTMpoBaTb
3aKkniouuTenbHbIR OTYET, NoATBEpXKAAs TEM CaMblM, YTO OH NPUHUMaEeT Ha ceba OTBETCTBEHHOCTb 3a 4OCTO-
BEPHOCTb [laHHbIX, a TakKe yKasblBaTb, B KAKOW cTeneHn uccneposaHue cootsetctayeT MpuHuunam O3CP
GLP [2].

BbllLlensnoxxeHHoe MOXeT YaCTUYHO OCHOBLIBATLCA HA NMCbMEHHOW rapaHTUK, NPeAoCTaBNeHHON OTBET-
CTBEHHbIM UccnegoBaTeneM(amn).

2.5.4.8 Ecnu Ha ucnblTaTenbHbIX Nnowaakax He 6bin HasHavyeH OTBETCTBEHHBIN UccneaoBarterb, pyKo-
BOANTEMNb UCCNeaoBaHUA OOMKEeH noadepXunBaTb CBA3b HENOCPEeACTBEHHO C NepcoHaroM, NPoBOAALLUM
paboTbl Ha AaHHbIX Nrowaakax. JaHHb NnepcoHan cneayeT ykasbiaTb B NnaHe UCCneaoBaHus.

2.5.5 OTBeTCTBEHHbIN UCCNefoBaTeNb

2.5.5.1 OTBeTCTBEHHbIN UcCcneaoBaTernb AeUCTBYET OT UMEHU PYKOBOAUTENSI UCCNEAOBaHUSA B pamMKax
AenermposaHHOro atana nHeceT OTBETCTBEHHOCTb 32 06ecneyeHue cobnoaeHus MNpuHuunos GLP B xoae npo-
BeJeHWUs1 AaHHOro aTana nccneaoBaHus. BaxxHoe 3HaueHMe MMeeT COrnacoBaHHOCTb AGUCTBUIN U OTKPLITOCTb
paboynx B3aMMOOTHOLLEHWUIA MEXAY OTBETCTBEHHBLIM UCCrieoBaTeneM U pykosoaurenem nuccrnenoBaHus.

2.5.5.2 Heob6xoQuMmo Hanuume AoKyMeHTUPOBaHHOIo OroBopa O TOM, YTO OTBETCTBEHHbIN nccneaosa-
Tenb 6yaeT npoBoAnUTL AenernpoBaHHblA eMy 3Tan B COOTBETCTBUM € NaHOM uccnegosaHua v MpuHuunamm
GLP. MNoanuncaHHbIn 0TBETCTBEHHBIM 1ccefoBaTenem nnaH uccnefoBaHus SBNSETCA YacTbio 4ONYCTUMON
OOKYMeHTaLuumu.

2.5.5.3 OTKMoHeHUsa OT NNaHa uccneaoBaHus UM cTaHaapTHeIX onepaTuBHbIX npoueayp (COIMM), umeto-
LLIMX OTHOLLEHME K MCCcrieJoBaHNIo, 4OMKHBI OblTh JOKYMEHTUPOBaHLI Ha UCNbITAaTENbHOM NNoLwaake, noaTBep-
XOeHbl 0OTBETCTBEHHBIM NccriegoBaTeNieM U CBOEBPEMEHHO HarnpaBneHbl PYKOBOAUTENIO UccneaoBaHus ansi
noATBepXKaeHNS.

2.5.5.4 OTBeTCTBEHHBI UCCrieAoBaTe b A0IIKEH MPeJoCTaBUTb PYKOBOAUTENIO NccneaoBaHus MHdop-
Mauuo 06 uccnenoBaHUSX Ha AaHHOW NnoLaake, No3BONSOLLYI0 HauaTb NOArOTOBKY 3aKMYUTENbHOrO OT4Ye-
Ta. faHHas nHpopmMaLms AoMmKHa BKIoYaTh B cebsi NMCbMEHHY0 rapaHTUio OTBETCTBEHHOMO UccrieoBaTerns,
noATBepXxaatoLLyto, UTo paboTa, 3a KOTOPY OH HeceT OTBETCTBEHHOCTb, cooTBeTCTBYeT MNpuHuunam GLP.

2.5.5.5 OTBeTCTBEHHbIN UCCNeaOBaTe b AOMMKEH rapaHTUPOBAaTb, YTO BCe AaHHbIe M NPobbl, 3a KOTopble
OHHeceT OTBETCTBEHHOCTb, NepeaatoT sl pyKOBOAUTESTHO UCCIIEA0BaHNA UMM apXMBUPYIOTCSA COrMacHO onucaH-
HOW B NNaHe uccrnegosaHus npouedype. Ecnu aaHHble n obpasubl He NnepefaHbl pyKOBOAUTENO UCCneaoBa-
HWS1, TO OTBETCTBEHHBIN MCCNeAoBaTE b OIKEH YBEAOMUTE PYKOBOAUTENA UCCNEA0BAHMSA O BpEMEHU UMeCTe
apxuBMpoBaHus. B xoae nccnenoBaHusa oTBETCTBEHHBIA UccriegoBaTe/lb He MMeeT npasa yaansaTb Nnobble
obpasubl 6e3 NpeaBapUTENbHOMO MMCBMEHHOTO paspeLUeHns PYKOBOAUTENSA UCCNeaoBaHUS.

2.5.6 lMepcoHan no npoBeAeHUIO UccnefoBaHUsA

2.5.6.1 TpuHumMnbl GLP TpebyioT, 4Tobbl 4515 BCeX NPoteCCUOHanbHbIX U TEXHUYECKUX KaapoB, y4acTBy-
FOLLIMX B NpOBeAeHUN NccneaoBaHnus, UMennchb JOMKHOCTHasA MHCTPYKLMS U 3arucu o NOAroToBKe, KBanmMduka-
LUK 1 onblTe, KOTOPbIE NexaT B OCHOBE MX CNOCOOHOCTU BbIMOMHATL BO3MNOXEHHbIE Ha HUX 3adavn. Ecnu
nccneaoBaTensCckUin nepcoHan aoskeH criegosatb COMM, yTBepKAEHHBIM Ha ApYroi NcrbiTaTensHOM Nnowag-
Ke, NpoxoxaeHne HeobxoaMMoNn AONONHUTENBHON NOArOTOBKN AOMKHO ObITb AOKYMEHTMPOBAHO.
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2.5.6.2 Ha HekoTOpbIX UCTIbITaTebHbIX MoWaAkax onpeaeneHHble cTagumn nccnenoBaHus BbiNonHseT
BpeMeHHbI nepcoHan, paboTatoLuii no KoHTpakTy. B Tex cnyyasix, koraa AaHHele nuua gopMUpyoT Unu Beo-
OAT NepBUYHble AaHHble, NN OCYLLIECTBNAIOT AeATENbHOCTbL, OTHOCSILLYHOCS K NPOBEAEHUI0 UCCneaoBaHus,
HeobXoAMMO COXpaHATL 3anucu 06 ux kBanudukaumm, ypoBHe NoiIroTOBKN U oMnbiTe paboThl.

2.5.6.3 B r1excny4asx, korga gaHHele nMua NPOBOAAT PYTUHHBIE OMepauun, Takue Kak paboTta ¢ JoMalll-
HAMU XUBOTHBIMW, NMoANexallan Haasopy Co CTOPOHLI bonee kKBanNMMUULMPOBAHHOTO NepcoHarna, Heobxoau-
MOCTb XpaHeHUs 3anncen AaHHbIX O NepcoHane otnaaaert.

2.6 ObecneyeHue KavyecTBa

ObecneyeHune kavecTBa UccneoBaHWU, NPOBOAALLUMXCA HA HECKONBbKUX UCNbITaTeNbHBIX NIoLaaKax,
TpebyeT TLWaTenbHOro NNaHUPoBaHUA U OpraHu3aumm, YTobbl obecneunsaTb oblee CoOTBETCTBUE UcCneno-
BaHus MpuHumnam GLP. Mockonbky nccneaosaHne NpoBOAST Ha HECKONMbKUX NAOWAAKaX, TO MOTYT BO3SHUK-
HYTb NPo6nemMbl € ynpasneHUem HecKomnbKUX opraHusauuiA U nporpaMmamu oGecneveHns KayecTea.

2.6.1 O6a3aHHOCTU pyKkoBoAUTENs cnyX6bl o6ecneyeHUs KayecTBa

2.6.1.1 Beaywui coTpyaHuk cnyxbbl obecneueHus kayecTBa AoMKeH NnoaaepXuBaTh CBSA3b C UCTLITA-
TenbHOW nnowaakon, 4Tobel obecneurBaTb agekBaTHOE NPOBeAeHUE MHCNeKUMK obecnedeHuns KadecTsa Ha
NPOTSHKEHUN BCEro UCCNeaoBaHUs.

Ocoboe BHUMaHWe cneayeTt obpaTntb Ha OYHKLMOHUPOBAHUE U AOKYMEHTUPOBAHUE B3auMOaeACTBUIA
MeXay ucnbitatenbHbiMK NRowaakamu. O6a3aHHOCTM No obecnedeHuto kavecTea paboT Ha pasnUYHBIX NIo-
Laakax AomkHbl 6bITb onpeaeneHsbl 40 HavYana akcrnepuMeHTanbHon paboTel Ha AaHHBIX MoWaaKax.

2.6.1.2 PykosoauTenb cnyx6bl ob6ecneveHna kauecTsa A0SKeH rapaHTUpOBaTb, YTO NiaH UCCreaoBa-
HUA BbINOMHAEGTCA, a 3aKnovUTeNbHBIA OTYET NpoBepsieTcst Ha cooTBeTcTBUE MpuHuMnam GLP. Mpoeepka
3aKMOYUTENbHBLIX OTYETOB COTPYAHUKaMUK CNYXObl 06ecneyeHns kayecTBa AOMKHA BKNOYAaTh NOATBEPXKAEHUE
TOro, 4To UHdOopMaLma 06 uccnegoBaHUM, NOMNyYeHHasAs OTBETCTBEHHBIM UccnedoBaTeneM (B TOM YUCne AoKa-
3aTenbCcTBO 0becneveHna kavecTsa Ha UCNbITaTENbHON NMoLWAaAKe), A0SHKHBIM 06pa3om yuTeHa. Pykosoau-
Tenb cnyx6bl obecnevyeHna KavecTBa AOMKEH rapaHTUpoBaTh, UTO 3aknoveHue cnyxGbl oGecnedeHus
KayecTsa MOAroTOBMEHO B OTHOLLIEHUM paboT, NPpoBeAeHHbIX UCTILITaTENbHBIM LLEHTPOM, U BKITOYaET UMK CChl-
naeTcs Ha 3aKnoveHus cnyxb obecneyveHns KayecTBa BCeX UCMbITaTeNbHbIX NIoLWaaokK.

2.6.2 O6azaHHOCTU cnyx6bl 06ecneYeHnA KayecTBa UCNbITaTeNbHOW NNOLWAaAKK

2.6.2.1 AOMUHNCTpaUNs KaXaon ucnblTaTebHOMW Nnowaakm obblMHO HeceT OTBETCTBEHHOCTb 3a TO,
YyTo6bl 06ecneymBaTh Hadnexallee ka4ecTBO TOM YacTW UCCIe0BaHMS, KOTopas NPOBOANTCS Ha UX Niiowaa-
ke. CoTpyaHWKM cnyx6bl o6ecneyeHns kKauecTsa KaxaoM UCNbITaTeNnbHOoW NoLWwaaKky AoMKHbI paccMaTpuBaTh
pasgensl nnaHa nccneaoBaHus, CBAsaHHbIe ¢ onepauuamn, KoTopble cneayeTt NPOBOANTL Ha UX NIoLaake.
OHW 4OMKHBI MMETb B HAMUYMM KOMUIO YTBEPXKAEHHOTO NiaHa UCCNeaoBaHna U NoMnpaBKnu K HeMy.

2.6.2.2 Cnyxba obecneyeHunsi KauecTBa UCMbITATENbHON NMOLWAAKMA OOIKHA NPoBepATb paGoTy, CBS-
3aHHYI0 C MpoBeAeHNeM Uccrie4oBaHWs Ha CBOEN NnoLlaake, B COOTBETCTBUM CO CBOUMU cobeTBeHHbIMKU COlMM
(ecnu nHoe He TpebyeTcs pykoBoauTenem crnyxbbl obecneyeHuns kayecTsa), He3ameanMTENbHO B MMCbMEH-
HOM Buae coobliaTb O peaynbTatax noboi NpoBepkn OTBETCTBEHHOMY UCCRedoBaTeno, agMUHNCTPaLMK
ncnebiTaTenbHOM Nowankn, PyKoBOOUTENO WCCNeoBaHWs, aaMUHUCTPaLMN UCMbITaTeNbHOro LieHTpa W
pykoBoguTento cryx6bl obecnedeHns kayecTsa.

2.6.2.3 Cnyx6a obecnevyeHns kauecTBa UCMbITaTeNbHOM NOLWAaAKM A0MKHA MPOBePATb yYacTue oTBeT-
CTBEHHOro UccreoBaTenNs B UCCNeA0oBaHWN B COOTBETCTBUM ¢ cobcTBeHHbIMU COlM ucnbITaTensHOM nnowaa-
KM 1 NpedocTaBnATb 3akfloveHWe O AesTenbHOCTM No obecreveHWto KayecTBa, OCYLIECTBNSEMOA Ha
TEepPUTOPUU UCTIbITATENMbHON NoLaaKu.

2.7 OcHoBHble NnaHbl-rpaduku

2.7.1 Bcny4yae Ha3sHa4yeHUs 04HOro NN HECKOMNbKNX OTBETCTBEHHBIX UCCneaoBaTenel Ang nposeaeHns
nccneaoBaHusa Ha HeCKOMbKNX NChblTaTeNbHbIX MoWaakax gaHHoe uccnegoBaHie oOmMKHO OblTb BHECEHO B
OCHOBHOW NNaH-rpacunk BCex MMetoLLnx K HeMy OTHoLLEHMe Nowaaok. AQMUHUCTPaLNA UCbITaTeNbHOMo LeH-
Tpa n ncnbiTaTenbHOM NMoWaaKkM HeceT OTBETCTBEHHOCTb 3a obecrneveHne AaHHbIX AeACTBUNA.

2.7.2 BoOCHOBHOM NnaHe-rpadurke Kaxxaon nioLaakn, BKIoYatoLLeM nepekpecTHble CCbINKN Ha AeHT Y-
dumKaTopbl AaHHOW UCNBITATENbHON Mnowanky, AOCMKHA codepXaTbesl YHUKanbHas uaeHTudukaLmoHHasn
nHcpopmaLms 06 nccnegosaHunn. B ocHoBHoM nnaHe-rpaduke gomkeH BbiTb yKasaH pykoBoAMTENb Ucceao-
BaHW4, B NMiaHe-rpaduke Kaxaon UcnbitTaTenbHOM NAoLWaaKn — oTBETCTBEHHbIA UccneaoBaTeb.

2.7.3 [JaTel Havyana 1 3aBeplueHns aTana(oB) UCCMeaoBaHusl, 3a BbINOMHEHNe koToporo(bix) HeceT
OTBETCTBEHHOCTb aAMUHUCTPALNS Ha BCeX UCMbITaTerbHbIX NMoLLaaKax, A0KHbI OblTb OTpaXkeHbl B COOTBET-
CTBYHOLWNX NNaHax-rpadpukax.
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2.8 MnaH uccnepoBaHus

2.8.1 lNposeaeHne nccnegoBaHWs Ha HECKOMbKUX UCTIbITaTeNbHBIX Niowaakax TpedyeT Hanmuus eaun-
HOro NnaHa uccneaoBaHus, B KOTOPOM crielyeT YeTKO yKasblBaTb HAUMEHOBaHMUSA 1 afipeca BcexX UcrbiTaTerb-
HbIX NNoLWaaok, rae NpeayCMoTpeHo NpoBeAeHe UccrefoBaHNns.

2.8.2 BnnaHe uccnegoBaHus criedyeT yKasbiBaTb UMeHa U agpeca BceX OTBETCTBEHHbIX UccreoBaTe-
nenu nepegaHHble UM 3Tanbl UccneaoBaHus. PekoMeHayeTca BkNtoYeHue AocTaTouHOro KonumyecTsa MHagop-
MaLun, HeobXxoanUMOoN ANA HenocpeACTBEHHOIo KOHTaKTa ¢ pykoBoaguTenemuccnefosaHust (Hanpumep, Homep
TenedoHa).

2.8.3 B nnaHe uccnegoBaHus criegyeT yKasbiBaTb, KakuMm 06pa3oM AaHHbIe, NosyYeHHbIe Ha UChbiTa-
TenbHbIX Nfowaakax, 6yayT npegocTaBrieHbl PyKOBOAUTENIO UCCNeAoBaHUA A BKIIOYEHNUS B 3aKMoUUTeNb-
HbIA oT4eT. Ecnn 3TO U3BECTHO, MOXET OKasaTbCA MOMe3HbiIM ONUCaHWe B MnaHe UccrneaoBaHUA MecT
pasmeLleHUa NoNy4YeHHbIX Ha pasHbIX Niollagkax gaHHbIX, 00pa3sLoB 4NA UCTIBITAHWMA U CTaHAAPTHLIX 00 bek-
ToB (06pasuoB) U Npo6, koTopble AOMMKHBI ObITb COXPaHEHbI.

2.8.4 PekomeHayeTCst 03HAKOMUTb OTBETCTBEHHLIX UCCNeQoBaTeNel ¢ NpoeKToM MiaHa UccrenoBaHus,
4YTO6bI OHWU UMENU BO3MOXHOCTb PAcCMOTPETh U MOATBEPAUTb CBOKO CMOCOBHOCTL MPOBECTU MOPYUYEHHYIO UM
paboTy U Npu He06X0AUMOCTU BHECTU CNELIMANU3UPOBaHHbIE TEXHUYECKUE 3aMmeYaHus B NaH UccreoBaHuA.

2.8.5 MMnaH uccnegoBaHus 06bIMHO COCTaBNSAETCS Ha HaLMoHanbHoM Aisbike. MNpu npoBeaeHMU uccneao-
BaHWN B pasHbIX CTpaHax MoXeT NoTpeboBaTbecs u3gaHne nnaHa uccneaoBaHUs Ha HECKOMNbKUX A3bIKaxX; 3TO
HaMmepeHue AOMKHO BbITb OTpaXeHo B NepBoHaYanbHOM MNaHe uccnegosaHusl, NnepeBeAeHHOM nnaHe(ax)
nccnenoBaHUA, a A3bIK opurMHana AorkeH bbiTb ykasaH BO BCeX BEpCUsiX.

2.8.6 CnegayeT npegycmaTtpuBaTtb MEXaHU3M A5 NOATBEPXKAEHUSA TOUHOCTU U NOMHOTLI NepeBeieHHOro
nnaHa uccnegosaHua. OTBETCTBEHHOCTL 3@ TOYHOCTb NepeBoga MOXeT BblTb AenernposaHa pykoBoaguTenem
nccneaoBaHNA aKCNepTY-NIMHIBUCTY (MepeBoaYunKy), n nHdopmaumio o6 3Tom cnegyeT OKYMEHTUPOBATb.

2.9 MpoBepeHue uccnenoBaHunA

C uenblo NpegocTaBneHnst NoOMe3Horo PyKoBOACTBA MO OpraHW3auMu UCCNeaoBaHUA Ha HEeCKONMbKUX
UcnblTaTeNbHbIX NIIoLWaaKkax B JaHHOM pasfene npuBoasTcsa Haubonee BaxHble TpeboBaHUS, U3NOXEHHbIE B
MpuHumnax GLP, n pekomeHgaumm, usnoxeHHole B [1]. 3T AOKYMEHTbI A0SKHBI ObITb BOCTPEOOBaHbI B KQUeCT-
Be JOMNOMHUTENbHOW MHOpMaLnn.

2.9.1 MNomelweHuUn

2.9.1.1 Bo3MoXHbI criyyau, koraa noCcTOsIHHbIN NepcoHarn He MoOXeT MPUCYTCTBOBaTL Ha UCNblTaTeNbHON
nroLwajake B Te4eHue Bcero paboyero aHs. B Takol cuTyaLmn cneayeTt NPeanpuHATL AONONHUTENLHBLIE Mepbl,
yTOObI NoaaepXaTh prsndeckyto 6esonacHoCTb TeCTUpYeMbiX 06BEKTOB (06pa3uoB), NPo6 1 AaHHBIX.

2.9.1.2 Mpu HeoBxoAUMOCTUN Nepeaayun AaHHBIX UM MaTepuanoB Mexay nnowaakamu cnegyeT cosaa-
BaTb MexaHu3Mbl 41151 06ecrneveHus nx LenoctHocTu. Ocoboe BHAMaHWe A0KHO ObITb yaeneHo Nnpu nepeaade
OaHHbIX B 9MEeKTPOHHOM BuAe (Mo 3NeKTpoHHOW novte, MHTepHeTy U T. A4.).

2.9.2 O6opynoBaHue

Mcnonb3yemoe B ccrnegoBaHuUmn ob6opyaoBaHMe A0MMKHO ObITb MPUroAHO AN ero NpAMOro HasHa4YeHus.
Moao6Hble TpeboBaHUs Takke MPUMEHNMBI K KPYMHBIM MeXaHUYeCKUM 06 beKTaM UM BEICOKO CreLmnannanpo-
BaHHOMY 060pyaoBaHuWo, KOTOPBIE MOTYT ObITh MCMOMb30BaHbLI Ha HEKOTOPLIX NMolaakax. Heo6xoaumo, 4To-
6bl 4Ns1 Takoro 060pyAoBaHUS BENNCH 3anncy 0 TEXHUYECKOM 0BCNYXMBaHNW U KanMBpPOBKe, KOTOPbIE CryXaT
Ans noATBepxAeHus ero (06opyaoBaHNs) «MPUroAHOCT U 4151 UICMOMB30BAHNSA NO NPSAMOMY HasHadveHuo». Ans
HekoToporo obopyaoBaHns (HanpuMep, Takoro 06opyaOBaHNS, B3ATOrO B JIM3UHT UMW apeHay, Kak Becbl ANs
B3BELUMBAHWUA KPYMHBIX XUBOTHBIX U aHanuTudeckoe obopyaoBaHue) MOryT He noadepXnsaTbcs 3anucu o
nepvogun4eckon nosepke, npoLueaypax yxoaa, TeXHUHeckoM obecryxusaHumn 1 kanubpoBske. B Takux crnyvasx,
yTo6bl MPOAEMOHCTPUPOBATE «MPUrOAHOCTL AN NPAMOro HasHavyeHWs», UHpopMauua AoMmkHa 6biTb
3anuncaHa B NEPBUYHbIX AaHHbIX KOHKPETHOrO UccneaoBaHus.

2.9.3 KoHTponb U y4eT MaTepuanoB uccrnenoBaHus

2.9.3.1 OomxHbl BbITb YCTaHOBMEHbI NpoLedypbl, obecnevnBatone CBOEBpEMEHHYI0 4OCTaBKY MaTe-
puanoB NccneaoBaHns Ha UCNbITaTeNbHbIE NIOWaaKN.

2.9.3.2 MNoppepxaHue LenocTHOCTU/CTabunbHOCTU MaTepPUaroB UCCIEA0BaHUS NPU TPaHCMOPTUPOBa-
HUU UMEeT BaxkHOe 3HaveHre, No3TOMY UCTONb30BaHWe HafeXHbIX CPeACTB TPAHCNOPTUPOBaHNA U JOKYMEH-
Tauuu o Lenoyke MOCTaBkM (4OCTaBKW) MMeeT pellatollee 3HaveHWe. YeTko onpeaeneHHble npoLleaypbl
TpaHCMopTUPOBaHMSA N OTBETCTBEHHOCTL OMpeAeNieHHbIX NNL, 32 3TO Takke UMeeT BaXHOe 3Ha4eHue.

2.9.3.3 Kaxayto gocTtasKky MaTepuarsos nccrnefoBaHus criedyeT conpoBoXaaTh Hagnexallen AoKyMeH-
Tauuen, COoTBETCTBYHOLLEN NPUMEHSeMbIM 3aKkoHOoAATerbHbIM TpeboBaHUSAM, HanpuMep, TaMOoXXeHHOMY 3aKo-
HoOaTerbCTBY, 3aKOHOAATENbCTBY NO OXpaHe 340poBbs U BesonacHocTU. [aHHas AOKYMeHTauus SoSbKHa
TaKkKe NpefocTaBUTb COOTBETCTBYOLLYH MHOPMaLMIo, AOCTATOYHYIO ANA AoKa3aTeNbCTBa TOro, YTo MaTepu-
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an uccnegoBaHua NoaxoanT ANA UCMONL3OBAHUA NO MPSIMOMY HaszHa4YeHUo cpasy no NpubbITUK Ha nbyto
ucnbiTatenbHyo nnowagky. B OTHOWeHWM BbiWenepeyYncrieHHbIX acnekToB AOSKHbI ObiTb MPUHATHI
KOHKpEeTHble peLleHns 4o OTrPY3KN MaTepuarnoB UCCreaoBaHus.

2.9.3.4 Ecnu maTtepuansl nccrieoBaHnsl NepeBos3aT Mexay nnowagkaMmi B 0OHOW NapTumn ToBapos,
oueHb BaxkHo obecneunBaTh Hagnexatllee pasgeneHne u naeHTUdnkauuio Bo nsbexaHne cMeluMBaHnsa unm
nepeKpecTHOro sarpssHeHus. ATo UMeeT ocoboe 3HaYeHue, ecniv MaTepuanbl 4 HECKOTbKUX MCCrieoBaHuni
nepeBO3AT BMECTe.

2.9.3.5 Ecnu nepesosnMble maTepuanbl MOryT noABepraTbCsl HeraTMBHOMY BO3AENCTBUIO YCNOBUIA
OKpyXatoLlen cpefpbl, BOSHUKAOLWMX NpU TpaHCNopTUpoBaHun, Heobxogumo paspabaTtbiBaTb npoLledypb,
obecneymBatoLume X LenocTHocTb. BoamoxHo, 6yaeT LenecoobpasHbiM NPOBOAUTL MOHUTORUHT, NOATBEP-
Xgawownii noaaepkaHue HeobxoauMbIX YCIOBUIA.

2.9.3.6 Tawxe crnegyeT yaensiTb BHUMaHNE XpaHeHWto, BO3BPATY M yaaneHuo nsbbiTka TecTMpyeMbIX 1
CcTaHgapTHBIX 06pasLoB, UCMONb3YyeMbIX Ha UCMbITaTeNbHbIX NMoLLaAKax.

2.10 OT4YeTHOCTL O pe3ynbTaTax UccreaoBaHUsA

Ansa kaxgoro uccnenoBaHus, NPOBOAMMOrO Ha HECKOMbKMX UCMbITaTeNbHbIX NowWaakax, crneayeT
co3gasaTb eAuHbIN 3aKNUYUTENbHBIN 0TYET. 3aKNoUUTENbHBIN 0TYET OMKEeH BKNoYaTh B cebsi AaHHble, Nony-
YeHHble Mpu NpoBedeHNN BCeX 3TanoB UCCefoBaHNs, YTO MOXET NOMOYb OTBETCTBEHHBIM UCCegoBaTeNsaM
npwv NOAroToBKe NOANMCaHHOrO 1 AaTUPOBAHHOMO oT4yeTa O AeferMpoBaHHOM UM 3Tane uccnegoBaHua Ans
BKMOYEHNS 3TUX JaHHbIX B 3aKITHOMUTENbHbIA 0TYeT. MoaroToBNeHHbIE 0TYeThl AOMKHBI BKoYaTh B cebs aoka-
3aTenbCcTBa TOro, YTO Ha UCMbITATENbHON NMoLWaake BLINOMHANCA COOTBETCTBYOLNIA MOHUTOPUHT obecnede-
HWS KavecTBa, a Takke KOMMeHTapun, JoCTaTouHbIe AN TOro, YTo6bl pyKOBOAUTENb UCCNEAOBaHUS Hanucarn
0boCcHOBaHHbI OTHET, OXBaThbIBaIOLL U BCe nccnegosaHue. Kpome Toro, nepBryHble AaHHble MoryT GbITh Nepe-
AaHbl OTBETCTBEHHBLIM UCCredoBaTenemM pyKoBoAUTENO UccneaoBaHus, KOTOPLIA AomKeH obecrnednsathb,
yTOBbI 3TV AaHHbIE BbINM NpeacTaBeHbl B 3aKMOUYNTeNIbHOM oTYeTe.

2.10.1 B3akmounTensHoOM oTYeTe, NoAroTOBAEHHOM TakuM 06pas3oMm, 40SBKeH ObiTb MOeHTUPULNPOBaH
OTBETCTBEHHbIN(bIe) uccnegoBaTenb(K) 1 aTan(bl), 3a KOTOPbIA(bIe) OH HECeT OTBETCTBEHHOCTb.

2.10.2 OTBeTCTBEHHbIE UCCNeoBaTENN AOMKHBI yKasbiBaTb CTENEHb COOTBETCTBUS BO3MOXEHHOW Ha
Hu1X paboTel MpuHunnam GLP 1 npeacTtaBnsATs AokasaTenbcTBa NpoBeAeHUs Ha UCNbITaTeNbHOW nnowanke
nHcnekunii obecnedeHns kayecTsa. [laHHasa nHgopmaLmsa MoXeT BbITb HENOCPeACTBEHHO BKMNOYeHa B 3aKMio-
YATENbHBIA OTHET, UNN HEOBX0AMMbIE AeTanu MOryT 6bITb M3BMEYEHBI U BKITHOYEHbI B 3aKTiOYEHUE pykoBoaUTE-
nsi uccnegosaHnst Unu crykbbl obecrnedeHns kavectsa o cooTBeTcTBMM MpuHuMnam GLP, koTopble Takke
BKMOYAOT B 3aKMOYNTENBHLIA 0TYeT. ECnn nponcxoanno nssnedyeHne nHdopmaumm, ee UCTOUHUK cneayeT
YKa3bIBaTb 1 COXpPaHSTb.

2.10.3 PykoBoautenb MccneaoBaHusa OOMKEH NOCTaBUTb NoA 3aKMoYUTeNbHBIM OTYETOM JaTUpOoBaH-
HYI0 NOAMUCL, YTO yKasblBaeT Ha MPUHATUE UM OTBETCTBEHHOCTW 3a AOCTOBEPHOCTb BCeX AaHHbIX. CTeneHb
cooTtBeTCTBUSA MpuHuMnam GLP gomkHa 6bITb yKasaHa ¢ UCNofb3oBaHWEM KOHKPETHBIX CCbiNok Ha MpuHUmnbl
GLP O3CP u npasuna, cornacHo KoTopbiM noaTsepxaaeTtca cooTseTcTene GLP.

HanHoe nogTeepxaeHue cootTBeTcTBUA GLP oxBaTbiBaeT BCe aTanbl UCcneaoBaHUs U OIDKHO COOTBET-
CTBOBaTb MHMOPMaLnN, NpeacTaBeHHON B 3aKNOYEHUAX OTBETCTBEHHOMO uccnegosarens. rNnowaaku, He
cooTtBeTcTBYtOWMeE [MpuHUMnam GLP O3CP, aomxkHbl 6biTh YKasaHbl B 3aKIHOUYUTESTBHOM OTYETE.

2.10.4 B 3akntoumTenbHOM OTYeTE AOSMKHO ObITb YkazaHO MecTo(a) XpaHeHus NraHa uccneaoBaHus,
TecTUpyeMblX 1 cTaHAapTHBIX 06bekToB (06pa3LuoB), Npob, NepPBUYHBLIX AaHHLIX U 3aKIIOYUTENBHOIO oTYeTa.
OTyeThl, NOArOTOBMEHHbIE OTBETCTBEHHBIMU UCCNEeaoBaTeNAMU, AOSKHbI BKMNoYaTb MHPOPMAaLUIO O XpaHe-
HAW MaTepuaros, 3a KOTOpble OHWN (OTBETCTBEHHbIE UCCNedoBaTeNu) HeCyT OTBETCTBEHHOCTb.

2.10.5 TonpaBku B 3aKNOYUMTENBHbLIA OTHET MOXET BHOCUTL TONBbKO PyKOBOAUTENb UccrieaoBaHus. Ecnu
HeobxoauMble MoMnpaBKM OTHOCATCS K 3Tany, NPOBOANUMOMY Ha NtoOon UcnbiTaTenbHOM NoLaAKe, pykoBoau-
Ternb UccreoBaHUsl CBA3LIBAETCS C OTBETCTBEHHBLIM UCCNeAoBaTENeM U COrmacoBbIBAeT COOTBETCTRYOLLME
KOppeKTUpyoLmne AenCTBrsA, KOTopble AOIDKHbI 6bITb NOMHOCTHIO AOKYMEHTUPOBAaHDI.

2.10.6 Ecnn oTBeTCTBEHHLIN UccregoBaTeflb rOTOBUT OTYET, TO AaHHLIA OTYET Npyn HeobxoaumocTn
OOMKeH COOTBETCTBOBATL TEM e TpeboBaHUsAM, KOTOpbIe NPEAbABNAATCS K 3aKMOUYUTENIbLHOMY OTYETY.

2.11 CraHaapTHble onepaLMoHHbIe NpoLeaypsl

2.11.1 MpuHumnbl GLP TpebytoT paspaboTku U cobniogeHns cooTBETCTBYIOLUMX TeXHUYECKU 060CHO-
BaHHbIX COlM. Huxe npuBegeHbl NpUMepbl Mpoueayp, XapakTepHblX ANA UccrnefoBaHUA, NPOBOAUMbBIX Ha
HEeCKONbKNX NCMbITaTeNbHbIX MoLaakax:

- BbIGOP M MOHUTOPUHT UCMbITATENbHBIX MIIOLWAA0K;

- Ha3HayeHue u 3aMeHa OTBETCTBEHHbIX UccnegoBaTenen;
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- nepedava gaHHbIX, 06pasLoB 1 Npo6 Mexay niolagkamu;

- Bepudukalnsi UNu yTeepxaeHue nepesoga nnaHos nccnenosaHus unu COMMc MHOCTPaHHBLIX SI3bIKOB;

- XpaHeHWe, BO3BPAT UMW yaaneHne TecTupyemMblX Ui cTaHaapTHLIX 06bekToB (06pasLoB), ncnonbaye-
MbIX Ha OTAANeHHbIX UCMblTaTeNbHbIX NaowaaKax.

2.11.2 MpuHumnbl GLP TpebytoT, utobel COMM 66N AOCTYNHBLI UCCrEeA0oBaTENIbCKOMY NMepcoHany, kak
TONBbKO OHW MPUCTYNAOT KOCYLLECTBNEHMIO KaKoW-NMbo AeATeNbHOCTU, He3aBUCUMO OT TOTO, i€ OHW BLIMOJIHS-
toT pabory.

PekomeHayeTcs, uTobbl nepcoHan ucnelTaTenbHol nnowaaku cnegosan COl, pazpaboTaHHbIM Ha AaH-
HOW nnowagke. Ecnv nepcoHan 06513biBatoT BEINOMHATL APYyrue npoleayphbl, ykassiBaeMble pyKOBOAUTENEM
nccnegosaHus, Hanpumep COl, npegocTaBneHHbIE aAMUHUCTpaLMEN UCTIbITATENbHOTO LIEHTPa, AaHHOe Tpe-
6oBaHMe JoMmKHO BbITb yka3aHo B NnaHe uccriegosaHusl. OTBETCTBEHHLIN UccneaoBaTerib HECET OTBETCTBEH-
HOCTb 3a TO, YTOObl MepcoHan uMcnblTaTeNbHON MIoWaaKU Gbifl 03HaKOMIIeH ¢ MpoueaypaMu, KOTOpbiM
HaanexuT crnegosaTh, U UMen AOCTYM K COOTBETCTBYIOLLEN AOKYMEHTaLUM.

2.11.3 Ecnu nepcoHan ucnbiTaTeNbHOM NNowaak1 gormkeH cobniogate COlM, npegoctaBneHHble agMu-
HUCTpaLMen UcnbiTaTeNbHOro LieHTpa, To aAMUHUCTPaLMS UCMbITaTENbHON NNoLWAAKM AOIPKHA AaTb COOTBET-
cTByMoLLee NMcbMeHHoe cornacue. Ecnu COlM ncnbiTatensHOro LeHTpa BbiMycKaloTcs ANs1 UCMONb30BaHUsA Ha
ncnbiTaTeNbHON Nnowaake, To agMUHUCTPaLMA UCMLITATeNbHOrO LEeHTpa AofkHa obecnevnsaTb, YTOOLI
ntobble nocneaytoLwme nameHerust COMM, nponaBeieHHbIE B X0€e UCCNEA0BaHMUA, Taloke GbinNn oTNpasneHbl Ha
UcnblTaTeNbHYIO Nrowaaky, a samellaemble Bepcuu COlMyaaneHsbl U3 ynotpebneHusa. OTBe TCTBEHHBIN Uccne-
aosaTenb AormkeH obecneynBatb, YTOObLI BECb NepcoHan UcnblTaTeNbHOW NNoLWaaku 3Han 06 UsMeHeHUax
COIN n numen goctyn K Tekywern Bepcun. Ecnu COIM ucnbiTaTensHoro ueHTpa AokHbl cobniogaTbes Ha Ucnbl-
TaTenbHOW Nnowagke, To NpyY HeobXo4NMMOCTU OHU AOIDKHbI ObITh NepeBedeHbl Ha MeXAyHapoaHbIe A3bIKA.
B aToi cuTyaummn odeHb BaxHO, YTobbl Ntobble NepeBoabl TIATebHO NPOBEPANUCH, YTOOLI y6eauTbes, YTo
WHCTPYKLUMN U 3HAYEHNS pasfMYHbIX sI3bIKOBbIX BEPCUIA OCTaOTCA MAEHTUYHBIMU. A3bIK OpUrMHana AosmKeH
6bITb YKasaH Bo Bcex nepesogax COTl.

2.12 YcnoBusa u nepuog XpaHeHUA 3anucen 1 MatepuanoB

2.12.1 BoBpemsi NpoBeaeHUs UCCreA0BaHNA Ha HECKOMbKMX UcMbITaTeNbHBIX Nowaakax Heobxoaumo
yaenaTb BHUMaHWe BpeMeHHOMY XpaHeHNo maTepuanos. MNomMeLleHns ans xpaHeHns AoMmkHbl 6biTb 6e3onac-
Hbl M AOMDKHbI 3aLUMLLATL LLeNOCTHOCTb CBOEro cogepkumoro. Ecnu AaHHbIe XpaHAaTca BAanu oT ucnbltTatenb-
HOro LeHTpa, Heobxoaumo obecneymBaTtb NepcoHany Niowaakyn BO3MOXHOCTb ONepaTUBHOIO NOsyvyeHust
OaHHbIX, KOTopble MOryT 6bITb HEOGXOANMBI €My AN NPOCMOoTpa.

2.12.2 3anucuunmatepuansl cnegyeTt XpaHuTb B cootseTcTBUM ¢ MpuHunnamm GLP. B Tex cnyyasix, kor-
Aa nomeLLeHNs A4S XpaHeHUst UcrblTaTenbHON NNoLaaKkM He yAoBNeTBOPAOT Hagnexawmm obpasom Tpebo-
BaHusiM MpuHumnos GLP, sanucu 1 matepuansl 4ODKHBI ObITb NEpeHeceHbl B apXMB, COOTBETCTBYHOLMIA
MpuHumnam GLP.

2.12.3 AAMUHUCTpaLua ucnbliTaTenbHoOM Nowaakn 4omkHa obecneumnsaTtb 4OCTYNHOCTb COOTBETCTBY-
OLLMX 3aMMCcent, AEMOHCTPUPYIOLLNX YPOBEHb YYacTUsl UCMbITaTENbHON NNOWaaK1 B UCCriefoBaHuUM,



[1] ENV/JM/MONO(99)2

[2] ENV/MC/CHEM(98)17

rocT 31890—2012

Bu6bnuorpadua

OECD Series on Principles of GLP and Compliance Monitoring — No 6 — The application of
the GLP principles to field studies (Cepusa gokymeHtoB O3CP o MNpuHuunax Hagnexaliuen
nabopaTopHOW NPaKTUKN U MOHUTOpUHre cooTBeTcTBUS. Ne 6, 1999. MpumeHenue MpuHLUK-
noB GLP k nccnegoBaHvsiM B NONeBbIX YCIOBUSIX)

Principles on Good Laboratory Practice — OECD series on principles of Good Laboratory
Practice and compliance monitoring — No 1 (MpuHuunel Hagnexalen nabopaTopHON Npak-
Tuku. Cepus gokymeHToB OI3CP o MNprHumnax Hagnexauwein nabopaTopHOW NPakTUKK U
MOHUTOpWHre cooTBeTcTBUs. Ne 1, 1998)



rocT 31890—2012

YOK 502.3/504.03:615.9/615.07:004.9:006.354 MKC 13.020.30

KntoueBble crnosa: MpuHLMNLI Hagnexallein nabopaTopHol NpakTuku, GLP, HeknMHu4yeckune ucnbitaHus, o6ec-
neyeHne kavecTsa, MOSMeBble UCCNeaoBaHUsA, UCMbITAHUA Ha HECKONbKUX Mnowagkax, MHOroUeHTPoBbIe
nucecneaoBaHna

Pepaktop P.I". losepdosckas
TexHunueckuii pegaktop B.H. lMpycakosa
Koppektop M.B. by4Hasa
KomnbloTepHas BepcTka J1.A. Kpyeosol

CpaHo B Habop 17.09.2013.  MopnucaHo B neyats 02.10.2013.  dopmar 60x84 %. lapHuTypa Apuan.
Yen. nev. n. 1,86. Yu.-usg. n. 1,45, Tupax 67 ak3. 3ak. 1093.

Oryn «CTAHOAPTUH®OPM», 123995 Mocksa, MpaHaTHbIl nep., 4.
www.gostinfo.ru info@gostinfo.ru
Ha6paro Bo ®ryNn « CTAHOAPTUH®OPM» Ha M3BM.
OtnevaraHo B ¢punuane ®ryrn « CTAHOAPTUHOOPM» — tun. «MockoBckuid nevatHuky», 105062 Mocksa, Ilanud nep., 6.


http://www.mosexp.ru# 
http://www.mosexp.ru#  
http://files.stroyinf.ru/Index2/1/4293781/4293781969.htm

