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BBegeHue

B pamkax BToporo koHceHcycHoro cumnosnyma OQCP no Hagnexalein nabopatopHon npaktuke (GLP),
cocTonBLerocs 21—23 masa 1991 r. B ropoge Beinn, wrat Konopaao (Vail, Colorado), akcnepTel 06cyamnu
OOCTUMMN Cornacusi OTHOCUTENLHO BOMPOCOB NpUMeHeHUsA MpUHLMNOB Hagnexallen nabopaTopHOi NpakTUKK
(nanee — lMpuHuunos GLP) k nccnegosaHUsiM B NoNeBbIX YCOBUAX (NONeBbIM UccrnefoBaHuam). CUMnosnym
npoxodun nod npeacegatenscTeom A-pa Aasuaa Janna (Dr. David Dull), anpektopa nporpammel obecneve-
HWA LleNnocTHOCTU NabopaTopHbIX AaHHLIX YpaBneHus no oxpaHe okpyxatoweli cpegbl CLUA, EPA. B Hem npu-
HANW ydacTue akcnepTol U3 benebrun, Kanaael, QaHuun, PuHnaHamun, Nepmadnn, Hupepnarngos, LWWeenuapun,
BenunkobputaHum u CLUA.

Moanexalume paccMOTpeHUIo BoMpockl Obinn onpegeneHsl Ha NepPBOM KOHCEHCYCHOM CUMMO3nyMe Mo
MpuHumnam GLP, cocTosswemcs B okTA6pe 1990 r. B Bag-ftopkxaiime, Mepmanusa (Bad-Durkheim, Germany).
B xoae BTOporo cuMnosnyma yaanoch 4OCTUYb COrfacus B BONpocax yrnpasneHus nonesbiMy UccreoBaHus-
MU B KOoHTekcTe cobnogerus MpuHumnos GLP n uHTepnpeTaunmn TepMnHOB Taknx Kak MccneaoBaHue, ucnbita-
TenbHas nNnowlagka, pykoBoanTenb uccnegoBaHusl, 0083aHHOCTM adMUHUCTPaLUA UCTIBITATEMbHOTO LIeHTPa,
obecneyeHne kKauecTBanT. 4., NNX NPUMEHEHNS B AaHHOM KOoHTekcTe. CornacoBaHHbIA 4OKYMEHT NpeacTaBns-
eT cobol pyKoBOACTBO MO UHTepnpeTaumMm cooTBeTcTBYoWMX MpuHumnos GLP no oTHOLWEHWIo K nonesbiM
nccnenoBaHUsM.

MpoeKT KOHCEHCYCHOro A0KYMeHTa, paspaboTaHHOro Ha BTOPOM KOHCEHCYCHOM CUMNO3uyme, bbin pac-
npocTpaHeH cpeau ctpaH — uneHos OOCP 1 B AanbHenweM nepecMoTpeH Ha OCHOBE MOMYYeHHbIX 3aMeya-
HWiA. BnocneacTsum oH 6611 ogobpeH Mpynnoi akcneptos O3CP no GLP, a Takke Mpynnoi no xumuyecknum
BelwecTBamM 1 YNpasnsitoLMM KOMUTETOM CrneLunansHOM NporpaMmbl MO KOHTPOSIIO XMMUYECKUX BELLECTB.
3atem KomuTeT no oxpaHe OKpyxatwLlen cpeabl peKoMeHA0Bar CHATUE CeKPETHOCTU ¢ AaHHOMo A0OKYMEHTa
nog arMaon reHepanbHOro cekpeTapsi.

B cseTe npuHaTMA B 1997 r. nepecmoTpeHHbIX MpuHumMnoB GLP O3CP aaHHbI KOHCEHCYCHBIN LOKYMEHT
GbIN NepecMoTpPEH 1 UCTIPaBIEH C LIeNbio COOTBETCTBUA BHeCeHHbIM B MNpuHumMnbl GLP nameHeHnsam. OH 6bin
opobpeH Paboyei rpynnoi no GLP B uioHe 1999 r. 1 yyacTHMKamMn COBMeCTHOro coBellaHua KomuteTta no
XUMUYECKNM BelllecTBaM U Paboyer rpynnbl N0 XMMUYECKAM BellecTBaM, nectuumugam u 6UoTexHonoruv B
asrycte 1999 r., a No3xe paccekpeyveH Noa 3rnaon reHepanbHoro cekpeTaps.

MpuHumnel GLP, npunatele O3CP B8 1981 r. u nepecmoTpeHHble B 1997 1. [1], coaepxat pekoMeHayeMble
cTaHA4apThl ypasneHusa UcnbiTaHUAMU ANA LWMPOKOTo CNeKTpa UCCneaoBaHuin, NPOBOAUMBIX B LieNsX peryru-
pOBaHUs UK APYrMX OLEHOYHBIX Liensax. B goknaae akcnepTHol rpynnbl, paspaboTasiwei MpuHuunel GLP B
1981 r., nepeuncnsaioTca cneaytowme TUnbl UCNbITaHWIA, NpegycMoTpeHHble MpuHunnamn GLP:

- uccnenoBaHUsA MU3NKO-XMMUYECKUX CBONCTB;

- TOKCUKONOru4eckue uccreqoBaHus, NnpeaHasHavyeHHble AN OLEHKN BO3AENCTBUS Ha 300POBLE Yerno-
Beka (KpaTKOCPOYHbIE W AOMTOCPOYHbIE);

- 3KOTOKCUKONOrnyeckue nccrneaoBaHua, NpegHasHaveHHble ANA OLeHKU BO3AEe UCTBUS Ha OKPY>KaIOLLYHO
cpeay (KpaTKoCpO4HbIE U AONTOCPOYHbIE);

- 3Konorudeckue uccrieqoBaHua, npeaHasHadYeHHbIe ANs OUEeHKN XxapakTepa noBedeHUsi XMMU4eckoro
BellecTBa B OKpyXatoLlei cpefe (TpaHCnopTUpoBka, buoaerpagauma 1 buoHakonneHue).

UcnbiTanua, npegHasHavyeHHble A4nA YyCTaHOBNEHUA NAEHTUYHOCTU U OCTATOYHbIX KOSTIMYECTB NecTULm-
008, MeTabonNUTOB U POACTBEHHBIX COEANHEHWIA C LeNbIo OLEHKU A0NYCTUMbBIX NpeaenoB U Apyroro Bosaen-
CTBMSI Ha MULLEBOI paUMOH, Takke BXOAAT B 0Oy Knaccudukaumio 3KONOrMUYeckux uccrnefoBaHwin.
MpuHumnel GLP npeagHaszHayeHbl 41151 0XBaTa WWPOKOro CNEKTPa KOMMEPYECKUX XUMUUYECKUX MPOAYKTOB, BKITHO-
Yyas necTuumabl, hapMmaLeBTUYECKUE, KOCMETUYECKUE U BETepUHapHbIe Npenaparhl, a Takke NuLLieBbIe U Kop-
MOBble A00aBKU U NPOMBbILLIIEHHBbIE XUMUYEeCKUe BeLeCTBa.

HauuoHanbHbIMU opraHamn MOHUTOpUHra ctpaH — yneHoB OJCP 6bin HakonneH G6oMbLUOKH ONbIT B
obnacTtu MoHUTOpUuHra cootBeTcTBUA GLP B 06nacTax, cBA3aHHbIX C (HEKMUHUYECKUMN) TOKCUKONMOTMYECKUMMN
NCNBITaHUAMA, MOCKOSbKY AaHHbIE UCCNeA0BaHUA TPAAULMOHHO CYUMTaNNCEL Haubonee BaXKHbIMU C TOYKU 3pe-
HWUA BO3ENCTBMA Ha 300POBbe YerioBeka, a paHee BbiiBMeHHbIE MPo6neMbl UCTbITaTeNbHbIX LIEHTPOB B OCHOB-
HOM Kacanucb TOKCUKOSIOrMYECKMX UChbITaHui. MNoaToMy MHOrMe npoueaypbl MOHUTOPUHra COOTBETCTBUS,
yCTaHOBMNEHHbIE cTpaHamn — yneHamn OJCP, 6binu paspaboTaHbl HA OCHOBAHUW OMbITa, MONYYEHHOTO B
X0Ae MHCNEKLUMIA TOKCUMKOMOTMYEeCKUX UcnbliTatenbHbIX LeHTpPoB. Npolueanypbl MOHUTOPUHIA COOTBETCTBUSA
MpuHumnam GLP ucnbiTaTenbHbIX LEHTPOB, NPOBOAALLNX 3KOTOKCUKOMOrMyeckne uccrneoBaHuns, Takke OTHO-
CUTENbHO XOPOLLO PasBUTHI.

v
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M E XTTOCYOAPG CT BETHHUB 1 CTAHAOAAPT

NMPUHLUUNbI HAOQNEXALLEW NABOPATOPHOW NPAKTUKU (GLP)
MpumeHeHue MNMpuHuunos GLP k uccneaoBaHusaM B NoneBbIX YCNOBUAX

Principles of Good Laboratory Practice (GLP). Application of GLP principles to field studies

Dara BBeaenna — 2013—01—01

1 O6nactTb NnpMMeHeHus1

HacTosiyuin ctangapT pacnpocTpaHsaeTcs Ha npoLeaypbl NpoBeAeHUA UCNBITAHUA XUMUYECKUX BELLIeCTB
pa3nNUYHOro HasHauyeHusl B NOMeBbIX YCNOBUSIX B COOTBETCTBUM ¢ TpebosaHuamn MpuHuunos GLP.

O6nacTb uccnegoBaHWUiA B NONEBLIX YCNOBUSIX MECTULUAOB MU BeTepUHAPHLIX NpenapaTos, UX ocTaTou-
HOro KonuyecTsa, MeTabonusma, a Takke sKornormieckme nccnenoBaHua NPeACTaBNAT CYLLEeCTBEHHYIO Npo-
6remy ans opraHoB MOHUTOPUHIra cooTBeTCTBUS MNpuHuMnam GLP 1 akcnepumeHTanbHbIX UChbITaTeNbHbIX
LIEeHTPOB B TOM, YTO MS1aHbI UCCIIeA0BaHUS, YCNOBUSA, METOAbI U Pe3ynNbTaTbl 3SHAYUTENBHO OTNUYAKOTCSA OT TaKo-
BbIX, CBA3AHHbIX C TPaAULWOHHBIMU TOKCUKONOTMYECKUMN UCTIBITAHUAMMU, a Takke BONbLUMHCTBA 3KOTOKCUKO-
NOrNYECKNX UCMBITaHUA, NPOBOAALLMXCS B UCTIbITATENBHOM LiEHTpe.

HacToawui ctaHgapT npegHasHadveH Ans npegocTaBrieHus KOMNEeTEeHTHOro PyKOBOACTBA U MHTepnpe-
Tauuin B COOTBETCTBUM C NepecMoTpeHHbIMU [MNpuHumMnamu GLP [1]. B HacToaweM ctaHgapTe onpeeneHsl U
paccMOTpPeHbl KOHKPETHbIE NPOoBNeMbl, CBsI3aHHbIE C UCCNIEA0BaHUAMN B NOSIEBLIX YCIIOBUAX.

2 MpumeHeHue MNMpuHuunos GLP k uccneaoBaHnsam B NoneBbIX YCHNOBUAX

2.1 WHTepnpeTtauus onpeaeneHuit u TepMUHOB

2.1.1 BblpaxeHne «HekNnMHU4eckoe nccrnegosaHue B o6nactu 6e3onacHOCTM AN 300p0OBbsA YENoBeKa U
okpyXatoLLleli cpeabl» B onpeaeneHnuy, ykasanHom B MpuHumnax GLP [1], BkniovaeT B cebs noHATMe «Mccneno-
BaHWe B MonesbIX yCoBUsiX». iccneaosaHue B NoneBbIX YCNOBUAX O3HAYaeT UccneqoBaHue, BKoYatollee
3KCNepUMeHTanbHY0 AeATENbHOCTb, OCYLLECTBSIEMYIO 3a NpeaenamMmu obbluHoN NabopaTopHoi 06CTaHOBKM,
Harnpumep Ha 3eMesbHbIX y4acTKax, B HapyXHbIX BoAOeMaxX UMK Tennuuax, 4acTo B cOYeTaHun ¢ Aesartesb-
HOCTb10, BbINOSHAEMO B NabopaTopuu; Unn nccnegoBaHue, BINONHAEMOe NocneaoBaTenbHO (04HO 3a ApY-
rMM) — cHayana uccrnegoBaHue B NoneBbIX YCoBUsiX, a 3aTeM B fabopaTtopHoM NoMeLLeHUM Ui HaoBopoT.

Wccnenosarusa B NONEBbIX YCIOBUSX BKIIOYAOT UCCNEA0BaHUA (HO HE OrpaHUYMBaloTCsl UMin) Ans onpe-
neneHuns:

- KOnn4yecTBa OCTaTKOB;

- cTeneHn cpoToaerpagaunn;

- MeTabonuama B pacTeHusX;

- MeTabonuama B rno4se;

- MOIMOLLEeHNS BELLECTB CEMbCKOXO3ANCTBEHHBIMU KyNbTypamMu nNpu ceBoobopoTe;

- pasnoXeHus B NoYBe;

- BO3JENCTBMS HA ME30KOCMbI;

- OuvoHakonneHus;

- BO3[eWCTBUs Ha HeLleneBble OpraHU3Mbl (TO eCTb OpraHU3Mbl, 419 KOTOPLIX 3TO CPeACTBO He NpeaHas-
HavaeTcs).

2.1.2 TepMUH «UCMbITATENbHBIA LIEHTP» B KOHTEKCTE MOHATUA «UCCNeNoBaHUS! B NOMEBbLIX YCIIOBUSIX»
MOXET OTHOCUTbCS K HECKOMNBbKUM «UCMbITaTeNbHbIM Mowaakamy, pacnonokeHHbIM B 0HOW UM HECKOMbKNX
reorpadmyecknx TodKax, rae NpoBoAAT 3Tanbl UM KOMMOHEHTLI ogHOro obLuero nccneaosaxus [1].

U3panve odmumansHoe
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PasnuuHble ucnbiTaTenbHbIE NOLWAaAKA MOTFYT BKtoWaTb B ceba (HO He orpaHMunBaTbCs 3TUM):

- HaydJHo-uccnegoBaTenbckylo nabopartopuio(uu), rae NPoBoAUTCA onpeaerieHne UCTIbITYeMbIX/CTaH-
AapTHbIX 06 BEKTOB (B TOM Y1CHie onpeaeneHne AeHTUHHOCTU, YNCTOThI/KOHLEHTPaLun, cTabunbHocTu, a Tak-
Xe Apyrue conyTcTBYIOLLME BUALI AeATENbHOCTU);

- OfiHY U HECKOMbKO CENbCKOXO3ANCTBEHHBIX U APYrMX BHYTPEHHUX U BHELLHUX Niowaaok (Hanpu-
Mep, Tennuu), rae UClbITyeMblA Unn cTaHAAPTHLIN 06beKT (06pasel) NpUMeHsIeTCa B TECT-CUCTEME;

- B HEKOTOPLIX cny4vasix noMelleHue ana nepepaboTkn, rae cobpaHHbIN ypoxan obpabaTbiBaeTca Ans
N3roTOBMEHNSA APYrMX NPOAYKTOB, HanpuMep nepepaboTkn TOMaToB B COK, NOpe, NacTy Ui COYC;

- OfHy Unn Heckorbko nabopaTtopuit, rae cobpaHHble obpasubl (B TOM Yncne obpasupbl, NoMyYeHHbIe
nocre nepepaboTkn) aHanM3npyoTCa UM OLEeHUBaOTCA APYrMM CNOCOBOM Ha HaNU4Me B HUX XUMUYECKUX UMK
61oNorNYecknx oCTaTKoB.

2.1.3 UHTepnpeTauus TepMUHOB «PYKOBOAUTEND UCCNEAO0BaHUA» U «OTBETCTBEHHbIN Uccrneno-
BaTenby»

B cootBeTCTBUM C[1] HEKOTOPLIE 0B6SA3aHHOCTU (M OTBETCTBEHHOCTb) PYKOBOAUTENA UCCNeaoBaHUA MOTyT
nepeaasaTbCs MNPy NPoBeAeHUU UccneaoBaHUA B NONEBLIX YCNOBUAX, BKOYaOLWMX paboTy Ha HECKONbKUX
ncnbiTaTenbHbIX Nrowaakax. Ecnu pykosoguTenb uccnegoBaHna He MOXET OCYLLECTBNAATL HENOCPEACTBEH-
HbI HaA3op Hag onpefeneHHON UcnbITaTenbHOM NAOLWAAKON, TO Npoueaypbl NPoBEeAEHNA UcCNeaoBaHNA
MOryT KOHTPONMPOBaTbLCA COTPYAHUKOM, Ha3biBaeMbiM «OTBETCTBEHHbIN UccnegoBaTenb». TepMUH «oTBET-
CTBEHHbIV UccnegoBaTenb» 03HavaeT NULOo, OTBETCTBEHHOE 3a NpoBeAeHUe onpeaeneHHbIX 3Tanos uccneao-
BaHWA 1 AelcTBYIOLEee OT MMEHN PyKOBOAUTENA UCCNEA0BaHNS.

0O653aHHOCTM OTBETCTBEHHOTO uccnegosatens onucadbl B [1] (nyHkT I1.1) u B pasgene «O6a3aHHOCTU
OTBETCTBEHHOrO UccreaoBaTens», NPUBEAEHHOM HUXKE.

2.1.4 «HeknuHuyeckoe uccnegosaHue B 061acT MeauLMHCKON U 3Konorudeckon 6esonacHocTu», Npo-
BOAMMOE B MONEBLIX YCIOBUSX HA OQHOW UM HECKOMBbKUX UCNbITATENbHBIX NoLWaaKax, MOXeT BKNoYaTh B
cebskaknonesble, Tak nnabopaTopHble 3Tanbl, KOTOpble onpeaeneHsl B eAUHOM «NnaHe uccnegosaHus» [1].

2.1.5 CornacHo [1] TecT-cucTeMa MOXeT TakKe BKMoYaTb B ce6A KOMNNEKC 3KOMOrM4eCKUX CUCTEM.

2.1.6 CornacHo [1] TecTUpyeMbIin 06BEKT MOXET BKMoYaTh B cebs, HO He OrpaHNU4nBaTLCS UMW, XUMK-
Yyeckoe BeLLeCTBO UM CMeCb, COeAUHEHNE C PaanNoaKTMBHOW METKOW, BELLECTBO BMONOrM4eckoro NponcxoXx-
OeHUs1 UN1 NPou3BOACTBEHHbIe 0TX0oAbl. B KOHTEKCTe nccneqoBaHWin B MOMEBLIX YCMOBUSX OCTATKOB UMK
COCTOSIHUA OKpYXXatoLen cpefbl TecTUpyeMbld 06bEKT, kak npasuno, npeacrasnsier coboi aencTeyowee
aKTUBHOE BELUeCTBO UMM CMecb (KOMMO3WULMIO), COCTOSILIYI0 U3 AEACTBYIOLLEro aKTUBHOIMO BellecTea
(BeLwecTs) M 04HOMO UM HECKONBKUX UHEPTHBIX KOMMOHEHTOB, HaNPUMep aMynbratopos. [ipyrne uccnenosa-
HWUA Ha pacTeHUNAX 1 NoYBe B NOMEBbIX YCITOBUSIX NpeAHasHavyeHbl 4118 U3y4yeHus usmeHeHuss — metabonusma
BeLLEeCTB, BXOASALLMX B COCTaB TECTUPYEMOro 06beKTa, U ANs STOro UCToNb3YIOT XMMUYECKUe BeLLIeCTBa ¢ paauo-
aKTUBHOW MeTKOMN. TecTUpyeMblil 06beKT MOXeT ObiTb BELLLIECTBOM aHaNIMTUYECKON YACTOThI (MMCTBIM A5 aHa-
nusa, Y. A. a.) UM TEeXHUYECKOro KavecTBa, MPUroTOBMIEHHBIM Ha MOJIEBON WUCMbLITaTeNbHOW nNnowaake
HenocpeACTBEHHO Nnepea NPUMeHeHNeEM.

B koHTeKcTe uccregoBaHUA B MOMEBLIX YCMOBUSX MoApasymMeBaeTcs, YTO «CTaHAapTHble 06beKTbl
(oBpasLpbl)» Takke BKIOYaOT B cebsl cTaHaapThl aHaNMTUYECKon YUCToTbl. OHKM AOMKHBI ObITb HaaNeXaLmMm
06pa3om oxapaKkTepr3oBaHbl 411 TUNa NPOBOAMMOro UCCTeJIOBAHNUS, U lAHHAA XapakTepuUcTuKa AosmkHa ObITb
yKasaHa B nnaHe uccreaosaHus.

2.1.7 CornacHo [1] npMMeHUTenLHO K NoNeBbIM UCCNef0BaHUAM TEPMUH « HOCUTENbY B LESIOM OTHOCUT-
cAa K pacTeopuTento (pasbasuntento, ecnv TakoOBOW UMeeTcCs1), UCMONb3yeMOMY A4S pacTBOPEHUs Unun pasbas-
neHus TecTupyemoro obbekTa (kak NpaBuio, KOMMO3ULMA UMM CMecKn NeCTUUMAOR B pesepsyape). TepMuH
Takke BKNoYaeT B cebsl Nobble AONONHUTENbHBIE PACTBOPUTENN, MOBEPXHOCTHO-aKTUBHbIE BELLECTBA UMK
apyrme Xummyeckue BellecTBa, UCMOMb3yemMble ANs MOBLILWEHUS pacTBOPUMOCTU WU XapaKTepUCTUK
NPUMEHEHUs.

2.2 NHTepnpeTaLun, OTHOCALLMECA K OPraH13aLuvm U NepcoHany UCNbITaTeNbHOro LeHTpa

2.2.1 O6A3aHHOCTU aAMUHUCTPALMU UCNBLITAaTENbHOIO LieHTpa

2.2.1.1 CornacHo MpuHuunam GLP TepMUH «aaAMUHUCTPaLIMS» UMEET HECKONbKO 3HAaYEHUA N MOXET
nogpasyMeBaTb HECKONbKO UL, HaxXOOsILUXCH B HECKOMbKUX pasHbiX MecTax. AAMUHUCTpauus (ypoBeHb
yrpaBneHust), KOTOPO pykoBoAUTENb UCCNEAOBaHUS NpeAcTaBNsAeT OT4eTbl, HECET NOMHYI0 OTBETCTBEHHOCTb
3a obecnedveHne paboTbl UCNbITaTeNbHbIX LLEeHTPOB B cooTBeTCTBUM ¢ MpuHuunamn GLP. B koHTekcTe uccne-
[0BaHWI B NOMEBbIX YCTOBUSIX BO3MOXHO TalcKe CYLLIeCTBOBaHUE HECKOSbKUX OPUAUHECKUX NNLL, ABMSIIOLLIMXCS
«aAMUHUCTPaLMen ncnbiTaTenbHOW MOLWaAKM», KOTopble rMaBHbBIM 06pa3oM HecyT OTBETCTBEHHOCTb 3a
Hanuune nepcoHana, noMeLleHUin, 060pyaoBaHNS U MaTepuarioB Ha KaXXaon UCNbITaTeNbHOW nnowaake u
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othuumnansHo yBe4OMMAT PYKOBOAUTENSA UCCeaoBaHUs (B MMCbMeHHOW hopMe) 0 TOM, UTo 3Tu TpeboBaHus
MOTYT COOTBETCTBOBaTbL OnpeefieHHOMY 3Tany Ka)Xaoro nccnefoBaHus.

2.2.1.2 AgMUHMCTpauusl UCNbITATENBLHOW MIIOLWAaAKN Takke AOMKHA rapaHTUpOBaTb PYKOBOAMTENO
nccnegoBsanus, Yto oHa byaeT cnegosaTh nonokeHuam MpuHumnos GLP. AgMUHUCTpaUns ncneltaTenbHon
nnowaaki omkHa rapaHTUpoBaTh PYKOBOAUTENO NCCreA0BaHNs U ero aAMUHUCTPaLMN Hanuvme Ha UcnelTa-
TenbHOW Nnowaake KeanuuLMpoBaHHOro Nuua (0TBETCTBEHHOIo UccneoBarens), cnocobHoro acpdekTns-
HO BBIMOMHATL 3akpeffieHHble 3a HWM 3Tanbl UCCNeAOoBaHUS COrMacHO NfaHy uccregoBaHus,
COOTBETCTBYOLEMY CTaHAaPTHLIM onepaLnoHHbIM Npoueaypam (COIMM), MpuHumnam GLP 1 KOHKpeTHBIM Tex-
Hudecknum TpeboBaHusAM. [MaBHas agMUHUCTPALUSA (aAMUHUCTPaLIUSt COBCTBEHHO UCMbITaTeNbHOTO LieHTpa)
OOMkHa umMeTb pabounii AOroBop ¢ aAMUHUCTPAaLUMEN UCTIbITaTeNbHOM NMowaaki, a Takke B3anMoaencTso-
BaTb C HEl OTHOCUTEbLHO TOro, Kak U KeM 6yaeT BbINOMHATLCSA NporpaMmmMa no obecrneyeHuIo kayecTsa.

Mpun HaNMYNU HeCKOMbKUX YPOBHEN yNpaBneHus, mepcoHana, NpoBoAsLLEero UccrieaoBaHne, 1 nepcoHa-
na, oTBETCTBEHHOro 3a BbIMOMHEHWe nporpamMmmbl o6ecneyeHuns KauecTBa, OYeHb BaKHO YCTAHOBUTL YeTkoe
pasrpaHuyeHne nonHOMoYUN U B3aNMO4ENCTBUIA, a Takke BO3MOXKEHHbIX Ha HUX 00sA3aHHOCTEN ¢ TeM, YToObI
pyKoBoAUTEb MCCcneaoBaHua Mor appekTMBHO BbIMOHATL CBOU 0683aHHOCTM B paMkax MpuHuunos GLP.
Bce BbiWenepeyncneHHoe ormkHO ObiTb 4OKYMEHTUPOBAHO B NTUCbMeHHOM Buae. OTBeTCTBEHHOCTL 3a obec-
neyeHue YeTKNX HanpasneHnn B3anMogencTBNs HeceT agMUHUCTpaLmns NCNbITaTeNbHOro LeHTpa.

2.2.1.3 BecbMa BepOAITHO, YTO HA HEKOTOPLIX UCMbITaTENbHbIX NMOLLAAKaX KOHKPETHbIe YacTu NpoBeae-
HWsi UCcCnefoBaHNs KOCBEHHO (MW HEMOCPeACTBEHHO) OCYLLIECTBIISIET NepcoHan, paboTaoLwmii No BpeMeHHo-
My KOHTpakTy. Ecnu paHHble nuua opMupyoT/BBOOSAT NEpBUYHbIE AaHHbIE WAW  OCYLLECTBASAT
HeWHCNeKTUpYyeMyto AesTeNbHOCTb, CBA3AHHYIO C NPOBEAEHUEM UCCNEA0BaHNA, TO OHA AOIMKHA CONPOBOX-
Aatbcsa oT4eTamMn o KBanudukaumm, ypoBHe NoAroToBKM U onbiTe paboTel Takoro nepcoHana. Ecnu aaHHble
nvua NpoBOASAT PYTUHHbBIE onepaLum No oBCnyXnBaHuo, HanpPUMep NPopPEXMBaHUe, NPONONKa CeNbCKOX03AN-
CTBEHHOW KyrbTYypbl, BHECEHWE YO0OPEHUA N T. 4., NpyX YCroBUM Haa3opa co CTOPOHLI 6onee BbIcokokBanudgu-
LMpOBaHHOro nNepcoHana, To HeT HeoBXoAMMOCTM XPaHUTbL NogoOHbIe 3anucK o NepcoHane.

2.2.2 O6s3aHHOCTU pyKOBOAUTENA UCCNeAOBaHUsA

2.2.2.1 HasHaveHue pykoBoguTens UccneaoBaHus — KioUeBoe pelleHne B npouecce obecneveHus
nposeAeHnst uccnegoBaHus B cooTBeTCTBUM ¢ MpuHumnnamn GLP. OnpegeneHune «PykoBoguTens Uccneaosa-
HUA ocyllecTBnseT obllee pyKoBOACTBO NpoBedeHNeM UccriefoBaHNsA, OTBEYaeT 3a NOArOTOBKY 3aKtouun-
TeNbHOro oTYeTa» MOXET MPUMEHSATLCA B LUMPOKOM CMbICHe K OOMbLUMHCTBY UccneqoBaHWA B MOMEBbIX
YCIOBUAX, NMOCKOMbLKY pyKOBOAUTENb UCCNEeAoBaHNA MOXeT BbITb reorpacpuiecku yaaneH oT HEKOTOpPbIX Yac-
Tei dpakTudeckon akcnepumeHTanbHo paboTsl [1]. oaTomy pykoBoaMTe N0 UccneqoBaHus B Bonpocax obec-
neYeHns TexHudeckom HagexxHoctu 1 cootseTcTeus MpuHumnam GLP npugeTcs nonaratbCcs Ha HA3HaYEHHOTo
Ha KaxaoW uvcnelTaTensHON Nnolagke oTBETCTBEHHOrO UccreaoBaTensi(eil) U BOBNEUYEHHbIN TeXHUYeCcKUi
nepcoHan. O653aHHOCTN U OTBETCTBEHHOCTb AaHHOro NepcoHana gomkHbl BbITb YETKO 3aperncTpupoBaHsl B
NMCbMeHHOM Buae.

2.2.2.2 Mexay pykoBoauTenem uccrneoBaHus U BOBeYeHHbIM NepcoHanom A4omkHO NoaaepKuBaThes
adhpeKTMBHOE B3auModeNCcTBIe, rapaHTUpyoLwee cobnogeHne nnaqHa uccnegosanust u COlN, a Takke cooT-
BETCTBMWE BCeM ocTasnbHbIM TpeboBaHusaM GLP [1]. BzanMoaeicTBMe ¢ y4acTBYIOLMM B UCCTIeAOBaHUM MEepPCo-
HanoM cnyx6bl o6ecrnevyeHns kKauecTsa Ype3BbiHaiHO BaXKHO A TOro, YToObl nepcoHan cryobl o6ecneyeHus
kauecTsa 6bln Hagnexalmm o6pasoM yBeaoMeH O AeATENbHOCTM, MPOU3BOAUMOI HA KPUTUYECKOM aTane
ncecneaoBaHus, CBOEBPEMEHHON nepeaaye oT4eTOB 06 MHCMEKUMSIX, OCYLLECTBSIEMbIX B paMKax Nporpammbl
obecrneyeHunst kKa4ecTsa, U CBOEBPEMEHHOM BHECEHMMN UCNIPaBeHNIA.

2.2.2.3 B pamkax cBoux obsi3aHHOCTEN pyKOBOAUTENb NCCNEAoBaHNA HeceT OTBETCTBEHHOCTb 3a TO,
YTOObI;

1) B cnyvae HeobXoAMMOCTU Hagnexawum o6pas3om onncaHHble TeCcTUpyeMble U cTaHgapTHLIe obpas-
Ll (06beKThI) BbIIM AOCTYMNHBI HA UCNBITATENBHBIX MMOWaAKaXx;

2) 6eina obecneveHa Hagnexalas kKoopaAMHaUna Mexay nonesbiMu (M NPOU3BOACTBEHHBIMM) MNIo-
LagKammn U aHanuTuyeckumn naéoparopuamm 4ns aHanusa npoo;

3) NpoBOAWOCh Hagnexallee CONnocTaBfeHWe U apXMBUPOBaHMe AaHHbIX, NoyYyaeMblX C MOMeBbIX,
Npou3BoACTBEHHbIX U NabopaTopHbIX NMOLAaAoK.

2.2.3 O65A3aHHOCTU OTBETCTBEHHOroO UccriegoBaTens

2.2.3.1 Ecnu pykosoauTenb UCCNegoBaHUsl HE MOXET OCYLUEeCTBMATb Ha MecTe HemoCpeacTBEHHbIN
Haa3op 3a KakMm-nnbo aTanom uccnegosaHus, To 6yaeT onpeaeneH/HasHauyeH OTBETCTBEHHbIN UccneaoBa-
TeNb, KOTOPLIA Ha onpeaenieHHOM aTane uccrieoBaHusi 4eNCTBYeT OT MMeHU pyKOBOAMTENs uccnegosa-
Husa [1].

2.2.3.2 OTBeTCTBEHHBI UccreaoBaTe b AOMKEH ObiThb YKasaH B niaHe UccrefoBaHns Uiy nornpaskax K
HEMy, B KOTOPLIX TaKKe pasrpaHUYnBaoTCA 3Tansl UCCreaoBaHus, 3a NpoBedeHNe KOTOPBIX OH OOSTKEH HECTH
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oTBeTCTBEeHHOCTL. OTBETCTBEHHbIA UccnegoBaTesb AOMKeH BbiTb COTPYAHUKOM C Haanexallen ksanuduka-
uMen 1 onNbITOM, CNocobHBIM HeMeANeHHO HavyaTb HabnogeHWe 3a BbiNOMHEHWEM COOTBETCTBYIOLEro aTana
nuccnenoBaHus.

2.2.3.3 OTBeTCTBEHHbIN UccneaoBaTenb, AeNCTBYIOLNA OT UMEHWN PYKOBOAUTENS UCCneaoBaHus, Aon-
XeH rapaHTUpoBaTb, YTO COOTBETCTBYHOLIMIA(e) aTan(bl) UCCrieoBaHNS NPOBOAAT B COOTBETCTBUM C MITaHOM
nccnegosaHusi, cooteeTcTBytowmmM COIM, u MpuHuynnamun GLP. 311 0683aHHOCTU M OTBETCTBEHHOCTL BKITOYA-
toT B cebs crieayowme TpeboBaHUsA, HO Heoba3aTeNbHO orpaHnynBatoTes umu [1]:

a) CoTPpyAHWYEeCTBO MO Mepe HeobXOAMMOCTU C pPYKOBOAUTENEM WUCCREeAoBaHUs U APYITUMU YYeHbl-
MU-UccnenoBaTensiMv B paspaboTke nnaHa uccrefoBaHus;

b) obecneueHue Toro, 4TObLI UCCNEAOBATENLCKUI NepcoHar 6bin 4oMKHLIM 06pazom nponHgpopMUpo-
BaH, MHpOpMaLMOHHbIE coBeLLaHUs (MHCTPYKTaX) 6binv 3a10KyMeHTUPOBaHbI, @ NepcoHan umen cBo6oaHbI
OOCTYN K KONuu nnaHa nccrnegosaHus u cootseTcTaytowum COIT;

c) obecneyeHne TOUHON perncTpaLmnm Bcex aKCnepuMeHTarnbHbIX AaHHbIX, B TOM YUCne HenpeaycMoT-
PEHHBbIX peaKL i TeCT-CUCTEMBI;

d) obecnevyeHne OKyMeHTUPOBaHUS BCex OTKMoHeHuiA oT COMM 1 nnaHa uccneaosaHus (HenpeasuaeH-
HbIX MPOUCLLIECTBMIA U HenpeaHaMmepeHHbIX OLWNBOK) 1 NpyU HeOBXOAMMOCTU NPEANPUHATBLIX KOPPEKTUPYIO-
LLMX AeNCTBUIA, KOTOPbIE AOMMKHbBI BbITb OTPAXeHbI B NePBUYHbIX AaHHBLIX. O NOAOBHLIX OTKNOHEHUAX cneayeT
NMHOPMUPOBaTL PYKOBOAMTENSA UCCIEeA0BaHUs B kpaTyanne cpoku. MNpy aToM UcnpaBneHns, BHeceHHbIe B
nnaH uccnegoBaHns (MsMeHeHNs, MogndrkaLLMn N nepecMoTpbl), A0SKHBI BbITb 0406peHbI pykoBOAUTENEM
nccnegoBaHMs B MMCbMEHHOM BUAE;

e) rapaHTuio TOro, YTo BCe COOTBETCTBYIOLME NEpPBUYHbIE AaHHbIE U 3anucu BeAyTCA Haanexalum
obpaszom anst obecneveHns LENOCTHOCTU AaHHbIX U CBOEBPEMEHHO NepeaaloTcst PyKOBOAUTENIO UCCneaoBa-
HUA (UK B COOTBETCTBUU C AEACTBUSIMU, YKa3aHHbIMU B NilaHe uccnegoBaHus);

f) obecneuveHwne Toro, 4Tobbl BCe NPo6LI 1 06pasLbl, TOCTYNMBLUME B XO4e COOTBETCTBYOLWEro(Mx) aTa-
na(oB), 6blnM Hagnexalmm o6pasom 3alluLLeHbl 0T CMELLEHUs U NMOBPEeXAeHUA B Npouecce coaepxaHus
n XpaHeHus. Cnegyet obecneunTtsb, UTOOLI AaHHbIe Mpobbl U 0bpasLbl BbiNu pacnpeaeneHsl Hagnexaium
obpasom;

g) AaTupoBaHue 1 nognucaHve oTyeTa 0 COOTBETCTBYOLWEM(UX) aTane(ax) uccneaoBaHns, yaocToBe-
pAroLLEMY(MX), UTO OTHET B TOYHOCTM OTpaxaeT BCIOo NpodefiaHHyio paboTy 1 Bce nosyyeHHble pe3ynbTaTthbl U
yTo paboTa npoeoaunace B cooTBeTcTBMM ¢ MpuHumnamu GLP. BkntoveHue B AaHHbIA O0TYET OCTAaTOMHOMO
KONMMYecTBa KOMMEHTapueB, NO3BOMSIFOLLNX PYKOBOAUTENIO UCCNEAOBAHUA COCTaBMATL 0OOCHOBaHHbLIA, OXBa-
ThIBaKOLLMIA BCE UCCregoBaHne 3akniodnTenbHbBIN OTYET, U OTNPaBka oT4yeTa PyKOBOAUTENIO UCCIIeJ0BaHUA.
OTBeTCTBEHHbIN UcCneaoBaTenb MOXET NPeACTaBUTb, €CNN He0BX0AUMO, OpUrMHanNbHBLIE NepPBUYHbIE AaHHbIe
B KauecTBe OTYeTa, BKNovas 3aknoveHne o cootsetcTemu MpuHunnam GLP [1].

2.3 UHTepnpeTauuu, oTHOCALLMECA K NporpaMmMe o6ecnevYeHnn KauyecTBa

2.3.1 Kak npasuso, 04HO n1Lo He cnocoBHO BLINOMHATL hyHKLUMIO obecneyeHns kayecTsa uccrneosa-
HWI B NMONEBbIX YCMOBUAX, AN 3TOro HE0BX0ANUMO y4acTUe HeCKOMbKUX COTpyAHUKOB [1]. B ogHMX crnydasix Bce
AaHHble nuua MoryT paboTaTb No HaNMy B 0AHOW €AUHCTBEHHOW OPraHn3aLnm (B KOTOPO, Hanpumep, uccne-
[AOBaHWs NPOBOAUT CMIOHCOP), B APYrMX CRy4Yasx OHWU MOryT paboTaTb NO HAaMY B HECKOSbKUX OpraHU3aLmuax
(Hanpumep, YaCTUYHO Y4acTBYA B UCCNEAOBaHUNAX, NPOBOAUMbIX COHCOPOM U YAaCTUYHO — NOAPSiAYMKAMU).
Heobxoanumo obecneunsaTtb NOMHBIA WU OTKPBITHIA NOTOK MHGOPMALUKN OT pasHbIX COTPYAHUKOB NMo obecne-
YEHUI0 Ka4yecTBa, HanpaBneHHbI agMUHUCTPaLUW, OTBETCTBEHHOW 3a [JaHHYH UCMLITATENbHYIO NNOLAaaKy,
OTBETCTBEHHOMY UCCneaoBaTeNnto(siM), PyKOBOAUTENIO UCCeqoBaHUA Kak NnLy, OTBETCTBEHHOMY 3a obLyee
nposedeHne nccneaoBaHwUsA, agMUHUCTPAUUN PYKOBOAWUTENSI UCCMeAOBaHUA U YyYacTHUKaAM BbIMOSIHEHUSA
nocnegHen nporpaMmmel o6ecneveHus kavectsa. Kpome Toro, Heobxoaumo obecneunsath adcekTuBHbIE CBS-
31 Mexay pykoBoauTenem uccneaoBaHus W/unm oTBETCTBEHHBIMW UccrniefoBaTensammn, YTobbl nepcoHan no
obecneyveHWo kauecTBa GbIN YBeAOMIIEH O KPUTUYECKUX TouKax aeatensHocTy [1].

2.3.2 UN3-3a cnoxHoOro xapakrepa nonesbiX NCcneaoBaHUA, KOTOpbIE MOTYT COCTOSITb U3 NPOBeAEHUs
MOXOXNX BUAOB AeATENbHOCTU B reorpacduyeckn pasHblx MeCTax, M TOro cpakTa, 4To TOUHO onpeaeneHHas anu-
TeNbHOCTb HEKOTOPLIX BUAOB AeATenbHOCTU ByaeT 3aBUCETb OT MECTHBIX MOTOAHLIX UMK MPOYUX YCIOBUIA,
MoXeT noTpeboBaTbca co3gaHue rmMbkux npoueayp nNo obecneveHnto kavyecTsa.

2.3.3 CornacHo [1] pasnuuHoe reorpadunyeckoe NonoxeHUe UCnbiTaTenbHbIX NNOLWaA0K MOXKeT NpuBec-
TU KTOMY, 4TO NepcoHany no obecneyeHuo kavectsa byaet Heob6xoaMMOo NpeoaoneBaTh A3bIKOBLIE Pa3fM4Yus,
ANATOro YTo6bl yCcnewHo B3anMoaeicTBOBaTL C MECTHBIM UCCTIeA0BaTENBLCKMM NEPCOHANOM, PYKOBOAUTENEM
uccnenoBaHus, OTBETCTBEHHLIM UccnegoBaTenem n agMUHUCTpauuein ucnoltatenbHon nnowaaku [1].

2.3.4 CornacHo [1], He3aBUCUMO OT reorpacn4ecKoro MooXKeHUs UCNbiTaTeNbHbIX NAoWaao0K, MUChb-
MEHHbLIMU OTYETaMK NepcoHana no obecneveHNto KavecTBa ACIMKHLI pacnonaratb Kak agMUHUCTPaLUS, Tak U
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pykoBoanTenb nccnenoBaHua. dakTuyeckoe nonyvyeHne aaMuH ncTpauunen n pykoBogmnTenem nccnenosaHmnA
3TUX OTYETOB AOMKHO BObITb OOKYMEHTUPOBAHO B NepBUYHbIX AaHHbIX.

2.4 WNHTepnpeTaLumn, OTHOCALLUECA K NOMELLEHUSAM

2.4.1 O6Wwue nonoxeHus

2.4.1.1 TomelleHNs (COOPYXeHWs1), NpeaHa3HauYeHHble AN UccrefoBaHniA B NOMEBbIX YCNOBUSX, Kak
npasuno, npeacTaBnsioT cobol MOMHOCTbIO WM YacTUMHO CEeNbCKOXO3ANCTBEHHble Nbo depmepckue
MOCTPOKM, NEeCHble Yrodbs, Me30KOCMbI U Apyrie OTKPbITbIE NioLWwaaki uccnegoBaHns, rae obbl4HO HaMHO-
ro MeHbLUe BO3MOXHOCTEN UM COBCEM HEBO3MOXKEH KOHTPOSIb YCIOBUIA OKpY>KatoLLen cpefibl N0 CpaBHEHWUIO C
KOHTpOeM, 4OCTMraeMbiM B fabopatopum, HaxoasLencs B 3akpbITOM NoMeLleHu nnu Tennue. Kpome toro,
B TaKMX YCIOBUSIX CTAHOBUTCH CroxHee obecneymBaTb 6€30MacHOCTbL U Hag30p 3a NMPOU3BOACTBEHHbBIMU
npoLeccamun U NoMeLLeHUsIMN.

2.4.1.2 Knpobneme, Bbi3blBatoLLEen 6ECMOKONCTBO NPU UCCeA0BaHMAX NECTULMAOB B NOMEBbIX YCIOBU-
AIX, OTHOCUTCS BO3MOXHOCTb 3arpsi3HeHUsi UccrieoBaTeNbCKMNX yHacTKOB B pesyribTaTe 3aHoca Uiy pacnblsie-
HUS NecTUUMOOB, UCNOMb3yeMbIX Ha cocegHeM ydyacTke. OTa npobreMa BO3HMKAET, B YAaCTHOCTWU, ecnn
nccnegoBaTenbCkMe y4acTKM pacronoXeHbl B LEHTPe WMnK nobnmsocTn oT ApYruxX 3eMeflbHbIX y4acTKoB,
NCMonb3yeMblX 4715 KOMMepPYeCcKon CenbCKoX03ANCTBEHHON AenaTenbHOCTHN. PacnonoxeHune uccrnegosarers-
CKMX y4aCTKOB AOMMKHO BbITh BbIGpaHo Taknm obpasoM, 4Tobbl obecneynBaTtb MUHUMArbHYO BEPOATHOCTb CTO-
POHHero BMeLlaTenscTsa. MpeanovTutensHo, YTobbl Nowaaku 6elrin pacnonoxeHbl B 30HaX, CBOBOAHBIX OT
BMelLaTenbCcTBa XMMUYECKX BELLECTB, UM TaM, rae UCTOpUYeckn He Bbinv AOKYMEHTUPOBaHbI Cryyamu
NCMNONb30BaHMS NeCTULMAOB (KaK ANs UX UCCreaoBaHus, Tak 1 A 06bIYHOro NPUMEHEeHUs).

2.4.1.3 NabopaTopnu1, NpPOBOAsLLME aHanM3 OCTaTOYHOro KOnMyecTBa Nectuumnaos, ob6s3aHbl BbiTb
oCBeAoMIEeHbl O NOTeHUMaNbHONW BO3MOXHOCTM 3arpsi3sHeHWs kak M3ydyaeMoln npobbl, Tak n cTaHaapTHOro
obpasua. MomeLleHns ons NonyyYeHnst n XxpaHeHnus npob AormKHbI ObITb 0TAENEHbI OT MECT XPaHeHUs KOMNOo3u-
LMIA NecTULMAOB N APYrMX TECTUPYEMBIX UMK cTaHAapTHBLIX 06bekToB (06pasLoB). MomelleHns, ncnonb3aye-
Mble Ansi noAroToBkM Npob 1 obpasLoB, 4158 XpaHeHWs pasnnyHoro obopyaoBaHNs, KanmopoBKM a3apo30bHbIX
CMeceii, NPUroToBMNeHUs cTaHaapTHOro o6pasLia v MbITbsl CTEKISIHHOM Nocyabl, 40KHBI BbITb COOTBETCTBYIO-
WM o6pasom U3onNMpoBaHbl Apyr OT Apyra 1 oT Apyrix dpyHkumiA nabopatopuun, bnarogapsa KOTOpPbIM MOTYT
ObiTb BHECEHbI 3arpsA3HEHNs.

2.4.2 TMomelleHUs AnsA o6paboTku TecTUpyeMbIX U CTaHAAPTHbIX 06pa3LoB (06BeKkTOB)

MomelLeHMs ANs XpaHeHUsl TeCTUPYEMbIX 1 CTaHAapTHBIX 06pa3sLoB (06bEeKTOB) Ha BCEX UCTbITATEb-
HbIX MAOLWAAKaX AOMMKHBI NPU HeOBX0AMMOCTM NoABEPraTbCA MOHUTOPUHTY COCTOAHUSA OKpY>KatoLen cpeabl
ans obecneyeHns cCOOTBETCTBUSA YCTAHOBMNEHHBIM Npeaenam cTabunbHOCTM AaHHbIX BewecTs. He cneayet
nomelLaTb TECTUPYEMbIE U CTaHAapTHbIE 06bekThl (06pasLibl) B OAHWU U Te XKe KOHTeNHepbl BMecTe ¢ coBpaHHbI-
MK NpoBGamu TeCT-CUCTEMBI, @ TaKKe APYrMMIN MaTepuanamMmi HA3KON KOHLEHTpaLUK, KOTOPbIe XPaHAT B LIeNsax
OTMPaBKM B aHaNUTUYECKyo NabopaToputo UM apxmBbl, PAcMoNoXeHHbIe BHE UCMBITAaTeNbHON NOLWaaKN.
Heobxoa1Mmo uMeTh NoMeLLeHNs AN Haafexallero XxpaHeHus U yaaneHust necTULMAOB U COOTBETCTBYHOLMX
OTXOAOB, YTOOLI UCKMOYaTh BO3IMOXHOCTb MEPEKPECTHOrO 3arpsi3HeHUst TeCT-CUCTEM, TECTUPYEMBIX UMK
cTaHaapTHLIX 06pa3sLoB UM cobpaHHbIX NPob.

2.4.3 YpaneHue oTXxonoB

Ocoboe BHUMaHWe Npun nccneoBaHusX B NMoneBbIX YCNOBUSX creayeT YAENATb XpaHEeHUo U yaaneHuo
N3NULWHe pa3baBneHHbIX pacTBOPOB NECTULNAOB (MM pe3epByapoB CO CMechbto necTuumMaos). Heobxoamumo
noaroToBUTbL MUHMMAIbHOE KOMMYEeCTBO AaHHbIX pacTBOPOB. B gononHeHre K NoATBEePXAEHWUIO TOrO, YTO 3TH
NoTeHLMansHo onacHble OTXOAbl He YrpoXatoT 340POBbI0 YeroBeKa UK OKpy>Katowen cpeae, Takue MmaTepua-
Nbl cnefyeT KOHTPONMPOBAThL Takum 06pa3om, YTobbl He oKasbiBaTb BO3AENCTBUS HA TECT-CUCTEMBI, NPOObI
Wnn gpyriue matepuarnsl, U oGopyaoBaHue, UCMonb3yemble B UccnegoBaHusax. Kpome Toro, Heobxoanumo
obecneynBaTh, UTOObI HEUCMONBL30OBaAHHbIE TECTMPYEMbIE U CTaHAapTHbIe 06bekThl (06pasLbl) 6binv Bo3Bpa-
LWeHbl CroHcopaM WNM  MocTaBWMKam  WNW - ydaneHbl COrfacHO  YCTaHOBMEHHBIM  PEerynypyowmum
(HopMaTUBHBIM) AOKYMEHTaM.

2.5 UHTepnpeTauun, oTHoOCALLMECA K 060pyaOBaHUIO, MaTepuanam U peareHTam

2.5.1 MpunpoBeaeHn1 aTana UccnefoBaHUs B NONEBLIX YCIOBUAX MOXET BO3pacTN YacToTa onepauun,
TaKnx Kak MHCMEKUMs, YicTka (yxoa), TexHuyeckoe obcnyxmBaHme 1 kannbposka 06opyaoBaHNs], UTO MOXET
6bITb HEOBXOAMMO B Crydae BOSMOXHON NepeBo3kv obopyaoBaHus (Hanpumep, npu nepemMeLLeHUn BECOB C
O[IHOM UcnbITaTeNbHON NNoLwaaki Ha apyryto). JaHHble onepauunu AonkHb! 6b1Tb onncaHsl B COT.

2.5.2 HeobsizaTensHo BECTU 3anncu 0 NEPUOANYECKNX MHCIEKLMSX, YNCTKE, OBCNYXMBaHUN 1 Kannb-
POBKe annapaTta, KOTOPbIA UCMONb3YIOT TOMbKO A4NS OA4HOM0 KOHKPETHOro UccreaoBaHus (Hanpumep, obopyao-
BaHWS, B3ATOTO B NIM3MHT UMW apeHdy, WNK Takoro obopyaoBaHWs, Kak onpbickuBaTenn, KoTopble Gbinn
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crneunansHo paspaboTaHbl ANs UCMOMb30BaHUA B OAHOM €MHCTBEHHOM UccrnefoBaHum). B Takmx cnydasx
AaHHas uHgopmaLma MoxeT BblTb 3aperncTpmMpoBaHa B NEPBUYHBLIX AaHHBIX, OTHOCALLMXCA K KOHKpETHOMY
nccnegosaHuio. Ecnv gokyMeHTUpoBaHWe cooTBeTCTBYOWMX NpoLedyp (Hanpumep, COM) He npeacTasnsieT-
CSA BO3MOXHbIM, TO OHW MOTYT BbITb MPMBEAEHbI B MNIaHax UcCrefoBaHWs CykasaHUeM pyKoBOAALL X U3AaHWIA.

2.5.3 Tytem aHanunsa AOCTaTOMHOIO KONMYECTBA «XOMOCThIX PACTBOPOBY (T. €. PAaCTBOPOB, COCTaBMEH-
HbIX 13 MPUMEHSAIEMbIX B KOHKPETHOM aHanmn3e peakTUBOB 1 BOAbI) 4OMKHO BbiTb NOATBEPXKAEHO, YTO MaTepua-
nbl N peareHThl He OKasbIBaOT NHTepdepupyoLLEro BO3AEACTBUS.

2.6 UHTepnpeTauuun, OTHOCSALWMUECA K TECT-CUCTEMAM

2.6.1 HekoTopble TeCT-CUCTEMBI, UCNOMb3yeMble MPU UCCMedoBaHWsX B NOMEBbLIX YCNOBUAX, MOTYT
COCTOAITb N3 CIOXHBIX 3KOCUCTEM, KOTOpble 4OCTaTOMHO TPYAHO XapaKTepunsoBaTb, MaeHTUdULMpoBaTh UK
AOKYMEHTNPOBaTh UHBbIM 06pa3oM B TOW Xe CTeneHU, B KOTOPOI 3TO MOXHO BLINONHATL AN 6onee TpaauLUoH-
HbIX TECT-CUCTEM. TEeM HEe MeHee MeCTOMOMOXEHNE N XapaKTEPUCTUKN AaHHBLIX Bornee CNoXHbIX TeCT-CUCTEM
[AOIMKHbI BbITb N0 BO3MOXHOCTW ONMCaHbI B MnaHe uccneoBaHus, a haktuyeckas nollaib y4acTKoB OToXae-
CTBIiEHa 3HaKamu, MeTkaMu 1 gpyrumun cpeacteamun. OnucaHne U AOKYMEHTUPOBAHME PACTEHWNA, CEMSIH,
MOYBbI N APYrMX MaTepuarnos, NCMosb3yeMblX B KaUeCTBE TECT-CUCTEM, OOSDKHbBI BKItoUaTh B cebs (npu Heobxo-
AMMOCTU) UX UCTOYHUK, AaTy(bl) TONyYeHNs, Pa3HOBMAHOCTb, pod, COPT UNn Apyrine naeHTudmLmMpyoLwme npu-
3Haku. Moysa gonxHa GbITb OXapakTepusoBaHa B TaKoW CTENEHU, KoTopas nossonsana 6bl AOKYMeHTarnbHO
noATBepAUTb €€ MPUroaHOCTL AN UCMONb30BaHNA B NONEBLIX UCCIeA0BaHNSAX.

2.6.2 KakoTme4anochk B 2.4, TecT-cucTeMbl AN UccneaoBaHnii NeCTULMAOB AOIMKHBI 6blTb CBOGOAHBLI OT
BMelUaTenbCTBa U3 BHELUHNX MCTOMHUKOB, B YAaCTHOCTW 3aHOCa UMK PachblfIeHNs ¢ cocefHUX ydacTkoB. Ecnun
3TO OTHOCUTCA K Aeny, To B NnaHe uccnegoBaHua cnegyet obeyants Heo6xoaMmMocTb NpoBeaeHUs aHanusa
npeaBapuTenbHON BeIBOPKM UK NpeasapuTenbHO 06paboTaHHbIX cTaHAapTHEIX 06pasLoB. cnonb3oBaHue
KOHTPOIIbHbIX Y4aCTKOB 1 ByhepHbIX 30H AOIPKHO CAYXUTb MUHMMU3ALUA U YYeTy NOTEHUManbHbIX NoMex
1M BbITb MCNONBL30BAHO B TOW CTENEHU, KoTopas Heobxoauma NS y4eTa, Unn CBecTU K MUHUMYMY MOTEHLM-
anbHble NoOMexXu Unu apyrue opmbl UCKAXKEHUS UCCNEAOBaHMS.

2.7 WHTepnpeTauumn, oTHOCALMECH K TECTUPYEMBIM UNKU CTaHAAPTHLIM o6pa3suam (o6bekTaMm)

2.7.1 MNpuem, o6paboTka, oTGOp U XpaHeHUe Npood

Ha vcnbiTaTensHoi nnowaake AomkHa 6biTb B HaNUUUM cnefyolas AoKyMeHTauus:

- UCXOAHble AaHHble (Hanpumep, kKoMMepyeckue pa3paboTku, cneuunanbHble paspaboTkn U T. 4.);

- PEeXVM TPaHCMOPTUPOBaHUSA, C COXPAHEHNEM OTIPY304HBLIX JOKYMEHTOB;

- data nonyyeHus;

- COCTOsIHMe BeLlecTBa Npu NONy4eHuu;

- MEeCTOMOMNOXEeHNe N YCIIOBUA XpPaHEeHUs;

- perncTpauuoHHbIA XypHan, B KOTOPOM AOKYMEHTUPYIOT pacnpeneneHune, y4eTt oblero konuvecTsa
TecTUpyembix 06pasuoBs (06beKTOB), a Talke 06pa3LIOB, NOANEXaLUX OKOHYaTENbHOMY YAaneHuto.

2.7.2 XapakrepucTuKa TeCTUpYyeMbIX U CTaHAapTHbIX 06pa3LoB (06beKkToB)

Hanu4ue Bcex xapakTepusyioLmx 3anucei U gaHHbIX Ha KaXkaoW UcnbiTaTeNbHOW NoLWaake He ABnseTca
obasatenbHeIM. TeM He MeHee HeobX0AUMO Hanuumue JOCTaTOMHOrO KONMYecTBa MHOPMaLUWK, rapaHTUPYHo-
Lel, 4To TecTUpyemble U cTaHAapTHbIe 06pasLbl (06BLEKTLI) OXapaKTepu3oBaHbl Haanexatm o6pasom. [laH-
Haa UHopmaLms, Kak NPaBUNO, COAEPXKMUT:

- HauMeHoBaHWe XMMUYEeCKoro BellecTBa (Hanpumep, Homep CAS, koaoBoe HasBaHWUe U T. A4.);

- HOMEp foTa UM NapTuu;

- KONMMYEeCTBO aKTUBHOIO MHIpeAueHTa; NnowaaKy, rae npoBogAT aHanus 1 rae XpaHAT B apXMBaXx CooT-
BETCTBYHOLLME NEPBUYHLIE AAHHBLIE;

- cTabunbHOCTb B YCINOBUSIX XPaHEHUS U NePeBO3KM (T. €. CPOK FOAHOCTU, TeMnepaTypHble npeaenbl);

- Mepbl NPeA0CTOPOXHOCTHU.

[laHHbIe 0 XMMUYEeCcKoM NpoAyKTe, MoNy4YeHHbIe Ha OCHOBaHWW OTAESMbHBIX NabopaTopHBIX IKCNEPUMEH-
TOB, YacTo codepXaT cBeAeHUs1 0 cTabunbHOCTU pacTBOPOB CMECeN TeCcTUpyembix 06pasuoB (06bekToB) B
YCINOBUSAIX LUIMPOKOTO AnanasoHa sHaueHnin pH, TemnepaTypbl M KeCTKOCTN BoAbl. ECNv 3BecTHBI COOTBETCTBY-
lolwpe orpaHuMyeHus, To B NnaHe uccnefoBaHWA MOTYT ObiTb ykasaHbl COOTBETCTBYOLWIME AWanasoHbl ANns
UCNONb30BaHUS cMecell TeCTUpyeMbIX 06pasLIoB, Npy 3TOM akTU4ecKne akcnepuMeHTanbHble 3HavYeHus, a
Talke BpeMsi NepemMellnBaHvis U npekpaweHusl UX UCMOoNb3oBaHUA AOMMKHBI ObITb 3aperncTpupoBaHbl B
KauyecTBe NepBUYHbIX JaHHBIX.

MponssoauTenu Takke 4acTo NpUBOAAT AaHHble 06 0OQHOPOAHOCTN CMECeN, B KOTOPLIX YKasbiBaeTcs, B
TeuyeHue Kakoro nep1Moa BpeMeHu Npu onpeaeneHHbIX yCIoBUsSIX CMeCh He pasaensaeTcs Ha oTaenbHble hasbl.
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Ecnu TpebyeTcst aHanmns npob cMecein B KoHTelHepax, To AaHHoe TpeGoBaHue A0KHO BbiTh YKasaHo B NnaHe
ncenenoBaHus BMecTe ¢ oT6opom nNpob 1 MeToaaMu aHanusa.

2.8 UHTepnpeTauun, OTHOCSLMECA K CTAHAAPTHLIM ONepPaLMOoHHBLIM Npoueaypam

Ocobblli akLeHT AosmkeH 6bITb cAenaH Ha Kro4eBbIX NpoLleaypax uccrieqoBaHuii B MonesbiX YCroBuUsX,
TakMX Kak XpaHeHue TecTupyembix 06bekToB (06pa3uoB), cOop AaHHbLIX B NOMEBLIX YCMOBUAX, KanubpoBka
060pyaoBaHMa 4N HaHeCEHUS BELLLECTB, HaHeCeHWe TecTUpyeMoro obbekTa (obpasua), cbop 1 TpaHcnopTH-
poBaHue npo6.

Takke B NNaH UccnegoBaHus HeobxoaMMo BKIOYaTL BCe MeToAbl, NpeaHasHauYeHHble 48 UCNonb3oBa-
HUS NpW aHanuae nNpo6. Ecrnn kK MOMeHTY noAnMcaHnsa opurMHansHoro niaHa uccneaoBaHns MeTosl He Gbinu
MONHOCTLIO paspaboTaHbl UM BaNMANPOBaHbI, TO MOXeT NoTpeboBaTbCs BHeCEHNE U3MEHEHWNI B yTBEpXKaeH-
HbIA NNaH UccnenoBaHus. B nnaHe uccnegoBaHns AomMkHbI GbITb Takke NpeaycMoTpeHbl Bce ocobkle BUabI
aHanvsa, HanpuMep npoLeaypbl NoATBEPXOAEHNA COOTBETCTBMS.

2.9 UHTepnpeTauuu, oTHocAWUECA K NPOBEAEHUIO UCCeA0BaHUA

2.9.1 TnaH uccneposaHua

MnaHbl nccnegoBaHWs, npeaHasHaveHHble 4151 60NbLUNMHCTBA UcCcefoBaHWIA B NONEBLIX YCIOBUSIX, AOMK-
Hbl BbITh Bonee rMbkuMK, Yem Ans TpaguLMOoHHbIX NabopaTopHbIX NCCReAoBaHNA, N3-3a HeMNpeaCKalyemoro
XapakTepa norogel, BO3MOXXHOW HeobXoAMMOCTU NCNOMb30BaTh 3aMMCTBOBaHHOE UK apeHAoBaHHoe 06opy-
AoBaHue, cneumanbHbIX cornalleHnii No XpaHeHo U TpaHCnopTUpoBaHnto Npob 1 obpasLoB Unm apyrux oco-
6bIX 06CTOATENLCTB. BMECTo ykasaHus B nnaHe UCCRedoBaHUsl KOHKPETHbIX AaT BbIMNCNHEHUS OCHOBHbIX
3TanoB, Takunx Kak NpUMeHeHne TecTupyemoro obbekta (obpasua), onepawum no KynbTUBUPOBaHUIO U OTGOP
npo6, bonee peanMcTUYHbLIM NOAXOAOM SIBMISAETCA NO BO3MOXHOCTU YKasaHne CTaaui OCyLLECTBNEHUST 3TUX
BMAOB AeATENbHOCTU U MPUBNN3UTENBHBIX CPOKOB BhIMOMHEHNUS.

Ona Toro 4Tobbl yTBEPAUTL BHECEHHbBIE B NNaH UCCNeA0BaHWA NonpaBkM CBoeBpeMeHHbIM 1 adhdekTnB-
HbIM 06pa3om, HeobBxo4nmMo ycTaHaBnNuBaTh creLuanbHble MpoLeaypbl B3aMMoAeACTBUA MeXay NepcoHanom
ncneliTatensHbIX NIoWaaoK U pykoBoaMTerneM uccnegosaHus (B cnyvae, ecriv OHM UMeLoT pasHoe MecTomnono-
XeHune).

2.9.2 lMpoBeaeHne uccnenoBaHun

YunTbiBas BaXXHOCTb Mep obecnedeHuns kKayecTBa Npu aHannse ocTaTkoB NECTULUAOB U 3KOMOrMYECKOM
aHanunsae, oHU JOSpKHbI BbITh ykasaHbl 8 COMN n/unn B nnaHe uccnegosaHus. Mpoueaypbl 1O OLeHKe BOCNPOU3-
BOAMMOCTW, OTCYTCTBUSI UHTepdepeHUUn (Tomex) U NoATBEPXKASHUS aHaNnUTUYECKON MAEHTUYHOCTU, Kak npa-
BUNO, ToXe BKNovatoT B COlN u/unu nnaH uccneagosaHus.

MepBuYHbIE AaHHbIe BKIOYatoT B ce6a pabovne NUCTbI, 3anncK, AoKNaaHbIe 3anuckn, 3amedannusa Unu ux
TOYHBIE KOMWUU, KOTOpPbIE SIBMSIOTCS Pe3yNbTaToM COBCTBEHHBIX HAbNoAeHUI 1 uccneaoBaTenbCckon aedaTernb-
HOCTU 1 HeOBX0AUMBI ANt PEKOHCTPYKLIMKM 1 OLEHKU OTYETa O AaHHOM UccneaoBaHun. B cnyyasx, koraa 6binm
NOAroTOBMEHbl TOYHbIE KOMUU NEPBUYHBIX AaHHBIX (Hanpumep, pacluMdpoBaHHble 4OCNOBHO AUKTOGOHHbIE
3anucn, NoaTeepXKaeHHbIe AaToi U BepuUUNPOBaHHbIE TOYHOW NOAMMUCHIO), TOYHAsA KOMUA UNW TOYHas cTe-
HorpamMma MoXeT cTaTb UCXOAHLIM UCTOYHUKOM B Ka4eCTBe NepBUYHbIX AaHHbIX. MpuMepamn nepBUYHbIX AaH-
HbIX sBNsloTCA doTorpacdumn, MUKPOUNBEMBI, MUKPOMUILM U UX KONWUKW, KOMMLIOTEPHLIE pacnedaTtku,
MarHUTHble HOCUTENM, BKMovasi AMKTOOHHbIE 3anucy HabnogeHWn U 3anncy NokasaHWii aBTOMaTU3NPOBaH-
HbIX NpUGopoB..

PekomeHnayeTca aenatb BCe 3arnmcn HeCMbIBaeMbIMU YEPHUMaMU, XOTA B HEKOTOPLIX CAyYasx Npu uccrne-
0OBaHWAX B NOMEBbLIX YCMNOBUSIX HEM3DEXHO UCMoMNb3oBaHue kapaHpawa. MNpu HeobxoauMocTu 3aBepeH-
Hble/BepucnuunpoBaHHbIe KOMUKU A0MKHBI ObiTb NOArOTOBMNEHDLI B KpaTyalluue cpoku. Bee 3anncu, caenaHHbie
pasHoLUBETHBIMW KapaHAaluamu, AoMmMKHbI ObiTe Hagnexawmum o6paszom naeHTUPULUMPOBaHbl B 3aBepeHHbIX
konuax. Kpome Toro, B 3anucsax 06 uccneaoBaHuu HeobXoaAMMO YeTKO yKasbiBaTb MPUYUHY UCMOSNb30OBaHUS
KapaHgawa.

2.10 UHTepnpeTaLuu, OTHOCSILMECSH K OTYETaAM O pe3ynbTatax UccnenoBaHunA

OTt4eT(bl) OTBETCTBEHHOMO(bIX) UCCneAoBaTensi(er) MoXeT (MOryT) 6biTb NPUCOeANHEH(bI) PyKOBOAUTE-
nem uccnenoBaHuA k obuiemy otyeTy 06 nccneaoBaHUU B KaUECTBE MPUNOXKEHUSA COrfacHoO 3aMevyaHnsam o6
06a3aHHOCTAX OTBETCTBEHHOIO UccreaoBaTens, NpuBeAeHHbIX Boilue U B [1].

2.11 WHTepnpeTaLun, OTHOCSLMECA K XPaHEHUIO 3anucei U MaTepuanos

OpHol U3 noTeHunanbLHo NpobneMHbix obnacTei, CBA3aHHLIX ¢ yAaneHHbIMA UcnblTaTenbHbLIMA NMo-
Laakamu, ABNSeTCA BpeMeHHoe XpaHeHWe MaTepuarnos TEKYLLIEro UCcreoBaHnaA 40 UX Nepeaadn B apXvs no
3aBepLleHun uccnegoBaHus. BpemeHHble XpaHunuiLa Ha BcexX UcbITaTenbHbIX NNoLwaakax 4oSPKHbI CooTBe-
TCTBOBaTb TpeboBaHUAM obecneyeHust LIeNOCTHOCTU MaTepuanoB UccneaoBaHus.
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