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BBeneHue

HacTtoAwmn ctaHaapt NOArOTOBMEH B LENAX rapMOHU3auuM 0TEY4ECTBEHHBIX HOPM U MPaBui ¢ MeXayHa-
pOAHBLIMW [JOKYMEHTaMM 1, B NePBYI0 o4epeab, C AOKYMEHTOM OpraHu3aumm 3KOHOMUYECKOro COTPYAHUYECTBA
n passutus (O3CP) «[MpuHumMnbl Hagnexawen nabopartopHoi npakTukn (GLP)».

HeyaoBneTBOPEHHOCTb KaYE€CTBOM HEKITMHUYECKUX UCCMNEA0BAHWIA, HA pe3ynbraTtax KOTOPbIX OCHOBbLIBA-
€TCH OLEHKa YPOBHSA ONacHOCTN B OTHOLUEHWW 300POBbS YENOBEKA U OKPYXKAIOLLEH Cpefibl, CO CTOPOHbLI NpaBu-
TEeNbCTB U NpeacTaBuTeneil NPOMbILLNEHHOCTU pa3HbIX rOCYAapcTB NPUBENA K YCTAHOBIIEHUIO FOCYAapCTBa-
Mu — ynieHamu O3CP kpuTepues AN NPOBEAEHNA NOAOBHbLIX MCCRNea0BaAHUN.

Bo usbexxaHne ncnonb3oBaHMs pasHbIX CXeM BbINOMHEHNS NoA0OHbIX UCCNEeA0BaHUI, YTO MOFNO Obl Npe-
NATCTBOBATb MEXAYHapOAHOW TOProBe XMMUYECKMMU BeELLeCcTBaMu, rocyaapctea — uneHbl O3CP nocrasu-
1 3aga4y OCYLLECTBUTb MEXIYHAPOAHYIO rapMOHM3aLMIO METOA0B UCNbITAHWI U Haagnexallen nabopaTtopHou
npaktTukn. B 1979—1980 rr. MexayHapoAHON rPpynnoi 3KCNEepTOB, CO3AAHHOW COrnacHo cneuunansHon npo-
rpamme Mo KOHTPOSI0 XMMUYECKUX BELLECTB, NPU UCMONb30BAHMU OPraHWU3aLMOHHBIX U HayYHbIX METOAOB U
OMbITa, MOMYYEHHbIX U3 PA3NUYHBIX HALUMOHAMNBHBIX U MEXAYHAPOAHBIX UCTOMHUKOB Bbin pa3paboTaH AOKYMEHT
«O3CP. MpuHuunel Haanexawein naéoparopHou npaktukm (GLP)» (OECD principles of good laboratory prac-
tice (GLP)). OaHHble «MpuHumnbl GLP» 6binm npubaTtel CoBetom O3CP B 1981 1. Kak NpUNoXeHue K peLueHunio
Coseta O3CP 0 B3aUMHOM NPU3HaHUU AaHHBLIX NPU OLEHKe xumnuyeckux sewects [C(81)30(Final)].

B 1995—1996 rT. 6bina cchopMupoBaHa HOBas rpynna 3KCNepToB, KOTOpas OCyLeCTBUNA NepecMoTp A0-
KymeHTa «[puHUMnbl Hagnexawen nadoparopHou npaktuku (GLP)». Ha ocHoBe cornalueHuii, JOCTUrHYTbIX
B xoZe paboTkl 31OV rpynnel, O6bina paspaboraHa 0OHOBNEHHAA BepPcUA AOKYMEHTA. JaHHbIN AOKYMEHT OT-
MEHSET U 3aMEHsIeT NepBOHaYanbHbI AOKYMEHT «MpuHUMNbI Hagnexae naboparopHoi npaktuku (GLP)»,
MPUHATBLIA B 1981 T.

Llenb «MpuHuMnoB Hagnexawlen nabopatopHoi npaktuku (GLP)» coctout B TOM, 4T0GbI 06ecnevmnTb
NPOABUXEHUE NMPUMEHEHUA NPUHLMNA OLEHKW Ka4ecTBa AaHHbIX, NOMYYEHHbIX B pesynsraTe UCNbITaHUN.
ConocTaBUMOCTb YPOBHA Ka4eCTBa AaHHbIX, MOMlyYEeHHbIX B pesynbrate ucnbiTaHun, hopMUpYeT OCHOBaHWE
Ans B3aMMHOTO MPW3HaHUA AaHHBIX B PasHbiX cTpaHax. Ecnu oraencHble crpaHbl MOTyT AOBEPSATb KavyecTBy
JaHHbIX UCMLITAHWIA APYrUX CTPaH, MOXHO u3bexarb AyOnmpoBaHusi UCMbLITAHUN, TakuM 06pa3om CIKOHOMUB Bpe-
MSA 1 pecypebl. [pumenenne «MprHUMNOB Haanexawen naboparopHon npaktuku (GLP)» no3sonut msbexarb
C03aaHuA TEXHUYECKX BapbepoB B TOProene u OyaeT cnoco6CTBOBATb OCYLLECTBNEHUIO 3ALUMThI 340POBbA
YernoBeka u OXpaHe OKPYXaloLLel Cpeakbl.

CraHgapt coaepxuT npunoxeHue A (CnpaBovyHOE), KOTOPOE OTCYTCTBYET B TEKCTE MEXYHapOAHOro
aokymenta OECD, Guide 1:1998 OECD principles of good laboratory practice. B npunoxeHuu A npuBeaeHs!
NOSAICHEHMS ANA NONb30oBaTenei B YaCTU Ha3HaYEHUS U NPUMEHEHUS MPUHLMMOB Haanexallen nabopaTopHon
NPaKTUKK.
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M E XTOCVYAAUPTCTUBTETUHUHDbB H CTAHIAODAPT

NPUHLUNMNbI HAONEXALLEWN NABOPATOPHOW MPAKTUKU

Principles of good laboratory practice

Dara BBegeHusa — 2015—08—01

1 O6nacTb NpUMeHeHus

Hactoswmn ctanaapt ycraHasnuaeT MpuHUMNbI Haanexallen nabopaTtopHoW NPakTUKKU, NpeaHasHa-
YEHHbIE ANS NPUMEHEHNUS NPW NPOBEAEHUN HEKTIMHUYECKNX UCCNEA0BaHMI BE30NaCHOCTM 0OLEKTOB UCTIbITA-
HUI, coaepXalLmMXCa B NeKapCTBEHHbIX CPeAcTBaxX, NecTuumuaax, KOCMETUYECKOW NPOAYKLMU, BETEPUHAPHbIX
npenaparax, NULLEBLIX U KOPMOBLIX A06aBKaXx, a Takke XMMUYECKUX BELLECTBAX NPOMBILLIIEHHOTO HAa3HAYEHUS.
OO6beKTbl UCMBITAHUS, YaLle BCETO, ABNAIOTCS CUHTETUYECKMMMW BELLECTBAMMU U UX CMECAMMU, HO TaKXKE MOTyT
ObITb HATYPaNbHOTO UM BUOreHHOr0 NPOUCXOXAEHUS, @ B OTAENbHbIX CRyYasx NpeacTaBnsaTb cOO0N XuBble
opraHusmbl. Llenb ucnbiTaHni COCTOUT B TOM, YTOObI NOMYYUTb AaHHbIE O CBOMCTBAX OOBLEKTOB UCMbLITAHWN
n/vunn 06 nx 6e30NacHOCTK ANA 300POBbA YENOBEKA U/MNN OKPY>KAtOLEN Cpeabl.

MpuHUMnbl Haanexaiyen NabopaTopHON NPaKTUKU PACNPOCTPAHSAIOTCA HA HEKNMHUYECKME UCCNEeN0BaHUS
MEAWLMHCKON M 3KONOrMveckoin 6e3onacHOCTH, KOTOPbIE BKITHOYAIOT B Ce0s1 MCCneaoBaHusi, NpoBOAUMbIE B Nna-
OopaTopHbIX, TENNUYHLIX U NOMNEBbIX YCNoBUsX. MPUHUMNLI HaaANexaLler nabopaToOPHON NPAKTUKN NPUMEHW-
Mbl ANS1 BCEX HEKMMHUYECKUX UCCMEAOBAHNI MEAMLIMHCKON U 9KONOrnyeckorn 6e3onacHocTu, Tpebyemeix 3aKo-
HOAAaTEenNbCTBOM B LENSAX PErMCTpaLMn Unn NULEH3MPOBAHUSA NEKapCTBEHHbIX CPEeACTB, NECTULMAOB, NMULLEBbIX
1 KOPMOBBIX 06aBOK, KOCMETUYECKON NPOAYKLIMK, BETEPUHAPHBIX NPEnapaToB 1 ApYrux Nogo0HbIX NPOAYKTOB, a
TalKKe XMMUYECKUX BELLECTB MPOMbILUIIEHHOTO HAa3HAYeHUS, 38 UCKITIOYEHUEM CriyYaes, 0CO00 OrOBOPEHHbIX
B COOTBETCTBUM C HALMOHAIbHbLIM 3aKOHOAATENLCTBOM.

2 TepMuHbI U onpeneneHns
B HacToswem cTaHgapTe NpUMEHeHbI Criegytowme TEPMUHbI C COOTBETCTBYIOLLIMMU OnpeaeneHusiMmu:

2.1 MpuvHUMNbI Hagnexauen 1adopaTopPHON NPAKTUKK

2.1.1 MpuHUMNbI Hagnexauwen nadbopaTtopHoun npakTukm (Good Laboratory Practice (GLP)): Cucrema
obecneyeHns Ka4yecTBa, UMEIOLLIAsi OTHOLLIEHWE K MpoLieccam opraHusauum, nnaHupoBaHusl, NOpsAKy NpoBeae-
HWSA U KOHTPOIO UCCNEA0BaHUI B 00MacTu OXpaHbl 340POBbS YENOBEKA M BE30NaCHOCTN OKPYXKAIOLLEN CPEeAbl,
a Tarke 0hOPMMIEHUs, apXMBUPOBAHUS U NPEACTABNEHNUSA PE3YNbTAaTOB 3TUX UCCIEA0BaHUN.

2.2 OpraHuMsauma UcnbITaTesIbHOro LeHTpa

2.2.1 ucnbiTatenbHbIA LeHTP (test facility): dakTuyeckoe MecTo NpoBeAEHUS HEKITMHUYECKOTO NCCNEeA0-
BaHUA MEAMLUMHCKOWM U 3KOMornyeckoin 6e3onacHoCcTu, rae HaxoauTCs KOMMEKTUB CrEeLuanMcroB, NOMeLLEHUs
n obopyaoBaHue, HeoBXoAMMbIE ANS €70 BbIMONHEHUs. Ecnu nccnegoBaHns BbINMOSHSIOTCA Ha HECKOMbKUX UC-
nbiTaTenbHbIX NAOLWAAKaX, TO NoA TEPMUHOM «UCMbITATENbHbIA LIEHTP» MOHMMAIOT COBOKYMHOCTb MIIOLLIAAOK,
KOTOpbI€ MO OTAENBHOCTU UMK B COCTaBE FPYNM y4acTBYIOT B MPOBEAESHUN UCCIEA0BaHNS, BKIOYas NioLaaky,
Ha KOTOPOW HAXOAUTCH PYKOBOAUTENL UCCNENOBAHUS.

2.2.2 ucnbiTatenbHas nnouwagka (test site): Mecro npoeseaeHus kakoro-nubo atana uccrnegoBaHus.

2.2.3 agMuMHUCTpaumAa ucnbitatenbHoro ueHTpa (test facility management): Nluuo nnm nuua, opuum-
anbHO BO3IMAaBNAOLLME UCNLITATENLHBINA LIEHTP U OTBETCTBEHHbIE 3@ OpraHM3aumio u cobnogeHve B Hem MNpuH-
LUMNOB Hagnexawlen naboparopHON NPakTUKK.

M3paHue ocpuuymanbHoe



FOCT 33044—2014

2.2.4 apMuHUCTpauUMAa ucnbiTaTenbHON nnowaaku (test site management): Jiuuo unu nuua (B cnyvae
Ha3Ha4eHus1), OTBETCTBEHHOE(bIE) 3a NPOBEAEHWE HAa HEN COOTBETCTBYIOLLEro(Mx) atana(os) MccnesoBaHus
cornacHo lMpuHuunam Hagnexailen nabopaTtopHON NPaKTUKK.

2.2.5 cnoHcop (sponsor); Puanyeckoe Mnu puanyeckoe nuuo, KOTOPOe WHULMMPYET, 0hOpMIseT
3aka3, noaAepXKuBaET W/WMU YTBEPXAAEeT NMPOBEAEHME HEKIIMHUYECKOTO UCCNeAoBaHUs MeAWLUHCKON W
3Konorn4eckor 6e30nNacHOCTU M HECET OTBETCTBEHHOCTb 3a €r0 OpraHu3aumio U MHaHCUpPOBaHME.

2.2.6 pykoBoautenb uccriegoBaHus (study director): Jluuo, OTBETCTBEHHOE 3a NPOBEAEHNE HEKMUHUYE-
CKOr0 UCCreaoBaHMs MeaULMHCKOM U SKOMOrudeckon 6e3onacHOCT OT Havana Ao KoHUa.

2.2.7 oTBeTCTBEHHbIN Uccneaosaresib (principal investigator): Jluuo, koTopoe B criyyae nNpoBeaeHus
UCCNeaoBaHUA Ha HECKOMbKMUX UCTIbITATENbHbIX MAOLLAAKAX AEWCTBYET OT UMEHU PYKOBOAUTESA MCCNEea0BaHUS U
HeCeT OTBETCTBEHHOCTb 3a NepeaaHHble B ero BeAeHNe aTanbl UCCNea0BaHus.

MpuMeyanue— OTBETCTBEHHOMY UccriefoBaTento(siM) He MoXeT GbiTb MOMHOCTLIO NepefaHa OTBETCTBEH-
HOCTb PYKOBOAWTENS UCCIIEL0BaHUS 3a NPOBEAEHNE UCCIIE[0BaAHNS, MOCKOSbKY OHa BKITKOYaeT B cebs yTBepXASHUE nna-
Ha UCCIef0BaHNUs U MONPaBKW K 3TOMY MaHy, yTBep)AeHWe 3aKIioYUTENbHOMO OTHETa U rapaHTUK, YTO BCEe UCCTe0BaHNs
COOTBETCTBYIOT [MpUHLMNaM Hagnexallei nabopaTopHOM NpakTUKA.

2.2.8 nporpamma obecnevyeHus kayecTBa (quality assurance programme): lMporpamma pabor, BbINomnHs-
€MbIX NepCoHanoM, He3aBMCUMbIM OT NPOBEAEHMS NCCNEA0BaHWIA, U HANPaBMNEHHLIX HA obecnevyeHue agMUHU-
cTpauuen uenbiTatensHOro LeHTpa cobniogeruns MpuHUMnoB Haagnexawen naboparopHOW NPaKTUKK.

2.2.9 cTaHpapTHble onepauMoHHble npoueaypwbl; COIM (standard operating procedures; SOPs): oky-
MEHTUPOBAaHHbIE NPOLIEAYPLI, COAEepXalume onucaHue npoLeccosB NPOBeAEHUS UCMbLITAHUA UMK APYrov Aes-
TENbHOCTHU, KaK NPaBusno, He NPeaCTaBleHHbIE AETaNbHO B NMTAHaX UCCNEAOBAHMA MU PYKOBOACTBAX MO METO-
Oam NPoBeAEHUA UCTIbITAHUA.

2.2.10 ocHoBHoi1 nnaH-rpaduk (master schedule): Cesogka nHdopmauum, NO3BONAIOLLASA OLEHUTL pa-
Go4yI0 HarpysKy 1 UCrnonb3yemasn Ana KOHTPONA NPOBEASHNA UCCNEA0BAHUI B UCMLITATENbHOM LIEHTPE.

2.3 HeknuHuyeckoe uccrnenoBaHue MeaULUMHCKON U 3KONorm4yeckon 6esonacHocTun

2.3.1 HeKNMHUYECKOoe uccneaoBaHne MeaULIMHCKON U 3Konornyeckon 6esonacHoctu (non-clinical
health and environmental safety study): SkcnepumeHT unu psiq 9KCNEPUMEHTOB, COMMACHO KOTOPbIM 0ObekT
UCMbITAHWI MOABEPraloT UCCNEAOBAHUIO B 1abopaToOpHbIX YCIOBUSX M YCIIOBUSIX OKPYXKAIOLLEN Cpefibl, YTOObI
Mony4YnTb AaHHbIE O CBOMCTBAaX 0ObeKTa u/unu ero 6e3o0NacHOCTM U NPeACTaBUTb UX HA PACCMOTPEHUE perynu-
PYIOLLMM OpraHam.

2.3.2 kpaTkocpouHoe uccneposanue (short-term study): NccneposaHue, NpoBoAMMOE LLMPOKO pac-
NPOCTPaAHEHHbIMU METOAAMMN B TEYEHNE HEMPOAOIHKUTENBHOIO BPEMEHM.

2.3.3 nnaH uccnepoBaHua (study plan): [lokyMeHT, ONMUCLIBAIOLLMIA LIENN U METOAONOMMIO IKCTIEPUMEHTA
NS NPOBeAEHNUS UCCNEA0BAHNSA, a TaloKe BKIIOYAIoLWMI B ce0si BCe NONpaBku, BHECEHHBIE B 9KCNEPUMEHT.

2.3.4 nonpaBka K nnaHy uccnegosaHua (study plan amendment): LieneHanpasneHHoe usMeHeHue B
nnaHe nccnegoBaHus, BHECEHHOE NOCne Aarbl Havana uccnegoBaHus.

2.3.5 oTknoHeHue OT NnaHa uccrnieaosanus (study plan deviation): HenpeaHamepeHHOe OTKNOHEHUE OT
nnaHa nccnegoBaHus Nocne AaTbl HaYana uccnegoBaHus.

2.3.6 TecT-cuctema (test system): buonornueckas, xummudeckasa unu usudeckas cuctema B oTaesnb-
HOCTM UM B KOMOMHaLMKN APYr C APYrOM, UCMOMb3yeMasi B UCCReA0BaHUMN.

2.3.7 nepBUYHbIe AaHHblIe uccneaoBanua (raw data): OpuruHanel 3anucen U AOKYMEHTOB UCNbITa-
TENbHOrO LEeHTpa N ux 3aBepeHHbIe KOMuK, oTpaxalowme pesynsraTtbl HabnoaeHuin U npoueaypbl, Npose-
OEHHbIE BO BPEMS UCCNEA0BaHUS.

MpuMeyaHue—IllepBUYHBIMU AAHHBIMW MCCMEAOBaHUA MOryT 6biTh: doTorpadumn, MUKPOPUIbMBI, MUKPO-
MAEHKN, MX KOMWUU, AUCKETHI U KOMNAKT-AUCKU, paboume 3anucu, BKoHas 3anucu NoKasaHwii aBTOMaTU3MpOBaHHbLIX MpK-
6opoB, ¥ Apyrue HOCUTENMW AaHHbIX, KOTopble obecneynBatoT HesonacHoe XxpaHeHue UHOPMaLUMK B TeHYeHUe onpeperieH-
Horo nepuoga BpemeHu (cm. 2.3.10).

2.3.8 obpasey (specimen): Iio6oi martepuan, B3sTblii U3 TECT-CUCTEMbI ANA U3YYEHUS, aHANU3a UMK
XpaHeHus.

2.3.9 pata Hayana 3akcnepumeHTa (experimental starting date): [Jata nony4yeHns nepBbiX 3KCNEPUMEH-
TanbHbIX JaHHbLIX MO UCCMEA0BaHMIO.

2.3.10 paTta okOH4YaHUA 3KkcnepumeHTa (experimental completion date): [lata nony4yeHust nocnegHux
BKCMEPUMEHTANbHBIX A aHHbIX N0 UCCNEA0BAHMUIO.

2
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2.3.11 parta Havana uccnegoaHus (Study initiation date): [lata nognucanus pykosogutenem uccneno-
BaHUSA NMnaHa MccneaoBaHus.

2.3.12 pata okOH4YaHuA uccneaoBaHua (study completion date): [lata nognucanus pykosogutenem
UCCneaoBaHUS 3aKMIOYUTENILHOMO OTYETA.

2.4 OOBEKT ucnbiTaHus

2.41 o6bekT ucnbiTanus (test item): OBvekT, npeacrasnsOLWMiA OGO NPeaMeT UCCNEA0BaHUS.

2.4.2 cTaHpapTHbIA 06BLEKT (ob6paseL), «KOHTPONbHbIN» 06bLEKT (oGpaseu) (reference item,
«control itemy):; OBbekT (06paseLy), UCNONb3yeMmblii ANt CPABHEHUS C 0OBEKTOM UCMbITAHUS, UMEIOLLMIA 0PULIM-
anbHO yAOCTOBEPEHHbIN COCTaB.

2.4.3 naptusa, cepus (batch, lot): OnpegeneHHoe KONMMYECTBO 0OLEKTA UCMLITAHUS UMM CTAHAAPTHOMO
obbekTa, NoslyYeHHOE B TEYEHWEe ONPEAENEHHOro NPOU3BOACTBEHHOTO LMKMA TakuM CMOCOBOM, YTO 3TOT 0BbekT
UMEET OAHOPOAHbIN XapakTep U AOKeH BbITb Ha3HaYeH B 3TOM KayecTBe.

2.4.4 nocutensb (vehicle): BeLecTso, UCnonb3yemoe Ans CMELLUMBAHUS, AUCNEPIMPOBaHNS UMK PacTBOpe-
HWA 0OBEKTA UCTILITAHUA UMM CTAHAAPTHOTO 0ObEKTa M NO3BONSIOLEE 0BNEerYynTb Ero BBEAEHUE B TECT-CUCTEMY.

3 MpuHUMNBLI Hagnexauen nadopaTtopHON NPaKTUKU

3.1 OpraHu3saumsa u nepcoHan UCNbiTaTesIbHOro LeHTpa

3.1.1 O683aHHOCTU aAMUHUCTPALUM UCTILITATENBLHOIO LeHTpa

3.1.1.1 AAMUHUCTPALMUS UCMbITATENBHOIO LIEHTPA AOMKHA rapaHTUPOBaTh, YTO MPUHLMNLI HaANeXa-
e nabopaTopHoli npakTuku GyayT cobniogeHbl B NONHOM 06beMe.

3.1.1.2 B 4acTHOCTU, aAMUHUCTPaLMS AOIDKHA:

a) yTBepAUTb NOMOXKEHUSA, COrNaCHO KOTOPLIM ONPEAEnsoT nNuuo(a), BeINonHsowee 0693aHHOCTU py-
KoBOACTBA cornacHo MpuHuunam Haanexatlel nabopaTtopHON NPaKTUKK;

b) oBecnedynsatb HanMuue B JOCTATOMHOM KONMMYECTBE KOMMETEHTHOrO MEpCoHarna, COOTBETCTBYIOLLMX
nomeLueHuii, 060pyaoBaHWA U Matepuanos, Heo6X0AMMOrO ANs CBOEBPEMEHHOIO U HAANEXALLEro NPOBeAeHUs!
UccnenoBaHus;

c) obecneuvBaTtb NoaAepXaHue B akTyanbHOM COCTOSIHMM JOKYMeHTauuu o6 ypoBHe kBanudukaumu,
o6pa3oBaHum, oneiTe paboThbl U JOMMKHOCTHBLIX 06513aHHOCTSIX CMELMATIMCTOB M TEXHUHECKOTO NepcoHana;

d) rapaHTMpoBaTb YETKOE MOHUMAaHME CBOMX 0BSI3aHHOCTEN COTpyAHUKaMMU, W, NPU HEOOXOAUMOCTH,
obecneunBaTb UM COOTBETCTBYIOLLEE 0DYYEHNE W NOATOTOBKY;

€) HEeCTU OTBETCTBEHHOCTb 33 BbINOMHEHUE UCCEen0BaTENLCKUX PABOT B COOTBETCTBUM C AEACTBYIOLLIMMU
cTaHAapTHLIMKU ONepaUnoHHLIMK NPOLEAYpPaMU; YTBEPXAaTb BCE AENCTBYIOLLME CTaHAAPTHbLIE ONnepaLynoH-
Hble npoueaypbl M NONPAaBKU K HUM;

f) HecTW OTBETCTBEHHOCTH 3a OpraHM3auuio NporpamMbl 06ecneyeHns kauecTsa C Ha3Ha4YeHHbIM Nepco-
HanoM u ee peanu3auuio B COOTBETCTBUM C [NpuHLUMNaMn Hagnexaiuein nabopaTopHoOii NPaKTUKK;

g) HasHa4uTb A0 Hayana UCCneaoBaHus B KA4eCTBE PyKOBOAUTENS MCCNef0BaAHNUA COTPYAHUKA, UMEIOLLE-
ro COOTBETCTBYIOLLUEE 0Opa3oBaHue, kBanudukaumio n onbiT paboTbl. 3ameHa pykOBOAWUTENS UCCMNeaoBaHUS
JOMKHa NPOBOAUTLCA B COOTBETCTBUM G YCTAHOBIEHHbLIM MOPSIAKOM U AOMKHA ObITb AOKYMEHTUPOBAHA;

h) HasHauatb, B criyyae Heo6xoAnMOCTH, NPW NPOBEAEHUN UCCNEA0BaHUA HA HECKONbKMX UCTbITATEMb-
HbIX MNoLaAKax OTBETCTBEHHOrO UCCNeAoBaTens, KOTopbIii 0bnaaaeT cCoOTBETCTBYOLWMM 06pa3oBaHneM, KBa-
nudukaumen u onbITOM, YToObl KOHTPONMPOBATL NPOBEAEHME AAHHOIO dTana (3TanoB) UCCNEaoBaHNA. 3aMeHa
OTBETCTBEHHOIO UCCneaoBarens AoMmKHa NPOBOAUTLCA B COOTBETCTBUM C YCTAHOBIEHHBIM NMOPAAKOM U AOMKHA
ObITb JOKYMEHTMPOBAHA;

i) rapaHTMpoBaTb, 4TO MMaH uccnegoBaHus Oyaer OOKYMEHTanbHO YTBEPXOEH PpyKOBOAMTENEM
UccnenoBaHus;

j) rapaHTupoBaTtb, YUTO pyKOBOAUTENL UCCNEAOBAHUS NPeaoCTaBuT cnyxbe no obecnedyeHnto kadecTsa
AOCTYN K YTBEPXAEHHOMY NnaHy uccrnenoBaHus;

k) obecne4mBaTb COXPAHHOCTb MCTOPUYECKUX haiNOB BCEX CTAHAAPTHbLIX ONepaLMOHHbLIX NPOLEayp;

[) HasHa4yaTbL OTBETCTBEHHOIO 38 YNPAaBMeHWe apXMBOM (apXuBamu);

m) rapaHTUpOBaTh BbLIMOMHEHME OCHOBHOIO NnaHa-rpaduka;

N) rapaHTUpoBaTb, YTO PECYPChbl UCMLITATENBHOIO LIEHTPa COOTBETCTBYIOT TpeboBaHUAM, NpeabsaBnse-
MbIM K MX UCMONb30BAHMIO B UCCIIEA0BaHUN;



rocCT 33044—2014

0) MNPy NPOBEAEHUM MUCCIEAOBAHUMA HA HECKOMbKUX MCMbITATENbHLIX Nrowaakax obecneunsarb yeT-
KOe U COrnacoBaHHOE B3aUMOAEWCTBME MeXqy PYKOBOAMTENEM WCCNEeAOBaHUsl, OTBETCTBEHHbLIM(MM)
uccnegosarenem(siMum), cny®oil N0 obecnevyeHnio Ka4yecTBa M CrneuuanucTamu, BbIMOMHAIOWMMU AaHHOE
UCCNeAoBaHue;

p) rapaHTUpOBATb, UTO OOBLEKT UCMILITAHWIA U CTAHAAPTHBIN 0OBLEKT ONUCAHBI AOMMKHbLIM 06pa3oM;

() ycTaHaBnueaTb NPOLEAYPbl ANsi NOATBEPXKAEHUS TOTO, YTO KOMMbIOTEPU3UPOBAHHLIE CUCTEMbI COOT-
BETCTBYIOT CBOEMY Ha3HAYEHMIO, a TaKKe BanuanpyloTcs, ynpasnsaoTca U NoAAepXMBaloTCca cornacHo Mpuk-
uunam Hagnexate nabopartopHoi NPaKkTUKK.

3.1.1.3 Mpwu BbINONHEHUU KAKOrO-NMBO 3Tana(oB) UCCNEAOBAHMA HA UCNLITATENLHOW NNOLAAKE B KOM-
NEeTeHUMI0 aAMUHUCTPALIMK UCMLITATENbHOW NNoLWAaaKK (B Cnyvyae HasHa4eHUs) BXOAAT BCE BblLLENEpeYnc-
neHHble 06g3aHHOCTU, kpome 3.1.1.2, nepeuncnenus g), i), j) u o).

3.1.2 O6A3aHHOCTU PYKOBOAUTENA UCCNEAOBAHUA

3.1.2.1 PykoBogutens UccnenoBaHus ocyllecTenseT obuwee pykoBoaCTBO NpoBegeHWEM UCCReaoBa-
HUS, OTBEYAET 3a NOATOTOBKY 3aKMIOYUTENBHOO OTYETa.

3.1.2.2 B 0653aHHOCTH PYKOBOAUTENA UCCNEA0BAHUA BXOAAT KaK MUHUMYM cneaytowme yHKLMK:

a) yTBepxaaTb nnaH uccnefoBaHUsl U NONPAaBKM K HEMY CBOEI NOANUCHIO C YKa3aHWEM AarThl;

b) rapaHTupoBarb, UTo cryx®a no obecneveHnIo kayecTea MMEET KONUKM NilaHa UCCNeaoBaHUs Co CBoe-
BPEMEHHO MOMyYeHHbIMKU MONPaBKaMmn K HEMY, M HAXOAUTLCA C COTPYAHUKaMK CRyxObl 06ecneveHns kauecTsa B
MOCTOSAHHOM KOHTaKTe Ha NPOTSH>KEHUU BCEro UCCNEAOBaHUS;

C) rapaHTMpOBAaTb, YTO MNaHbl UCCrEea0BaAHMIA, NONPABKU K HUM U CTaHAAPTHbLIE ONepaLUMOHHbIE npoueay-
pbl AOCTYMNHbI CMELMANUCTaM, BbINOMHAOLMM AAaHHOE UCCNEAOBaHUE;

d) rapaHTUpoBaTb, YTO B MNMaHEe UCCMeA0BaHUA U 3aKNIOYUTENbHOM OTHETE O pesynbrarax UCCneaoBa-
HUS, BLINONIHEHHOTO HA HECKONbKUX UCMbITATENbHBIX NAOLWAAKAX, onpeAeneHbl PONU KaXaoro OTBETCTBEH-
HOTO MCMOMNHUTENA(EN) U KaXO0ro U3 UCNbITaTeNbHbIX LEHTPOB U UCNLITATENBbHbIX NOLWWAA0K, BOBIEYEHHbIX B
npoBeaeHne UCCIEeA0BaHUS;

€) rapaHTMpoBaTh, YTO MPW BbINOSIHEHUM PaBGOT B COOTBETCTBUM C MSIAHOM WCCNEAOBAaHUS NPOBOANAT-
CSl OLEHKA M JOKYMEHTUPOBAHWE BMUSAHMA NOObIX OTKNOHEHWI OT NraHa UCCea0BaHUsA Ha KauecTBO W ue-
NOCTHOCTb NPOBEAEHUSI UCCIIEA0BAHUA U NPU HEOOXOAUMOCTU MPUHMMAIOTCA KOPPEKTUPYIOLLME AENCTBUS, a
TaKKe Npu3HaeaTb AONYCTUMOCTb OTKIMOHEHUW OT CTaHAAPTHLIX ONEPAaUUOHHbLIX Npoueayp NpyW NpoBeaeHuU
UCCNeaoBaHus;

f) rapaHTupoBaThb, YTO perucTpauusi BCex NepPBUYHbLIX AAHHbLIX UCCNEAOBAHUA MPOBOAUTCS B MOJTHOM
obbeme;

g) rapaHTMpoBatb, 4TO KOMMbIOTEPU3UPOBAHHLIE CUCTEMbLI, WCNOMb3yeMble B WUCCINEAO0BaHUM,
BanuAUpPOBaHbI;

h) nognucbiBaTb M AATUPOBATH 3aKMIOYUTENLHBLIA OTYET, TEM CaMbiM NPUHUMAS Ha cebs OTBETCTBEH-
HOCTb 3a JOCTOBEPHOCTL MHCGOPMALIMK 1 38 BLINOSIHEHUE UCCNEAOBAHNA B COOTBETCTBUU C NpuHUMnamu Haj-
nexawen naboparopHON NPaKTUKK;

i) rapaHTMpoBaTb, YTO NOCMe 3aBepLUEHUs (BKNOYasa NpekpawieHne) nccneaoBaHua nnaH uccreaoBa-
HUS, 3aKMNIOYUTENbHLIA OTYET, NEPBUYHbIE AAHHbIE UCCAEA0BAHUS U CONYTCTBYIOLWME MaTepuarnbl nepeaaioTca
B apXuB.

3.1.3 O65a3aHHOCTU OTBETCTBEHHOIO UccneaoBaTens

OTBETCTBEHHbIW UCCMeAoBaTeNb HECET OTBETCTBEHHOCTbL 3@ NPoBeAEHUE MOPYUYEHHbIX €My 3TanoB
MCcCneaoBaHus B COOTBETCTBUM C [MpuHUMNaMu Hagnexawyen nabopaTopHo NpakTuku.

3.1.4 O65a3aHHOCTU NEepPCOHasIa, BbINOJIHAKWEro NccrneaoBaHua

3.1.4.1 Becb nepcoHan, BOBMEYEHHbI B NPOBEAEHME UCCNEeA0BaHUA, A0MKEH 3HaTb MpuHUMNLI Haane-
Xaluen naboparopHOM NPaKTUKKM B 4acTU, KOTOPAA UMEET OTHOLLEHUE K UX Y4aCTUIO B UCCNEAOBAHUN.

3.1.4.2 lMepcoHan, BbINOSTHAIOLWIA UCCNEA0BAHNA, AO0SDKEH MMETbL AOCTYN K NNAHy UCCNEeA0BaHUA U CO-
OTBETCTBYIOLLMM CTaHAAPTHLIM ONEPaLMOHHBIM NpoueaypaM, NPUMEHAEMbIM K UX y4acTUIO B UCCeA0BaHUM.
Ero 0683aHHOCTBIO SABNSIETCA BbINOJIHEHNE UHCTPYKLUMA, COAEPXALLMXCA B 3TUX AoKymeHTax. JlloGoe OTKIoHe-
HWE OT 3TUX MHCTPYKLMIA JOIMKHO ObITb 3aPErMCTPUPOBAHO; O TAKOM OTKIOHEHUM AOIMKHO BbiTb COOGLLEHO HENo-
CpeACTBEHHO pyKOBOAUTENMIO UCCreoBaHus n/unu npu HeobxoaMMOCTM OTBETCTBEHHOMY UCCEA0BaTENIO(SIM).

3.1.4.3 lNMepcoHan, BLINOMHAIOWMIA UCCNEA0BaHWUA B COOTBETCTBUM C HacToswmmu MpuHuyunamu Haane-
Xawer nabopaTtopHOW NpakTukn, 06s13aH CBOEBPEMEHHO U TOYHO BECTU 3anMCH NEPBUYHBLIX AaHHbIX UCCTEa0-
BaHWUSA U HECTU OTBETCTBEHHOCTb 3a JOCTOBEPHOCTb NPEACTABNEHHbLIX UM AAHHbIX.

3.1.4.4 lNMepcoHan, BLINOMHAOWMUIA UCCNEAOBAHUA, AOIDKEH NPUHUMATL MEPbI NPEAOCTOPOXKHOCTH, UTO-
6bl MMHUMU3NMPOBATb PUCK ANsi COBCTBEHHOIO 340POBbS U 0BecneynTb NMONHOTY NPOBEAEHUA UCCREea0BaHus.

4
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060 Bcex criyyasix 3abonesaHuii N HEAOMOTaHWii CreayeT HesameanUTeNbHO CoobLIaTh PYKOBOACTBY, NOCNe
Yero 3a60neBLLEro COTPYAHUKA OTCTPAHSIIOT OT Y4acTUs B UCCIIeA0BaHUM, YTOGLI €10 COCTOSIHUE HE MOTTIO Mo-
BIMATb HA NPOBEAEHWNE UCCNEA0BAHMS.

3.2 Nporpamma oGecneyeHus KayecTsa

3.2.1 O6ume nonoxeHus

3.2.1.1 WcnbITaTenbHbI LEHTP AOIPKEH UMETb JOKYMEHTUPOBAHHYIO NporpaMmMy obecrnevyeHns Ka4yecTBa,
yT0Obl rapaHTMpPOBaThb, YTO NMPOBOAUMbIE B HEM MCCNEAOBaHUS COOTBETCTBYIOT MpuHUMNaAM Haanexawlen
nabopaTopHOl NPaKTUKN.

3.2.1.2 3a BbINONIHEHUE NPOrpamMmmMbl 00ECNeYeHUst Ka4eCTBa OTBEYAET(IOT) YNONMHOMOYEHHOE(ble) NULo(a),
Ha3HayaeMble aaMUHUCTPAaUMUEN UCMbITATENbHOrO LEHTPA, HENOCPEACTBEHHO MOAYMHAIOLMECH €W, U 3HAaKO-
Mble C METOAAMU UCTIbITAHUNA.

3.2.1.3 Nuuyo(a), otBevarowee(ne) 3a obecnedeHne Kadvectsa, He AOMKHO(bI) BbITb BOBMEYEHO(bI) B
npoBeAEHNE UCCNEeA0BaHUS.

3.2.2 O6aA3aHHOCTH CNyX0bl N0 00ecneYyeHuro KayecTea

3.2.2.1 Cnyxb6a no o6ecnevyeHunio Ka4ecTBa AOMKHA BbINOMHATL crieaytoLme hyHKLUN:

a) UMETb B HanmUyuM 3K3EMMMAPbl BCEX YTBEPHAEHHbIX NMaHOB UCCMNefOoBaHUSA U CTAHAAPTHLIX onepa-
LMOHHbLIX Mpoueayp, MCNonb3yemblX B UCMbITAaTeNbHOM LIEHTPe, M AOCTYN K TeKyLlemy BapuaHTy OCHOBHOrO
nnaHa-rpaduka;

b) npoBepsaTh, YTOOLI NNaH UCCreaoBaHus cogepxan nHgopmMaumto, HeoBXoAUMYIO ANst COOTBETCTBUSA
MpuHuMnam Hagnexatyen nabopaTopHOW NpakTuku. [JaHHaa NnpoBepka A0MmKHa ObiTb JOKYMEHTMPOBAHA;

C) OCYLLECTBMATb MHCNEKUUW 3a MPOBEAEHWEM BCEX UCCMEAOBaHWN B COOTBETCTBUM C HACTOALLMMMU
MpuHuMnaMmm Haanexawlen nabopaTtopHON NPAKTUKN U AOCTYMHOCTbLIO NIAHOB UCCNEeA0BaHUA U CTaHAAPTHbIX
onepaLMoHHbIX Npoueayp NepcoHany, BOBNEYEHHOMY B NPOBEAEHUE UCCNEN0BAHUS.

MpeaycMoTpeHbl TpU TUNa MHCNEKUMI B COOTBETCTBUM CO CTaHAAPTHLIMM ONepauuoHHbIMK Npoueaypami,
onpeAeneHHbIMK B MporpamMmMe 00ecneyeHns kayecTsa:

- MHCNEKLUWU OTAENbHbIX UCCNEN0BAHUN;

- MHCNEKUUW UCMbITAaTENbHOrO LEHTPA;

- MHCNEKUUN OTAENbHbIX MPOLIECCOB.

Il pumMmed4yaHune — OT4eThbl NoA06HbBIX I/IHCI'IeKLU/II7I LOIKHbI BbITh COXpaHeHbl,

d) npoBepATb 3aKNOYUTENbHbIE OTHETHI; MOATBEPXAATb, YTO METOAbI, Npoueaypbl, HabnaeHNa us-
TNOXEHbl TOYHO U NOMHOCTLIO U YTO PE3ynbTaThl B NOSIHON MEpPEe OTPaXKaloT NEPBUYHbIE AAHHbIE UCCNEA0BAHMWIA;

€) CBOEBPEMEHHO NPeACTaBnATh pesynbrarbl 06 MHCNEKUMAX B MUCbMEHHOM BUAE aAMUHUCTPaLMKN UC-
NbITATENLHOIO LEHTPA, PYKOBOAUTENIO UCCEA0BAHNSA, OTBETCTBEHHOMY(bIM) UCCREA0BaTENO(SM) 1, NPU He-
06X0AUMOCTH, APYTUM PYKOBOASALLMM pabOoTHUKAM;

f) BHOCUTb B 3aKMIOUYUTENBHbIN OTYET noaAroToBneHHoe n NognUcaHHoe 3akn4veHune o Tunax VIHCI'IeKLI,I/IVI
1 garax ux nposegeHus ¢ uHcopMauuen ob srane (3ranax) NPOBEPAEMOro UCCREAOBaHNA U aaTe nepegaqn
pe3ynsratoB MHCMEKTUPOBAHUA aAMUHUCTPALMK UCNbITAaTESNbHOIO LieHTpa, PyKOBOAUTEMIO UCCNeaoBaHUA U OT-
BETCTBEHHOMY MCCIIEA0BATENIO B ClyYae HEOOXOAUMOCTU. DTO 3aKIIOUMEHUE TaKKe AOMMKHO CoAepXaTb UH-
dropmMaLnio 0 TOM, YTO NEPBUYHBLIE AaHHbIE UCCNEA0BaHUS OTPAXKEHbI B 3aKIOYUTENbHOM OTYETE JOCTOBEPHO.

3.3 MomelwweHus

3.3.1 OOwue nonoxeHus

3.3.1.1 Pa3smepbl, yCTPONCTBO U pacnofnoXeHne NOMELLEHNIA JOSMKHbI OTBEYaTh 3aga4amM UCCnegoBaHus.
MomMeLeHna gosmkHbl ObITb YCTPOEHbI TakuM 00pasoM, YTOObl BMSAHME Ha XO4 MCCNeaoBaHWin OblNo MUHK-
MarnbHbIM.

3.3.1.2 MNMomeLLeHna gOmKHbl ObITh CnaHUpPoBaHbl Takum 06pasom, 4Tobbl ObIo obecnevyeHo mMakcu-
ManbHO U30NMPOBAHHOE NPOBEAEHNE KAXKAO0r0 NCCNeA0BaHNUA pasnyHbIX BUAOB (TUMOB).

3.3.2 MNomellneHna ansa TeCT-CUCTEM

3.3.2.1 B ncnbITatenbHOM LEHTPE AOMKHO ObiTb AOCTATOMHOE YMCIO MOMELLEHWIA UK 30H, 4TOObI 00e-
CNe4YnTb U3OMALUIO TECT-CUCTEM U MHAUBUAYASIbHBIX NPOEKTOB, €CMW M3BECTHO, UTO OHW NpeaycmaTpuBatoT
MCNONb30oBaHWe BELLECTB UMM OPraHM3MOB, OTHOCALLUXCS K pa3psaay OMonornyecknm onacHbIX.

3.3.2.2 [Ina anarHOCTMPOBaHUS, Ne4YeHNa U KOHTPONs 3abonesaHui AOSmkHbI ObiTb BblAENEHbI NoaAXoAs-
LMe NoOMEeLLEHMS Unu 30HbI, YToBbI 06ecneunTb CTabUbHOCTb U COXPAHHOCTb TECT-CUCTEM.
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3.3.2.3 B ucnbiTatensHOM LEHTPE A0MKHbI GbITb KOMHATEI XPAHEHWS UMK 30HbI ANS PECYPCOB M 060pya0-
BaHMA. OTU NOMELLEHNSA AOMKHbI ObITb U30NUPOBAHLI OT MOMELLUEHUA UMW 30H, COAEPXaLUUX TECT-CUCTEMDI, B
uensx obecnevyeHnss UM aeKkBaTHON 3aLLUTbI OT UHBA3UM, 3arPA3HEHUS W/UMK 3aPa>KEHUS.

3.3.3 Nomewenns ana o6paboTKM OOBLEKTOB WCMbITAHUA W CTAHAAPTHbIX (KOHTPONbLHbIX)
obbekToB

3.3.3.1 [Ona npegotBpalleHusi 3arpA3HEHNUs B UCTILITATENBEHOM LEHTPE AOIDKHbI ObiTh OTAENbHbIE NoMe-
LLUEHWUS UK 30HbI AN NOMYYEHUS U XPAHEHUSA OOLEKTOB UCTILITAHUIA U CTAHAAPTHBIX (KOHTPONbHBIX) 0OBLEKTOB U
CMELLMBAHNS OOBLEKTOB UCTILITAHUI C HOCUTENAMM.

3.3.3.2 Xpanunuwia ana 06bLEKTOB UCNLITAHWIA AOMKHBI ObITb U30NMUPOBAHLI OT MOMELLEHUIA UMK 30H,
cofepXaLLmx TeCT-CUCTEMbI, W JOMKHbI COOTBETCTBOBATL TPeBOBaHUAM NO 06eCnevYeHuto MAEHTUIHOCTH, KOH-
LeHTpauum, YUCTOTbl U CTabunbHOCTU, a Takke 6e30MaCHOMY XPaHEHUIO0 ONaCHbIX BELLECTB.

3.3.4 lMNMomelweHusa gnsa apxmeoB

Cneayet npegycMOTpeTb NOMELLEHNUA AN apXMBOB, B KOTOPbIX Heobxoaumo obecneuutb GesonacHoe
XpaHEeHUe U CMCTEMY MOUCKA NIIAHOB UCCNEAOBAHUIA, NEPBUYHBLIX JAHHLIX UCCNEA0BAHUI, 3aKIMIOUUTENbHbIX OT-
YeToB, OOBLEKTOB MCMbITAHMI 1 00pa3LoB. B 3TUX NOMELLEHUAX A0MKHbI ObITb CO31aHbI yCNOBUSA, 0becnevnsa-
oLUMe JONrOBPEMEHHOE XpaHeHe apXMBHbIX MaTepuanos.

3.3.5 YpaneHue oTrxoooB

O6paboTka U yaaneHue OTXO4O0B AOMKHbI ObiTb BbIMOMHEHbI TakUM 00pa3oM, YToObI HE MOABEPTHYTb
OMacHOCTW NPOBEAEHUE UCCNEA0BAHUN U HE UCKA3UTb UX pesynbrarbl. [na atoro Tpedyerca obecnevuTb cooT-
BETCTBYIOLLIME YCMOBUA ANg cOopa, XpaHEHUs U BbiBO3a OTX0A0B, a TAloKe NpoLeayp ux Ae3aktuBauuu u nocneay-
IOLLEN TPAHCMOPTUPOBKM.

3.4 O6opynoBaHue, MaTepuarbl U peareHTbl

3.4.1 ObBopyaoBaHue, BKIIOYAsA BanuMAUMPOBAHHbIE KOMMNbIOTEPU3UPOBAHHbLIE CUCTEMbI, UCMONb3ye-
Mble AN CO34aHUs, XPAHEHUS U NMOUCKA AAHHbIX, a TaKe ANA KOHTPONsi NapaMeTpOB OKPYXAIoLLEN cpeabl, No
XapakTepucTukam 1 pacrnornioKeHMIO JOIDKHO COOTBETCTBOBATL LIENsIM M 3a4a4aM UCCNea0BaHUA.

3.4.2 [omkHO ObITb NPEAYCMOTPEHO NMepuogudeckoe TexHudyeckoe obecnyxusaHue o6opyaoBaHus,
UCNONb3yeMOro B UCCNE0BAHUM, BKITIOHAA PErynsipHbii NEpUoguyeckui 0CMoTp, yxoa, kanubpoBky u no-
BEPKY B COOTBETCTBUM CO CTAaHAAPTHLIMU ONEPALMOHHBLIMU Npoueaypamu. 3TU paboTbl AOMKHLI COMPOBO-
XOAaTbCA COOTBETCTBYIOLMMU 3anucsimu. KannbpoBky M noBepky cneayet NPoBOAWUTL B COOTBETCTBUM C HALMO-
HanbHbIMU UNW MEXAYHAPOAHBLIMW CTAaHAAPTAMU U3MEPEHUS.

3.4.3 O6opyaosaHue u martepuarnbl, UCNOMb3yeMble B UCCNIEA0BAHWUM, HE AOMKHbI BNUSITb HA COCTOSIHUE
TECT-CUCTEM.

3.4.4 XvMuuyeckue BeLLECTBA U UX CMECU, peareHTbl U PacTBOPbl AOMKHbI UMETb STUKETKU C yKa3aHMEM
CBeJEeHUN 0 HaMMEHOBaHWUM BELLECTBA, KOHLUEHTpauuu (B criyyae HeoOxoaAUMOCTH), AaTbl OKOHYAHKUS CPOKa Xpa-
HEHUs1 U MHCTPYKLMIO NO XpaHeHuto. flomkHa GbiTb AocTynHa uHdopMaums 06 usrotoBuTene, Aare NpousBoj-
CTBa U cTabunbHOCTU. CPOK XPaHEHUSA MOXET ObiTb NPOASIEH HA OCHOBAHWUK PE3yNbLTAaTOB AOKYMEHTUPOBAHHOM
NPOBEPKU UNKU aHanu3a.

3.5 TecT-cucTremsbl

3.5.1 dusnuyeckne U XMMHYECKNE TECT-CUCTEMBDI

3.5.1.1 TexHunyeckue xapakTepuCTUKM U pacnonoxeHue obopyaoBaHUA, UCNONb3yemMoro Ans nony4ve-
HWA DOUNKO-XMMUYECKMX JaHHbIX, AOSDKHbI YAOBNETBOPATL LIENSIM M 3aa4aM UCCnesoBaHust.

3.5.1.2 OomkHa ObiTb 06ecnevyeHa cOXPaHHOCTb (PU3UKO-XUMUYECKUX TECT-CUCTEM.

3.5.2 buonoruyeckue TeCT-CUCTEMbI

3.5.2.1 [nsa xpaHeHusn, pasMewleHus, 06paboTku u 3amtbl GUONOrMYECKUX TECT-CUCTEM AOIMKHbI ObITb
C03AaHbl Haanexawume ycnosus, obecneumsaloLme 0CTOBEPHOCTb NOJy4aeMblX pe3ynbraToB.

3.5.2.2 Kaxxgasa HoBasA NoCTynaroLwasi TECT-CUCTEMA XMBOTHOIO U pacTUTENBbHOTO NPOUCXOXAEHUST AOIMK-
Ha ObITb U30NMPOBaHA ANS OLEHKN COCTOSIHMSI 30POBbSA. [1pU BO3HMKHOBEHUM 3a060NeBaHUsi UNU CMEpPTHOCTU
JaHHYI0 NapTuio XXMBOTHLIX HE UCNONb3YIOT B UCCIIEA0BaHUU U, NpU HeobxoaumocTu, 6e3bornesHeHHO noaBep-
railot 3BTaHasuM. Ha MOMEHT aaTtbl Hayana aKcnepMMeHTa UCcnesoBaHusa BCe TECT-CUCTEMbI HE JOIDKHbI
UMeTb 3aboneBaHuii UMM COCTOAHUI, KOTOPbIE MOTYT CIY)>XMUTb NPENATCTBMEM LIENN UMK NPOBEAEHUI0 UC-
cnenoBaHus. TecT-CUCTEMDI, Y KOTOPbIX B XOA€ UCCIEA0BaHUSA BbisSIBNEHbI 3200eBaHus Unu TpaBMbl, crniegyer
U30NMMpoBaTh U NIeYUTb, €CMIM 3TO HeobXxoauMmo aAnsi obecneveHns NONHOTLI UCCIieA0BaHUs. [lnarHo3bl U ne-
yeHue nobbix 3aboneBaHnit Kak B X04€e UCCNEA0BaHUSA, TaK U A0 ero Hayana A0JDkHbl ObiTb JOKYMEHTUPOBAHbI.

6
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3.5.2.3 [laHHble 06 UCTOYHUKAX TECT-CUCTEM, AaTaxX UX MOCTYNNEHUS U COCTOSSHUM HA MOMEHT NOCTy-
NNeHUA AOMKHbI ObITb COOTBETCTBYIOLLMM 00pa3oM 3aperuCTpUpOBaHbI.

3.5.2.4 TMepen nepeoHaYasnbHbIM BBEAEHUEM 0ObEKTA UCTILITAHUS UM CTAHAAPTHOrO OObLekTa Guonoru-
YecKue TECT-CUCTEMbI AOIDKHBI NPONTU NEPUOA aKKNUMaTM3aLuu, 4OCTAaTOYHbIN ANA aganTaumm K yCrioBUsIM
nposeaeHus uccneaoBaHus.

3.5.2.5 Bea wHdopmauun, Heobxoaumas ana Haanexailen uaeHTudUKkauum TeCT-CUCTEMb, AOMKHA
ObITh YKa3aHa HA BXOAHbIX 1BEPAX NOMELLEHUI UNK KOHTEelHepaxX. OTAenbHblE TECT-CUCTEMbI, KOTOPbIE B NPO-
Lecce uccnefoBaHusa A0MKHbI ObiTb NEpeBeAeHbl U3 OQHOIO NMOMELLIEHUS B IPYrOe UM U3 OAHOTO KOHTEWHepa
B APYroM, AOMPKHbI UMETb COOTBETCTBYIOLLYIO MAPKUPOBKY A€ STO BO3MOXHO.

3.5.2.6 B TeueHue Ucnonb3oBaHUA, NOMELLUEHUS NN KOHTENHEPLI ANsl COAEPXXaHUA TeCT-CUCTEM NoA-
nexat perynspHoi ybopke u caHutapHoin o6pabotke. Matepuanbl, KOHTAaKTUPYIOLUME C TECT-CUCTEMOW, He
JOMKHbI COAEPKaTb 3arpsI3HAIOLIMX BELLECTB B KONMYECTBAX, CMOCOOHBLIX NOBMUSTL HA X04 uccneaosanua. Noa-
CTUIKY ANA XMBOTHbIX CREAYET CBOEBPEMEHHO MEHATL Kak 3TO TpebyeTcs npakTukoii paboTtbl ¢ nabopaTopHbi-
MU XXMBOTHbIMK. BCe cnyvyan ncnonb3osaHMAa NECTUUMAOB AOMKHbI ObITb AOKYMEHTUPOBAHbI.

3.5.2.7 TecT-cucTeMbl, UCNONb3yEMbIE B NONEBbLIX YCMOBUSIX, AOIDKHbI ObiTh PaCNONOKeHbI Takum o6pa-
30M, YTOOBI NPEAOTBPATUTL HA XOA UCCREA0BAHUA XMAKOCTEN ANst pacnbineHust (AN YHUHTOXEHUA HACEKOMBIX)
U NeCTULMAOB.

3.6 O6BeKTbI UCNBITAHUNA U CTAHAAPTHLIE OOBEKTLI

3.6.1 MNonyyeHue, 06paboTKa, OTGOP NPOOC N XpaHeHne

3.6.1.1 JomkHO ObITb NPEAYCMOTPEHO BEAEHUE PErMCTPALIMOHHLIX 3aMUCel, B KOTOPbIX AOMKHbI ObITb
yKa3aHbl XapakTePMCTUKN 0OBEKTOB UCNLITAHUI U CTAHAAPTHLIX OOBLEKTOB UCCEA0BaHMUA, AaTbl UX NOMyYEHUs,
CPOKM rOAHOCTK, NepBOHaYanbHoe KONUYECTBO U ceeaeHusa 06 ydete pacxoaa.

3.6.1.2 O6paboTka, oToop NPo6 U Npoueaypbl XpaHEHUs1 0GLEKTOB UCNLITAHMWIA U CTAHAAPTHLIX 0ObLEKTOB
JAOMKHbBI OCYLLECTBIATLCS TakMM 06pa3oM, 4toObl 06ecnevnTb OAHOPOAHOCTL U CTAOUNBHOCTL MO MEPE BO3MOX-
HOCTMU, @ TakKe NPeoTBPaTUTL 3arpsAsHEHNe UNKU CMELUMBAHUE 3TUX OOLEKTOB.

3.6.1.3 Ha koHTenHepe(ax), npeaHasHaYeHHbIX ANA XpaHeHust 00bEKTOB UCMbITAHUIA UNU CTAHAAPTHbIX
06bEKTOB, AOIDKHbI ObITb NPUBEAEHBI MAEHTUMDMKALMOHHAA MHAOPMALMSA, CPOK FOAHOCTU U MHCTPYKUMS MO UX
XpaHEeHWIO.

3.6.2 Xapaktepuctuka

3.6.2.1 Kaxxapbii 0ObEKT UCMbITAHUI U CTAaHAAPTHLIN 0ObLEKT A0MKEH ObiTb UAEHTU(DULMPOBAH COOTBET-
CTBYIOLLMM CMOCOGOM (Hanpumep, UMeTb KOZ, PErMCTPALMOHHbI HOMep CNpaBoYHON CNyXObl N0 XMMUYECKOM
nuteparype AMepPUKaHCKOro XuMuyeckoro obLiectsa — CAS-HOMep, HauMeHoBaHue, Guonornyeckne napa-
METPb).

3.6.2.2 [ina npoBeaeHusi Kaxaoro UCCrneaoBaHuUsi AOIMKHbI ObITb U3BECTHLI TAKUE XapaKTepUCTUKM 0ObekTa
MCTbITAHWI U CTaHAAPTHOrO 06LEKTa, Kak HOMEpP NapTUm (Cepum), CTENEHb YNCTOTLI, COCTAB, KOHLIEHTPALUMS UNK
ApYyrue BaXkHble XapaKkTepuCTUKN.

3.6.2.3 Ecnu 00bekT UCMNbITaHWI NOCTYNAET HENOCPEACTBEHHO OT CNOHCOPA, CNOHCOP U UCNbiTaTeNb-
HbIV LEHTP AOMKHBI pa3paboraTtb MEXaHM3M, MNO3BOMAOLLMIA €r0 MAEHTUUUMPOBAaTb.

3.6.2.4 [Ina BCex uccneaoBaHuin HEOOXOAUMO NPOBEPATL CTAOUNBLHOCTL 0GBLEKTA UCMIbITAHWI U CTaHAAPT-
HOro 06beKTa B NPOLIECCe UX XPaHEHUs! B YCIOBUSIX 9KCNEPUMEHTA.

3.6.2.5 Ecnu 06beKT ucNbITaHNA NpeaHasHavYeH Ansa BBEASHUS UNU NPUMEHEHUS B HOCUTENE, cneayer
YCTaHOBWUTb €r0 OAHOPOAHOCTb, KOHLUEHTPALMIO U CTabUNMBHOCTbL B YCNOBUSIX 3TOI cpeabl. [1ns TecT-cucteM, npu-
MEHSIEMbIX B NONEBbIX UCCIEA0BAHUAX, 3TU CBOMCTBA OOBLEKTOB UCTIbITAHUI MOTYT GbITb ONpeneneHsl B NpoLec-
ce oTAenbHbIX NatoparopHbIX IKCNEPUMEHTOB.

3.6.2.6 [inAa Bcex uccneaoBaHuUm, KPOME KPaTKOCPOUHbIX, HEOOX0AUMO COXPaHATbL AN aHanu3a npo-
Obl U3 KaXKaomn naptTum (cepumn) 0GLEKTA UCTILITAHUA.

3.7 CraHpapTHble onepauuoHHbie npoueaypbl

3.7.1 UcnbiTaTenbHbli LIEHTP A0MKEH UMETb B HANUYMKU O0(hOPMIIEHHbIE B MUCLMEHHOM BU/IE U YTBEPX-
AEHHble aAMUHUCTPaLMEN UCNLITATENbHOIO LIGHTPa CTaHAapTHbIEe onepaumoHHbie npoueaypbl (COIT), koTopblie
npeaHasHaveHbl Ana Toro, YToObl rapaHTUPOBaTb Ka4eCcTBO U MOMHOTY AAHHLIX, NOMYYEHHbIX B MPOLIECCE UC-
cnegosaHus. MNepecmoTperHble COMM Take AOMKHLI ObITb YTBEPXAEHbl aAMUHUCTPALMEN UCTILITATENLHOTO
LeHTpa.
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3.7.2 Kaxxgomy noapasaeneHunio umnu Kaxkaon nnoLwlagke UCMbITaTeNbHOro LEHTpa HesameanuTensHO
OOMKHbI ObITb AOCTYMHbI AericTBytome COlN, oTHOcALMECA K ux aeaTenbHocTu. B gononHeHune k COMM gonycka-
€TCA TaKke UCMONb30BATh MHbIE NEYaTHbIE U3JAHUS, METOAUYECKUE PYKOBOACTBA, CNPABOYHUKM U CNELMarnbHbIe
cTarbMm.

3.7.3 OtknoHeHua ot COIl B xoae UccrneaoBaHus AOMMKHbI ObITb 3aperncTpMpoBaHbl U 3aBU3UPOBAHDI
PYKOBOAUTENEM UCCNEAOBaHUA U (Npy HEOOXO0AMMOCTM) OTBETCTBEHHbLIM UCCNEAOBaTENEM(AMU).

3.7.4 CraHpapTHble OnepaumoHHbIe NpPoLeaypPbl A0MKHbI ObITb MCMNOMNb30BaHbI ANS AEATENbHOCTU Cneay-
IOLLMX BUAOB (HO HE OrpaHUYnBaTLCA UMU).

3.7.4.1 OGbeKTbI UCMbITAHUS U CTAHAAPTHbIE OOBLEKTHI

MoctynneHue, naeHTudmkauna, MapkupoBka, oopabotka, otéop npob u xpaHeHue.

3.7.4.2 O6opyaoBaHue, matepuanbl U peareHTbl

a) OBopyaoBaHue:

UCcnonb3oBaHue, obcnyxmeBaHmne, yxoa v kanubposka.

b) KoMmnbloTepnsmpoBaHHbIE CUCTEMBDI:

Banuaauua, nopsaaok pabotel U o6cnyxuBaHus, 6€30nNacHOCTb, KOHTPONb U3MEHEHUI U CO3AaHue
pe3epBHbIX KOMUA.

¢) Matepuansl, peareHTbl U pacTBOpbI:

NPUrOTOBIIEHNE U MAPKMPOBKA.

3.7.4.3 XpaHeHue 3anucen, OTYETHOCTb, XPaHEHUE U U3BNEYeHUe MHgopmMaLumn, KoagnpoBaHue uccne-
[0BaHui, cOOp AaHHbIX, MOATOTOBKA OTYETOB, CUCTEMbI MHAEKCAUMM, 06paboTka AaHHbIX, B TOM YUCNE C UC-
Nonb30BaHWEM KOMMBIOTEPU3UPOBAHHBIX CUCTEM.

3.7.4.4 Tect-cuctemsl (rae NPMMEHUMO):

a) noAroToBKa MOMELLUEHMI U CO34aHME YCITOBUI OKPYXXKaKOLLEN Cpeabl ANS pa3MeLLeHNUs TECT-CUCTEM;

b) npoueaypbl, yCTaHOBNEHHbIE ANSA MNONYYEHUSA, TPAHCMOPTUPOBKK, Pa3MeLLieHUS, ONpeaeneHns xapakre-
PUCTUK U AEHTUMUKaALMM TECT-CUCTEM, a TaKKe YXOAA 38 HUMK;

C) MoAroToBKa TECT-CUCTEM, HABNIOAEHUA U OCMOTPbI 40, BO BPEMSA M NOCHNE 3aBepLUEHUS UCCNEeaoBaHUs;

d) obpaiueHue ¢ TecT-cucteMmamu, yMuparoLwmMm unv yMepLUIMMiu BO BPEMS UCCIEL0BAHUS;

€) cbop, nageHtudukayua n nopsaok paboTbl ¢ ob6pasyammu, BKNOYAsH HEKPONCUIO U TMCTONATONOIMIO;

f) pasmeLueHue TeCT-CUCTEM Ha UCTbITAaTENbHbBIX NNOLAAKAX.

3.7.4.5 Mpoueaypbl No 06ecneveHunto kayecTea

Pa6ora nepcoHana no obecneveHuto Ka4ecTBa 3akno4aeTcs B NiaHUPOBaHUK, COCTaBneHun rpadumka
UHCMEKUMI, MPOBEAEHMN MHCNEKLUUIA, AOKYMEHTUPOBAHMN U COCTABIEHUM OTHYETOB 00 MHCMEKLUAX.

3.8 MpoBeneHue uccnegoBaHum

3.8.1 MnaH nccnegoBaHus

3.8.1.1 [nsa ka)xaoro uccneaoBaHusl NnaH UCCrneaoBaHns B MMCbMEHHOM Buae AOMKeH ObiTb pazpaboTaH
[0 Hayana uccneaoBaHus. NMnax nccneaoBaHnUsa AOMKEH ObiTb YTBEPXAEH AAaTMPOBAHHON NOAMUCHLIO PYKOBO-
autena uccrneaoBaHust U BepuduUMpoBaH B COOTBETCTBMU C NPUHLUMNAMU Hagnexatluen nabopatopHOn npak-
TUKM NepcoHanom no obecneyeHunio Ka4ecTBa, kak onucaHo B 3.2.2.1, nepeuncnenue b). MnaH nccneagoeaHus
OOIMKEH TaKke ObITb YTBEPXKIEH aAMUHUCTPALMEN UCNLITATENBHOIO LIEHTPA U CMIOHCOPOM, €Cnin 3T0 Tpebyetcs
HaLUMOHanbHbLIM 3aKOHOAATENLCTBOM MMM 3aKOHOAATENbLCTBOM CTpaHbl, fae uccnenosaHue Gyaer npeacras-
NATLCA.

3.8.1.2 M3amMeHeHne nnaHa uccnegoBaHus

a) lMonpaBku K nnaHy uccnegoBaHusa AOMKHbI ObiTb 0O0CHOBAHbLI, YTBEPXKAEHbI 4AaTUPOBAHHOW NOA-
NUCLIO PYKOBOAUTENS UCCneaoBaHus. Monpasku OMKHbI XPAHUTLCA BMECTE C MMAHOM UCCNEAOBaHUS.

b) OTKNOHeHWs OT nnaHa uccrneaoBaHus AOMKHbI ObiTb ONMCaHbI, 0ObACHEHbBI, NPU3HAHbLI U CBOEBpE-
MEHHO NoANMCaHbl PYKOBOAUTENEM UCCNEA0BaHUA W/ OTBETCTBEHHLIM UccrneaoBaTeneM(amMmn) ¢ yKkasaHu-
em agatbl. OTKNOHEHNA OT NfaHa uccnegoBaHusA AOMKHbI XPaHUTLCA BMECTE C NEePBUYHLIMU AAHHbLIMU
nccneaoBaHus.

3.8.1.3 OCHOBHOW NnaH UCCReAoBaHNA MOXET ObITb AOMOMHEH CNeLManbHbIMU NPUNOXEHUAMU ANs
NpoBeAEHUA KPaTKOCPOUHbIX UCCNEAOBAHUNA.

3.8.2 CopepxaHue nnaHa uccriegoBaHus

MnaH nccnegoBaHus AOMKEH CoaepKaTb Kak MUHUMYM CIIEAYIOLLYIO MHADOpMaLMIO:

3.8.2.1 NHpopmaymua 06 nccnepoBaHmn, 06bLEKTE UCMILITAHUA U CTaHAAPTHOM OObeKTe:

a) onucaHue;

b) cyTb U Lenb uccreaoBaHus;
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C) onucaHue o6beKTa UCNLITaHUS C yKa3aHWEeM Koda unu HanMeHoBaHus [no HomeHknatype IUPAC, pe-
TMCTPaUMOHHLIN HoMep CAS, B1Monornyeckue XapakTepucTuki u T. n.;

d) ucnonb3yeMslii CTaHAAPTHLIN OOBLEKT.

3.8.2.2 VHcopmMaLma 0 CMOHCOPE U UCTILITATENBHOM LIEHTPE:

a) HaMMEHOBAaHMWE M agpec CNOHCoPa;

b) HaumeHOBaHMA U agpeca BCeX UCMbITATENbHbLIX LEHTPOB U UCMbITATENbHbLIX NNOLWAA0K, y4acTBYLO-
LMX B UCCIEA0BAHWUM;

¢) hamunus, UMsA, OTYECTBO U aapec PyKOBOAMTENA MCCNESOBaHUS;

d) damunusa, umsa, 0T4ECTBO U aapec OTBETCTBEHHOrO uccrnegosatensa(en) n atan(bl) UCCNeL0BaHus,
nepegaHHble eMy(MM) PyKOBOAUTENEM UCCNEAOBAHUA ANA OTBETCTBEHHOIO BbINOSTHEHUS.

3.8.2.3 Jatbi:

a) para yTBepxAeHWsA nnaHa MCCneaoBaHMs C NOANUCHIO PYKOBOAUTENA UccnefoBaHus. [lata yTeepx-
AEHUA NnnaHa UCCneaoBaHWsA € NOAMUCHID aAMUHUCTPALIMKU UCTILITATENLHOMO LEHTPa U CNOHCOpa, €Chnn 310
TpebyeTca HaLMOHAaNbHbLIM 3aKOHOAATENbCTBOM MIM 3aKOHOAATENbCTBOM CTPaHbl, r4e uccneaosaHuwe dyaer
NpeacTaBnsATLCS;

b) npeanonaraemble gaTbl Ha4ana u OKOH4YaHMS SKCNEPUMEHTA.

3.8.2.4 Metoabl ucnbITaHUI

CcCbINIKM Ha COOTBETCTBYIOLLME PYKOBOACTBA MO METOAAM NPOBEAEHUA UcnbiTaHuin OpraHu3auumn 9KOHO-
MUY€ECKOro coTpyaHuyecraa u passutus (O3CP), apyrme pykoBOoACTBA U METOAUKMN.

3.8.2.5 Opyrue Bonpockl (rae NPUMEHUMO):

a) obBocHoBaHue BbIGOpa TECT-CUCTEMBI;

b) xapakTepucTuku TeCT-cucTeMbI: BUA, POA, LLITAMM, CyOLLITaMM, MCTOYHUK NPUOBPETEHUSA, KONMYECTBO,
AnanasoHbl MacChl TENAa, Nos, BO3pacT U Apyrasi CyLeCTBeHHast UHOPMaLMS;

¢) cnocob BeeaeHust 1 06ocHOBaHKUE ero BbLIGOpPA;

d) ypoBHM 003 W/MNK KOHLEHTPaLUK, YacToTa u NPOAOIDKUTENLHOCTL BBEAEHUS;

e) AeranbHas uHopMauns O NPOeKTe IKCNMEepUMeHTa, BKIo4Yasa onucaHue npoueayp uccneaoBaHus B
XPOHOMOTM4YECKOM MOpPsiaKe, BCE UCMONb3yEeMbIE METOAbI, MATEPUArbl U YCNIOBUS, BUABI U YACTOTY aHanNU3oB,
U3MepeHuii, HabngeHNn U NPOBEPOK, CTaTUCTUYECKUE METOAbI 06pPabOTKMU AAHHBIX.

3.8.2.6 3anucu

MepeyeHb BCEX 3aMUCEN Y JOKYMEHTOB, NOANEXALLUX XPAHEHMNIO.

3.8.3 MNpoBeneHune uccnegoBaHuA

3.8.3.1 Kaxgomy nccrneaoBaHuio AoMmkeH OblTb NPUCBOEH YHUKASbHbIN MAEHTUDUKALIMOHHDIN HOMEpP
(koa). BceM o6bekTaM, UMEILLMM OTHOLLIEHWE K JAHHOMY UCCNEAOBaHUIO, TaKXke AOMKEH ObiTb NPUCBOEH
naeHTUUKaLUOHHBI HoMep (koa). Obpasubl, MCNONb3yeMbIE B UCCRIEA0BAHWUMN, AOMKHbI ObITb MAEHTUDULIU-
poBaHbl ANsi NOATBEPKAEHUSA UX NpoUcXoxaeHusn. Takasa naeHTudukaumua AomkHa NO3BONUTL OCYLLECTBISATb
NpoCnexvMBaeMoCTb COOTBETCTBYIOLLErO 00pa3sLa v UCCNEeaoBaHus.

3.8.3.2 VccnenoBaHme AOMKHO ObITb NPOBEAEHO B COOTBETCTBUM C NSTAHOM UCCNEA0BaHUS.

3.8.3.3 Bce aaHHble, NONyYeHHbIE B X0A4€ NPOBEAEHUSA UCCNEAOBAHMUSA, AOIMKHbLI ObITb CBOEBPEMEHHO,
ObICTPO, TOMHO U YETKO 3anucaHbl, a 3aTem NOANUCaHbI U AaTUPOBAHbI IMLIOM, BEAYLUMM 3TU 3anucu.

3.8.3.4 Jiobble U3MEHEHMS] MEePBUYHBIX AAaHHbIX JOIPKHbI OblTb NPOBEAEHbI TAkKMM 006pa3oM, YTobbl He
ObINK NoTepsHbl NpeablayLune AaHHble; AoMMKHA OblTh yKa3aHa npuynMHa BHECEHUS1 U3MEHeHui. 3anucb 06
M3MEHEHUSIX AOMKHA ObITb 3aBepeHa AaTUPOBAHHON NOANMCHLIO BHECLLETNO MX nuua.

3.8.3.5 [laHHble, 3aperncTpupoBaHHbIE NyTEM NPSMOTO BBOAA B KOMMbLIOTEP, AOMKHbI ObITb MAEHTUDULIN-
poBaHbl BO BPEMS UX BBOAA OTBETCTBEHHLIM 3a 3Ty npoueaypy nuuom(mu). KomnelotepuauposaHHas cucrema
AomkHa obecnevnBaTb COXpPaHEHUE BCEX ayAMTOPCKMX OTYETOB, YTOObI Noka3aTb BCE U3MEHEHUs!, HE
CKpbIBasi Ha4YanbHbIX AaHHbIX. [JomkHa OblTb NPEAYCMOTPEHA BO3MOXXHOCTb OTCNEXMBAHUA BHECEHUS] U3MEHE-
HWUIR, YTOGbI MOHUMATb KTO UMEHHO BHEC T€ UIN MHbIE U3MEHEHUS. 3TO BO3MOXHO NMPU UCNONb30BAHMU, HANPU-
Mep, CUHXPOHU3UPOBAHHbIX U AATUPOBAHHbLIX (ANEKTPOHHBLIX) noanucen. [ormkHbl ObITb NPUBEAEHBI MPUYMHDI
BHECEHUA U3MEHEHUN.

3.9 OtueT 0 pesynkTatax uccnegoBaHUM

3.9.1 O6wme NnonoxeHus

3.9.1.1 T1o OKOHYaHUWN KaXKAOoro uccnepoBaHWUsi AOMMKEH ObITb MOArOTOBMEH 3aKMIOYUTENbHbLIA OTYET.
B cnyyae kpaTKOCPOUYHbIX UCCREA0BaHUIA B CTAHAAPTHbLIN 3aKOYMTENBHbIA OTYET MOXKET ObITb BKIKOYEHO COOT-
BETCTBYHOLLEE NPUINOXKEHUE.
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3.9.1.2 OTBETCTBEHHbLIE UCCNEAOBaTENM, a Takke HayyHble COTPYAHUKU, YYaCTBYIOLLUME B UCCNENOBA-
HWUW, NOANUCLIBAOT OTHETHI C YKazaHWEM JaThl.

3.9.1.3 3aknouuTenbHbIi OTYET AOMKEH ObiTb MOAMMCAH U AATUPOBAH PYKOBOAUTENEM UCCNEAOBaHUS,
KOTOPbI NPMHUMMAET Ha cebs OTBETCTBEHHOCTb 3a AOCTOBEPHOCTb [JaHHbIX, MPUBEAEHHBIX B oTYeTe. [I0MKHO
ObITb TAKKE YKA3aHO, COOTBETCTBYET N oT4eT MpuHumnam Hagnexaiyen naboparopHoW NPaKTUKK.

3.9.1.4 VcnpaBneHus u 4OMNOMHEHUA K 3aKNIOMUTENBHOMY OTUYETY AOIDKHbI ObITb NpeacTaBneHsl B hopMe
nonpasok. B nonpaBkax AOmMKHbI BbITb YETKO YKa3aHbl NPUYMHBI BHECEHUS UCTIPABNEHUI MU A0ONONHEHUN. Ka-
Jas U3 NonpasoK AOMMKHA ObITb NOANMCAHA U AATUPOBAaHA PYKOBOAUTENEM UCCNEAOBAHUS.

3.9.1.5 dopmaTtupoBaHue 3aKknNOYUTENLHOrO OTYETA B COOTBETCTBUM C TPEOOBAHMSAMM HALMOHANBHOIO
3aKoHOJAaTenbLCTBa UM HaLMOHANLHOMO PETYNUPYIOLLIEr0 OpraHa He CYMTAETCH AEWCTBUEM NO BHECEHUIO UC-
npaBneHuii, JONONHEHNA UK MONPaBOK B 3aKNIOYUTENBHbIN OTYET.

3.9.2 CopepxaHue 3aKnYNTENbHOro oTyeTa

3aKmMIoYMTENbHBIN OTYET AOMKEH COAEPXaTb KaK MUHUMYM CrieayioLLy0 MHopMaumio;

3.9.2.1 UHdopmauumsa 06 nccneagoBaHum, 06bLEKTE UCNbITAHUA U CTaHAAPTHOM OObeKTe:

a) MOSIHOE HaMMEHOBAHMUE;

b) onucaHue obbekTa UCNbITAHWUA C yKazaHWeM Koaa unu HaumeHoBaHuA (No HomeHknatype IUPAC, pe-
TMCTPaAUMOHHLIN HOMep CAS, GUoNorMHeckue XxapakTepucTuku u T. n.);

C) HaMMEHOBaHWe CTaHAAPTHOrO 06GLeKTa;

d) xapakTepucTrku OObEKTa UCNBITAHUSA, BKMIOYASA YUCTOTY, CTABUNBHOCTb U OAHOPOAHOCTD.

3.9.2.2 MudopmMauumsa 0 CNOHCOPE U UCTLITATENbHOM LEHTpPE:

a) HaMMEeHOBaHWe U aapec CNOHCOopa;

b) HauMmeHoBaHMSA M agpeca BCEX UCMbITATENbHBLIX LIGHTPOB M UCNLITaTENbHbLIX NNOLWAAO0K, Y4acTByIO-
LMX B uccrieqosaHum;

C) dhamunua, UM, 0TYECTBO U aapec PyKOBOAUTENSA UCCNEA0BaHUS;

d) cdhamunua, nmsa, oT4ECTBO M aapec OTBETCTBEHHOINO uccneaoBarens(en), a Takke, eCnu Heobxoau-
Mo, aTan(bl) MCCrelOBaHUS, NepeaaHHble eMy AN BbINONMHEHUS;

e) damunuu, UMeHa, OTYECTBA U aapeca HayYHbIX COTPYAHUKOB, OTHETBI KOTOPbIX BOLLMU B 3aKNIOHMUTESb-
HbI OTYET.

3.9.2.3 Oatbl

[atbl Ha4ana u OKOHYaHUA IKCNEPUMEHTA.

3.9.2.4 3akntodeHue cnyxObl No obecneveHuto KayecTea

3akno4eHNE O BLIMOMHEHUN NporpaMmbl obecneyeHns KayecTBa AOMKHO CoAepXaTb CBEAEHUA O TMNaXx M
Jarax NpoBEeAEHHbIX MHeNeKuMin, atan(bl) uccrnefoBaHus, NpoLwealine MHCNEKUUU, pesynsratbl MHCNEKUMN C
yKa3aHuwemM far, KOTopble Obin NnpeacTaeneHbl aAMUHUCTPALMKU UCNILITATENbBHOTO LEHTPA, PYKOBOAUTENIO uccne-
JOBaHUA 1 OTBETCTBEHHOMY UCCNEAOBATENO(AIM) B Criyyae HeobxoauMocTu. TO 3aknioveHne Heobxoanumo Ans
NOATBEPXKOEHUS TOrO, YTO B 3AKIIOYUTENBHOM OTYETE JOCTOBEPHO OTPAXKEHBI NEPBUYHLIE AAHHbBIE.

3.9.2.5 OnucaHue marepuanos U METOAbI UCTILITAHWUIA:

a) OnucaHue MaTepuanos M METOAOB, MPUMEHSAEMbIX B UCCNEA0BAHUMN;

b) ccbinka Ha pykoBoACTBa NO MeToAaM nNpoBeaeHUAa ucnbitaHun O3CP unu Ha apyrue pykoBoacTsa no
MeToAaM NPOBEAEHUS UCTILITAHUIA U METOAUKM.

3.9.2.6 Pesynbrarbl:

a) KpaTkas CBOAKa pe3ynbraTos;

b) BCA MHpbOpMAaLMSA U AaHHbIE, NOMYYEHHbIE NPU BbINOAHEHUU NIaHa UCCNEA0BAHUS;

C) NpeacTaBneHne pesynbTaTtoB, BKIOYAsA BbIMUCIEHUS U CTAaTUCTUYECKYI0 06paboTKy NOMy4YEeHHbIX
JaHHBbIX;

d) oueHka u o6cyxaeHue pesynstTaTos U, B Cryvae Heo6X0A4MMOCTH, BbIBOAbI, 3aKMIOYEHUSI.

3.9.2.7 XpaHeHue

MnaH nccnegoBaHus, 06BLEKTLI UCNBITAHUA U CTaHAAPTHbIE 00bLEKTLI, 00pa3sLibl, NEPBUYHBIE JaHHbIE UC-
CnegoBaHuA U 3aknoYMTENbHBIA OTYET A0MKHBI XPaHUTLCA B CneumarnbHO OTBEAEHHOM(bIX) MecTe(ax).

3.10 XpaHeHue 3anucen U maTepuanos

3.10.1 B TeyeHue ycTaHOBMNEHHOrO Nepuoga BpEMEeHU B apxuse A0SMKHbI XPaHUTLCS CreayloLme A0Ky-
MEHTbI M Marepuansi:

a) nnaH uccrneaoBaHus, NEPBUYHbLIE AaHHbIe, 06pa3Lbl, 06BbEKT UCMLITAHWI U CTAHAAPTHLIN 0ObEKT,
3aKIMIOUYUTENBHbIA OTHYET O KaX40M UCCMNEea0BaHUN;
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b) 3anucu BCEX MHCNEKLMIA, BLINOMHEHHBLIX B 00MacTu NporpaMmmbl 06eCneYeHns Ka4ecTBa, a TaKkke OCHOB-
Hble NnaHbl-rpaduKy;

C) ceegeHua o6 obpasoBaHum, NOArOTOBKE, KBanudukauum n onbite paboTbl NEpcoHana;

d) 3anucy n oT4eThbl 06 o6CnyxmMBaHUM u Kannbposke 060PYA0BaAHUS;

€) AOKYMEHTbI N0 Banuaaummn KOMMNbIOTEPU3UPOBAHHBIX CUCTEM;

f) ucropuyeckue hannbl BCEX CTaHAAPTHbLIX ONEpPaLMOHHbLIX NPOLEayp;

g) 3anucu MOHMTOPUHIa NapaMeTPOB OKPY>KatoLLIel cpeabl. B criyuae ecnm cpok xpaHeHust MaTepuarnos He
YCTAHOBIEH, JOIMKHO ObITb ONPEAENEHO U 3aPErMCTPMPOBAHO OKOHYaTENbHOE MECTO XPaHEHMUS MaTepuarnos
uccneaoBaHus. MNpuumnHbl YHUYTOXEHUSA 00pa3uoB, 0OLEKTOB UCMBLITAHUS U CTAHAAPTHBIX OOLEKTOB A0 UC-
TEYEHUs1 YCTAHOBMEHHOIO NEPUOAA XPaHEHNS JOMKHbI ObITb OOBLACHEHBI M AOKYMEHTUPOBaHbLI. O6pasLbl, 00b-
€KTbl UCTIbITAHUA U CTaHAAPTHblE OOLEKTbI AOMMKHBI XPAHUTLCA A0 TEX MOP, MOKA MX Ka4YeCTBO MO3BOMSET UX
UCMOMb30BaTh.

3.10.2 Marepuanbl, XpaHsALWmMeCcsa B apxmBax, 40MKHbI ObITb BHECEHbI B KaTtanor ana obecnevyeHuns nx
YyNopsAAOYEHHOTO XPaHEHUs U MOUCKA.

3.10.3 [octyn k apxuBam AOMKEH ObiTb BO3MOXHbIM TOMNbLKO C pa3peLUeHns aaMUHMCTPaLMK UCTbITa-
TenbHOro LeHTpa. [JomkHa OblTe NPeayCcMOTpeHa perucTpaums npuema u Bbigauu apxXuBHbIX MaTepuanos.

3.10.4 Ecnu ucnbiTaTtenbHblil LEHTP UM OpraHu3auus, B KOTOPOM PacnofiOXeH apxus, Npekpailaer
CBO€ CyLLECTBOBaHME UMK 0ObaBNsieT cebs BaHKPOTOM M HE MMEET NPaBONPEEMHUKOB, apXMBHbIE MaTepuarbl
OOMKHbI ObITb NepeaaHbl B apxXuB CMOHCOpa(oB) UccneaoBaHus(i).
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MpunoxeHnue A
(cnpaBouHoe)

HasHayeHue n NpMMeHeHMe NPUHLMNOB HaANexXxauen naéopaTopHON NPaKTUKN

A1 MpuHUMNBl HaaNexaLeh nabopaTopHO NpaKTUKN NpefHasHavYeHbl ANs obecnedeHns cornacoBaHHOCTU U A0-
CTOBEPHOCTY pe3ynkTaToB HEKMTMHUYECKNX NCCIE0BaHWUin MEAULIMHCKO U 3konorndeckon 6e3onacHocTu.

A.2 MpuHUMNBl Haanexallei nabopaTopHoii NpaKTUKK onpeAeneHbl kak cuctema obecneveHns kadecTsa, kacarolla-
AICA OpraHu3aLuu npoLiecca nccnefoBaHui N YCroBUiA, B KOTOPbIX HEKITMHUYECKNE UCCNeA0oBaHNA MeAULMHCKOW U 3KOMoru-
YecKoit 6e3onacHOCTU AOMKHLI GbITb CNNaHUPOBaHbI, BEINOSTHEHL!, MPOKOHTPOIMPOBaHBI, 0hOPMNEHBI U 3aapPXMBUPOBaHbI.

A.3 TMpuHUMnEl Hagnexatlein nabopaTopHoii NpakTUKK HanpasneHbl Ha obecnevyeHne NPUEMNEMOCTU pPe3ynLTaToB
Hay4HbIX uccrnefoBaHui. MpuemMneMocTs B JaHHOM Criydae O3HayaeT, ¢ OfHON CTOPOHLI, AOKa3aTeNbHOCTb U HAAEKHOCTb
JaHHbIX, ¢ Apyroit — cobniogeHne NPUHLMNOB rymaHHoro obpalleHus ¢ naGopaTopHbIMU XUBOTHBIMM.

YOK 615/615.9/.07/.072/.076:006.354 MKC 71.040.50 IDT

KntoueBble CnoBa: NPUHLMMLI HaaNexallen nabopaTtopHoin npakTuku, GLP, HEKNMHMYECKUEe CCneaoBaHus,
TOKCMKONMOTMYECKNE UCMbITaHMA, 0DecrnedYeHne KadecTBa UCMbITaHUA, TECT-CUCTEMbI, MeauUMHCKasa 6esonac-
HOCTb, aKonoruyeckas 6e3onacHoCTb
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