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MNpepgucnosune

Llenn, OCHOBHbIe MPUHLMMbLI 1 06WMe NpaBuia NpoBeAeHNs paboT Mo MeXrocyaapCTBEHHOW cTaHaap-
Tu3aumm yctaHosneHol FOCT 1.0 «MexrocynapcTBeHHas cuctema ctaHgapTusaumm. OCHOBHbIE NOMOXEHUA»
n FOCT 1.2 «MexrocyfapcTtBeHHasa cuctema ctaHgapTtusaunun. CtaHgapTbl MeXrocyfapcTBeHHble, npasuia

n pekomeHpgauun no ME)KFOC)/,EI,apCTBeHHOIz CTaHaapTusayun. I'Ipanma pa3pa60TK|/|, NPUHATUA, 06HOBEHNS
N OTMEHbI»

CeefigHns1 O cTaHgapTe

1 NOArOTOBJ/IEH depepanbHbiM rOCYAapCTBEHHbIM YHUTAPHbIM NpeanpuaTneM «Bcepoccuiickuil
Hay4HO-uccnefoBaTebCkuii LeHTp cTaHAapTusaunm, nHopMauny n ceptudmkaLmm cbipbs, Matepuanos 1
BewecTtB» (Pryrn «BHMLUCMB») Ha ocHOBe COBCTBEHHOrO mepeBoda Ha PYCCKMIi 13blK aHrN0SA3bIYHON Bep-
CUM LOKYMEHTA, YKa3aHHOro B nyHkre 5

2 BHECEH depgepanbHbiM areHTCTBOM MO TEXHUYECKOMY PerysimpoBaHuio 1 METPOsIornu

3 MPUHAT MexrocyfapCTBeHHbIM COBETOM MO CTaHgaptuMsauum, MeTposiorum u cepTudoumkaumnm
(npoTokon oT 20 okTaA6psa 2014 r. Ne 71-I1)

3a NpUHATME NPOrosIoCoBasIu:

KpaTKoe HanMeHOoBaHWe CTpaHbl Ko,q CTpaHbl Nno COKpaLLI,EHHOB HanMeHoBaHNe HaunoHa/IbHOro
no MK (MCO 3166) 004—97 MK (MCO 3166) 004—97 opraHa no craHgapTusalumm

ApmeHns AM MuH3KOHOMUKK Pecny6nmkn ApmeHus

Benapycb BY loccraHgapt Pecny6nvkn Benapycb

Kuprusua KG KblpreisctaHgapT

Mongosa MD Monposa-CtaHgapT

Poccua RU PoccraHgapt

YkpanHa UA MWH3KOHOMPAa3BUTUSA YKpavHbI

4 Tlpukaszom PegepasibHOIo areHTCTBa Nno TEXHUYECKOMY perysimpoBaHutio 1 metposiornm ot 20 HoAbpsA
2014 r. Ne 1700-cT mexrocygapcTBeHHbln ctaHaapT FOCT 33044—2014 BBeAeH B AeiiCcTBME B KayecTBe
HaumoHanbHOro ctaHgapta Poccuiickon ®egepauymm ¢ 1 asrycta 2015 1.

5 HacTtoswmini cTaHAapT WAEHTMYEH MexayHapoAHoMmy AokymeHTy OECD, Guide 1:1998 «[MpuHuUumnbl
Hag/iexalen nabopatopHoi npaktukm» («OECD principles of good laboratory practice», IDT).

HanmeHoBaHVe HacTosiLLero ctaHgapTa U3MEHEHO OTHOCUTESIbHO HaVMEeHOBAaHUA yKa3aHHOIo MeXAay-
HapoAHOro fOKyMeHTa A4 npusegeHua B cootsetcTeue ¢ FTOCT 1.5 (nogpasgen 3.6)

6 BBE/JEH BIEPBbIE
7 NMEPEVN3AAHWME. Anpenb 2019 r.

NHbopmaums o BBeeHUM B AeiicTBUE (NMpekpalieHnn geiicTBUs) HacTOosAWEero cTaHgapTa v usme-
HEeHW1 K HeMy Ha TeppUTOPUN yKasaHHbIX Bblle FOCYAapcTB Ny6/MKyeTCsl B yKazaTenax HaunoHabHbIX
CTaHaapToOB, M34aBaeMblX B 3TUX rocyaapcTBax, a Takke B ceTu VHTepHeT Ha caliTax cooTBeT-
CTBYIOLLUX HALMOHA/bHBIX OPraHoB Mo CTaHgapTW3auum.

B cnydae nepecmoTpa, W3MEHEHUS UM OTMeHbl HACTOSWEro cTaHgapTa CcooTBeTCTBYyLLas
nHdopmauus 6yfeT ony6avMkoBaHa Ha ouuUMarbHOM MHTeEpHeT-caliTe MeXrocyaapCcTBEHHOIO coBeTa
no cTaHjapTuW3auum, MeTPONOrMn 1 cepTUduKauum B kKaTanore «MexrocyfapCcTBEHHbIE CTaH4apTbi»

© CtaHgapTuHdopm, oopmnaeHune, 2015, 2019

B Poccuiickoin ®egepauun HacTosiWwmii cTaHAapT He MOXET OblTb NOMHOCTBLIO UK
YaCTMYHO BOCMPOU3BEAEH, TUPAXNPOBAH U pacnpocTpaHeH B KauecTBe oULMaibHOro
n3gaHus 6e3 paspelleHns deaepasibHOro areHTCTBa Mo TeXHUYECKOMY PEerysinpoBaHuio
1 MeTposiornm
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CopepxaHune
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BeepneHune

HacToswwii cTaHAapT NOAroTOB/MEH B LieNAX rapMoHU3aummM oTe4YeCTBEHHbIX HOPM W NpaBu/l C MeXayHa-
poAHbIMY LOKYMEHTaMM 1, B MEPBYI0 oyepenp, C 4OKYMeHTOM OpraHusaumy 3KOHOMUYECKOro COTpyAHM4YecTBa
n passutua (O3CP) «MpuHuunbl Hagnexawein nabopaTopHoi npakTuki (GLP)».

Hey0BNeTBOPEHHOCTb KAYeCTBOM HEKTUHUYECKUX MccnefoBaHuli, Ha pesynbTaTax KOTOpbIX OCHOBbIBA-
eTCA OLEeHKa YPOBHSA OMacHOCTU B OTHOLUEHUN 3[0POBbS YenoBeKa 1 OKpyxatolleli cpefbl, CO CTOPOHbI NpaBu-
TEeNbCTB W NpefcTaBuTesneil NPOMbILINEHHOCT pasHbIX rOCYyAapcTB MpuBena K yCTaHOBMEHWIO rocyaapcTBa-
M1 — yneHamn OICP kpuTepueB Ans NpoBeAeHMs NOAO0GHbIX UCCeL0BaHWA.

Bo n3bexaHve 1Mcnonb3oBaHWs pasHbiX CXeM BbINO/HEHWUA NOAO0OHbLIX UCCefoBaHuiA, YTO MOro 6bl npe-
NATCTBOBATb MeEXAyHapOA4HON TOProBfe XMMUYECKMMU BeljecTBamu, rocygapcrea — udneHbl O3CP noctaBu-
N 3a/,a4y OCYLLEeCTBUTb MeXAYHapOAHYH rapMOHU3aLMio METOLOB UCMbITaHWA 1M Hagnexalleid nabopaTopHoii
npakTukn. B 1979— 1980 IT. mexayHapoaHON rpynnoii aKcnepToB, CO34AaHHOW COrflacHoO cneuvasbHON npo-
rpaMmmMme Mo KOHTPO/II0 XMMUYECKUX BeLecTs, MpuU UCMOoJib30BaHUM OpraHn3auMoHHbIX WU Hay4YHbIX METOAO0B U
OMbITa, MNONYYEHHbIX U3 PA3/INYHbIX HALUMOHANbHbIX N MEXAYHapOAHbIX MCTOYHUKOB OblN pa3paboTaH fOKYMEHT
«O3CP. MpuHUMnbl Hagnexallen nabopatopHoi npaktukn (GLP)» (OECD principles of good laboratory prac-
tice (GLP)). OaHHble «[MpuHuunbl GLP» 6biin npuHATEl CoBeToM O3CP B 1981 I Kak NpUIoXeHne K peLueHunto
Coseta O3CP 0 B3aMMHOM MPU3HAHWUN OaHHbIX NPU oueHke xnmuyeckmx sewecTs [C(81 )30(Final)].

B 1995— 1996 Ir. 6bl1a chopMMpoBaHa HoBas rpynna aKCnepToB, KOTOpas ocyLlecTBuia nepecMmoTp Ao-
KymeHTa «[MpuHUMNbl Hagnexallen nabopaTopHoii npaktukn (GLP)». Ha ocHoBe cornalieHuii, AOCTUTHYTbIX
B Xofe paboTbl 3TON rpynnbl, 6blna paspaboTaHa OGHOBMEHHAA Bepcus AOKYMeHTa. [laHHbIA AOKYMEHT OT-
MEeHSIeT 1 3aMeHsIeT nepBoHaYasibHbIN AOKYMEHT «[puHLUMNbI Hagnexalen nabopatopHoi npaktukm (GLP)»,
NPUHATLIA B 1981 .

Llenb «MpuHumMnoB Haanexalleli nabopatopHoit npaktuku (GLP)» cocTtouT B TOM, 4TOOblI 0becneunTb
NpoABMXEHNEe MPYMEHEHUS NPUHLMMNA OUEHKM KayecTBa LaHHbIX, MOJIyYEHHbIX B pe3yfbTare WUCNbITaHWIA.
ConocTaBMMOCTb YPOBHA KayecTBa AaHHbIX, MOJSYYEHHbIX B pe3yfbTarte UcnbiTaHuii, hopMMpyeT OCHOBaHue
0N B3aMMHOr0O NPu3HaHWA [aHHbIX B pasHbIX cTpaHax. Ecnn otaenbHble cTpaHbl MOTYyT LOBEPATb KayecTBy
OaHHbIX UCNbITAHWIA APYTUX CTPaH, MOXHO U3bexatb Ay6NMPOBaHUS UCTbITaHUA, TakuM 06pa3oM C3KOHOMUB Bpe-
Ms 1 pecypcebl. MpumeHeHne «MpYHUMNOB Hagnexallein nabopatopHoit npakTukn (GLP)» no3sonut nlbexarb
co3flaHna TexHUu4yeckux 6apbepoB B TOProsse u ByaeT cnocobCcTBOBaTb OCYLLECTBIEHUIO 3alUMTbl 3[0PO0BbSA
yesloBeKa 1 OXpaHe OKpyXatLlei cpefbl.

CraHfapT COAEPXUT MpuioxeHue A (CnpaBO4YHOE), KOTOPOE OTCYTCTBYET B TEKCTe MeXAyHapoHOro
pokymeHTa OECD, Guide 1:1998 OECD principles of good laboratory practice. B npunoxeHun A npvsefeHbl
NOsICHEHWS NS NOfib30BaTeNeil B YaCTU Ha3HAYeHWs1 Y NPUMEHEHNST NMPUHLUMNOB Haanexallein nabopaTopHoli
NPaKTUKN,



MonpaBka kK FTOCT 33044—2014 MpuHuMnbl Hagaexaweli nabopaTopHON NPaKTUKM

B kakom mecte HaneuaTtaHo [lo/mKHO 6bITb

ﬂpe,D,MCHOBme. Ta6f|V|L||a corna- —_— TypKMGHVIﬂ ™ rnaBroccny)K6a
coBaHuA ((TypKMEHCTaH,U.apTﬂapr)

(UYC Ne 2 2023 1)
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M E X T oOCYAAPG CTUBEHHUBbB 1 CTAHOAPT

MPUHLUMNbI HALNEXALLEW TABOPATOPHOW MPAKTVKMN

Principles of good laboratory practice

Jarta BBegeHna — 2015—08—~01

1 O6n1acTb NPUMEHEHUS

HacTosilwumiA cTaHgapT ycTaHaBnvMBaeT [MpuHUMNbI Hagexallen nabopaTtopHO NpakTUkM, npefHasHa-
YeHHble A5 NPUMEHEHWUs NpW NPOBeAEHUN HEKTMHUYECKUX nccnepoBaHuii 6e30mnacHOCTN 06BbEKTOB MCNbITa-
HWiA, coepXaLLnXCcs B IeKapCTBEHHbIX CpeAcTBax, necTuumnaax, KoCMeTU4ecko NpoayKunu, BeTepuHapHbIX
npenapaTax, NULWEBbIX U KOPMOBbIX f06aBKaX, a Takke XMMUYECKUX BELLECTBAX MPOMbILLIEHHOTO Ha3HAYEHUS.
O6bBeKTbl UCMbITAHWSA, Yallle BCero, ABAAKTCA CUMHTETUYECKUMU BelecTBaMy M UX CMECSAMW, HO Takke MOryT
6bITb HaTypaslbHOr0 WK GUOreHHOro NPOUCXOXAEHUS, a B OTAENbHbIX CAydasx npefctaBisATb COOON XuBble
opraHu3mbl. Llenb ucnbiTaHuii cOCTOUT B TOM, YTO6ObI MOMYYUTb AAHHbIE O CBOWCTBAaX OOGBLEKTOB UCMbITAHWIA
n/vnn 06 nx 6e30nacHoOCTV 415 340POBbsA YesioBeEKa UMM OKpYyXatoLWwen cpeabl.

MpuHUMNBI Haanexalle NabopaTopHOW NPaKTUKM PACNPOCTPAHAKTCA Ha HEKIMHMYECKUe uccnefoBaHus
MeOMLIMHCKONM M 9KOMOrMyYeckoin 6e30nacHOCTH, KOTOpble BK/OYAKT B ce6S MCCefoBaHus, NpoBoAMMbIE B Na-
60paTopHbIX, TENINYHbLIX U NOAEBbIX YCNOBUAX. MpUHLMNLI Hagnexaled nabopaTtopHOl NPakTUKM NpUMeHU-
Mbl 711 BCEX HEKNIMHUYECKNX UCCNefoBaHniAi MeauLMHCKOW 1 9KONormyeckon 6esonacHocTun, Tpebyembix 3ako-
HoAaTeNbCTBOM B LieNAX perncrpauum uam NuueH3MpoBaHuUs NeKapCTBEHHbIX CPeAcTB, NeCTULMAOB, NULLEBbIX
1 KOPMOBBIX A06ABOK, KOCMETUYECKOW NPOoAYKLMKN, BETEPUHAPHbIX NpenapaTos v Apyrnx nofobHbIX NPOAYKTOB, a
TaKkKe XMMUYECKNX BELLECTB MPOMbILLIMIEHHOTO Ha3HaYeHus, 3a UCK/IIOYEHMEeM CcnyyYyaeB, 0C060 OroBOPEHHbIX
B COOTBETCTBMU C HaLMOHa/IbHbIM 3aKOHOAATE/IbCTBOM.

2 TepMUHbI 1 onpegeneHns
B HacToAwemM CTaHaapTe NnpuMmeHeHbl cneayuine TepMnHbl C COOTBETCTBYHOLWMMN onpegeneHnamMmin:

21 MpuHUUNbl Hagnexawein NabopaTopHOM NPaKTUKK

2.1.1 MpuHuMnbl Hagaexawen nabopatopHoi npakTukm (Good Laboratory Practice (GLP)): Cucrtema
obecneyeHust Ka4yecTBa, UMeloLLasi OTHOLIEHWE K NpoueccaM OpraHusauuu, MaHMpoBaHUsi, NopsAKy nposene-
HUS1 U KOHTPOJIIO UCCefoBaHuii B 061acTu oxpaHbl 340pOBbSA YesioBeka M 6e30nacHOCTY OKpyxXarLei cpeabl,
a TaKke oopMIeEHUS, apXMBUPOBaHUS ¥ NPeACTaBAeHNs pesynbTaToB 3TUX UCCNeL0BaHNIA.

2.2 OpraHusauusa uUcnbiTatesNlbHOro LieHTpa

2.2.1 wncnbiTaTeNbHbIN LeHTp (test facility): ®akTnueckoe mMecto NpPoBeAeHUss HEK/TMHWYECKOTro nccneno-
BaHUS MeMLMHCKON M 3KOI0rMYeckoin 6e30nacHOCTU, rae HaxoAWUTCS KOMMEKTUB CheuuannctoB, MOMeLLEeHNs
1 obopyaoBaHne, Heo6Xo4MMblEe ANA ero BbINONHeHWsA. Ecnn uccnefoBaHus BbINOMHAIOTCA HA HECKOMbKUX UC-
MblTaTeNbHbIX Nowagkax, T0 Nog TEPMUHOM «UCMbITATENbHbIA LEHTP» MOHMMAKT COBOKYMHOCTb M0LWaAoK,
KOTOpble MO OTAENbHOCTW UM B COCTaBe rpynn y4acTBYKOT B NPOBEAEHUM UCCNefoBaHUA, BKOYAsA MaoLanky,
Ha KOTOPOW HaxoauTCs PyKOBOAWUTENb UCCNef0BaHus.

2.2.2 vncnblTaTenbHasa naowagka (test site): Mecto npoBefAeHMs Kakoro-Mbo atana ucciefoBaHus.

2.2.3 agMmnHMNCTpauns ucnblTatenibHOro ueHTpa (test facility management): Jimyo wnun nuua, odunym-
aNbHO BO3rNaBASOLME UCTNbITATENbHBIA LLEHTP M OTBETCTBEHHbIE 3a OpraHm3aumio 1 cobnigeHne B Hem MNpuH-
LMNoB Haznexalein nabopaTtopHoil NpaKTUKK.

M3paHne odmumansHoe
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2.2.4 agMUHUCTpaLMsa UCMbITaTe/IbHOM nowanky (test site management): /inyo w nuua (B cnyvae
HasHauyeHwus), oTBeTCcTBEHHOE(ble) 3a MPOBefEeHNEe Ha Heli COOTBETCTBYHLLEro(ux) atana(oB) ucciegoBaHus
cornacHo MpuHuMnam Hagnexallei 1abopaTopHO NMPaKTUKK.

2.2.5 cnoHcop (sponsor): ®usnyeckoe WM HPUANYECKOE NULO, KOTOpOe uHMUMMpyeT, odopmaseT
3akas, noggepxusaeT wunu yTBepxgaeT nNpoBefeHVe HEeKIUHWYECKOro uccnefoBaHus MeauUMHCKON 1
3K0oNormyeckor 6e3onacHOCTV 1 HeceT OTBETCTBEHHOCTb 3a ero opraHv3auuio U ouHaHCcMpoBaHye.

2.2.6 pykoBoauTesb uccriegoBaHus (study director): /o, 0TBETCTBEHHOE 3a NPOBEAEHME HEKTMHUYe-
CKOro nccnefoBaHus MeauLMHCKON 1 3KONOrMYecKoil 6e30nacHOCT OT Havana 40 KOHLA.

2.2.7 OTBETCTBEHHbIN nccnegosatenb (principal investigator): /IMyo, KOTopoe B cnyyae NpoBeAEHUS
nccnefoBaHWsl Ha HECKOSbKMX UCMbITaTe/IbHbIX M0 aAKax AeACTBYET OT MMEHW PYKOBOAWUTENS UCC/IeA0BaHUS 1
HeceT OTBETCTBEHHOCTb 3a NepefaHHble B ero BeAeHne atanbl ccnefoBaHus.

MpumMmeyaHne — OTBETCTBEHHOMY UCC/IEA0BATENO(SIM) HE MOXET ObiTb MOMHOCTHIO MNepefaHa OTBETCTBEH-
HOCTb PYKOBOAWTENS WCCNefOBaHUSA 3a NPOBEAEHME UCC/e0BaHuMs, NOCKO/bKY OHa BK/IHOYAET B cebsl yTBEPXAEHME Ma-
Ha MccnefoBaHyst 1 MOMPaBKY K 3TOMY /1aHy, YTBEPXAEHE 3aK/THOHMTE/NBHOO OTHETa Y FrapaHTUK, YTO BCE UCCEA0BaHIS
COOTBETCTBYHOT IMpUHUMNaM Hag/iexalleli NabopaTopHOl MPaKTUKK.

2.2.8 nporpamma obecrieveHus kadectsa (quality assurance programme): lNporpamma paboT, BbINOHA-
€MbIX NepcoHasioM, He3aBUCUMbIM OT NPOBEAEHNS 1ccnefoBaHWin, U HanpaB/ieHHbIX Ha obecneyeHve agMuUHK-
cTpauvei ncnbiTaTesibHOro LeHTpa cobniogeHus MpuHLMNOB Hagnexaleh nabopaTopHON NpaKTUKU.

2.2.9 cTtaHfgapTHble onepaunoHHble npouenypbl; COIN (standard operating procedures; SOPs): Ooky-
MEHTMPOBaHHbIE MPOLEAYpbl, CoAepXalime onncaHme NpPoLEeCcCOB NMPOBEAEHUS UCMbITaHWA unuM Apyroi ges-
TeNbHOCTM, Kak NpaBuo, He NpeAcTaBNeHHble AeTabHO B NiaHax UcCnefoBaHna Uan pykoBoAcTBax Mo mMeTo-
[aM npoBefeHUst UCTbITaHWIA.

2.2.10 ocHoBHoOW nnaH-rpacuk (master schedule): Csoaka nHdopmaymmn, NO3BOASAKOLWAA OLEHUTb pa-
604y HarpysKky 1 ucnonb3yemas A1 KOHTPO/S NPOBEAEHNs UCCMef0BaHWin B NCMbITATE/IbHOM LEHTPE.

2.3 HeknuHmn4yeckoe nccrnegoBsaHune Me,ql/lLl,VIHCKOVI M 3KOJ10rMYeckonm 6e3onacHoOCTun

2.3.1 HEeK/MHUNYEeCKoe nccnegoBaHme MeaULMHCKON U 3Koslormveckonr 6esonacHocTtu (non-clinical
health and environmental safety study): 9kcnepuMeHT unn psg 9KCMNEPUMEHTOB, COr/TaCHO KOTOPbIM O6GbLEKT
MCMbITAHUA NoABepraloT MccnefoBaHUI0 B 1abopaTopHbIX YCIOBUSX U YCNOBUAX OKpYXawllel cpefbl, Y4TOObl
NoMy4YnTb AaHHbIE O CBOWCTBaxX 06bekTa Wunu ero 6e30nacHOCTU M NPeACcTaBUTb UX HA pacCMOTPEHUE perynn-
pytoLLUM OpraHam.

2.3.2 KpaTkocpo4Hoe uccriegoBaHue (short-term study): VMiccnepoBaHve, NpoBOAUMOE LUMPOKO pac-
NPOCTPaHEeHHbIMU METOAAMU B TEUEHME HENPOAO/IKUTE/IbHOTO BPEMEHN.

2.3.3 nnaH uccnepoBaHusa (study plan): JOkyMeHT, ONMUCbIBAIOLUIA LieM 1 METOA0/IOTMI0 SKCNEPUMEHTA
ANs NpoBeAEeHUs1 UCCNEAOBaHUS, a TakkKe BK/OYALWMIA B cebs BCe MONpaBKu, BHECEHHbIE B 3KCMEPUMEHT.

2.3.4 nonpaBka K nnaHy uccregoBaHus (study plan amendment): LleneHanpaBneHHoe M3MeHeHue B
nnaHe uccnefoBaHns, BHECEHHOE MOC/e AaTbl HaYasla UCC/1e0BaHus.

2.3.5 OTK/IOHEHME OT NnaHa nccnegoBanusa (study plan deviation): HenpegHamepeHHOe OTKNOHEHUE OT
nnaHa uccnefoBaHNa Nocse AaTbl Havana uccrefoBaHus.

2.3.6 TecT-cucTema (test system): Buonoruyeckasi, xuMmuyeckass unm pusnyeckas cuctema B OTAESb-
HOCTU MM B KOMOGUHAUMW APYT C APYTOM, UCMO/b3yemMas B UCC/1ef0BaHUN.

2.3.7 nepBuYHbIE AaHHble uccnenoBaHus (raw data): OpurmHanbl 3anuceli U JOKYMEHTOB UCMNbITa-
TE/IbHOTO LIeHTpa WM KX 3aBEPEHHble Konuu, oTpaxarwlime pesysbTaTbl HabnwaeHWin u npoueaypsl, Npose-
[JeHHble BO BpeMsl NCC/ef0BaHUs.

MpumevyaHne — MNepBUUHLIMA AaHHBIMM UCCNEAOBaHMSI MOryT ObiMb: dhoTorpachumn, MUKPOOWIbMbI, MUKPO-
M/IEHKW, WX KOMWW, AUCKETbI U KOMMNAKT-AMCKW, paboyve 3ammcyl, BKIKUas 3anvMcy nokasaHuin aBToMaTu3npoBaHHbIX Npi-
60pOoB, 1 ApyrMe HOCUTENN AaHHbIX, KOTOpble 06ecneurBaroT 6e30MnacHoe XpaHeHue HGopMaLMn B TEUEHVE onpeaesneH-
Horo nepvoga BpemeHn (cm. 2.3.10).

2.3.8 o6pasel, (specimen): Jltoboit maTtepuan, B3ATbI U3 TECT-CUCTEMbI AN M3YUYEHUS, aHanmsa wunm
XpaHeHus.

2.3.9 pata Hayana akcnepmmeHTa (experimental starting date): [Jata nony4yeHnss nepsBbIX 3KCNEPUMEH-
Ta/lbHbIX AaHHbIX MO UCC/IeA0BaHMIO.

2.3.10 pata OKOH4aHMA 3akcnepumeHTa (experimental completion date): Jata noayvyeHus nocnegHux
3KCMEePUMEHTA/TbHBIX Jl@aHHbIX MO UCCNEeA0BaHUIO.

2
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2.3.11 paTta Havana nccnegoBaHus (study initiation date): Jata nognucaHus pykoBogmMTenem uccnego-
BaHWA nnaHa uccnefoBaHus.

2.3.12 pata okoH4aHuAa mnccnegosaHua (study completion date): Jata nognucaHus pykoBoAuTeNEM
nccnefoBaHUs 3aK/IUUTENBHOTO OoTYeTa.

2.4 OOBEKT ncnbitTaHusa

2.4.1 06bBbEKT ucnblTaHus (test item): O6BLEKT, NpeAaCTaBNALLWMIA COO0 NpegMeT UcCNenoBaHUs.

2.4.2 cTaHgapTHbIi 06bekT (06pasey), «KOHTPONbHbIV» 00bekT (06pasel) (reference item,
«control item»): O6BbeKT (0bpaseL), NCNOMb3yeMblii 471 CPABHEHUSA C 0OBHEKTOM WCMbITAHWUS, UMEIOLWMIi ohnLn-
a/lbHO YA, 0CTOBEPEHHbIN COCTaB.

2.4.3 naptus, cepun (batch, lot): OnpegeneHHoe KOMYECTBO OObEKTa MCMbITAHUSA WAW CTaHLAPTHOro
06beKTa, NosyYeHHoe B TeueHue onpefeneHHOro NPOM3BOACTBEHHOIO LMKIa Takum CnocoboMm, YTO 3TOT OObEKT
“MeeT 0A4HOPOAHbIV XapaKTep M A0/MKEH ObiTb HA3HAYEH B 3TOM KayecTBse.

2.4.4 HocuTenb (vehicle): BeluecTBo, ncnonb3yeMoe AN CMeLIMBaHNUs, AUCneprupoBaHns uam pacteope-
HWS1 06BbEeKTa UCMbITaHNA UK CTaHA4APTHOrO 06beKTa 1 No3BoNstoLLee 06/1erynTb ero BBeeHNe B TECT-CUCTEMY.

3 MpuHUMNbl Hagnexauieli NnabopaTOpPHOWN NPaKTUKK

3.1 OpraHusaumsa n nepcoHasi ncnbiTaresibHOro LeHTpa

3.1.1 O643aHHOCTN aAMUHUCTPaLUN UCTbITaTE/IbHOIO LeHTpa

3.1.1.1 AAMMHUCTpaLUA UCMbITATEe/IbHOTO LEeHTpa A0/DKHa rapaHTMpoBaTtbh, YTO MPUHLUUMLI Hag/exa-
e nabopaTopHoii NpakTUkM 6yayT CO6MI0AEHBI B MO/THOM 06bLEME.

3.1.1.2 B yacTHOCTM, agMUHUCTPaUUA AOJDKHA:

a) yTBepAuTb MOJIOXEHWUSA, COINacHO KOTOPLIM ONpeAensatoT Anuo(a), BeiNonHAKLWee 0693aHHOCTN py-
KoBoACTBa cornacHo MNpuHuMnam Hagnexaiiein nabopaTtopHOi NPakTUKK;

b) obecneumBatb HanMume B JOCTATOYHOM KOSIMYECTBE KOMMETEHTHOrO MepcoHasa, COOTBETCTBYHLUUX
nomeLLeHuit, 060pya0BaHNA 1 MaTepuanos, He0OX04MMOro /1 CBOEBPEMEHHOIO W HaA/1eXallero npoBeaeHus
nccnepoBaHns;

C) obecneuyvBaTb NojjepxaHue B akTya/lbHOM COCTOSHUM AOKyMeHTauuum 06 ypoBHe Ksanudukauum,
06pa3oBaHun, onbiTe PaboTbl U AO/MKHOCTHLIX 0653aHHOCTAX CMeLuanncToB 1 TEXHUYECKOro nepcoHana,;

d) rapaHTMpoBaTb YeTKOe MNOHMMAaHWe CBOMX 06SA3aHHOCTEl COTpyAHUKaMu, W, Npu HeobxoAMmMocCTw,
obecneynBaTb UM COOTBETCTBYIOLLEE OOyYeHNe 1 NOATOTOBKY;

€) HecTM OTBETCTBEHHOCTb 3a BbINO/IHEHNE UCCMeA0BaTeNbCKNX PaboT B COOTBETCTBUM C A€NCTBYOLNMN
cTaHOapTHbIMM OMepaunoHHbIMK Npoueaypamu; yTBepxXaaTbh Bce AeNCcTByOLMe cTaH4apTHble onepawumnoH-
Hble npoueaypbl 1 NOMpaBKN K HAM,

f) HecTn OTBETCTBEHHOCTb 3a OpraHM3aumnilo nNporpammbl 06ecneyeHus kayecTsa C HadHayeHHbIM Mepco-
Ha/IOM 1 ee peanusaumio B COOTBETCTBMM C lMpuHUunammn Hagnexawein nabopaTtopHON NpakTukuy;

[) Ha3HauyuTb 40 Havana UCc/efoBaHUsA B Ka4eCTBE PYKOBOAUTENA UCCNEef0BaHNA COTPYAHUKE, UMetoLLe-
ro cooTBeTCTBYlOLWEee obpa3oBaHue, KBanukaLmio U onbiT paboTbl. 3amMeHa pykoBOAMTENS UCCeLoBaHuA
[OJ/DKHA NPOBOAUTLCA B COOTBETCTBMU C YCTAHOB/IEHHLIM MOPAAKOM W AO/HKHA 6bITb AOKYMEHTMPOBAHA,

h) HasHauaTtb, B cnyyae HeEOOGXOAMMOCTU, NPU NPOBEAEHUN UCCMEAOBaHUSA HAa HECKO/bKUX UCMNbITaTeslb-
HbIX M/ioLLaAKax OTBETCTBEHHOrO MCCefoBaTens, KoTopblii 06n1ajaeT COOTBETCTBYIOLWMM 06pa3oBaH/eM, KBa-
nudpmkaumeli 1 onbIToM, YTOBbI KOHTPONMPOBATL NPOBEAEHNE AaHHOIO 3Tana (3TanoB) UccnefoBaHNs. 3aMeHa
OTBETCTBEHHOIO uUccneposaTens 40/HKHa NPOBOLAMTLCA B COOTBETCTBMM C YCTAHOBJ/IEHHBIM MOPSAKOM W AO/IXHA
6bITb 4OKYMEHTMPOBAHA,

i) rapaHTMpoBaTb, 4YTO NNaH uccnefoBaHUs OyaeT [AOKYMEHTa/lbHO YTBEPXAEH pykoBoautTenem
nccrnenoBaHns;

j) rapaHTupoBaTtb, 4YTO PYKOBOAWUTE b UCCMef0oBaHWUA MpefocTaBuT criyxbe no obecnevyeHuo KayecTsa
[OCTYN K yTBEPXAEHHOMY MaHy uccnegoBaHus;

k) obecneunBaTb COXpPaAHHOCTb MCTOpPMYECKMX (haliyioB BCEX CTaHAAPTHbIX ONepaLyOHHbIX NPoLeayp;

) Ha3HayaTb OTBETCTBEHHOIO 3a ynpaB/ieHne apxvMBOM (apxvuBamu);

T) rapaHTMpoBaTtb BbINOJIHEHWE OCHOBHOIO nnaHa-rpaduka;

n) rapaHTVpoBaTh, YTO Pecypcbl UCMbITATE/IbHOrO LleHTpa COOTBETCTBYIOT TpeboBaHUAM, npeabsBase-
MbIM K UX UCMO/Ib30BaHWIO B UCCNEA0BaHUMN,



FOCT 33044—2014

0) nNpu npoBefeHUV uccnefoBaHWii Ha HEeCKOSIbKMX UCMbITaTesbHbIX MNowaakax obecneunmBaTb YeT-
Koe U1 coriacoBaHHOe B3aVMOAENCTBUE MeXAy PyKOBOAMTENeM UCCNefoBaHusi, OTBETCTBEHHbIM(MM)
nccneposatenem(amm), CNyx60i no o06ecneyeHM KayecTBa W crneumasiuctaMu, BbIMOSHAKWMMA [aHHOe
nccnefoBaHue;

p) rapaHTMpoBaTb, YTO OOBLEKT UCMbITAHUA U CTAaHAAPTHbLIA 06BHEKT OnMcaHbl AO/MKHbIM 06pa3oMm;

g) ycTtaHasnvBaTtb npoueaypbl 418 NOATBEPXKAEHUA TOr0, YTO KOMMbIOTEPU3MPOBAHHBIE CUCTEMbI COOT-
BETCTBYIOT CBOEMY Ha3HAUYeHWo, a Takke Ba/iMaMpyloTCs, YNPaBisoTCa U NOAAEPXKNBAKTCA cornacHo MNpuH-
uMnam Hagsexalleii 1abopaTopHOl NpaKkTUKK.

3.1.13 Mpy BbINOMIHEHNM KaKOro-nm6o atana(oB) UccnefoBaHMa Ha UCMbITaTeNbHONM NAoWaake B KOM-
neTeHuMIio agMUHUCTpaLMM UcnbiTaTesibHOW nowaikM (B crydyae HasHavyeHus) BXOAAT BCe Bblllenepeyuc-
NeHHble 06s3aHHOCTY, Kpome 3.1.1.2, nepeuncnexus g), i), j) v o).

3.1.2 O653aHHOCTN pyKOBOAUTENA UCCefoBaHUA

3.1.2.1 PykoBoguTenb WcCrefoBaHUSA OcyliecTB/isieT obliee pyKOBOACTBO MNpoBefeHueM uccnenosa-
HVA, OTBEYaEeT 3a MOATOTOBKY 3aK/IH0YUTENBHOIO OTYeTa.

3.1.2.2 B 06A3aHHOCTU PYKOBOAWUTENSA UCCMEeL0BaHUA BXOAAT Kak MUHMMYM cnegyrolime yHKLUN:

a) yTBepxaaTb MnaH MCCNefoBaHUs U NONPaBKM K HEMY CBOEl NOANUCHI0 C yka3aHWeM AaTbl;

b) rapaHTMpoBaTb, YTO Cnyb6a No obecrneyeHUto kavyecTBa MMeeT KOMuu njaHa uccrefoBaHna co CBoe-
BPEMEHHO MOJIy4EHHbIMY NoMnpaBkaMu K HEMY, U HAXOAUTLCA C COTPYAHUKaMU Cryx6bl obecneveHns kayectsa B
NMOCTOSAHHOM KOHTaKTe Ha MPOTSHXKEHUU BCEro UccnefoBaHus;

C) rapaHTMpoBaTb, YTO MaHbl UCCNefoBaHWi, NONPaBKN K HAM Y CTaHAApTHbIe OnepaLMoHHble npoueay-
pbl 4OCTYMHBI cneynanucTam, BbINOJIHAKLWMM AaHHOe UcCnefoBaHue;

d) rapaHTMpoBaTtb, 4YTO B NnaHe UCCNefOBaHWA W 3ak/Il0UUTENIbHOM OT4YeTe O pesy/sbTaTax uccnefoBa-
HVA, BbINOJIHEHHOTO HA HECKO/IbKMX UCMbITATe IbHbIX Mowajkax, onpeenieHbl posn Kaxaoro OTBETCTBEH-
HOro UCMONHUTENsA(en) N KaXAoro 13 UcnbiTaTesbHbIX LEHTPOB U UCNbITATEeNbHbIX MN0WAA0K, BOB/IEYEHHbIX B
npoBejeHne uccnefoBaHus;

€) rapaHTMpoBaTb, YTO MPW BbINONIHEHMM PabBOT B COOTBETCTBUWM C MNJAHOM MWCC/efOBaHWUA NPOBOAAT-
CH OLeHKa M AO0KYMEHTUpOBaHWE BAWAHWSA /0ObIX OTKNOHEHWA OT MiaHa UCCnefoBaHWs Ha KayecTBO U Le-
NIOCTHOCTb MPOBEAEHVS WCCNeA0BaHUSI U MPU HeobXoAVMOCTU MPUHMMAIOTCS KOPPEeKTUpylLine AeicTBus, a
Takke npusHaBaTb AOMNYCTVMOCTb OTK/IOHEHUI OT cTaHAapTHbIX OMepauMoHHbIX Npoueasyp npv MNpoBeAeHun
nccnefosaHus;

f) rapaHTMpoBaTb, YTO perucrTpaums BCeX MEePBUYHbLIX AaHHbIX UCCNefOBaHWs MPOBOAMTCA B MOJSIHOM
obbeme;

) rapaHtMpoBartb, 4TO KOMMbIOTEPU3NPOBAHHbIE CUCTEMbI, WCMOJSIb3yeEMble B UCC/Nef0BaHuu,
Ba/IMAMPOBaHbI;

h) nognucbiBaTb U AaTMpPOBaTb 3aKIUYUTE/bHbLIA OTYET, TEM CambiM MPUHMMAs Ha cebs OTBETCTBEH-
HOCTb 3a [OCTOBEPHOCTb MHAIOPMaLMK 1 3a BbINONIHEHME WCC/ef0BaHMA B COOTBETCTBMU C MpuHuunamu Hag-
nexauiein nabopaTopHO NPaKTUKu;

) rapaHTMpOBaTb, YTO Moc/e 3aBeplleHns (BkIYasa NpekpalieHne) uccnefoBaHna naaH uccnejosa-
HWSA, 3aK/1YMTENbHbIN OTYET, NEPBUYHbIE JaHHbIe UCC/ef0BaHNsa 1 CONYTCTBYOWME MaTepranbl nepejaioTcs
B apXmB.

3.1.3 O6s3aHHOCTX OTBETCTBEHHOrO MccriegoBartesns

OTBETCTBEHHbIA nccrefoBaTe/lb HECEeT OTBETCTBEHHOCTb 3@ MPOBEeAEeHUe NOPYYEHHbIX emy 3TanoB
nccnefoBaHus B COOTBETCTBMM C MprHUMnamMu Haanexatiein nabopaTtopHol NpaKTUKK.

3.1.4 O65a3aHHOCTU NepCcoHasa, BbIMOIHAOLWEro NccreoBaHms

3.1.4.1 Becb nepcoHasl, BOB/EYEHHbI B NPOBEAEHME UCCEAOBaHWSA, AO/MKEH 3HaTb MpuHUMNbLI Haane-
Xalleli nabopaToOpHOli NPaKTUKU B YacTW, KOTOpas UMeeT OTHOLLEHME K UX YY4acTUI0 B UCC/EL0BaHUN.

3.1.4.2 MepcoHan, BbINOMHAWLWMNWIA UcCnefoBaHns, LOKEH UMETb AOCTYN K NaaHy nccnefoBaHus v co-
OTBETCTBYIOLIMM CTaHAapPTHbLIM ONepaunuoHHbIM npouesypam, NPUMEHAEeMbIM K UX y4acTUI0 B UCC/Ief0BaHNN.
Ero 0643aHHOCTbIO IBNSIETCS BbINOSIHEHUE WHCTPYKLUIA, COAEpXaLMXCa B 3TUX AOKYMeHTax. J/lloboe OTK/IoHe-
HME OT 3TUX MHCTPYKLMIA JOMKHO ObITb 3apEermcTpMpoBaHo; O TakOM OTKNOHEHUWN AO0MKHO ObITb COOOLLEHO Hemno-
CpeACTBEHHO PYKOBOAMUTE/O UCCefoBaHMA U/nnm npn Heobxo4MMOCTM OTBETCTBEHHOMY UCC/efoBaTesnto(sam).

3.1.4.3 TepcoHasl, BbIMOMHSAWMWIA NCCNef0BaHNA B COOTBETCTBMM C HACTOALWMMMK [MpuHLMNaMn Hazie-
Xalleli nabopaTopHOW NpakTVkn, 0683aH CBOEBPEMEHHO M TOYHO BECTW 3anucy NepBUYHBIX AaHHbIX UCCieo-
BaHWA M HECTWN OTBETCTBEHHOCTb 3a [JOCTOBEPHOCTb NMPeACTaB/IEHHbIX UM JaHHbIX.

3.1.4.4 TMepcoHas, BbINOMHAWLWWIA NCCNefoBaHNs, AO/MKEH NPUHUMATb Mepbl NPeAoCTOPOXHOCTH, YTO-
6bl MMHUMU3MPOBAaTbL PUCK AN COOCTBEHHOrO 340pPOBbA U 06ecneynTb NOMHOTY NPOBEAEHUS UCCef0BaHus.

4
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060 Bcex cny4dasx 3aboneBaHuii M HegoOMOraHuii cnepgyet HesaMeaMTesibHO coobwaTtb pykoBoAcCTBY, nocne
yero 3aboseBLIero coOTpyAHNKa OTCTPaHAT OT y4acTus B UccnefoBaHun, YTobbl ero COCTOsiHME He MOIJI0 No-
B/IMATb Ha npoBeaeHne nccnenoBaHus.

3.2 MporpammMa o6ecnevyeHusi kayecTea

3.2.1 O6Lwue nonoxeHusi

3.2.1.1 WcnbiTaTenbHbIl LEHTP AO/DKEH METb JOKYMEHTUPOBaHHYI0 Nporpammy obecrneyeHns kavecTsa,
4yTo6bLI rapaHTMpOBaTb, YTO MPOBOAMMbIE B HEM MWCCAEAOBaHWSA COOTBETCTBYIOT [MpuHUMNAM Hagnexaiiein
NnabopaTopHOI NPaKTUKN.

3.2.1.2 3a BbINOMHEHNE NPOrpaMmbl 0b6ecnevyeHns kayecTsa oTBeyaeT(toT) ynosiHoMmovyeHHoe(ble) nnuo(a),
HasHauyaeMble afMVHUCTPaLMe UCNbITaTeNbHOro LeHTPa, HenocpeACcTBEHHO MOoJuMHALWMEC e, 1 3Hako-
Mble C METOoAaMUN UCMbITaHWA.

3.2.1.3 JNlnuo(a), oTtBevawuiee(ne) 3a obecrnevyeHne kKayecTBa, He [0/MKHO(bl) ObITb BOBieYeHO(bl) B
npoBeJeHne uccnefoBaHus.

3.2.2 064a3aHHOCTM Ccnyxbbl N0 obecrnevyeHUo KayecTsa

3.2.2.1 Cnyxba no obecneyeHno KauecTBa JO/HKHA BbIMOMHATL creayrolme QyHKLUN:

a) UMeTb B Ha/Muuy 3K3EMNAPbl BCEX YTBEPXAEHHbIX M/aHOB WCCNefoBaHUs U CTaHAapTHbIX onepa-
LMOHHBLIX Npoueayp, MCMNoNb3yeMbiX B UCMbITATE/IbHOM LIeHTpe, M AO0CTYN K Tekylemy BapuaHTy OCHOBHOMO
nnaHa-rpaguka;

b) NpoBepsATb, YTOObLI NaH UccnefoBaHus cofepXas MHPopMaunio, HeobxoaMMyH 415 COOTBETCTBUA
MpuHuMnam Hagnexalleli nabopaTopHoOi npakTvku. JaHHaa npoBepka A0/MKHA ObiTb 4OKYMEHTUPOBaHA,;

C) OCYyLLEeCTBNATb WHCMEKUMU 3a NPOBEAEHUEM BCEX WCC/ef0BaHWlii B COOTBETCTBUM C HACTOSLLMMU
MpuHuMnamn Hagnexatleli nabopaTopHON NPakTUKM U AOCTYNHOCTLIO NAaHOB UCCNefoBaHWUli 1 cTaHO4aPTHbIX
onepauuoHHbIX Npoueayp nepcoHasty, BOBNEYEeHHOMY B NPOBEAEHNE WCCef0BaHus.

MpeaycMOTPEHbl TPU TUMA MHCMEKLMIA B COOTBETCTBMM CO CTaHAAPTHLIMY ONepauuoHHbLIMU NpoLeaypamu,
onpejeneHHbIMK B NporpaMmMme obecneyveHns KayecTsa:

- MHCNEKUUN OTAENbHbIX UccnefoBaHnii;

- MIHCMEKUUN UCMbITATENbHOTO LUEHTPA,;

- MHCNEeKUUn oTaesNbHbIX NPOLEecCoB.

M pnmedyaHne — OtyeTbl I'IO,CI'O6HI:>IX I/IHCI'IEKLLI/II7I AOJDKHbI ObITb COXpaHeHbI;

d) npoBepsiTb 3akYMUTENbHBIE OTUYETbI; NOATBEPXAATb, YTO METOoAbl, Npoueaypbl, Ha6IAEHUs U3-
NOXEeHbl TOYHO M MOJIHOCTLIO M UTO pe3y/ibTaTbl B NMOJHOM Mepe OTpaxaloT NepBUYHbIe AaHHble UCCefoBaHuii;

€) CBOEBPEMEHHO NpefCcTaBNsaTb pe3yfibTaTbl 06 UHCMEKUMSIX B MUCbMEHHOM BUAe agMUHUCTPaUUW uC-
MbITaTe/IbHOTO LEHTpa, PYKOBOAWUTEN0 UCC/efoBaHusl, OTBETCTBEHHOMY(bIM) UcciefoBaTento(am) 1, npu He-
06X0AMMOCTH, APYIMM PYKOBOASALWMM PaboTHUKAM;

f) BHOCUTbL B 3aK/tOUMTESIbHLIA OTYET NOATOTOB/IEHHOE U MOAMMUCAHHOE 3aKNoUEeHWE O TUNax WMHCMEKLUWiA
M Jatax UX npoBegeHvsi ¢ MHdhopmauuveli o6 aTane (3Tanax) NPoBepseMoro MccfefoBaHus U gate nepegauu
pe3ynbTaTtoB MHCMEKTUPOBAHUS aAMUHMUCTPALMM UCTIbITATENIbHOTO LEHTPA, PYKOBOAWTENO UCC/EeA0BaHUA U OT-
BETCTBEHHOMY WUCC/IeA0BaTe/l0 B Cllydyae Heo6X0AMMOCTU. DTO 3aK/OUEHNE TaKkKe AOJ/DKHO COAEpXaTb WH-
hopmauuio o TOM, UTO NEPBUYHbIE AaHHbIe UCCNeA0BaHNs OTpaXeHbl B 3aK/1I0UNTENIbHOM 0TYeTe A0CTOBEPHO.

3.3 TlomelleHns

3.3.1 O6uime NonoxeHus

3.3.1.1 Pa3mepbl, YCTPONCTBO M PacCNONOXEHNE MOMELLEHNIA fO/MKHbI OTBEYaTb 3ajadam uccneoBaHus.
MomMeLleHnst AO/MKHbI ObITb YCTPOEHbI TakMM 06pa3oM, 4TOObl B/AVMSIHWE Ha XOf MCCnefoBaHWii Oblo MUHK-
MasibHbIM.

3.3.1.2 TNomelleHna A0/DKHbI BbiTb CMIA@HMPOBaHbI TakuM 06pasoM, YTobbl OGblI10 06ecnevyeHo Makcu-
MaJ/IbHO U30/IMPOBaHHOE NPOBEAEHME KaX[0ro nccnenoBaHns pasmyHblix BUAo0B (TUMNOB).

3.3.2 TNomelleHua ona TecT-cuctem

3.3.2.1 B wucnbiTaTeNbHOM LEHTPE AO/MKHO ObITb AOCTATOYHOE YMC/AO MOMELLEHWIA WM 30H, YTOBbI 0be-
CcrneynTb U30MAUNI0 TECT-CUCTEM W UHAUBUAYASIbHBLIX MPOEKTOB, €C/ U3BECTHO, YTO OHW MpepycMaTpusaloT
Ncnonb3oBaHWe BELW,ECTB WM OpPraHM3MOB, OTHOCALWMXCSA K paspsgy 6M010rMyeckn onacHsbiX.

3.3.2.2 [1nA guarHoCTMPOBaHWS, NeYeHNs U KOHTPONS 3abosieBaHnin fO/MKHbI ObITb BblAeNEHbl NOAXOAS-
LiMEe MOMELLEHNS WU 30HbI, 4TOObLI 06ecneynTb CTabUNbLHOCTb N COXPAHHOCTb TECT-CUCTEM.
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3.3.2.3 B ucnbITaTteNlbHOM LieHTpe A0/MKHbI ObITb KOMHaTbl XpaHEHUS WU 30HbI 418 PeCcypcoB 1 060pyao-
BaHWA. 3TN MOMELLEHUS AO/MKHbI ObITb W30/IMPOBaHbI OT MOMELLEHWA WK 30H, COAepXaluux TecT-CUCTEMbI, B
Lensx obecneyeHns UM afeKBaTHOW 3aLiWTbl OT MHBA3WU, 3arpsA3HEHUS UMW 3apaxeHus.

3.3.3 lMomeleHns Ansa o6paboTKM O6BLEKTOB UCMbITAHUA W CTaHAapPTHbIX (KOHTPO/IbHbIX)
06BEKTOB

3.3.3.1 [Ana npeporBpalieHns 3arpA3HeHns B UCMNbITATeNIbHOM LEeHTpe AOJ/DKHblI ObiTb OTAesNbHble MoMe-
LLEeHVS1 UM 30HbI AN NOMYYEHUS U XpaHeHUs 06BEKTOB UCTbITAHUIA Y CTaHAAaPTHLIX (KOHTPOJIbHBLIX) O6BEKTOB U
CMeLLMBaHNA 06BHEKTOB UCTbITAHWA C HOCUTENSAMMU.

3.3.3.2 XpaHunuwa gns o6bEKTOB WCMbITaHWI AO/MKHbI OblTb M30/IMPOBaHbl OT NMOMELLEHWIA UK 30H,
cofepxallmx TecT-CUCTEMbI, U AO/KHbI COOTBETCTBOBATL TPeb6OBaHMAM MO 06ecrnevyeHnto UAEHTUYHOCTM, KOH-
LUeHTpauun, YNCTOTbl U CTaABUNBLHOCTKY, a Takke 6e30MacHOMY XpPaHEHUI0 ONacHbIX BELLEeCTB.

3.3.4 lMowmelleHns ana apxvBoB

CnegyeT npeAycMoTpeTb MOMELLEHUA O apXMBOB, B KOTOPbIX He06XxoAuMmMo obecneunTb Ge3onacHoe
XpaHeHne 1 cucTemy novcka naaHoB UCCNef0BaHWi, NePBUYHbIX AaHHbIX UCCNEAO0BaHUIA, 3aKNUnMTEeNbHbIX OT-
4yeToB, 06BLEKTOB MCNbITaHWIA 1 06pasLoB. B 3T nomeleHnax 4o/MKHbl ObiTb CO34aHbl YC/10BMSA, obecneymnBa-
IolWmMe O0/ITOBPEMEHHOE XpaHEeHNe apXMBHbIX MaTepuasios.

3.3.5 YpaneHune oTxonos

O6paboTka ¥ yaaneHne OTX04OB A0/DKHbl OblTb BbINOJIHEHbI TakMM 06pa3oM, 4TOObI He NOABEPrHYTb
OMacHOCTU NPOBeAEHUE UCCef0BaHNA U He UCKa3WUTb KX pe3ysbTaTbl. [ 3Toro TpebyeTcs obecneunTs cooT-
BETCTBYHOLLME YCNOBUA A48 cO0pa, XpaHeHNs ¥ BbIBO3a OTXOA0B, a Takke npoueayp X gesaktvsauuun v nocnemy-
tOLLLEe TPaHCMOPTMPOBKM.

3.4 O6opyaoBaHue, maTepuasnbl U peareHTbl

3.4.1 O6GopygoBaHve, BKIYas Ba/MAMPOBAHHbIE KOMMbIOTEPU3NPOBAHHbIE CUCTEMbI, WCMNOJb3ye-
Mble A1 CO3[aHWs, XpaHeHUs 1 noucka AaHHbIX, a Takke [718 KOHTPOMsA napaMeTpoB OKpyXatollei cpefpl, no
xapaktepuctmkam 1 pacnosioXeHUI0 4O/HKHO COOTBETCTBOBATL LE/IAM 1 3ajadyam UccnefoBaHus.

3.4.2 [o/mKHO ObITb NPeayCMOTPEHO MNepuoamnvyeckoe TeXHUYECKoe 06CnyxmBaHue o60pyaoBaHUSA,
MCNoAb3yeMoro B MCCNefoBaHWUM, BKIKOYAsA perynsapHblli Nepnognyecknin ocmMoTp, yxon, KannbpoBKy M no-
BEPKY B COOTBETCTBUWM CO CTaHAAPTHbIMK onepauuoHHbIMU npouedypamu. 31U paboTbl OO/HKHbI COMPOBO-
XOAaTbCA COOTBETCTBYHOLLMMMN 3anucamn. KanmbpoBKky 1 NOBEPKY cnefyeT NpoBOAUTbL B COOTBETCTBMU C HaLMO-
HaNbHLIMU WU MEeXAYHAapOAHbIMU CTaHAapTaMn U3mMepeHus.

3.4.3 O6opynoBaHue 1 maTtepuasibl, UCNOoMb3yeMble B UCCNEAOBAHUUN, HE AO/MKHbI BMATbL HA COCTOSIHWE
TECT-CUCTEM.

3.4.4 XviMnyeckue BeLecTBa W UX CMECW, peareHTbl Y pacTBOpPbl AO/MKHbI UMETb 3TUKETKN C YKasaHuem
CBeJleHNA 0 HaMMeHOBaHMN BELLECTBa, KOHLEHTpauun (B cnyvyae Heob6XxoAMMOCTK), AaTbl OKOHYaHUS CpokKa Xpa-
HEHWsI 1 MHCTPYKUMIO MO XpaHeHuto. [lomkHa 6biTb fOCTyNHa nHdopmaunsa ob usrotosutesnie, gate nNpov3Boa-
CTBa 1 CTabunbHOCTU. CPOK XpaHEeHUs1 MOXET ObiTb MPOA/IEH HA OCHOBAHUU pe3y/bTaToB AOKYMEHTUPOBAHHOW
NMPOBEPKN WM aHauIn3a.

3.5 TecT-cuctembl

3.5.1 dusnyeckme n XmMummyeckme TecT-cMcTembl

3.5.1.1 TexHu4yeckne XxapakTepuCTUKM U pacnosiokeHne o60opyaoBaHus, UCMOb3yeMOro Ansa nosyde-
HUA PU3NKO-XMMUYECKUX [aHHbIX, AO/DKHbI YA0BNETBOPATh LENsAM U 3aga4am McCrefoBaHus.

3.5.1.2 [omkHa 6biTb obecneyeHa COXPaAHHOCTb PU3NKO-XUMUYECKNX TECT-CUCTEM.

3.5.2 bwuosiornyeckue Tect-CUCTEMbI

3.5.2.1 [na xpaHeHus, pasMelleHus, o6paboTkmM 1 3amnTbl BMONOTMYECKUX TECT-CUCTEM AO/DKHbI ObITh
co34aHbl Hag/1exallune ycrioBus, obecneyrBarLLne 4OCTOBEPHOCTb NOJTyYaeMbIX pe3ynbTaTos.

3.5.2.2 Kaxpaa HoBas noctynawolias TecT-CUCTEMA XMUBOTHOMO M PaCTUTENIbHOTO NPOUCXOXAEHUSA OOXK-
Ha OblTb M30/MpoOBaHa ANs OUEHKM COCTOAHUA 34,0p0BbA. [pU BO3HUKHOBEHUW 3ab0/1eBaHUA WM CMEPTHOCTU
OaHHYI0 NapTuio XXMBOTHBLIX HE MCMO/b3YIOT B MUCCNEA0BaHUM W, NPU HEOOGXOAMMOCTU, 6e360/1e3HEHHO noaBep-
ralor aBTaHasmm. Ha MOMEHT faTbl Hayasna 3KcnepumeHTa UccsefoBaHUA BCe TECT-CUCTEMbI He LOJDKHbI
UMeTb 3a60/1eBaHUI WM COCTOSAAHWUIA, KOTOPbIE MOTYT CAYXWUTb NPENATCTBUMEM LEAN UAN NPOBEAEHUIO UC-
cnefoBaHusa. TecT-CUCTEMbI, Y KOTOPbIX B XO4€ MCCNef0oBaHNsA BbiSiB/IEHbI 3ab60/1eBaHna UM TpaBMbl, cregyeT
N30/1MpoBaTb M NIe4YNTb, €CN 3TO Heo6X0AMMO AN1A 06ecneyeHns NOSHOThI UccnefoBaHusa. [uarHosbl u ne-
yeHume N6bLIX 3abo1eBaHnli Kak B Xo4e nccnefoBaHns, Tak U 40 ero Havana A0/MKHbI 6biTb 40KYMEHTUPOBAHBI.

6
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3.5.2.3 [laHHble 06 UCTOYHUKAX TECT-CUCTEM, AaTax WX MOCTYN/eHUss U COCTOSAHUM Ha MOMEHT NOCTy-
NAEHUs AO/DKHbI BbITb COOTBETCTBYIOLMM 06pa3oM 3aperncTpupoBaHsbl.

3.5.2.4 TMepepn nepBoHavasibHbIM BBeAEHMEM 06BbEKTa UCMbITAHUSA UM CTaHA4apTHOro o6bekTa 6uosoru-
yeckme TeCcT-CUCTEMbl AO/MKHbI NPOWTU Nepuod akkaumMmaTtmusauumn, 4oCTaTouHbIi ANA agantauun K ycrioBUsam
npoBefeHNA nccnefoBaHus.

3.5.2.5 Bcsa umHdopmauus, Heobxogumaa Ans Hagnexawein ngeHtudukaumm TecT-CUCTEMbI, AO/MKHA
6bITb YKa3aHa Ha BXOOHbIX ABEepAX NOMeLLeHUA unm KoHTelHepax. OTAe NbHble TEeCT-CUCTEMBI, KOTOpble B NPO-
Lecce uccnefoBaHns OOMKHbI BbiTh NepeBefeHbl U3 0AHOT0 NMOMeLLEeHNs B Apyroe WM 13 O4HOro KoHTelHepa
B APYroWi, AO/MKHbI UMEeTb COOTBETCTBYIOLLYIO MapKNpPOBKY rae 3T0 BO3MOXHO.

3.5.2.6 B TeyeHne Ncnonb30BaHNs, NOMELLEHNS WU KOHTEHepbl AN coaepXaHnsa TecT-CUCTEM NOJA-
nexart perynsipHoit ybéopke u caHuTapHOi 06paboTke. MaTepuasbl, KOHTaKTUpylOWme € TeCT-CUCTEMOMN, He
[JOJIXHBI cofepXaTtb 3arpA3HAILLMX BELECTB B KO/IMYECTBAX, CMNOCOGHLIX MOBMUATL Ha X0 uccnenosaHus. Moa-
CTUSIKY A1 XMBOTHbIX CNieflyeT CBOEBPEMEHHO MEHATb Kak 3T0 TpebyeTcs MpakTUKoi paboTbl ¢ nabopaTopHbI-
MW XXMBOTHbIMW. Bce cnyyan ucnonb3oBaHusA NecTUUMAoB AO/MKHbI ObITh JOKYMEHTUPOBAHbI.

3.5.2.7 TecT-cucTeMbl, UCMO/b3yeMble B MOMEBbLIX YC0BUAX, AO/MKHbI ObiTb PacnoNoXeHbl Takum obpa-
30M, YTOObLI MPEAOTBPATUTL HA X0 UCCe0BaHUS XUAKOCTEN ANs pacnbiieHus (418 YHUUTOXEHUS] HACEKOMbIX)
N necTuumaos.

3.6 O6bEeKTbl UCMbITAHUI 1 CTaHOAPTHbIE 0OBLEKTDI

3.6.1 TlMony4yeHune, o6paboTka, OT6OP NPO6 N XpaHeHme

3.6.1.1 [o/mKHO ObITb NMPeAyCMOTPEHO BeAEHME PErmcTpPauuoHHbIX 3anuceil, B KOTOPbIX AO/MKHbI ObITb
yKasaHbl XapakTepucTUkM 06bEeKTOB UCMbITaHUA U CTaHAapPTHbIX 06BLEKTOB UCCNefoBaHUsA, AaTbl UX MNOSyYeHNs,
CPOKM TOAHOCTY, NepBOHaYasiIbHOE KOIMYECTBO U CBefeHusa 06 yyeTe pacxoga.

3.6.1.2 O6paboTka, 0T60P NPO6 M NpoLeaypbl XpaHEHNsT 06BEKTOB UCMbITAHUA N CTaHAAPTHLIX 06BHEKTOB
[OMKHbI OCYLLECTBAATLCA TakuM 06pa3oM, 4Tobbl 06ecneynTb OAHOPOAHOCTb U CTABWUILHOCTL NO Mepe BO3MOX-
HOCTW, a TaKke NpefoTBpaTuTb 3arpA3HeHne UM cCMellBaHne 3TuX 06 BLEKTOB.

3.6.1.3 Ha koHTeilHepe(ax), npefHa3HaYeHHbIX ANS XpaHeHUs 06bEKTOB UCMbITaHW UM CTaHO4APTHbIX
06BEKTOB, A0/DKHBbI ObITb NpUBeAeHbl AeHTUMKauMoHHasa HOPMaL s, CPOK rOAHOCTU U MHCTPYKLUMSA MO UX
XpaHeHuio.

3.6.2 XapaktepucTtuka

3.6.2.1 Kaxnapblli 06bEeKT UCMbITAHUA N CTaHAAPTHbIA 06BLEKT AO/MKEH ObiTb MAEHTUULMPOBAH COOTBET-
CTBYHOLLMM CNOCOBOM (Hanpumep, UMEeTb Ko, PErncTpaumnoHHbili Homep CnpaBoYHOM CAYXObl N0 XUMWUUECKONA
nutepatype AMepUKaHCKOro xmmMuyeckoro obuiectsa — CAS-HOMep, HaMMeHoBaHue, 6uonoruyeckne napa-
MeTpbl).

3.6.2.2 [nA npoBeAeHNs Kaxaoro uccnefoBaHus AOMKHbI 6bITb U3BECTHbI TaKMe XapakTepucTukn obbekTa
UCNbITAHWA N CTaHAAPTHOro 06bEKTa, Kak HoOMep napTum (cepum), CTeNEHb YNCTOTbI, COCTaB, KOHLEHTpauus uim
Apyrve BaXHble XapaKTepUCTUKK.

3.6.2.3 Ecnn 06bEKT mcnbiTaHWiA NOCTYyNaeT HENOCPEACTBEHHO OT CMNOHCOpPA, CMOHCOP W MUCMbITaTeNb-
HbIA LLeHTP OO0/DKHbI pa3paboTaTb MexaHu3M, NO3BONSAIOLWMA ero naeHTMuUupoBaThb.

3.6.2.4 [1nA Bcex uccnepoBaHnii HEO6XOAUMO NPOBEPATL CTABUILHOCTL O6BLEKTA UCMbITAHUIA 1 CTaHAAPT-
HOro o6bekTa B MpoLecce X XpaHeHWs B YC/TIOBUSAX SKCMEepUMeEHTa.

3.6.2.5 Ecnm 06bekT ucnbiTaHus npefHasHavyeH 475 BBeLEHUA UM NpUMEHEHUs B HocuTene, cneayet
YCTaHOBUTb €ro OAHOPOAHOCTb, KOHLEHTPaUmio 1 CTabunbHOCTb B YC/IOBUAX 3TOW cpedbl. [na TecT-cuctem, npu-
MEHSieMbIX B MOJMIEBbIX NUCCNeA0BaHWAX, 3TU CBONCTBA 06BEKTOB UCMbITAHMI MOTYT ObITb ONpeaesieHbl B nNpoLuec-
ce OTAe/IbHbIX NabopaTopHbIX 3KCNEPUMEHTOB.

3.6.2.6 [ns Bcex uccnefoBaHuii, KpOME KpaTKOCPOYHbIX, HEOBXO4MMO COXpPaHATb AN aHanm3a npo-
Obl 13 KaXXA0W NapTMmn (Cepun) o6beKTa UCMbITaHNS.

3.7 CraHfapTHble onepaunoHHble npoueaypbl

3.7.1 McnbiTaTenbHbI LEHTP AO/DKEH UMETb B HA/IMUYMKM OCPOPMIEHHbIE B MUCbMEHHOM BUAE U YTBEPX-
[JeHHble aAMUHUCTPaLMen ncnbiTaTesibHOro LEeHTpa cTaHAapTHble onepauroHHble npoueaypbl (COIM), KoTopble
npegHasHaveHbl 414 TOro, YTobbl rapaHTMpoBaTh KAayeCTBO W MOJIHOTY AAHHbIX, MOJSIYYEHHbIX B Mpouecce uc-
cnepoBaHus. MepecmoTpeHHble COIM Takke A0/KHbI 6biThb YTBEPXAEHbI aAMUHUCTPALMENn ucnbiTaTenbHOro
LeHTpa.
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3.7.2 Kaxgomy nogpasfeneHvuio uunm kaxaown nnowanke ucnbiTaTeslbHOr0 LeHTpa He3ameiMTesibHO
OOJDKHbI BbITb AOCTYNMHbI AelicTBytowme COIl, oTHocAWwMecs K ux aesTensHocTu. B gononHeHune k COIlN gonycka-
eTcA TaKke UCMNO/b30BaTh MHble NeyaTHble u3gaHusa, MeTognyeckme pykoBOACTBa, CNPaBOYHUKM U CneumasibHble
cTatbu.

3.7.3 OTtknoHeHua ot COIl B xoge mccnefoBaHnsa [O/DKHbI ObITb 3aperncTpupoBaHbl U 3aBU3NPOBaHbI
pykoBoauTesieM uccnefosaHusa u (Mpu Heo6xo4MMOCTHN) OTBETCTBEHHbLIM MccriegoBaTenemM(smu).

3.7.4 CraHfapTHble onepauvoHHble Npoueaypbl A0/HKHbI 6bITb UCMOb30BaHbI AN AEATENILHOCTY crieay-
IOWNX BUAOB (HO HE OrpaHNYMBaTbLCA UMN).

3.7.4.1 OOBEKTbI MUCMbITAHWUA U CTaH4APTHbIE 0OBbEKTbI

MocTynnexne, ngeHtudmkaLms, MapkupoBka, 06paboTka, oT60p Npo6 M XpaHeHue.

3.7.4.2 O6opypoBaHue, Matepuasibl U peareHTbl

a) O6opygoBaHue:

nucnonb3oBaHue, 06CyXnBaHue, yxon 1 kannbposka.

b) KoMnbioTepm3npoBaHHblE CUCTEMBI:

Banngaumns, nopsafok paboTbl U 06CAyXMBaHMSA, 6€30MacHOCTb, KOHTPO/Ib M3MEHEHWd U co3gaHne
pe3epBHbIX KOMUIA.

c) Martepwuasibl, peareHTbl 1 pacTBOpbI:

NPUroToB/IEHNE N MaPKUPOBKA.

3.7.4.3 XpaHeHue 3anuceid, OTYETHOCTb, XPaHEHWE U U3BMeYEHUE MHopMaunmM, KOANPOBAHUE uccre-
[oBaHwuiA, c60p AaHHbIX, NOArOTOBKA OTYETOB, CUCTEMbI MHAEKcaLMK, 06paboTka AaHHbIX, B TOM Yucnie € uc-
Mosib30BaHNEM KOMMbHOTEPU3NPOBAHHLIX CUCTEM.

3.7.4.4 TecT-cuctemsbl (rge NPUMMEHNMO):

a) noaroToBka NMOMELLEHUA 1 co3haHMe YCAOBUA OKpyXatowei cpelbl 4N pasMeLleHns TeCT-CUCTEM;

b) npouenypbl, YCTAHOB/IEHHbIE A1 NONYyYeHUs, TPAHCNOPTUPOBKN, pPa3MeLLeHUs, onpefesieHns xapakre-
PUCTUK N MAEHTUUKaUUN TECT-CUCTEM, a Takke yxoda 3a HUMU;

C) MOAroToBKa TecT-cucTem, HabMo4eHUA 1 OCMOTPbI [0, BO BPEMS W MOC/e 3aBepLleHnss UccnefoBaHus;

d) obpalleHne c TecT-cuctemamu, yMUpaKLWMMU UM yMepPLLUMMN BO BPEMSA UCC/IEL0BaHNS,;

e) cbop, ngeHtTudmkaumsa n nopagok paboTbl ¢ o6pasuamu, BKIOYAA HEKPOMNCUIO U TMCTONATO/OIMIO;

f) pasmelleHne TecT-CUCTEM Ha WUCMbITATe/IbHbIX NIoLaaKax.

3.7.4.5 Tpouegypbl No obecneyeHno KavyecTsa

PaboTa nepcoHana no obecneyeHnto KkayecTBa 3ak/loyaeTcs B M/1aHMPOBaHWUMW, COCTaB/ieHUN rpaduka
MHCNEeKL Wi, NPOBEAEHUN UHCMEKL WA, AOKYMEHTMPOBAHMMN U COCTaB/IEHUN OTYETOB 06 MHCNEKLMAX.

3.8 TlpoBeaeHne nccnegoBaHuii

3.8.1 lNnaH nccnepgoBaHusA

3.8.1.1 [nA kax[oro uccneposaHus nnaH uccnefoBaHns B NMCbMEHHOM BUAe A0/DKeH ObiTb paspaboTaH
[0 Hauana uccnefoBaHus. MnaH nccnefoBaHus AOMKEH ObITb YTBEPXAEH AATUPOBAHHON NOAMUCHIO PYKOBO-
AnTens nccnefoBaHus M BepuduuMpoBaH B COOTBETCTBMU C NPUHLMNAMK Hagnexalleli nabopaTopHoOi npak-
TUKN NepcoHasIoM Mo obecnevyeHnto kayecTBa, kak onvcaHo B 3.2.2.1, nepeuncnenune b). MNMnaH nccneposaHus
[OMKEH Takke ObITb YTBEPXAEH aAMUHMCTpaUueli UCMbITaTe/IbHOIO LIeHTPa 1 CNOHCOPOM, ecnu 3To TpebyeTcs
HaUuMOHa/IbHbIM 3aKoHO4ATEe/IbCTBOM WU 3aKOHOAATE/IbCTBOM CTpaHbl, rAe uccnepoBaHne 6yaet npencras-
NATLCA.

3.8.1.2 N3meHeHue njaHa uccnenoBaHus

a) MonpaBku K NAaHy uccnefoBaHMs OO/MKHbI ObITb 060CHOBaHbLI, YTBEPXAEHbI AATUPOBaHHON MNoA-
MUCbI0 PYKOBOAMUTENA UCCefoBaHNs. Monpasky [O/MKHbI XPaHUTLCA BMeCTe C N/iaHOM WMCC/1ef0BaHus.

b) OTKNOHEHWS OT njaHa uUccrefoBaHUSA [O/DKHbI 6bITb ONUCaHbl, 06bACHEHbI, NMPU3HaHbI U CBOEBpe-
MEHHO MnoAnuncaHbl PykoBOAUTENEM UCC/efoBaHus W/WAM OTBETCTBEHHbIM MUcCCnefoBaTesieM(aMn) C ykasaHu-
emM gatbl. OTKNOHEHUA OT nnaHa Ucc/efoBaHuA LO/MKHbI XPaHUTLCA BMeCTe C NepBUYHbIMU LaHHbIMU
nccnenoBaHvs.

3.8.1.3 OcHOBHOW nnaH uccnenoBaHWss MOXET ObiTb AOMNOJSIHEH CNeunasbHbIMU NPUIOKEHUAMN AN
NpoBeAEeHMs KPaTKOCPOUHBIX UCCNEA0BaHWA.

3.8.2 CopgepxaHue nnaHa nccnegosaHusa

MnaH nccnefoBaHNs JO/MKEH codepxaTb Kak MUHUMYM Cefyowyo MHhopMaumio:

3.8.2.1 WHdopmauma 06 mccnefoBaHnn, 06bEKTE UCNbITAHUA U CTaH4APTHOM 06bekTe:

a) onucaHue;

b) CyTb U Lefb UCCNefoBaHUs;
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C) onucaHue o6beKTa UCMbITAHUA C YKa3aHWeM Kofa winm HaumeHoBaHus [no HomeHknatype IUPAC, pe-
rMcTpaunoHHbIi Homep CAS, 61onormyeckne XxapaktepucTukn U T. n.;

d) mncnonb3yemsblii CTaHAAPTHLIA 0OBHEKT.

3.8.2.2 VIH(hopmaumss 0 CNoHCope N UCNbITaTe/IbHOM LEHTpE:

a) HaumeHoBaHWe ¥ agpec CroHcopa;

b) HaMMeHOBaHUA N ajpeca BCeX UCNbITATENIbHbIX LEHTPOB W UCNbITATeNIbHbIX MOWAaL0K, Y4acTBYIo-
LWMX B UccnegoBaHuu;

C) hamunus, VMs, 0TYECTBO M afpec PYKOBOAUTENA UCC/ef0BaHNs;

d) dhamunus, nmsa, 0TY4ECTBO M agpec OTBETCTBEHHOro uccnegosatens(ein) u atan(bl) uccnenoBaHus,
nepefaHHole emy(UM) pykoBoauTesieM UccnefoBaHus A5 OTBETCTBEHHOrO BbIMOSIHEHUS.

3.8.2.3 [artbl:

a) Jarta yTBepXAeHus nfnaHa uccnefoBaHus C NMOANUCbI0 PYKOBOAWUTENA uUccnefoBaHus. [lata yTBepx-
JeHna nnaHa uccnefoBaHus ¢ NOANUCLI0 afMUHUCTpaLMM UCMbITATeNIbHOrO LeHTpa WM CroHcopa, ecnv 3To
TpebyeTcsa HauMOHa/IbHbIM 3aKOHOAATe/IbCTBOM WM 3aKOHOL4AaTe/IbCTBOM CTpaHbl, rae uccnefosaHve o6ypet
npeacTaBnATLCS;

b) npegnonaraemble Aatbl Ha4Yana v OKOHYaHUA 3KCNepUMeHTa.

3.8.2.4 MeToabl UCNbITaHWUN

Ccblfiki Ha COOTBETCTBYIOLLME PYKOBOACTBA NO METOAaM MpoBefeHUs ucnblTaHuii OpraHmsaumm 3KoHO-
MUYecKoro cotpyaHudectsa u passutusa (O3CP), gpyrue pykoBoAcTBa Y METOLMKU.

3.8.2.5 [pyruve sonpocsbl (rae NPUMEHMMO):

a) obocHoBaHWe BblbOpa TECT-CUCTEMBI;

b) XapaKTepuUCTUKN TeCT-CUCTEeMbI: BUA, POA, WTaMM, Cy6LITaMM, UCTOYHUK NPUOBPETEHUS, KOSTIMYECTBO,
Avana3oHbl Maccbl Tena, nos, BO3pacT U Apyras cylectseHHaa UHopmaums;

C) cnocob BBeAeHUA U 060CHOBaHWE ero BbiIbopa,;

d) ypoBHM [03 W/MNK KOHLEHTpauuid, YactoTa U NPOAO/HKUTENBHOCTL BBEAEHWS;

€) AeTasbHas MHopMauusa O NPOEKTe 3KCMEepUMEHTa, BKIKYas onucaHue npouenyp UccriefoBaHus B
XPOHOJIOTMYECKOM NOPAAKE, BCE UCMOJb3yeMble METOAbl, Marepuasbl 1 yC/10BUA, BUL4bI U YaCTOTYy aHa/n30B,
n3MepeHuin, HabnwaeHNn N NPOBEPOK, CTAaTUCTUYECKNE MeToAbl 06pPabOTKM AaHHbIX.

3.8.2.6 3anucu

MepeueHb BCcex 3anucei 1 JOKYMEHTOB, NOA/IeXaliMX XpaHeH .

3.8.3 lpoBepeHne nccnepoBaHns

3.8.3.1 Kaxaomy nccnefoBaHWo LO/MKEH ObiTb NPUCBOEH YHUKANbHbIA WAEHTUUKALWOHHbLI HOMEpP
(kog). Bcem ob6bekTaMm, MMEOLWUM OTHOLWEHUEe K AaHHOMY WMccnefoBaHWuio, Takke AO/IKEeH OblTb MPUCBOEH
naeHTMmKaunmoHHbln Homep (kog). Ob6pasubl, UCNOMb3YEMbIE B UCCNeA0BaHUN, AO/KHbI OblTb MAEHTUPULM-
poBaHbl A1 NMOATBEPXAEHUA WX NMPOUCXOXAEHUA. Takaa naeHTudukaunsa Ao/HKHA NO3BONUTL OCYLLECTB/IATL
NpOCNeX1MBaemMoCTb COOTBETCTBYHOLLEro obpasLa 1 nccnefoBaHus.

3.8.3.2 VccnepoBaHue fOMKHO ObITb NPOBEAEHO B COOTBETCTBUM C MN/IAHOM UCC/1e0BaHUS.

3.8.3.3 Bce paHHble, NoJlyYeHHble B XOfe NpoBefeHUs UCCrefoBaHuns, AO/MKHbI OblTb CBOEBPEMEHHO,
6bICTPO, TOYHO M YETKO 3anucaHbl, a 3aTeM nognucaHbl U 4aTMpOBaHbl NLOM, BeAyLUM 3TU 3anucu.

3.8.3.4 Jliobble M3MEHEHUs NEPBUYHbIX AaHHbIX AO/DKHbI OblTb NPOBEAEHbI TakMm 06pa3oM, YTOObI He
6blI NOTepPsiHbI Npeblaylwine AaHHble; A0/HKHA OblThb ykalaHa npuyYMHa BHECEHUS W3MeHeHuii. 3anncb 06
N3MEHEeHNsX Ao/MKHa ObITb 3aBepeHa AaTUPOBAHHOW MOAMMWUCLI0 BHECLLIEro VX nLa.

3.8.3.5 [laHHble, 3aperncTpupoBaHHble NyTeM NpsiMOro BBoAa B KOMMbIOTEP, AO/DKHBLI ObITb NaeHTUULN-
poBaHbl BO BpEMS MX BBOAA OTBETCTBEHHbLIM 3a 3Ty npoueaypy avuom(Mu). KomnbloTepmuampoBaHHas cuctema
Jo/kHa obecneymMBaTb COXpaHeHWe BCeX ayAMTOPCKUX OTYETOB, YTOObI NokasaTb BCE W3MEHEHUs, He
CKpbIBas HavasibHbIX AaHHbIX. [Jo/mKHa ObiTb NpefyCcMOTPEHA BO3MOXHOCTbL OTC/IEXMBAHNS BHECEHUS W3MeEHe-
HWiA, YTOObI NOHUMMATb KTO UMEHHO BHEC T€ WM WHblE U3MEHEHUSI. DTO BO3MOXHO MpPY MUCMO/Ib30BaHNM, Hanpu-
Mep, CMHXPOHM3UPOBAHHbLIX W AATUPOBAHHbIX (3MIEKTPOHHLIX) noanuceli. [Jo/mkHbl 6biTb NpUBEAEHbI MPUYMHBI
BHECEHUS N3MEHEHWIA.

3.9 OTuyeT 0 pesynbTarax UccaenoBaHunii

3.9.1 O6uime NooXeHUs

3.9.1.1 o OKOHYaHWM KaXAOro WUccrefoBaHWUA [OO0/KEH ObiTb NOATOTOB/IEH 3aKMHOUMNTENbHBIA OTYeT.
B cnyyae KpaTKOCPOUHbIX MCCNeAoBaHUiA B CTaHAAPTHbIA 3aKNOUUTENbHBIA OTYET MOXET ObITb BK/THOYEHO COOT-
BETCTBYHOLLEE NPUIOXEHNME.
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3.9.1.2 OTBeTCTBEHHblE WCCnefoBaTesiv, a Takke HaydHble COTPYAHUKW, yyacTBylolue B uccnegosa-
HWK, NOANUCLIBAIOT OTYETHLI C YKa3aHueM [arbl.

3.9.1.3 3aknounTenbHbIil OTYET JO/MKEH ObiTb NOAMMCAH M AaTMpPOBaH PYKOBOAUTENIEM WCCNeAOoBaHus,
KOTOpPbI MpUHUMaeT Ha ceb6s OTBETCTBEHHOCTb 3a 40CTOBEPHOCTb AAHHbIX, NPUBEAEHHbIX B oTYeTe. [o/KHO
6bITb TaKKe yka3aHO, COOTBETCTBYET v oTyeT MNpuHumunam Haanexaulein nabopaTopHOi NPakTUKu.

3.9.1.4 VicnpaBneHust v AONOJSIHEHNS K 3aK/THUNTE/IbHOMY OTYETY AO/DKHbI 6bITb NpeAcTaBneHsbl B hoopme
nonpaBoK. B nonpaBkax A0/MKHbI ObITb YETKO yKa3aHbl NPUYMHbI BHECEHUS UCNPaBeHUA U AoNoSHeHnn. Kaxk-
Aaa 13 nonpasoK Ao/DkHa ObITb NognucaHa 1 gatuposaHa pyKoBOAMTENEM MCCNefoBaHus.

3.9.1.5 dopmaTnpoBaHMe 3akIYMTENbHOrO OTYEeTa B COOTBETCTBUM C TPeO6OBAHUAMU HaLMOHA/IbHOrO
3aKoHofaTesIbCTBa WM HaUMOHAIbHOTO Perynupyowlero opraHa He cuutaeTcs AelicTBMEM MO BHECEHWIO UC-
npaBneHnii, 4ONOSIHEHWI WX MONPABOK B 3aK/OUUTESbHbINA OTYET.

3.9.2 CopgepxaHune 3aKNHUYUTENIBHOTO oTyeTa

3akniounTesnbHbIN O0TYeT JO/MKEH COfepXaTb Kak MUHUMYM CreayloLllyo nHpopmauumio:

3.9.21 WNHpopmauns 06 uccnegoBaHmmn, 06bEKTE UCMbITAHUSA U CTaHAAPTHOM OObeKTe:

a) NnoJsIHoe HauMeHoBaHue;

b) onucaHue 06bEKTA UCMbITAHUSA C yKasaHMeM Koga uam HavMmeHoBaHusa (Mo HoMeHknaTtype IUPAC, pe-
rMCTPaLMOHHBIA HOoMep CAS, 6uonoruyeckne XxapakTepucTuki u T. n.);

C) HaMMeHOBaHWe cTaH4apTHOro 06bLeKTa,;

d) xapakTepucTukM 06beKTa UCMbITaHus, BKIYaa YUCTOTY, CTabUNbHOCTb U O4HOPOAHOCTb.

3.9.2.2 VHchopmauuss o CnoHcope 1 UCMbITaTeNIbHOM LEHTpE:

a) HaumeHoBaHWe ¥ agpec CroHCopa;

b) HaMMeHOBaHUA ¥ agpeca BCeX UCMbITATE/IbHbIX LEeHTPOB W UCMbITaTe IbHbIX MA0WafokK, y4acTByto-
LWMX B UCC/lef0BaHUu;

c) hamuniusa, ums, 0TYECTBO U afpec PyKoBOAUTENs UCCnenoBaHus;

d) dhamunus, nmsa, oTYECTBO M agpec OTBETCTBEHHOrO nccnegosatens(eii), a Takke, ecim Heobxoau-
MO, 3Tan(bl) uccnenoBaHus, nepefaHHble eMy ANS BbIMNONHEHUS;

e) hamununu, uMeHa, 0T4YecTBa U agpeca HayuHbIX COTPYAHWUKOB, OTYETbI KOTOPbIX BOLLMN B 3aKNHOUUTEb-
HbIiA OTYET.

3.9.2.3 [atbl

[atbl Havana v OKOHYaHWSA 3KCMepuMeHTa.

3.9.2.4 3akno4eHune cnyxobbl N0 obecneyeHnto kavecTsa

3akntoyeHre o BbIMOMHEHUY MporpamMmMbl obecneyveHns KayecTsa [O/HKHO CofepXaTb CBeAeHNUs O Tunax u
Jartax npoBefeHHbIX UHCNnekunid, atan(bl) nccrefoBaHus, npoweglne MHCnekuuun, pesynbtaTbl MHCNEeKUUn ¢
yKasaHueM Jart, KoTopble Obl/iM npeAcTaBneHbl aAMUHUCTPALMN UCNbITATENIbHOMO LEHTPA, PYKOBOAUTESO UCCe-
[0BaH/A 1 OTBETCTBEHHOMY MCC/efoBaTeNnto(saM) B ciiydae Heo6XoAMMOCTU. 3TO 3ak/louyeHne Heob6xoaMmo ans
NOATBEPXAEHUSA TOrO, YTO B 3aK/IHOYUTE/IBHOM OTYETe AOCTOBEPHO OTPaXeHbl NepBUYHbIE AaHHbIE.

3.9.2.5 OnucaHve maTepuasioB U METObl UCMbITAHWIA:

a) onucaHve martepuanoB U METOAOB, MPUMEHSEMbIX B UCCeA0BaHUM,

b) cCbl/lka Ha pyKOBOACTBa N0 MeTofaMm npoBefeHus ucnbitaHuin O3CP unn Ha gpyrue pykoBoAcTBa nNo
MeToZaM MpPOoBeAEHUS UCMbITaHUA U METOAMKN.

3.9.2.6 PesynbTtarthl:

a) KpaTkas cBOJKa pe3y/ibTaTos;

b) BCA UHJOpMaUUA 1 AaHHble, MOJSTyYEHHbIE NMPU BbINOSIHEHUN NNaHa uccnenoBaHus;

C) npeacTaB/fieHWe pes3ynbTaToB, BKAKOYAs BbIYUCMEHUA U CTaTUCTUYECKY0 06paboTKy MOyYEeHHbIX
OaHHBbIX;

d) oueHka n obCcyxaeHVe pe3ynbTaTtoB 1, B Cllydae He0O6XO0AUMOCTU, BbIBOAbI, 3aKNHOUYEHUS.

3.9.2.7 XpaHeHue

MnaH nccnepoBaHus, 06bEKTbI UCTbITAHMA U CTaH4apTHble 00beKTbl, 06pasLbl, NepBUYHbIE AAHHbIE WUC-
CcnefoBaHNs 1 3aKTHOUUTENbHBIA OTUYET AO/MKHbI XPaHUTLCSA B CNeunanbHO 0TBeAEHHOM(bIX) MmecTe(ax).

3.10 XpaHeHue 3anucen U maTepuasioB

3.10.1 B TeuyeHue yCTaHOB/IEHHOrO Nepuofa BPEMEHM B apxvBe OO/MKHbl XPaHUTLCS cneaylowme ooKy-
MEHTbI U MaTepuasbl:

a) nnaH uccnepoBaHns, NepBUYHbIE faHHble, 06pa3Lbl, 06BHEKT UCMbITAHUIA U CTaHAAPTHbLIN 06bEKT,
3aKNIYNTENbHBIA OTYET O KaX4oM uccnefoBaHuu;,
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b) 3anucu Bcex UHCMeKUWii, BbINOHEHHBIX B 06/1aCTV NporpaMmbl 06ecneyeHns kayecTBa, a Takke OCHOB-
Hble nnaHbl-rpadvku;

C) cBefeHus o6 obpasoBaHun, NOLTOTOBKE, KBaMdukauumn u onbite paboTbl NepcoHana,;

d) 3anucu n otyeTbl 06 06CNYXMBaHMN 1 KanTMBpoBKe 060pPY[0BaAHNS;

€) AOKYMEHTbI Mo BaslMjauuy KOMNbIOTEPU3NPOBAHHBIX CUCTEM;

f) ncropunueckme haiinbl Bcex cTaH4APTHLIX OMEpaUnoHHbIX Npoueayp;

[) 3anMcu MOHUTOPWMHra NnapamMeTpoB OKpYyXatoLein cpefbl. B ciyyae ecnm Cpok XpaHeHUss MaTepuasioB He
YyCTaHOBJ/IEH, [O/KHO ObITb ONpPefeneHo 1 3aperncTpupoBaHO OKOHYaTe/IbHOe MECTO XpaHeHus maTepuasioB
nccnegoBaHua. MNpPUYMHBI YHUYTOXEHMA 00pa3LoB, 0OBHLEKTOB WCMbITAHUA U CTaHAAPTHbLIX O0OBLEKTOB [0 WC-
TeyeHus YCTaHOBMEHHOro nepuoja XpaHeHus AO/KHbI 6biTb 06BACHEHbI U AOKYMEHTUPOBaHbl. O6pasLbl, 06b-
€KTbl UCMbITaHWUA W CTaHAAPTHble OO6BLEKTbI AO/HKHbI XPaHUTLCA A0 Tex Mop, Nnoka WX KayecTBO MO3BOMAET UX
1CnosbL30Bathb.

3.10.2 Martepwuansl, XpaHalwmecs B apxuBax, AO/DKHbl ObITb BHECEHbI B Katanor Ansa obecnevyeHns ux
ynopsA40YEeHHOTO XpaHeH!s 1 Nnoucka.

3.10.3 [ocTyn K apxmBam LO/DKEH ObITb BO3MOXHbIM TOJIbKO C paspelleHns agMuHUCTpauum ucnbita-
Te/IbHOro LeHTpa. [osmkHa 6bITb NpefycMOTpeHa peructpauns npuema v Bbi4ayunm apxMBHbIX MaTepuanos.

3.10.4 Ecnu ucnbiTaTeNbHblli LEHTP WM OpraHusauus, B KOTOPOW pacnosioXeH apxvB, Npekpawaer
CBOE CyLLecTBOBaH/e uM 06baBnsgeT ceba 6aHKPOTOM M He UMEET NPaBoNpPeeMHUKOB, apXMBHble MaTepuasibl
[OMKHbI BbITb NepefaHbl B apxve CnoHcopa(oB) nccnenosaHus (i).
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MpunoxeHve A
(cnpaBo4YHOE)

HasHaueHne 1 NpMMEHeEHME NPUHLUNOB Haaexallen nabopaTopHoi NpakTUKn

Al TMprHUMNbI Hag/IeXaLlein TabopaTopHOli NPaKTVKW NpeaHasHaueHbl A5 06ecreyeH st CornacoBaHHOCTY 1 A0-
CTOBEPHOCTMN PE3Y/IbTATOB HEK/IMHUYECKUX UCCIEA0BAHNA MEANLIMHCKOW 1 9KOSIOMYEeCKoi Ge30MacHoCTy.

A.2 TprHUMMbI Hag/IexalLLel TabopaTopHOK NPaKTVKM onpesenieHbl Kak cucTeMa 06ecriedeHI st KauecTea, KacaroLa-
£1CA OpraHM13aLmmn NpoLiecca UCCefoBaHWiA U YCNoBNIA, B KOTOPbIX HEKTMHUYECKIE UCCEA0BAHNS MEAULMHCKONM 1 3KOM0mU-
Yeckoi 6e30MacHOCTU A0/MKHbI BbITb CrIAHMPOBAHDI, BbINO/HEHDI, MPOKOHTPOIMPOBaHBI, 0CDOPM/IEHBI U 3aapXMBUPOBAHSI.

A.3 TpyHUMNbI Haanexalleli 1abopaTopHOli NPaKTUKM Hanpas/ieHbl Ha 06ecreyeHrie NPUEMSIEMOCTY Pe3y/LTaToB
HayuHbIX UCCeA0BaHNA. MpUEMIEMOCTb B JAHHOM C/lyyae 03HAYAET, C OfHOWM CTOPOHbI, [OKA3aTEbHOCTL M HAZEXHOCTb
[aHHbIX, € Apyroli — cobsitofeHe NPUHLMMOB N'yMaHHOTO OGpaLLIEHNs C TaGoPaTOPHbLIMU XXUBOTHLIMM.
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