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Mpegucnosue

Lienn, ocHoBHbIE NPUHLMIMBI U NOPAAOK NpoBedeHns paboT Mo MeXrocyaapCcTBEHHOW cTaHaapTuIaumm
yctanosneHbl MOCT 1.0—92 «MexrocyaapcTBeHHas cuctema ctaHgaptusaumm. OCHOBHBIE MOMOXEHWS» ©
FOCT 1.2—2009 «MexrocyaapcTBeHHan cuctema craHgaptusaumu. CTaHaapTbl MeXrocyaapcTBeHHbIe, NpaBu-
na n pekomeHaaUnn No MeXrocyapcTBeHHON ctaHgapTusauun. Mpasuna paspaboTku, MPUHATUS, MPUMEHEHNS,
06HOBNEHUA U OTMEHBI»

CeefeHUA o cTaHpapTe

1 NOArOTOBIIEH ®enepanbHbIM rocyaapCcTBEHHBIM YHUTapHBIM NpeanpusiTuem «Bcepoccuiickuin Ha-
YUYHO-UCCneaoBaTenbCkUi LEHTP cTaHgapTusauum, HdopMaumm U cepTudukaLmm Cbipba, MaTepuanos U Be-
wecte» (Pryn «BHUALUCMB») Ha ocHOBe cOGCTBEHHOrO ayTeHTUUHOrO MepeBoda Ha PYCCKUN SA3bIK
pyKOBOASALLEro AOKYMEHTa, YKa3saHHOro B nyHKTe 5

2 BHECEH ®epaepanbHbIM areHTCTBOM MO TEXHUYECKOMY perynvMpoBaHuio n metponorum (PoccraH-
Aapt)

3 NPUHAT MexrocyaapcTBeHHBIM COBETOM MO CTaH4apTU3aLMKU, METPONOMK U cepTudukaummn (NpoTto-
kon oT 20 okTa6psa 2014 r. Ne 71-M)

3a NpuUHATUE NPOronocoBanu:

KpaTKoe HaumMeHoBaHUe CTpaHbl KOﬂ CTpaHbl CoxpaLueHHoe HauMeHOBaHUE HaAUWOHANbHOrO opraHa
no MK (MCO 3166) 004—97 no MK (UCO 3166) 004—97 no craHaapTu3auuu

ApmeHus AM MuHakoHomukmn Pecnybnukn Apmenus

Benapycb BY locctangapt Pecnybnuku Benapycb

Kupruaus KG Kbipreiactanaapr

MongoBsa MD Mongosa-Ctangapt

Poccus RU Poccrangapt

YKpaunHa UA MuH3KOHOMPa3BUTUA YKpauHbI

4 lMpukasom PeaepansHOro areHTCTBa Mo TEXHNYECKOMY perynMpoBaHuio 1 meTponorum ot 20 Hosibps
2014 r. Ne 1700-cT mexxrocyaapcTeeHHbIN cTanaapT FOCT 33044—2014 BBefeH B AeliCTBUE B Ka4ECTBE HaLM-
OHanbHoro cTaHaapta Poccuitckon ®egepaumn ¢ 1 asrycta 2015 .

5 HacToswwuit ctaHaapT naeHTnYeH MexayHapogHomy gokymeHTy OECD Guide 1:1998 OECD Principles of
good laboratory practice (MpuHUMNbI HagNexallein nabopaTopHO NPaKTUKA).

MepeBog ¢ aHrmMAcKoro ssbika (en).

CreneHb cooTBETCTBUA — MAeHTUYHas (IDT)

6 BBE[EH BMNEPBbIE

UHebopmayusi 06 usMeHeHUsIX K HacmosiuieMmy cmaHOapmy rybriuKyemcsi 8 exxe200HOM UHhopMaUUoH-
HOM yKasamerne «HayuoHanbHele cmaH0apmbiy, @ Mekcm USMEHEeHUl U ronpasoK — 8 eXEeMECSYHOM UH-
opMayUOHHOM yKa3zamere «HayuoHansHbie cmaHOapmbiy». B criyyae nepecmompa (3amMeHbl) Uit OMmeHs!
Hacmosiweao cmaHOapma coomeememasyrouiee ygedomneHue bydem orybriuKoeaHo 8 exxeMeCsIHHOM UHPOopP-
MayuoHHOM yKka3zamene «HauuoHanbHele cmaHdapmsiy. Coomeemcmeayou,asi UHhopmayus, yeedomneHue u
meKcmbl pasMeualomesi makxe 8 UHghopMayuoHHoU cucmeme obuweao rnofb3oeaHusi — Ha oghuyuaribHOM
calime ®edepanbHo20 azeHmMemaa rno MexHUYECKOMY peayriuposaHuio U Memporoauu 8 cemu VIHmepHem

© CraHpaptuHdopm, 2015

B Poccuiickoin ®egepaumin HacToALWMIA CTaHAaPT HE MOXKET ObiTb MOSTHOCTLHO UM YaCTUYHO BOCNPOU3BE-
OEH, TUPaXXMPOBaH M pacnpocTpaHeH B KayecTBe oduumnansHoro nsgaHus 6es paspelueHnsa degepansHOro
areHTCTBa NO TEXHNYECKOMY pErynmpoBaHunio U MeETPOrornm
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BBegeHue

HacToswwuii cTaHaapT NoAroToBreH B LiersX rapMOHU3aL/n OTEHECTBEHHbBIX HOPM Y MPaBun ¢ MexayHapoa-
HbIMX JOKYMEHTaMU U1, B MepByto odepedb, ¢ AoKyMeHTOM OpraHusauumM 3KOHOMUYECKOro CoTpyaHMYecTsa n
pa3suTua (O3CP) «MpuHumnbl Hagnexallueh nabopatopHol npakTuku (GLP)».

HeynoBneTBOpeHHOCTb Ka4eCTBOM HEKITMHUYECKMX UCCIIeAoBaHWA, Ha pesysbTaTaxX KoTOPbIX OCHOBbIBAET-
CSl OLieHKa YPOBHS OMacHOCTN B OTHOLUEHUW 300POBbS YeoBeKa 1 OKpYXXarollen cpedbl, CO CTOPOHbI NpaBu-
TENbLCTB UM NpeacTaBuTeneil  MPOMBILWUEHHOCTM  pasHblX rocydapcTB  MpuBena K - YCTaHOBMEHWIo
rocygapctsamu—uneHamm O3CP kpuTepreB Ans nNpoBeaeHUst NogobHbIX MCCneaoBaHuUi.

Bo nsbexxaHue UCNonb3oBaHNsa pasHbIX CXeM BbIMONHEHWs NoAobHbIX UccnegoBaHui, Y4To Morsio Bkl npensi-
TCTBOBaTb MeXAyHapoaHON TOProsre XMMUYECKUMU BeLLleCcTBaMu, rocygapctsa—uneHbl OOCP noctasunu saga-
4y OCYLLECTBWUTb MeXAYHapOoAHYH rapMOHM3aLIMI0 METOAOB UCMbITAHUA 1 Haanexalleh nabopaTopHO NPakTUKK.
B 1979—1980 rr. mexxgyHapoaHON rpynnoii SKCnepToB, CO34aHHON COrNacHo creuvansHOn nporpaMmme no
KOHTPOIMIO XMMUYECKNX BELLECTB, NP NCNOMb30BaHUA OPraHn3aLMOHHbIX 1 Hay4YHbIX METOAOB W OfbITa, Nosy-
YeHHbIX M3 PasfnyHbIX HauMoHalbHbIX Y MeXayHapogHbIX UCTOYHMKOB Obin paspaboTaH gokymeHT «O3CP
MpuHumnel Hagnexalen nabopatopHon npakTukn (GLP)» (OECD. Principles of Good Laboratory Practice
(GLP)). OaHHble «MMpuHLmnbl GLP» 6binn npuHsTel CoBetom O3CP B 1981 1. kak npunoxeHue K pelueHuo CoseTa
O3CP o0 B3aMMHOM MpU3HaHNN AaHHBIX NPU OLeHKe Xumimdeckux sellecTs [C(81)30(Final)].

B 1995—1996 rr. 6bina chopMunpoBaHa HoBas rpynmna sKkcrepToB, KOTopasi OCyLLeCTBMIa MepecMoTp AoKy-
meHTa «[puHUMnbl Hagnexalen nabopatopHoi npakTukn (GLP)». Ha ocHoBe cormalwueHunid, AOCTUHYTbIX B
xofe paboTbl aToN rpynnbl, bbina paspabotaHa obHOBNEHHas Bepcusl AoKyMeHTa. [aHHbIN JOKYMEHT OTMEHS-
eT 1 3aMeHsieT NepBoHaYarnbHbIA AoKYMeHT «[puHUMnbl Hagnexallen naboparopHon npaktukv (GLP)», npuHs-
Thin B 1981 1.

Lenb «MpuHumnoB Haanexalleln nabopatopHoit npaktuki (GLP)» coctouT B TOM, 4Tobbl 06ecnevnTb
npoABWXKeHWe NPUMEHEHNA MPUHLMNA OLeHKM KavecTBa AaHHBIX, MOMYyYeHHBbIX B pesynbraTte ncneitaHuin. Co-
MOCTaBMMOCTb YPOBHS Ka4ecTBa AaHHbIX, MOMyYeHHbIX B pesyfibTarte UcrnbiTaHuin, opMupyeT ocHoBaHne ana
B3aWMHOTO MPU3HaHWS AaHHbIX B pasHbIX cTpaHax. Ecrvn otaensbHble cTpaHbl MOTyT AOBEPATb Ka4eCTBY AaHHbBIX UC-
MbITAHUN APYrMX CTPaH, MOXHO 13bexaTb 4y6rmpoBaHns UCTIbITaHWA, TakKUM 0Bpa3oM CIKOHOMUB BPEMS U PeCypCbl.
MpumeHeHne «MpuHLMNOB Haanexallen naboparopHoi npakTuki (GLP)» nossonut usbexars co3gaHns TexHu-
Yecknx 6apbepoBs B Toprosne 1 byaeT cnocobcTBOBaTL OCYLLECTBNEHUIO 3alUTLl 300POBbS YeroBeka U oxpaHe
oKpyxatoLen cpeabl.

CraHpapT cogepxuT MpunoxeHue A (CnpaBoYHOE), KOTOPOEe OTCYTCTBYET B TEKCTE MEXAyHapOAHOro JOKY-
meHTa OECD, Guide 1:1998 OECD. Principles of good laboratory practice. B MpunoxeHun A npuseaeHbl NosicHe-
HUS ANs Nonb3oBaTeneil B YacTy HasHauYeH st U NPUMEHEHUs NPUHLMMNOB Haanexallel nabopaTtopHOn NPaKTUKA.
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M E X T OCVYOAPG CTUBEHHUB H C TAHDAOAPT

NPUHUMNBI HAQNEXALLEWA NABOPATOPHOU NPAKTUKU

Principles of good laboratory practice

Data BBegenns — 2015—08—01

1 O6nacTb NnpuMeHeHus

Hactosawwnin ctaHgapT yctaHasnusaeT MpuHUMNbl Hagnexalen nabopaTopHON NpakTUKK, NpeaHasHa-
YeHHble A48 NTPUMEHEeHUS Npuy NPoBeAeHUM HEKINTMHUYECKNX nccrneaoBaHuii 6e3onacHOCTU 0ObLEKTOB UCMbITa-
HUIN, codepXaLluXcsl B NiekapCTBEHHbIX CpeacTBax, nectuumaax, KoCMeTUu4eckon Npoaykumm, BeTepuHapHbIX
npenaparax, NULLEBLIX U KOPMOBBIX AoBaBKax, a Takke XMMUYECKMX BellleCTBaX NMPOMBILLIIEHHOMO Ha3Ha4YeHUs.
OB6beKTbl UCMbITaHUA, Yalle BCero, ABMATCA CUHTETUYECKAMI BELLECTBaMU U UX CMECSIMU, HO TakkKe MOoryT
6bITb HAaTypanbHOro 1M BUOreHHOro NPOUCXOXKAEHUSA, a B OTAEMbHLIX CryYasix NpeacTaBnaTs cobon Xusble
opraHuamel. Llenb ncnbiTaHnii COCTOUT B TOM, 4TOBbI NONYYUTL AaHHbIE O CBOMCTBAX OBGLEKTOB WUCMbITaHUA
nmnmn o6 nx 6esonacHOCTX AN 340POBLA YeNoBeka Unn okpyXXarLLen cpeabl.

MpuHUMNEl Haanexawen nabopaTopHON NPaKTUKUA PacnpoCTPaHSIKOTCS Ha HEKMUHUYECKUE UccneaoBaHust
MEeAMLMHCKOM WU 3konorudeckoit 6esonacHoCTM, KoTopble BKMoYaloT B ceba uccnenoBaHus, NpoBoAuMble B
nabopaTopHbIX, TENAUYHLIX U NONEBLIX ycroBusX. MpUHUMNBLI Haanexallei nabopaTopHO NPaKTUKA NPUMEHU-
Mbl 4115 BCEX HEKIMMHUYECKNX UCCneaoBaHNiA MeAULIMHCKOM 1 aKororuyecko 6esonacHocTu, TpebyeMbIX 3aKOHO-
0aTenbCTBOM B LEMAX pernctpauuMn unm nuueHsnpoBaHns JIeKapCTBEHHBIX CPeACTB, NeCTUUMAOB, MULLEBLIX U
KOPMOBbIX A06aBOK, KOCMETUHECKON NPOAYKLMA, BETEPUHAPHBIX NMpenapaToB U ApYrvx NofaobHbIX NPoayKToB, a
Takke XMMUYECKUX BELLIECTB NPOMBLILLNEHHOIo HasHaYeHus1, 3a UCKITIoYeHMEM cryqaeB, 0c060 OroBoOpeHHbIX
B COOTBETCTBUMU C HALMOHANMNbHbLIM 3aKOHOAATENLCTBOM.

2 TepMuHbI 1 onpeaeneHUN

B HacToAweM cTaHgapTe NPpUMeHeHb! cneayrolme TEPMUHBI C COOTBETCTBYHOLLMMM ONPEAENEHNAMN:
21 MpuHUMNLI Hagnexalen NabopaTopHOW NPaKTUKK

2.1.1 NpuHuMnbl Hagnexauwen na6opartopHoi npakTuku (Good Laboratory Practice (GLP): Cuctema
obecnevyeHna KavecTsa, UMeroLLas OTHOLLEHUE K NpoLeccamM opraHusaLmm, NiaHUpoBaHust, NOpsAAKY NposeaeHUs
1 KOHTPONIO UCccneaoBaHuWiA B 06nacTy oxpaHbl 300poBbA Yenoseka 1 6e30NacHOCTM OkpyXatoLLel cpeael, a Tak-
e ohopMneHua, apxMBMpPOBaHUA U NPEACTaBNEHNUA Pe3yNnbTaToB 3TUX UCCNeAOBaHUNA.

2.2 OpraHusauus UCNbITaTeNbHOro LeHTpa

221 ucnbitatenbHbIN LeHTP (test facility): dakTuieckoe MecTo NpoBeaeHUA HEKITMHUYECKOro uccneaoBsa-
HUSI MEOULIMHCKOM 1 3KoNMorM4ecko 6e3onacHoCTK, rae HaxoauTCa KONMekTUB cneumnanucToB, noMeLleHus u ob-
opynooBaHue, Heobxoaumble AONs ero BbIMONMHeHWs. Ecnu uccnegoBaHWA  BLIMOMHAOTCA Ha  HECKOSbKUX
ucnbliTaTesbHbIX NNoWaaKkax, To Nod TEPMUHOM «MCTbITaTeNbHbBIN LLeHTP» NOHUMAIOT COBOKYNHOCTb NAOLWAA0K, KO-
TOpble MO OTAENBHOCTU UMW B COCTaBe rpynn y4acTBYHOT B NPOBEAEHUN UCCNEAOBaHWS, BKIKOYAs NOLWaaKy, Ha Ko-
TOPOW HaXoAUTCA PyKOBOAMTESb UCCIEeAOBaHUA.

222 ucnbiTaTenbHana nnowagka (test site): Mecto npoeaeHus kakoro-nubo atana uccrnenoBaHus.

WU3paHune ocbmumnansHoe
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2.2.3 agMUHUCTpauma UcnbiTatenbHOro LeHTpa (test facility management): I'uuo nunu nuua, ocdurumans-
HO BO3rMaBNALLME UCNbITaTeNbHbINA LIEHTP U OTBETCTBEHHbIE 3a opraHU3aLuio 1 cobrniogeHue B Hem MpuHUMNOB
Haanexaluein nabopaTopHoOn NPaKTUKN.

2.2.4 apMuHuUcTpauma ucnbitatensHoW nnowaakm (test site management): INluuo wnu nuua (8 cnyyae
HasHa4yeHus), OTBETCTBEHHOE(ble) 3a NpoBeeHNe Ha Hell COOTBETCTBYIOLLIEro(MX) aTana(oB) UCCNeaoBaHUA CO-
rnacHo MpuHuunam Hagnexaten nabopatopHon NPaKTUKK.

2.2.5 cnoHcop (sponsor): Pusnyeckoe UNK OPUAUHECKOE NIULIO, KOTOPOE MHULMUPYET, 0hOPMNNAET 3aKas,
nogaepxueaet u/unu yTeepxaaeTt NnposeeHUe HEKNMUHUYECKOro UccrneoBaHus MeaUUMHCKOM 1 3Koformvec-
Kol 6e30MacHOCTU U HeceT OTBETCTBEHHOCTb 3a ero opraHusaumio U ouHaHCUpOBaHMe.

2.2.6 pykoBoguTenb uccneposaHus (study director): JluLo, oTBeTCTBEHHOE 32 NpoBeAeHUE HEKINUHUYEC-
KOro uccneaoBaHna MeaULIMHCKON U akonornveckon 6e3onacHoCTu OT Havana o KoHua.

2.2.7 orBeTcTBeHHbBIN UccnepoBarens (principal investigator): INuuo, koTopoe B criydae npoBedeHUst nUc-
CneaoBaHnA Ha HECKONbKUX UCNbITaTENbHBIX NoWaaKax AeUCTBYeT OT UMEHWU PYKOBOAUTENSA UCCNEAOBaHUA N He-
CeT OTBETCTBEHHOCTL 3a NepeaaHHble B ero BeaeHWe aTanbl UccreaoBaHusl.

M pumeyanne— OTBETCTBEHHOMY UCCNEAOBATENIO(AM) HE MOXET ObITb NOMHOCTLIO NepeaaHa OTBETCTBEHHOCTb
PYKOBOAUTENS UCCNEAOBaHNA 3a NPOBeAEHNE NCCNea0BaHNS, MOCKONbKY OHA BKITIOYAET B Ce0s1 yTBep)KAeHNE NnaHa uccneao-
BaHUA N NONPaBKN K 3TOMY NNaHy, yTeepxxXaeHne 3aknio4nTenbHOro oT4eTa n rapaHtum, YTo Bce nccnegosaHnsa COOTBETCTBYIOT
MpuHUMNam Hagnexawen nabopaTopHON NPaKTUKA.

2.2.8 nporpamma o6ecneveHus kavecTBa (quality assurance programme): MNporpamma pa6oT, BbinonHsAe-
MbIX NMepcoHarnoM, HesaBMCUMBIM OT NPOBEAEHUA UCCNENOBaHWIA, U HanpaBneHHbIX Ha obecneveHne agMUHNCTPa-
uvei ncneltatenbHoro LeHTpa cobnogerus MpuHUMNOB Hagnexatlei nabopaTtopHON NpakTUKK.

2.2.9 craHpapTHble onepaLuoHHble npoueaypbl; COIM (standard operating procedures; SOPs): [oky-
MeHTUpOBaHHbIe MpoLieaypbl, coaepXallune ornucaHne NPoLeccoB NpPoBeAeHUs UCTIbITAaHUA AW ApYron aes-
TeNbHOCTU, Kak MpaBuno, He npefcTaBreHHble AeTanbHO B MiaHax UccredoBaHWA WM PYKOBOACTBaX Mo
MeTofam NpoBeaeHUs! NCNbITaHUNA.

2.2.10 ocHoBHom nnaH-rpaduk (master schedule): Ceoaka nHcpopmaLmu, NO3BONAOWAA OLEHUTL pa-
6o4yto HarpysKy 1 Ucronb3yemas Ans KOHTPOSs MPOBeAeHUsI NCCNEAoBaHNIA B UCTILITAaTENIbHOM LiEHTpeE.

2.3 HeknuHu4yeckoe uccnegoBaHue MegULMHCKOW U 3Kornorudeckon 6ezonacHocTu

2.3.1 HeKNUHMYecKoe UccnegoBaHue MegULIMHCKOW M 3Konornveckon 6esonacHoctu (non-clinical
health and environmental safety study): SkcnepuMeHT nnu psa KCNEPUMEHTOB, COIMACHO KOTOPLIM OOBLEKT UCTbl-
TaHWi NoaBepratoT UccrneaoBaHuio B NabopaTopHbIX YCIIOBUAX U YCMOBUSIX OKPYKatoLLen cpeabl, YTobbl NonyunTb
AaHHble 0 cBoicTBax obbekTa Wunu ero 6e3onacHoOCTM U NPeacTaBUTb MX Ha PaccMOTpeHUe PerynpyroLLIMm
opraHam.

2.3.2 KpaTkocpo4Hoe wuccnegoBaHue (short-term study): WccneposaHue, nNpoBoAvMOE  LLUMPOKO
pacnpocTpaHeHHBIMN MeToAaMN B TeHeH1e HEMPOOOIKUTENBHOTO BPEMEHN.

2.3.3 nnaH uccnegoBaHus (study plan): JokyMeHT, on1CbIBaOWMA Lienv U METOAONOMI0 3KCnepuMeHTa
AN NpoBeAeHUs1 NCCrefoBaHNs, a Takke BKIoYaroLWuiA B cebsi BCe NMonpaBki, BHECEHHBIE B 3KCTIEPUMEHT.

2.3.4 nonpaBka K nnany uccnepoBaHua (study plan amendment): LieneHanpaeneHHoe M3MeHeHue B
nraHe nuccnegoBaHvs, BHeCEeHHoe nocre Jatel Hadarna UccrnefosaHus.

2.3.5 oTknoHeHMe OT NnaHa uccnegoBaHuaA (study plan deviation): HenpegHamepeHHoe OTKMOHEHWe OT
nraHa nuccnegosaHus nocne Jatel Ha4arna uccreaoBaHust.

2.3.6 Tect-cuctema (test system): Buonorndeckasn, xumudeckas unu cusndeckas cuctema B OT-
AenbHOCTU UM B KOMBUHaLIMW ApYr ¢ ApYroM, UCTosfib3yemMas B UCCeA0BaHNM.

2.3.7 nepBUYHbIe AaHHble uccnenoBaHusa (raw data): OpurnHanbl 3anucen U OOKYMEHTOB UCHbI-
TaTenbHOro LieHTpa Wi 1x 3aBepeHHbIe KoMuW, oTpaxarowwmne pesynsrathl HabnogeHuin n npoleaypbl, Npose-
AeHHble Bo BpeMsl uccriedoBaHus.

MpumeyaHue—TllepBNUHbIMM AaHHBIMKM MCCNedOBaHUs MOTYT ObiTh: hoTorpacdvu, MMKPOMUIIbMbI, MUK-
POMNINEHKN, X KOMUK, AUCKETbI U KOMMaKT-aUcky, paboure 3anucu, BKIYas 3anmcy NokasaHwii aBTOMaTu3MpoBaHHbIX Npubo-
POB, 1 ApyrMe HOCUTenNW AaHHbIX, KoTopble obecneqnBatoT 6e3onacHoe XpaHeHVe UHGopMaLMK B TEHEHUE ONPEOEneHHOro rne-
pviopa Bpemeny (cMm. 2.3.10).

2.3.8 obpasel (specimen): NMioboin maTepunan, B3ATbIA U3 TECT-CUCTEMBI ANl U3yYeHUs, aHanusa unm
XpaHeHus.

2.3.9 pata Hayana akcnepuMeHTa (experimental starting date): [ata nonyyeHusi nepBbiX aKcnepumeH-
TarnbHbIX AaHHbIX MO UCCNeaoBaHuIo.

2
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2.3.10 pata okoH4YaHUsA 3KcnepumeHTa (experimental completion date): [lata nonyyeHus nocneaHux
3KCMepUMeHTarnbHBIX AaHHBIX MO UCCIe40BaHMo.

2.3.11 pata Hauyana uccnepoBaHusA (study initiation date): [lata nognucaHus pykosoguTenem uccneao-
BaHWA NfaHa uccnegosaHus.

2.3.12 paTta oKoH4YaHuA uccrnegoBaHus (study completion date): [lata nognucaHus pykosoguTenem
nuccrneaoBaHua 3aKi4UTENBHOMO oTYeTa.

2.4 OOBEeKT UcnbITaHuA

2.4.1 obbekT ucnbitaHua (test item): O6bekT, NpeacTaensawLWMA coboli NpeaMeT uccreqoBaHus.

2.4.2 ctaHpapTHbIN 06beKkT (o6pasel), KKOHTPONbHLIN» 06BLekT (o6pa3eu) (reference item,
«control itemy»): O6bekT (0bpasew), UCMOMb3YEMBIA A4S CPaBHEHUS ¢ OGBLEKTOM UCTBITAHWUSA, UMEHOLLMIA oduLmn-
anbHO YOOCTOBEPEHHbI COCTaB.

2.4.3 naptus, cepua (batch, lot): OnpegeneHHoe KONMYECTBO 0OBbEKTa UCMBbITAHWS UMK CTaHAAPTHOTO 00bL-
eKTa, Mory4yeHHoe B TeveHne onpeaeneHHoro NPOU3BOACTBEHHOO LKA TakuM CrocoboM, YTO STOT 0OLEKT UMeeT
OOHOPOAHBIN XapakTep U AOMKeH ObITb Ha3Ha4YeH B 3TOM KadecTBe.

2.4.4 Hocutenb (vehicle): Belecto, UcMonb3yemMoe Ansi CMeLLMBaHWS, QUNCTIEPTMPOBaHUS U pacTBoOpe-
HUs1 oBbeKTa UCMbITaHWst UNK CTaH4apTHOMO 0ObeKTa 1 No3BossitoLiee 0bNerunTs ero BBEAEHUE B TECT-CUCTEMY.

3 MpuHUMNBLI Hapnexalen NadopaTopHON NPaKTUKK

3.1 OpraHuzauus 1 NnepcoHan UCNbITaTeNlbHOro LeHTpa

3.1.1 O6a3aHHOCTU aAMUHUCTPaLMU UCNIbITaTENBHOIO LEHTpa

3.1.1.1 AaMUHUCTpaLUs NCMbITaTeNbHOro LeHTpa A0MKHA rapaHTMpoBaTh, YTO NPUHLIMIBI HaANexallen
nabopatopHoli NpakTukn ByayT cobntoaeHsl B NoNHOM obbeme.

3.1.1.2 B 4acTHOCTW, aAMUHUCTpaLMs JOrKHA:

a) yTBepAnTb NONOXEHUS, COrMacHo KOTOPbLIM OrpeaensitoT N1uo(a), BeinonHswowee 06s13aHHOCTU py-
koBoAcTBa cornacHo MpuHUMNam Hagnexallen nabopaTopHoi NpakTUKu;

b) obecneunsaTb HanUume B 4OCTAaTOMHOM KONUYECTBE KOMMETEHTHOMO NepcoHana, CoOOTBETCTBYHOLLMX Mo-
MeLLeHWiA, obopyaoBaHNs U MaTepurarnos, HeoBXoaAMMOro AN CBOEBPEMEHHOTO U HaaNexXallero NpoBeaeHUs uc-
criegoBanHus;

c) obecneumBatb noggepXkaHue B akTyanbHOM COCTOSIHUM OKYMeHTauun 06 ypoBHe kBanudukauuu,
o6pa3oBaHnK, onbiTe paBGoThl U JOMHKHOCTHBLIX 0BSI3aHHOCTSAX CNELManicToB U TeXHUYEeCKoro nepcoHana;

d) rapaHTUpoBaTb YeTKoe MOoHMMaHWe CBoMX 0BsI3aHHOCTEN COTPyAHUKaMMU, WU, Npu HeobxoaumocTw,
obecrieynBaTb UM COOTBETCTRYHOLLIEE OBYYeHWe U NOATOTOBKY;

€) HecTU OTBETCTBEHHOCTb 3a BbIMOSIHEHUE 1CCeaoBaTenbeknX paboT B COOTBETCTBUN C ASUCTBYIOLLIMMU
cTaHAapTHbIMU OnepaLMoHHbIMK NpoLedypamMu; yTBeEpXKAaTb BCe ASWCTBYIOLWME CTaHAAPTHBIE OnepaLyoH-
Hble npoLeaypbl 1 NOMpaBKkn K HAM;

f) HecTun oTBETCTBEHHOCTb 3@ OpraHM3aLuuMio NporpamMmMbl obecrneveHrs KadecTea ¢ HasHa4YeHHbIM NepcoHa-
ITIOM U ee peannsaumio B COOTBETCTBMN ¢ MpuHUMnammn Hagnexatuen nabopaTtopHo NPaKTUKK;

g) HasHa4uTb [0 Hayarna vcciefoBaHUs B Ka4ecTBe PyKOBOAUTENSA UCCeA0BaHUA COTPYAHUKA, UMEIOLLEro
COOTBETCTBYIOLEe obpasoBaHue, kBanudukaLmio U onbIT paboTel. 3aMeHa pyKkoBoaUTENa UCCNeQoBaHUA OorT-
XHa NPOBOANTLCA B COOTBETCTBUMN C YCTAHOBSIEHHBIM NOPAAKOM U A0SKHA BbiTb AOKYMEHTUPOBaHa;

h) HasHavaTb, B cnyyae HeobXoAMMOCTU, NPU NPOBEAEHUN UCCNeA0BaHUS HA HECKOMbKUX UCTIbITATENb-
HbIX NSioLaakax oTBETCTBEHHOIO UccredoBaTens, KoTopbii 06nagaeT CoOTBETCTBYHOLMM 0BpasoBaHUEM, KBa-
nudurkaumen n onbITom, YTobbl KOHTPONMPOBAaTL NPOBeAEeHWE AaHHOTO dTana (3Tanos) UccneqoBaHusa. 3aMeHa
OTBETCTBEHHOrO UCCneaoBaTens A0IPKHA NPOBOAUTLCA B COOTBETCTBUM C YCTAHORMEHHBIM NOPSIAKOM M AOIDKHA
6bITb 4OKYMEHTUPOBaHa;

i) rapaHTUpoBaTb, UTO NNaH UccneaoBaHUs ByaeT AOKYMEHTaNbHO YTBEPXKAEH pyKoBoAUTENeM uccneno-
BaHuA;

j) rapaHTUpoBaTb, YTO pyKoBOAWUTENb UCCNeaoBaHUA NpeaocTaBuUT crnyxbe no obecneyeHUo KavecTsa
[OCTYN K YTBepKAEHHOMY NriaHy uccneaoBaHus;

k) obecneunBaTb coXpaHHOCTb UCTOpUYECKUX (balinoB BCex cTaHAapTHBLIX ONEpaLyoHHbIX Npoleayp;

I) HasHa4aTb OTBETCTBEHHOIO 3a ynpaBfeHne apXuBoM (apXnsamu);

m) rapaHTUpoBaThb BbIMOSIHEHWE OCHOBHOMO NnaHa-rpacduka;

n) rapaHTUpoBaTb, YTO PECypChbl WUCMBITATENBHOTO LEHTpa COOTBETCTBYOT TpeboBaHuaAM, npeabss-
NAEeMbIM K UX UCNOMNb30BaHUIO B UCCNeaoBaHK;
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0) Npu NpoBeAeHUN NCCNefoBaH WA HA HECKOMbKMX UCTbITaTeNbHbIX NoLlaaKkax obecneunsarb YeTKoe 1 co-
rnacoBaHHoe B3aVMOOEUCTBME MeEXOY PYKOBOAUTENEM WCCNegoBaHWs, OTBETCTBEHHbIM(MMW) WccneaoBaTe-
nem(simm), cry>kBoii mo obecnedeHno KayecTsa U crieLyianMcTamn, BeIMOMHAOWAMUW JaHHOE UCCceaoBaHue;

p) rapaHTMpOBaTb, YTO OOBLEKT UCTLITAHUIA U CTaHAAPTHBIA OGBEKT ONMCaHbl AOMKHBIM 0BpasoMm;

q) ycTaHaBnuBaTb NpoLeaypbl Ans NOATBEMKAEHNUSA TOM0, YTO KOMMLIOTEPU3NPOBaHHbIE CUCTEMBI COOTBE-
TCTBYIOT CBOEMY HasHaYeHWIo, a TaKkke BanuaupyroTes, YNpasnsaloTcs U nogaepxusatotca cornacHo MpuHum-
nam Hagnexatien nabopaTopHON NPaKTUKK.

3.1.1.3 Tpu BbINONHEHUN Kakoro-nMBo aTana(oB) UCcNegoBaHNA Ha UCTbITATENbBHOM NIoLWaaKke B KOM-
neTeHumnio aaMUHNCTpaLn UCNbITaTENbHON NNowaaku (B cnyvyae HasHauYeHus1) BXoASAT BCe BblLLEnepedncneH-
Hble 0bs13aHHOCTY, KpoMe 3.1.1.2, nepeuncnenuns g), i), j) 1 o).

3.1.2 O6sa3aHHOCTM pyKoBOOUTENA UCCNefOoBaHUA

3.1.2.1 PykoBoanTenb uccnegoBaHUsi ocyllecTBnsieT obliee pyKOBOACTBO MpPOBeAeHMEM uccneno-
BaHWS, OTBEYAET 3a MOAroTOBKY 3aKNHOHUTENbHOIO oT4eTa.

3.1.2.2 B 065a3aHHOCTN pyKOBOAUTENS NCCNeaoBaHWUsA BXOAAT Kak MUHUMYM crieqytoLume dyHKUmn:

a) yTBepxaaTb NfaH nuccrneaoBaHus U Nnonpaskn K HeMy CBOe NOAMNUCHIC C ykasaHnem AaTthl;

b) rapaHTupoBsaTh, UTO cnyx6a no obecrneveHnIo KadyecTsa UMeeT KoMK NMNaHa UCCreaoBaHns Co CBOeBpe-
MEHHO MOSyYeHHBLIMK NOoMnpaBKaMu K HeMYy, N HaXoaUTLCS ¢ COTPYAHUKaMU cnyxObl obecnedeHust KadecTsa B Mo-
CTOSIHHOM KOHTaKTe Ha MPOTSPKEHUW BCEro NCCNeAoBaHNs;

C) rapaHTuMpoBaTh, YTO NnaHbl UCCNeaoBaHWI, NONPaBKA K HUM U CTaHAapTHbIE onepaunoHHbIe Npoueay-
pbl 4OCTYMHbI cneLanMcTam, BbINOMHAKLLUM JaHHOE UCCreaoBaHue,;

d) rapaHTupoBaTh, YTO B NNaHe UCCeOBaHNS U 3aKMKOYUTENBHOM OTYETE O pe3ynbTraTtax UccneaoBaHus,
BbIMOSIHEHHOTO Ha HECKOMbKNX UCMbITaTENbHBIX NoWaakax, onpeaeneHbl POy KaXaoro 0OTBETCTBEHHOMO Uc-
nonHUTEnNsi(ein) N KaXaoro U3 NCMbITaTeNbHbIX LIEHTPOB U UCNbITaTeNbHBIX MIIOLLaaokK, BOBMEYEHHbIX B NpoBeaeHue
nccnenoBaHus;

e) rapaHTMpoBaTb, YTO MPW BbINOMHEHUU PaBoT B COOTBETCTBUM C MIIAHOM UCCMEQOBaHUA NPOBOAATCSA
oLeHKa U JOKYMEHTUPOBaHMNE BIUAHUA NHOOLIX OTKMOHEHWIA OT NNaHa UCCNeaoBaHUsA Ha KavecTBO U LIeNOCTHOCTb
npoBeaeHNs UCCredoBaHUs 1 NPU HeOBXOAUMOCTU NPUHUMAIOTCS KOPPEKTUPYIOLLIME AGUCTBUA, a Takke NpusHa-
BaTb OMYCTUMOCTb OTKITOHEHUA OT CTaHAAPTHBIX OofepaLMOHHBIX Npoueayp Npu NPoBeAeHUN UCCNeqoBaHuUs;

f) rapaHTUpoBaTb, YTO permcTpaumst Bcex NepBUYHbIX AaHHbIX UCCNEeaoBaHUA NPOBOAUTCS B MOMHOM 06b-
eme;

g) rapaHTUpoBaTb, YTO KOMMbIOTEPU3NPOBAHHBIE CUCTEMBI, UCMOMb3YeMble B UCCe0BaHWUM, BanManpo-
BaHbl;

h) noanucelBaTte W gatupoBaTh 3aKMHOUUTENbHBIA OTYET, TEM CaMbiM NpUHUMas Ha cebs OTBeT-
CTBEHHOCTb 3a A0CTOBEPHOCTb MHGOPMAaLIMM U 32 BbIMOSIHEHUE UCCNEAOBaHUA B COOTBETCTBMMU ¢ puHUMnamu
Haanexawuen nabopatopHOn NPaKTUKK;

i) rapaHTUpoBaTb, YTO NMOCHE 3aBepLUeHUs (BKNoYaa npekpalleHne) uccneagosaHus nnaH uccrneagoBa-
HWA, 3aKMIOYUTENBHBIA OTYET, NepPBUYHbIE AaHHBIE UCCNeAoBaHUA U CONYTCTBYIOLME MaTepuarbl nepearTcsl B
apxus.

3.1.3 O6sa3aHHOCTU OTBETCTBEHHOIO UccnegoBaTensa

OTBeTCTBEHHBIN UccrieoBaTeslb HECET OTBETCTBEHHOCTL 3a NPoBeAeHNE NMOPYUYEHHbIX eMY 3TanoB UC-
cnepoBaHWUA B COOTBETCTBUM ¢ lNpuHUMNamu Hagnexawen naboparopHon NPaKTUKK.

3.1.4 O653aHHOCTU NepcoHana, BbINOMHAIOWEero uccnefoBaHus

3.1.4.1 Becb nepcoHar, BOBMEYEHHIA B NPOBEAEHNe NCCNeaoBaHns, AomKeH 3HaTb MpuHUMNbI Haanexa-
e nabopaTopHOW NPaKTUKK B YaCTK1, KOTopasi UMeeT OTHOLLEHWE K UX Y4acTUIo B UCCeqoBaHUN.

3.1.4.2 MepcoHan, BLINOMHAOLLMIA UCCNEA0BAHNUA, AOMKEH UMETb AOCTYN K NNaHy UccrnefoBaHust U co-
OTBETCTBYIOLUM CTaHAAPTHBLIM ONepauMoHHBIM npoueaypam, NPUMEHAEMBbIM K UX y4acTUlo B UCCNIEA0BaHUA.
Ero 06a3aHHOCTLIO AIBMSIETCS BLINOMHEHUE MHCTPYKLWA, COAepXKaLLMXCA B 3TUX AoKyMeHTax. Jlo6oe oTKnoHeHue
OT 3TUX UHCTPYKLUMIA AOIDKHO BbITh 3aperMcTpUpoBaHo; O TaKOM OTKMOHEHUU AOMKHO 6biTh CO0BLLEHO Henocpe-
ACTBEHHO PYKOBOAMTEMIO UCCNeqoBaHUs Wy npyu HeobxoaMMOCTU OTBETCTBEHHOMY UCCIeaoBaTento(sim).

3.1.4.3 TMepcoHan, BbIMOMHSIIOLLWIA UCCNeAOoBaHUA B COOTBETCTBUN € HacToAWMMM [MNpuHUmMnaMn Haanexa-
e nabopaTopHOo NpakTukK, 06s13aH CBOEBPEMEHHO W TOYMHO BECTU 3amnuci NEPBUYHLIX JaHHLIX UCCeAoBaHUA
U HeCTU OTBETCTBEHHOCTL 3a OCTOBEPHOCTL NpeacTaBAeHHbIX UM AaHHbIX.

3.1.4.4 TMepcoHan, BLINOMHSOLWMA UcCNeaoBaHUA, AOSMKEH NPUHUMATL Mepbl NPeAOCTOPOXKHOCTH, YTOOLI
MUHUMU3UPOBATL pUCK Ans COBCTBEHHOTO 300pOBbA U 06eCneunTb NMOHOTY NpoBeaeHus uccrnefosaHusa. O6o
BCEX crny4vasx sabonesaHWin WU HegoMoraHUiA cneayeT HesameanuTeNbHO coobaTb PYKOBOACTRY, Nocne Yero
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3aboneBLwero COTPpyAHWKa OTCTPaHAIT OT y4acTuda B UCCreaoBaHuy, YTOOLI €r0 COCTOSAHME HE MOFTIO NOBMAUATL
Ha nposeaeHWe nccnenoBaHUA.

3.2 Mporpamma oGecneyeHust KauecTBa

3.2.1 O6wue nonoxeHus

3.2.1.1 VcnbitatenbHblil LIGHTP AOIDKEH UMETb JOKYMEHTUPOBaHHYHO NporpamMy obecrneveHust kadyecTBa,
4TO6bI rapaHTUPOBaTb, YTO NPOBOAUMbBIE B HEM UCCNENOBaHUs COOTBETCTBYIOT MpuHUMNaM Hagnexaluen na-
6opaTopHOI NPaKTUKA.

3.2.1.2 3a BbINoONHeHWe nporpaMmmel obecrnedeHns KayecTBa OTBEHaET(I0T) yrorIHoMoUeHHoe(ble) nvuo(a),
HaszHavaeMoe(ble) aAMUHUCTPaLMER UCMIbITAaTENbHOrO LIEHTPa, HenocpeacTBEHHO noauvHsiowee(ne)cs el u
3HaKoMoe(ble) ¢ MeTogaMmn UCnbITaHUIA.

3.2.1.3 Nuuo(a), oTBevatowee(ne) 3a obecneveHne kayecTsa, He AOIMKHO(bI) ObiTb BOBNEYEHO(bl) B NPO-
BeAeHWe nuccneaoBaHus.

3.2.2 Ob6s3aHHOCTM clyXObl MO 06ecnevyeHUIo KayecTBa

3.2.2.1 Cnyx6a no obecneyeHUio Ka4ecTBa AO/MKHA BLINONHATL criedyrolime yHKLMK:

a) MMETb B HaNUYMK 3K3eMMSIPbl BCeX YTBePXKAEeHHbIX NNaHOB UCCReaoBaHUsa U CTaHAapTHBIX onepaLyoH-
HbIX npoueayp, NCNONb3yeMbIX B UCTIbITATENBHOM LieHTpe, U AOCTYN K TeKyLLieMy BapWaHTy OCHOBHOIO NiiaHa-rpa-
duka;

b) npoBepsaTb, UTOGEI NNaH UccneaoBaHUA cogepkan uHpopmaumio, Heobxoaumyto Anst COOTBETCTBUS
MpuHumnam Hagnexawen nabopatopHoi NpakTukni. flaHHas nposepka AoMKHA BbiTb AOKYMEHTUPOBaHa;

C) OCYLUEeCTBNATL MHCTIEKLMN 3a NPOBEeAEeHNEM BCeX UCCeA0BaHUA B COOTBETCTBUM C HAacTosALWMMK MNpuH-
uunaMu Hagnexaiiein nabopaTopHOM NpakTUKM U AOCTYMHOCTLIO NAHOB UCCNeA0BaHUA U CTaHAapPTHLIX onepa-
LIMOHHBIX Mpoueayp nepcoHarty, BOBMeYEHHOMY B NpoBeaeHUe uccneaoBaHus.

MpeaycmoTpeHb! TpU TUMa MHCNEKLMIA B COOTBETCTBUM CO CTaHAAPTHLIMK ONEpPaLyOHHLIMUK NpoLeaypamm,
onpeaeneHHbIMU B Nporpamme obecrneveHust kavecTsa:

- MHCMEKUMM OTAENbHbIX UCCeaoBaHui;

- VHCMEKLMN NCMbITATENBHOIO LIEHTPA;

- WHCNEKUMM OTAEMbHBIX NMPOLECCOoB.

MpumMmedaHune — Om4yeTbl NOAOOHBIX MHCMIEKUMIA AOMKHBI ObITh COXPaHeHb!;

d) nNpoBepATb 3aKYUTENbHBIE OTHETLI; NOATBEPXKAaTh, YTO MeTodbl, Npouedyphbl, HabnoaeHWs 1sro-
XeHbl TOYHO W MOMHOCTLIO U YTO pesyrnkTaThl B MOMHOM Mepe OTpaXxKaroT NepBUYHbLIE AaHHbIe UcCrneaoBaHuii;

€) CBOEBPEMEHHO NPeACTaBNAThL pesynsraThl 06 MHCNEKUMAX B MMCbMEHHOM Brae aaMUMHUCTPaLMU UCTbI-
TaTeNbHOro LieHTpa, pyKoBOAMTENO UCCredoBaHus, OTBETCTBEHHOMY(bIM) UcCreaoBaTento(simM) u, npu Heobxo-
AMMOCTH, APYTUM PYKOBOAALLMM paBoTHUKaM;

f) BHOCWTb B 3aKIHOUMTENEHBIA OTYET NOATOTOBINEHHOE W MOANMCAHHOE 3aKMHYeHe O TUMax UHCTeKUAM 1
Aartax ux nposefeHus ¢ uHdopMalmein o6 aTane (aTanax) NpoBepseMOro UCCNeaoBaHUsa U aate nepeaadn pesyrs-
TaTOB MHCTIEKTUPOBAHNSA aaAMUHUCTPALMA UCTIbITATENBHOTO LIEHTPa, PYKOBOAUTENH UCCedoBaHus U OTBETCTBEH-
HOMY 1ccrieaoBaTento B criydyae HeobxoanMocTu. ATO 3akmioYeHne TakKke AOMKHO CoaepaTh UHopMaLIMio O
TOM, YTO MEPBUYHBLIE JaHHbIE NCCMENoBaHUs OTPAXKEHbI B 3aKIOYUTENBHOM OTHETE JOCTOBEPHO.

3.3 MNMomeweHnsa

3.3.1 O6wue nonoxeHus

3.3.1.1 Pasmepsbl, yCTPOWUCTBO 1 pacronoxeHue noMeLleHUin OMKHbl OTBeYaTb 3agadvam UCCNeqoBaHus.
MomelleHNs1 JOMKHBI BbITb YCTPOEHBI Takum 06pa3oM, YTobbl BNMSIHAE Ha XO4 WUCCNedoBaHWn GbiNo MUHU-
MasbHbIM.

3.3.1.2 lMNomeweHnss gomkHbl BbITb cinaHMpoBaHbl TakuMm o6pasoM, YTobbl Bbino o6GecneyeHo Mak-
CUMarbHO N30NMMPOBaHHOE NPOBedEHME KaXaoro nccregoBaHusi pasnnyHbiX BUAoB (TUMOB).

3.3.2 NMomeweHnna gnsa TecT-cUCTEM

3.3.2.1 B uvcnbiTaTenbHoM LEHTpe A0MKHO OblTb A4OCTATOYHOE YMUCIO MOMELLEHWIA UM 30H, YToBLl obec-
NeYnTb N30SI TECT-CUCTEM N MHAMBUAYATIbHBIX MPOEKTOB, €CIM U3BECTHO, YTO OHW NpeaycMaTpuBatoT Uc-
nonb3oBaHue BeLecTB U OPraHn3MOoB, OTHOCALLMXCA K paspsigy 61onornyeckn onacHbIXx.

3.3.2.2 [na auarHocTMpOoBaHNS, fle4eHUs1 U KOHTPOIA 3a6onesaHniA A0MKHbI ObITb BblaeneHbl Noaxoasiume
MOMELLEHNS UM 30HBI, 4TOBLI 06ecneunTb CTabuNbHOCTb U COXPaHHOCTb TECT-CUCTEM.

3.3.2.3 B vcnbiTatenbHOM LeHTpe A0MKHbI BbITb KOMHATbI XPaHeHUs M 30HbI ANs pecypcoB 1 obopyaosa-
HUs. DTV NOMELLEeHUsT A0MKHbI ObITb N30MMPOBaHbI OT MOMELLIEHWA U 30H, CodepXKaLLUX TECT-CUCTEMBI, B LIENSAX
obecneyeHns UM adeKBaTHOW 3aLUMTbl OT MHBA3UM, 3arpsAASHEHNUS U/ 3apaXKeHUS.
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3.3.3 MoMeleHus ansa o6paboTkM 06 bEKTOB UCNbITAHUIA U CTaHAAPTHLIX (KOHTPOMNbHbIX) 06BHEeK-
TOB

3.3.3.1 [ns npenoTBpaLLeHUs 3arpsis3HeHWs B UCMbITATENbHOM LEeHTPe AOMMKHbI BbiTb OTAENbHbIE NOMeLLe-
HWA UM 30HbI AN NOSYYEHNs N XpaHeHUst 06bEKTOB UCTIBITaHUIA U CcTaHAAPTHBIX (KOHTPOMBHBIX) OGBLEKTOB 1 CMe-
LUMBaHUSA OOBLEKTOR UCTIBITAHUA C HOCUTENAMN.

3.3.3.2 XpaHunuwia ans 06beKToB UCMbITaHUI AOMKHbI BbITh N30MUPOBaHEI OT NOMELLEHWIA UM 30H, CO-
JepXallmx TecT-CUCTeMbI, U OOIPKHbI COOTBETCTBOBaTL TpeboBaHMAM no obecrneveHnio MAEHTUMHOCTH, KOHLeH-
TpaLUK, YUCTOTLI U CTaBUNBLHOCTH, a Taikke 6e3onacHOMY XpaHeHMIo ONacHbIX BELLECTB.

3.3.4 MomeweHun ans apxueoB

CnegyeT npegycMoTpeTb NOMELLEHNS 4515 apXMBOB, B KOTOPbIX Heobxoanmo obecneunts BesonacHoe Xpa-
HeHWe 1 cucTeMy MoucKa NaHoB UCCedoBaHWUA, NEPBUYHBIX AaHHbIX NCCNEeaoBaHUN, 3aKOYNTESNbHBIX OTHETOB,
06BLEKTOB UCTbITAHUA 1 0BpasLoB. B aTux nomelleHusx AomkHbl BblTb co34aHbl ycnosus, obecrneynsaroLme
[OONroBpEMeHHOE XpaHeHWe apXMBHbIX MaTepuaros.

3.3.5 YganeHue oTxogoB

O6paboTtka 1 yganeHne oTXo4oB AOMKHbI ObiTb BBINMOMHEHb! TakiuMm obpa3oM, 4Tobbl He NoABEepPrHyTb
0MacHOCTM NpoBeAeHNe UCCIeaoBaHWA 1 He UCKa3WTb UX peaynsTaTel. Ans storo Tpebyetcst obecneuntb COOTBET-
CTBYtOLLME YCNOBUSA A5t cOopa, XpaHeHUs 1 BbIBO3a OTXO40B, @ Takke NpoLeayp X Ae3akTuBauyn U nocneayoLlei
TPaHCMoPTUPOBKA.

3.4 O6opynoBaHue, MaTepuanbl U peareHTbl

3.4.1 Ob6opygosaHue, BKNOYas BaNNMANPOBaHHbIE KOMMbIOTEPUSNPOBAHHbBIE CUCTEMbI, UCTOMb3yeMble
ONs co3aHus, XpaHeHUst 1 Noucka AaHHblX, a Takke AN KOHTPONS NapamMeTpoB OKpyXKaloLLen cpebl, Nno Xxapak-
TepUCTMKaM 1 PacnonoXeHWo OMKHO COOTBETCTBOBATbL LieNsiM 1 3afjiadyaM uccrieoBaHus!.

3.4.2 [omkHo 6bITb NPeaycMOTPEHO Nepuognyeckoe TexHuieckoe obenyxmsaHue obopygoBaHus, uc-
nonb3yemoro B UCCrefoBaHny, BKNoYasa perynsipHelil nepuoamyeckuin ocMoTp, yxod, KanubpoBKy U NOBepKY
B COOTBETCTBMM CO CTaHOAPTHLIMK onepaunoHHbIMK NpoLleaypamu. 3Tu paboTbl AOIDKHBI COMPOBOXAATLCS
COOTBETCTBYHOLWMMU 3anucsmn. Kanmbposky 1 NoBepKy criedyeT NpoBOAUTL B COOTBETCTBUM C HAaLMOHaNbHbLIMU
N1 MexxgyHapodHbIMU cTaHdapTamMmn NsMepeHus.

3.4.3 O6opynosaHWe 1 MaTepuansl, UCOoMNb3yeMble B UCCIEAOBAHUN, He AOIMKHBI BUATL Ha COCTOsIHWE
TECT-CUCTEM.

3.4.4 Xumnyeckue BeLLECTBA U X CMECU, peareHTbl 1 pacTBOPbI AOSMKHBI UMETb STUKETKU C yKazaHUeM CBe-
OEHUIA 0 HAaMMEHOBaHWM BELLECTBA, KOHLEHTpaLMn (B criydyae HeoBXoaMMocTH), AaTbl OKOHYaHWUA CpoKa XpaHeHUs
N MHCTPYKLIMIO MO XpaHeHuto. [lormkHa BbiTb A0CTYNHa MHdopMaums o6 nsrotosutene, gate NPonsBoAcTea U cTa-
6UnbHOCTU. CPoK XpaHeHUst MOXeT BblTb NPOASIEH HA OCHOBaHUN Pe3yNnbTaToB AOKYMEHTUPOBAHHOW NPOBEPKM
WM aHanuaa.

3.5 Tect-cuctemsbl

3.5.1 PusmnYeckue u XMMU4eCKUe TeCT-cCUCTeMbI

3.5.1.1 TexHuYecKMe XxapaKTepUCTMKM 1 pacnonoxeHne o6opyaoBaHNUA, UCNOMb3YeMOoro AJs NonyvyeHus
PUSMKO-XUMNYECKNX AaHHBIX, OOMKHBI YAOBMNETBOPSATL LIENsSM 1 3agadam UCCneaoBaHus.

3.5.1.2 [omnxHa 6bITb 06ecneveHa coxpaHHOCTb BUIMKO-XUMUYECKUX TECT-CUCTEM.

3.5.2 buonoruyeckue TecT-cucTeMbl

3.5.2.1 [Ons xpaHeHus, pasmeLleHus, o6paboTki 1 3almThel BUONOrMYeckUX TeCT-CUCTEM AOIKHbI BbITh
cosgaHbl Hagnexalyne ycrnosusi, obecneynsatoLLime A0CTOBEPHOCTb MOMyYaeMblX pPe3ynbTaToB.

3.5.2.2 Kaxpas HoBasi MOCTYNaoLWas TECT-CUCTEMA KMBOTHOIO U PacTUTEMLHOTO NMPOVCXOXKAEHUS] AOIDKHA
6bITb M30MMPOBaHa A4S OLIEHKN COCTOSIHMA 300p0BbS. Mpy BO3HUKHOBEHWM 3a60NeBaHNs UMM CMEPTHOCTU AaHHYI0
NapTU1IO XXNBOTHBIX HE UCMIOMb3YHOT B MCCIEAOBaHMN 1, MPW HeoBXoAMMOCTH, 6e360one3HeHHO NoaBepratoT SBTaHa-
31MKn. Ha MOMeHT AaTbl Ha4ana akcnepumeHTa MccnenoBaHUs BCe TeCT-CUCTEMbI He JOIMKHbI UMeTh 3abone-
BaHWA UM COCTOAHWA, KOTOPbIE MOTYT CIY>XUTb NPENATCTBMEM LENU UMW NPOBEAEHUIO NCCredoBaHus.
TecT-c1CTEeMbI, Y KOTOPLIX B XO4E UCCNeAOBaHNS BbiSIBNEHbI 3a60neBaHus Unv TpaBMbl, CreayeT M3onMpoBaTh U
NevYnTb, ecrnv 3To Heobxoaumo Ansa obecrnedeHus NONHOTLI UccrnegoBaHnsa. AuarHosel U niedeHne nobbix 3abo-
NeBaHWin Kak B Xofe UccreaoBaHusl, Tak U 4o ero Hadvana AomkHbI BbiTb 4OKYMEHTUPOBAaHbI.

3.5.2.3 [JaHHble 06 NCTOYHMKAX TECT-CUCTEM, AaTax UX NOCTYNNEHUS U COCTOSHUM HAa MOMEHT NocTyrne-
HWS1 OOSDKHbI BbITb COOTBETCTBYHOLWNM 06pa3oM 3aperncTpUpoBaHbl.

3.5.2.4 lMepea nepsoHavanbHbIM BBeAeHNEM O0GbeKTa UCTbITaHWS UK cTaHaapTHOro obbekTa Buonoru-
Yyeckne TeCT-CUCTEMbI AOMKHBI NPOUTU Nepuoa akkNMMaTu3alunm, 4o0CTaTouHbIA A5t aganTaunm K yeroBusM
npoBeaeHns nccrneaoBaHns.

6
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3.56.2.5 Bca nHdopmaumna, Heobxoaumas AnA Hagnexawen naeHTuguKaunum TecT-cuctTeMsl, AomkHa
6bITb YKa3aHa Ha BXOAHBIX ABEpsiX NOMELLEHUA Unu KoHTeHepax. OTaenbHble TeCT-CUCTeMBI, KOTopble B Mpo-
uecce uUccneaoBaHus AOMKHBI BbITb NepeBeAeHbl U3 OAHOMO NOMELLEHUS B ApYroe Unu U3 0HOro KoHTelHepa B
Apyron, AOMKHBLI UMETb COOTBETCTBYIOLLYYIO MapKUPOBKY 1€ 3TO BO3MOXHO.

3.5.2.6 B TeyeHue UCNonNb3oBaHUs, NOMELLIEHUS UMW KOHTEWHepbl ANs coaepXaHusa TecT-cUcTeM nof-
nexar perynapHoi ybopke n caHutapHoi obpabotke. MaTtepuanl, KOHTaKTUpYHOLIWE C TeCT-CUCTEMONA, He Jor-
XXHbI cofiepXaTb 3arpsi3HsIOLLMX BELLIECTB B KONMUYECTBaX, CNOCOBHBIX NMOBMUATL Ha xo4 uccneaosaHus. MNoactunky
ANA XNBOTHBIX CriegyeT CBOEBPEMEHHO MEHSITb, Kak aTo TpebyeTca NpakTukon paboTbl ¢ naGopaTopHLIMU XXUBOT-
HbiMW. Bce cnyyan ucnonb3oBaHWs NecTMuMaoB A0IDKHbI 6bITe AOKYMEHTUPOBAHbI.

3.5.2.7 Tect-cucTeMbl, UCNONb3yeMble B MOMEBLIX YCNOBUAX, AOMKHbI BbITb pacnonoXeHbl TakuM obpasom,
4TObbI NPEAOTBPATUTL BNUSIHUE HA X0 UCCeAoBaHUs XUAKOCTEN ANA pacnbifieHnsa (4ns YHUUTOXEHUs1 HaceKo-
MbIX) U NECTULMAOB.

3.6 O6BbeKTbl UCNbITAHUA U CTaHAAPTHLIE 00BLEKTbI

3.6.2 MonyueHue, o6paboTka, oT60P NPo6 U XpaHeHue

3.6.1.1 OomkHo 6bITb NPeOyCMOTPEHO BeAeHUe PErmcTpauMoHHbIX 3anucen, B KOTOPbIX AOMDKHbI ObiTbh
yKasaHbl XapaKTepuUCTUKA O6LEKTOB UCTILITaHWA U CTaHAAPTHLIX 0ObLEKTOR UCCNEAOBaHUS, AaThl UX MOMyYeHUs,
CPOKM roQHOCTW, NepBoHaYarnbHOe KONMMYECTBO U ceefeHus 06 yyete pacxoga.

3.6.1.2 Obpabotka, oTbop Npob 1 Npoueaypbl XpaHeHUst OOBEKTOB UCMbITAHUIA U CTaHAAPTHBLIX 06bLEKTOB
DOIDKHbI OCYLLIECTBIIAITLCS TakuMm 06pa3om, 4Tobbl 06ecneHnTs 0AHOPOAHOCTL U CTaBUNBHOCTL MO Mepe BO3MOX-
HOCTW, @ Takke NpeAoTBPaTUTL 3arpsisHEHWE UMK CMELLMBaHKE 3TNX OOBLEKTOoB.

3.6.1.3 Ha koHTeliHepe(ax), NpeaHasHa4YeHHbIX ANs XpaHeHUss OGLEKTOB UCMBITaHWA UK CTaHAAPTHBIX
06BLEKTOB, A0IKHBI BbITb NpUBEAEHbI naeHTUdUKaUMOoHHasa HOPMaLMA, CPOK TOAHOCTI U UHCTPYKLMA MO UX Xpa-
HEHUIO.

3.6.2 XapakrepucTuka

3.6.2.1 Kaxapbih 0bbeKT ucnbITaHUA U cTaHdapTHbIA 00beKT gomkeH GbiTb MAEHTUMULMPOBaH COOTBET-
CTBYIOLLIMM CMOCOBOM (HanpumMep, UMeTb KOA, PernucTpaumnoHHbI Homep CnpaBodHOU cnyx6bl N0 XUMUYECKOM
nuTepaType AMeEpUKaHCcKoro xummyeckoro obuwectsa — CAS-HoMep, HaMMeHoBaHue, Guonorndeckne napa-
MEeTpbI).

3.6.2.2 [ns npoBedeHns Kaxkaoro UCCreaoBaHns A0IDKHbI ObITb M3BECTHBI TaKWE XapaKTePUCTUKN 0ObekTa
UCnbITaHUA N CTaHgApPTHOMO 0BbekTa, kKak HoMep NapTuK (cepun), CTeneHb YUCTOThI, COCTaB, KOHLEHTpaLMs Unu
Apyrne BaXKHble XapaKTepUCTUKN.

3.6.2.3 Ecnu ob6bekT McnbiTaHuiA NocTynaeT HenocpeacTBEHHO OT CMIOHCOPA, CMOHCOP U UCTbITATENbHBIA
LieHTP A0/KHbI paspaboTaTb MexaHWaM, NO3BOMSALWMNIA ero aeHTUdULMpoBaTh.

3.6.2.4 [nsi BCex UccriegosaHUin HeobxoaMmMo NpoBePsITb CTabUNbHOCTL OBbEeKTa UCTIbITAaHWIA U CTaHaapT-
Horo o6bekTa B NPOLIECCe UX XpaHEHWs B YCIOBUAX SKCMEPUMEHTA.

3.6.2.5 Ecnun obbeKkT McnbiTaHUst NpeAHasHaveH Ans BBEAEHUS UMK NPUMEHeHUs B HocuTene, crneayeT
YCTaHOBUTb €ro OAHOPOAHOCTb, KOHLEHTPaLIMIO U CTabUNbHOCTL B YCIOBUSIX 3TOW cpeabl. [ins TecT-cucrtem, npu-
MeHsieMbIX B MOMEBbIX CCMEAoBaHUAX, 3T CBONCTBA OGBLEKTOB UCMbITaHMIA MOTYT ObIThb OMpedeneHbl B Npouecce
oTAenbHbIX NTabopaTopHbIX SKCMePUMEHTOB.

3.6.2.6 [1ns Bcex uccrneaoBaHuWi, KpoMe KpaTKOCPOUHBIX, He0BX0ANMO COXpaHATL AN aHanusa npobebl
N3 KaXXOOoW NapTuK (cepum) 0BbEKTa UCTIbITaHUSI.

3.7 CtaHpapTHble onepalMoHHbIe npoueaypbl

3.7.1 NcnbiTaTenbHblA LEHTP OOMMKEH MMETb B Hanuiunm odpopMieHHble B NMUCbMEHHOM Buae u
yTBEPXKAEHHbIE aAMUHUCTPALMEN UCNBITATENbHOTO LIeHTPa cTaHa4apTHbIe onepaLmoHHble npoueaypsl (COMM), ko-
Topble NpeAHasHadeHb! AMs TOro, YTOBbl rapaHTUPOoBaTh KAUYECTBO U MOHOTY AaHHBIX, MONyYeHHbIX B poLiecce Uc-
cnepoBaHus. MepecmoTpeHHble COlM Takke AOMKHbI ObITh YTBEPXKAEHbI agMUHUCTPALMEN UCTbITaTelbHOro
LeHTpa.

3.7.2 Kaxgomy nogpasfeneHuio n/nnm kaxaon nnoLuaaxke UcnblTaTenbHOro LieHTpa HesaMeanuTensHo gos-
XHbI BbITb AOCTYMHBI AencTBytowme COl, oTHocswWwmMecs K ux dedtensHocTu. B gononHenne k COMM gonyckaetcs
TakkKe WCMONb30BaTb MHblE MeYaTHble U3JaHusl, METOAMYECKME PYKOBOACTBA, CMPaBOYMHUMKA U creuManbHble
cTaTbu.

3.7.3 OrtknoHeHus ot COlMN B xo4e UccneaoBaHusl A0DKHEI BbITb 3aperncTprpoBaHbl 1 3aBU3NPOBaHBI PYKO-
BOAUTENEM MCcCcreaoBaHns 1 (Npy HeoBXoAMMOCTI) OTBETCTBEHHBIM MUCCieaoBaTeneM(saMu).

3.7.4 CraHpgapTHble onepauuoHHble NpoLeaypbl AOIMKHBI ObITb NCMOMb30BaHbI 451 AeATENLHOCTU Crieayio-
LLMX BUAOB (HO HE OrpaHU4MBaTbCs UMMK).



roCT 33044—2014

3.7.4.1 OGbeKTbl UCMbITaHUSA U CTaHAAPTHLIE OBBLEKTHI

Moctynnexue, naeHTudukaumus, Mapkiposka, obpabotka, oT6op nNpob 1 xpaHeHue.

3.7.4.2 Ob6opyaoBaHue, MaTepuyarbl U peareHTbl

a) O6opygosaHue:

ncnonb3osaHue, 06CyXMBaHne, yxoa 1 Kanmbposka.

b) KomnbloTepusupoBaHHbIE CUCTEMBI:

BanuMaauusa, nopsaok pabotbl  o6cnyxmnsaHus, 6€30NacHOCTb, KOHTPOIb U3MEHEHWUIA U co3AaHne pe-
3ePBHbIX KOMWUA.

¢) Matepuansl, peareHTbl U pacTBOpPbI:

NPUroTOBNEHWE N MapKUPOBKA.

3.7.4.3 XpaHeHue 3anuceit, OTYETHOCTb, XpaHeH1e 1 usBnedeHne nHpopmaunm, koauposaHue uccneao-
BaHWI, C60p AaHHbIX, NOArOTOBKA OTYETOB, CUCTEMBI MHAEKcaLUMn, 06paboTka AaHHBIX, B TOM Y1Ce C UCNONb-
30BaHWEM KOMNbIOTEPU3NPOBAHHBIX CUCTEM.

3.7.4.4 TecT-cuctemsbl (rae NPUMEHUMO):

a) NoAroToBKa NOMELLEHUA U co3daHne YCNoBUiA OKpYXXatoLLen cpebl AN1A pasMeLleHnst TeCT-CUCTEM;

b) npoueaypbl, ycTaHOBMEHHbIE AN NOy4YeHUs, TPaHCTOPTUPOBKU, pasMeLLeHUs], onpeaerneHus Xxapakre-
PUCTUK U naeHTUMKaLMN TECT-CUCTEM, a Taloke yXoAa 3a HAMM;

C) NoAroToBKa TeCT-cUCTEM, HabmoaeHUA U OCMOTPEI 10, BO BPEMS U MOCIE 3aBepLUeHNsl UCCnefoBa-
HUS;

d) obpalueHune ¢ TecT-cucteMamy, yMUpatoLMMn UM yMepLUIMMA BO BPEMsI UCCIIeAOBaHUS;

e) cbop, naeHTuduKauma 1 nopsaaok paboTel ¢ obpasuamMu, BKIOHAS HEKPOICUIO U TMCTONATONOIMIO;

f) pasmelleHue TecT-cMCTEM Ha UCNbITaTENbHBIX NAOLWAAKaX.

3.7.4.5 Mpoueaypbl No obecneveHnIo kauecTea

Pabota nepcoHana no obecrneveHno ka4ecTBa 3akniodaeTca B NMaHUPoOBaHUK, COCTaBNEHUN rpaduka uH-
CrneKu1iA, NpoBeAeHUN NHCNEKLMIA, AOKYMEHTUPOBAHUU U COCTaBMEHNU OTYETOB 06 MHCMEKUMSAX.

3.8 lMpoBeneHue uccneaoBaHumn

3.8.1 lNnaH uccnegoBaHus

3.8.1.1 Ansa Kaxgoro MccneaoBaHys MiaH UccneqoBaHusl B NMCbMEHHOM Bue AomkeH ObiTb paspaboTaH
Ao Havana nuccriegosaHus. NnaH nccrnegoBaHWs AomkeH bbITb YTBEPXAEH AaTUPOBaHHON NOANUCHIO PYKOBOAM-
Tensi UccrnegoBaHns U BepudMUMPOBaH B COOTBETCTBUMM C NPUHLIMMAMU Hagnexallein nabopatopHon NpakTUKn
nepcoHarnoM ro obecrneveHnto ka4ecTBa, kak onncaHo B 4.2.2.1, nepedncnenue b). MnaH uccnegosaHua gon-
XKeH Tawke ObITb YTBEPXKAEH aAMUHNCTPALIMEN UCTIbITAaTENBHOMO LiEHTPa U CMIOHCOPOM, €CNn 3TO TpebyeTca Ha-
LuoHanbHbIM 3aKkoHoAaTeNLCTBOM UK 3aKoHOAaTeNLCTBOM CTpaHbl, rae uccnegosaHune 6yaet NpeacTaBnsiTbes.

3.8.1.2 NameHeHue nnaHa uccneaoBaHus

a) Monpaski K nnaHy wccnegoBaHWs AOMKHbI ObiTb 0GOCHOBaHLI, YTBepXAeHbl AaTUpOoBaHHON
nognuceo pykoBoauTens uccrnenoanus. Monpasku AOMKHBI XpaHUTLCA BMeCTe ¢ NMaHOM UcCIeqoBaHus.

b) OTknNoHeHWs oT nnaHa uccnegoBaHWst AOMKHBI ObITb OMUcaHbl, OOBbSICHEHbI, NPU3HaHLI U CBOe-
BPEMeHHO noanucaHel pyKoBoAUTeNeM 1ccneaoBaHust WWnM oTBETCTBEHHBIM MccneaoBaTeneM(AMu) ¢ ykasa-
Hnem gatbl. OTKNOHEHUS OT NNaHa uccneaoBaHns 4OMKHbBI XPaHUTLCS BMeCTe ¢ NepBUYHbIMUA AaHHbIMA
ncecnegosaHus.

3.8.1.3 OcHoBHOM NnaH MccregoBaHWst MOXeT ObiTb OOMOMHEH cneuvanbHbIMU NPUNOXKEHUAMU AnA
npoBeaAeHUs KPaTKOCPOUHBbIX NCCeoBaHNNA.

3.8.2 CopgepxxaHue nnaHa uccnefoBaHUsA

MnaH nccnenoBaHNa OOMKeH coaepXxarhb, Kak MUHUMYM, CrieaytoLLyo MHhopMaumio:

3.8.2.1 NHdopmaums o6 nccnegosaHnm, 06beKTe UCMbITAHUA U CTaHAAPTHOM OGLeKTe:

a) onucaHue;
b) cyTb 1 Lenb UccneaoBaHus;

C) onucaHue obbekTa UCTBbITaHWS C yKaszaHWeM Koda Ui HanmeHoBaHus [no HomeHknatype IUPAC, pe-
rMCTpauUnoHHbIn Homep CAS, Buonornyeckne XxapakTepucTukia U T. n.];

d) ucnonbsyemslin cTaHaapTHbIA OOBEKT.

3.8.2.2 NHdbopmauums o crioHcope 1 UCTbITATeNbHOM LIEHTpE:

a) HauMeHoBaHWe 1 agpec CroHcopa;

b) HaumeHoBaHWA U agpeca BCEX UCTIbITATENbHBIX LIEHTPOB U UCTbITATENbHBIX NOWAA0K, YHaCcTBYHOLMX
B UccrneaoBaHuuy;

C) haMmunns, UMs, OTYECTBO U agpec PYKOBOAWUTENS UCCIIEOOBaHNS;
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d) damunua, ums, oT4eCTBO U agpec OTBETCTBEHHOro uUccnedosaTtens(ei) n atan(bl) uccreaoBaHus,
nepegaHHble eMy(MM) pykoBoaUTENeM UccrneaoBaHis A OTBETCTBEHHOrO BbINONHEHUS.

3.8.2.3 Oarbl:

a) gata yTBepXkAeHWs nnaHa WcCcneacoBaHUsA ¢ MOAMUCLI0 PYKOBOAMTENS uccnegoBaHus. [ata
yTBEepXAeHUsA nnaHa uccnegoBaHns ¢ NOANNCHLI0 aAMUHUCTPaLMA UCNbITaTeNbHOTO LIEHTPa 1 CNoHCcopa, ecnv
3T0 TpebyeTcsa HaLUMoHarIbHEIM 3aKOHOAATENbLCTBOM UM 3aKOHOAATENBLCTBOM CTpaHbl, rae uccrnegosaHue Oyaet
npeacTaBnATLCS;

b) npegnonaraemele AaTkl Ha4ana 1 OKOHYaHUs SKCNepUMEHTa.

3.8.2.4 Metoab! UcnbiTaHuin

CcbInkn Ha COOTBETCTBYHOLLME PYKOBOACTBA NO MeToAam nposeaeHnst ncneitanuii OpranHMsaumnm aKoHo-
MUYecKoro cotpyaHudecTsa u passutns (OOCP), apyrme pykoBoacTsa U MeTOAUKN.

3.8.2.5 [dpyrue Bonpochkl (rae NpUMMeHUMO):

a) obocHoBaHWe BblIGoOpa TECT-CUCTEMDI;

b) xapakTepucTuku TecT-cUCTEMBI: BUA, pof, LWTaMM, CyBLUTaMM, UCTOUHWUK NPUOBpeTEHNs, KONMYECTBO,
AvanasoHbl Macchl Tena, non, Bo3pacT 1 Apyras cyllecTBeHHas MHdopMaLus;

c) crnocob BBedeHMst U 06ocHOBaHWE ero BbIGopa;

d) YPOBHUW 403 WWNNM KOHLEHTPALWIA, YacToTa U NpoaoHKUTENbHOCTb BBEAEHUS,

e) AeTanbHas MHOPMaUMs O NPoekTe 3KCNepUMEHTa, BKIYas onucaHue npoueayp uccneaosaHua B
XPOHOMOrMYeckoM MNopsiake, Bce UCMomnb3yemble MeTodbl, Matepuanbl U YCIoBUS, BUALI U YacTOTy aHanu3oB,
n3mMepeHnin, HabrrogeHnn n NPoBeEPOK, cTaTUCTUYecKkne MeToabl 06paboTkn AaHHbIX.

3.8.2.6 3anucn

MepeyeHb BCex 3anucen U JOKYMEHTOB, MOANEXALLUX XPAHEHWIO.

3.8.3 MpoBeaeHUe uccnegoBaHUA

3.8.3.1 Kaxxgomy uccregoBaHuio JomkeH OblTe NPUCBOEH YHUKanNbHLIA UAEHTUMDUKALUMOHHBIN HOMEP
(koa). Bcem obbekTam, UMEIOLLMM OTHOLIEHUE K AaHHOMY MUCCrieoBaHuUio, Takke AoMkKeH GbiTb NPUCBOEH
MAEHTUPUKALMOHHBIA HoMep (koa). O6pasubl, MCNoNb3yeMble B UCCNeAoBaHUN, AOIDKHBI ObiTb MASHTUDULMPO-
BaHbl A1 NOATBEPXAEHWS X NpoucxoxaeHus. Takas ngeHTudnkau s AofmkHa No3BONUTL OCYLLECTBAATL NPO-
CreXnBaeMoCTb COOTBETCTRYOLLEero obpasLa 1 nccnegosaHus.

3.8.3.2 UccnepoBaHue OoMKHO ObITb NPOBEAEHO B COOTBETCTBIM C MITaHOM UCCNeAoBaHus.

3.8.3.3 Bce gaHHble, nonyyeHHble B Xode NpoBeaeHUs NccneqoBaHust, A0MKHbI BbITb CBOEBPEMEHHO, ObiC-
TPO, TOMHO W YETKO 3anucaHbl, a 3aTeM nognucaHel U 4aTUPoBaHbl ALIOM, BEAYLUMM 3T 3anmcu.

3.8.3.4 Jliobble nsmeHeHUs1 NePBUHHBIX AaHHBIX AOMKHBEI BbiTh NpoBeAeHbl TakuM 06pasom, YTobbl He
6bInn NoTepsHbI NpedblayLlne AaHHbIe; 4oMKHa BbITb YKasaHa NpuynHa BHECEHWUSI U3MeHeHUA. 3annck 06 ns-
MEHEeHUSIX JormKkHa BbiTb 3aBepeHa AaTUPOBaHHOM NOAMMUCHIO BHECLLEro X nuua.

3.8.3.5 [aHHble, 3aperncTpupoBaHHble NyTeM NPSAMOro BBoAA B KOMMbLIOTER, A0MKHbI ObITb NaAeHTUMULMPO-
BaHbl BO Bpemsl UX BBOAA OTBETCTBEHHbIM 3a 3Ty rnpoledypy nuuom(mu). KoMnbioTepusuposaHHas cuctema
AomkHa obecneynBaTb COXpaHeHWe BCEX aygMTOPCKMX OTYeTOoB, UTOObl MoKasaTb BCE WU3MEHEHUs, He
CKpblBasi Ha4anbHbIX AaHHbIX. JormkHa BbITb NPeaycMoTpeHa BO3MOXKHOCTb OTCIEXNBAHNS BHECEHNS] M3MEHe-
HWIA, YTOGbI MOHUMATL KTO UMEHHO BHEC Te UM UHbIE U3MeHeHMsl. DTO BO3MOXKHO MPW UCMOMb30BaHUM, HarnpuMep,
CUHXPOHWU3MPOBaHHBLIX W AaTUPOBaHHbIX (3MEKTPOHHBLIX) nognuceit. [ormkHbl ObiTb NpuBedeHbl MPUYMHBI
BHECEHUS U3MEHEHWI.

3.9 OtuyeT o0 pe3ynbTaTax UccneaoBaHUMN

3.9.1 O6wume nonoxeHUA

3.9.1.1 Mo okoHYaHWUM kaXkaoro UccnedoBaHUs 4OMKeH ObiTb MOArOTOBMEH 3aKIIOUMTENBHEIA OTYET. B cny-
yae KPaTKOCPOUHBIX MCCeAOBaHNA B CTaHAAPTHBIN 3aKIOHUTENbHBIA OTYET MOXKET BbiTb BKIHOUEHO COOTBETCTRY-
toLLiee MpUNoXeHne.

3.9.1.2 OtBeTcTBEHHbIE UCceaoBaTenu, a Takke HaydHble COTPYAHWKW, yYacTBylowMe B mccriedo-
BaHWM, NOANMUCHLIBAOT OTHYETHI C YKa3aHNeM gatbl.

3.9.1.3 3aknouuTenbHbIN OTYET AorKeH BbITb NognucaH U AaTMpoBaH PYKOBOAWUTENEM UCCeoBaHus, Ko-
TOpbIA MPUHUMAET Ha cebst OTBETCTBEHHOCTb 3a AOCTOBEPHOCTL AaHHbIX, NpUBeAeHHbIX B oTyeTe. [omkHO BbiTh
TaKke yKaszaHO, COOTBETCTBYET N1 oTyeT lNpuHLMNam Hagnexallen nabopaTopHON NPakTUKA.

3.9.1.4 WcnpasneHus 1 JONOMHEHUS K 3aKMOYUTESNIbHOMY OTHYeTY A0iKHbI BbiTb NpeacTaBneHbl B opme
nonpaeok. B nonpasBkax AOMMKHbI BbITb YETKO yKasaHbl NPUYNHBI BHECEHUS! UCTIPABMEHUA U OoNonHeHWn. Kaxk-
Aas U3 nonpasoK AOMKHa BbITh NoAnucaHa 1 AaTMpoBaHa pyKoBOAUTENEM UCCEa0BaHUS.
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3.9.1.5 dopmartnpoBaHue 3aKkNoYUTENLHOMO OTHeTa B COOTBETCTBUM C TpeboBaHUMSAMU HALMOHANLHOTO
3aKoHodaTenbCTBa UNU HauMOHANbHOMO PeryrnvpytoLLero opraHa He CYATaeTcs AeCTBUEM MO BHECEHWUIO UC-
npaeneHuiA, AOMOMHEHWUIA UM NONPAaBOK B 3aKMHOYUTENbHbIA OTYET.

3.9.2 CopepkaHue 3aKNOYUTENIBHOTO OTUeTa

3aknounTenbHbBIA OTHET AOIMKEH CoAepXaTb Kak MUHUMYM CreayroLyto HgopMaLuio:

3.9.2.1 Nudopmaumna o6 nccnenosaHnmn, o6bekTe UCMbITaHUSA U CTAHOAAPTHOM OBbeKTe:

a) nonHoe HauMeHoBaHWe;

b) onucaHue obbekTa UCNbITAHWA € YKa3aHMeM koda U HauMeHoBaHus (No HoMeHknaType IUPAC, peruc-
TpaumoHHbIA Homep CAS, Guonormyeckne xapakTepucTuki n T. n.);

C) HauMeHoBaHWe CTaHAapTHOro oBLekTa;

d) xapakTepucTUkn 06beKTa UCTbITaHUS, BKIOYas YNCTOTY, CTaBUNbHOCTL U OAHOPOOHOCTL.

3.9.2.2 WNHdopMauusa o crnoHcope 1 UcrblTaTerbHOM LieHTpe:

a) HauMeHOBaHMe W afpec CroHCopa;

b) HanmeHoBaHWA M agpeca Bcex ucnblTatenbHbIX LEHTPOB U UCTIbITaTeNbHBIX NNOLWAA0K, y4aCcTBYHOLLMX
B UCCnegoBaHuu;

C) thamunnsa, UM, OTYECTBO W aapec PyKOBOAWUTENSA UCCNefoBaHuUs;

d) cbamunua, nvsi, 0TYECTBO U agpec OTBETCTBEHHOro nccneaosatens(en), a Takke, ecnn Heobxoau-
MO, aTan(bl) UccrneaoBaHust, nepeaaqHHbIe eMy AJ1s BbIMOSTHEHUS;

e) damunum, MMeHa, OTYECTBa WM aapeca HayyHbIX COTPYAHWKOB, OTYETbl KOTOPbLIX BOLUMIM B 3aKIOYA-
TernbHbIN OTYET.

3.9.2.3 faTthl

[aTbl Ha4ana v oKoHYaHUs1 SKCNepUMeHTa.

3.9.2.4 3akntoveHure cnyx6bbl o obecrneyeHnto kKayecTsa

3aksodeHre O BBIMOMHEHWM NporpaMmbl 06ecredeHns KauecTBa AOIDKHO coaepXkaTb CBeAeHUs O TUnax v aa-
Tax NpoBefeHHbIX MHCNEKLMIA, 3Tan(bl) MccriedoBaHust, NpoLleawe MHCNIEKLUK, pe3ynbTaThl MHCNEKLMM C yKa-
3aHMEM faT, KoTopble ObinM MNpeacTaBreHbl aAMUMHUCTPALMW  UCMLITATeNbHOTO LEHTPa, PYKOBOAUTENO
ncecneaoBaHust 1 OTBETCTBEHHOMY MccredoBaTento(siM) B cryyae HeobxoaMMocTu. 3To 3aKioHeHne Heobxoaumo
ANs NoATBEPXKAEHNS TOro, YTO B 3aKMHOMUTENBHOM OTYETE 4OCTOBEPHO OTPaXKEeHbI NepPBUYHbIe AaHHbIe.

3.9.2.5 OnvcaHne maTteprarnos U MeToAbl UCTbITAHWIA:

a) onvcaHue maTepnanos U METOAOB, MPUMEHSIEMBIX B UCCIEAoBaHWUM;

b) cceinka Ha pykosogcTa Mo Metodam nposeaeHus ucnbitaHuin O3CP unn Ha apyrue pykoBoacTea no
meTogam NpoBedeHWUs UCTbITaHWIA U METOANKNA.

3.9.2.6 PeaynbraThbl:

a) kpaTkas cBofKa pesynbTaTos;

b) BCsi HcpopMaLIMsa 1 AaHHbIe, NONYYEHHbIE MPY BLIMOMHEHWUM MITaHA UCCNEA0BaHMS;

C) npefcTaBneHne pe3ynbTaToB, BKIOYAA BbIYUCMAEHUA M CTAaTUCTUHECKYD 0BpaboTKy Mony4eHHbIX
AaHHbIX;

d) oueHka n obcyxaeHne pesynsTaTtoB 1, B criyvae HeobxoaMMOCTW, BbIBOALI, 3aKHOHEHUS.

3.9.2.7 XpaHeHue

MnaH nccnenosaHmsl, 0GLEKTHI UCTIBITaHWUSA U CTaHAAPTHEIE 0OBEKTHI, 06pasLbl, NEPBUYHBIE AaHHbIE UCCHe-
A0BaHUS 1 3aKMHOYUTENBHBIA OTYET AOMKHBI XPaHUTLCA B CreLmansHO oTBEAEHHOM(-bIX) MecTe(-ax).

3.10 XpaHeHue 3anucen U MaTepuanos

3.10.1 B TeueHMe YCTaAHOBMEHHOrO Mepuoga BPEMEHW B apxuBe AOMKHbI XPaHUTLCA crnegylowue
OOKYMEHTbI U MaTepuarnbl:

a) nnaH nccrnenoBaHus, NepBUYHbIE AaHHble, 06pasLbl, 06BEKT UCNbITAHUA U CTAHAAPTHLIA O6BEKT,
3AKIOYUTENBHBIA OTHET O KaXKAOM UCCNEeaoBaHNu;

b) 3anmcy Bcex MHCMEKUMIA, BEIMOMHEHHBLIX B 06nacTi nporpamMmmbl o6ecneveHns kavecTsa, a Takke OCHOB-
Hble MaHbI-rPaduKm;

c) cBefeHus o6 obpasoBaHuW, MOArOTOBKE, KBanuduKkaL M 1 onbiTe paboTel NepcoHana;

d) 3anucu 1 otveTbl 06 obcnykmBaHUM 1 kKannbposke 0bopyaoBaHUS;

€) OOKYMEHTbI Mo Banuaauum KOMMNbTEPU3UPOBAHHBIX CUCTEM;

f) ucTopuyeckue dainel Bcex cTaHAapTHBIX ONepaLMoHHbIX Npoueayp;

g) 3anucu MOHUTOPMHIa NapameTpoB OKpyXatoLLel cpedpl. B criydae ecnn cpok XxpaHeHna matepumaros He
YCTaHOBIEH, AOMKHO ObITb ONpeaeneHo U 3aperncTpupoBaHo OKoHYaTeNbHOe MECTO XpaHEeHUA MaTepuarioB
nccnenoBaHus. MpUYnHBL YHUUTOXEHUsT 06pas3LoB, 06BEKTOB UCMbITAHUS U CTaHAAPTHLIX 0GLEKTOB A0 UCTede-
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HUS! YCTaHOBNEHHOTO Nepuoda XpaHeHUs A0MMKHbI ObITb 06bSICHEHBI U AOKYMeHTUpoBaHbl. OBpasLibl, 06beKTbI Uc-
NbITaHUSA U cTaHAAPTHbIE 06BbEKThI AOMKHBI XPaHUTLCS A0 TEX NMop, NoKa UX Ka4eCTBO MO3BOMAET UX UCTIONL30BaTh.

3.10.2 Martepuansl, XxpaHsiLLMecs B apxuBax, AOSPKHbI GbITb BHeCeHbl B KaTanor Ana obecneyeHns nx
yrnopsifoueHHOro XpaHeHna 1 noucka.

3.10.3 JocTtyn k apxueam A0SKeH BblTb BO3MOXHBIM TOSBbKO € paspelleHns agMUHUCTpauun ucnbitaTerb-
Horo ueHTpa. [JomkHa ObITb NpegycMOTpeHa pernctTpauusi npuema u Bblgaqn apxXMBHbIX MaTepuanos.

3.10.4 Ecnu ucnbiTaTeNbHbIA LLEHTP WU OpraHuMsaumsl, B KOTOPOW pacnosfioKeH apxus, Npekpawaet
CBOE CyLLEeCTBOBaHWE UM obbaBnseT cebs 6aHKpOTOM U He MMeeT NPaBONPEEeMHUKOB, apXUBHbIE MaTepuans|
OOIMKHbI ObITb NepeAaHbl B apXuB crioHcopa(oB) uccnegoBaHusi(i).

Mpunoxenne A
(cnpaBouHoe)

HasHau4eHue n npuMmeHeHne npuHUMnoB Hagnexailuen naﬁopaTopHoﬁ NMPakKTUKu

A.1 TpuHUMNbI Hagnexalen nabopaTopHOW NPaKTUKU NpegHa3Ha4eHb! Ana 06ecneyYeHns1 CormacoBaHHOCTU U AOCTO-
BEPHOCTMN pe3yrbTaToOB HEKMMHUYECKVX NCCMEAO0BaHNIA MEAVILIMHCKON U 3KOMOTMYeCcKon 6e30nacHoCTw.

A.2 TpuvHuWnbl Hagnexaten nabopaTopHON NPaKTUKW ornpeaeneHbl Kak cuctema obecneveHns kaduecTea, kacatowa-
SICS1 OpraHM3auum npoLecca NccrneaoBaHui U YCrOBWIA, B KOTOPbIX HEKIIMHUYECKME UCCreaoBaHNs MEAULMHCKON U 3KONOru-
yeckol 6e30NacHOCTU AOMKHbI ObITb CNNaHMPOBaHbI, BbIMOMHEHbI, MPOKOHTPONMPOBaHL!, 0OPMIEHbI U 32aPXUBUPOBAHbI.

A.3 MpvHUMNbl Hagnexaluen NaboparopHON NPaKTVKM HanpaeneHbl Ha oGecrneqeHre NPUeMIEMOCTHN Pe3ysbTaToB
Hay4HbIX MccnegoBaHvi. MNpuemnemMocTb B JaHHOM Crydae O3Ha4vaeT, ¢ OQHOM CTOPOHbI, AOKA3aTeNlbHOCTb M HaAEKHOCTb
AaHHbIX, C ApYyro — cobntogeHne NpMHLMINOB ryMaHHoro obpalueHusi ¢ nabopaTopHbIMU XXUBOTHBIMU.
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