®ENEPAJIbHOE ATEHTCTBO

NO TEXHWYECKOMY PEMYJIMPOBAHMIO U METPOJSIOMMA
HALUWOHANBbHDBIW
CTAHOAPT
POCCUUCKOMN
OPEOEPALUN

[NPAHLUMIIDbI
HAONEXALLEN NABOPATOPHOMU NMPAKTUKU

N3naHue opmumanbHoOE

b3 10—2009/822

MockBa
CranpgaptuHdopm
2010


http://geobases.ru/land_sale_0.html
http://geobases.ru/land_sale_0.html
http://geobases.ru/land_sale_0.html
http://geobases.ru/land_sale_0.html

OCT P 53434—2009

[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHiun», a npasuna NnpuMeHeHnst HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccunckon depgepanmn.
OCHOBHbIE MNONOXEHUAY

CBepgeHUA o cTaHaapTe

1 NOAINrOTOBIEH Hay4yHeiMm ydypexageHnem «HayuyHo-UccnegoBaTeNbCKUN LEHTP cTaHaapTusauuu,
MHpopMaLnnM 1 cepTudukaLnm Cobipbs, MaTepnanoB M BEWECTB» HAa OCHOBE CODCTBEHHOrO ayTEHTUYHOro
nepesoaa Ha pyCCKUM A3blK PYKOBOAALLEIo AOKYMEHTAa, yKa3aHHOIro B NyHKTe 4

2 BHECEH TexHnuecknm komutetom no ctaHgaptulaunm TK 100 «CtpaTterndyeckmnin n MHHOBAaLMOHHbIN
MEeHeIPKMEHT»

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE MMpukasom PenepanbHOro areHTCTBa no TEXHUYECKOMY
perynupoBaHuio 1 MeTpofiornn ot 2 aekabpst 2009 r. Ne 544-ct

4 HacTtoawun ctaHaapT MaeHTUYeH pykosogsuwemy AoKyMmeHTy OpraHmnsau 3KOHOMUYECKOro coTpya-
HudecTtBa U passuTua (OOCP) «lpuHuunel Hagnexawen nadtopartopHon npakTukn» («OECD. PRINCIPLES
OF GOOD LABORATORY PRACTICE»)

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHpOPpMaUUOHHOM YKazamerne «HalyuoHalbHbIe cmaHOapmabi», a mekcm UaMeHeHUU U rornpasoK — 8 eXXeMe-
CAYHO U30asaeMbiX UHPOPMaUUOHHbLIX yKalzamensx « HayuoHanbHbele cmaHOapmeiy. B cniydyae nepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 eXkeMeCsIHHO U30asaeMoM UHpopMaylUoOHHOM yKkazamerne «HayuoHarnbHble cmaHOapmeily. Coomeemcmey-
fowas UHgbopmayus, yeeooMrieHue U meKkcmaei pasMelaromcs makxe 8 UHpopMayUoHHOU cucmeme obuieao
ronb308aHuUss — Ha ogulyuanbHOM calime PedepallbHO20 a2eHmemea rno mexHU4ecKoMy pea2yrnupogaHuro U
MempoJsiozauu e cemu MIHmepHem

© CTtaHgapTtuHdopm, 2010

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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BBenoeHue

HacTtosawun ctangapT «[1pnHUmMnbl Hagnexawen nabopaTopHOW NpakTUKM» NOAroTOBMEH B LUEensX rap-
MOHU3aLNN O0TEYECTBEHHLIX HOPM N NMPaBuUI c MexayHapoaHbIMU AOKYMEHTaMuN, U B NePBYHO ovepeb — C A0OKY-
MeHTOM OpraHusaunum akoHomMudeckoro cotpyaHmdectsa U passutna (O3CP) «llpuHUMNBl HagneXxalleu
nadoparopHomn npakTunkn (GLP)».

HeyaQoBNeTBOPEHHOCTb NpaBUTENLCTB W NpeacTaBUTeNnen MNPOMBILLUNEHHOCTU pasHbIX rocygapcTB
KayeCTBOM HeKNMUHUYEeCKNX UccneaoBaHUi, Ha pesynbTaTax KOTOPbIX OCHOBbLIBAETCA OLIeHKa YPOBHS ONAaCHOC-
T B OTHOLLEHWM 300POBbS YeNOBEKa N OKpyXKatollen cpeabl, ABUnach NpuyYnHOU ycTaHOBMNEHUA rocyaapcTBa-
M —udneHamn O3 CP kputepuer Ans nposeaeHna noaobHbIX UCcneaoBaHUN.

C uenblo n3dexaTb UCNONb30BaHUS pasHbIX CXeM BbINOMHEHUA NOA0OHBLIX UCCNeaoBaHNA, YTO MOTTO Obl
NPenATCTBOBATbL MeXAyHapoaAHOU TOProBe XMMnyeckMMm Belllecteamu, rocygapctea —uneHbl OO CP nocTa-
BUMW 3a4a4y OCYLLECTBUTb MEXAYHaAPOAHY0 rapMOHU3aLIUI0 METOAO0B UCNLITAHUA U HaanNeXallen nabopaTtop-
HOW npakTukn. B 1979—1980 rr. mexagyHapogHagqa rpynna 3KcnepToB, co3fgaHHaga corflacHo crneuymnanbHOW
nporpaMmme No KOHTPOMN XMMUYECKUX BellecTB, paspaboTtana aokymeHT «O3CP. MNpuHumnel Hagnexaweu
naboparopHoun npaktukn (GLP)» [OECD. Principles of Good Laboratory Practice (GLP)] npu ncnons3soBaHuu
opraHnsaUUOHHBLIX M HAaYYHbIX METOAOB U ONbITa, NONYYEeHHbIX U3 pa3NNYHbIX HALUOHaNbHbLIX U MeXayHapoa-
HBIX UICTOYHUKOB. 3TN «[1puHUKUNbI GLP» 6binn npuHATeI CoBeToM OO CP B 1981 1. Kak NpUNoXKeHue K pelleHuto
CoBeTa O3CP 0 B3aUMHOM NMPUHATUM AaHHLIX NPU OLLleHKE XUMNYECKNX BELLIECTB.

B 1995—1996 rr. 6bbina cdhopMunpoBaHa HOBad rpynna 3KCcnepToB, KoTopas nepecmoTpena «lpuHumnobl
Hagnexauwen nadopatopHon npaktukn (GLP)». ObHoBNeHHas Bepcud OoKyMeHTa Oblna paspaboTaHa Ha
OCHOBe cornacutenbHbIX peleHnn, AOCTUTHYTBIX 3TOU rpynnon akenepToB. JaHHbIM AOKYMEHT OTMEHAET U
3aMeHdAeT nepBoHavanbHbIM AOKYMeHT «[1puHUMnbl Hagnexalen nadbopaTtopHou npakTuk (GLP)», NpUHATEIN
B1981T.

Llenb «[NpuHUMnoB Hagnexawen nabopaTtopHon npaktnkn (GLP)» cocTomnT B TOM, 4TODOLI 00ecnevunTb
npoaABMXKeHUe NpPUMeEHeHUa NPUHLKMNA OLUEeHKU KavyecTBa AaHHbIX, NMONyYeHHbIX B pe3ynbTaTte UCNbITaHUMN.
COonocTaBUMOCTb YPOBHA KayecTBa AaHHbIX, NONTyYeHHbIX B pe3ynbTaTe UcnbiTaHU, QopMUpyeT OCHOBaAHUE
O B3aUMHOTO NMPUHATUSA AaHHBIX B pasHbIX cTpaHax. Ecnn oTaenbHble CTpaHbl MOTYT YBEPEHHO MOMOXUTLCS
Ha AaHHbIe UCMIbITAHUN APYTUX CTPAaH, MOXHO U30eXaTb AyONUpYIoLWUX UCNbITaHWUA, SKOHOMSI BPEMS U PECYPCHI.
[TpnmeHeHune «NpuHUMnoB Hagnexawen nabopatopHon npakthukn (GLP)» no3BonnT nsdexxaTtb co3gaHna TEX-
HAYEeCKUX DapbepoB NMpu NPOBeAEHNN TOProBON AEATENbHOCTU U DyAeT CrnocobCTBOBATL OCYLLECTBMNEHUIC
3allMThLI 300P0OBbA YeNoBEeKa N OKpyXatoLllen cpeasl.

IV
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

NMPUHLMAIIDbI
HAONEXALLEW NABOPATOPHOMU NMPAKTUKI

Principles of good laboratory practice

[laTta BBegeHna — 2010—03—01

1 O6nactb NpMeHeHUA

HacToswmn ctaHgapT ycTaHaBNMBaET NMPUHLUNBI Haanexalwen nadbopaTtopHon NpakTuKkn, NnpeaHasHa-
YeHHble ANA NpUMEHEeHNs Npur NpoBeaeHUn HeKNMMHUYECKNX UCTIbITaHUN 0D BEKTOB, codepXallXcs B reKap-
CTBEHHbLIX cpeAcTBaxX, NecTuumaax, KOCMeTUYECKoN NMpoayKumMn, BEeTEPUHAPHLIX Npenapartax, NMULEBbLIX W
KOPMOBLIX AobaBKax, a Takke XMMUYECKNX BELLIECTBaX NPOMbILLNEHHOTO HasHavyeHus. cnbiTyemble 00 bHeKThl
MOTYT ObITb KakK CUHTETUYECKOWN NPpUPoabl, Tak U BUOreHHOro NPoOUCXOXKAEHUS, a TakkKe nNpeacTaBnaTb cobon
XXUBble opraHnamsbl. Llenb ucnbiTaHnM coOCTOUT B TOM, YTODOLI NOMYy4YNTb AaHHbIE O CBOWUCTBAX UCTLITYEMbIX
00BEKTOB N/UNn 06 nX 6esonacHOCTU ANS 340P0BbLA NoAen U/MNn oKpyKatoLlen cpeabi.

HeknuHnyeckmne ncnoitaHusa B o6nactm MeanunHCKon 1 aKkonorm4yeckon 6e3onacHoCcTn, oXBaTbiBaeMble
NpUHUMNaMU Haanexallen nabopaTtopHON NPaKTUKK, BKIIOYALOT B cebs nccneaoBaHus, nposoanmsblie B ado-
PaTOPHBLIX, TENNUYHLIX U MONEBbLIX YCNoBUAX. [MpUHLWNBI HagNeXawen NadbopaTopHOW NPaKTUKN NPUMEHUMBI
018 Bcex UCnbiTaHU B 061acTn MeauLUHCKOW 1 3Komornyeckon 6esonacHocT, NPpoBOAUMBIX B LEeNsIX pernc-
TpaUUn U NMULEH3NPOBAHUS NEKApPCTBEHHbIX CpeaAcTB, NecTULMAOB, NMULLIEBLIX M KOPMOBBLIX 40DaBOK, KOCMETU-
4YeckoW NpoayKumK, BeTepuHapHbIX NpenapaToB 1 APpYrnMX NoAoDHLIX MPOAYKTOB, a TaKKe XMMUYECKUX BELLEeCTB
MPOMBLILUNEHHOrO Ha3Ha4YeHUs, 3a WUCKIYEeHUEeM crnydaeB, 0cob0 OroBOpPEeHHLIX B COOTBETCTBUAU C
HaUMOHAarnbHbIM 3aKOHOAAaTENbCTBOM.

2 TepMUHbI U onpegeneHUs

B HacTodwWweM cTaHaapTe NpUMeHeHbl cneaytolime TepMUHBI C COOTBETCTBYOLW MK onpedeneHUsaMu:

2.1 lNpuHUMNnbI Hagnexaiwen nadbopaTopHON NPaAKTUKK

2.1.1 npuHuMnbl Hagnexawen nadboparopHoun npakTukn (Good Laboratory Practice (GLP): Cnuctema
obecrnevyeHus KauecTBa, MMetoLLad OTHOLLEHUE K NpoLieccam opraHmnsaunn, nnaHnpoBaHuns, NoOpsaaKy nposeae-
HAS U KOHTPOMIO UCNBITAHMA B 061acTU oXpaHbl 340PpO0BbA YenoBeKka 1 6e30nacHOCTU OKpyKatoLlen cpeasbl, a
TakKe oPopMIIeHNd, apXUBMPOBaHUA U NpeacTaBNeHUs pe3ynbTaToB 3TUX UCMbITAHUN.

2.2 OpraHusauusa ucnbitTaTenbHbLIX LEHTPOB

2.2.1 ncnbiTatenbHbIN LeHTP (test facility): ®akTnyeckoe MecTo NpoBegeHUA HEKNMMHUYECKUX UCMbITa-
HWAW, rae AOMKHbI ObITb pacnonoXXeHbl KONMEKTUB cneLuanncToB, NoMeLleHnsa nobopyaoBaHne, Heobxoanmele
Ong X BbINONHEHUA. Ecn cnbiTaHMe BLINONMHAKT Ha HECKOMNMbKUX UCNbITATENbHbLIX NNoWwaakax, a He B 0AQHOM
MECTe, TO No4 TEPMUHOM «UCMbITATENbHBIN LEHTP» MOHUMAIOT LEHTP, rae A0MKHbI ObITb PacnoNoXKeHbl PyKo-
BOAUTENb UCMBITAHUN U BCe UCMbITaTeNbHbIE NNoLWaakn, No oTAeNbHOCTU U BCe BMECTE paccMaTpUBaeEMbIe B
KayeCcTBe UCNbITaTeNbHLIX LLEeHTPOB.

2.2.2 ncnbitatenbHada nnowaaka (test site): Mecto npoBeaeHUA Kakoro-nmbdo atana nccnegoBaHus.

2.2.3 agMUHUCTpaLuuAa ucnbitatenbHoro yeHtpa (test facility management): Jlnyo unu nuua, ogouum-
anbHO BO3rMaBnsoLWme UcnbiTaTerlbHbIA LLEHTP N OTBETCTBEHHbIE 3a opraHu3auunto 1 cobnogeHmne B HeM Nnpu-
HLMMNOB Haanexawen nabopaTtopHOMN NpakTUKK.

2.2.4 agMUHUCTpauuAa ucnbitTatenbHoUu nnowaagku (test site management): Jlnuo nnm nuua, opuum-
anbHO BO3rMaBnsawLWMe UcnblTaTenbHYo NNoWaaky M OTBETCTBEHHbIE 3a NpoBedeHne Ha He COOTBETCTBYIO-
LLIMX 3TANOB UCcneaoBaHnUA CornacHo NpUHLUKMNam Haanexawen nabopaTtopHON NPakTUKN.

U3paHune odbmumanbHoe



OCT P 53434—2009

2.2.5 cnoHcop (sponsor): dusnvyeckoe UNu ropugunyeckoe nNULo, KoTopoe MHULUUUPpYeT nccnegoBaHus,
opOpPMNSIET 3aKas, NoaaepXMBaeT U/nunn yTeepxaaeTt npoBegeHne HeKNMUHUYECKUX NccneaoBaHnii N HeceT
OTBETCTBEHHOCTbL 3a ero opraHmsauuno 1 PUHaAHCUPOBaHUE.

2.2.6 pykoBoguTenb uccnegoBaHusa (study director): JInyo, oTBeTCTBEHHOE 3a NpoBeAeHUNe HEKMTMHU-
YeCcKoro nccrnegoBaHus B 0b6nactm MeauumnHCKON 1 3Koorm4eckon 6e3onacHoCTy OT Havarna ao KoHua.

2.2.7/ OTBeTCTBeHHbLIN uccnegoBartenb (principal investigator): J1nyo, koTopoe, B cny4vae npoBeaeHUs
nccrnegoBaHMM Ha HECKOMNBKUX Nowagkax, AeUCTBYET OT UMEHU PyKOBOAUTENdA UccnegoBaHNA M HECET OTBET-
CTBEHHOCTb 3a nepenaHHble B ero BeageHMe oasbl UCcrieJoBaHUS.

[TpnmeyaHune— OTBETCTBEHHOMY UCCNEAOBATENO(sIM) HE MOXET ObiTb MONMHOCTBIO NepeaaHa OTBETCTBEH-
HOCTb PYKOBOAUTENS UCCNEAOBAHUSA 3a NPOBEAEHNE NCCNeA0BaHNS, MOCKONbKY OHA BKITIOYAET B Ce0A yTBEPXKAEHME NnaHa
NCCNEeaOBaHUSA 1 NOMPAaBKU K 3TOMY MMNaHy, YTBEPXKAEHWE 3aKNIOUUTENBHOIO OTYETA U FAapaHTUKM, YTO BCE NCCNeA0BaHUS CO-
OTBETCTBYIOT MPUHUMNAM HaAanexawien naboparopHon NPaKTUKW.

2.2.8 nporpammaobecnedeHuss kadyectBa (qualityassurance programme):lNporpamma paboT, BbINOI-
HAEMbIX HE3aBUCUMBIM OT NMPOBeAeHNUA UCCneaoBaHNUA NepPCcoHanom U HanpaefeHHbIX Ha obecnevyeHne agMu-
HUACTPaUWen UcnbiTaTeNIbHOro LieHTpa cobntoaeHns NpuHLUMNOB HagneXxawien nadbopaTtopHOU NpakT UK.

2.2.9 cTaHgapTHble onepauuoHHble npoueaypbl; COl (standard operating procedures; SOPs): oa-
POOHLIE NUCbMEHHbIE MHCTPYKLWK, coaepallne onncaHne npoLeccoB NpoBedeHUst UCNbITAHUA UMK APYTrou
O0esATeNbHOCTU, Kak NpaBunio, He NpedcTaBleHHbIX AeTanbHO B NMaHax UccneaoBaHuUa Unv pykoBoAacTBax no
NpoOBeAESHUIC UCTIbITAHMA, U NpeaHa3HavYeHHble AN AOCTUXKEHUA e AMHOOD pa3ns Npu ocyLecTBNEHNM onpeae-
NeHHOW AeATENbHOCTMU.

2.2.10 ocHoBHOMU nnaH-rpadcduk (master schedule): N'pacpuk padoT 0OCOLLAOLIErC YPOBHS, BKNOYAIO-
LA B cebsl YKPpYNMHEeHHbIE aTanbl U KNoYeBblie CODLITUS, T. €. CBOAKY MHAOpMAaLIMK, NMO3BONAICLLYIO OLEHUTH
pPabouyIo HArpy3Ky U UICNONb3YyEMYIO ANs1 KOHTPONS NPOBEAEHUSA NCCNeaoBaHNA B UCTLITATENBHOM LIEHTPE.

2.3 HeknuHuU4veckoe nccnenoBaHue MeaAMLMHCKOMU U 3KONMOrMYecKkom 6e3zonacHocTU

2.3.1 HeKNMMHU4YecKoe uccnegoBaHne MegULMHCKON U IKONOrM4yeckon 6e3onacHoCTU; Uccneno-
BaHMe (non-clinical health and environmental safety study): 9kcnepumMeHT Unn pag aKCrnepuMeHToB, COrnacHo
KOTOPbLIM OO BLEKT UCTIbITaAHWUA MOABEPratoT UCCNeAoBaHNIO B NabopaTOPHbIX, TEMNNMUYHBIX U NONEBLIX YCNOBU-
AX, YTOObLI MONY4YUTb AaHHbIE O CBOUCTBAX 0ObeKTa U/Unun eroc 6esocnacHOCTU U NpPeacTaBUTh UX HA PaCCMOTpeE-
HMUEe KOHTPOMUPYHIOLUM opraHam.

2.3.2 KpaTKocpo4yHoe uccnegoBaHue (short-term study): MccnegosaHune, npoBoagnMMoe LLUUPOKO pac-
npocTpaHeHHbIMU CTaHOAAPTHBIMUA MeTo4aMnU B TEYEHUE HEMPOAOMKUTENBHOIO BPEMEHMN.

2.3.3 nnaHuccneaoBaHusa (study plan): JokyMeHT, onuceiBaloLWnUA LLeN M U MeTOoA0N0orMIo 3KCnepumMeH-
Ta ANsi NpoBeAeHnsa nccnegoBaHus M BKNOYaoLWmn B cebs BCe BHECEHHbIE B HEro Nnonpasku,

2.3.4 nonpaBKa K nnaHy uccnepoBaHua (study plan amendment): LleneHanpasneHHoe nsmeHeHne B
nnaHe nccnegoBaHUA, BHECEHHOE Nocne Havana ero nposeaeHus.

2.3.5 OTKNoOHeHue oT NnaHa uccnegoBaHuA (study plan deviation): HenpegHamepeHHOe OTKINOHEHUE
OT NflaHa uccnegoBaHMAa nocne Hadana ero nposeaeHus.

2.3.0 TecT-cucTeMa (test system): buuonornyeckaqa, xummdeckaa unu pusmndyeckada cmctema B oTaenNb-
HOCTU U B KOMOUHaL MK, UCNIONb3yeMasd B UCCNeaoBaHUSAX.

2.3./ nepBUYHbIe AaHHble UccneaoBaHuA (raw data). OpuriHanel 3anucen U JOKYMEHTOB UCMbITa-
TeNbHOro LEHTPA UMK NX 3aBepPEeHHbIE KoMK, oTpakaroLwne pesynbTaTthl HabnoaeHd 1 npoueaypbl, NPoBe-
NeHHble BO BpeMsl uccrnegoBaHuUs.

[TpumeyvaHwmne—IllepBniHbIMM AAHHBIMKM UCCNeAOBaHNA MOryT BbiTh: poTorpadmnmn, MUKPOOUNbMbI, MUKPO-
NNEHKU, X KOMUK, ANCKETbI U KOMMAaKT-AUCKY, paboyvme 3anncu, BKIoYas 3anmcm NoKasaHum asToMmaTtnanpoBaHHbIX Npnbo-
POB, U ApyrMe HOCUTENN AaHHbIX, KOTOpble obecneunBatoT beszonacHoe XxpaHeHmne nHdhopmMmaunm B TeHEHUE onpeaeneHHoro
nepuoga spemeru (cm. 2.3.10).

2.3.8 obpa3sel (specimen): [ltobon maTtepuan, B3ATbIN U3 TECT-CUCTEMbI AN N3YYEHUSs], aHanmsa Unu
XpaHeHus.

2.3.9 paTaHavanaaKkcnepuMeHTa (experimental starting date): laTa nony4yeHuna nepBbIX 3KCNepuMeH-
TanbHbIX AaHHbIX.

2.3.10 paTa oKOH4YaHUuA 3KcnepumMeHTa (experimental completion date): laTta nony4yeHna nocnegHuUx
aKcnepuMeHTarnbHbIX 4aHHBIX.

2.3.11 pata Hadana uccnegoBaHua (study initiation date): lata nognucaHua pykoBoguTeriemM Uccre-
OOBaHMA NNaHa nccneaoBaHus.

2.3.12 pata oKoH4YaHuAa uccneposaHua (study completion date): lata nognucaHua pykosoguTenem
nccnegoBaHna 3aknYnTeNbHOro oT4yeTa.

2
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2.4 O0beKkT ucnbiTaHuAa (UCNbITYeMbIU UITU TECTUPYEMbIN OO BHEKT)

2.4.1 TecTUpyeMbIn 00BeKT (testitem): ObbekT, NnpeacTtasnsow i codbon npeameT nccrnegoBaHus.

2.4.2 ctaHgapTHbin 00BbeKT (obpasel), «KOHTpPONbHbLIUY OOBEKT (ob6paseun) (reference item,
«controlitem»): ObbekT (0bpaseLl), UCNOMb3yeMbl ANA CpaBHEHUSA C UCTIBITYEMbIM 0O BLEKTOM, UMEeoLLMN 0doU-
LinanbHo (lopnanyeckn) yaocToBepeHHbIN COCTaB.

2.4.3 naptua, cepumsa (batch, lot): OnpeageneHHoe KONMYECTBO UCTILITYEMOTO MNU CTAHAAPTHOrO 00 BLEK-
Ta, NONy4YeHHOE B Te4eHne onpeaeneHHoro npon3BoaCcTBEHHOIO LIMKNA TaKUM CnocobOoM, UTO STOT OO0 BEKT UMe-
eT OJHOPOAHbIN XapaKTep.

2.4.4 HocuTenb (vehicle): BewecTBo, UCcnonb3yemoe Ans cMmelnsaHua, ANCneprupoBaHuUs Mnm pacTBo-
PEHUA TECTUPYEMOTO UMN CTaHAAPTHOro 00bLEKTA M No3BoONsAOLWEe 0bnerYnTs ero BBeeHmne B TEeCT-CUCTEMY.

3 HasHayeHue U NpPUMEHEeHUe

3.1 lMpuHuMnbl Hagnexauwen nabopaTtopHON NPaKTUKK, NpeacTaBnsaoWne cobon cucTtemy HOpPM, npa-
BUM U yKasaHWUW, npegHasHaveHbl Ansa obecnevyeHnst cCornacoBaHHOCTU U AOCTOBEPHOCTU pe3ynbTaToOB HEKIN-
HAYECKUX (AOKNMHNYECKUX, NabopaTOPHbIX, 3KCNEePUMEHTaNbHLIX) MCCNeaoBaHUN.

3.2 lNpuHUMnbl Hagnexawen nadbopaTopHOU NpakTUKK onpeaeneHbl Kak cuctema obecne4vyeHunst Kadec-
TBa, Kacatolasicsl opraHmsaunm npouecca UcnblTaHUA U YCNOBUN, B KOTOPbLIX HEKMMHUYEeCKMe nccneaoBaHus
Oe3onacHoCTU B oBnacTu oxpaHbl 340P0OBbS U SKONOrM4eckon 6e3onacHOCTN ACIMKHBLI ObITb CNNaHUPOBaHHI,
BLINOJTHEHbI, MPOKOHTPONMUPOBaHLI U 3aperMcTpPUpoOBaHblI.

3.3 lNpuHuunbl Hagnexawen nabopaTopHON NPaKTUKXA pacnpoCTpaHsATCA Ha paboTy dpapmMakonoru-
YECKUX, TOKCUKOTOTNYECKNX N APpYrxX nabopatopunin BMonornvyeckoro npoduns, a Takke Ha uccnegoBaHus B
chepe NPOMbILLUNEHHOM TOKCUKOIIOTMKA, a UMEeHHO Ha U3yYeHUe CBOUCTB XUMNYECKUX COeaANHEHUNN, UCMONb3Ye-
MbIX B NPOU3BOACTBE NOTPEOUTENBLCKMX (HeNneKapCTBEHHbLIX) TOBAPOB B LENSIX OLLEHKM UX NOTeHLUMansHOU
ONacHOCTW ANA 340Pp0BbA YeNoBeka U COCTOAHUA CKpyXKatloLlen cpebl.

3.4 lNpuHuunbl Hagnexawen nabopaTopHON NpakTUKN HanpaseHbl Ha obecnevyeHne NPUeMIemMocTi
pe3ynbTaToB Hay4YHLIX UCCIeA0BaHN Ha 3Tane akcnepumMmeHTanbHOro M3y4yeHMsl HOBBIX NTeKapCTBEeHHbIX MNMpe-
napaTtoB. [ lpnemnemMocTb B AaHHOM Ccriydae o3HadaeT, C 04HOWU CTOPOHbI, AoKasaTeNbHOCTb MHaAeXXHOCTb AaH-
HbIX, C ApPYron — cobntoaeHne NPUHLKMNOB ryMaHHOro obpalleHus ¢ nabopaTopHbIMU XKUBOTHLIMNA.

3.5 OpraHunsaums, saHUMatoLWAACAa N3yYyeHnemM XMMNYECKON 1 DUONornyeckon 6e30nacHOCTM Kak Knac-
CUYECKNX XUMUYECKUX BELLECTB, TaK M DMOTEXHOMOTNMYECKNX, T’eHHO-MOANPULMPOBAHHBIX U HAHOTEXHOOM M-
YeCKUX MPOAYKTOB, OC/PKHA MMETb CnyX0y obecnevyeHns KadecTBa € LENbio NpeaccTaBuTb rapaHTum, UTo
noMelueHmnsl, obopyaoBaHWe, nepcoHan, MeToabl W OOKYMEHTaUUsl COOTBETCTBYHOT HOPMATUBHLIM
TPebOBaAHUSIM.

3.6 CnyxbaobecneveHusi kKavyecTBa A0KHA ObITb HE3AaBUCUMON OT NepcoHana, 3aHATOro B npoBeAeHUn
nccneaoBaHnn, 0QHaKO COTPYAHUKN 3TOMN CNyXObl A0MKHBI ObITb 3HAKOMBI C MpoLieaypaMn npoBeaeHNsa nccne-
OOBaHMM N NOAO0TYETHBI HenocpeACTBEeHHO PYKOBOACTBY UCMbITATENTbHOMO LeHTpA.

4 lMpyHUMNBI Hagnexaluen nadopaTopHOU NPaAKTUKN

4.1 OpraHnsauua u nepcoHan UCNbITaTeNbHOIO LLeHTpa

4.1.1 06A3aHHOCTU aAMUHUCTPALUN UCNBITATENbHOIO LLeHTpa

4.1.1.1 AOMUHUCTPpaUUSA UCNbITATENbHOIC LeHTpa A0JBKHA rapaHTUpoBaTh, YTO NMPUHL KNI HaaeXa-
LLie nabopaTopHOW NpaKTUKKM ByayT cobntoaeHsl B NONMHOM cObeMe.

4.1.1.2 ByacTHOCTU, aaMUHUCTPaUMA OOIPKHA:

a) YTBepAUTb MONOXEHUSA, COrnmacHo KOTOpbIM onpedendloT nuuo(a), Hecyllee NONHYI0 OTBETCTBEH-
HOCTb 3a ynpaBneHne nccnegoBaHnsM CornacHo NpUHLMNamM Hagnexawen nabopaTtopHOM NPakTUKK;

b) rapaHTMpoBaTh, YTO ANA CBOEBPEMEHHOro U HagneXxallero nposedeHna nccnegoBaHns UMeKTCS B
OOCTATOYHOM KONMMYECTBE KOMNETEHTHLIW NepcoHan, COOTBETCTBYOLLME NOMELLeHNs, 0bopyaoBaHUE U MaTe-
pUuans.l;

c) obecneuymBaTb HanuU4ne AoKyMeHTauun ob ypoBHe KBanudukauum, obpaszoBaHUK, OnbiTe padboThl U
OOMKHOCTHBIX 0DA3aHHOCTSIX cNeLUnanncToB U TEXHUYECKOTo nepcoHana;

d) rapaHTUpoBaTb, YTO BCE COTPYAHUKN YETKO NOHUMAKOT CBOM 0DSI3aHHOCTU, U, MPWN HEOOXOOAUMOCTMN,
obecrnevynBaTb MM COOTBETCTBYOLLEE ODYyYEHNE N NOATOTOBKY;

e) OblTb OTBETCTBEHHOW 3a BbLINONHEHWNE UCCNeaoBaTETIbCKUX paboT B COOTBETCTBMU C AENCTBYHOLLIMMU
cTaHOapTHbIMKU onepaunoHHBIMU NpouedypamMun, yTBep)XaaTb cTaHAapTHbIe onepauuoHHble npoueaypbl U
NONpaBKA K HAM;
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f) OblTb OTBETCTBEHHOW 32 OpraHn3aL/mnio U peannsasunto NnporpaMmmel obecneveHunsi KayecTBa B COOTBET-
CTBUU C NPUHLIMNAMK Haanexawen nabopatopHOUW NPaKTUKK;

¢g) HasHadaTb 40 Ha4yana uccnegoBaHus B KayeCcTBe PYKOBOAUTENA UCCNeaoBaHUA COTPYAHMKA, UME0-
LLIero COOTBETCTBYHOLLEee obpa3oBaHue, KBanmdukauuo U onbIT paboThl. 3aMeHa pyKoBOANTENS UCCNeaoBa-
HAA O0PKHa ObITb MNpoBedeHa B COOTBETCTBUM C  YCTAHOBMEHHBLIM MNOPSAKOM W A0MKHA ObITh
OOKYMEHTUPOBaHAa;

h) HasHauvaTb, B criydae HeobXoaAUMMOCTU, NPU NPOBEAEHNN UCCNeJOBaHUA Ha HECKOTbKUX NoLwagkax
OTBETCTBEHHOIO UCcneaoBaTens, KOTopbi 0bnagaeT COOTBETCTBYIOWMM 0bpasoBaHmem, Ksanugmkaumen u
ONbITOM, YTODObI KOHTPONMMPOBATL NPOBEAEeHNe AaHHOro aTana (3TanoB) UccneaoBaHns. 3aMeHa OTBETCTBEH-
HOro nccneaoBaTend AomkHa ObITh NpoBeaeHa B COOTBETCTBUN C YCTAHOBMEHHBIM NOPAAKOM U ACITKHA ObITh
OOKYMEHTUPOBAaHA;

1) rapaHTMpOoBaTh, YTO NNaH nccneaoBaHUd dyaeT AOKYMEHTalnbHO YTBEPXKAEH PYKOBOAUTENEM UCCEe-
NOBaHWUSA;

|) rapaHTUpoBaTh, YTO PYKOBOAUTESNb UCCNEaoBaHUSA NPpeaoCcTaBUT NepcoHany no obecnevyeHuno Kadvec-
TBaA AOCTYN K YTBEPXAEHHOMY NnaHy nccnenoBaHug;

K) obecnevnBaTtb NoaaepPXKY UCTOpUYECKUX palnoB BCeX CTaHAapTHbLIX OnepaunoHHbIX npoueayp;

|) HasHa4yaTb OTBETCTBEHHOIO 3a yNpaBlieHNe apXUBOM (apXmBamMmin);

m) rapaHTUpOBaThb BbINOJIHEHWE OCHOBHOTIO NaHa-rpadguka;

N) rapaHTUpPOBAaTb, YTO PpeCcypcChl UCNbITATENIbHOTO LIEHTPA COOTBETCTBYIOT TPEDOBAHUAM, NpeabsaBnse-
MbIM K UX NCNOMNb30BaHUIKO B UCCNea0BaHUAX;

0) NpW NpoBeaAeHUN UCccneaoBaHN Ha HECKOMNBKUX Nolagkax obecnevynBaTth NMOCTOSIHHBIE KOHTAKThI
MeXay pyKoBoOAUTENEM UccneaoBaHUsA, OTBETCTBEHHBLIMWU UCCNeQoBaATENSAMU, NepcoHanom no obecnevyeHuo
KavyecTBa 1 cneunanmcTtamu, BeiMoNHAKLWNMKM AaHHOe MccrnegoBaHue;

P) rapaHTUpoOBaTb, YTO UCMLITYEMBIE N CTaHAAPTHbIE 0OBLEKThI ONCaHbI COOTBETCTBYHOLLIMM 0Opa3oMm;

() ycTaHaBnMBaTb npoLeaypbl AN noaTBepXaeHust Toro, YTo KOMNbITEPU3NPOBaHHLIE CUCTEMbI COOT-
BETCTBYIOT pelleHUo 3adad MccnegoBaHUd, a Takke BanuMaUpPyYHTCA, ynpaBnAaAlTCA U nogaepXMBaroTcH
COrnacHo NpuUHUMnam Haanexatlen nadbopaTopHOU NPaKTUKK.

4.1.1.3 lNpwn BbINOMHEHWN KakKoro-nmbdo atana nccnegoBaHnUsa Ha AaHHOW UCNbITaTenbHOM nowagke B
KOMMeTeHUUo agMUHUCTPpaLMK UCchbiITaTeNbHOM Nnowagku (ecnv 3To onpegeneHo 3apaHee) BXOOAT BcCe
BblLLenepeYvncneHHble obsaszaHHOCTU, KpomMe 4.1.1.2, nepedncneHnsa g, i),j) n o).

4.1.2 O6A3aHHOCTU pyKOBOAUTENA UCCNea0oBaHUA

4.1.2.1 PykoBoOUTENb UCCNeaoBaHUS OCYLLECTBNSIET 0bLLee pyKOBOACTBO NPoBeAeHUEM UCClieqOoBa-
HUS, OTBEeYaEeT 3a NoAroTOBKY 3aKNMIOYUTENBHOro oT4eTa O NONyYeHHbIX pesynbTaTax.

4.1.2.2 B 0053aHHOCTN pyKOBOAUTENSA UCCNEeJOBaHUA BXOONAT, HO HE OrpaHUYMBAOTCA YKa3aHHbIMMK,
cneayrowme PyHKUMN.

PykoBoauTenb UccnegoBaHUsa A0MKEH:

a) yTBepXaaTb NfaH uccneaoBaHMUs U NonpaBkn K HEMY, 3aBepdas 4aTUpoBaHHOW NOANUCKIO;

b) rapaHTUpoOBaTb, YTO NepcoHan no ocbecne4vyeHUo KauecTsa UMeeT KONUK NnaHa NCCneaoBaHus U CBO-
eBpeMeHHO NOoNyYeHHbIX MONpPaBoK K HEMY M HAXOAUTCA C COTPYAHUKAMU B MOCTOAHHOM KOHTAaKTE Ha NpoTaXe-
HUW BCErc nccneaoBaHus;

C) rapaHTMpoOBaTb, YTO NfaH uccnegoBaHUA U NONpaBkK K HEMY OOCTYMHbI cneunanucTam, BeINOHSA0-
LM AaHHOe UuccnegoBaHue;

d) rapaHTUpoBaTb, UTO NNaH UccneaoBaHUAa 1 3akNiOYUTENbHBIM OTYET O pesynbTaTax UccnegoBaHus,
BbIMOJTHEHHOIO Ha HEeCKONbKUX UCMbITATeNbHbIX NMowaakax, ocnpegenseTr pollb KaXJoro OTBETCTBEHHOIO
McnonHUTensa(en) N Kaxkaoro U3 cnoeltatenbHbIX LEHTPOB U UCNbITaTeNbHbIX NMoWAaaoK, BOBTIEYEHHbIX B NMPOo-
BeJeHne nccnegoBaHuin;

€) rapaHTUpoBaThb, YTO NPU BbINCNHEHUX pabOoT, B COOTBETCTBUN C NNAaHOM UCCeQoBaHUS, NPOBOASTCH
oL EeHKa U AOKYMEHTUPOBAHME BINUSHUA MIOObLIX OTKMOHEHWUA OT niaHa UccneaoBaHunsl Ha KA4eCcTBO U LLEeNOCT-
HOCTb NPOBeAEHUA UCCNeaoBaHUA U NPU HEODXOANMOCTU NPUHUMAIOTCS KOPPEKTUPYIOLWME OENCTBUS, a TaKXKe
npusHaBaTb (MM He NPpU3HaBaTh) AONYCTUMOCTb OTKITOHEHUN OT cTaHdapTHLIX onepaunoHHbIX Npoueayp;

f) rapaHTUpoOBaTb, YTO PErMCTPpaLms BCeX NepBUYHLIX AaHHBIX NPOBOAUTCH B NOJNTHOM 0ObeME;

g) rapaHTUpOBaTb, UYTO KOMMNbHOTEPU3UPOBaHHLIE CUCTEMbI, UCMONb3yeMble B UCCcrneaoBaHU, Banuau-
DOBAHBbI;

h) noanuceiBaTb U AaTUPOBAaTb 3aKMOUYUTENbHBIN OTYET, TEM CaMbIM NPUHUMAs Ha cebsa OTBETCTBEH-
HOCTb 3a AOCTOBEPHOCTb MHPOPMAaLUK 1 3a BBINONMHEHWE NCCcNeaoBaHUA B COOTBETCTBMU C NPUHLUNAMKN Had-
nexawien nabopaTtopHOMN NPakTUKK;

1) rapaHTUpoOBaTb, YTO NOCNe 3aBepLlleHna UccnegoBaHua nepegatoTcs B apXmB niaH nuccrneaoBaHug,
3aKNYUTENBbHBIV OTYET, NepBUYHbIE AaHHbIE U CONYTCTBYIOLWME MaTepuansl.

4
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4.1.3 O653aHHOCTU OTBETCTBEHHOIO UccneagoBarTens
OTBETCTBEHHLIN UccneagoBaTeflb HECET OTBETCTBEHHOCTb 3a NPOBeeHMEe MOPYYEHHbIX eMy 3TanoB

nccneagoBaHnsa B COOTBETCTBUK C NPUHLMNAMU Hagnexawen nabopaTtopHOW NpakTUKA.

4.1.4 O6A3aHHOCTU NepCcoHana, BbINOMHAKOLWEro uccnegoBaHus

4.1.4.1 Becb nepcoHan, BOBNe4YeHHbIU B NpoBeadeHNe nccrneaoBaHns, 40MKeH 3HaTb NPUHLMNLI Haane-
Xalwen nadbopaTtopHOM NPaKTUKA BYaCTU, KOTopast UMeeT OTHOLWEHUE K BbINONHEHAEMOMY UM UCCeaoBaHUIo.

4.1.4.2 TlepcoHan, BbINOMHAKLWNMN UCCcneaoBaHUA, AOIMKEH MMeTb OOCTYN K NflaHy uccrneaoBaHus U

COOTBETCTBYIOLMM CTaHOAPTHLIM onepaunoHHbIM npoueaypam. Ero o6s13aHHOCTLIO ABNAETCA BbINOMHEHUE
MHCTPYKLKWIN, coaepKallmnxcsl B 3TUX AoKyMeHTax. Jltoboe OTKNOHEHME OT 3TUX MHCTPYKLMA AOIMKHO ObITh 3ape-
TMCTPUPOBAHO;, O TAKOM OTKNOHEHWUW ACITKHO ObITh COODLLIEHO HENOCPEACTBEHHO PYKOBOAUTENIO UCCNeaoBa-
HAS /NN OTBETCTBEHHOMY UCCea0BaTENMO(AM).

4.1.4.3 llepcoHan, BEINOMHAKLWMA NCCNeJOoBaHNSA B COOTBETCTBUM C HACTOSALWLMMIA NPUHLUMNAMW Haane-
Xawen nadbopaTtopHOU NpakTukn, obsasaH cBoeBpeMeHHO 1 TOYHO BECTU 3anncu NepPBUYHBLIX AaHHbBIX N1 HECTU
OTBETCTBEHHOCTbL 3a AOCTOBEPHOCTbL NpeAcTaBNeHHOU UM MHdpOpMaLIUK.

4.1.4.4 [lepcoHan, BLINOMHAKLWWN UCCeaoBaHUA, ACMKEH MPUHUMATb Mepbl NPpeaoCTOPOXKHOCTU, YTO-
Obl CHU3UTb PUCK AN CODBCTBEHHOMO 340POBbA M 0DecneYnTb NOMHOTY NpoBeaeHus nccnegosaHus. Q6o Bcex
cny4vyasx sabonesaHuga UM HeQOMOraHus cneayeT HesamMeanUTeNbHO COODLWNTL PYKOBOACTBY, YTOObLI OTCYT-
CTBUe 3aboneBLwero He Morno NOBMUATL HA NpoBeAeHne UccnegoBaHUS.

4.2 lNporpamma obecnevyeHUn KavyecTBa
4.2.1 OOLWMe nonoXxeHUnA
4.2.1.1 NcnbiTaTenbHbIA LEHTP ACIMKEH UMETh AOKYMEHTUPOBAHHYIO NporpamMmmy obecnevyeHust KavecT-

Ba, YTOObLI NPOBOAMMBIE B HEM UCCNEeAOoBaHUA COOTBETCTBOBaNW NpUHLMNAaM Haanexawen nabopaTopHou
npaKkTUKN.

4.2.1.2 3aBbiNofHeHue nporpamMmmbl obecrnedyeHmns Ka4yecTBa O0TBEYaOT YMOSIHOMOYEHHbIe N1La, HasHa-
YaeMble PYKOBOACTBOM UCMbITATENbHOMC LieHTpa, HernocpeacTBEHHO NogoT4YeTHbIE eMy, N 3HaKOMbIe C METO-
aamMu nccrnegoBaHums.

4.2.1.3 Jlnmua, oTBeyvatowme 3a obecnevyeHne KavyecTtBa, He OOMKHbI ObITb BOBNEYEHbl B NpoBeAeHne
nccnegoBaHus.

4.2.2 O6A3aHHOCTU NepcoHanano obecne4vyeHMo KavyecTBa

4.2.2.1 lNepcoHan no obecnevyeHuto kKavecTsa 0bs13aH BbINMONHATb, HE OrpaHU4YUBasCb UMW, HUXKENepe-
yncneHHble pyHKUMK. [NepcoHan no obecnevyeHunto KavyecTBa AOMKEH:

a) UMeTb BHaNn4nmn 3K3eMnNnsapbl BCexX yTBepXAeHHbIX NMTaHOB UCCcNeaoBaHUA U cTaHQapTHEIX onepaLun-

OHHbIX NMpoueayp, UCNosib3yeMblX B UCNbITATENbHOM LeHTpe, U AOCTYN K TekyLllemMy BapuaHTy OCHOBHOIO Nna-
Ha-rpaduKka;

b) npoBepaTb, YTOOLI NNaH UccnegoBaHUa cogepkan nHdopmMauuno, Heobxoanmyro Ansa cobnoaeHmUs
MPUHLUUNOB Haanexawemn nabopaTtopHon npakTuki. aHHaga npoBepka AomkHa ObITb AOKYMEHTUPOBAHA;

C) OCYLUECTBNATbL cCUCTeMaTUYECKUN KOHTPOMb 3a NpoBedeHneM Bcex uccnegoBaHMM B COOTBETCTBUN C
HACTOALMMUN NpUHUMNAMKU Hagnexallen nadbopaTtopHOU NpakTUKKU U AOCTYNHOCTLIO NMAaHOB UCCNeaoBaHUs U
cTaHOapTHBIX onepaloHHBIX Npouedyp nepcoHany, BOBeYeHHOMY B NpoBedeHne nccrneaoBaHus.

[TpeaycMoTpeHbl TpU TUNa MHCNEeKUMOHHBIX MPOBEPOK B COOTBETCTBUNM CO CTaHAAaP THEIMU onepaLlNOHHbI-
MW Npoueaypammn, onpegeneHHbiMy B nporpamme ocbecneveHns kKa4ecTsa:

- NMPOBEPKN O0TAENbHbIX NCCNegoBaHUN,

- NMPOBEPKU UCNbITAaTENbHLIX N1CLWaaoK,

- MPOBEPKN OTAENBbHBLIX NMPOL,ECCOB.

[TpoToKoMbI (OTYETHI) NOAOOHBLIX MHCNEKLMOHHBLIX MPOBEPOK YHUYTOXKEHUIO HE NoaneXar;

d) NpoOBepPSATb 3aKNOYUTENbHLIE OTYETHI, NOATBEPXAATb, YTO MEeTOoAbl, npoueaypsbl, HabnwoaeHUsa u

pe3ynbTaThl U3MOXKEHbI TOYHO U MOMHOCTLIO U B MOSTHOW Mepe oTpaXKatoT NepBUYHLIE AaHHbIE UCCEA0BAaHUN;

e) CBOEBpPEeMeHHO NpeaAcTaBnsATb pe3ynbTaThbl 06 MHCMEKUMOHHBIX NPOBEpKax B MMCbMEHHOM BUAE PYKO-
BOACTBY UCMbLITATENbHOMO LIEHTPA, PYKOBOAUTENO NCCNEeOoBaHUS, OTBETCTBEHHbLIM UCCeaoBaTernnsam 1, Npu
HEeOBXOAUMOCTN, APYTMM PYKOBOASLLM paboTHUKAM;

f) BHOCWUTbL B 3aKMHOUYUTESNbHBIN OTYET NOAroTOBMEHHOE U NOANMUCAHHOE 3aKITioYeHUe O TUMaX MHCNEKLU-
OHHbIX MPOBEPOK N gaTax UX NpoBeaeHus1 ¢ MHgopmauuein ob aTane (3tanax) NpoBepsiIeMoro UCCNneaoBaHUsA U
aarte nepenavn pesynbTaToB MHCMEKTUPOBAHWUSI PYKOBOACTBY UCMNBITATENTIbHOMO LEHTPa, PYKOBOAUTENIO UCCTIe-
NOBaHUA U OTBETCTBEHHOMY UCCNeaoBaTento. ATO 3aKoveHne Takke JOMKHO cogepXaTb MHopMaLUuto o
TOM, YTO NEePBUYHbIE AaHHbIE NCCNeAOBaHUS OTPa)XXeHbl B 3aKTIOUYUTENTbHOM OTYeTe AOCTOBEPHO.
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4.3 NomeweHUn

4.3.1 O6wWwMe nonoxeHuUs

4.3.1.1 Pasmepbl, yCTPOUCTBO 1 PACMNONIOXKeHUe noMeLleHnin ana nposegeHus nccregoBaH AOMKHbBI
OTBeYaTb 3agavyam uccnegoBaHuin. [NomelleHUa AOMKHbBI ObITb YCTPOEHBI Tak, YTODbI OKa3blBaTb MUHUMAb-
HOe BNMUSAHWE Ha Xo4 nccneaoBaHUN.

4.3.1.2 lNMomeweHna AOMKHbI BbITb CNIaHUPOBaHbLI TAKUM 0obpa3om, YToDb! BbINo obecnevyeHo Makcu-
MalnbHO N30NNPOBaHHOE NpoBeAeH e UccnegoBaHUM pasfMYHbIX BUAOB (TUMOB).

4.3.2 lNomelleHna ana npoBeeHUA UccrnenoBaHUn

4.3.2.1 BucnblTaTtenbHOM LLeHTPpe AOSMKHO ObITb A4OCTaTOYHOE YNCTIO NOMELLEeHNIA U 30H, YTobbl obecne-
YNTb M3ONALUNIO UCNBITYEMBIX CUCTEM U OTAENbHbLIX NCCNeaoBaTeNMbCKUX NPOEKTOB, €CNM U3BECTHO, UYTO OHWU
npeagycMaTpuBaloT UCNONb3OBaHME BeLECTB UMM OPraHM3MoOB, OTHOCSILLMXCA K paspsay OUonornyecku
OnacHbIX.

4.3.2.2 [Onst anarHocTUpoBaHUS, NevYeHnsa 1 KOHTPons 3abonesaHnin A0 KHbI ObIThb BblAeNeHbl NOAX0A5-
LLiMe NoMeLLeHUs 1 30HbI, YTODbI obecnevynTb CTabUNbHOCTb U COXPAHHOCTb TECT-CUCTEM.

4.3.2.3 BucnbitatenbHOM LEHTPE ACIMTKHBLI ObITh MOMELLEHUSA, B TOM YXACTE XpaHunuLla Ang pecypcoB U
0bopyaoBaHUA. OTU NMOMELLEHNSI AOIKHBI ObITh U30NUPOBAHLI OT MOMELLIEHNA NN 30H, COAERXKaLLMX TECT-CUC-
TeMbl, C Lienbio 0becneynTb MM agekBaTHYIO 3aLlLUTY OT MHBA3WUN, 3arpsisHEHUSA M/MNU 3apaKeHUs.

4.3.3 NMomeweHMa ana oo6padboTKU NCNbITYEMbIX U CTAaHAAPTHbIX (KOHTPOMNbHLIX) OO BLEKTOB

4.3.3.1 [OnanpenoTBpalleHnst 3arpsisHeHMs B UCNbITAaTENbHOM LLEeHTPe ACITKHBI ObITh 0TAEeNbHbIE MOME-
LLIEHWS U 30HBI AN NONYYeHUA U XpaHEeHUS UCNBITYEMbIX M CTaHOaPTHBLIX (KOHTPOMNbHLIX) 0O BLEKTOB U CMELLIN-
BaHUA UCTIbITYEMBIX 0OBEKTOB C HOCUTENAMU (PaCTBOPUTENSIMU).

4.3.3.2 XpaHunuuia anst UCNbITyeMbIX OOBLEKTOB AO/TKHbLI ObITb U30NMUPOBAHBLI OT MOMELLEHUN UM 30H,
cogepKallnx TeCT-CUCTEMBbI, U A0JTKHBI COOTBETCTBOBATL TpeboBaHUAM NO obecrnevyeHnto MQeHTUYHOCTN, KOH-
LleHTpauun, YNACTOThI U CTADUIBHOCTHK, a Takke De30nacHOMY XpaHeHUIo OnacHbIX BELLECTB.

4.3.4 lNomelleHna anda apxmBoB

Cneayet npeaycMoTpeTb NOMELLEHNA AN apXMBOB, B KOTOPbLIX Heobxoanmo obecneuntb BesonacHoe
XpaHeHune 1 NoncK nNi1aHoB UCccneaoBaHUs, NepBUYHbBIX AaHHbIX, 3aKNIO4YUTENbHbBIX OTYETOB M 0bpa3uoB. B 3THX
MOMELLEeHUsIX O0MKHbI ObITb co3aaHbl YCNoBUsA, obecnevmBarollme OONTOBPEMEHHOE XpaHEHUE apXUBHbIX
MaTepunanos.

4.3.5 YaaneHue oTXxo4oB

ObpaboTka 1 yaaneHme oTXoaoB ACMKHbI ObITb BbINMOCMAHEHBI TakuM 0bpasom, 4Tobbl He NOABEPTHYTh
ONacHOCTU NpOBeAeHNe UCCNeaoBaHNNA MHEe UCKa3UTb UX pesynbTaThl. ANns aToro TpedbyeTtcd 0becneymnTb CoOoT-
BETCTBYIOLLME YCNOBUA ANA cOopa, XpaHEeHUNA U BbIBO3a OTXOA0B, a TAKXKe npoLeayp nx aesakTuBaum n nocne-
OyoLen TpaHCNopTUPOBKMA.

4.4 O6opyaoBaHue, MaTepuanbl U peareHTbl

4.4.1 ObopyagoBaHMe, BKMNoYass BanuMaUpOBaHHbIE KOMMNbIOTEPHbLIE CUCTEMBI, UCMNOMb3yeMble ANS
CO34aHUsA, XpaHeHUda U Noucka gaHHbIX, a Takke ANa KOHTPOMA NapaMeTpoB OKpyXaloLlen cpeabl, No XxapakTe-
PUCTUKAM U pacnonoXeHno ACMKHO COOTBETCTBOBATL UensM 1 3agavam nccnegoBaHus.

4.4.2 [lonmkHO ObITb NMpeaycMOTPEeHO nepuogundeckoe TexHu4eckoe obcenymBaHue obopyaoBaHUS,
MCMONb3YEMOro B UCCNeaoBaHUW, BKMOYAA pPerynsapHbld npounakTtmieckui oCcMoTp, yXod, KanmbpoBKY B
COOTBETCTBUN CO CTaHOAPTHLIMU onepaLnUoOHHBIMK npoueaypamMnu. 3TU paboTel ACMKHBI COMPOBOXAATLCH
COOTBETCTBYHOL UMUK 3annucsamun. KanmbpoBKy crneayeT npoBoAUTb B COOTBETCTBUM C HALMOHANBbHBIMU UM MEX-
OyHapoaOHbIMKU CTaHgapTaMmn nsmepeHus.

4.4.3 ObopyaoBaHMe nmMmaTepuransl, UCNONb3yeMble B UCCNIea0BaHUN, HEe AOMKHbI BTUATL HA COCTOSAHUE
TeCT-CUCTEM.

4.4.4 XvMUKaTLI, peareHThbl U pacTBOPbI AOJTKHBI UMETb 3TUKETKU C YKa3aHneM ceeadeH 0 HauMeHOBa-
HAW BeLWEeCTBAa, KOHLUEHTPpaLU WK, AaTbl OKOHYaHUSA CpoKa XpaHEeHUSA N MHCTPYKUMEW No XpaHeHuto. lomkHa ObITh
aocTynHa nHdopmMaLuna OTHOCUTENbHO MeCcTa M3rOTOBMNEHUS, AaThl NPOU3BOACTBA U CTabUNbHOCTU. CpoK Xpa-
HEHWSI MOXET ObITb NPoANeH Ha OCHOBAHUN Pe3yNbTaTOB AOKYMEHTUPOBAHHOW NPOBEPKU UMX aHanunaa.

4.5 TecT-cuctemMbl (UCNbITaTeNbHbIE CUCTEMDbI)

4.5.1 ®dunsnyeckue u xXummmiyeckue TecT-CUCTeMbI

4.5.1.1 TexHuU4eckme XxapakTepUCTUKU N pacrnonoXeHne obopyaoBaHUst, UCMONb3YeMOoro Ans nony4ye-
HUA PUINKO-XMMNYECKUX AaHHBIX, A0MKHbI YOOBNETBOPATL LeNsaM nccrieJoBaHuUs.

4.5.1.2 CoxpaHHOCTb PUINKO-XUMUNYECKNX TECT-CUCTEM A0KHA ObITh rapaHTUpoBaHa.

4.5.2 buonornyeckue TecT-cuctTeMbl

4.5.2.1 [ng xpaHeHus, pasmeLieHns, odbpaboTkn 1 3anTbl BUONOTMYECKUX TeCT-CUCTEM O0TKHbI ObITb
co3daHbl Hagnexatlyme ycnosus, ocbecnevnparollme AO0CTOBEPHOCTb NONyYaeMblX pe3ynbTaToB.
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4.5.2.2 BHOBb NONyYeHHbIE TECT-CUCTEMBI XKUBOTHOIC U PACTUTENbHOMO NPOUCXOXKAEHNUSA A0MKHBI ObITh
M30NMMPOBaHbI A1 OUEHKN COCTOSAHUSA UX 300POBbS. [1p1 BOSHUKHOBEHWUM 3aboneBaHnst UM CMepPTHOCTU daH-
HYHO MAPTURO XKUBOTHBLIX HE UCNONb3YIOT B UCCNeaoBaHuUn 1, Npy HeobXoaAnMoCcTKn, 6e300Ne3HeHHo NoaBeprateT
9BTaHas3nun. Ha MOMeHT Ha4vana uccnegoBaHUa BCe TECT-CUMCTEMbl AOMMKHbI ObITb MOMHOCTbIO 340POBHI.
TecT-cUCTEMBI, Y KOTOPBIX B X04€ UCcneaoBaHUA BbISIBNEHbI 3ab0neBaHUA UMK TPaBMbl, CNeayeT N3ompoBaTh
N NevYnTb, ecnn 3To Heobxoanmo ans obecrne4veHnst NONHOTLI UccnegoBaHUd. [narHosbl U nedvyeHmne nodbIX
3aboneBaHUN Kak B Xoae NccneaoBaHust, Tak U Ao ero Havana Ao/KHbl ObITb AOKYMEHTUPOBAHBI.

4.5.2.3 [lomkHa bbITb NpeaycMoTpeHa peructpaums gaHHblX 00 UCTOYHUKAX TECT-CUCTEM, AaTax WX
NOCTYNNEHUSA U COCTOAHUM HA MOMEHT NOCTYNIIEHUS.

4.5.2.4 Tlepen nepBoHavanbHbLIM BBEAEHUEM UCMLITYEMOIO UM CTAHAapPTHOro 0bbeKTa ccneaoBaHus
bnonornvyeckne TecT-cUCTeMbl AOSBKHBbI MPONTU Nepuod akknumatusaumm, goctaTtouHbld AN agantaumm K
YCIOBUAM UCCeaoBaHNA.

4.5.2.5 Bca nHdpopmaumsa, Heobxoanumasa Ang Hagnexawen naeHtudunkaumm TecT-CUCTEMBI, OOIMKHA
ObITb YKasaHa Ha ABepsX NoMeLleHUn NN KoHTenHepax. OtaenbHble TECT-CUCTEMBI, KOTOPbIE ACITKHbI ObITh
nepeseneHbl N3 X NOMeLLeHUN U KOHTEeUHEPOB B NpoLiecce nccnegoBaHus, A0MKHbl UMETb COOTBETCTBYIO-
LLIYHO MapPKUPOBKY.

4.5.2.6 lNomMelleHnsa N KOHTeUHepbl ANS coaepXaHusl TeCT-CUCTEM noanexart perynsapHon yboopke u
caHUTapHou 0bpaboTke. MaTepuansl, KOHTaKTUPYIOLWME C TECT-CUCTEMON, HE AOITKHbI COAEPXaTb 3arpsi3HALo-
LLIMX BELLIECTB B KONMMYECTBaX, CNOCODOHLIX MOBMUATL Ha Xo4 nccneaoBaHus. Noactunky Ans XXUBOTHbIX cneayeT
CBOEBPEMEHHO MeHATL. Bce cnyvan ncnonb3oBaHnd nectTuumMaoB A0MKHbI ObITb OKYMEHTUPOBAHHI.

4.5.2.7 BnoneBbixnccneaoBaHUAX TECT-CUCTEMbI AOMKHbI ObITh pacnonoXKeHbl TaKMM obpasoM, HTOObI
n3dexaTb BNUSHUSA HA X04 UCccneaoBaHUA XKNOKoCTen Ana pacnblNeHna (4Nna YHUUTOXEHNS HACEKOMbIX) U Nec-
TULMOOB.

4.6 UcnbiTyeMble U CcTaHAapTHbIE 00 BbEKThI

4.6.1 NMony4yeHune, 06paboTKa, OTOOP NPOO U XpaHeHUe

4.6.1.1 [JomkHo ObITb NpeaycMoTPEHO BeAeHNe PETNCTPALUOHHBIX 3anncen, B KOTOPLIX ACITKHbI ObITh
yKasaHbl XapakTepUCTUKA UCTIBITYEMBIX U CTaHOAPTHbLIX 0OBLEKTOB UCCNeA0oBaHUS, AaThl UX NONTYYEHUSA, CPOKA
roAHOCTU, MepBOHaYanbLHoe KONUYeCTBO N CcBeaeHnst 0D yveTe pacxoaa.

4.6.1.2 ObpaboTka, oTOop Npod 1 npoueaypbl XpaHeHU UCNbITYEMbIX U CTaHOaPTHLIX OO BLEKTOB A0XK-
Hbl ObITbL NpeanMcaHbl TAaKUM 0BPAa3oM, YTOBbLI COXPaHUTL OAHOPOAHOCTb M CTADUNBHOCTL, a Takke NpeaoTBpa-
TUTb 3arpsaA3HEeHne NN CMeLMBaHNe 3TUX OO BLEKTOB.

4.6.1.3 Ha KoHTenHepax, npeaHasHaYeHHbIX AN XpaHeHUs UCNbITYEMbIX UIU CTaHAapTHLIX 00O BEKTOB,
OOJPKHBI ObITE NpUBeAeHbl UAEHTURUKaUMOHHAA MHOpMaLUA, COOK FOQHOCTU M MHCTPYKLMS MO UX XPaHEHUIO.

4.6.2 XapakTepucTtuka o6 beKToB UccrneaoBaHUA

4.6.2.1 Kaxgbl UICNbITYEMbIN U CTaHOAPTHLIN OOBLEKT ACITKEH ObITb ASHTUDULIMPOBAH COOTBETCTBYIO-
LLIMM CMTIOCODOM N UMETL ODLLENPUHATBIE MeXayHapoaHble HAaMMEeHOBaHUA [Hanpumep, UMeTb Ko, perncrtpa-
UMOHHBIA HoMep CnpaBo4yHOUM cnyXdbl NO  XUMUYEcKOU nuTepaTtype AMEPUKAHCKOrO XUMUYECKOro
obuwectBa — CAS-HOMeEp, HauMMeHoBaHWUe, DUONorMyeckmMe napamMmeTpbl, HAaMMeHOBaAHWE MO HOMEHKNaType
MexxgyHapoaHoro corosa Teopetmdeckon u npuknagHou xummm (IUPAC)].

4.6.2.2 [InanpoBeaeHns Kaxkgoro nccreaoBaHns Ao MKHbI OblTb M3BECTHBI TAKUE XapakTepUCTUKA UCTbI-
TYEeMbIX U CTaHOAPTHLIX 0O BLEKTOB, KAK HOMEpP napTuun (cepun), cTeneHb YACTOThI, COCTaB, KOHLIEHTPAaLUS, UNA
Opyrue BaXKHble XapaKkTepUCTUKN.

4.6.2.3 Ecnn ncneityemMmble 00BEKTBI MOCTYNAOT HEMOCPEACTBEHHO OT CMOHCOPA, CMOHCOP U UCMbITa-
TelbHbLIA LEeHTP ACKHbI pa3padboTaTb MeXaHU3M, NO3BONALLNNA X WOEHTUMPULNPOBATL.

4.6.2.4 B TeueHMe Kaxxaoro nccrnegoBaHmnsi HeobxoamMmo NpoBeEPsITh CTabUNBHOCTb UCMBITYEMbIX U CTaH-
0APTHBIX OOBLEKTOB B NMPOLLECCE X XPAaHEHUSA B YCNIOBUAX SKCNEPUMEHTA.

4.6.2.5 Ecnun ncneltyembl 0ObEKT NpeaHasHa4veH Ang npuMeHeHus B onpeaeneHHon cpeae, cneayet
YCTAHOBUTb €ro 04HOPOAHOCTL, KOHLIEHTPAaLUIO M CTabMNBLHOCTL B YCNOBUAX 3TOU cpeabl. [1pn noneBbIX nccne-
OOBAHUAX 3TU CBOUCTBA UCMNBITYEMbIX OO BEKTOB ONPeaenstoT B NpoLecce oTaeNbHbIX NabopaTopPHbIX 3KCNepu-
MEHTOB.

4.6.2.6 [na Kkaxxgoro nccnegoBaHusl, KpoMe KpaTKOCPOYHOro, Heobxoaumo coxXpaHsiTb AN aHanusa
NPOoObI U3 KXKO0W NapTUK (Cepuin) UCNBITYEMOro 0bbekTa.

4.7 CtaHpapTHble onepauuoHHbIe npoueaypbl

4.7.1 VcnblTaTenbHBIX LEHTP ACITKEH UMEeTb B Hanninm ogpopmMreHHble B MTMCbMEeHHOM BUAe U YTBEPXK-
OeHHble PYKOBOACTBOM CTaHAapTHbIe onepaunoHHble npoueaypbl (COI), koTopble NnpeaHasHaveHbl 4ngd Toro,
YTOObI rapaHTUPOBATb KAYECTBO U NOJTHOTY AaHHbLIX, NOMYYEHHBIX B NpoLecce nccneaoBaHus. [lepecmoTpen-
Hble COl TakKke O0MKHbI ObITh YTBEPKOEHBI PYKOBOACTBOM UCNBLITATENBHOMO LIEHTpPA.
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4.7.2 Kaxpgoe noapasgeneHue n/mnmn kaxagas nnowanka ncnbltatenbHoro ueHTpa gomkHbl umets COI,
oTHocAlmMecs K nux gedartensHocTU. B aononHeHne Kk COI'l gonyckaeTtca Takke UCNONb30BaTh MHbIe MeToAMNYEeC-
Ke pykoBOACTBA, CNPaBOYHUKA U cnielnanbHblie CTaTbu.

4.7.3 OtknoHeHusa ot COl B Xxoae nccneaoBaHnst ACMKHbI ObITh 3aperncTpmpoBaHbl U NpU3HaHbl (3aBU-
3MPOBaHbIl) pyKOBOAUTENEM UCCNeaoBaHNA U (MPU HEODXOAMMOCTU) OTBETCTBEHHBIM UCCeagoBaTenemM(simu).

4.7.4 CTtaHaoapTHble onepaunoHHble npoLeaypbl A0MKHbI ObITb UCMONbL30BaHbI ANl AEATENbHOCTU Cle-
OYHOLWUX BUOOB (HO He orpaHn41MBaTbCA UMU).

4.7.4.1 VcnbiTyemble ncTaHOapTHLIE OO BEKTHI

[TocTynneHue, naeHTUPUKaL A, MapKUpoBKa, 0bpadoTka, oTOop Npod, XpaHeHue.

4.7.4.2 ObopyaoBaHne, MaTtepuarnbl N peareHThl.

a) ObopyaoosaHue:

- UCMONb30BaHKUe, 0bCNyXUBaAHME, yxoa, KannbpoBkKa.

b) KomnboTepusnpoBaHHbI€ CUCTEMBI:

- Banuaauus, nopsigok padbotel U obcnyXnBaHUsa, 6e30nacHOCTb, KOHTPOMNb U3MEHEHUN, co3gaHue
pe3ePBHbLIX KOMUN.

c) BeuwlecTBa, peareHThbl U PacTBOPHbI:

- NMPUroTOBNEHNE N MapPKNPOBKaA.

4.7.4.3 XpaHeHune 3anncen, 0OTYETHOCTb, XpaHeHne 1 n3sneveHne nHpopmaumn

KogunpoBaHue nccnegoBaHun, cbop aaHHbIX, NOAroTOBKa OTYETOB, CUCTEMbl UHAEKcaunn, obpaboTka
OaHHbIX, B TOM Y1CNe C ICNONb30BaHNEM KOMMbIOTEPU3NPOBAHHBLIX CUCTEM.

4.7.4.4 TecT-CUCTEMBI:

a) NoAroToBKa noMeLlleHnn 1 cosgaHue yernosun ang pasmelleHna TeCT-CUCTEM;

b) npoueaypsbl, yCTaHOBMNEHHLIE AN NONYyYeHUA, TPAHCNOPTUPOBKN, pasMeLLeHUs1, onpeaeneHunst Xxapak-
TEPUCTUK U MOEHTURUKALUN TECT-CUCTEM, a TaKkkKe yxoaa 3a HUMMU;

C) NOAroToBKa TeCT-CUCTEM, HabnoaeHNa U OCMOTPbLI 40, BO BPEMS U MOCNE 3aBeplUeHUst UCCneao-
BaHUA;

d) obOpalleHune c TecT-cucTemMamm, ymmuparoLwmmMmm Unm ymepLiMMmn Bo BpeMst UCCrneaoBaHus;

e) cbop, naeHTUPMKaUMa N NopaaoK paboTel ¢ obpasuamu, BKIOYAA BCKPbLITUE Tpyna U TMCTonarto-
NOrNIo;

f) pasmelleHne TeCT-CUCTEM Ha UCMbITaTeNbHbIX NNoLwagKkax.

4.7.4.5 Tpoueaypsbl No obecnevyeHno KauecTea

PaboTa nepcoHana no obecnevyeHnio Ka4ecTBa 3aKnovaeTcd B NnaHnpoBaHW, CoOCTaBMeHnn rpadpunka
NPOBEPOK, NPOBEeAEHNN NPOBEPOK, AOKYMEHTUPOBAHUM U COCTaBNEeHUN OTYETOB O NPpOBepKax.

4.8 lNpoBeaeHue uccnegoBaHuu

4.8.1 INnaH uccnegoBaHuA

4.8.1.1 lnaH nccnegoBaHUsa B NTMCbMEeHHOM BUAe AokeH BbiTh pa3padboTaH Ao Havana nccrnegoBaHus.
[TnaH nccnenoBaHUA AOMKEH ObITb YTBEPXKAEH AAaTUPOBAHHOW NOANMUCBLIO PYKOBOAUTENA UCCNEeOOoBaHUA W
BepnpnLMpOBaH B COOTBETCTBUN C MPUHLMNAMW Hagnexawen nabopaTtopHOU NpakTUKM nepcoHanom no obec-
NevYeHno KavecTBa, Kak onucaHo B 4.2.2.1, nepevncneHue b). NnaH nccnegoBaHUa OOMKEH Takke ObiTh
yTBEepXXAeH PYKOBOACTBOM UCMbITATENbHOTO LIeHTPa U CMOHCOPOM.

4.81.2

a) lNonpaBkK K nnaHy nccneaoBaHUs AOMKHbI OblITb 0OOCHOBAaHLI, YTBEPXKAEHbI AAaTUPOBAHHON NOA-
MACBIO pyKOBOAUTENSA nccnegoBaHus. lNonpaBkn A0MKHBI XpaHUTLCA BMeCTe C NTaHOM UccrnegoBaHus.

b) OTKNOHEeHUsA OT nNnaHa nccneaoBaHUA ACMKHBLI ObITb ONUCaHbl, OO BACHEHBI, NPU3HAHLI U CBOEBPE-
MEHHO NoanncaHbl pykoBoauTenem nccneaoBaHumst W/mnm oTBETCTBEHHBLIM UccneaoBaTeneM(aAmMm) ¢ ykasaHu-
eM gaTbl. OTKNOHEHUA OT NnaHa uccnegoBaHUA OO0MMKHblI XPaHUTLCA BMECTe ¢ NEepPBUYHBIMU AaHHLIMUA
nccnegoBaHuA.

4.8.1.3 OCHOBHOW NnaH nccneaoBaHUs MoXeT OblTb AOMOMHEH cneunanbHbIMU NMPUNOXKEHUSAMW O
NpoBeAeHNA KpaTKOCPOYHbIX UCCneaoBaHUN.

4.8.2 CoaepxaHue nnaHa uccnegoBaHun

[1naH nccnegoBaHUAa A0OIMKeH coaepXaTth cnegyollne ceegeHus, Ho He orpaHnyYnBaTbCs UMU.

4.8.2.1 NHdpopmauna ob nuccnegoBaHum, ACNLITYEMOM N CTAHAAPTHOM OO BbEKTaX:

a) nonHoe HauMeHoBaHMe UccrneaoBaHug;

b) cyTb M LUeNb nccneaoBaHUs;

C) OonucaHune UCNbITYeMOro obbekTa ¢ ykazaHmem Koga nnu HaumMmeHoBaHus [No HoMeHKnaType Mexay-
HapogHOro corsa TeopeTudeckon U npuknagHon xumun (IUPAC), peructpaunoHHbeIn HoMep CrnpaBoYHOW
CNY>XXObl N0 XMMUYECKON NuTepaType AMepUKaHCKOro Xmumudeckoro obuectaa (CAS), buonormiyeckne xapak-
TEPUCTUKM U T. N.];

8



[OCT P 53434—2009

d) ncnonb3yembin cTaHOAAPTHBLIA (KOHTPOMBHBIN) OO BEKT.

4.8.2.2 NHPopmMaLKnsa o CNOHCope U UCMbITaTeNbHOM LieHTpe:

a) MHopMaLKMa O CMIOHCOopPE C yKkasaHueM agpeca;

L) HaMMeHOBaHUA U agpeca BCeX UCMbITaTeNbHbIX LEHTPOB U UCNbITAaTeNbHBLIX NMMOWaAcK, rae npea-
YCMOTpPEHO NnpoBeaeHne uccrnegoBaHng;

C) paMunusa, UMs, 0OTYECTBO U agpec pyKkoBoAUTENA UccneaoBaHUS;

d) dpamunua, nms, oT4eCTBO N aapec OTBETCTBEHHOro muccneagosartens(en) 1 stanbl UCCcneaoBaHUS,
nepegaHHble eMy(UM) pykoBoaAUTENEM UccneaoBaHUA ANA OTBETCTBEHHOMO BhINMOTHEHUS.

4.8.2.3 [aThbl:

a) gaTta yTBepXOeHusa nnaHa uccnegoBaHuUda ¢ nNoanucbio pykoBoauTens nccnegoBaHua. [lata yTeep-
XOAeHNd nnaHa nccnegoBaHnga ¢ NoAnMcLo PYKOBOACTBA UCNbITATENBHOMO LLeHTPAa U CNOHCOPA;

b) nNpeanonaraemMele gatbl Ha4ana M OKOHYaHUA 3KCNepUMeEHTa.

4.8.2.4 MeToabl UCNbITAHU

CChIJTKM Ha COOTBETCTRYIOLWME pasgenbl MeToandeckoro pykosogctesa OpraHmsaumm 3KOHOMUYECKOro
coTpyaHudecTtBa 1 passutnda (OECD), apyrue pykosoacTea U METOOUKN.

4.8.2.5 Opyrue npobnemsbl:

a) obocHoBaHWe BbIBOpa TECT-CUCTEMBI;

D) XapaKTepUCTUKU TECT-CUCTEMbI: BLA, poa, LUTaMM, UCTOUYHUK NPUOBPETEHUA, KONMMYECTBO, Ananaso-
Hbl MaccChl Tena, No, Bo3pacT U Apyras cylectseHHasa MHopMauua n 1. n.;

c) cnocob BBeaeHUs1 M 0boCHOBaHWeE ero Belbopa;

d) ypOBHU 403 U/UNKN KOHUEHTPAaLMK, YacToTa U NPOaCIDKUTENBHOCTL BBEAESHUS;

e) getanbHasi MHopMaLnsa O NPOoeKTe 3KCNepuMeHTa, BKIovas onnMcaHue npouegyp nccneaoBaHud B
XPOHOMOrMyeckom nopsaake, Bce UCnonb3yeMelie MeTodbl, BellecTBa 1 YCNOBUA NpoBedeHNs UccrneaoBaHus,
BUAblI U 4YacCcTOTy aHallM30B, U3MEPEHUA, HADNMIOAEHUA N NPOBEPOK, CTaTUCTUYECKMe MeToabl 0bpaboTKn
NaHHbIX.

4.8.2.6 3annucu

[lepeveHb Bcex 3anncen U AOKYMEHTOB, noanexalymx XxpaHeHuto.

4.8.3 [NpoBeneHune nccnegoBaHuA

4.8.3.1 Kaxxgomy nccnegoBaHUo OA0MKEH ObITb NPUCBOEH YHUKaNbHbIA MOEHTUPUKALUOHHBIN HOMEP
(koa). BceMm obbekTaMm, UMELMM OTHOLWIEHME K AaHHOMY UCCMNeaoBaHWUIO, TakKe O0MMKeH ObiTb NpUCBOEH
naeHTudpunKkauMoHHbln Homep (koa). Obpasubl, UICNONb3yeMble B UCCeaoBaHUK, A0MKHbBI ObITb MAeHTUP UL M-
poBaHbl ANA NoATBePXAeHNA UX NpoucxoXxageHund. Takasa naeHTUpUKauna 4o/ KHa NO3BONUTE OCYLLECTBNATL
NPOCNeXnBaeMoCTb COOTBETCTBYOLEro obpasua n nccnegoBaHus.

4.8.3.2 VccnegoBaHne AomKHO ObITb NPOBEAEHO B COOTBETCTBUM C NI1AHOM UCCcNeaoBaHUS.

4.8.3.3 Bce paHHble, nony4veHHble B Xo4e nccnegoBaHna, A0MKHbI ObITb CBOEBPEMEHHO, ObICTPO, TOUHO
N pas3dbop4nBO 3anncaHbl, a 3aTemM nognucadbl U gaTUPOBaHbI NMULLIOM, BeayL M 3T 3anncu.

4.8.3.4 Jltobble nameHeHUs1 NepBUYHbIX AAaHHLIX AOMKHEI ObITh NPOBEAEHbl TakKUM 0bpas3oM, YTODb! He
ObINK NoTepsHbl Npeablaywine gaHHble;, AoMKHa ObITb yKaszaHa npudnHa BHECEHUS U3MEHEHUN. 3annucb ob
M3MeHeHUAX JomKHa ObITh 3aBepeHa AaTUpPOBaHHOW NOANMUCHIO BHECLLEero Uux nuua.

4.8.3.5 [aHHble, 3apernctpnupoBaHHbIe NyTeEM NPSAMOro BBOAA B KOMMNbIOTEP, ACMKHLI ObITb MOAEHTUU-
LMpOBaHbl BO BpeMsl X BBOAA OTBETCTBEHHbLIM 3a 3Ty npoLeaypy NULOM. YCTPOUCTBO KOMMNbIOTEPUINPOBAH-
HOW CUCTEMbI AOOIMKHO obecneuvnmBaTb COXpPaHEHUEe BCEX ayaUTOPCKUX OT4YeTOoB, 4TODbl NoKasaTb BCe
N3MEHEHWS, He CKpbIBad NepBUYHBLIX AaHHbIX. [JofmkHa ObITb NpeayCcMOoTpeHa BO3MOXHOCTb NpocneagnTb, KTo
MMEHHO BHEC 3TN U3MEHEHMUS, C UCNOMNb30BaHMEM, HAaNpUMep, CUHXPOHU3NPOBAHHLIX M AaTUPOBaHHLIX (3NeK-
TPOHHLIX) noagnucent. domkHbl ObITb NpUBeAEeHbI NPUYUHBI BHECEHNHA M3SMEHEHUN,

4.9 OT4yeT 0 pe3ynbTaTax MccregoBaHUM

4.9.1 OOLwWune nonoXxeHunnA

4.9.1.1 o OKOHYaHUU KaXXa0ro MccnegoBaHuna 4oKeH ObITb NOAroTORMNEH 3akNYUTeNnbHbIN oTYeT. B
criyqyae KpaTKOCPOUYHbIX MCCNeaoBaHUNA B CTaHAAPTU30BAHHbLIN 3aKMIOYUTENbHBIM OTYET MOXKET ObIThb BKIIOUEHO
COOTBETCTBYIOLLEE NPUNOXKEeHUE.

4 .9.1.2 OTBeTCTBEHHbIE UCceaoBaTeNnun, a Takke HaydHble COTPYAHUKK, y4acTBYOLWKME B UCClleJoBa-
HUW, 3aBEePS0T CBOU OTYETHI AaTUPOBaHHOW NOANUCHIO.

4.9.1.3 3aknouynTenbHbI OTYET A0SKEH ObITh NOANUCAH U AaTUPOBaH PYKOBOAUTENEM UCCNeJ0OBaHNUS,
KOTOPLIA NPUHUMAET Ha cebd OTBETCTBEHHOCTb 3a AOCTOBEPHOCTb AaHHbIX, NPpUBeAeHHbIX B oT4eTe. [JOImMKHO
ObITb TaKXKe yKa3aHo, COOTBETCTBYET NN OTUET NpUHLUMNaM Hagnexawemn nabopatopHOW NpakTUKN.,

4.9.1.4 VcnpaBneHunsi n AONONMHEHUS K 3aKMHOYNTENTbHOMY OTUETY AOITKHBLI ObITh NpeacTaBneHbl B op-
Me nonpaBoK. JJoMmKHbI ObITb YETKO YKasaHbl MPpUYnUHBI BHECEHUST UCNpaBeHnA nnu gononHeHun. Kaxkgas ns
nonpaBok AoMKHa ObITb NoanMcaHa n gaTMpoBaHa PyKoBoAUTENEM UCCIeJ0BAHUS.
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4.9.1.5 TepedopmaTrpoBaHNE 3aKNOYNTENBLHOMO O0TYETA B COOTBETCTBUNU C TpebOoBaHUAMMN rocyaap-
CTBEHHOro opraHa perynupoBaHus™ He cunTaeTcd AeUCTBUEM MO BHECEHUIO UCTIPaBNEHUIA, AONOTTHEHNA UMK
NOMNpPaBOK B 3aKNOYUTENbHBIN OTYET.

4.9.2 CoaepxaHue 3aKnNOYNTENbHOro oT4yeTa

3aKknounTenbHbIM OTUYET AOIMKEH coaepKaTb crieayoLwyo MHopMaLl Mo, HO He orpaHnYMBaThCs elo;

4.9.2.1 NNpeHTugpnkaymoHHble gaHHble OTHOCUTENbLHO UCCNeaoBaHUA, UCNLITYEMOro U cTaHQapTHOro
0O BEKTOB:

a) pasBepHyTOoe HaMMeHOBaHUe;

b) naoeHTMdprKayMoHHbIe AaHHbIE OTHOCUTENBHO UCNBLITYEMOro 0bbekTa — Koa Unm HaumeHoBaHue [No
HoMeHKnaType MexayHapoaHoro corsa teopetndeckon U npuknagHon xumumm (IUPAC), pernctpayMoHHbIN
HoMep CnpaBoYHON CNYXObI N0 XUMUYECKOW nuTepaType AMepukaHckoro xmummudeckoro obuecrtea (CAS), 6mo-
NIOTMYeCcKNEe XapakTepUCTUKU U T. MN.];

C) HaMMeHOBaHMe CTaHOapTHOro 00LEKTA;

d) XapakTepUCTUKU UCNBbITYEMOro 00beKTa, BKMoYasa YNCTOTY, CTabMNbLHOCTbL M OAHOPOAHOCTD.

4.9.2.2 NHpopmMaunusa OTHOCUTENNBHO CMOHCoPAa U UCNbITaTeNbHOTo LeHTpa:

a) HauMMeHOBaHMe N agpec CrnoHcopa;

b) HaMMeHOBaHUA N agpeca UCMbITaTeNbHbBIX LEHTPOB U UCNbITaTeNbHbIX NNOoLWaaoK, y4acTBYIOLWNX B
nccnegoBaHum,;

C) hamumnusa, M4, OTYECTBO M agpec pykoBoagUTeNa nuccneagoBaHum;

d) dpamunua, nms, oT4eCTBO N aapec OTBETCTBEHHOro muccnegosartens(en) 1 atanbl UCccnegoBaHUS,
nepegaHHble eMy ANs BbINOMHEHUS;

e) pamMunusa, UMd, 0TYECTBO U aapeca Hay4YHbIX COTPYAHUKOB, OTYETLI KOTOPLIX BOLUMN B 3aKNMOUYUTENb-
HbI OTYeT.

4.9.2.3 [arthbl

[laTbl Ha4Yana 1 OKoH4YaHUs 3KCNepUMeHTA.

4.9.2.4 OT4eT MHCNEKTOPOB NO 0becnevyeHunto Ka4ecTea

OT4yeT 0 BLINOMHEHUX NPOorpamMmMbl cbecneveHUs KavecTBa A0JTKEH coaepKaTb CBeAeHUA 0 TUNax n aatax
NpoBedeHHbIX MPOBEPOK, 3Tanbl UCccnedoBaHUA, NOABEPrHyThie MNPOoBepKe, AaTUpOBaHHbIE pPe3ynbTaThl
MHCNEKTUPOBAHWA, KOTOpPLIE DbINK NpeAcTaBNeHbI PYKOBOAUTENIO UCCNEeA0BaHUA N OTBETCTBEHHOMY UCCeao-
BATENO(AM). DTU NONOXKEHUA HeobxoaMMbl ANA NOATBEPXKAEHUSA TOrO, YTO B 3aKNHOYNTENBHOM OTYETE AOCTO-
BEPHO OTpa)XeHbl NepBUYHbIE AaHHbIE.

4.9.2.5 MaTepunansl n MeToabl UCCNeaoBaHUS:

a) onucaHue matepuanoB U MeTOAOB, UCNONb3YEeMbIX B UCCNeA0BaAHUAX;

b) cnpaBo4Has MHpopmMauus, nonydyeHHada s Metoandeckoro pykosoacrtea OpraHmsau 3KOHOMUYEC-
koro cotpygHudecTtsa U passutusa (OECD) nnu nHbix opmumanbHbIX PYKOBOACTB U METOAMK, KOTOPLIE ObINK
MCNONb30BaHbI B UCCNeaoBaHUN.

4.9.2.0 PesynbTarhl:

a) KpaTkad cBoAKa pe3ynbTaToB;

b) BCAUHPOPMALKUA N gaHHbIEe, NONYyYEeHHbIE NMPU BbINMONTHEHUM NNaHa MccneaoBaHUS;

C) npeacTtaBneHUe pesynbTaToB, BKMOYAA BbIMUCIEHUS U CTATUCTUYECKYHD 0DpaboTKy MonyyYeHHbIX
OaHHbIX

d) oueHka n obcyxXaeHne pe3ynbTaToB, BbIBOAbI, 3aKMOYEHUS.

4.9.2.7 XpaHeHue

[JormkHo ObITb oNpeaeneHo MecTo, rae dyayT XpaHUTbCA B HaaneXxalux yCrnoBuax nnaH uccnegoBaHus,
obpasubl UCNLITYEMbIX U CTaHAAPTHLIX OOBLEKTOB, NEePBUYHBbIE AaHHbIE U 3aKMIOYUTENbHBIA OTYET.

4.10 XpaHeHuUe 3anucent U MaTepuanosB

4.10.1 B TeuyeHMe ycTaHOBNEHHOrO Neploaa BpeMeHU B apXmBe A0MKHbI XpaHUTLCA cneayiolne gokKy-
MEHTLI U MaTepuansbl:

a) nnaH uccnegoBaHWA, NepBUYHbIE AaHHble, 0bpaslbl UCMLITYEMBIX UMK CTaHO4aPTHLIX OOBLEKTOB,
3aKMOUNTENBbHBIE OTYETHI O KaXXA0OM UCccneaoBaHUN,;

b) mMaTepmanbl NPOBEPOK, BLIMOMNHEHHBLIX B 0bnacTu nporpaMmmel 0b6ecnevyeHmns KavecTBa, a TakKe OCHOB-
HOW NNaH-rpaduk;

C) cBeaeHUs 0O obpasoBaHUK, NOATOTOBKE, KBanMUduKaLmMm n onbiTe paboThl COTPYAHUKOB;

d) sanucu not4yeTbl 006 0OCNYXMUBAHUN N KAaNMDPOBKe 0O0PYaAOBaAHUS;

* B Poccunckon @egepauumn, HanpumMmep, B COOTBETCTBUM € TpeboBaHmsasmmn PegepanbHOro areHTcTBa no TeXHUYEC-
KOMY PErynmpoBaHnio n METPONOINMN.
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e) AOKYMEeHTbI N0 Bannaaunum KOMNboTepU3UPOBaHHBIX CUCTEM;

f) nctopudeckne pannel BCex cTaHOgapTHLIX onepauMoHHBIX Npoueayp;

g) 3anucu MOHUTOPUHra napamMeTpoB OKpyXKatoLllen cpeabl, B TOM YUCTie B MecTax NpoBeaeHns nccneno-
BaHUN. B cnyyae ecnu cpoK XpaHeHUst MaTepmnanoB He YCTaHOBMEH, ACITPKHO ObITh onpeaeneHo 1 3apernctpu-
POBAHO OKOH4YaTelNlbHOE MECTO XpaHeHUst MmatepuanoB uccneaosaHus. MNpUYnHbBL YHUUTOXEHNS 0DpasLoB
MCNBITYEMbIX U CTAHAAPTHLIX 0O BEKTOB A0 UCTEYEHUSA YCTAHOBMEHHOIO Nepruoga XpaHeHus A0KHbI ObITb 00b-
ACHeHbl. icnbITyeMble n cTaHOapTHbIE OO BEKTHI ACIMKHbI XPaHUTLCH A0 TEX MOP, NOKa UX KAYECTBO MNO3BONSET
NX UCMONb30BaTh (C YY4ETOM UHCTPYKLU MK MO XpaHEHUIO OO BEKTOB).

4.10.2 MaTepunansl, XpaHaLlWMecs B apXmBax, AOSBKHbI ObITb BHECEHbI B KaTarnor anst oobnerdeHns mx
noucka.

4.10.3 OocTyn K apxmuBam AomnkKeH ObiTb BO3SMOXHbBIM TOMNLKO C paspelleHnUs pyKoBOACTBA UCMbITATENb-
HOro ueHTpa. [lofmkHa ObITh NpeaycMoTpeHa perucTpaums npuema 1 Bblgavuun apxXmBHbIX MaTepmasos.

4.10.4 Ecnn ucnblTatenbHbBIM LEHTP UMK opraHu3aunsa, B KOTOPOWU pacnofioXXeH apXuB, NMpekpatllaeT
CBOE CYLLIECTBOBaHUE UMM OO BSABNSIET CeDA BAHKPOTOM N HE MMEET NPaBoNpPeeMHUKOB, apXUBHbIE MaTepunansl
OOIMKHbI ObITb NepeaaHbl B apXMB CNoHcopa(oB) nccrneaoBaHusi(in).

11
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