®ENEPAJIBHOE AFEHTCTBO

No TEXHUWYECKOMY PEIMYNIMPOBAHUIO U METPOJTOIMN

HALUUOHANBbHLIN roctP
CTAHOAPT
POCCUNACKOMN 53434—
OEQEPALUU 2009

NMPUHLMNBI
HAONEXALLEN NABOPATOPHOMU NPAKTUKU

W3paHue odmumanbHoe

B3 10—2009/822

MockBa
CranpgapTuHdgopm
2010


https://www.mosexp.ru

rOCT P 53434—2009

MpeaucnoBue

Llenv v npuHumnel cTaHaapTusaummn B Poccuiickon Pegepavumm yctaHosneHs PegepanbHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-93 «O TexHWYeCcKOM perynMposaHuuy», a npasuna npuMmeHeHust HauuoHanbHbIX
ctaHaapToB Poccuiickon Peaepaumm — FMOCT P 1.0—2004 «CtaHgapTtusaumsa B Poccuiickon degepavmn.
OCcHOBHbIE NONOXEHNSA»

CBepeHusi o cTaHpapTe

1 MOArOTOBJIEH HayuHbim yupexaeHuem «Hay4dHo-MccneaoBaTenbCKUA LEHTp cTaHgapTu3sauuu,
nHdbopmaumn 1 cepTudnkaLmn colpbsl, MaTepuanos U BELLECTB» Ha OCHOBE COBCTBEHHOTO ayTEHTUYHOro
nepeBoAa Ha PYCCKUIA A3bIK PyKOBOAALLEro JOKYMEHTA, YKa3aHHOTO B MyHKTe 4

2 BHECEH TexHun4yeckum komuteTom no ctaHgaptusaummn TK 100 «CTpaTermiyeckunini i MHHOBaLMOHHbIA
MEHEIKMEHT»

3 YTBEPXXOEH W BBEAEH B AEWUCTBUE Mpukasom defepanbHOro areHTcTBa no TeXHUYEecKoMy
perynnpoBaHuio n metpornornn ot 2 aekabpst 2009 r. Ne 544-cT

4 HacToswuii cTaHaapT UAeHTUYEH pyKkoBoAsILLeMY AoKYMeHTY OpraHusaunm 3KOHOMUYECKOro coTpya-
HuyecTBa u passutust (O3CP) «MpuHumnbl Hagnexallen nabopartopHoi npakTukuy («OECD. PRINCIPLES
OF GOOD LABORATORY PRACTICE»)

5 BBEAEH BMNEPBbLIE

UHepopmayuss 06 usmeHeHUsIX K HacmosileMy cmanO®apmy rybnukyemcs 8 exe200HO usdasaeMom
UHhopMayUOHHOM yKkazamerne «HauuoHarbHbie cmaHOapmbl», a meKcm UsMeHeHUU U r1onpasoK — & exeme-
CSIYHO U30asaeMbix UH(hOPMaUUOHHbIX yKasamensix « HayuoHanbHbie cmaHOapmbi». B cniyyae nepecmompa
(3aMeHbl) unu ommMeHbl Hacmosiujeeo cmaHdapma coomsememayroujee yeedomieHue 6ydem onybnukosaHo
8 exxeMecsIyHo U3dasaeMOM UHGOpMaUUOHHOM yKasamerie «HauyuoHarsHeie cmaHOapmbly. Coomeememaey-
rowjast uHghopmayus, yeedoMIIeHUe U MeKCMb pasmMeaiomcecs makxe 8 UHGhopMauuoHHoU cucmeme obuez0
rnonb30eaHus — Ha ohuyuansHoM calime @edeparnibHO20 a2eHmemea 1o MexHUYeCcKoMy peaynuposaHuio U
Memporioauu 8 cemu ViHmepHem

© CraHgaptuHdgopm, 2010

Hacrosiuii ctaHgapTt He MoxeT 6bITb MOMHOCTBLIO UNW YaCTUYHO BOCNpousBeaeH, TUpaXxuposaH U pac-
npocTpaHeH B KadecTBe odurLunansHoro nsgaHns 6es paspelueHns G>e,qepaanoro areHTcTea no TexHU4ecKo-
My perynnpoBaHuto A MeTposiornn



rOoCT P 53434—2009

ConepxaHue
1 OBNAaCTb MPUMEHEHUS. . . . o v o v e e e e e e e e e e e e e e e e e e e e e e 1
2 TepMUHBI U OMPEACIIEHUS . . . . . o o o e i e e e e e e e e e e e e e e e 1
3 HasHaueHUE UTMIPUMEHEHNE . . . . . . . . ot e e e e e e e e e 3
4 MpuHUMNbI Hagnexawen NabopaToPHOM MPAKTUKA . . . . . . . v vt e e e e e e e e e e e 3
4.1 OpraHusaumsi U NepcoHan UCNbITATENMBHOTO LEHTPA . . . .« v v v o i e e e et e e e e e e e e 3
4.2 TMporpaMmMa 0BECNEUEHNUSI KAUECTBA. . . . « o v« v v v v e e e e e e e e e e e e e 5
4.3 TIOMELUEHUS . . . . . . . o e e e e e e 6
4.4 ObopygoBaHUe, MaTepUanbl U PEATEHTBI. . . . .« v v v v v i e e e e e e e e e 6
4.5 TecT-cuCTEMBI (MCTIBITATENBHBIE CUCTEMBI) . . . . o v ot e e e e e e e e e e 6
4.6 VcnbiTyeMble U CTaHAAPTHBIE OOBEKTBI. .« . o v v v v v e e e e e e e e e e e e e e e 7
4.7 CTaHgapTHbIE ONEPaLMOHHBIE MPOLEAYPBL. « . . o v v e e e e e e e e e e e e e 7
4.8 MMpoBeACHNE UCCIIEAOBAHMUM . . . . . o v i o et e e e e e e e e e e e e e e e e e e e e e 8
4.9 OT4eT 0 pe3ynbTaTaX UCCIIEAOBAHUM . . . . . . o o i v i e e e e e e e e e e e e 9
4.10 XpaHeHVe 3anNNCeN U MATEPUATIOB . . . . o . v v v i et e e e e e e e e e e e e 10



rOCT P 53434—2009

BBeneHune

HacToawwun ctaHaapT «MpuHumMnbl Hagnexalen nabopaTopHO NPakTUKWy NOArOTOBIEH B LieNsx rap-
MOHM3aLIMN OTEYECTBEHHBIX HOPM U MPaBUN ¢ MeXayHapoaHLIMU AOKYMEHTaMMN, U B NepBYio ouepeb — C AOKY-
MeHTOM OpraHnsauumn 3KOHOMUYECKoro coTpyaHudectsa U passutus (O3CP) «[MpuHumnbl Hagnexaiuen
na6opatopHoi npakTuku (GLP)».

HeynoBneTBOpeHHOCTb NPaBUTENLCTB U NpeAcTaBUTENel MNPOMBILWMAEHHOCTU PasHbIX rocyaapcTs
KayeCTBOM HEKIMUHUYECKUX UCCIeQ0BaHUN, Ha pe3yfbTaTax KOTOPbIX OCHOBLIBAETCS OLeHKa YPOBHSA ONacHoC-
TU B OTHOLLEHWUN 300POBbLA YeroBeKa U OKpyXXatoLen cpeabl, ABUNAch NPUYNHON yCTaHOBNEHUA rocyaapcTea-
MU — udneHamu O3CP kputepues Anisi nposeaeHNsa Nogo6HBIX MccnegoBaHUN.

C uenbio n3bexartb NCNONb30BaHUA Pa3HbIX CXEM BbINOSTHEHUS MOA0OHBIX UCCNeaoBaHUI, YTO MOrno 6kl
NpensaTCTBOBaTL MEXAYHapOAHON TOProBne XMMUYeCKUMU BeLLiecTBaMu, rocyaapctea —unerHbl O9CP nocrta-
BWMW 33434y OCYLLECTBUTL MeXAyHapoAHYH rapMOHU3aLMI0 METOAOB UCTIBITAHWUI U HagNexallen nabopartop-
Hol npakTukn. B 1979—1980 rr. mexagyHapoaHasa rpynna sKkcrnepToB, co3faHHasl CorflacHo cneuuvanbHOn
nporpamMmme no KOHTPOS XMMUYECKUX BelwecTB, paspaboTana gokymeHT «O3CP. MpuHuunebl Hagnexalen
na6opaTtopHoi npakTukn (GLP)» [OECD. Principles of Good Laboratory Practice (GLP)] npu ncnonssosaxsun
OpraHn3aumMoHHbIX U HayYHbIX METOAOB U ONbITa, NOMAYYEHHBIX U3 PasfUYHbIX HAUMOHamNbHBLIX U MeXayHapoa-
HbIX UCTOYHUKOB. OTU «MpuHUMnbI GLP» 6b1nun npuHatel CoseToM O3 CP B 1981 1. Kak NpUnoxeHne K peLueHuto
CoBeTta O3CP 0 B3aUMHOM NPUHATUM A@aHHbIX NPU OLEHKE XMMUYECKUX BELLECTB.

B 1995—1996 rr. 6bina cchopmMmUpoBaHa HOBas rpynmna aKcnepToB, koTopas nepecMoTpena «MpuHUMnb
Haanexalleit naGopatopHoit npaktukn (GLP)». OGHoBneHHas Bepcus AokymeHTa Obina paspaboTaHa Ha
OCHOBE COrnacuTesbHbIX pelleHnid, AOCTUrHYTBIX 3TOW rPynnon akcnepToB. [laHHbI AOKYMEHT OTMEHsIeT W
3aMeHsIET NepBOHaYanbHbI 4OKYMeHT «MpuHUMNbI Hagnexaulei nabopatopHoi npakTuku (GLP)», npuHATLIN
B 1981r.

LUenb «MpuHUMNOB Hagnexallein nabopaTopHoi npaktuku (GLP)» cocTout B ToM, 4Tobbl 06ecneunTb
NpoABMXEHNE NMPUMEHEHUA MPUHLMMNA OLEeHKU KavecTBa AaHHbIX, MOMYYeHHBbIX B pesynbTaTe UCTbITaHWi.
ConoctaBMMOCTb YPOBHS KauecTBa AaHHbIX, NOMy4eHHbIX B pesynbTaTe UcnbiTaHui, hopmupyeT ocHoBaHue
AN B3aUMHOTO MPUHATUS AaHHBIX B pa3HbIX cTpaHax. Ecnu otaenbHble CTpaHbl MOTYT yBEPEHHO NOTOXUTLCSA
Ha AaHHble NCNBITaHWA APYTMX CTPaH, MOXXHO U3bexaTb Ay6nupyoLmMxX UCTLITAHUIA, SKOHOMSA BPeMsl U pecypcehl.
MpumeHeHWe «MpUHLMMNOB Haanexallen nabopatopHoi NpakTuki (GLP)» no3sonuT usbexaTtb cosgaHus Tex-
HU4ecknx GapbepoB Mpu NpoBeAeHUM TOProBoi AesATeNnbHOCTU U ByaeT cnocobcTBOBaTL OCYLLECTBIEHUIO
3aLLMThI 340POBLS YErOBEKa U OKpY>KatoLLen cpebl.
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HAUWOHANbHBIN CTAHJOAPT POCCUMNCKOW OGERDEPALUUMN

NPUHLUMUIMBI
HAQJNEXALLEW NABOPATOPHOW NMPAKTUKU

Principles of good laboratory practice

Dara BBegeHna — 2010—03—01

1 O6nacTtb NpuMeHeHun

HacTtosiluumii cTaHaapT ycTaHaBnMBaeT NpUHUMIMBLI Haanexauen nabopatopHon NpakTUKK, NpeaHasHa-
YeHHble AN NMPUMMEHEeHUs NP NPoBeAeHUN HEKIMMHUYECKUX UCMbITaHN 0ObEeKTOB, cogepXalunxca B nekap-
CTBEHHbIX cpeAcTBax, Nectuumaax, KOCMeTUYeCKoN NpoayKuuMn, BeTepUHapHbIX npenapartax, MUWesbIX U
KOPMOBbIX fo6aBKax, a Takke XMMUYECKUX BELLLECTBAX MPOMBILLNEHHOrO HasHaveHus. Ucnbityemble 06bexThl
MOryT OblTb Kak CUHTETUMECKOW NPUPOAbLI, Tak U GUOreHHOro NPOUCXOXAEHUS, a Takke NpeacTaBnATe cobon
XXMBble OpraHusmbl. Lienb ucnbiTaHuid cocToUT B TOM, 4YTOBbI NONYYUTb AaHHbIE O CBOWCTBAX UCMLITYEMbIX
06bekToB u/nnu ob nx 6ezonacHoOCTM AN 300POBbS NHOAEN U/UNK OKpyXXaroLwen cpeabl.

HeknuHnyeckne ncnbiTaHua B 06nacT MeauUMHCKON U 3konornyeckon 6e3onacHoCTU, oxBaTbiBaeMble
npuHLMNamMn Hagnexatlei nabopaTtopHoi NpakTUKK, BKNOYaloT B ceba uccrneaoBaHus, NpoBoauMblie B abo-
pPaTopHEBIX, TENNYHBIX 1 NoNneBbIX ycnosusix. MpuHumnel Hagnexawen nabopaTopHON NPaKTUKU NPUMEHUMbI
ANs Bcex UcnblTaHWI B 0611acT MeauLMHCKONR 1 3konorndeckon 6e3onacHocTu, NPOBOAUMBIX B LIENsIX peruc-
Tpauun N NMLEH3NPOBaHMSA NeKapCTBEHHBIX CPeaCcTB, NeCTULIMAOCB, MULLEBLIX U KOPMOBLIX 406aBOK, KOCMETU-
YeCcKoM MpodyKL K, BeTepuHapHbIX MpenapaToB 1 ApyrxX nogobHBIX NPOAYKTOB, a Takke XMMUYECKUX BeLLecTB
MPOMBILLSIEHHOrO Ha3Ha4YeHusl, 3a WCKHYeHMEM crnyvaeB, 0CoB0 OroBOPEHHbIX B COOTBETCTBUN C
HaUNOHaNbHbIM 3aKOHOAATENbCTBOM.

2 TepMuWHBI U onpeaeneHus

B HacTosLWeM cTaHgapTe NpUMeHeHbl criedyoLue TEPMUHBI C COOTBETCTBYIOWUMUA onpeaeneHUsaIMn:

2.1 MpuHUUNbI Hagnexallen nabopaTopHON NPaKTUKK

2.1.1 npuHUUnbI Hagnexalen na6opatopHoi npakTuku (Good Laboratory Practice (GLP): Cuctema
obecneveHuns kKauecTsa, MMetoLLas OTHOLLIEHME K NpoLeccam opraHmMaL/mMn, NaHupoBaHua, Nopsaky nposeae-
HUS U KOHTPOIIO UCTIbITAHMI B 061aCTN OXpaHbl 340POBbSA YeroBeka U 6e30nacHOCTU OKpyXXaroLen cpeasl, a
Tawke ohopMNeHUs, apX1BNMPOBaHWSA 1 NPeACTaBNeHns pe3ynbTaToB 3TUX UCTIbITaHWUA.

2.2 OpraHu3auusa ucnbiTaTe/lbHbIX LEHTPOB

2.2.1 ucnbiTaTenbHbIN LeHTp (testfacility): PakTnyeckoe MecTo NpoBeAeHNS HEKIMTMHUYECKUX UCTIbITa-
HWIA, rae AOMKHEI BbITb PAaCcNONOXeHbI KOMMEKTUB CNeLManMcToB, NOMeLLeHUs n 06opyaoBaHue, Heobxoaumele
Ansi UX BbINOMHEHWA. Ecnu ncnbiTaHne BbINOMHAT Ha HECKOSIbKMX UCTIbITATENMbHbIX NIOWaAKax, a He B O4HOM
MecTe, TO Nod TePMUHOM «UCTbITaTeNbHbIA LEHTP» NOHUMAOT LEHTP, rAe AOMMKHbI BbITb pacnonoXeHbl pyKo-
BOAMUTENb UCNBITAHWIA 1 BCe UCMbITaTENbHbIE MOLWAaAKM, No OTAENbLHOCTU U BCe BMECTE paccMaTpMBaeMeble B
KayecTBe NCMblTaTe bHbIX LLeHTPOB.

2.2.2 ncnbiTarenbHas nnowagka (test site): Mecto npoeaeHus kakoro-nubo atana uccnegoBaHus.

2.2.3 apMUHUCTpauusa UcnbiTaTenbHoOro LeHTpa (test facility management): Iluyo unu nuua, ocpuun-
anbHO BO3rNaBnsoLmMe UCnbiTaTeNbHbIN LeHTP U OTBETCTBEHHbIE 3a OpraHu3auuio U cobnogeHue B HeM nNpu-
HUMMOB Hagnexatlen nabopaTopHON MPaKTUKN.

2.2.4 apMuUHuUcTpauusa ucnbiTaTtenbHon nnowaaku (test site management): Nuuo unu nuua, ocpuun-
anbHO BO3rnasnsoLMe ucnbiTaTenbHyo NoWaaKky M OTBETCTBEHHbIE 3a NpoBeAeHWe Ha Hell COOTBETCTBRYIO-
LLMX 3TanoB UccneaoBaHuiA CornacHo NpuHLMnam Hagnexaluein nabopaTopHo NpaKTUKK.

U3panne opnymnanbHoe
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2.2.5 cnoHcop (sponsor): dusnyeckoe Unu ropuandeckoe NULO, KOTOPOE UHULMUPYET NCCNeaoBaHuUs,
oopMmnAeT 3akas, noanepXuBaeT UWunu yTeepxaaet nposeAeHne HekMMHUYEeCKUX NCCneaoBaHnuin n Hecet
OTBETCTBEHHOCTb 3a ero opraHusauuio u ouHaHcupoBaHue.

2.2.6 pykosoauTenb uccnepoBaHus (study director): Jllnuo, otBeTCTBEHHOE 32 NpOBEeAEHNE HEKUHK-
YecKoro uccneaosaHuns B obnactum MeguUMHCKORN U 3konoruyeckon 6e3onacHOCTU OT Havana Ao KoHua.

2.2.7 oTBeTCTBEHHbIN UccnepoBartens (principal investigator): Nuuo, koTopoe, B cnyvae nposeaeHUN
nccneaoBaHUiA Ha HECKONbKUX NNoLaakax, AeUcTByeT OT UMEHU PYKOBOAUTENS UCCNeA0BaHUA U HeceT OTBEeT-
CTBEHHOCTb 3a NepefaHHble B ero segeHune casbl UCCreaoBaHus.

MpumeyaHwmne— OTBETCTBEHHOMY UCCNeAOBATENIO(AIM) HE MOXET 6biTb MOMHOCTLIO NEepeaaHa OTBETCTBEH-
HOCTb PYKOBOAMTENS NCCINEA0BaHNA 3a NPOBEAEHWNE CCMEAOBaHNS, MOCKONbKY OHA BKINIOYAET B ce65 yTBepxaeHWe nnaxa
vccneaoBaHNs M NOMPaBKM K 3TOMY NNaHy, yTBEPXXAEHNE 3aKNIOUYUTENBHOO OTHETa U rapaHTUM, 4YTO BCE UCCNEAOBaHUS CO-
OTBETCTBYIOT NPUHLMNAM Haanexallen nabopaTopHOM NPaKTUKK.

2.2.8 nporpamma ob6ecnevyeHusn kadyecTBa (quality assurance programme): lNMporpamma paboT, Beinon-
HsiIeMbIX He3aBUCUMbIM OT NpoBeAeHUs UCCReA0BaHNA NePCOHanom 1 HanpaefieHHbIX Ha obecneveHue agmu-
HUCTpaLumeil ucnelTaTebHOro LieHTpa cobniogeHus NpUHLMNOB Hagnexawen nabopaTtopHoO NPaKTUKK.

2.2.9 cTaHpapTHble onepauuoHHble npoueaypsbl; COlM (standard operating procedures; SOPs): MNoa-
pobHble NUCbMEHHbBIE MHCTPYKLUMK, cogepKallue onncaHne npoueccoB NpoBeaeHUs UCNbITaHUA U Apyrom
OeATenbHOCTU, KaK NpaBnsio, He NpeAcTaBNeHHbIX AeTallbHO B NflaHax uccneaoBaHua Unu pykosoacTeax no
npoBedeHNto UCTIbITaHWI, U NpeAHa3HaveHHble AN AOCTWKEHWS eanHOo06 pasus Npu ocyLuecTBNeHnn onpeae-
NeHHOW AeATeNbHOCTH.

2.2.10 ocHoBHou nnaH-rpaduk (master schedule): Mpadcuk paboT o6obLyatoLero yposHsi, BKiroYato-
WM B ceba yKpynHeHHbIe 3Tanbl 1 KItoYeBble coBbITUS, T. €. CBOAKY MHOPMaLUK, MO3BONSIOLLYHO OLEHUTb
pabouyto HarpysKy 1 UCMOMb3yeMyto AN KOHTPOMS NMPOBEAEHNsI UCCNeA0BaHWUA B UCNbITATENIbHOM LiEHTpPe.

2.3 HeknuHuveckoe uccrnegoBaHue MeAULIMHCKON U 3KONorM4yeckon 6ezonacHocTu

2.3.1 HeknMHUYecKoe UccrnenoBaHUe MeAMLIMHCKOM U 3KoNornyeckon 6esonacHocTu; uccneno-
BaHue (non-clinical health and environmental safety study): SkcnepumMeHT Mnu pag aKkCNepUMEHTOB, COTMacHo
KOTOPbIM 06 BEKT UCMNBITAHWIA NMOoABEPratoT UccrieAOBaHMI0 B TabopaTopHbIX, TEMMMYHBIX MW NONEBLIX YCNOBU-
AX, YTOBbI NOMYYUTL AaHHbIE O CBOWCTBaxX obbekTa u/unu ero 6e30nacHOCTA U NPeACTaBUTb UX Ha paccMoTpe-
HME KOHTPONPYIOLLMM OpraHam.

2.3.2 KpaTkocpo4Hoe uccrneaoBaHue (short-term study): UccnegosaHue, npoBogumoe LUINPOKO pac-
NpPOCTpaHEHHbIMU CTaHAAPTHEIMU METOAAMU B TEYEHME HENPOACIKUTENBHOrO BpEMEHHN.

2.3.3 nnaH uccnepoBaHuA (study plan): JlokyMeHT, onucbIBaoLWMiA Lenu 1 METOOOMNOMMIO SKCNEePUMEH-
Ta Ans NpoBeAeHus UccrnefoBaHnsa 1 BKIOYaoLWMA B cebs BCe BHECEHHbIE B HErO NOMpaBKu.

2.3.4 nonpaBka K nnaHy uccneaoBaHus (study plan amendment): LieneHanpaBneHHOe U3sMeHeHUe B
nnaHe UccrnefoBaHns, BHECEHHOE Mocne Havana ero NposeaeHus.

2.3.5 oTknoHeHUe oT NnaHa uccnepoBaHuA (study plan deviation): HenpegHamepeHHoe oTknoHeHne
OT NNaHa uccneaoBaHna nocrie Havana ero NpoBeaeHUs.

2.3.6 Tect-cucteMa (test system): Buonoruyeckas, xummuyeckaa unu pusudeckasa cuctema B otaenb-
HOCTM UK B KOMBUHAaL MK, UCMONb3yeMast B UCCIe40BaHUsX.

2.3.7 nepBu4HbIe AaHHble UccriegoBaHuA (raw data): OpurnHanel 3anucein U JOKYMEHTOB UCNbITa-
TeNbHOro LeHTpa Uin nx 3aBepeHHbIe KoMK, oTpaxatowme pesynbTaThl HabnoaeHWin u npoueaypsbl, Npose-
AeHHble BO Bpemsi uccneoBaHus.

MprvmeyaHwue—TlepBNYHbIMA JAHHBIMW UCCNEAOBAHUA MOTYT ObiTb: choTorpacdmm, MUKPOUNBMBI, MUKPO-
NNeHKU, nX Konun, ANCKeTbl U KOMNAaKT-AUCKW, pa60que 3anucu, BKN4aa sanucun nokasaHum aBTOMaTtn3npoBaHHbIX npu60-
POB, 1 Apyrve HOCUTENW AaHHbIX, KOTOPbIE 06ecneunBaloT 6e3onacHoe XpaHeHne MHopMaLUn B TEHEHNE ONPeaeneHHOro
nepuopaa Bpemenm (cm. 2.3.10).

2.3.8 o6pasew (specimen): MNoboit maTepuan, B3ATbIN U3 TECT-CUCTEMbI A1l U3Y4eHUA, aHanMaa unu
XpaHeHus.

2.3.9 partaHauvana akcnepuMeHTa (experimental starting date): lata nony4yeHuns nepebix 3KCNepUMeH-
TanbHbIX AaHHBIX.

2.3.10 paTta okoH4YaHuA aKkcnepumMeHTa (experimental completion date): [lata nony4eHua nocneaHux
3KCNepUMeHTanbHbIX AaHHbIX.

2.3.11 para Hauana uccnepoBaHus (study initiation date): [lata noanucaHua pykosogutenem uccne-
[0BaHWA NNaHa nccneaoBaHus.

2.3.12 pata okoHuaHusa uccneposanun (study completion date): flata nognucaHua pykoBoguTenem
nccrneoBaHUA 3akNOYNTENbHOMo oTYeTa.

2
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2.4 O6BbeKT ucnbiTaHus (MCNbITYEMbIA UMK TECTUPYEMbIN 06 BHEKT)

2.4.1 TecTupyeMbin 06bekT (testitem): OBbekT, npeacTasnsowmin cobon npeameT nccnegoBaHus.

2.4.2 cTaHpapTHbIA 06bekT (o6pasel), «KOHTPONbLHLIA» 06BLEKT (obpaseu) (reference item,
«controlitem»): O6bekT (0bpaseL), UICMONb3YeMbli 47151 CPaBHEHUS C UCTILITYEMbIM 06 BEKTOM, UMetoLmin odu-
LuaneHo (fopuanyeckn) yaocToBepeHHbIii cocTas.

2.4.3 naptus, cepua (batch, lot): OnpegeneHHoe KOMMYECTBO UCMLITYEMOrO UMM CTaHAAPTHOTO 0Obek-
Ta, Nony4YeHHoe B TeUeHWe onpeaeneHHOro Npon3BoACTBEHHOTO LIMKINA TakUM CrocoBoM, 4TO 3TOT 06 bekT UMme-
eT 0AHOPOAHbI XapakTep.

2.4.4 HocuTenb (vehicle): BelecTso, Ucnonbayemoe A1 CMeLLnBaHUA, AUCNIEPrupoBaHna UNn pacTeo-
PeHNA TeCTUPYEMOro Unn ctaHaapTHOro ob6beKTa U NosBonsiiollee obnerynTs ero BBeAeHUe B TeCT-cUcTemy.

3 HasHaueHue v npumeHeHue

3.1 MpuHumMnbl Hagnexaluen NabopaTopHOM NPaKTUKK, NpeacTasnsalowmne cobo cuctTeMmy Hopm, npa-
BUI W yKa3aHWiA, npegHasHadeHbl 4nst obecneveHna cornacoBaHHOCTA U JOCTOBEPHOCTU pe3yfbTaToB HeKNu-
HUYEeCKNX (BOKNUHNYECKUX, MabopaTopHbIX, dKCNepUMEHTasbHBIX) UCCIIeAOBaHUIA.

3.2 MpuHUMNbl Hagnexalen nabopaTopHO NPaKTUKA onpeaeneHbl kak cuctema obecneyeHmns kavec-
TBa, kacatolasics opraH3aLumn npolecca UCNbITaHUA U YCNOBUIA, B KOTOPbIX HEKITMHUYECKUE UCCeoBaHuUs
6e3onacHoCTM B 0611acT oxpaHbl 300poBbs U akonormdeckon 6esonacHoCTM 4OMKHBI 6bITh CNNAHUPOBaHI,
BbINOMHEHbI, MPOKOHTPOMMPOBAHbI U 3aperucTPUpPOBaHbI.

3.3 MpuHumMnbl Hagnexawen NnabopaTopHO NPaKTUKKA pacnpocTpaHalTca Ha paboTy dapmakonoru-
YeCKUX, TOKCUKOOrMiecknx U apyrux naéopatopuin Guonorudeckoro npoduns, a Takke Ha UCCrNeaoBaHUA B
cdepe NPOMBbILLIIEHHON TOKCUKOIIOTUA, 8 UMEHHO Ha U3yYeHne CBOWCTB XMMUYECKNX COEAMHEHUIA, NCTIONb3Ye-
MbIX B MPON3BOACTBE NOTPEBUTENbCKUX (HeneKkapCTBEHHbIX) TOBAPOB B LIENSAX OLEHKA UX NOoTeHUManbHOM
0MacHOCTUW NS 300POBbS YeN0BEKa U COCTOAHUS OKpYXXatoLen cpeabl.

3.4 MpuHuMnbl Hagnexalen nabopaTopHo NPaKTUKK HanpaBnieHbl Ha obecrnevyeHne NPUEMNEMOCTH
pe3ynbTaToB Hay4HbIX NCCIeA0BaHWUI Ha 3Tane 3KCNepUMeHTanbHOro U3y4eHus HOBbIX NIeKapCTBEHHbIX Npe-
napatoB. [pMemMneMocTs B AaHHOM Clly4Yae 03HavaeT, C 04HON CTOPOHBI, A0Ka3aTeNbHOCTb MHAAEXKHOCTb AaH-
HbIX, C ApYyroi — cobnogeHne NPUHLUMNOB ryMaHHoro obpatleHuns ¢ nabopaTopHbIMU XXUBOTHBIMMU.

3.5 OpraHusauus, 3aHUMaLWanca Usy4eHMeM Xummn4yeckon n 6uonorudeckoin 6esonacHOCTU kak knac-
CUYECKMX XMMUYECKNX BELLEeCTB, Tak U GUOTEXHONOMMYEeCKMX, reHHO-MoANMULMPOBAHHBIX U HAHOTEXHONOT K-
YecKUX NMPOAYKTOB, AOIKHA UMETb CyxbBy obecnedeHns kayecTBa C Liefblo NPeAoCTaBUTb rapaHTumu, YTo
nomelweHns, obopyaoBaHue, nepcoHasrn, MeTodbl WM AOKyMEeHTauusl COOTBETCTBYIOT HOPMaTUBHBLIM
TpeboBaHuAM.

3.6 Cnyx6aobecneveHus kadyecTea gomkHa 6biTb He3aBUCUMOI OT epcoHana, 3aHATOro B NposeAeHnn
nccnegoBaHni, 0gHaKo COTPYAHUKN 9TOM CnyX6bl AOMKHBI BbITh 3HAKOMBI C NpoLeAypamMn NposeaeHna uccne-
[AO0BaHWA M NOA0TYETHBI HENOCPEACTBEHHO PYKOBOACTBY UCMbITATENBHOTO LIEHTpA.

4 TpvHUMNbI Hagnexalwen nabopaTopHON NPaKTUKN

4.1 OpraHusauusi M nepcoHan UCNbITaTeNbHOTO LeHTpa

4.1.1 O6s3aHHOCTU aAMUHUCTPALMUN UCNBLITaTENbLHOTO LeHTpa

4.1.1.1 AQMUHUCTPaLUS UCMbITATEeMbHOrO LeHTpa A0SPKHa rapaHTMpoBaTh, YTO MPUHLUMMLI Haanexa-
e nabopaTopHo NpakTukn 6yayT cobntogeHsl B NONHOM obbeme.

4.1.1.2 B4acTHOCTU, aAMNHNCTPALNSA OOIDKHA:

a) yTBepauTb MOMOXeHMUsl, COrfacHo KOTOPbLIM OnpeaensiioT nuuo(a), Hecyllee MONHYK OTBETCTBEH-
HOCTb 3a yrpasfieHne uccrnegoBaHUsaMU COrMacHo NPUHLMNaM Hagnexatlen nabopaTopHOM NPakTUKK;

b) rapaHTupoBaTh, UTO ANSi CBOEBPEMEHHOrO U Haanexallero NpoBeAeHUst UCCNeAoBaHUst UMEIOTCS B
AOCTaTOYHOM KONMYeCTBE KOMMNETEHTHbIA NepcoHar, CooTBETCTBYOLME NoMeLLeHNst, obopyAoBaHue 1 maTte-
puarnsl;

c) obecneuynBatb HanuuMe JoKyMeHTauum ob ypoBHe kBanudukaLmm, obpaszosaHum, oneite paboTel 1
AOIMKHOCTHBIX 06513aHHOCTSIX CMELMANUCTOB U TEXHUYECKOTO NepcoHana;

d) rapaHTUMpoBaTb, YTO BCE COTPYAHUKN YETKO MOHUMAIOT CBOW 06513aHHOCTU, U, NpY HeoBXoaAUMOoCTH,
obecneyunBaTh M COOTBETCTBYIOLLEE OBYYEHME 1 MOATOTOBKY;

e) ObITb OTBETCTBEHHO 32 BLINOMHEHWE NccneAoBaTeNbCKMUX paboT B COOTBETCTBUU C AENCTBYOLLIMMNA
CTaHAapTHBIMK OfnepaLmoHHBIMK NpoledypamMu; yTBepxdaTb CTaHAapTHble ornepauyoHHble npoueaypbl v
MonpaBkn K HUM;
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f) BbITb OTBETCTBEHHOM 32 OPraHM3aLMio U peanusauuio nporpammel obecneyeHns kayecTsa B COOTBET-
CTBWM C NpUHLMNamMn Haanexawen nabopaTopHON NPaKTUKK;

g) HasHayaTb [0 Hayana uccneaoBaHus B KaUecTBE PYKOBOAMUTENS ccnegoBaHus coTpyaHuKa, MMeto-
Lero cooTBeTCTBYOLWEe obpasoBaHue, kBanudukauuio 1 onbiT paboTel. 3aMeHa pykoBoaUTeNs UccneaoBa-
HASt OorpkHa OblTb NpoBegeHa B COOTBETCTBUM € YCTAHOBIIEHHLIM MOPAAKOM W AOMKHA ObiTh
AOKyMeHTUpoBaHa;

h) HasHauvaTb, B cnyyae Heo6Xo04UMOCTU, NPYU NPOBEAEHUN UCCIIEA0BaHNSA HA HECKOMNbKUX NoLlaaKax
OTBETCTBEHHOro UCcrieAoBaTens, KOTOpbI 0bnagaeT coOOTBETCTBYIOLMM 06pazoBaHuem, kKBanudukaumen n
OMNbITOM, YTOObI KOHTPOMMPOBATL NPOBEAEHNE AaHHOTO 3Tana (3Tanos) UccrneaoBaHusa. 3aMeHa 0TBETCTBEH-
HOro uccnegosartens 4oMmkHa ObITb NpoBeAeHa B COOTBETCTBUM C YCTAHOBMEHHBLIM NOPAAKOM U A0SKHA BbITh
OOKYMEHTUpOoBaHa;

i) rapaHTMpoBaTb, YTO NNaH uccneaoBaHWs ByaeT AOKYMeHTarnbHO YTBEPXKAEH pykoBoAUTENEM UCCHe-
OoBaHus;

j) rapaHTupoBartb, UTO pyKOBOAUTESNb UCCIIEA0BaHNSI NPeAoCTaBUT NepcoHany no obecneveHunio kavec-
TBa [OCTYM K YTBEPXKASHHOMY NNaHy ccnefoBaHus;

k) obecneunsatb noaaepxKKy UCTopuyeckmx baiknos Bcex CTaHAapTHBIX OnepaLuoHHbIX Npoueayp;

[) HasHayaTb OTBETCTBEHHOrO 3a yNpaBrieHWe apXUBOM (apXUBamMm);

m) rapaHTUpoBaTb BbINOMIHEHWE OCHOBHOTO MilaHa-rpacduka;

n) rapaHTUpoOBaTb, YTO peCypChbl UCNbITATENBLHOIO LEHTPA COOTBETCTBYIOT TpeBGoBaHNAM, NpeabaBsie-
MbIM K UX UCNOMb30BaHUIO B UCCNEAOBAHUAX;

0) Npu NpoBeAeHUN nccneaoBaHUA Ha HECKOMNbKUX NoLaakax obecneynBaTtb NOCTOSAHHBIE KOHTAKTHI
MeXay pykoBoaguTenem uccrnegoBaHus, OTBETCTBEHHBbIMU UCCeAoBaTeNsiMu1, nepcoHanom no obecneveHnto
KauyecTBa 1 cneuuannucTamn, BbINONHAOWMMU JaHHOE UCCreJOBaHuUE;

p) rapaHTUpoBaThb, YTO UCNbITYEMbIE U CTaHAApPTHbIE 06 bEKT bl ONUCaHbI COOTBETCTBYHOLUM 06pa3oM;

g) ycTaHaenueaTtb Npoueaypbl ANA NOATBEPKAEHUS TOr0, YTO KOMMNbIOTEPU3NPOBAHHbIE CUCTEMbI COOT-
BETCTBYIOT pelleHno 3agadv UccneaoBaHusl, a Takke BanuaupyloTcsl, YNPaensiloTCA U NOAAEPXKUBaKOTCA
cornacHo NpuHUMnam Hagnexatwien NabopaTopHON NMPaKTUKW.

4.1.1.3 Tpu BBINONHEHUN Kakoro-NMbo aTana UccnefoBaHUs Ha aHHOW UcNbITaTeNbHOW Nnollaake B
KOMMEeTEeHLMIo agMUHUCTPaLUUN UCNbITaTeNbHOW Nowaaku (ecnu 3To onpedeneHo 3apaHee) BXOAAT Bce
BblLLENepeymcrieHHble 0bs3aHHOCTH, kpome 4.1.1.2, nepeuncneHus g), i), j) n o).

4.1.2 O6A3aHHOCTU PyKOBOAUTENA UCCNefOBaHUA

4.1.2.1 PykoBoguTenb UccredoBaHUs ocylecTBNAeT obliee pyKOBOACTBO NpoBeAEHUEM UccredoBa-
HWs, oTBEYaeT 3a NOAroTOBKY 3aKMIO4YUTENbHOro 0TYeTa O NONYYEHHbIX pesynbTaTax.

4.1.2.2 B 0693aHHOCTN pyKOBOAUTENA UCCNeAOBaHUA BXOAAT, HO HE OrPaHUYMBAIOTCS YKaszaHHbLIMMU,
cnegyroLine oyHKL N,

PykoBoanTens nccneaosaHvs JOMKeH:

a) yTBepxaaTb MilaH UccrieqoBaHus U MONPaBKU K HeMy, 3aBepsas AaTUPOBaHHON NOANUCHIO;

b) rapaHTupoBaTb, YTO NepcoHan no obecneveHnto KayecTsa UMeeT KONUK NNaHa UccrnegoBaHus U CBO-
€BpPEeMEeHHO NosTydeHHbIX MOMPaBOoK K HEMY U HAXOAUTCA C COTPYAHUKaMU B MOCTOSIHHOM KOHTaKTe Ha NpoTsike-
HWW BCero UccneaoBaHus;

C) rapaHTMpoBaTb, YTO MaH Uccrie4oBaHUA U NONPaBKU K HeMy AOCTYMHbI crieumManucTaM, BhiNorHsto-
LM AaHHOe UccnefoBaHue;

d) rapaHTMpoBaTb, YTO NMaH UCCNeAoBaHUA U 3aKMIOYUTENbHBIN OTYET O pesynbTaTax UccneaoBaHus,
BbIMONTHEHHOMO Ha HECKOSbKUX MCTbITaTenbHbIX Nowaakax, onpeaenseT pofib KaKAOro OTBETCTBEHHOro
NCMONHUTENA(E) U KaXA0ro U3 UCTILITAaTENbHBIX LLEHTPOB U UCNbITaTeNbHBIX NNOWAAO0K, BOBIEYEHHBIX B NPO-
BeZleHWe NccrneaoBaHun;

€) rapaHTMpoBaTb, YTO NPU BLINOSIHEHUN PaBoT, B COOTBETCTBUM C NAAHOM UCCNeaoBaHuUs], NPOBOOSATCA
oueHKa 1 OKYMeHTUPOBaHUe BNUAHMUSA MIOObIX OTKIOHEHWIA OT NiaHa nccrnegoBaHysa Ha KavecTBo U LenocT-
HOCTb NPOoBeAeHUs UCCIeA0BaHUs U NPU HEOHBXOAUMOCTU NPUHUMAIOTCA KOPPEKTUPYIOLLNE OEACTBUIS, a Takke
npusHasaTb (U He NPU3HaBaTb) AONYCTUMOCTb OTKIIOHEHUI OT CTaHAAPTHBIX onepauMoHHbIX NpoLeayp;

f) rapaHTupoBaTh, UTO perucTpaums Bcex NnepBUYHbIX AaHHBIX NPOBOAUTCA B NMOMHOM 06bEME;

g) rapaHTMpoBaTb, YTO KOMMNbIOTEPU3NPOBaAHHLIE CUCTEMbI, UCMIONb3YEMbIE B UCCNEAOBaHUN, Banuau-
pOBaHbl;

h) noanuceiBaTtb U AaTUPOBaTb 3aKMOYUTENbHBLIA OTHET, TEM CaMbIM NPUHUMAA Ha cebs OTBETCTBEH-
HOCTb 32 AOCTOBEPHOCTb UH(POPMAaLIMM U 33 BbINOSTHEHUE UCCNeA0BaHMA B COOTBETCTBUM C MPUHLMNAMN Haa-
nexawen nabopaTopHON NPaKTUKK;

i) rapaHTMpoBaTb, YTO MOCHe 3aBepLUeHUs UCCReAoBaHUs NepeaatoTca B apxXvB MilaH UccneaoBaHus,
3aKNIOUUTENbHBIN OTYET, NEPBUYHBIE AaHHbIE U CONYTCTBYOLWME MaTepuansl.

4
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4.1.3 06a3aHHOCTU OTBETCTBEHHOIO UCcrneaoBaTens

OTBeTCTBEHHBIN UccneaoBaTeNlb HeceT OTBETCTBEHHOCTL 3a MpoBedeHne NMOPYYeHHbIX emy 3TanoB
nccnefoBaHus B COOTBETCTBUM C NPUHUMNAMIN Haanexatlen nabopaTopHOi NpaKkTUK.

4.1.4 O653aHHOCTU NepCOHana, BbINOMHAIOWEro UCCNnefoBaHUNA

4.1.4.1 Becb nepcoHar, BOBNeYeHHbI B NpoBeAeHne uccneoBaHns, A0MMKeH 3HaTb NPUHLMNLI Haane-
XalLen nabopaTopHOM NPaKTUKN B 4acTu, KOTopas UMeeT OTHOLLEHWE K BbINONHEHIEMOMY UM UCCIEA0BaHWUIO.

4.1.4.2 TMepcoHan, BbINOMHAKLWWIA UCCNEAoBaHUS, AOIDKEH UMETb AOCTYN K MnaHy UCCneaoBaHUs U
COOTBETCTBYIOLMM CTaHAAPTHBLIM OonepaLMoHHbLIM NpoLueaypam. Ero 06a3aHHOCTLIO ABNAETCA BbINONHEHUe
WHCTPYKLMA, coAepKaLLUXCA B 3TUX AokyMeHTax. JTio6oe OTKNoHeHue 0T 3TUX UHCTPYKLIMIA AOSKHO ObITh 3ape-
MMCTPUPOBAaHO; O TAKOM OTKIOHEHUW AOIDKHO BbITb COOBLLEHO HeNOCPeACTBEHHO PYKOBOAUTESNIO UCCneaoBa-
HUS U/UNK OTBETCTBEHHOMY UCCneaoBaTeNio(sM).

4.1.4.3 lNepcoHan, BLINOMHAKLWMIA UCCNeaoBaHWs B COOTBETCTBUM C HACTOSALLMMU NPUHLMNAMU Haane-
Xallen nabopaTopHoi NPakTukn, 06s3aH CBOEBPEMEHHO U TOYHO BECTU 3annCi NepBUYHbBIX AaHHBIX 1 HECTU
OTBETCTBEHHOCTb 3a JOCTOBEPHOCTb NpeACcTaBNeHHOW UM UHcpopMauun.

4.1.4.4 TlepcoHar, BbINONHAWLWNIA UCCre4oBaHUs, 4OMKEH NPUHUMATL Mepbl MPeoCTOPOXHOCTU, YTO-
6bl CHA3UTL PUCK AN COBCTBEHHOrO 3A0POBbS M 0becneYnTb NONHOTY NpoBeaeHUs uccrieqoBaHus. 060 Bcex
crny4yasix sabonesaHust UM HeAOMOraHUA criegyeT He3aMeanuTeNbHO CooBLMTL PYKOBOACTBY, YTOBLI OTCYT-
cTBUe 3ab0oneBLIEro He MO0 NOBAUATL Ha NpoBeAeHUe UCCNeIoBaHUA.

4.2 Mporpamma o6ecneveHus kavyecTBa

4.2.1 O6wue nonoxeHUn

4.2.1.1 UcnbiTatenbHbln LEHTP A0MMKEeH UMETb IOKYMEHTUPOBaHHYI0 NPorpaMMy obecneyveHus kKayecT-
Ba, YTO6bI NPOBOANMBbIE B HEM UCCNEAOBaHUSA COOTBETCTBOBANM NpUHLMNAM Hagnexallei nabopaTopHoi
NPaKTUKK.

4.2.1.2 3a BbiNnonHeHne nporpaMmMel obecrneveHns kayecTsa 0TBEYaOT YNOMHOMOYEHHbIE NuLa, HasHa-
YaeMble PYKOBOACTBOM UCMbITATENbHOrO LIeHTpa, HeNnocpeACcTBEHHO NOAOTYETHLIE eMY, U 3HAaKOMble C METO-
AaMu uccnegoBaHust.

4.2.1.3 Jluua, otBevarowme 3a obecneyeHne KayecTBa, He AOMKHLI ObITh BOBMEYEHbI B NpoBeaeHUe
nccrnegoBaHus.

4.2.2 0O6s3aHHOCTM NepcoHana no o6ecnevYeHuIo kKayecTBa

4.2.2.1 TMNepcoHan no obecneyeHuio kKauectTsa 06A3aH BbINOSHATb, HE OrpaHUYMBAsICb UMU, HXKeNepe-
yncneHHble pyHkuMK. MepcoHan no obecneyeHnto KauecTBa AOMKEH:

a) MMeTb BHaNM4nmn aK3eMMIIsipbl BCEX YTBEPXKAEHHbIX NITAHOB UCCIeAoBaHNs U CTaHAapTHLIX onepaLu-
OHHBIX MpoLeayp, NCMONb3YEMBIX B CMbITATENbHOM LEHTPe, U A0CTYN K TEKYLWEeMy BapuaHTy OCHOBHOTO nna-
Ha-rpaduka;

b) nposepsaTb, 4TO6LI NNaH nccnegoBaHUA cogepxan uHdopmauuio, Heobxogumyto ans cobnogeHns
MPUHLMMIOB Haanexatlen nabopaTopHON NpakTuku. JJaHHasa nposepka AoimkHa 6bITb AOKYMEHTUPOBAHa,;

C) OCyLLeCTBMATL CUCTEMATUYECKNIA KOHTPOMb 3a NPOBEAeHNEeM BCEX UCCNeoBaHUI B COOTBETCTBUM C
HacCTOALLMMU NPUHLMNAMK Haanexatlen nabopaTopHOW NPakTUKN U AOCTYNHOCTLIO NITAHOB UCCNef0BaHUSA U
CTaHAapTHLIX onepaLMoHHbIX NpoLeayp nepcoHany, BOBAe4YeHHOMY B NPoBeAeHUe uccnegoBaHus.

MpenycmoTpeHbl TpY TUMa MHCNEKLMOHHBIX NPOBEPOK B COOTBETCTBUN CO CTaHAapTHLIMU ONepaLMoHHbI-
MU Mpolieaypamu, onpeaeneHHbIMA B Mporpamme obecneveHns kavecTsa:

- NPOBEpPKN OTAENbHEIX UCCIIeA0BaHUA,

- MPOBEPKN UCTIbITATENbHbIX MNMOLWAAO0K,

- MpPOBEpPKN OTAENbHbBIX NPOLIECCOB.

MpoTokonbl (0TYETbl) NOAOOHBIX MHCMEKLMOHHBIX MPOBEPOK YHUHUTOXEHUIO HE NoANexXar;

d) npoBepsATb 3aKMoOUNTENbHBIE OTYETHI; NOATBEPXKAaTb, YTO MeToAbl, Npoueaypbl, HabnaeHNa u
pe3ynbTaTthl U3NOXeHbl TOYHO U MOSTHOCTbLIO U B NOIHON Mepe oTpaxatoT NepBUYHbIE AaHHbIE UCCeAoBaHNUiA;

€) cBOeBpeMeHHO NpeAcTaBnsTh pe3ynbTaTbl 06 UHCNEKUMOHHBIX NPOBEpKax B NUCbMEHHOM BUAe pyKo-
BOACTBY UCMLITATENbHOIO LEeHTpa, PYKOBOAUTENIO UCCNeQoBaHNsA, OTBETCTBEHHLIM UCCNeaoBaTeNsaM 1, Npu
Heobxo4MMOCTU, APYTMM PYKOBOASLLMM paboTHUKaM;

f) BHOCUTbL B 3aKNOYUTENbHBIN OTYET MOArOTOBNEHHOE U NOANUCAHHOE 3aKMNYeHUe O TUMax UHCNEeKLU-
OHHbIX MPOBEPOK U AaTax Ux NnposeaeHus ¢ uHgopmaumein 06 atane (aTanax) NPoBepAEMOro UCCneaoBaHUs 1
Aarte nepefayn pesynbTaToB UHCNIEKTUPOBAHUS PYKOBOACTBY UCNbITAaTENbHOro LEHTPpa, PYKOBOAUTENIO UCCne-
00BaHUs1 N OTBETCTBEHHOMY UccneaoBaTento. ATO 3akoYeHne Takke A0SHKHO coaepXaTb UHopMaUUio o
TOM, YTO NEPBUYHbIE JAaHHbIE UCCIIeA0BaHUS OTPaXeHb! B 3aKNYNTENbHOM 0TYeTe A0CTOBEPHO.



rOCT P 53434—2009

4.3 MomelweHun

4.3.1 O6wme nonoxeHus

4.3.1.1 Pa3amepsbl, yCTPOUCTBO 1 pacronoXeHne NoMeLLEHNA ANs NPOBeAEHUs Uccrnef0oBaHNA JOMKHbI
oTBeYaThb 3agavyam uccrnegoBaHuin. MNomelueHns gomkHbl OblTb YCTPOEHbBI Tak, YTOObI OKasbiBaTb MUHUMAb-
HOe BNnsiHWe Ha Xo4 NccneaoBaHui.

4.3.1.2 TomeLlleHnst 4OMKHbI ObITb CNaHNpPoBaHbl Takum obpasom, YTobbl BbINo obecrnevyeHo Makcu-
ManbHO N30MpPOBaHHOE NpoBeAeH e UCCNefoBaHMM pasMyHbIX BUAOB (TUMOB).

4.3.2 NomelleHUA oNA NpoBeAeHUs UCCNefOBaHUN

4.3.2.1 BucnbiTaTenbHOM LIEeHTPE AOIMKHO BbITh 4OCTATOUYHOE HICIIO MOMELLIEHWNIA 1 30H, 4TO6LI 0Becne-
YNTb U3ONALMUIO NCTBITYEMBIX CUCTEM N OTAENLHBIX UCCrefoBaTeNIbCKUX MPOEKTOB, €ClU U3BECTHO, YTO OHU
npegycmaTtpuBaloT MUCNOMb3oBaHWE BeLIecTB UMM OpraHu3MoB, OTHOCALUMXCA K paspsgy Guonornuecku
onacHbIX.

4.3.2.2 [na gMarHocTupoBaHusl, neveHns 1 KoHTpons 3abonesaHnin 4oMkHbI 6bITb BbiAeNeHbl Noaxoas-
LMe NoMeLLeHUs U 30Hbl, YTOBbI 06ecnevnTb CTabuUnNbHOCTb U COXPAHHOCTL TECT-CUCTEM.

4.3.2.3 BucnbiTaTenbHOM LieHTPe A0MKHbI ObITb NOMELLEHMA, B TOM YUCIe XpaHunvLia Ansi pecypcoB 1
o6opyaoBaHus. OTU NOMELLEHUS AOSTKHBI BbITb U3ONUPOBaHBLI OT NOMELLEHUIA UNW 30H, CoAepPXKaLLMUX TECT-CUC-
TEMbI, C Lienbio 0b6ecneynTs MM agekBaTHYIo 3aLlUMUTY OT UHBA3UKU, 3arpA3HEeHUA NN 3apaXxkeHus.

4.3.3 MomelleHUsa ana o6paboTKU UCABITYEMbIX U CTAaHAAPTHLIX (KOHTPONbHBLIX) 06BLEKTOB

4.3.3.1 [Ons npegoTBpalleHus 3arpsasHeHust B UCMbITaTeNlbHOM LeHTpe A0/MKHbI ObITb OTAeNbHbIE NoMe-
LL&HWUS UMW 30HbI 4715 MOYYEHNUSA U XpaHEHUst UCNbITYEMBIX U CTaHAAPTHBIX (KOHTPONbHBLIX) 06bEKTOB 1 CMeLLU-
BaHWA NCMbITYeMbIX 0O BEKTOB C HOCUTENSIMU (PaCTBOPUTENAMU).

4.3.3.2 XpaHunuwa gns ucnbiTyeMblX 06 beKTOB AOMKHBI ObITh U30IMPOBaHbLI OT MOMELLEHWIA UM 30H,
coaepxallux TeCT-CMCTEMBbI, U A0MKHbLI COOTBETCTBOBATL TpeboBaHUAM No obecneyeHno UOeHTUHHOCTU, KOH-
LeHTpauum, YNCTOTbl MU cTabunbHOCTK, a Takke 6esonacHoOMy XpaHeHWIo ONacHbIX BELWECTB.

4.3.4 MNomMelweHUA ANA apXMBoB

CnepyeT npedycMoTpeTb NMOoMeLLeHUA AnA apX1BOB, B KOTOPLIX Heobxoaumo obecneunTs 6esonacHoe
XpaHeHWe 1 NOUCK NNaHOB UCCNeaoBaHUs, NePBUYHBIX AaHHbIX, 3aKMOYUTENbHBIX 0TYETOB M 06pa3LoB. B aTnx
nomMeLLeHusIX OOMMKHbl BbiTb co3gaHbl ycnosus, obecnevnBaoLmne 4ONTOBPEMEHHOE XpaHEeHNe apXMBHBLIX
MaTepunanos.

4.3.5 YpaneHue otxoaoB

O6paboTka 1 yganeHne oTxXo40B AOSDKHbLI ObiTb BbINOMHEHbI TakuMm o6pa3oM, UTobbl He NoOABEPrHYTL
0OMacHOCTW NpoBeAeHNe UCCre0BaHWUN U He UCKasuTb UX pesynbTaThl. [na atoro TpebyeTca obecneunTs COOT-
BETCTBYHOLLME ycrioBusa AnsA cbopa, XxpaHeHns M BbIBO3a OTXOAO0B, a Takke npoueayp Ux Ae3akTueauum v nocne-
AyIoLLEeN TPaHCMopTUPOBKA.

4.4 O6opynoBaHue, MaTepuanbl U peareHTbl

4.4.1 ObopyaoBaHue, BKIOYasi BannaMPOBaHHbIE KOMMbLIOTEPHbIE CUCTEMbI, UCMOMb3yemble ANA
Co3aHns, XpaHeHUs 1 Momncka AaHHbIX, a Takke ANs KOHTPONA NapameTpoB OKpyXarowen cpeabl, No XapakTe-
pUCTMKaM U pacrofioKeHUIo AOMKHO COOTBETCTBOBATL LIENsSIM 1 3afavyaM UccneaoBaHus.

4.4.2 OonxHo GbITb NpedyCcMOTPeHO nepuoanveckoe TexHuyeckoe obcnyxueaHue obopyaoBaHus,
Mcnonb3yemoro B 1ccrefoBaHnn, BKNoYasa perynsapHbiin npodunakTuieckuii ocMoTp, yxoa, Kanubposky B
COOTBETCTBMM CO CTaHAapTHbIMUK OMNepaLuoHHbIMK Npoueaypamn. ITU paboTbl 4OMKHBI COMPOBOXAATLCSA
COOTBETCTBYOLWMMU 3anucsiMu. Kannbposky crieayeT NpoBOAWTE B COOTBETCTBUN C HALMOHANbHLIMUA UM MEX-
AyHapoaHbIMU cCTaHaapTaMu M3MepeHUs.

4.4.3 Ob6opyaoBaHue nMaTepuarbl, UCNOMb3yeMble B UCCNEeL0BaHUN, HE A0IDKHbI BIINSATL HA COCTOSIHUE
TecT-cucTem.

4.4.4 XvMuykaTbl, peareHTbl 1 pacTBoOpbl AOHKHbBI UMETL 3TUKETKM C YKasaHWeM CBeAEeH NN O HauMeHoBa-
HWUM BeLLecTBa, KOHLEeHTPaLMn, AaTbl OKOHYaHWUsS CPOKA XpaHEHWNs U UHCTPYKLWeN no xpaHeHnto. JormkHa BbiTb
AocTynHa nHgopmaL s 0THOCUTENBHO MecTa U3roTOBMEeHNS, AaThbl NPOU3BOACTBA 1 cTabunbHoCTU. Cpok Xpa-
HeHUs MoXeT 6bITb MpoASIeH Ha OCHOBaHNM Pe3ybTaToB 4OKYMEHTMPOBaHHOM NPOBEPKA UMK aHannaa.

4.5 TecT-cuctembl (UcnbiTaTenbHble CUCTEMbI)

4.5.1 ®dusnyeckne n XMuMm4eckue TeCT-CUCTEMbI

4.5.1.1 TexHun4eckne XxapaKTepUCTUKL 1 pacnonoxeHne ob6opyaoBaHusi, UICNONb3yeMoro Ansi nonyye-
HUS1 PUBUKO-XUMUYECKNX AaHHbIX, AOMKHbI YAOBNETBOPATL LeNAM UCCneaoBaHus.

4.5.1.2 CoxpaHHOCTb PU3UKO-XMMUYECKNX TECT-CUCTEM OOIPKHA ObITh rapaHTUpoBaHa.

4.5.2 Buonorn4yeckue TecT-cUCTEMbI

4.5.2.1 Onsa xpaHeHus, pasMeLleHnst, obpaboTkm 1 3anTel BUONOrMYecKUX TeCT-CUCTEM AOMKHEI BbITh
co3faHbl Hagnexatlue ycnosus, obecnevnsaroLme JOCTOBEPHOCTL NOMyYaeMbIX pe3ynbTaToB.
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4.5.2.2 BHOBb NOMyYeHHbIE TECT-CUCTEMBI XKUBOTHOIO 1 PACTUTENBHOTO MPOUCXOXKAEHUS AOKHBI ObIThb
N30MMPOBaHbI A5 OLLEHKU COCTOSIHUS UX 340POBbS. [1py BOSHUKHOBEHWM 3ab0NeBaHNst UM CMEPTHOCTY AaH-
HYIO NapTMHO XKUBOTHBIX HE UCTIONb3YHOT B UCCNeA0BaHMM U, NP HeobxoanmocTn, 6e36one3HeHHo NogsepraroT
3BTaHasnMn. Ha MOMeHT Havana uccriefoBaHUs BCE TECT-CUCTEMbl AOIMKHbI ObiTb MOMTHOCTBIO 340POBbI.
TecT-cucTemsbl, y KOTOPBIX B X0A4€ UCCNeL0BaH s BhisSBrIeHbl 3aboneBaHus v TpaBMbl, crieayeT n3onvpoBaTh
N NeYnTb, ecnn 310 HeobxoaMmMo ans obecneyeHns NONHOTLI UccneaoBaHus. narHosbl U nedeHue nobbIX
3aboneBaHNii kak B xo4e nccneoBaHns, Tak U o ero Havara AoSMKHbl 6bITb JOKYMEHTUPOBAHbI.

4.5.2.3 fomkHa 6bITb NpegycMOTpeHa perucTpaums AaHHblX 06 UCTOYHMKAxX TECT-CUCTEM, AaTax UX
NOCTYNEHNS N COCTOSIHUA HA MOMEHT NOCTYMNNEHNs.

4.5.2.4 TMepeanepBoHayanbHbIM BBEAEHWEM UCMLITYEMOTO UM CTaHAapTHOro 06beKkTa nccnegoBaHns
6uonorMyeckme TeCT-CUCTEMbI AOMMKHbLI MPOATU Nepuon akkuMaTusaunn, AoCTaToOYHbIA ANs aganTauum K
YCIOBUSIM UCCNeaOBaHUS.

4.5.2.5 Bcsa nHdopmaums, Heobxoanmas Ans Hagnexallein naeHtTugmkaumm TecT-cucTeMsl, 4omMKHa
6bITb Yka3aHa Ha ABepsiX NOMeLLeHWA nnn KoHTenHepax. OTaenbHble TECT-CUCTEMbI, KOTOPbIEe AOMKHbI ObITb
nepeBeieHbl U3 UX NOMeLLEeHUIA UM KOHTEMHEPOB B NpoLiecce UccnefoBaHus, 4OMKHbI UMETb COOTBETCTBYIO-
LLYHO MapKUPOBKY.

4.5.2.6 MNomelleHNs N KOHTENHEPBI A5 coAepXaHUs TecT-cCUCTeEM noanexat perynsapHoin ybopke u
caHuTapHon 06paboTke. MaTepuansl, KOHTAKTUPYIOLLME C TECT-CUCTEMOM, HE [IOMDKHBI COAEPXKaTb 3arpsi3Hso-
LLIMX BELLLECTB B KONMYECTBAX, CNOCOBOHbIX MOBMUATL Ha XOA4 NccreoBaHus. [oacTunky Ans >KMBOTHbIX criegyeT
CBOEBpeMeHHO MeHsiTb. Bce cnyyan ucnonb3oBaHns NecTULMA0B A0MKHBI BbITb JOKYMEHTUPOBAHBI.

4.5.2.7 BnoneBbIX UCCeAoBaHUSAX TECT-CUCTEMbI OOIDKHBI ObITb PACNONOXKEHbI TakuM 06pa3om, UTOObI
n3bexaTb BAMAHUA Ha XO4 UCCNe0BaHWS XXUAKOCTEN ANs pacnbineHus (415 YHUUTOXEHNS1 HACeKOMbIX) U nec-
TMLMAOB.

4.6 UcnbiTyeMble U cTaHOaPTHbIE 06 bEKThI

4.6.1 Nony4eHune, o6paboTtka, oT6op NP6 M XpaHeHUe

4.6.1.1 JomkHo ObITb NpegyCcMOTPEHO BeAeHNe PermcTpaLMoHHbIX 3aMnucei, B KOTOPbIX JOMKHbI ObITb
yKa3zaHbl XapaKkTepUCTUKL UCMBITYEMbIX 1 CTaHAapTHLIX 06 bEKTOB UCCNeAoBaHNA, AaTbl UX MONYyYEHUS, CPOKN
rogHOCTU, MepBOHaYarbHOe KONMYECTBO 1 cBeaeHus 06 ydeTe pacxoga.

4.6.1.2 O6paboTka, oT60p NPob 1 NpoLedypbl XpaHEHNUA UCTILITYEMbIX U CTaHOAPTHEIX 0O LEKTOB AOMK-
Hbl 6bITL NpeAnucaHebl Takum 06pasoMm, UTOGbI COXPaHUTbL OAHOPOAHOCTL U CTaBUIMBHOCTL, a Takke NpeaoTBpa-
TUTb 3arps3HeHNe NN CMeLLnBaHNe 3TUX OO LEKTOB.

4.6.1.3 Ha koHTelHepax, NpegHa3Ha4YeHHbIX A4N5 XpaHeHUs UCMbITYeMbIX UM CTaHAapTHbIX OO bEKTOB,
OOIKHBI ObITb NpUBEAEHbI MAEHTUDNKALNOHHAS MHOPMAaLLMS, CPOK FTOAHOCTU M MHCTPYKLMSA MO X XpaHEeHUIo.

4.6.2 XapaKkTepuUcTUKa O6BEKTOB UCCNeNOBaHUA

4.6.2.1 Kaxagbli UCNbITyeMblil U cTaH4apTHbIA 06 beKT A0MKeH ObITb NAEHTUDULMPOBAH COOTBETCTBYIO-
LM cnocobom 1 MMeTb OBLLENPUHSITLIE MEXAYHapOoaHbIE HAUMEHOBaHWSA [HanpuMep, UMeTb Kog, peructpa-
LUMOHHBLIA HOoMep CnpaBoYvHOW CnyxObl MO XUMUYECKOW nuTepatype AMEpPUKaHCKOro XUMUYECKOro
obuwectBa — CAS-HoMep, HanMeHoBaHue, Bronornyeckne napameTpbl, HAUMEHOBaHWE MO HOMeHKNaType
MexagyHapoaHoro cotosa TeopeTndeckon u npuknagHon xumun (IUPAC)].

4.6.2.2 [ nanpoBeaeHns Kaxaoro nccrefoBaHuns 4oMKHbI ObITb M3BECTHBI TAKME XapaKTePUCTUKA UCTIbI-
TyeMbIX U CTaHAapPTHBIX OO LEKTOB, Kak HoMep NapTun (Cepun), CTEMEHb YNCTOTLI, COCTaB, KOHLEHTpaLuus, unm
Apyrue Ba)kHble XapakTepucTukin.

4.6.2.3 Ecnu ncneltyemble 06bEKTbI NOCTYMaT HEMOCPEeACTBEHHO OT CMOHCOPA, CMIOHCOP U UchbiTa-
TenNbHbIA LLEHTP AOMKHbI paspaboTaTb MexaHn3M, MO3BONAOLWMA NX naeHTUdUuUMpoBaTh.

4.6.2.4 BTeyeHue Kaxaoro uccnefoBaHns HeobxoaMmo NPoBEPSATL CTabUIMBbHOCTb UCTIBLITYEMBIX U CTaH-
AapTHbIX 06BbEKTOB B MPOLLECCEe NX XPaHEHWS! B YCIIOBUSIX SKCMEPUMEHTA.

4.6.2.5 Ecnu ucnbiTyeMblin 06BbEKT NpegHasHayveH Ansl NpUMeHeHWs B onpedeneHHon cpeae, cnegyet
YCTaHOBWTb €ro 04HOPOAHOCTb, KOHLEHTPALMIO 1 CTAabUIbLHOCTL B YCINOBUAX 3TOM cpeabl. Mpu nonesbIx uccne-
OOBaHNSIX 3TV CBOMCTBA UCTILITYEMbIX 06 bEKTOB ONpPeAensitoT B NPoLIecce OTAeNbHbIX NabopaTopHbIX 3KCnepu-
MEHTOB.

4.6.2.6 [na Kaxagoro uccriegoBaHusl, KpOMe KpaTKOCPOYHOro, HeoBX0AMMO COXpaHsTb ANs aHanunsa
Npo6bl N3 KaxXaon NapTum (Cepun) UCnbiTyeMoro obbekTa.

4.7 CtaHpapTHble onepaLMoHHbIe Npoueaypbl

4.7.1 UcnbiTaTeNbHbIA LEHTP AOMKEH UMETb B Hanu4inm oopmieHHbIe B MUCbMEHHOM BUAE U YTBEPXK-
OeHHble PYKOBOACTBOM CTaHAapTHbIe onepaunoHHble npoueaypbl (COI), koTopble NpegHasHayYeHbl Ans Toro,
4yTOObI rAapaHTUPOBaTL KAYEeCTBO U NOMHOTY AaHHBIX, MONyYEeHHbIX B Mpouecce uccnegosaHus. NepecmoTpeH-
Hble COMM Takke AOMKHBI BbITb YTBEPXKAEHbI PYKOBOACTBOM UCMbITATEMLHOrO LEeHTPa.
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4.7.2 Kaxpgoe noapasaeneHue Wunn kaxaas nnowiaaxka ucneltaTenbHoro LeHTpa gokHel umets COMM,
oTHocsLWMecs K ux aesitensHocTu. B gononHeHne k COIM gonyckaeTcs Takke NCMOMbL30BaTh UHbIE MeToanYec-
Kve pyKOBOACTBA, CNPaBOYHWKM 1 cneunanbHble CTaTby.

4.7.3 OTknoHeHusa ot COlM B xoae nccneaoBaHUs A0IMKHBI ObITh 3aperucTpUpoBaHbl U NPU3HaHbI (3aBu-
31poBaHbl) pyKoBoAMTENeM Uccre4oBaHnsa 1 (NpyM HeobxoANMMOCTN) OTBETCTBEHHbIM UCCTiefoBaTeneM(saMm).

4.7.4 CraHgapTHble onepauMoHHble NpoLleaypbl AOIKHBI GbITb NCNONb30BaHbI A5l AeATeNbHOCTM cre-
OYIOLNX BUOOB (HO He OrpaHNunBaTbLCS UMN).

4.7.4.1 NcnbiTyeMble U cTaHOapTHble 00 beKThI

MocTynneHue, naeHTMdUkaLmsa, Mapkuposka, 06paboTka, oT6op Npob, xpaHeHue.

4.7.4.2 ObopynoBaHue, MaTepuarnbl U peareHThbl.

a) ObopygoBaHue:

- ncnonb3oBaHue, 0bcnyxnsaHue, yxon, kannmbposka.

b) KomnbloTeprsmpoBaHHbLIE CUCTEMBI:

- Banugauusi, nopsiaok paboTtbl U obcnyxuBaHus, 6e3onacHOCTb, KOHTPOMb W3MEHEHWI, co3faHue
pe3epBHbIX KOMUNA.

c) BewecTBa, peareHTbl M pacTBOpbI:

- MPUroTOBIEHNE U MapPKUPOBKa.

4.7.4.3 XpaHeHue 3anucei, 0TYETHOCTb, XpaHEeHUe 1 n3BneyeHne nHpopmaunn

KoavposaHue uccneaoBaHuini, c6op AaHHbIX, NOAroTOBKa OTYETOB, CUCTEMBI MHAeKcauuKn, obpaboTka
JaHHbIX, B TOM YMCIe C UCMOMNb30BAHUEM KOMIbIOTE PU3UPOBaAHHBIX CUCTEM.

4.7.4.4 TecT-cCUCTEMBI:

a) noaroToBka MOMeLLEeHWA U co3AaHne YCIOBUIA Ans pasMeLLeHusl TECT-CUCTEM;

b) npoueaypbl, yCTaHOBMEHHbIE Arisi NONy4YEeHUsl, TPaHCTIOPTUMPOBKK, pasMeLLeHus, onpeaeneHns xapak-
TEePUCTUK N MAEHTUDMKaL NN TECT-CUCTEM, a TakoKe yXoAa 3a HUMU;

C) noaroToBKa TecT-cUCTeM, HabnogeHUst U1 OCMOTpPLI 10, BO BPEMS U Nocrie 3aBeplleHusl uccnego-
BaHUS;

d) obpalleHue ¢ TecT-cucTeMamum, yMUPAOLLUMU UM YMePLUMMU BO BPEMS! UCCIIEA0BAHUS;

e) cbop, naeHTndbnkaumsa 1 nopsgok paboTbl ¢ obpasLamMu, BKIOYas BCKpbITUE Tpyna WM rMcTonaTo-
noruo;

f) pasmelleHne TecT-cucTeM Ha UCTbITaTeNbHBIX NMoLWaaKax.

4.7.4.5 Tpoueaypsbl no obecrnedeHuto KavecTea

Pa6oTa nepcoHana no o6ecnevyeHno kayecTea 3aknoyaeTca B NNaHUPOBaHUK, COCTaBnNeHUn rpaduka
npoBepok, NpoBeaeHNN NPOBEPOK, AOKYMEHTUPOBAHNA U COCTaBMNEHUN OTYETOB O NPOBEPKAaX.

4.8 MpoBeaeHue uccneaoBaHUMn

4.8.1 MNnaH uccnepnoBaHunA

4.8.1.1 TnaH uccnegoBaHUs B MMCbMEHHOM Buae AoMmMKeH ObiTh pazpaboTaH Ao Hayana uccrnenoBaHus.
MnaH nccnegosaHusa AomkeH ObiTh YTBEPXKAEH AATUPOBAHHON NOAMMCHIO PYKOBOAMTENS UCCiegoBaHUsa n
BepUdULMPOBaH B COOTBETCTBMM C MPUHLMNAMWN Haanexalleil nabopaTopHON NpakTMKM nepcoHanom no obec-
nevyeHo KayecTea, kak onucaHo B 4.2.2.1, nepeuncnerune b). MNMnaH nccnegoBaHua JomkeH Takke ObITb
yTBEPXAEH PyKOBOACTBOM UCMbITATENBHOO LEHTPAa 1 CMOHCOPOM.

4.8.1.2

a) MonpaBskv K NNaHy nccnegoBaHUA AOMKHbLI GbITb 0GOCHOBaHEI, YTBEPXKAEHbI AAaTUPOBAHHON Noa-
n1celo pykoBoauTens uccneaosaHus. Monpaekn AomKHbI XpaHNTLCS BMECTe ¢ NNaHOM UccneaoBaHus.

b) OTknoHeHUs oT NnaHa nccnefoBaHns AOMKHEI ObITb ONMCaHbl, 06 BSACHEHDBI, NPU3HaHLI U CBOEBpe-
MEHHO noAnucaHel pykoBoauTenem uccrefosaHnsa n/niam oTBeTCTBEHHBIM UccnefoBaTenem(siMum) ¢ ykasaHu-
emM Aatbl. OTKNOHEHUs1 OT NnaHa MUCCNeAoBaHMA [AOMMKHBI XPaHUTbLCA BMecTe C NepBUYHBIMA JaHHbIMU
nccnegoBaHus.

4.8.1.3 OcHOBHOI NnaH nccrneaoBaHUs MoxeT GbiTb AOMONHEH crneunansHbIMU NPUNOXEHUAMU AN
npoBedeHns KpaTKOCPOUHbIX UCCreAoBaHUA.

4.8.2 CopepxaHue nnaHa uccneaoBaHus

Mnax uccnefoBaHUA 4OMKEH coaepXKaTb crieaytoliMe CBeeHNs, HO He orpaHMYMBaTLCS UMU.

4.8.2.1 NHdopmaumsa 06 nccnegoBaHnm, UCIbITYEMOM M CTaHAapTHOM 0GbeKTax:

a) MnorHoe HanuMeHOoBaHWe UccneaoBaHus;

b) cyTbuuens uccnegoBaHus;

C) onucaHue ncnelTyemoro obbekTa ¢ ykazaHueM koZa Unn HanMeHoBaHUs [No HoMeHknaType Mexay-
HapoaHOro coto3a TeopeTudeckon 1 npuknagHoin xumumn (IUPAC), pernctpaumoHHblil HoMmep CnpaBodHoM
cnyx6bl Mo XmMudeckoi nuTepaType AMepuKaHckoro xuMmmdeckoro oblecTtea (CAS), Buonoruieckue xapak-
TEPUCTUKU U T. M.];
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d) ucnonb3yemblii cTaHAAPTHBIN (KOHTPONbHBIN) 06 BEKT.

4.8.2.2 NHcopmauns o CNoHCOpe U NcNblTaTeNbHOM LieHTpe:

a) uvHdopMaLmMa 0 CNOHCOope C ykasaHNneM aapeca;

b) HaumeHoBaHMA K agpeca Bcex UchbITaTeNbHbIX LEHTPOB U UCMbITAaTENbHBLIX NMAOWAA0K, rae npea-
YCMOTpEHO NpoBefieHne UccrneaoBaHus;

c) damunusa, uMa, 0TYECTBO U aapec PyKOBOAUTENS UCCIIeAOBaHUS;

d) damunus, ums, oTYECTBO U agpec OTBETCTBEHHOro MccnegoBaTensa(en) n atanbl UccnenoBaHus,
nepegaHHble emy(MM) pyKkoBoauMTenem uccneaosaHna AN OTBETCTBEHHOMO BbINOSTHEHUS.

4.8.2.3 [Narthbl:

a) parta yTBepXaeHus nnaHa uccnefoBaHusa ¢ NOANUCHI0 PyKOBOAUTENS nccneanosaHus. [lata yTeep-
KAEHWA NniaHa uccnegosaHnus ¢ NoAMNUCHI0 PYKOBOACTBA UCTLITATENbHOMO LEeHTPa U CNOHCopa;

b) npeanonaraemMble AaThl Ha4Yana U OKOHYaHUA 3KCNepuUMeHTa.

4.8.2.4 MeToabl UCNbITAHUIA

CchbInkn Ha COOTBETCTBYIOLLME pasaentl MeToauyeckoro pykosoacTea OpraHusaumm 3KOHOMUYECKOTo
coTpyaHudyecTsa 1 passutust (OECD), apyrne pykoBoACTBa U METOAUKU.

4.8.2.5 [lpyrue npobnemo:

a) obocHoBaHue BbIbopa TECT-CUCTEMBI;

b) xapakTtepucTuku TeCcT-cucTeMbl: BUA, pod, WTaMMm, UICTOYHUK NpUobpeTeHuns, Konn4ecTeo, Avanaso-
Hbl Macchbl Tena, non, Bo3pacT W Apyras cylecTseHHan uHdopmMaumanT. n.;

¢) cnocob BBeaeHus n obocHoBaHWUe ero Beibopa;

d) ypOBHM 03 N/UNn KOHLEHTPaLMI, YacToTa U NPOACIMKUTENbHOCTL BBEAEHUS;

e) geTtanbHasi MHbopMaLuus 0 NPOeKTe 3KCNepUMEHTA, BKYaa onucaHue npoueayp uccneaosaHus B
XPOHOOrMYecKkoM nopsiake, Bce UCTIoNb3yeMble MeTOAbI, BeLecTBa U YCNOBUS NPoBeAeHUs nccnenoBaHus,
BMObI U YAcTOTy aHanu3oB, U3MepeHUn, HaGnaeHnn U NPoBepoK, cTaTucTudeckne MeTtoabl 06paboTku
OaHHbIX.

4.8.2.6 3anucn

MepeveHb BCex 3anuceit u AOKYMEHTOB, NoANeXaLlumxX XpaHeHUHo.

4.8.3 MNpoBeneHue nccnenoBaHun

4.8.3.1 Kaxgomy uccnegoBaHuio osmkeH ObiTb NPUCBOEH YHUKaMNbHBIA MAEHTUMUKALMOHHBIA HOMEpP
(koa). Bcem obbekTam, MMEOLWMM OTHOLLIEHWE K JaHHOMY UCCReAoBaHuto, Takke AoMmkeH 6biTb NPUCBOEH
naeHTUMKaLoHHbIM Homep (kog). ObpasLibl, UCMONb3yeMble B UCCieOBaHUMU, AOIDKHBI BbITb uAeHTUdULK-
poBaHbl ANA NOATBEPXKAEHUA UX NponucxoxaeHus. Takas naeHTUdMKauua AormKHa NO3BOMUTL OCYLLECTBATh
NpocnexMBaeMocCTb COOTBETCTBYOLLEro obpasua n uccnegoBaHus.

4.8.3.2 NccneposaHue AomkHO ObITb MpoBeAeHO B COOTBETCTBUM C MITaHOM UccreoBaHNS.

4.8.3.3 Bce gaHHble, NoNy4YeHHbIE B X04e UccreqoBaHust, 0OIPKHbI ObITb CBOEBPEMEHHO, BLICTPO, TOYHO
1 pa3bopunBO 3anncaHel, a 3aTem noanMcaHbl M AaTUPOBaHbI JIULOM, BEAYLLIUM 3TU 3anucu.

4.8.3.4 JtobGble n3ameHeHMsa NepBUYHBLIX AaHHBIX A4OMKHBLI 6bITb NpoBeAeHbl TakuM 06pa3om, YTo6bl He
6bInn NoTepsiHbl NpeablayLine AaHHble; AoMkKHA BbiTh yKasaHa Npu4MHa BHECEHUA U3MeHeHuid. 3anuck 06
N3MeHeHNsX goskHa bbITb 3aBepeHa AaTMPOBaHHON NOAMUCHI0 BHECLLIETO UX NALA.

4.8.3.5 [aHHble, 3apernctprpoBaHHbIe NyTeM NPSMOro BBoAa B KOMMbIOTEP, AOMKHBI B6bITb uaeHTudu-
LMpoBaHbl BO BpEMSA UX BBOAA OTBETCTBEHHBIM 32 3Ty MpoLeaypy NMULOM. YCTPONCTBO KOMMNbIOTEPU3NPOBaH-
HOW cucTeMbl OOMKHO obecreumBaTb COXpaHeHMe BCeX ayAMTOPCKUX OTYeToB, YTOObI MokasaTb Bce
N3MEHEeHWs1, He CKpbIBasi MePBUYHBLIX AaHHbIX. JormkHa 6bITb MpeayCcMOTPEHa BO3MOXHOCTb MPOCneaunTb, KTo
WMEHHO BHEC 3TN U3MEHEHWS!, C CMOMb30BaHWEM, HanpuMep, CUHXPOHU3UPOBAHHBIX U AaTUPOBAHHbIX (3MeK-
TPOHHBIX) Nognucei. JormkHbl 6bITs NpUBeAeHbl MPUYNHBLI BHECEHWS U3MEHEHWIA.

4.9 OTyeT 0 pesynbTaTax uccnegoBaHUin

4.9.1 O6WMe nonoxeHus

4.9.1.1 To okoHYaHWMM Kaxkaoro nuccrneaoBaHnsa AomkeH ObiTb NOArOTOBMNEH 3aKMHOYUTENbHBIA 0TYeT. B
cry4ae KpaTKOCPOUYHbIX UCCIIeA0BaHMI B CTaHAAPTU30BaHHbIN 3aKHOUNTENbHbBIA OTYET MOXET ObITh BKIIOYEHO
COOTBETCTBYHOLLEE NPUMOXKEHME.

4.9.1.2 OTBeTCTBEHHbIE UCCNEAOBaTENM, a TakkKe HayyYHble COTPYAHUKN, y4acTBYOLME B UCCIeioBa-
HUW, 3aBePSAIOT CBOW OTHETHI 4aTUPOBaHHON NOAMNUCHIO.

4.9.1.3 3aknounTenbHbIA 0TYET AoKeH BbITb noanucaH U 4aTMpoBaH PyKoBOAMUTENeM nccneqoBaHus,
KOTOpPbI NPUHNUMaET Ha cebs OTBETCTBEHHOCTb 3a OCTOBEPHOCTL AaHHbIX, NPUBEAEHHEIX B oTYeTe. [oSKHO
ObITb TaKKe yKasaHo, COOTBETCTBYET 1M 0TYET NPUHLMMIAM Hagnexallel nabopaTopHOM NpakTUKA.

4.9.1.4 VcnpaBneHus 1 gOMNOMHEHUSs K 3aKNYMTENBHOMY OTYETY A0MKHbI ObITh MpeacTaBneHbl B hop-
me nonpasok. [JomkHbl BbITb YETKO YKkazaHbl MPUYNHBLI BHECEHUS UCTIpaBeHUiA Unu gononHeHuia. Kaxgas us
nonpaBokK AorkHa ObITb NoANMcaHa 1 gaTupoBaHa pykoBoaUTENEM NCCeaoBaHNS.
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4.9.1.5 MepedopmaTupoBaHue 3aKIIIOYUTENBLHOIO OTYETa B COOTBETCTBUU ¢ TpeboBaHUAMK rocyaap-
CTBEHHOrO OpraHa perynmpoBaHus™® He cunTaeTcsl AeNCTBMEM MO BHECEHUIO UCNPaBEHWIA, ACNONHEHUA unnu
Monpasok B 3aKMOYUTENbHBIA OTYET.

4.9.2 CopepxaHue 3aKNOYUTENbLHOrO OTYETa

3akniounTenbHbIN OTYET AOSKEH coAepXaTb creayroLLyro MHgpopmaLumio, HO He orpaHUYMBaTLCS elo:

4.9.2.1 UgeHTudukaLmMoHHbIe AaHHbIE OTHOCUTENbHO UCCMeAoBaHUs, UCMLITYEMOro U CTaH4apTHOMO
06BLEKTOB:

a) pasBepHyTOe HaumeHoBaHuWe;

b) naeHTUdbMKaLMOHHBIE AaHHBIE OTHOCUTESBHO UCTIBITYEMOrO 06beKkTa — KoA U HauMeHoBaHue [no
HoMeHknatype MexayHapoaHOro cotosa TeopeTuyeckoi u npuknagHon xumun (IUPAC), perucTpaumoHHbIA
HoMep CnpaBoYvHON CRYXObl MO XUMUYECKoR NUuTepaType AMepukaHcKoro xuMmudeckoro obuiectea (CAS), 6uo-
niornyeckne xapakTepucTukm nT. n.];

C) HaumeHoBaHWe cTaHA4apTHOro 06beKTa;

d) XapakTepucTUKun UCMbITYEMOro 06beKTa, BKIoYas YACTOTY, CTabUNbHOCTL U OQHOPOAHOCTb.

4.9.2.2 NHdpopmauns 0OTHOCUTENBHO CMOHCOPa U UCTIbITATENbHOIO LeHTpa:

a) HaumeHoBaHWe U agpec CroHCopa;

b) HaumeHoBaHWs 1 agpeca UcnbiTaTeNbHbIX LLEHTPOB U UCMIbITAaTENbHBIX NNOWAAOK, Y4aCcTBYOLWMX B
nccriegosaHuu;

c) damunua, UMA, 0THECTBO U aApec PYKOBOAUTENA UCCNe0BaHWUIA;

d) cbamunua, nms, oTYECTBO U agpec OTBETCTBEHHOro uccneaosarensi(ein) u atanel UccnegoBaHus,
nepegaHHble eMy A5 BbINOMHEHUS;

e) amunusi, UMs, 0TYECTBO N afipeca Hay4HbIX COTPYAHUKOB, OTYETHI KOTOPLIX BOLSN B 3aKNOYUTENb-
HbIA OTYeT.

4.9.2.3 faTtbl

[aTtbl HaYana 1 okoHYaHUsA SKCNepUMeHTa.

4.9.2.4 Ot4yeT MHCNeKTOPOB No obecneveHuto kKavyecTsa

OT4eT 0 BbINOMHEHUM MPOrpaMmbl 06ecneveHUsA KauecTsa 4OSPKEH CoaepKaTb CBEAEHUS O TUNaxX U AaTax
npoBedeHHbIX NPOBEPOK, 3Tarnbl UCCneaoBaHWUA, NOABEPrHyTble MpoBepKe, AaTUpoBaHHbIe pesynbTaThl
WHCMNEKTUPOBaHUA, kKoTopble Bbiny NpeacTaBneHbl PYKOBOAUTENHO UCCNeA0BaHNUS U OTBETCTBEHHOMY UCCneao-
BaTeno(am). TU NoNoxeHUst HeobXxoAUMbI AN MOATBEPKAESHUS TOTO, YTO B 3aKMHOYUTENIbHOM OTHYEeTe 40CTO-
BEPHO OTpaXeHbl NepBUYHbIE AaHHbIE.

4.9.2.5 MaTtepunansl n MeToabl UCCNEeA0BaHUS:

a) onucaHve MaTepuarnos 1 MeTOA0B, UCMOSb3yEeMbIX B UCCMNEA0BaHUSIX;

b) cnpaBoyHas MHpopmMaLus, NonyYeHHast U3 MeToANYEcKoro pykooAacTBa OpraHusaLum aKoHoMu4ec-
koro coTpyaHudecTsa v passutusa (OECD) nnum nHbix obrumnanbHbIX pyKOBOACTB U MEeTOAUK, KOTopble Bbinn
NCMNOmb30BaHbl B UCCNEAOBAHUNA.

4.9.2.6 PesynbTtarhl:

a) KpaTkas cBoAKa pe3ynbTaTos;

b) BCSA MHBOpPMaLMs n AaHHbIE, NOMyYeHHbIE NPY BBINMOIHEHUA MilaHa UCCreJoBaHNs;

C) npefcTaBneHne pesynbTaToB, BKOYAs BbIMUCIEHUSI U CTAaTUCTUYECKYI0 0BpaboTKy nonyyYeHHbIX
OaHHbIX;

d) oueHka u obcyxaeHue pesynbTaToB, BbIBOAbI, 3aKIOYEHUSA.

4.9.2.7 XpaHeHue

[omkHo 6bITh onpeaeneHo MecTo, rae byayT XpaHUTbCS B HaaneXallmx YCroBUsIX NiaH uccnegoBaHus,
06pasupbl UICNbITYEMbIX U CTaHAAPTHLIX 0O bEKTOB, MePBUYHLIE AaHHbIE U 3aKITHYUTENbHbIA OTYET.

4.10 XpaHeHue 3anucein u MaTepuarnoB

4.10.1 B TeyeHue ycTaHOBNEHHOIo Nepuoaa BpEMEHU B apXuBe AOIMKHbI XpaHUTBLCS criedytoLmne goKy-
MEeHTBbI U MaTepuarnsi:

a) nnaH uccnegosaHwus, NepBUYHbIE AaHHble, 0bpasubl UCNbITYEMbIX UMW cTaHOAPTHBIX O6LEKTOB,
3aKNIUUTENbHBIE OTYETHI O KaXKOOM UCCNefoBaHuu;

b) maTtepuanbi npoBepok, BLINOIHEHHbIX B 0611acTu nporpammbl o6ecneyeHns KauecTBa, a Taikke OCHOB-
HoOW NnaH-rpaduk;

c) cBegeHusi 06 06pazoBaHuUM, TOAroTOBKE, KBANMUKaLMK U OnbiTe paboTbl COTPYAHUKOB;

d) 3anucu u ot4yeThl 06 obcnyxuBaHum n kanubpoBke 0b6opyaOBaHNUS;

* B Poccuiickor Pepepaumm, Hanpumep, B COOTBETCTBUM ¢ TpeboBaHusiMu PeiepanbHOro areHTCTBa No TEXHUYEC-
KOMY perynupoBaHuio u MeETponorvu.
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e) AOKYMEeHTbI Mo Bannaaumm KOMMboTePU3NPOBaHHBIX CUCTEM;

f) uctopuueckue ainbl Bcex cTaHgapTHbIX onepaunoHHbIX NpoLeayp;

g) 3anucu MOHWTOPUHra napameTpoB OKpyXKatoLeln cpedbl, B TOM 4Y1Cie B MecTax NPoBeAeHNs uccrneao-
BaHWiA. B cnyyae ecnv cpok xpaHeHUsi MaTepuanos He YCTaHOBIEH, A0MKHO BbITb onpeaeneHo 1 3aperncTpu-
pOBaHO OKOHYaTerlbHOe MEeCTO XpaHeHUs MaTepuanos uccneaoBaHus. MpuUynHLI YHUUTOXEHUs obpasuos
UCNbITYeMbIX U cTaHAAPTHLIX 06 bEKTOB 40 UCTEYEHUSA YCTaHOBMNEHHOIO Nepuoaa XpaHeHust AOIKHbI 6biTb 06b-
ACHeHb!. IcnbiTyemble U cTaHAapTHbIE 06 BEeKThI AOMKHBI XPaHUTLCA 40 TEX NOpP, NOKa UX KaYeCTBO No3BonsieT
WX UCNOMb30BaThb (C y4ETOM UHCTPYKLIMM MO XPaHEHUIO 0O BbEKTOB).

4.10.2 Matepuansl, xpaHswMecs B apxusax, A40MKHbI 6biTb BHECEHbI B KaTanor aAnst obneryeHus nx
noucka.

4.10.3 [octyn K apxuBam AoSKeH 6biTb BO3MOXHBIM TONBKO C pa3pelleHns pyKoBOACTBa UCNbITaTerlb-
Horo LeHTpa. formkHa 6bITb NpegycMoTpeHa perucTpaumsa npuemMa U Bbigaumn apXuBHbIX MaTepuanos.

4.10.4 Ecnu ncnbiTaTeNbHbIA LLEHTP UNU OpraHnu3auusl, B KOTOPOW pacnonoXeH apxus, npekpailaet
CBOe cyLlecTBOBaHue unm ob6bssnsieT cebs 6aHKPOTOM U He UMeeT NpaBoONPEEeMHUKOB, apXMBHbIE MaTepuarbl
AOMKHBI BbITb NepeaaHbl B apXMB CioHcopa(oB) uccneaoBaHus(i).

11
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