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2 BHECEH TexHun4yeckuM KomMuTeToM no ctaHgaptmdaumnm T K100 «CTpaTerniecknii ¥ MUHHOBaLVOHHbI
MeHeKMEHT»

3 YTBEPXOEH W BBEJEH B ,LI,EMCTBVIE Mprkazom PefepasbHOro areHTcTBa rno TeXHUYecKomy
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4 HacToswwii cTaHgapT naeHTUYeH pykosogsaiwemy okyMmeHTy OpraHusalmm 3KOHOMUYECKOro COTPYA-
HnyecTBa u pa3suTna (O3CP) «MpuHUMNbI Hagnexawieli na6opaTopHoli npakTukn» («<OECD. PRINCIPLES
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5 BBEJEH BIEPBbIE
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CSIUHO M3AaBaeMbIX UH(POPMALMOHHBIX YKasaTensax «HauymoHa bHble CTaHgapThi». B ciyyae nepecMoTpa
(3aMeHbI) MM 0T MeHbl HACT OSILLEr0 CTaHAapTa CooTBeTCTBYlOLLee yBeJoM/eHue 6yaeT ony6/MKOBaHO
B ©XXEMECSYHO M3aBaekioM MHPOpMaLOHHOM ykasaTene ((HauuoHarnbHble cTaHgapThi». COOTBETCTBY-
loLLasn MHhopmaums, yBeoMeHe U TeKCTbl pa3MeLan T e Takke B MH(OPMaLMOHHO cucTemMe o6LLero
Nofib30BaHUsl — Ha opuLManbLHOM caiiTe ®efBpasnbiloro areHTCTBa N0 TeXHNYECKOMY peryvpoBaHuio 1
MeTposiorun B ce T HTepHeT
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BBepeHne

HacTtoawuii ctaHgapT «MpuHLMNbl Hagnexatleli nabopaTopHO NpakTUKM» NOArOTOB/IEH B Lenax rap-
MOHM3aLUN 0TEYECTBEHHbIX HOPM U MPaBUI C MEXAYHapOoAHbIMY JOKYMEHTaMM, U B MEePBYI0 oYepeb— C LOKY-
MeHTOM OpraHusalMm 3KOHOMUYECKOro coTpyaHuyecTBa U pasButus (OSCP) «[lpuHuMnbl Haanexallel
na6opaTtopHoli npakTuku (GLP)».

Heyf0BneTBOPEHHOCTb MPaBUTENLCTB W NpefcTaBuTeneid NPOMbILIEHHOCTU PasHbIX roCyAapcTB
Ka4yecTBOM HEKIMHUYECKUX NCCNeA0BaHNiA, Ha pe3yibTaTax KOTOPbIX OCHOBbIBAETCS OL€HKA YPOBHS ONacHOC-
T B OTHOLLEHMU 30POBbA YEI0BEKA M OKpYXaloLw e cpefpl, ABUIaCk NPUYMHON yCTaHOBNEHUS rocyjapcTBa-
My — yneHamu OICP kpuTepueB A1 NPOBeAeHNA NOA0GHbIX UCCNEef0BaHNIA.

Cuenbio n3bexaTb NCNOMb30BaHUSA Pa3HbIX CXEM BbIMOIHEHNA NOAOOHBIX NCCNef0BaHWNA, YTO MOT/10 Obl
npenaTCTBOBaTbL MeXAyHapoHOl TOProse XMMNYeCcK1nMmn BelllecTsamm, rocygapcrea — unernbl O9CP nocta-
BUY 3a[a4y OCYLLeCTBUTb MeXAyHapOo4HY rapMOHM3aLLMio MeTO40B UCTbITaHUIA M Haanexate nabopaTop-
HOWM npakTukn. B 1979—1980 rr. mexayHapogHasa rpynna 3akcnepToB, CO3AaHHas COrNacHo cneuvasnbHoi
nporpaMme no KOHTPOJII0 XMMUYECKMX BELLECTB, paspaboTana fokyMeHT «O3CP. MpuHUMnbl Haanexalleh
nabopaTopHoii npakTukn (GLP)» [OECD. Principles of Good Laboratory Practice (GLP)] npu ncnons3oBaHumn
OopraHv3aLnoHHbIX M Hay4YHbIX METOLO0B U OMbITa, NOJyYEeHHbIX U3 Pas3INyHbIX HALMOHA/IbHLIX U MeXAyHapos-
HbIX UCTOYHUKOB. 3T «[puHLMnbl GLP» 66111 npuHATbl CoBeToM O3CP B 1981 r. Kak NpuioXeHue K peLueHuto
CoseTta O3CP 0 B3aUMHOM NPUHATUM JAaHHbIX MPU OLLEHKE XUMUYECKMX BELLEeCTB.

B 1995—1996 rr. 6bIn1a chopMMpoBaHa HoBas rpyrnna aKCnepToB, KoTopas nepecmoTpena «MpuHUmnbI
Hagnexalen nabopaTopHoii npaktukn (GLP)». O6HOBNeHHas Bepcusa fOKyMeHTa 6Gblna paspaboTaHa Ha
OCHOBE COrflaCUTesbHbIX pPeLleHnil, AOCTUTHYTbIX 3TOWN rpynnoi akcnepToB. [laHHbI AOKYMEHT OTMEHSEeT U
3aMeHsleT NnepBOHavYasbHbI AOKYMEHT «IpUHUMNbLI Hagnexallei nabopaTopHo npakTukn (GLP)», NpuHATLI
B 1981 r.

Llenb «MpuHUMNOB Haanexatei nabopatopHoi npaktuku (GLP)» coctouT B TOM. 4T06bI 06€CNEeYnTb
npoABumXeHne NPUMEHEHUS NPUHLUMNA OLEHKM KayecTBa [aHHbIX, MOMYYEHHbIX B pe3ynbTaTte WUCNblTaHWii.
ConocTaBMMOCTb YPOBHSA KayecTBa faHHbIX, NONYUYEeHHbIX B pe3ysibTaTe ucnbitaHuii, hopMmpyeT OCHOBaHue
OS5 B3aUMHOTO NPUHATUA faHHbIX B pasHbIX CTpaHax. Ecnn oTaenbHble CTpaHbl MOTYT yBEPEHHO NOSIOXUTLCA
HaAaHHble UCTIbITaHWI PYTMXCTPaH. MOXHO n3bexatb Ay 6/MpyroLWwmnx NCNbITaHNA, 3KOHOMSA BPEMS 1 PeCypCbl.
MpumeHeHne «MpUHUMNOB Hagnexalleit nabopaTopHoii npakTuku (GLP)» no3BonuT n3bexaTb Co3jaHnsA Tex-
HMYyecknx 6apbepoB Npy NpoBefeHNn TOProBoOW AeATeNbHOCTU M 6yaeT cnocob6CTBOBATh OCYLLECTB/IEHMIO
3alMTbl 340POBbSA YENOBEKA M OKPYXaloLL el cpefbl.
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HALULMWOHANBHBIN CTAHAAPT POCCUWNCKOWN GENLEPALUMN

MPNHUNMbI
HALNEXALLEA NABOPATOPHOW MPAKTUKN

Principles of good laboratory practice

fatasBegeHns — 2010—03—01

1 O6nacTb NPUMEHEHUS

HacToswuii ctaHaapT ycTaHaB/MBaeT NPUHUMNLI Haanexalwen nabopaTopHoi NpakTuku, npeaHasHa-
YeHHble A5 NPUMEHEHUSA NPU NPOBEAEHUN HEKNIMHUYECKUX UCTbITaHW 06BHEKTOB, CoAepXalluxcsi B nekap-
CTBEHHbIX CpeAcTBax, Nectuyuaax, KOCMeTMUYecKoin Npoaykuuu, BeTepuHapHbIX npenapartax, MULLEBbIX U
KOPMOBbIX 06aBKax, a TakKe XMMUYECKNX BELLeCTBaX NPOMbILLNEHHOIO Ha3HauyeHus. icnblTyeMble 06bEeKTbI
MOTYT GbITb KaK CUHTETUYECKOI NPUPObI, Tak U GUOTEHHOIO NPOUCXOXAEHUS, a TaKKe NpeAcTaBiATb OO0
XWBblE OpraHusmbl. Lienb UCMbITaHWii COCTOMT B TOM. YTOGbI MOMYYUTb AAHHbIE O CBOMCTBAX UCMbITYEMbIX
06bEKTOB U/MM 06 nx 6e30MacHOCTM A1 340POBbA MOAEN N/Mny oKpyxXaroLLei cpeabl.

HeknunHnyeckme ncnbiTaHns B 06/1aCTM MEAULUHCKOMR 1 3KOI0rMYecKoli 6e30NacHOCTU, OXBaTbiBaeMbIe
npUHLMNamMun Hagnexaueii NnabopaTopHOii NPaKTUKK, BKIOYAKOT B ce6A 1CC/ieA0BaHNs, NpoBoAMble B nabo-
paTopHbIX, TEMIMYHBIX U NONEBLIX YCN0BUSIX. MPUHUMNLI Hagnexaleit nabopaTopHON NPaKTUKM NPYMEHUMbI
[ANA BCEX UCMbITaHWli B 06/1aCTW MEAULMHCKONM 1 3KO/10rnyeckoli 6e30nacHoCTU, NPOBOAUMBIX B LieNSIX permc-
Tpaumu n NMLEeH3MPOBaHUsS TeKapCTBEHHbIX CPEACTB, NECTULMAOB, NMULLEBBIX U KOPMOBbIX 406aBOK, KOCMETU-
Yyeckoii NpoayKuMmn, BeTepUHapHbIX NpenapaTos U APYrMx NoA06HbIX NPOAYKTOB, & TAKKE XMMUYECKUX BELLECTB
NPOMBILIIEHHOTO Ha3HAYeHWs, 3a WCK/IYEHWEM C/lydyaeB, 0COGO0 OroBOPEHHbIX B COOTBETCTBUM C
HalMOHa/IbHbIM 3aKOHO4ATE/IbCTBOM.

2 TepMuHbI 1 onpeaernieHus

B HacTosLweM cTaHAapTe NPUMEHEHbI CeAytoLe TePMUHbI C COOTBETCTBYHOLMMU ONpeseneHnsiMu;

2.1 MpuHUUNbl Hagnexawe nabopaTopHOl NPaKTUKK

2.1.1 npuHumnnbl Hagnaexauwen nabopatopHoii npakTukun (Good Laboratory Practice (GLP): Cuctema
obecneyeHns ka4yecTBa, MMeloLLas OTHOLLEHKe K npoL,eccam opraHusaLmm, naaHMpoBaHus, nopsaaky npoeeje-
HMA 1 KOHTPOSIIO UCMbITaHWI B 06/1aCT OXPaHbl 340POBbS YesioBeKa 1 6€30NaCHOCTM OKpYyXaloLei cpeabl, a
TaKke oQOPMIEHUS, apXMBMPOBAHWSA U NPeACTaBNEHNS Pe3yNbTaTOB 3TUX UCTbITAHWNA.

2.2 OpraHusaumsa ucnoiTatesibHbIX LLEHTPOB

2.2.1 wcnbiTaTenbHbIl LeHTp (testfacility): ®akTnueckoe mecTo NnpoBeAeHUS HEKTMHUYECKMX UCTbITa-
HWIA, rae 4OMKHbI 6bITb PACNOIOXKEHb! KONNEKTVB CNEeLnannucToB, NoMeLLeHns nobopyaoBaHne, Heo6xoaumble
ANA VX BbINONHEHWA. ECNn ucnbiTaHne BbIMOMHAIOT HA HECKO/TbKUX UCTbITaTe IbHbIX NI0WaAKax, a He B O4HOM
MecTe, TO NoJ, TEPMUHOM «UCMbITATENbHbIA LLEHTP» MOHUMAIOT LLEHTP, rAe A0/MKHbI 6biTb pacnooXeHbl PyKo-
BOAMTENb UCMbITAHWUIA 1 BCE UCNbITaTe bHblE NMOLWAaAKN, N0 OTAE/bHOCTW 1 BCe BMECTe paccMmaTpuBaeMble B
KauyecTBe ncnblTaTe/IbHbIX LEEeHTPOB.

2.2.2 vcnblTaTenbHasa nnowagka (test site): Mecto nposegeHns kakoro-nnbo atana nccnefosaHus.

2.2.3 agMuHucTpauma ncnelTatenbHoOro ueHtpa (test facility management): iugo nnu nuua, oduum-
anbHO BO3rNaBAAOLWME UCTILITATE bHBIN LLEHTP M OTBETCTBEHHbIE 3a OpraHM3aLunio 1 coblaeHne B HEM Npu-
HUMNOB Hagexallelt NabopaTopHO NPaKTUKK.

2.2.4 agMuHuCTpauumsa ucnboliTaTenbHOW naowankm (test site management): Jinyo nnm nuua, odnuym-
anbHO BO3rNaBAsoLMe UCTbITATENbHYIO NIOWAaAKY N OTBETCTBEHHbIE 3a NPOBEJEHNE Ha Heli COOTBETCTBYIO-
LLMX 3TANOB MCC/IeA0BaHMNI COracHo NpUHUMNaM Haaaexatieli nabopaTopHO NPaKTUKN.

N3paHne opuymnansHoe
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2.2.5 cnoHcop (sponsor): du3nyeckoe Uan LPULNYECKoe NnLo, KOTOPOe NHULUMPYET UCCNefoBaHNS,
ochopmnseT 3akas, noasepxusaeT U/unu yTeepxaaeT NpoBefeHNe HEKIMHUYECKUX UccnefoBaHnii u Hecet
OTBETCTBEHHOCTb 3a ero opraHv3aLmio u hrHaHCcMpoBaHue.

2.2.6 pykoBoauTenb uccnepgosaHus (study director): /inyo, oTBETCTBEHHOE 3a NPOBEAEHNE HEKTNHU-
4eckoro uccnefoBaHusa B 061aCTM MeMLMHCKON 1 3Konormyeckoli 6e30nacHOCTU OT Havyana [0 KoHUa.

2.2.7 oTBeTCTBEeHHbI nccneposatensb (principal investigator): /iuyo, koTopoe, B cily4yae NpoBefeHns
nuccnefoBaHUn Ha HECKONbKMX Niowagkax, AeiicTByeT OT MMEHW PyKOBOAUTENSA NCCNef0BaHNSA N HeCeT OTBET-
CTBEHHOCTb 3a nepefaHHble B ero BegeHne gasbl uccnefoBaHus.

MpumeuyaHune — OTBETCTBEHHOMY MccnegoaaTesnto(siM) He MOXET 6GbiTb MOMHOCTbIO NepefjaHa OTBETCTBEH-
HOCTb PYKOBOAMTENSA UCCNE0BaHUS 3a NPOBEfEeHNEe NUCCNeA0BaHNsA, NOCKONbKY OHa BK/lOUaeT B ce6s yTBEPXAEHWe nnaHa
uccneAoBaHuUsa v nonpasku K aToMy nniaHy, yTBEpXAeHWe 3akN0UnTe/IbHOTo OTUeTa U rapaHTum, 4To BCE UCC/Ie0BaHUS CO-
OTBETCTBYIOT MPUHLMUNAM Haanexauieit 1abopaTopHOil NPakTUKK.

2.2.8 nporpamma obecnedyeHns kayecTsa (quality assurance programme): NMporpamma pa6oT, BbINnos-
HAEMbIX HE3aBUCUMbIM OT NPOBEAEHNSA NCC/IeJ0BAHNI NEePCOHaIOM ¥ HanpaBs/ieHHbIX Ha 06ecnevyeHne agmu-
HUCTpauueit NCnbITaTeNIbHOro LeHTpa cob104eHNa NPUHLMNOB Hagnexallell nabopaTopHO NPakTUKK.

2.2.9 cTaHfapTHble onepaynoHHblie npouenypbl; COl (standard operating procedures; SOPs): NMoa-
po6Hble MMCbMEHHbIE UHCTPYKLUW, COAepXaLline onmcaHne npoLeccoB NPOBeAEHUS UCTbITAHWIA UAn Apyrol
[eATenbHOCTY, Kak MpaBwuio, He NpeAcTaBeHHbIX AeTanbHO B NJaHax uccnefoBaHust UNn pykoBoACTBax No
NPOBEeAEHWNI0 UCMbITaHWN, U NPefHa3HaYeHHble A8 JOCTUKEHNA e4MHO06pa3na Npu ocyLecTBNeHn onpeje-
JNIEHHO AeATENBHOCTU.

2.2.10 ocHoBHOI nnaH-rpaduk (master schedule): Mpaduk paboT 0606LLal0LLEero YPOBHS, BK/IOUat0-
Wi B cebs YKpYNHEHHbIe aTanbl 1 K/l4YeBble CoObITHA, T. €. CBOAKY MHhopmaLuy, NO3BO/IAIOLLYI0 OLEeHUTb
pabouyto Harpysky U MCNonb3yemyto 418 KOHTPONA NPOBeLEeHNS CCNef0BaHunii B UCMbITATE/IbHOM LieHTpe.

2.3 HoknnHunuyeckoe nccnegoBaHve MefULUUHCKOW M 3KoNornyeckoli 6esonacHocTyn

2.3.1 HekNMHWYecKoe uccnefoBaHne MeguULUHCKOW U aKonornyeckor 6esonacHocTu; nccnego-
BaHue (non-clinical health and environmental safety study): kcnepumMeHT nnun pag akcnepyMeHTOB, COrNacHo
KOTOPbIM 06 BbEKT UCNbITAHNIA NOABEPratoT NCCNeA0BaHN0 BNabopaTopHbIX, TEMINYHBIX AN NOEBbLIX YC10BU-
SIX. YTOObI MOIYYNTb AAaHHbIE O CBONCTBAX 06beKTa U/unm ero 6e30mMacHOCTU U NPeAcTaBUTb UX Ha paccmoTpe-
HVe KOHTPONMPYIOLL UM OpraHam.

2.3.2 kpaTKocpoyHoe nccnegosaHue (short-term study): ViccnegosaHvie, NpoBOANMOE LLUMPOKO pac-
NPOCTPaHEHHbIMY CTaH4aPTHBIMM MeTo4aMun B TeHEHNE HENPOAOIKUTENBHOTO BPEMEHU.

2.3.3 nnaH uccnegoBaHus (study plan): lokyMeHT, ONMMCbIBAOLLMI LEeIM 1 METOA0OMMI0 3KCNePUMeEH-
Ta AN NpoBeAeHns NccnefoBaHns 1 BKIoYaoLWwnii B cebs BCce BHECEHHbIE B HETO NOMPaBKW.

2.3.4 nonpaska K nnaHy uccnegosanus (study plan amendment): LileneHanpaBneHHoe U3MeHeHve B
nnaHe nccnefoBaHUsl, BHECEHHOE Noc/e Havyana ero NpoBeaeHus.

2.3.5 oTk/IOHeHMe OT NnaHa uccnegoBaHus (study plan deviation): HenpegHamepeHHOe OTK/TOHEHME
0T N1aHa uccnefoBaHns Nocne Hayana oro NpoBeAeHuUs.

2.3.6 TecT-cuctema (test system): Buonornyeckasn, xumuyeckas wnm pusmyeckas cuctema B oTaesNb-
HOCTW WK B KOMOMHAL UK, NCMONb3yeMas B UCC/1e0BaHUSIX.

2.3.7 nepBuYHble gaHHble nccnegoBaHusa (raw data): OpuruHansl 3anuceit 1 OKYMEHTOB UCNbITa-
TeNbHOro LleHTpa Wan Ux 3aBepeHHble Konuu, oTpaxatowue pesynbTaTbl Habnlo4eHnl 1 npoueaypsbl, Npose-
[JeHHble BO BpeMS NccnefoBaHus.

MpumeyvyaHune — MepBUYHbIMW JaHHbIMWU UCCNE[OBAHUA MOTYT 6biTh: dhoTorpadun, MUKPOUAbMbI, MUKPO-
N/IEHKN. NX KOMWUMW, [UCKETb 1 KOMNAKT-A4WCKU, paboyne 3anucy, BKIOYast 3anucu nokasaHuii aBToMaT3MpoBaHHbIX NpU6o-
pOB. N ApPYre HOCUTeNU flaHHbIX, KOTopble o6ecneynBatoT 6e3onacHoe xpaHeHne MHGOpMaLn B TeyeHne onpejesieHHoro
nepuoga BpemeHu (cm. 2.3.10).

2.3.8 obpaseuy (specimen): Jllo6oi maTepuan, B3ATbIA U3 TECT-CUCTEMbI A1 U3YYEHUS, aHannsa unm
XpaHeHus.

2.3.9 pata Hauyana akcnepumeHTa (experimental starting date): [lata nony4yeHnsi nepBbIX IKCNEPUMEH-
TaslbHbIX AaHHbIX.

2.3.10 paTta okoH4YaHuA akcnepumeHTa (experimental completion date): Jata noay4yeHus nocnefHUx
3KCNepUMeEHTasNIbHbIX faHHbIX.

2.3.11 pata Hauvana uccnepgoBaHusa (study initiation date): ata nognucaHns pykosogutenem uccrne-
[0BaHUs NnaHa uccnefoBaHus.

2.3.12 paTta okoH4YaHusa nccnepoBaHusa (study completion date): lata nognucaHus pykoBoguTenem
nccnefoBaHNs 3aK/TYNTENIbHOMO OTYeTa.

2
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2.4 O6BeKT ucnbiTaHUA (MCNbITYEMbI NN TECTUPYEMbIA 06BEKT)

2.4.1 TecTupyeMmblii 06beKT (testitem): O6BLEKT, NpeacTaBNAOLW M CO60I NpeaMeT nccnefoBaHus.

2.4.2 cTaHAapTHbIN 06beKkT (o6pasel), «KOHTPO/bHbI» 06BbekT (o6pasen) (reference item,
«control item»): O6bekT (06paseL), NICNoNb3YEeMbI 415 CPABHEHWS C UCNbITYEMbIM 06bEKTOM, MetoL il odou-
LuanbHo (opnanyeckun) ya0CTOBEPEHHbIV COCTaB.

2.4.3 naptus, cepus (batch, lot): OnpegeneHHoe KONMYECTBO UCMLITYEMOrO WU CTAHAAPTHOTO 06bek-
Ta, Mosly4eHHOoe B TeYeHne onpeaeneHHoro Npon3BoACTBEHHOIO LiK/Ia TakuM CoCO60M.4TO 3TOT 06 bEKT UMe-
eT 0OAHOPOAHbI XapakTep.

2.4.4 HocuTensb (vehicle): BelwecTBo, UCNONb3yeMOe /19 CMELUVBAHUSA, [UCNIEPTUPOBAaHNSA UM PACTBO-
peHnsa TeCTUPYEMOro UK CTaHAAPTHOro 06bekTa U No3BoNALee 061erynTb ero BBEEHNE B TECT-CUCTEMY.

3 HasHaueHue v npumeHeHune

3.1 MMpuHuUnbl Hagnexalleli nabopaTopHOi NpakTUKKU, NpeacTaBnsoL e coboli cucteMy HopMm, npa-
BW/1 1 yKa3aHuii, npefHa3Ha4veHbl 418 o6ecneyeHns cornacoBaHHOCTU U [JOCTOBEPHOCTUN pe3ybTaToB HeKu-
HUYECKUX (SOKNUHNYECKMX, NabopaTopHbIX, 3KCNepUMeEHTa bHbIX) UCCef0BaHUNA.

3.2 TMpuHuunbl Hagnexaten nabopaTopHO NPakTUKM onpegenieHbl Kak cucteMa obecneyeHuns Kayec-
TBa. kacalLasca opraHmsalumn npolecca UCNbITaHWi U yCNOoBUIA, B KOTOPbIX HEKTMHUYECKNE uccnefoBaHns
6e30nacHOCTM B 06/1aCTN OXpaHbl 3[,0POBbSA 1 3KOSI0OrMYeckoit 6€30MacHOCTM AO/MKHbI BbiTb CM/IAHWPOBAHBI,
BbIMO/IHEHbI, MPOKOHTPOIMPOBaHbI 1 3apErncTPMPOBaHbI.

3.3 MMpuHuunel Hagnexate nabopaTtopHOV NPaKTUKM pacnpoCcTpaHATCA Ha paboTy hapMakoioru-
YeCKMX. TOKCUKOTOTMUYECKUX 1 ApYrnx nabopaTopuii 6uonormyeckoro npotuns, a Takke Ha uccnefoBaHus B
cchepe NPOMBbILLSIEHHON TOKCUKOIOTVW, @ UMEHHO Ha U3yYeHne CBONCTB XMMUYECKNX COeAVHEHWUI, UCMONb3Yye-
MbIX B MPOM3BOACTBE NOTPEOGUTENLCKMX (HENEKapCTBEHHbIX) TOBAPOB B LE/ISIX OLEHKN UX MOTEeHLMabHOM’
0nacHOCTM A4/151 340POBbS Ye/TI0BEKA U COCTOSTHUS OKpYXatoL e cpesbl.

3.4 TpuHuunel Hagnexate NabopaTopHOV NPakTUKN HanpasfeHbl Ha obecneyveHne npremaeMocTu
pe3ynbTaToB Hay4HbIX UCCNEeL0BaHNIA Ha 3Tane aKCNePUMEHTANIbHOTO N3YyYEHUSI HOBbIX 1IEKapPCTBEHHbIX Npe-
napatos. [TpuemnemocTb BAAHHOM C/ly4ae 03HavyaeT, COLHO CTOPOHbI, JoKa3aTelbHOCTb U HAAEXHOCTb laH-
HbIX. C ApYroil — cobngeHne NpUHLMNOB ryMaHHOro obpatleHns ¢ 1abopaTopHbIMU XXUBOTHLIMMU.

3.5 OpraHusauus, 3aHMmaloLLancs n3y4eHnem XMMn4eckoin n bmonoruyeckoin 6e3onacHocTy Kak knac-
CUYECKNX XUMUYECKNX BELLLECTB, Tak U 6UOTEXHONOTMYECKNX, FTEHHO-MOANM(NLNPOBAHHBLIX U HAHOTEXHO10IU-
YeCcKMX MpPOAYKTOB, AO/MKHA UMEeTb CyX0y obecrneyeHns KkayecTBa C Liefbio NpefocTaBuTb rapaHTun, Yto
nomMeleHus, o6opyfoBaHue, nepcoHas, MeToAbl W [OKYMeHTauusi COOTBETCTBYIOT HOPMAaTUBHbIM
TpeboBaHuUsAM.

3.6 Cnyxb6aob6ecneyeHns kayecTBa A0/HKHA ObITb HE3ABMCUMOI OT NepcoHana, 3aHATOro B NpoBeAeHUN
nccnefoBaHnii, ofHaKo COTPYAHNKM 3TOM CAYX6bl fO/MKHBI ObITb 3HAKOMbI C NpoLUefypamMy NpoBeAeHUs ncene-
[lOBaHWIi 1 NOAOTYETHLI HENOCPEACTBEHHO PYKOBOACTBY UCMbITATENBHOIO LLEHTPA.

4 MpuHuMnbl Hagexawen nabopaTopHO NpakTUKK

4.1 OpraHusaumsa n nepcoHan UCnbiTaTesbHOro LeHTpa

4.1.1 O653aHHOCTU agMUHUCTPAaLUN UCNbITATENBHOTO LEeHTpa

4.1.1.1 AAMUHMCTpPaLMA UCMNbITATENIbHOTO LeHTpa [AO0/KHa rapaHTMpoBaTth, YTO NPUHLMUIMBLI Hagexa-
el nabopaTopHOW NPakTUkM 6yAyT CO6N0AEHbI B NOTHOM 06beMe.

4.1.1.2 ByacCTHOCTW, afMUHUCTPAaLUA JO/KHA:

a) yTBepAuTb NOMIOXKEHUS, COrMacHO KOTOPbIM onpeAenstoT nuuo(a), Hecylee NosiHyl OTBETCTBEH-
HOCTb 3a ynpas/ieHve nccnefoBaHns MM COrNacHo NpUMHLUMNaM Hagnexatlieli nabopaTopHOL NPaKTUKK;

b) rapaHTMpoBaTh, YTO f/191 CBOEBPEMEHHOIO 1 HaA/1eXxallero NnpoBeAeHNs nccnefoBaHna UMeTca B
[lOCTaTOYHOM KO/IMYeCTBE KOMMNETEHTHbI NepcoHas, COOTBETCTBYHOLME NOMELLeHMUsT, 060pyj0BaH/e 1 MaTe-
pvansl;

c) obecneynBaTb Ha/MuMe AOKYMeHTauun o6 ypoBHe kBanudmkalmm, o6pasoBaHum, onbiTe paboTbl 1
[OMKHOCTHBIX 0683aHHOCTAX CNELNannCTOB U TEXHUYECKOrO NepcoHana;

d) rapaHTupoBaTb, YTO BCE COTPYAHUKN YETKO NOHUMAOT CBOU 06A3aHHOCTU, W. NPU HEOGXOANMOCTH,
o6ecneynBaTb M COOTBETCTBYHOLLLEE 0OyYeHMEe 1 NOAFOTOBKY;

€) OblTb OTBETCTBEHHOI 3a BbINO/IHEHWE UCCNEA0BATENbCKNX PA6OT B COOTBETCTBMM C AEVCTBYOLWNMN
CTaHgapTHbIMM OMepauvoHHbLIMY MpouedypaMu: yTBepxXAarb CTaHfapTHble onepauuoHHbie npoueaypbl 1
nonpasku K HAM;
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f) 6bITb OTBETCTBEHHOI 3@ OpPraHn3aLuio 1 peanusaLmio nporpaMmmel obecneyeHmns kauecTsa B COOTBET-
CTBUM C NPUHLMNAMKN Hafexalleli nabopaTopHO NPaKkTUku;

[) HasHayaTb 40 Havana nuccnefoBaHns B kKa4ecTBe PyKOBOAUTENSA UCCef0BaHUs COTPYAHMKA, UMeto-
LLero COOTBETCTBYHOLLLEE 06pa3oBaHme, kBanmdukaLuuio 1 onbIT paboTbl. 3aMeHa pykoBoaMTeNs nccnenosa-
HUA JOo/MmkHa 6biTb NpoBefeHa B COOTBETCTBMM C YCTAHOB/IEHHbIM MOPAAKOM W AO/MKHA ObiTb
[OKYMEHTNpOBaHa;

h) HasHauaTb, B cnyyae HEO6XOAMMOCTU, NMPU NPOBELEHUN UCCNEA0BAHNA HA HECKOIbKMX NoLwagKax
OTBETCTBEHHOrO MCC/e0BaTenNs, KOTopbli 061agaeT cOOTBETCTBYOWMM 06pa3oBaHneM, kKsanudvkaumei n
OnbITOM, YTOObI KOHTPOMPOBATL NPOBEAEHNE AAHHOrO0 3Tana (3TanoB) nccnegoBaHns. 3aMeHa OTBETCTBEH-
HOro nccnegosartens Ao/HkHa 6bITb NPOBeAEHa B COOTBETCTBUM C YCTAHOB/IEHHLIM NOPAAKOM U A0/KHA BbITb
[OKYMEHTNpOBaHa;

i) rapaHTMpoBaTb, YTO M/aH nccnefoBaHns 6yaeT fOKYMEHTaIbHO YTBEPXAEH PyKOBOAUTENEM UCCe-
[0BaHWs;

j) rapaHTMpoBaTb, UTO PYKOBOAMTE b MCCEf0BaHNA NPeaocTaBuT NepcoHany no o6ecnevyeHunto kavec-
TBa [OCTYN K yTBEPXAEHHOMY NNaHy UccneoBaHus;

k) obecneumnBaTb NOAAEPXKKY NCTOPUYECKUX (DaAIOB BCEX CTaHAAPTHbLIX ONepauroHHbIX NpoLeayp;

) Ha3HayaTb OTBETCTBEHHOrO 3a yrnpaBfeHne apxmBoM (apxmeamu);

T) rapaHTUpoBaTb BbINO/IHEHWE OCHOBHOTO NiaHa-rpaduka;

n) rapaHTUpoBaTb, YTO PECYpChbl UCMbITATE/IbLHOIO LleHTPa COOTBETCTBYIOT TpeboBaHNAM, npeabsaBase-
MbIM K X UCMO/Ib30BAHWIO B UCCIEf0BAHUSAX;

0) npv NpoBefeHNn UCCefoBaHNn Ha HECKOMTbKUX Nolajkax o6ecneynBatb NOCTOAHHbIE KOHTaKTbI
MexXAay pyKoBoAUTeleM uccnefoBaHus, OTBETCTBEHHbIMU UCCNeAOBaTENAMNU, NEPCOHAIOM N0 06ecneyvyeHnto
kayecTBa 1 cneuyanucTamu, BbINOJHALWMMMN JaHHOE UCCnefoBaHuve;

p) rapaHTupoBaTb, YTO UCMbITYEMbIE K CTAHAAPTHbIE 06BEKTLI ONCaHbl COOTBETCTBYIOLLIMM 06pa3omM,;

() ycTaHasnueaTtb npoueaypbl 415 NOATBEPXAEHNSA TOTO, YTO KOMMNbIOTEPU3UPOBAHHBIE CUCTEMbI COOT-
BETCTBYIOT PeLUeHuo 3afay MCCnefoBaHus, a Takke Ba/MAWPYIOTCA, YNpasBnsloTCA ¥ MoAAepXMBaloTCA
COrnacHo NpuHLMNam Haanexatei NabopaTopHO NPaKTUKK.

4113 Mpy BbINOMIHEHWMWN KAKOr0-IM60 3Tana nuccnefoBaHWsa Ha AaHHOW MCNbITaTeNbHON nnolwaske B
KOMMNeTeHLMI0 aAMUHUCTPaLMN UCTbITaTe/IbHOW niowaakn (ecnv aTo onpefenieHo 3apaHee) BXOAAT Bce
BblLLenepeyncneHHble 0653aHHOCTH, kpome 4.1.1.2, nepeyncnenus g), i), j) n o).

4.1.2 0O6a3aHHOCTV PYKOBOAUTENS UCCNef0BaHUA

4.1.2.1 PykoBOoAUTENb UCCEA0BAHMA OCYLLECTB/SET 06Lee pyKOBOACTBO NpoOBeAeHNEM nccnenoBa-
HWSI, OTBEYaeT 3a NOArOTOBKY 3aK/I0UNTENIbHOr0 0TYeTa 0 NOJyYEHHbIX pe3yibTarax.

4.1.2.2 B 0653aHHOCTV PYKOBOAMTENA WUCCNEA0BaHUS BXOAAT, HO HEe OrpaHnynBaloTCA ykaszaHHbIMU,
cnegywoume yHKLmN.

PykoBoguTenb nccnefoBaHns OKEH:

a) yTeBepxAaartb NnaH UccrefoBaHns 1 NONpaBkn K HeMy, 3aBepsas AaTUPOBaHHON NOAMUCHIO;

b) rapaHTMpoBaTb, YTO MepcoHas No ob6ecneyeHnio kauecTsa MMeeT KOnuu naaHa uccnefoBaHns n cBo-
€BPEMEHHO NOJTyYeHHbIX MOMPaBOK K HEMY U HAaXOANTCA C COTPYAHMKAMM B NOCTOSHHOM KOHTaKTe Ha MpoTsXe-
HVM BCEro nccnefoBaHns;

C) rapaHTMpoBaTb, YTO NAaH UccnefoBaHNsA N NOMPaBKW K HEMY JOCTYMHbI CneuuannucTaM, BbINoJHA-
LMM AaHHOe nccrefoBaHue;

d) rapaHTUpoBaTh, YTO NaaH UccNefoBaHNA U 3aKNIOUNTENbHBIA OTYET 0 pe3ynbTaTax UccnefoBaHus,
BbINO/IHEHHOTO Ha HECKO/bKMX UCMbITaTeNbHbIX Nolagkax, onpegenser posb KaxAoro OTBETCTBEHHOIO
ncnonHutensi(eid) n KaXXLOro N3 NCNbITaTe bHbIX LLEHTPOB U UCMbITATE bHbIX MI0LWAA0K, BOB/IEYEHHbIX B NMPO-
BeJeHune nuccrnefoBaHuii;

e) rapaHTupoBarTb, YTO NPW BbINO/IHEHUN PabOoT, B COOTBETCTBMM C N/IAHOM UCCNEA0BaHNS, NPOBOAATCA
OLleHKa 1 AOKYMEHTMpOBaHWE BANSAHNA M06bIX OTKNOHEHWIA OT NNaHa nccneoBaHnNsa Ha ka4yecTBO U LenocT-
HOCTb NPOBeAEHNA NccnefoBaHNA 1 NPV HEO06XOANMOCTU MPUHMMAIOTCS KOPPEKTUPYIOLLME AeNCTBUSA, a TaKkke
npusHaBaTb (MM He NpPU3HaBaTh) f,ONYCTUMOCTb OTK/IOHEHWUIA OT CTaHAAPTHBIX ONepaLMOHHbIX NpoLueayp;

f) rapaHTupoBarTb, 4TO perncTpawms Bcex NepBUYHbIX JaHHbIX NPOBOAMTCSA B NOSTHOM 06beMe;

[l) rapaHTUpoBaThb, YTO KOMMbIOTEPU3NPOBAHHbIE CUCTEMBI, UCNO/Ib3YeMble B UCC/Ief0BaHUN, BaMan-
|poBaHb!,

h) nognvceiBaTh 1 gaTvpoBaTh 3aK/IUNTENbHbLIA OTYET, TEM CamMblM MPUHUMAsn Ha cebs OTBETCTBEH-
HOCTb 3@ JOCTOBEPHOCTb MHChOPMAL MK 1 3a BbINOSIHEHWE NCCNef0BaHNs B COOTBETCTBUM C NPUHLMUNAMMN Ha-
nexauiein nabopaTtopHOW NPaKTUKK;

1) rapaHTMpoBaTb, YTO NOC/Ee 3aBepLUEHNs UCCNefoBaHns nepefarTca B apxXuB MnaH UccriefoBaHns,
3aKN0UYNTE NbHbIN OTYET, NEPBUYHbIE flaHHbIe 1 CONYTCTBYOLWME Matepuansb.

4
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4.1.3 O6A3aHHOCTN OTBETCTBEHHOTO NccnepoBartens

OTBETCTBEHHbI MccnefoBaTeslb HECET OTBETCTBEHHOCTb 3a NPOBefEeHWEe MOPYYEHHbIX eMy 3TanoB
nccnefoBaHus B COOTBETCTBUM C NPUHLMNAMM HaAnexallein nabopaTopHO NpaKTUKK.

4.1.4 O6A3aHHOCTU NepcoHasna, BbINMOJIHAWLWEro uccnefoBaHuns

4.1.4.1 Becb NnepcoHasl, BOB/IEYEHHbIVi B NPOBeAEHME UCCNef0BaHUS, LO/KEH 3HATb NPUHLMMbI HaAe-
Xallei nabopaTopHOi NPakTUKM BYaCTU, KOTOpas UMeeT OTHOLLEHWE K BbINO/THEHAEMOMY MM UCC/IEA0BAHMIO.

4.1.4.2 TlepcoHarn, BbIMOJHAKLWMNIA nccnefoBaHns, AOMKEH MMeTb AOCTYN K MaHy WccnefoBaHus u
COOTBETCTBYIOLMM CTAHAAPTHLIM OnepaLuoHHbIM npoueaypam. Ero 06483aHHOCTbIO ABNAETCA BbINONHEHNE
WHCTPYKLUIA, COAEPXALLMXCA B ITUX JOKYMEHTaxX. J/Il060€e OTKNOHEHME OT 3TUX UHCTPYKLMIA fO/KHO ObITb 3ape-
TMCTPMPOBAHO; O TAKOM OTK/TOHEHMM JOJ/HKHO ObITb COO6LLEHO HENOCPEACTBEHHO PYKOBOAMTENIO NCCe0Ba-
HUS /MM OTBETCTBEHHOMY UCCefoBaTento(am).

4.1.4.3 TlepcoHan, BbINOMHAWLWNIA NCCNef0BaHUS B COOTBETCTBMMN C HACTOALWMMW NPUHLMNAMK Hage-
Xallein nabopaTopHOI NpakTVKn, 0653aH CBOEBPEMEHHO 1 TOUHO BECTU 3aMnCy NEPBUYHbIX AaHHbIX 1 HECTK
OTBETCTBEHHOCTb 3a JOCTOBEPHOCTb NPEACTABIEHHON UM MHhOpMaLUK.

4.1.4.4 TlepcoHan, BbIMOAHAKLWMWNIA NCCefoBaHmns, [O/MKEH NPUHMMATb Mepbl NPe0CTOPOXHOCTH, YTO-
6bl CHU3UTb PUCK 4151 COBCTBEHHOTO 34,0POBbA M 06ecneynTb NOSTHOTY NpoBeAeHus nccneposanmsa. O60 scex
cnyyasnx 3abosieBaHUs UM HeJoMOraHus crefyeT Hesamen/IMTesIbHO CO06LWUTL PYKOBOACTBY, YTOObI OTCYT-
CTBUe 3a60/1eBLUEr0 He MOT/10 MOBANATL HA MPOBeEHNE NcCcneaoBaHus.

4.2 Mporpamma obecneyvyeHns kayecTea

4.2.1 O6wme NoN0XeHUSA

4.2.1.1 WcnbiTaTeNbHbIV LEHTP AO/MKEH MMETb JOKYMEHTMPOBAHHYI NporpaMmMy o6ecneyeHns kayecT-
Ba. YTOOblI NPOBOAUMbIE B HEM UCCNEAOBaHUSi COOTBETCTBOBA/IM MPUHLMNAM Hagnexalleli nabopaTopHoii
NPaKTUKK.

4.2.1.2 3aBbINOIHEHUE NPOrpamMmmbl 06ecneyeHnst kKayecTsa 0TBEYaoT YNOSIHOMOYEHHbIE LA, Ha3Ha-
yaeMble PYKOBOACTBOM UCMbITATE/IbHOIO LIEHTPa, HEMOCPEACTBEHHO NOAOTYETHbIE EMY. U 3HAKOMbIE C METO-
Aamun uccrnefoBaHus.

4.2.1.3 Jlnua, oTBevawlmne 3a obecnevyeHne KavyecTBa, He AO/KHbI ObiTb BOBMeYEHbl B NpoBefeHne
nccnepoBaHus.

4.2.2 0653aHHOCTM NepcoHana No obecnevyeHno kKavyecTea

4221 [MepcoHan no obecnevyeHnto KayecTa 06513aH BbINOJHATbL, HE OrPaHNYNBasACb UMU. HUXenepe-
yncneHHble yHKUUK. MepcoHan No o6ecneyeHunto kauecTBa AOMKEH:

a) UMEeTb B HA/IMYMM IK3EeMNNSAPbI BCeX YTBEPXAEHHbIX NJ1aHOB UCCNef0BaHNs NCTaHAapTHbIX onepauu-
OHHbIX NpoLeayp, UCNoNb3yeMbliX B UCMbITATENILHOM LLEHTPE, U AOCTYMN K TeKyLleMy BapuaHTy OCHOBHOrO nna-
Ha-rpaduka,;

b) nNpoBepsATb, YTOOLI NNaH UccnefoBaHNs cogepxan nHopmMauuo, Heobxoanmyo Ansa cobnwaeHuns
NPVHLMUMNOB Hagexallein nabopaTopHOl NpakTukn. [laHHasi NpoBepka A0/KHA OblTb 4OKYMEHTUPOBAHA;

C) OCyLLecTB/ATb CUCTEMATUYECKNI KOHTPO/Tb 3a NPOBEAEHNEM BCEX UCC/e0BaHWli B COOTBETCTBUM C
HaCTOALWMMY NPUHLMNAMK Hagexatlen nabopaTopHO NpakTKM U AOCTYMHOCTbIO M/IAaHOB MCCNefoBaHnsa 1
CTaHAapTHbIX ONepaLyMoHHbIX NpoLueayp NepcoHasty, BOBIEYEHHOMY B MPOBEAEHNE nccnefoBaHus.

MpefycMOTpeHbI TPY TUMNa NHCNEKLMOHHbIX MPOBEPOK B COOTBETCTBMM CO CTaHAAPTHLIMWN ONepanoHHbI-
MU npouegypamu, onpegeneHHbIMM B nporpamme obecneyeHns kayecTsa:

- NPOBEpPKM OTAE/NbHbIX UCCNEef0BaHUIA,

- NPOBEPKN UCNbITATENbHBIX NAOLWAa0K,

- MPOBEPKM OTAE/bHbIX MPOLLECCOB.

MpoTokosbl (0TYETHI) NOA0OGHBLIX MHCNEKLMOHHBLIX MPOBEPOK YHUUTOXEHUIO HE NoA/Iexar:

d) npoBepATb 3ak/nlOUMTE/NbHbIE OTYETbI; NOATBEPXAATb, YTO MeTOAbl, Mpoueaypbl, HabnwaeHUs un
pe3ynbTaTbl U3/10XEHbI TOYHO U NOJTHOCTbIO U B MOIHON Mepe OTpaXalT NepBUYHbIE faHHble UCCIef0BaHWA;

€) CBOEBPEMEHHO NpeAcTaBNATb pe3y/ibTaTbl 06 MHCNEKLNOHHBLIX NPOBEepKax B MMCbMEHHOM BUAE PYKO-
BOJCTBY UCMbITATE/IbHOIO LIeHTPa, PYKOBOAMUTESO UCC/IeA0BaHNsA, OTBETCTBEHHbLIM UCCiefoBaTensam u. npu
Heo6XxoAMMOCTU, APYrMM PYKOBOASALLNM paboTHMKaM:

f) BHOCWTb B 3aK/1I0YUTENbHbINA OTYET NOATOTOB/IEHHOE U NOANMCAHHOE 3aK/Il0UYEeHNe O TUMax MHCNeKLUn-
OHHbIX NPOBEPOK U flaTax UX NPOBeAEHUS ¢ UHGOpMaL el 06 aTane (3Tanax) NPoOBEPSEMOro UCCNe0BaHNs 1
JaTe nepefayn pesynbTaToB MUHCNEKTUPOBAHMA PYKOBOACTBY UCMbITATENILHOIO LLEeHTPa, PYKOBOAMUTENIO Uccne-
[OBaHNS 1 OTBETCTBEHHOMY MCCefoBaTento. DTO 3ak/0UeHMe Takke A0/MKHO codepxaTb MHopmaLlmio o
TOM. YTO NePBUYHbIE AAaHHbIE CCEf0BaHNA OTPaXKEHbI B 3aK/TI0UNTE/TbHOM OTHETE OCTOBEPHO.



FOCT P 53434—2009

4.3 TomeweHuns

4.3.1 O6wme nonoxeHns

4.3.1.1 Pa3mepbl, yCTPOINCTBO 1 pacrnosioXXeHne noMeLLeHnin AN NpoBefeHNs nccnefoBaHunii 4O/MKHbI
oTBevaTtb 3afiavyam uccrefoBaHuii. NomMeLeHns oMKHbI OblTb YCTPOEHbI TaK. YTOObI OKa3blBaTb MUHUMaAIb-
Hoe B/IMSHME Ha X0 UCCnefoBaHuii.

4.3.1.2 TomeLleHns JO/MKHbI 6blTb CNIAHUPOBaHbI TAKMM 06pa3oM, Y4TOObI Obl1I0 06ecneyYeHo Makcu-
MasibHO M30/IMPOBaHHOE NPOBEAEHNE NCCNeA0BaHNl Pas/IMyHbIX BUAOB (TUNOB).

4.3.2 TomeleHnsa ans npoBeeHnsa nccnefoBaHui

4.3.2.1 BucnbiTaTeNlbHOM LieHTpe A0/HKHO GbiTh OCTATOYHOE YMNCO0 NOMELLLEHNI 1 30H. YTOObI 06ecne-
YATb U30MIALMIO UCMIBITYEMbIX CUCTEM U OTAEJ/IbHBIX UCC/ef0oBaTe/IbCKUX NPOEKTOB, eC/IN N3BECTHO, YTO OHU
npefycmaTpusaloT WUCMNO/Sb30BaHWe BeLWecTB WM OpraHu3MoB, OTHOCALMXCA K paspsagy 6uonornyecku
OnacHbIX.

4.3.2.2 [lnA anmarHocTMpoBaHus, Ie4YeHns U KOHTPons 3aboneBaHnii LOMKHbI ObiTb BblAeNEHbI NOAX0AS -
e NOMeLLEeHNS 1 30HbI, YTOObI 06eCNeUYnTb CTabUNLHOCTL U COXPAHHOCTb TECT-CUCTEM.

4.3.2.3 BucnbiTateNlbHOM LieHTpe J0/DKHbI ObITb NOMELLEeHNS, B TOM Y/C/Ie XpaHuavLia Ans pecypcos n
060pyA0BaHNA. DTN MOMELLEHUNSA [O/KHbI ObITb N30/IMPOBaHbLI OT NOMELLEHWIA N 30H. COAEPXKALLMX TECT-CUC-
TeMbl. C LieNblo 06ecneyunTb UM afeKkBaTHYI0 3aLUUTy OT MHBa3UW, 3arpAa3HeHnsa U/uamn 3apaxeHus.

4.3.3 MomeleHna 4na o06paboTKn UCNbITYEMbIX ¥ CTaHAAPTHBIX (KOHTPO/IbHbIX) 06BHEKTOB

4.3.3.1 [ilna npefoTepalleHns 3arpsa3HeHNs B UCNbITaTENIbHOM LLleHTPe A0/KHbI ObITb OTAE bHbIE NOMe-
LLLeHWS U 30HbI A1 NOSTYHEHUS U XPaHEHNSA UCMbITYEMbIX Y CTaHAAPTHbIX (KOHTPO/IbHbIX) 06EKTOB U CMELLU-
BaHUSA UCMbITYyEMbIX 06bEKTOB C HOCUTENsAMU (pacTBOpUTENAMM).

4.3.3.2 XpaHunvua gns ncnbiTyemblx 06 bEKTOB AO/MKHbI GbITb N30/IMPOBaHbI OT MOMELLEHWUIA UK 30H,
cogepxalmx TecT-cucTeMbl, U40/MKHbI COOTBETCTBOBaTL Tpe60BaHUSAM N0 06ecneyeHnto NgeHTUYHOCTH, KOH-
LeHTpauMmn. YNCTOTbI M CTABUIBHOCTH, a TakkKe 6€30MacHOMY XpaHEHUIO OMacHbIX BELLLECTB.

4.3.4 TlomelleHna ans apxmsoB

CnepyeT npefyCMOTPeTb NOMELLEeHNs 418 apXMBOB, B KOTOPbIX HE06X0AMMO obecneuntb 6e3onacHoe
XpaHeHue 1 NonCK NNaHoB UCCe0BaHuns, NePBUYHbIX AaHHbIX, 3aK1I0UNTESbHbLIX OTYETOB 1 06pas3LoB. B aTnx
noMeLLeHnAX AO0/MKHbI OblTb CO3fAaHbl YCNoBKA, obecneunsalroLme 4ONTOBPEMEHHOE XPaHEeHUe apXMBHbIX
mMaTepuasios.

4.3.5 YpaneHune oTxo40B

O6paboTka 1 yaaneHne oTXo40B JO/MKHbI OblTb BbINO/IHEHbI TakMM 06pa3oM, Y4TOObl He NOABEPrHYTb
0nacHOCTU NPOBEAEHNE UCCNEeNOBaHNI M HE UCKa3WTb UX pe3ynbTaTtkl. 18 3Toro Tpebyetcs obecneynTs COOT-
BETCTBYHOLLMeE YC/I0BUA 719 cbopa, XpaHeHMS 1 BbiIBO3a 0TXO0B, a Takxe npoueayp ux gesakrmsawlum n nocne-
JytoLieli TpaHCNopTUPOBKK.

4.4 O6opypoBaHne, MaTepuanbl U peareHTbl

4.4.1 O6opynoBaHue, BKIOYas BaIUAUPOBAHHbIE KOMMNbIOTEPHbIE CUCTEMbI, WUCMOJb3yeMble AN
co3faHunsA, XpaHeHs 1 NoVCKa AaHHbIX, & TakKe 419 KOHTPOIS NapaMeTpoB OKpYXatoLel cpefibl, N0 XxapakTe-
prcTMKaM 1 pacrnosioXeHUo [l0/HXHO COOTBETCTBOBATL Lie/1IIM 1 3aj,a4aM nuccnefoBaHus.

4.4.2 lonxHO 6bITb NPeAyCMOTPEHO MepuoAnYeckoe TeXHWYeckoe 06CnyxmBaHne o0b6opyAoBaHuA,
MCnosib3yemMoro B MccnefoBaHumn, BKIOYAsA PerynspHblli NpodunaakTuyecknin 0CMoTp, yxo[, KasimbpoBKy B
COOTBETCTBMM CO CTaHAapTHbIMU OnepalvoHHbIMU Mnpoueaypamu. 3TN paboTbl JOMKHBLI CONPOBOXAATLCA
COOTBETCTBYIOLMMN 3anncaMu. Kannbpoeky cnefyeT NnpoBOANTL BCOOTBETCTBUMN CHALMOHAIbHBIMU NN MEX-
AyHapoAHbIMU CTaHAapTaMn n3mepeHus.

4.4.3 O6opyaoBaHue n MmaTepuasbl, UCNOb3yeMble B UCC/IeA0BaHUN, He AO/KHbI B/IMATb HA COCTOAHME
TecT-CucTeMm.

4.4.4 XvMunKaTbl, peareHTbl Y pacTBOPbl JO/MKHbI UMETb 3TUKETKM C yKazaHWeM CBefeHNin 0 HauMeHoBa-
HUK BeLLecTBa, KOHLEeHTpaLMK, AaTbl OKOHYAHUS CPOKA XPAHEHUS N MHCTPYKUME No XpaHeHnto. [Jo/mkHa 6biTb
JocTynHa nHdopmaLma OTHOCUTENbHO MecTa U3roTOB/IEHUS, faTbl NPOM3BOACTBA M CTabunbHOCTU. CpoK Xpa-
HeHVa MOXeT 6bITb NPOAJ/IEH HA OCHOBaHWMN Pe3y/1bTaToB 4OKYMEHTUPOBAHHOW NPOBEPKN UV aHaNn3a.

4.5 TecT-cuctembl (MCnbiTaTebHbIE CUCTEMBI)

451 ®dunsnyeckne n xuMnyeckne TecT-cUCTeMbl

4.5.1.1 TexHWYecKue xapakTePUCTUKN 1 pacnosioxkeHne obopyaoBaHnsa, UCMNO/b3yemMoro Ansa nonyye-
HUSA U3NKO-XMMUYECKUX JaHHbIX, JO/HKHbI YA0BNETBOPATL LIe/ISIM UCCIeJ0BaHUS.

4.5.1.2 CoxpaHHOCTb (DU3NKO-XUMUYECKUX TECT-CUCTEM A0/IKHA ObITh rapaHTUpOBaHa.

4.5.2 buonornyeckne TecT-cUCTEMBbI

4521 [ns xpaHeHus, pasmelleHns, 06paboTKu 1 3awmnTbl 6UONOTNYECKNX TECT-CUCTEM AO/IKHbI ObITb
co3fgaHbl Hagnexatue ycnosus, obecneynsaroLme JOCTOBEPHOCTb NOJTyYaeMbIX pesybTaTos.
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4.5.2.2 BHOBb NOJTy4YeHHbIE TECT-CUCTEMbI XUBOTHOTO U PACTUTE/ILHOTO NPONCXOXAEHWNSA [O/MKHbI ObITh
M30/1MPOBaHbI A1 OLEHKN COCTOAHWUSA UX 340PpO0BbSA. MNPy BO3HUKHOBEHUN 3a60/1€BaHNSA UM CMEPTHOCTM faH-
HYI0 MapTUIO XXMBOTHbIX HE CNO/b3YIOT B UCCNef0BaHNMN U. NPW HE06X0AMMOCTH, 6e3601e3HEHHO NoABepraT
39BTaHasnW. Ha MOMEHT Hayana uccnefoBaHWs BCe TECT-CUCTEMbl AO/MKHbI ObiTb MOSHOCTHIO 3[40POBbI.
TecT-cucTemsbl, y KOTOPbIX BXOAe UccnefoBaHns BbisiBNEHbl 3a601eBaHUs UV TpaBMbl, CnefyeT M3011MpoBaThb
N NeynTb, ecnn aTo Heo6xo4MMOo 418 obecneyveHns NoSHOTbl UCCeAoBanHus. JnarHosbl 1 neveHne nbbIX
3ab0neBaHuii Kak B xofe ccnefoBaHus, Tak Ao ero Hayana Ao/KHbl 6bITb 4OKYMEHTUPOBAHbI.

4.5.2.3 JlomkHa b6blTb NpeAycMOTpeHa perncTpaumns gaHHbiXx 06 MCTOYHMKAX TeCT-CUCTEM, gatax ux
NOCTYNJIEHNA U COCTOAHUN HA MOMEHT MOCTYMN/IEHUSA.

4.5.2.4 Tlepep nepsoHavyasibHbIM BBEAEHNEM UCMbITYEMOrO UM CTAHAAPTHOrO 06bEKTa UccnefoBaHns
6uonornyeckme TecT-cucTeMbl JO/MKHbI NPOATU Nepuog akknumartusauum, 4ocTaTouHbIA Ana aganTauum K
YC/I0BUAM UCCNef0BaHuUSA.

4.5.2.5 Bca uHcopmauus, Heobxoaumas ANsa Hagnexaien naeHTudukaumm TecT-cMCTeMbI, AOHKHA
ObITb yka3aHa Ha ABepsIX NOMeLLeHWn Unn koHTeliHepax. OTAe NbHble TeCT-CUCTEMbI, KOTOPbIE A0/KHbI ObITh
nepeBefeHbl U3 X NOMELLEHWI MK KOHTERHEPOB B NpoLEecce NccnefoBaHns, AO/MKHbI UMETb COOTBETCTBYIO-
LLYIO MapPKUPOBKY.

4.5.2.6 TomelleHnss 1 KOHTelHepbl 419 COAEepXaHus TeCT-CUCTEM MOoASIexaTt perynspHoi ybopke u
caHuWTapHoii 06paboTke. MaTepuanbl, KOHTAKTUPYHOLLME C TECT-CUCTEMONA, He fLO/MKHbI COAEPXATb 3arpsA3HAI-
LLMX BELLECTB B KOIMYeCTBaX, CNOCOOHbIX NOBANATL HAa X044 NCCeAoBaHus. MogCTUNKY AN XMBOTHbIX CiegyeT
CBOEBPEMEHHO MeHATb. Bce cnyyan ucnosnb3oBaHns NecTuunaoB A0/MKHbI ObITb JOKYMEHTUPOBAaHbI.

4.5.27 B nonesbiX UCCNEA0BAHNAX TECT-CUCTEMbBI JO/MKHbI ObITb PACMONOXEHBI TAKUM 06pPa30M, YTOGbI
n3bexarb BANAHNA Ha X0 NCC/IeA0BaHNSA XNAKOCTEN ANA pacnblieHns (419 YHUUYTOXEHNA HACEeKOMBbIX) 1 nec-
TMUMAOB.

4.6 McnbiTyeMble cTaHgapTHbIE 06 bEKThI

4.6.1 MonyuyeHue, o6paboTka, 0T60P NPO6 U XpaHeHne

4.6.1.1 [0onXHO 6biTb NPeAYCMOTPEHO BeAeHNE PErncTPaLNOHHbIX 3anncei, B KOTOPbIX A4O/KHbI ObITb
yKasaHbl XapakTepUCTUKN UCTNLITYEMBIX U CTaHAaPTHbIX 06bEKTOB UCCef0BaHUsA, faTbl X NOSTyYEHUS, CPOKM
rofjHOCTK, NepBOHa4YasbHOE KO/IMYeCTBO 1 CBeeHns 06 yuyeTe pacxoga.

4.6.1.2 O6paboTka, oT6Op Npob 1 NnpoLeaypbl XpaHEHUS UCMbITYEMbIX U CTaHAAPTHLIX 06bEKTOB [0/1XK-
Hbl 6bITb NpeAnucaHbl TakMM 06pa3om, 4TOObl COXPaHUTbL OAHOPOAHOCTL U CTabUNBLHOCTDL, & TaKXe NpefoTepa-
TUTb 3arpsA3HEHNE WK CMeLLnBaHne 3TUX 06EKTOB.

4.6.1.3 Ha KoHTeliHepax, npefHa3HaYeHHbIX 418 XPAHEHUSI UCTbITYEMbIX UK CTaHAAPTHLIX 0OGHEKTOB,
[O/MKHbI 6bITb NPUBEAEHbI NAEHTU(NKALMOHHAA MHOPMAaLNSA, COOKTOLHOCTU UMHCTPYKLMA MO NX XPaHEHWIO.

4.6.2 XapakTepuctuka 06beKTOB uccriefoBaHus

4.6.2.1 Kaxpblii UCNbITYeMblii M CTaHAAPTHbIA 06BEKT f0/MKEH ObITb MAEHTUDULMPOBAH COOTBETCTBYHO-
UMM CNOCOBOM U UMETL OBLLENPUHATLIE MEXAYHAPO/Hble HaMEHOBaHNSA [Hanpumep, UMeTb KOA. perucrpa-
LMOHHbIA HOMep CnpaBo4YHOW CnyXbbl MO XUMUYECKON nuTepatype AMEpPUKAHCKOro XUMUYECKOro
ob6uectsa — CAS-HoMep, HauMeHoBaHue, 6uonornyeckme napameTpbl, HaMeHOBaHWe No HOMeHkaType
MexayHapoaHOro cot3a TeopeTuyeckoi u npuknagHon xumun (IUPAC)].

4.6.2.2 [1ns npoBefAeHNs Kaxgoro nccneoBaHns f0/MKHbI 6bITb U3BECTHbI TaKMe XapakTepPUCTUKM UCTbI-
TYyeMbIX U CTaHAAapPTHbIX 06bEKTOB, Kak HOMep napTuu (cepun), CTENEHb YACTOTbI, COCTaB, KOHLEHTpauus, um
Apyrve BaxXHble XapakTepucTuku.

4.6.2.3 Ecnu ncnbiTyeMble 06bEKTbl NOCTYNaT HEMOCPEACTBEHHO OT CMOHCOpPA, CNOHCOP U UChbITa-
TeNbHbIl LLeHTP J0/MKHbI pa3paboTartb MexaHn3m, N03BOMALNA NX MAEeHTUhULMPOBaTb.

4.6.2.4 BTeuyeHune Kaxoro nccnefoBaHnsa Heo6XoAMMO NPOBEPSATb CTAbUNbHOCTb UCMLITYEMbIX U CTaH-
[apTHbIX 06BEKTOB B NPOLECCe NX XPaHEHUS B YC/IOBUSIX IKCMEPUMEHTA.

4.6.2.5 Ecnu ucnbiTyeMblli 06bEKT NpeAHa3HaveH 419 NpYMeHeHnsa B onpefeneHHol cpege, cnegyet
yCTaHOBUTb €ro 0AHOPOAHOCTb, KOHLLEHTPaLMIO 1 CTabUNbHOCTb B YCN0BUAX 3TOM cpeApbl. [py nonesbIx nccne-
[OBaHUAX 3TV CBONCTBA MCMNbITYEMbIX 00bEKTOB ONpeAensoT B npoLecce oTAe bHbIX 1abopaTopHbIX aKcnepu-
MEHTOB.

4.6.2 6 [na Kax[oro mccnegoBaHusi, KPOMe KpaTKOCPOYHOro, HEO6X04UMMO COXpPaHsiTb ANA aHam3a
npo6bl 13 KaukAOoM NapTum (Cepun) NCNbITYeMoro o6bekTa.

4.7 CraHpapTHblie onepauuoHHblie npoueaypbl

4.7.1 VcnbiTaTenbHbll LEHTP AO/MKEH MMETb B HA/IMUMN 0DOPMIEHHBIE B MUCbMEHHOM BUAE N yTBEPX-
[eHHble PyKOBOACTBOM CTaHAapTHbIE onepauunoHHble npoueaypbl (COIM), koTopble NpefHasHaveHbl 415 Toro,
4YTO6bI rapaHTNpPOBaTb KAYECTBO M MOMIHOTY AAHHbIX, NO/TYYEHHbIX B MpoLlecce nccnefosaHus. MepecMoTpeH-
Hble COIN Takke f0MKHbI ObITb YTBEPXAEHbI PYKOBOACTBOM UCMNbITATENLHOIO LEHTPA.
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4.7.2 Kaxpoe nogpasfesieHne X Kaxaas niowagka ucrbltaresisHoro LeHTpa gosmkHbl nmets COIT,
OTHOCALLMECA K UX AeaTenbHocTu. B gononHeHne k COlM gonyckaeTcs Take UCNosib30BaTb UHble MeTofuyec-
Kue pykoBOACTBA, CMPaBOYHUKN U crelnasibHble cTaTbu.

4.7.3 OTknoHeHus ot COl B Xxofe nccnefosaHns f0/MKHbI 6bITb 3aperncTpupoBaHbl U Npu3HaHbl (3aBu-
31MpoBaHbl) pyKoBoaUTENIEM UCCef0BaHnA U (Npy HEO6XOANMOCTU) OTBETCTBEHHBLIM UCCefoBaTeneM(amn).

4.7.4 CraHpapTHble onepauvoHHble NpoLeaypbl A0/KHbI ObITh MCMONb30BaHbI 419 AeATe/IbHOCTU Cie-
AYIOLWNX BUAOB (HO HE OrpaHnYmMBaTbCsA UMN).

4.7.4.1 WcnbiTyeMmble ¥ cTaHA4APTHbIE 06 BbEKTI

MocTtynnexve, ngeHtudmrkaumsa, mapkmposka, o6paboTka, oT6op npo6, XxpaHeHue.

4.7.4.2 O6opypoBaHue, matepuasbl U peareHTbl.

a) O6opygoBaHue:

- ncnonb3oBaHue, ob6cnyxnBaHue, yxof, kanmbposka.

b) KoMmnbloTepusnpoBaHHbIE CUCTEMBI:

- Ba/Mpauums, nopsgok paboTbl U 06CyXMBaHWs, 6€30MacHOCTb, KOHTPO/Sb M3MEHEHWN, co3gaHue
pe3epBHbIX KOMUIA.

c) BeuiecTBa, peareHTbl ¥ pacTBopbI.

- MPUroTOB/IEHNE N MApKMPOBKa.

4.7.4.3 XpaHeHue 3anuceil, 0TYETHOCTb, XpaHEHWE 1 U3BMeYeHne nHgopmaLlum

KoguposaHue vccnegosaHunii, c6op faHHbIX, NOArOTOBKA OTYETOB, CUCTEMbI MHAEKCcauun, obpaboTka
[aHHbIX, B TOM Y1C/1e C UCMNO/Ib30BaHNEM KOMMbIOTEPU3NPOBAHHBIX CUCTEM.

4.7.4.4 TecT-cuCTembl:

a) noAroToBka MOMELLEHUIA U CO3AaHMe YCNOBUIA AN pasMeLLeHUst TECT-CUCTEM;

b) npoueaypbl, yCTaHOB/IEHHbIE A1 NONYYEHUSA, TPAHCTOPTUPOBKM, pasMeLLieHns, onpefesieHuns Xxapak-
TepPUCTUK N nageHTnnKaLnm TecT-cucTeM, a Takke yxoga 3a HUMK;

C) NoAroToBKa TecT-CUCTEM, HabMOAEHNS U OCMOTPbI 0. BO BPEMSA U MOC/Ne 3aBepLlueHns nccnepo-
BaHUA:

d) obpallieHue c TecT-cucTemamu, ymMupawLwyMmy nav ymepLvMy Bo BpeMs nccnefoBaHus;

e) cbop, nageHtTudukaunsa n nopsgok paboTtel ¢ obpasuamu, BKIYas BCKPbITUE Tpyna v rucronaro-
noruio;

f) pasmelyeHve TeCT-CUCTEM Ha UCMbITATENbHbIX NIOLLAKAX.

47.4.5 Tlpouenypbl No ob6ecnevyeHunio kKayecTsa

PaboTa nepcoHana no obecneyeHnto KayecTBa 3ak/IyaeTca B N1aHUpoOBaHUKM, cocTaBneHnn rpacuka
NpoBEpPOK, NPOBELEHNM MPOBEPOK, OKYMEHTUPOBAHUN U COCTAB/IEHNN OTYETOB O NPOBEPKaXx.

4.8 TlNpoBepeHune nccnepoBaHunii

4.8.1 TlnaH uccnegosaHus

4.8.1.1 TnaH uccnefoBaHns B NMMCbMEHHOM BuAe A0/KeH ObiTb pa3paboTaH 40 Havana uccnefoBaHus.
MnaH nccneposaHnsa fo/MKEH ObiTb YTBEPXAEH AATUPOBAHHON MOAMUCHLIO PYKOBOAWUTENS UCCNef0BaHNA U
BepndMLMpOoBaH B COOTBETCTBMM C NPUHLUMNAMK HaZnexalleli nabopaTopHO NpakTMKM nepcoHanom noobec-
neyeHnto kayectea, Kak onucaHo B 4.2.2.1. nepeyncnenHve b). MnaH nccnegoBaHna JO/MKEH Takke ObiTb
yTBEPXAEH PYKOBOACTBOM UCMbITATE/IbHOIO LleHTpa ¥ CIOHCOPOM.

48.1.2

a) lMonpaBku K nnaHy nccnenoBaHnsa AO/MKHbI ObiTb 060CHOBAHBI, YTBEPX/AEHbI AATUPOBAHHOW Noj-
NUCbI0 PyKOBOAUTENSA UcCNefoBaHusA. MNonpasku AO/MKHbI XPaHUTLCA BMECTe C NIaHoM UCC/1ej0BaHus.

b) OTKMOHEHMA OT NnaHa UCcnefoBaHns fOMKHbI ObiTb ONMcaHbl, 06bACHEHbI, NMPU3HaHbI 1 CBOEBPEe-
MEHHO nofnucaHbl pykoBoauTenem nccnefoBaHns u/unv oTBETCTBEHHbIM UccefoBaTeneM(Mu) ¢ ykasaHu-
em pgatbl. OTKNOHEHUA OT MJaHa uccriefoBaHUA [O/MKHbl XPaHUTLCA BMeCTe C NepBUYHbIMU AaHHbLIMU
nccnefoBaHus.

4.8.1.3 OCHOBHOI1 NnaH uccnefoBaHWs MOXeT OblTb AOMNOIHEH CNeLuabHbIMU NPUIOXEHUSIMU A8
npoBeAeHNs KPaTKOCPOUHBIX NCCNef0BaHNIA.

4.8.2 CopepxaHue nnaHa nccnefoBaHus

lMnaH uccnefoBaHus fOMKEH cofepxaTtb cneayloline cBeeHns, Ho He orpaHNYnMBaTbLCA UMU.

4.8.2.1 WHcopmauus 06 nuccnefosaHnu, UCNbITyEMOM U CTAHAAPTHOM 06beKTax:

a) nosIHoe HaMMeHOoBaHWe uccnefoBaHus;

b) CYTb 1 Leflb UCC/ef0BaHUSA;

C) onucaHue UCnbITYyeMOoro 06bekTa ¢ ykasaHnem koga nuav HauMeHoBaHus [No HoMeHknatype Mexay-
HapoAHOro coto3a TeopeTnyeckoli u npuknagHoii xumum (IUPAC), peructpaunoHHblli Homep CnpaBoYHOl
CNyX06bl N0 XMMUYECKON NnuTepatype AMeprkaHCcKoro xmummyeckoro o6uiectsa (CAS), 6uonornyeckne xapak-
TEPUCTUKN U T. M.);
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d) wncnonb3yemblil cTaHAAPTHBIA (KOHTPO/IbHBIN) 06 BHEKT.

4.8.2.2 WNHdopmaumsa 0 CNOHCOpe U UCNbITaTeIbHOM LieHTpe:

a) MHgopMauusa o CrnoHcope € ykasaHueM agpeca:

b) HavMeHOBaHUA ¥ agpeca BCeX WUCMblTaTebHbIX LEHTPOB M UCMbITATe bHbIX NAOWAaAokK, rae npea-
YCMOTPEHO MNpoBejeHne nccnefoBaHus,;

c) hamunusa, UMs. 0TY4ECTBO M afpec PYKOBOAMTENA UCCNef0BaHNS;

d) chamunmsa, ums. oTyecTBO M aApec OTBETCTBEHHOrO uccnegoBartensi(eii) n atanbl UccnefoBaHus,
nepefaHHble eMy(UM) pykoBoAuUTeIeM UccefoBaHnsA A1 OTBETCTBEHHOTO BbIMO/IHEHUSA.

4.8.2.3 [atbl:

a) garta yTBepX[eHus nnaHa uccnefoBaHus ¢ NMoAnucbio pykoBoauTens uccnefosaHus. flata ytsep-
XJEeHUA nnaHa nccnefoBaHns c NOANUCLI0 PYKOBOLCTBA UCTbITATENIbHOIO LIeHTPa 1 CloHCcopa,;

b) npepgnonaraemMblie AaTbl HA4Yasa ¥ OKOHYaHWA IKCNepuMeHTa.

4.8.2.4 MeTopApbl UCMbITAHUIA

CcbI/IKM Ha COOTBETCTBYOLWME pa3iesibl METOANYECKOro pykosBoAcTBa OpraHm3sauny 3KOHOMUYECKOTo
coTpygHuyecTtBa u passutus (OECD), gpyrne pykoBoAcTBa U METOAUKMU.

4.8.2.5 [pyrve npo6nemsi:

a) o060CcHOBaHWe BblGOpa TECT-CUCTEMBI;

b) XapaKTepuCTUKN TECT-CUCTEMBI: BUJ. PO, LUTaMM, UCTOYHUK NMPUOBpeTEHNs, KOIMYECTBO, AManaso-
Hbl Macchl Tena. nos. BO3pacT M pyras cywecTBeHHas nipopmauyma uT. n.;

C) cnocob BBeAeHNss U 060CHOBaHUE ero Bbibopa.

d) ypOBHV 403 U/MNW KOHLEHTPALUiA, YacToTa U NPOLO/MKNTENbHOCTb BBEAEHUS;

e) geTasibHas nHdopmMaLmsa 0 NpoekTe aKCMepuMeHTa, BK/IoYas onvcaHne npoueayp uccnefoBaHuns B
XPOHO/I0rMYECKOM MOPsfKe, BCe UCMOJIb3yeMble METO/bI, BELLECTBA 1 YC/I0BUA NPOBEAEHUSA NCCNef0BaHNs,
BUAblI W 4acTOTy aHa/n3oB, U3MepeHWil, HabMAeHnA U NPOBEpOK, CTaTucTUYeckne MeTofdbl 06paboTkm
[JaHHbIX.

4.8.2.6 3anucu

MepeueHb Bcex 3anncein 1 A0KYMEHTOB, NOANEXaLLNX XPaHEHUIO.

4.8.3 TlpoBegeHne nccnenosaHuns

4.8.3.1 Kaxgomy uccnefoBaHuio fO/MKEH ObiTb NPUCBOEH YHUKa/bHbIA MAEHTUNKALNOHHBIA HOMeEp
(ko). Bcem obbekTam, MMEOLWMM OTHOLIEHWE K JaHHOMY UCC/ef0BaHunio, Takke [O0/KeH OblTb NPUCBOEH
NaeHTUdVKaLMOHHbIA HoMep (ko). O6pasLbl, NCNob3yeMble B UCCef0BaHUN, [OMKHbI ObITb naeHTuduLm-
poBaHb! 4715 NOATBEPXKAEHNSA NX NPONCXOXAEHNA. Takan ngeHTudrkauns o/HkHa No3BoAUTb OCYLLEeCTBAATb
npocnexnsaemMocTb COOTBETCTBYIOLLLEr0 06pasLia n uccnefoBaHus.

4.8.3.2 VccnepoBaHue [OMKHO 6bITb NPOBEAEHO B COOTBETCTBUM C NJ1IAHOM UCC/Ief0BaHNSA.

4.8.3.3 Bce faHHble, NONyYEeHHbIE B XOAE UCCef0BaHNs, A0/MKHbI ObliTb CBOEBPEMEHHO, ObICTPO, TOUHO
1 pa3bopynBo 3anucaHbl, a 3aTeM NoAnucaHsl 1 4aTupoBaHbl NMNLOM, BeAYLMM 3TU 3amuCK.

4.8.3.4 Mo6ble N3MEHEHNSI NePBUYHBIX AaHHbIX JO/MKHbI ObiTb NPOBEfEHbl TakuM 06pasoMm, YTobbl He
OblNM NOTEePsHbI Npepblayline faHHble: [0/KHA GbiTh yKkaszaHa NpuyMHa BHECEeHWs usMeHeHwuii. 3anncb 06
N3MeHeHUsX fo/HkHa ObITb 3aBepeHa AaTMpoBaHHON NOANNCHI0 BHECLLETO UX MLa.

4.8.3.5 [laHHble, 3aperncTpupoBaHHble NyTeM NPAMOro BBoJa B KOMMbIOTEP, AO/KHbI 6bITb UAEHTU(IN-
LiMpoBaHbl BO BpeMS MX BBOAA OTBETCTBEHHbLIM 3a 3Ty NpoLeaypy /IMLOM. YCTPONCTBO KOMMNbIOTEPU3NPOBaH-
HON cucTembl AO0/KHO obecrneyvBaTb COXPaHeHMe BCeX ayAWTOPCKUX OT4eToB, 4TOObI MokKasaTb BCe
N3MEHEHNS, He CKpbiBas NepBUYHbIX AaHHbIX. [Jo/KHaA ObITb NPeAycMOTPEHA BO3MOXHOCTb NPOCNeANTb, KTO
MMEHHO BHEC 3TV U3MEHEHWS, C NCNOJIb30BaHNEM, HANPUMep, CUHXPOHN3NPOBAHHbIX U AAaTUPOBaHHbIX (3/1€K-
TPOHHbIX) nognuceid. JomkHbI 6bITb NPUBELEHbI MPUYNHBI BHECEHUSI U3MEHEHWIA.

4.9 OTueT 0 pesynbTaTax uccnefoBaHuit

4.9.1 O6wme No0XEHNS

4.9.1.1 Tlo OKOHYaHWM KaXA0ro nccnefoBaHnsa Ao/MKEH GbiTb NOATOTOBEH 3aKMIOYUTENbHbIN oTYeT. B
cryyae KpaTkoCPOYHbIX MCCNEeA0BaHUIA B CTAHAAPTU30BaHHbIV 3aKNH0YNTE bHbIV OTYET MOXET ObITb BK/TOYEHO
COOTBETCTBYIOLLEE MPUNOXKEHNE.

4.9.1.2 OTBeTCTBEHHble UccnefoBaTeNn, a Takke Hay4yHble COTPYAHWUKM, yyacTByloLWMe B Uccnefosa-
HMK. 3aBEPSIOT CBON OTYEThI AaTUPOBAHHON NOANUCHIO.

4.9.1.3 3akniounTenbHblil 0THET A0/HKEH ObITb NOANNCAH NAATUPOBAH PYKOBOAMTENEM UCCe0BaHNS,
KOTOpbI MPUHMMAET Ha ce651 OTBETCTBEHHOCTb 3a [JOCTOBEPHOCTb AaHHbIX, NPUBEAEHHbIX B oTYeTe. [Jo/mMKHO
6bITb TaKKe yKaszaHo, COOTBETCTBYET /I OTHET NPUHLMNAaM Hajnexallein nabopaTtopHOl NpaKkTUKK.

4.9.1.4 VicnpaB/fieHNs 1 JOMOJSTHEHUSA K 3aK/I0UNTENBHOMY OTHETY [0/DKHbI ObITh NpefcTaBeHbl B hop-
Me nonpasBok. [Jo/mkHbI 6bITb YETKO yKkasaHbl NPUYNHbI BHECEHUS UCMPaB/EHNIA UK [ONOMHEHWA. Kaxaas n3
nonpasokK fo/XHa 6bITb NOANNcaHa 1 jaTuposaHa pykosoAuTenemM uccnefoBaHus.
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4.9.1.5 NMepedopmaTmpoBaHne 3akNiOUNTENIbHOrO OTYeTa B COOTBETCTBUM C TpeboBaHMAMUK rocyaap-
CTBEHHOrO opraHa peryiimpoBaHusi* He cuuTaeTcsa A4eiiCTBMEM NO BHECEHWIO UCMpaBEHWUA, AONONHEHWUIA nn
nonpaBoK B 3aKNOUYNTENbHBIA OTYeT.

4.9.2 CopepxaHune 3akN0U4NTENILHOTO OTYeTa

3akunTenbHbIA OTYET A0/HKEH COAEPXaTb CNeayoLLy0 MHOPMaL Mo, HO He OrPaHNYNBATBLCA €lo:

4.9.2.1 NpeHTUUKaLNOHHbIE AaHHbIe OTHOCUTENIbHO UCC/eA0BaHNs, UCMbITYEMOro U CTaHAAPTHOrO
06bEKTOB:

a) pasBepHyTOe HaVMeHOBaHue;

b) MAEHTUMUKALMOHHbIE aHHble OTHOCUTE/IbHO UCMbITYEMOro 06bekTa — KO Wn HavMeHoBaHue [no
HOMeHKknatype MexayHapoaHoro cotsa TeopeTnyeckoi n npuknagHoin xumum (IUPAC). peructpaumoHHblii
HoMep CnpaBoOYHOW CNyX6bl N0 XMMUYECKO NnTepatype AMeprKaHcKoro xummuueckoro o6uiectsa (CAS). 6uo-
nlornyeckme XxapakTepucTukm nT. n.);

C) HauMmeHoBaHue cTaH4apTHOro 06bLeKTa,;

d) xapakTepuCTWKM UCMbITYeMOro 06bekTa, BKIUas YNCTOTY, CTabUIbHOCTb U OAHOPOAHOCTb.

4.9.2.2 WHdopmauus oTHOCUTENBHO CNOHCOPA U UCMbITATENbHOIO LEeHTpPa:

a) HaumeHoBaHue uajpec crnoHcopa:

b) HaMMeHOBaHUA ¥ afpeca ucnblTaTeNbHbIX LLeHTPOB U UCMbITaTeNIbHbIX N0WAaA0K, YHaCTBYOLWNX B
nccnefoBaHumn:

c) thamunus, M. 0TYECTBO 1 afpec PYKOBOAMTENSA UCCef0BaHWiA;

d) dammnus, ums. oT4eCTBO U afpec OTBETCTBEHHOro uccregosartens(ei) n atanbl UccnefoBaHus,
nepegaHHble eMy A15 BbINOTHEHNS,

e) damunus, MMs. 0TYEeCTBO M agpeca Hay4HbIX COTPYAHUKOB, OTYETbI KOTOPbIX BOLUIW B 3aK10UNTE b-
HbI OTYeT.

4.9.2.3 fartbl

[atbl Havana 1 OKOHYaHUA 3KCNepuMeHTa.

4.9 2.4 OT4YeT MHCMEKTOPOB MO 06ecneyvyeHnto kayecTea

OTyeT 0 BbINOJIHEHNY NPOrpamMmmbl 06ecneyveHns KayecTsa JO/KEH cofepxarb CBefeHns o0 Tunax ngarax
NMpoBeAEeHHbIX MPOBEPOK, 3Tanbl WCCMEefOoBaHVA, MOABEPrHyTbie MPOBEPKE, AaTUPOBaHHble pesy/bTaTbl
WHCMNEKTUPOBAHUSA, KOTOpble 6bIN NPeAcTaB/eHbl PYKOBOAUTESNIO UCCEf0BaHNA N OTBETCTBEHHOMY UCCef0-
BaTento(Am). 3TN NONOXEHNA HEOOXOANMbI AN5 MOATBEPXKAEHNSA TOro, YTO B 3aK/TI0UMTE/ILHOM OTYeTe 40CTO-
BEPHO OTPaXeHbl NePBUYHbIE faHHbIE.

4.9.2.5 Martepuasbl 1 MeTOAbI UCCef0BaHNSA:

a) onucaHwe marepuasioB 1 MeTOA0B, NCNOJIb3yeMbIX B UCC/IEA0BAHUSX;

b) cnpasBoyHas MHOPMaLMA, NONYyYEHHaAn U3 MeTO4MYECKOro pykosoacTsa OpraHusanmm akoHoMumyec-
Koro coTpygHuyecTsa n pa3sutua (OECD) nnm nHbix opmumanbHbIX pyKOBOACTB U METOAUK, KOTOPbIE Bblain
NCNo/Ib30BaHbI B CCNef0BaHUN.

4.9.2.6 Pesynbrarthbl:

a) KpaTkas CBOAKa pesynbTaTos;

b) BCA UHOPMaLMA 1 AaHHbIE, NOlyYEeHHbIE NPY BbINONTHEHWUW NaHa UCCnefoBaHus;

C) npepcTasfieHNe pes3ynbTaToB, BK/IOYaA BbIYMCNIEHUS U CTATUCTUYECKYI0 06paboTKy MOMyYEHHbIX
[JaHHbIX:

d) oueHka 1 o6CcyxaeHne pe3ynbTaToB, BbIBOAbI, 3aK/THOUEHUS.

4 9.2.7 XpaHeHune

[lonxHo 6bITb ONpefeneHo MecTo, rae 6yAyT XpaHUTbCA B Haf1exalux yCcnoBusAX NiaH uccneoBaHns,
06pasLbl UICNbITYeMbIX Y CTaHAAPTHbIX 06BEKTOB, NEPBUYHbIE AAHHbIE 1 3aKMUYNTENbHBIA OTYET.

4.10 XpaHeHue 3anuceil n matepnasos

4.10.1 B TeueHve ycTaHOB/IEHHOIO Nepuofa BPEMEHMN B apX1Be [O/KHbI XPaHUTLCA CneaytoLue foKy-
MEHTbI U MaTepuasibl:

a) nnaH uccnefoBaHus, NepBUYHblE AaHHble, 06pasubl WCNbITYEMbIX WKW CTaHLAPTHbIX 06BHEKTOB,
3aKNUNTE NIbHbIE OTYETHI 0 KaX/A0M UCC/IeJ0BaHNMN,

b) MaTtepwuasibl NPOBEPOK, BbIMO/IHEHHLIX B 06/1aCTW NpOrpamMmmbl 06ecrneyeHuns kauecTsa, a Takke OCHOB-
HOI NnaH-rpaduk;

C) cBefgeHusa 06 o6pasoBaHun, NOATOTOBKE, KBaMUKaLmn 1 onbiTe paboTbl COTPYAHUKOB:

d) 3anucu v oTyeTbl 06 06CNYXUBAHUY N KANTMOPOBKE 060PYA0BaHNS;

* B Poccuiickoii ®epepaunv, Hanpumep, a COOTBETCTBUM C TpeGoBaHWaMU deflepasbHOTO areHTCTBa Mo TeXHUYecC-
KOMY pPEerysimpoBaHuio 1 MeTposioruu.
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€) [AO0KYMeHTbl N0 Banjaunm KOMMnboTEPU3NPOBAHHbIX CUCTEM;

0 ucTopmuyeckue haiinibl BCeX CTaHAAPTHbIX ONepaLMoHHbIX NpoLeayp;

) 3anucy MOHWTOPUHra napameTpoB OKPYXatoLLei cpeabl, B TOM YAC/e B MecTax NpoBefeHns nccnego-
BaHWii. B cnyyae ecnim Cpok XpaHeHns MaTepuasioB He yCTaHOBEH, [JO/KHO ObITb ONpefeneHo u 3aperncTpu-
pOBaHO OKOHYaTe/lbHOE MECTO XpaHeHWs maTepuanoB uccnefoBaHus. MPUUUHBE YHUUTOXEHUS 06pasLoB
UCMbITYEMbIX U CTaH4apTHbIX 06bEKTOB 10 UCTEYEHNSA YCTaHOB/IEHHOTO NeproAa XpaHeH s AO/IKHbI ObITb 06b-
AAICHEHbI. icnbiTyeMble 1 cTaHaapTHblE 06bEKTbI A0MKHbI XPaHUTLCA [,0 TEX NOP. NOKa UX Ka4ecTBO No3BonseT
UX NCMONb30BaTh (Cy4eTOM UHCTPYKL UK MO XPAHEHNIO 0O LEKTOB).

4.10.2 Martepuanbl, XpaHalmecs B apxmBax, AO/DKHbI GbiTb BHECEHbI B KaTasior Ans obneryeHms ux
novcka.

4.10.3 [locTyn K apxmBam [O/KeH 6bITb BO3MOXHbLIM TO/IbKO C paspelleHns PyKkoBOACTBa UCMbITaTe b-
HOro LeHTpa. [lo/mkHa 6bITb NpefycMOTpeHa perncTpauus nprema v Bbladuv apxvBHbIX Matepunanos.

4.10.4 Ecnv vcnbiTaTeNbHbIA LEHTP WM opraHu3auns, B KOTOPOW pacnoioXeH apxus, npekpaiyaet
CBOE CyliecTBOBaHWeE UM 06bsABNSAET cebs 6aHKPOTOM M He MeeT NpaBoNpeeMHUKOB, apXMBHbIE MaTepuanbl
[OMXHbI 6bITb NEepefaHbl B apxuB cnoHcopa(oB) nccnepoBaHns(i).



FOCT P 53434—2009

YK 615/615.9/.07/.072/.076:006.354 OKC 19.020

T58
T51

KnoueBble CroBa: NPUHLMNBLI Haanexalleik na6opaTopHoi npakTukM. GLP. HEKAWHWYECKUe WCMbITaHus,
[OKNMHUYECKME UCTNbITaHUS, TOKCMKO/IOTMYECKME UCTbITaHus, 06ecnedeHne KauecTBa UCnbiTaHuii, TecT-cucTe-

Mbl. MeAuLMHCKas 6e30MacHOCTb, 3KoNornyeckas 6e30nacHoCTb

Pepaktop /1.8 AdaHaceHKo
TexHuyecknit pegaktop B.H. Mpycakosa
KoppekTop E.- lynbHeea
KomnbloTepHasa BepcTka W.A. HaneliknHoii
CpaHo B Habop 25.12.2003. MoanucaHo B neyaTb 10.02.2010 ®dopmat 60 > 84 Bymara othceTHas.

MeuaTb othceTHasnA. Yen. neuy. n. 1,88. Yu.-u3g. n. 1,70. Tupax 149 »o. 3ak. 102
Oryn «CTAHOAPTUN®OPM», 123995 MockBa. FpaHaTHblii nep., 4
www.90stlnio.ru T'0@ gostinfo.ru
Ha6paHo Bo ®T'YMN «CTAHOAPTUN®OPM» Ha M3BM.

rapHutypa Apuan

OTnevataHo a ununane ®ryn «CTAHOAPTUH®OPM» — Tun. «MockoBCKuii neyaTHuk», 105062 Mocksa. /isnuH nep.. 6.


http://www.mosexp.ru# 
http://files.stroyinf.ru/Index/486/48600.htm

