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[lpegucnoBue

Llenn, oCHOBHbLIE NPUHLUNBLI U NOPSAACK NPOBeAeHNs paboT NO MeXrocyaapCTBEHHOW cTaHAapTU3aLnUn
ycTaHoBneHbl [OCT 1.0—92 «MexrocygapcTBeHHada cuctemMa ctaHaaptTusaumn. OCHOBHBIE MOMOXEHUA» U
[OCT 1.2—2009 «MexrocygapctBeHHada cuctema ctaHgaptusaunn. CtaHaapTel MeXrocygapCcTBeHHbIE, NpaBu-
na v pekoMmeHgawum no MeXXrocyaapcTBeHHoON cTaHgapTusauun. MNpasuna paspadoTkn, NPUHATUSA, MPUMEHEHUS,
ODHOBMEHUS N OTMEHbI»

CBefleHUA 0 cTaHaapTe

1 NMOAIroTOBJIEH ®eaepanbHbIM rocygapCcTBEHHBLIM YHUTAPHBIM NpeanpuatiiemM « BcepocCUnckin Ha-
YUHO-UCCNeaoBaTeNnbCKMA LLEeHTP cTaHAapTUsauum, MHdopMaum U cepTURUKaLIMA ChiPbsl, MaTepuanoB U1 Be-
wecte» (Prylrl «BHUWUCMB») Ha oCHOBe CODCTBEHHONo ayTeHTUYHOro nepeeBoga Ha PYCCKAUM S3bIK
PYKOBOAALLEro AOKYMEHTa, YKa3saHHOIo B NMyHKTE 5

2 BHECEH ®degepanbHbIM areHTCTBOM MO TEXHUYECKOMY PEerynmpoBaHUo U MeTpornorn (PoccTtaH-
AapT)

3 NPUHAT MexrocygapcTBeHHBLIM COBETOM MO cTaHgapTM3aunn, MeTponormm n ceptudukauian (NpoTo-
kon oT 20 okTabpst 2014 r. Ne 71-1)

3a NPUHATUE NPOronocoBarnu:

KpaTkoe HaumeHOBaHUe CTpaHbl Koa cTpaHsbl CokpalleHHOEe HAUMMEHOBAHWE HALIMOHANBHOMO opraHa
no MK (MCQO 3166) 004—97 no MK (MCO 3166) 004—97 no craHgapTmuaaunm

ApmeHus AM MwuHakoHOMUKN Pecnybnukn Apmenuns

Benapychb BY ['occtangapt Pecnybnukn benapych

Knprmnaums KG KblpreiactangapT

MongoBa MD MonpoBa-CtaHpapT

Poccus RU PoccTrangapTt

YKpaunHa UA MWH3KOHOMPAa3BUTUSA YKPaunHbl

4 Tlpukazom PenepanbHOro areHTCTBa No TEXHUYECKOMY perynmpoBaHuio U metponorin ot 20 Hoaops
2014 1. Ne 1700-cT mexrocygapcteeHHbI cTaHgapT FOCT 33044—2014 BBeeH B AeUCTBME B Ka4YeCTBe HallU-
OHanbHOro ctaHgapTta Poccunckon ®enepaumm ¢ 1 aBsrycta 2015 T.

5 Hactoawunm ctaHgapT ngeHtTudeH mexagyHapogHomy aokymeHTy OECD Guide 1:1998 OECD Principles of
good laboratory practice (IMpuHUMNLI HaaNexallen nabopaTopHON NPaKTUKA).

[lepeBoa ¢ aHTMMUACKOTO s3bIKa (en).

CTeneHb coOTBETCTBUSA — naeHTudHas (IDT)

o BBEOEH BINEPBbIE

VIHQpopmauuss 0b UsMeHeHUSX K HacmosuweMy cmaHoapmy rnybrukyemcs 8 eXe200HOM UHQQOPMaUUOH-
HOM YKa3zamerne «HauuoHanbHbie cmaHOapmbi», @ meKcm U3MEeHEHUU U IornpasoK — 8 €XeMEeCAYHOM UH-
opMallUoHHOM yKazamerne «HalyuoHanbHbie cmaHOapmebi». B cniyyae nepecmompa (3aMeHb!) Ui OMMEHbI
Hacmosilea2o cmaHOapma coomeemcemaeyrouiee yeeoomMieHue byoem orybiiliko8aHo 8 eXXeMeCsIYHOM UHDOP-
MalUUOHHOM YKa3amerne «HayuoHarnbHbie craHOapmei». Coomeememayrowjas UHGbopmMmalyus, yeeooMrieHue U
meKkcmabl pasMelaromess makxe e UHQpopMalUuUoHHOU cucmeme obujeao rob3oeaHus — Ha ouuuanbHOM
caume PeldepanbHO20 a2eHmecmea rno MmexHU4ecKoMy pea2ynuposaHuro U Mmemporozauu 8 cemu VIHmepHem

© CraHgapTuHgopm, 2015

B Poccuinckon degepaumn HacToALWMN cTaHAapT He MOXKET ObiTb NONHOCTLIO MW YacTUYHO BOCTMPOU3BE-
0eH, TUpaXXMpoBaH 1N pacnpocTpaHeH B KadecTBe oduLmManbHoro nsgaHust bes paspeweHna degepanbHOro
areHTCTBa No TEXHNYECKOMY perynmpoBaHUo M MeTPONormmu
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BBenoeHue

HacToawmnmn ctaHgapT NOAroToBNEH B LENsiX rapMOHM3aLMM 0Te4eCTBEHHBIX HOPM M NpaBUI ¢ MeXayHapoa-
HbIMW OOKYMEHTaMUu WU, B NepBYyO ovepedb, ¢ AoKYMeHTOM OpraHusauum 3KOHOMUYECKOro coTpyaHM4ecTBa U
pa3suTusa (O3CP) «MpuHumnbl Hagnexallen naboparopHon npakTuku (GLP)».

HeyaoBNeTBOPEHHOCTb KAYeCTBOM HEKIMMHUYECKNX UCCIedoBaHUN, Ha pesyrbraTax KOTOPbIX OCHOBLIBAET-
CS1 OLleHKa YPOBHA OMAacHOCTW B OTHOLLUEHWM 300POBbA UeNoBeKa U OKpyXatollen cpedbl, CO CTOPOHbI NMpaBu-
TEeNbLCTB W nNpeacTaBUTENEN MNPOMbBIWNEHHOCTU  pa3HbIX FOCydapcTB  NpuBena K YCTaAHOBMEHUHO
rocygapcteamu—uneHamn OOCP KputepneB Ans npoBeaeHnUs nogobHbIX NccrneaoBaHUA.

Bo nsdexaHue UCnonb3oBaHMUS pPasHbIX CXeM BbINOMHEHUS NoA0bHbIX UCCneaoBaHUA, YTO MOTTIo Dbl npens-
TCTBOBaATb MeXAyHapoaHOW TOProsie XMMn4eckMmMin BellectsamMmu, rocygapctea—uneHsl OQCP noctaBunn 3aga-
Yy OCYLLIECTBUTb MeXAyHapoaHYo rapMOHU3aLUI0 METOAOB UCMBITAHWUN U Hagnexallen nabopaTtopHOU NPaKTUKK,
B 1979—1980 rr. mexgyHapogHoW rpynnon akcnepToB, Co3daHHOW cornacHo crneunanbHoOW nporpamMmme no
KOHTPOMO XUMUYECKNX BELLECTB, NPU UCNONb30OBAHUM OpraHn3aLUOHHBIX M HAYyYHbIX METOAOB U ONbiTa, NOMYy-
YEHHbIX M3 pas3nnYHbIX HaUWOHamNbHbLIX U MeXayHapoaHbIX UCTOYHMKOB ObIN paspadotaH aokymeHT «O3CP.
[puHUMnbl Hagnexawen nadtopartopHon npaktukn (GLP)» (OECD. Principles of Good Laboratory Practice
(GLP)). AaHHble «[NpuHuunel GLP» bbinu npuHsatel CoBetom O3CP B 1981 I kak npunoxeHue K peweHnio Coeta
OOCP 0 B3aMHOM NpUsHaHKN gaHHbIX NpU oueHKe xumMmudecknx sellects [C(81)30(Final)].

B 1995—1996 rr. 6bina cdhopmMmupoBaHa HOBas1 rpynna SKCNepToB, KOTopas OCYLLECTBUMNA NepPecMoTP A0KY-
MeHTa «[1puHumnel Hagnexallen nabopartopHon npaktukn (GLP)». Ha ocHoBe cornalueHnid, AOCTUTHYThIX B
xoae paboThkl 3TOW rpynnel, ObiNa paspadbotaHa 0OHOBNEHHAaA Bepcusa AoKyMeHTa. [JJaHHbIN AOKYMEHT OTMEHS-
eT U 3aMeHsIeET NepBOoHaYalnbHbI AOKYMEHT «[1puHUMNBI Hagnexawlen nadbopatopHon npakTtukk (GLP)», npuHsa-
Tl B 1981 T.

LUenb «MpuHUMnoB Hagnexauwen nadboparopHon npaktnkn (GLP)» coctouT B TOM, 4YTODbI 0becnevnTts
npoaBWKeEHUE NPUMEHEHUA NPpUHLMNA OLUEHKU KavyecTBa AaHHLIX, NONYyYeHHbIX B pedynbrate UcnbliTaHUU. Co-
MOCTABUMOCTb YPOBHSA Ka4yecTBa AaHHbIX, NONYyYeHHbLIX B pe3ynkrarte UcnbiTaHnu, opMUpYeT OCHOBaHWE OIS
B3aMMHOIO NPU3HaHWA AaHHLIX B pa3HbIX cTpaHax. Ecnuv otaenbHble CTpaHbl MOTYT A0BEPATL KAYeCTBY AaHHbIX UC-
NbITAHWUA APYTMX CTPaH, MOXKHO 1M3bexXaTb AyOnnMpoBaHUSa UCTILITAHUIA, TAKUM 0DPa3oM CIKOHOMUB BPEMSI U pecypchi.
[TpumeHeHue «[puHUMNOB Haanexaien nadbopatopHon npaktukn (GLP)» no3BonnTt nsdexarts co3gaHnsa TEXHU-
YecKnx bapbepoB B TOProsne 1 byaet cnocobCTBOBATL OCYLLIECTBNEHUIO 3aLLUTHLI 300P0BbLS YeNnoBeKa 1 oxXpaHe
OKpy>KaroLlen cpeabl.

CTtaHgapT coaepxuT NpunoxeHne A (cnpaBoYyHoe), KOTOPOEe OTCYTCTBYET B TEKCTE MeXAyHapoaHOro A0OKYy-
meHTa OECD, Guide 1:1998 OECD. Principles of good laboratory practice. B [NpunoxeHun A npuBegeHbl NOAcCHe-
HUA ANK Nonb3oBaTenen B YacT HasHavYeHUS U NPUMEHEHUS MPUHLIMMOB Haanexawlen nabopaTtopHoO NpakTUKA.

IV
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M E X T O CY 3D APCTUBEWUHH bl W C T A H O AP T

NPUHLUUNbI HAQNEXALLEW NABOPATOPHOU NMPAKTUKU

Pnnciples of good laboratory practice

[laTta BBeaeHna — 2015—08—01

1 O6nacTb NpMeHeHnNA

HacTtosiwymin ctaHgapT yctaHasnumaaeT lMNpuHUunbl Hagnexawen nabopaTtopHOn NpakTUKK, npeaHasHa-
YeHHble Ans npuMeHeHnsa npu nNpoBegeHnin HeKNMMHUYeCcKnx ncecnegoBaHnin 6e3onacHoCT OOBLEKTOB UCTIbITA-
HUN, codepXallnXca B NeKkapcTBEeHHLIX cpedcTBax, nectuumaax, KocMeTu4yeckon npoaykunn, BeTepuHapHbIX
npenapartax, MAWEBBLIX U KOPMOBBIX J0DaBKax, a TakKe XUMUYECKNX BellecTBaxX NPOMBbILLIIEHHOrO Ha3HavYeHus.
Ob6beKTbl UCMbITAHWUS, Yalle BCEro, SABNSAOTCA CUHTETUYECKMMK BELLECTBAMU N UX CMECAMMN, HO TaKKe MOTyT
ObITb HaTypanbHOro UM BUOreHHOro NPOUCXOXKAEHNUSA, a B OTAENbHLIX CryvasX NpeacTtaBnsaTb cObon XKMBble
opraHuamsbl. Llenb ncneitTaHnin COCTOUT B TOM, YTOOLI NOMy4YNTb AaHHbIE O CBOUCTBAX OOBLEKTOB UCMbITAHWUNA
nnnn ob 1nx Be3onacHOCTU Ansl 340POBbA YenoBeKka U/nn oKpyXaroLen cpeabi.

[puyHUMNBI HaanexXxalen NadboparopHON NMPakTUKXN pacrnpocTpaHstoTCHa Ha HEKNMMHUYecKne nccnegoBaHus
MEeAULMHCKON 1 3KOMOrM4eckonm 06e3onacHOCTU, KOTOpble BKOYAOT B cedd mccneaoBaHus, NpoBoAUMble B
nadbopaTtopHbIX, TEMNMUYHBIX U NOMNEBbLIX YCNOoBUAX. MNpUHLUUNALI HAaANeXaLwen nadopaTopHOnN NPaKTUKUA MPUMEHU-
Mbl AS19 BCEX HEKMUHNYECKUX UCCNEea0BaHUA MeOULIMHCKON 1 SKOMOrM4eckon 6e3onacHoCcTn, TpebyeMblX 3aKOHO-
NaTenbCTBOM B LENsIX perncrpauum Unm NUueH3npoBaHUs NeKapcTBEHHbIX CpeacTB, NecTuumnaos, NULLEBLIX U
KOPMOBBIX O00aBOK, KOCMETUYECKON NPOAYKUUN, BETEPUHAPHBLIX NMpenapaTtoB U Apyrnx rnogodbHbIX NPoAyKToB, a
TakKe XMMUYECKNX BELLIECTB MPOMBILLINEHHOro HazHavYeHUs, 3a UCKITIOYEHNEM crnyvyaeB, 0coD0 OrOBOPEHHbIX
B COOTBETCTBUMN C HAUMOHAlbHbLIM 3aKOHOAAaTENbCTBOM.

2 TepMUHbI U onpepeneHUs

B HacTodlemM cTaHaapTe NpUMEHeHbI crneayrome TepMnuHbl ¢ COOTBETCTBYHOLLIMMU onpeaeneHUsiMin:
21 lMpuHuMnbl Hagnexatwlen nNadbopaTopHOU NPaKTUKA

2.1.1 MpuHuUnbl Hagnexawen naboparopHon npakTukn (Good Laboratory Practice (GLP): Cuctema
obecneveHnd KayecTBa, MMetoLad OTHOLLEHKE K npoueccam opraHnu3aunun, nnaHMpoBaHnd, Nopsaaky nposeaeHus
1 KOHTPOMO NccrneaoBaHuii B 00NacTu oXpaHbl 340p0OBbA YenoBeka M 6e30nacHOCTU OKpyXKatoLlen cpelbl, a Tak-
Xe 0POPMIIEHUA, apXUBUPOBAHUA U NPeaCTaBNeHNs pe3ynsLTaToB 3TUX UCCnedoBaHUN.

2.2 OpraHusauma UCnbiTaTerbHOro LeHTpa

2.2.1 ucnbiTatenbHbIU UeHTp (test facility): PakTyeckoe MecTo NpoBeaeHUA HEKINMMHUYECKOTO UCcCneaoBa-
HAS MEANLMHCKOW N 3KONOrM4eckon 6e3onacHoCTU, rae HaxoauTcsl KONNEeKTUB creunanncToB, NoMeLleHns 1 ob-
opyaoBaHWe, Heobxoaumble AONA ero BbINONMHeHUs. Ecnn nccnegoBaHWst BLIMOMHAKOTCA Ha  HECKOMbKUX
McnbiTaTenbHbIX NNoLWaakax, To Nod TePMUHOM «UCNbITaTeNbHbIA LEHTP» MOHUMAaRT COBOKYMHOCTbL NOLLaaoK, KO-
TOpble MO OTAENbHOCTU UMX B COCTaBe rpynn y4acTBYIOT B NPOBEAEHNN UCCIedoBaHN4A, BKIIoYaa NNoLwaaky, Ha Ko-
TOPOW HaXoOUTCA PYKOBOAUTENb UCCNeaoBaHUA.

2.2.2 ucnbitTatenbHaa nnowaaka (test site): Mecto npoBeaeHUs Kakoro-nnmdo atana nccrnegoBaHus.

U3paHne odbvumanbHoe
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2.2.3 agMUHUCTpauuAa ucnbitatenbHoro UeHTtpa (test facility management): Jlnuo nnu nuua, opuumans-
HO BO3rMaBnsoLWne UCblTaTeNbHbLIA LEHTP U OTBETCTBEHHLIE 3a opraHM3auuio 1 cobnogeHne B Hem NpruHLUMNOB
Hagnexallen nabopartopHON NPaKTUKMA.

2.2.4 apMUHUCTpaUUAa UcnbiTaTeNnbHOU Nnowagku (test site management): Jlmuo vmnu nuua (B cnyyae
HasHa4yeHWsa), OTBETCTBEeHHOEe(ble) 3a NpoBedeHUe Ha HeN COOTBETCTRYHOLLEro(Mx) atana(oB) nccrnegoBaHUa co-
rnacHo MNpuHuMnam Haanexatien nadbopartopHOM NPakTUKA.

2.2.5 cnoHcop (sponsor): Pusmnyeckoe N1 ropnagndeckoe N1Lo, KoTopoe MHULMUPYET, 0POpMIAET 3aKkas,
nogaepKnBaeT U/Unn yteepkgaeT npoBegeHne HEKNMUHUYECKOro nccnegoBaHnus MeanLMHCKON 1 3Konornvec-
KON 6e30MacHOCTU N HECET OTBETCTBEHHOCTL 3a ero opraHusaumio 1 GuHaHCMpoBaHUe.

2.2.6 pykoBoauTenb uccnepoBaHua (study director): Ilnuo, oTBeTCTBEHHOE 3a NpoBeaAeHWe HEKIMMHUYEC-
KOro UccneagoBaHnusa MeguLIMHCKOM 1 3KOMormdeckon 6e3onacHOCTU OT Havana 4o KoHua.

2.2./ OTBeTCTBEeHHbIU UccnepoBatenb (principal investigator): JlMLo, koTopoe B cnydae npoBeaeHUsa Uc-
crnegoBaHUs Ha HEeCKONBKUX UCTIbITATENbHLIX NNoLaakax AeUCTBYET OT UMEeHU pykoBoaUTENd nccrneaoBaHUAa v He-
CEeT OTBETCTBEHHOCTbL 3a NepedaHHble B ero BeaeHue atansl UccnegoBaHug.

[TpumeyaHune— OTBETCTBEHHOMY UCCNEAOBATEN{(AM) HE MOXET DbITb MOMHOCTLIO NepeaaHa OTBETCTBEHHOCTb
PYKOBOAUTENS NCCNEA0BaHUSA 3a NPOBEAEHNE NCCNEA0BAHUS, NMOCKOIBbKY OHA BKIIOYAET B CEDS YTBEPXKAEHNE NNaHa NCCneno-
BaHWSA N MNOMNPaBKU K 3TOMY MNrnaHy, yTBEPXXAEHME 3aKMIOYNTENBHOMO OTYETA U rApaHTUK, YTO BCE NCCINEAOBAHUA COOTBETCTBYIOT
[TpyHUMNam Hagnexawen nabopaTopHON NPAaKTUKN.

2.2.8 nporpamMmmMma obecneveHus kavectBa (quality assurance programme): [NNporpamma paboT, BbINOMNHSIE-
MbIX NEPCOHANOM, HE3aBUCUMBLIM OT NPOBeAEHNS UCCNeaoBaHUA, N HAaNPaBNEHHbIX Ha obecneveHne agMUHUCTPa-
LMen ncnbltaternsHoro ueHTpa cobntogeHns MNpuHUMnoB Haanexawlen nabopatopHon npakTUKn.

2.2.9 cTaHAapTHble onepauuoHHble npoueaypbl; COl (standard operating procedures; SOPs): oky-
MeHTUPOBaHHbLIE NpoLeaypbl, cogepxalle onucaHue npoueccoB NnpoBedeHUa UCnbiTaHUKA N gpyron aes-
TeNMbHOCTW, KakK NpaBWio, He NnpeacTaBneHHble AeTanbHC B NMNaHax uUccnegoBaHUA UMM PykoBOACTBaX MO
MeTodaM NpoBeaeHUS UCTIBITaHUNA.

2.2.10 ocHoBHOW nNnaH-rpauKk (master schedule): Ceogka nHpopmaun, No3sondoLas cUueHUTb pa-
DOYYI0 Harpysky 1 ncnonbayemast 4nst KOHTPOoNs NpoBeaeHns UccneaoBaHnia B UCNbITATENBHOM LIEHTPE.

2.3 HeknuHu4vyeckoe uccneaoBaHmue MeAULMUHCKOU U 3KONOrM4YecKkon 6e30nacHoOCTI

2.3.1 HeKNMMHU4YeckKoe uccneaoBaHne MegULUHCKON U 3Konormn4vyeckom 6esonacHoctu (non-clinical
health and environmental safety study): SkcnepMmMeHT Unn psg SKCNepuUMeHTOB, COMMacHO KOTOPbLIM 0OBLEKT UCMbI-
TaHWW NoaBepraroT UCCNeaoBaHUo B NabOpaTOPHLIX YCNOBUAX U YCIIOBUSIX OKpYXKatoLlen cpeabl, YToObl NONy4nuTh
OaHHble O CBOUCTBaX 0ObekTa WU/nnn ero 6e3onacHoOCTU U NPeacTaBUTb UX Ha pacCMOTPeHMe perynvpyowmm
opraHam.

2.3.2 KpaTKocpo4dyHoe uccnegoBaHue (short-term study): WccneposaHue, npoBogumoe LLNAPOKO
pacnpocTpaHeHHbIMN MeToAaMN B TedeHUe HeNpOoaO/PKUTENTbHOIO BpeMeHM.

2.3.3 nnaH uccnegoBaHuAa (study plan): JJokymMeHT, onucbiBaloWMA LEennM 1 MeTOAO0NOrni0 3KCnepumMmeHTa
ONs NpoBeAeHNA UCCNeaoBaHNUs, a Takke BKITOYaroLWMK B cebst BCe MnonpaBKn, BHECEHHbIE B 3KCNEPUMEHT.

2.3.4 nonpaBKa K nnaHy uccnegopaHua (study plan amendment): LleneHanpasneHHoe n3MeHeHUe B
nnaHe uccnegoBaHUA, BHeCeHHOe nocrne gaTthl Hadana uccnegoBaHug.

2.3.5 OTKINOHeHUe OT NnaHa uccnepgoBaHua (study plan deviation): HenpeaHamepeHHoOe OTKNOHEHUE OT
nraHa nuccnegoBaHua nocre gathl Havana ncenegoBaHus.

2.3.6 TecT-cucteMa (test system). buonornyeckad, xmmmyeckad UnM gusndeckad cucrtema B OT-
ANEenbHOCTU NN B KOMOUHaLMK Apyr ¢ ApYyroM, Ucronb3yemas B UCcreaoBaHun.

2.3./ nepBUYHble AaHHble UccnegoBaHua (raw data). OpuriuHanbel 3anucen U AOKYMEHTOB WUCMbI-
TaTeNbHOro LUeHTpa U1 NX 3aBepeHHbIe KoMK, oTpaxarolwue pesynbraTtbl HabnogeHun 1 npoueanypsbl, NpoBe-
OeHHble BO BpeMs nccnegoBaHus.

[TpumeyvyaHwue—IllepBUUHLIMX AaHHLIMU UcCNeaoBaHust Moryt ObiTb: dhotorpadum, MUKPOMPUNbMbI, MUK-
POMIMEHKN, NX KOMNUK, JUCKETbI U KOMNAKT-AUCKX, padoume 3anncu, BKNOYas 3anucu nokasaHm aBToMaTU3npoOBaHHbIX NMPmnbo-
POB, U ApYyrne HOCUTENWM AaHHbIX, KOTOPble 0becne4vmBatoT Be3onacHoe XpaHeHne nHopmMaLumn B TEHYEHUE ONpPeaeneHHOoro rne-
punoga Bpemenu (cm. 2.3.10).

2.3.8 obpa3sey (specimen): Jltobon matepuan, B3ATbIA N3 TECT-CUCTEMBI AN U3YYEHUs, aHannsa nnu
XpaHeHus.

2.3.9 paTa Havyana akcnepumeHTta (experimental starting date): ata nony4yeHna nepBbIX 3KCNepuMeH-
TanbHbIX AaHHbLIX MO UCCNeaoBaHUIO.

2
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2.3.10 paTta OKOHYaHUA 3KcnepumeHTa (experimental completion date): Jata nony4dyeHua nocnegHUx
aKCnepuMeHTanbHbIX AaHHBIX MO UCCNeaoBaHUIO.

2.3.11 pata Hadyana uccnegoBaHua (study initiation date): ata nognucaHna pykoBoauTenem Uccneno-
BaHWA NiaHa uccnegoBaHus.

2.3.12 pata okoH4YaHuA uccnegoBaHua (study completion date): lata nognucaHua pykoBoaUTENEM
nceneaoBaHUsa 3aknovUTENBHOMO OTYeTa.

2.4 O0BbeKT ucnbiTaHuA

2.4.1 o0BbeKT ucnbitaHua (test item): OOLeKT, NpeacTaBnAlLWMA CODON NpeaMET UCCEA0BaAHMSI.

2.4.2 ctaHpapTHbIN 00BbeKT (0Opa3el), «KKOHTPONbHbLINY O0OBLEeKT (obpa3seu) (reference item,
«control item»): OObekT (0bpasel), UCNOMb3yEMbIA ANA CPpaBHEHUA C OOBEKTOM UCMLITAHUSA, UMEOLLUA OopULn-
anbHO YAOCTOBEPEHHbIN COCTaB.

2.4.3 naptug, cepusa (batch, lot): OnpegeneHHoe KONMMUECTBO 0OBLEKTa UCMBITAHUA UMM CTaHAAPTHOMO O0L-
eKTa, NoMy4YeHHOoEe B TedeHne onpeaeneHHoro Nponu3BOACTBEHHOMO LMKNa TakuM cnocoboMm, UTO 3TOT OOBLEKT UMEeEeT
OOHOPOOHLIA XapakKTep 1 JOMKeH bblTb HAa3Ha4YeH B 3TOM KadyecTBe.

2.4.4 HocuTtenb (vehicle): BelwecTBo, MCnonb3ayemoe Angd cMellnBaHuga, gucneprupoBaHns U pacTBope-
HUS1 0OBbEeKTa UCMbITaAHUS NN CTAHOAPTHOMO 0bbLEeKTa 1 No3BonatoLlee obnerdnTs ero BBeAeHne B TECT-CUCTEMY.

3 MpuHUUNbI Hagnexawen nadopaTopHON NPaAKTUKA

3.1 OpraHus3auuma u nepcoHan UCNbITaTeNnbHOro LeHTpa

3.1.1 06A3aHHOCTU aAMUHUCTPALUUN UCNbLITATENbHOIO LEeHTpa

3.1.1.1 AAMUHUCTPpaUNA UCNbITATeNbHOTO UeHTpa A0KHA rapaHTUpOoBaTh, YTO NPUHLWNBLI Haanexallen
naboparopHon NpakTukK ByayT cobntogeHsl B NonMHOM obbeme.

3.1.1.2 B vyacTHOCTU, agMUHUCTpaUns OomKHa:

a) YTBEpAWUTb NONMOXKEHUSNA, COrNacHO KOTOPbIM onpeaenstoT nNiuo(a), BeiNnonHaoLlee 0b0sA3aHHOCTU py-
KoBoACTBa cornacHo MNpuHuunam Hagnexawen nabopaTtopHon NpakTUKK;

b) obecneunBatb HaNU4Me B JOCTAaTOYHOM KONMMYECTBE KOMMETEHTHOMO nepcoHana, CoOOTBETCTBYHOLLMX MNO-
MeLLeHUIn, 0DopyaoBaHUS U MaTepmanos, HeODXoAMMOro ANA CBOEBPEMEHHOIO U HaanexXxallero npoBeaeHUs Uc-
cnegoBaHUA;

c) obecne4ymnBaTb nogaepXaHme B akTyallbHOM COCTOSAHUW AOKYMeEHTauun o6 ypoBHe KBanndukaLumm,
obpasoBaHWK, onbiTe PadoThl U ACMKHOCTHLIX 0BA3aHHOCTAX CNELManMCTOB N TEXHUYECKOro nepcoHana;

d) rapaHTUpoBaTb YETKOE NOHUMMaHUE CBOUX 0DA3aHHOCTEN COTPYAHUKAMKU, U, NPU HEeOoDXoAMMOCTH,
obecnevnBaTb UM COOTBETCTBYIOLLIEE ODyUeHNe N NOArOTOBKY;

€) HEecCTU OTBETCTBEHHOCTb 3a BLIMNOMHEHWE UCCNeaoBaTENbCKMX PabOoT B COOTBETCTBMA C AEUCTBYIOLLIMMU
cTaHOapTHLIMU onepaunoHHBIMUK NpoLeaypamMmuy; yTeepXaaTtb Bce AeUCTBYOLWMe cTaHgapTHeIE onepaloH-
Hble npoueaypbl U NonpaBky K HAM;

f) HecTun OTBETCTBEHHOCTL 3a OpraHM3aLuio NporpamMmbl obecrneyeHust KauecTsa ¢ Ha3Ha4YeHHbIM NepPCcoHa-
TIOM U ee peannsauunio B cCOOTBETCTBUM € [puHUMNaMK Hagnexawe nabopatopHon NPaKTUKK;

g) HasHadyuTb OO0 Hadana uccnegoBaHUA B Ka4YeCcTBe PyKoBOAUTENS UCCedoBaHUA cOTpyaHUKa, MMeKoLLero
COOTBETCTBYIOLLEE 0DpaszoBaHne, KBanndpukauuo 1 onbIT paboThl. 3aMeHa pyKoBoAUTENSA UCCeaoBaHNUSA O00-
KHa NPOBOAUTLCH B COOTBETCTBUM C YCTAHOBMNEHHbLIM NOPAAKOM U A0MKHA ObITb AOKYMEHTUPOBAHA;

h) HasHayaTb, B cny4Yae HeobXxoauMMOCTU, NpY NPOBEAEHUN UCCTEA0OBAHUA HAa HECKOTbKUX UCTIbITATENb-
HbIX NoLWaaKkax OTBETCTBEHHOMO UCCneaoBaTens, KOTopbl obnagaeT COOTBETCTBYHOLWMM 0DpasoBaHUEM, KBa-
nudurkaLnen 1 onbIToM, YTODbI KOHTPONMMPOBATL NPOBEAEHME AaHHOTO 3Tana (3TanoB) UccnegoBaHUs. 3aMeHa
OTBETCTBEHHOro UccneaoBaTtens A0/PKHa NPpoBOAUTLCA B COOTBETCTBUMA C YCTaHOBIEHHBIM NOPAAKOM U J0ITKHA
ObITb JOKYMEHTUPOBAHA;

1) rapaHTupoBaTh, UTO NNaH UccnegoBaHus bByaeT AOKYMEHTAaNbHO YTBEPXKAEH PYKOBOAUTENEM NUCCNEOO0-
BaHWA;

|) rapaHTUpOBAaTb, UTO PYKOBOAUTENb UCCNeAoBaHUS NpeaocTaBUT cnyXbe no obecnevyeHUo KavyecTrea
OOCTYN K yTBepXXAeHHOMY NNnaHy UccneaoBaHUs;

K) obecneumBatb COXPaHHOCTb UCTOPUYECKNX PalNOB BCEX CTAHAAPTHLIX onepauUnoHHbLIX npoueayp;

|) HasHa4yaTb OTBETCTBEHHOIO 3a yrnpaBleHne apXUBOM (apXmMBamMin);

M) rapaHTUpoOBaTb BLINOMIHEHWE OCHOBHOIO NnaHa-rpadguka;

Nn) rapaHTupoBaTb, YTO PECYpPCbl WUCMLITATENILHOMO LIEHTPa COOTBETCTBYIOT TPeOOBAHUAM, MpedbsiB-
N9eMbIM K UX MCMONb30OBaHUIO B UCCNeaoBaHUN;
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0) Npuv NPoBeaeHUN NCCeaoBaHUN Ha HECKOMBbKNX UCTIbITaTENbHBLIX MMoLWaaKkax obecneyvmBaTtb YETKOE U CO-
rMacoBaHHOE B3aMMOAEWCTBME MeXay pykoBoauTenem uccnegoBaHUda, OTBETCTBEHHBIM(MW) UccneaoBaTe-
nem(amu), cny>xobon no obecnevueHno KavyecTea 1 cneumnanmcTaMmn, BeIMONMHARLLMMAW JaHHOE UccneaoBaHue;

D) rapaHTUpoBaThb, YTO OOBLEKT UCMLITAHMA U CTAHOAPTHLIM OOBLEKT ONUCaHbl AOTMKHBIM 0DpPa3oM;

() ycTaHaBnuBaTb NpoLeaypbl A4na NoATBepXXAeHUA TOro, YTo KOMNbHOTEPU3NPOBaHHBbIE CUCTEMBI COOTBE-
TCTBYIOT CBOEMY HasHa4vyeHUto, a Takke BanugupyroTcd, ynpaBnaoTca U nogaepXXuearoTca cornacHo [NpruHuuy-
nam Hagnexawien nadbopaTtopHoOn NpakTUKK.

3.1.1.3 [lpwu BbINONHEHUN KaKoro-nnbo atana(oB) MCCNneaoBaHUS Ha UCNbITATENbLHOW NoWagKke B KOM-
neTeHUuo aaMUHUCTPaLMKN UCNbITaTENbHOM NNoLwwaaky (B cnydae HasHavyeHus1) BXOAAT BCe BhllLenepevyncreH-
Hble 0bs1I3aHHOCTN, Kpome 3.1.1.2, nepeuncneHnst Q), i), j) n o).

3.1.2 Ob6sA3aHHOCTU pyKoBOAUTENA UcCcneaoBaHUA

3.1.2.1 PykoBoauTtenb WMUccneaoBaHUs OCYLUECTBNSAET obllee pyKOBOACTBO MNPOBeAEHUEM UCCMeao-
BaHWA, OTBeYaeT 3a NOAroTOBKY 3aKIMHOYUTENTBHOIO oT4eTa.

3.1.2.2 B 0ba3aHHOCTWN pyKOBOANTENA UCCNeaoBaHNSA BXOOAT KaKk MUHUMYM cneaytowme oyHKUUN:

a) yTBepXgaTb niaH uccrneaoBaHuda U NonpaBky K HeMy CBOeW NoANUCBLI0 ¢ YKasaHeM aThl;

b) rapaHTUpOBaThL, YTO CNyXba no obecnevyeHunto KavecTsa MMEeET KoMK NnaHa UccneaoBaHnst Co CBOEBpE-
MEHHO MOMyYeHHBIMU NONpaBKaMm K HEMY, U HAXOAWUTLCS C COTPYAHUKaMK CNyXObl obecneveHns1 KayecTBa B MNo-
CTOAHHOM KOHTaKTe Ha NpoTsKeHN BCEro MccnegoBaHUs;

C) rapaHTUpoBaTb, YTO NNaHbl UCCnegoBaHUA, NONPaBKM K HUM 1 cTaHOapTHbIe onepauuoHHbIe npoueay-
pbl AOCTYNHbI cneuManucTam, BbiNoNHAKLWMM JaHHOe UccneaoBaHue;

d) rapaHTuMpoBaTb, YTO B NiaHe UccrnegoBaHns 1 3akioYUTENbLHOM OTUETE O pesynbraTax UccregoBaHus,
BbINOMTHEHHOTO Ha HECKONMBKUX UCMbITATENbHBLIX NNoLWaaKax, onpegeneHbl poin KaXaoro OTBETCTBEHHOIO UC-
NonHUTEeNnA(en) N Kaxkaoro U3 UcnbiTaTenbHbIX LEHTPOB U UCNbITaTeNbHbIX NIoLWaaoK, BOBNeYeHHbIX B MpoBedeHme
nccneaoBaHUS;

e) rapaHTupoBaTb, YUTO MNPU BLINOMHEHUN PabOT B COOTBETCTBUM C MNMAHOM MCCNeaoBaHUS MPOBOASATCS
oLUeHKa N AOKYMEHTUPOBaHWe BNUAHUSA MOOLIX OTKMOHEHWW OT NNaHa nccneaoBaHUs Ha Ka4ecTBO U LIENMOCTHOCTL
NpoBeAeHUs1 UCCneaoBaHna 1 NpU HeCOXOOAUMOCTU NMPUHUMAKOTCS KOPPEKTUPYIoLLIME AEUCTBUS, a TakKe NPU3Ha-
BaTb AOMNYCTUMOCTb OTKITOHEHUN OT CTaHAapTHLIX onepaunoHHBIX Npoleadyp npy nposeaeHnn nccnegoBaHUS;

f) rapaHTUpoBaTh, UTO perncTpauus Bcex NepBMUYHbIX AaHHbIX UCCneaoBaHMs MPOBOAUTCS B MOMHOM 00b-

eMe;

g) rapaHTUpoBaTb, YTO KOMMbLIOTEPUINPOBAHHBLIE CUCTEMBI, UCMOMNb3yeMble B UCCNeaoBaHMK, Banuanpo-
BaHbI;

h) nognucbiBaTb U AaTUPOBaTb 3aKMNOUUTENBHBLIA OTYET, TEM CcaMbiM MPUHUMAA Ha ceba OTBET-
CTBEHHOCTb 3a AOCTOBEPHOCTb MHPOPMALMA 1 3a BbINOMHEHNE UccneaoBaHUA B COOTBETCTBUKM ¢ [1puHUMNamMm
Hagnexalwlen nabopaTtopHON NPAaKTUKK;

1) rapaHTUpoOBaTb, YTO NOCNe 3aBeplUueHnsa (BKIoYasa npekpalleHne) nccneagoBaHusa nnaH uccneagoBa-
HUA, 3aKMOYNTENBHBIN OTYET, NepPBUYHbIE AaHHbIE UCCNeaoBaHMUs U CONYTCTBYOLWME MaTepuanbl nepeaarTcs B
apPXUB.

3.1.3 O04a3aHHOCTU OTBETCTBEHHOro uccnegoBartens

OTBETCTBEHHLIN UCCcneaoBaTenb HeceT OTBETCTBEHHOCTb 3a NpoBegeHne NopyyYeHHbIX eMy 3TarnoB UC-
cnegoBaHne B COOTBETCTBUU ¢ [puHUMNaMK Hagnexalle nadbopatopHOn NpaKTUKN.

3.1.4 O6A3aHHOCTU NepcoHana, BbINOMHAKLEro uccrnenoBaHuA

3.1.4.1 Becb nepcoHan, BOBNe4YeHHLIN B NpoBedeHNe UCCneaoBaHUs, JOMKeH 3HaTth [ 1prUHUMNBI HaaneXxa-
LLien NabopaTopHOW NPAaKTUKM B YaCTK, KOTOpasd MMEET OTHOLWIEHUE K UX y4aCTUIO B UCCNeaOoBaHUN.

3.1.4.2 lepcoHan, BLINONMHALW NN NccnegoBaHUd, A0JPKEeH MMeTh 4OCTYN K NJ1aHy nccneaoBaHuUsa n co-
OTBETCTBYHOLLMM CTaHAAPTHLIM onepaunoHHbIM Npoueaypam, NpuMeHaeMbIM K UX y4acTUo B UccneaoBaHun,
Ero 06a3aHHOCTLIO SIBNAETCH BINONHEHWUE UHCTPYKLUUIN, coaepXKallnXca B aTUX AoKyMeHTaxX. J1loboe oTKnoHeHune
OT 3TUX UHCTPYKLMI OOIMKHO ObITb 3aperncTpUpoBaHO; O TAKOM OTKIIOHEHUM A0IMKHO ObIThb COODLIEHO Henocpe-
OCTBEHHO pyKOBOAUTENO nccneagoBaHna U/mnu np HeobxoaMMOCTU OTBETCTBEHHOMY MCCNeaoBaTENO(AM).

3.1.4.3 [lepcoHan, BLINONHAOLWWA UCcCcneaoBaHNUA B COOTBETCTBUU € HACTOALMMM [1puHUMNaAMA HaaneXa-
e nabopaTtopHoOn NPakTUKK, 0bsizaH CBOEBPEMEHHO U TOYHO BECTU 3annci NepBUYHbLIX AaHHbIX MCCNeaoBaHUS
M HECTU OTBETCTBEHHOCTb 3a AOCTOBEPHOCTb NpeAcTaBleHHbIX UM AaHHbIX.

3.1.4.4 [MepcoHan, BLINOMHAOLWMA UccneaoBaHUa, AomKeH npuHUMMaTbh Mepbl NpeaocTOPOXKHOCTA, YTODLI
MUHUMM3UPOBATbL PUCK ANsl CODCTBEHHOMO 300PO0BbA M 0DeCcneynTs NOMHOTY npoBeaeHUa nccnegosaHuda. Ob6o
BCEX clydasix 3abonesaHniA N HeagoMoraH1in cneayeTt HesaMeanuTenbHO coodLaTh PYKOBOACTRY, MOCe Yero
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3aboneBLIero COTPYAHUKA OTCTPAHAGT OT yMaCTUA B UCCI1EeJ0BaHNNA, 4YTOObl €rc COCTOAHME He MOTTI0 NOBUATL
Ha NnpoBeaceHUE NCCTe4OBaHNA.

3.2 MNMporpamMmmMma obecnevyeHUA KavyecTBa

3.2.1 Obwue nonoxeHUs

3.2.1.1 NcnbiTatenbHbIA UEHTP AOMKEH UMETb AOKYMEHTUPOBAHHYHO NporpamMmy obecrneyeHust KauecTBa,
4YTOObI rapaHTUPOBaTb, YTO NPOBOAMMELIE B HEM NUCCNEeaoBaHNA COOTBETCTBYIOT NpuHUMnamM Haanexawlen na-
BopaToOpHOW NPaKTUKA.

3.2.1.2 3a BbINonHeHWe nporpamMmmebl odbecneveHna KayecTsa OTBeYaeT(oT) yrnonHoModeHHoe(ble) nnuo(a),
HasHavyaemoe(ble) agMUHUCTPpaUMEN UCMbITaTeNMbHOrO LUeHTpa, HenocpedCcTBeHHO nodduHsaLlee(ne)ca el v
3HakomMoe(ble) ¢ MeTogamMun UCTbITaHUN.

3.2.1.3 Jluuo(a), otBevarowee(Me) 3a ocbecneveHne KavyecTBa, He A0MKHO(bI) ObITb BOBNEYeHO(bl) B NPO-
BeleHUe nccnegosaHus.

3.2.2 O6a3aHHOCTM cNYXObl N0 obecnevYeHUO KavyecTBa

3.2.2.1 Cnyxba no obecnevyeHMo KadecTsa A0PKHA BbINONHATL cneayowne pyHKLNN:

a) UMETb B HANMU4YUKL 3K3EeMMNNAPbLI BCEX YTBERKAEHHLIX NMMAaHOB UCCNEAOBaHWS U CTaHOaPTHLIX onepauyoH-
HbIX NpoLeayp, UCNoMb3yeMblX B UCTIbITaTENbHOM LIEHTPE, M AOCTYN K TeKyLLeMy BapuaHTy OCHOBHOIO niaHa-rpa-
douka;

b) npoBepATb, YTODLI NNaH UCccneaoBaHUA coaepXkan UHpopMaumio, HeobXoaANMYHo AN COOTBETCTBUA
[TpuHUMNamM Hagnexawlen nabopaTtopHoU NpakTukK. aHHaa npoBepka A0MKHA ObiTb AOKYMEHTUPOBAHA,;

C) OCYLLUECTBMATb MHCMNEKLUN 3a NpoBedeHNeM BCeX NCCNeaoBaHUN B COOTBETCTBUM C HACTOALLUMM [TpnH-
Lunamm Hagnexatilen nabopaTtopHON NpakTUKA 1 AOCTYMNHOCTLIO NNMaHOB UCCcneaoBaHUN U CTaHOAPTHLIX onepa-
LIMOHHBIX NMpoleayp nepcoHany, BOBNe4YeHHOMY B NMpoBeAeHUe nccnegoBaHust.

[TpeaycMoTpeHbl TpX TUNAa UHCMEKUMA B COOTBETCTBUM CO CTaHAAPTHLIMWU onepaLuoHHBIMK NpoLeaypamu,
onpegeneHHbIMAU B nporpaMmme obecrnevyeHnsa KayecTsa:

- MHCMNeKUnn otaenbHbIX UCCrneaoBaHUN;

- MHCNEeKUUU UCMbITATENbHOMO LEeHTPa;

- MHCNeKUuMn oTaenbHbIX NpOoLEeCCoB.

[TpunmevyaHune — OmyeTbl NOAOOHBLIX MHCNEKUMW AOMKHbI OblTb COXPAaHEHbI;

d) npoBepsiTb 3aKNOYNTENbHbIE OTYETHI; NOATBEPXKAATb, UTO METoAbI, Npoueaypbl, HabntogeHUs1 N3Io-
>KEHbl TOYHO U MOSTHOCTLIO U YTO Pe3ynbTaThl B NOMHOW Mepe oTpaXkatoT NepBUYHbIE AaHHbIe UCCNEOoBaHNN;

e) CBOEBPEMEHHO NpeAcTaBnATb pe3ynbrarbl 06 MHCNEKUMSAX B MUCbMEHHOM BUAE aAMUHUCTPALINA UCTIbI-
TaTelIbHOro LEeHTpa, PyKOBOAUTENIO UCCIEAOBAHUSA, OTBETCTBEHHOMY(bIM) UccrneaoBaTento(sim) 1, npu Heobxo-
OUMOCTU, APYTMM PYKOBOAALLMM paboTHUKAM;

f) BHOCWUTBb B 3aKMHOYUTENBHBIM OTYET NOArOTOBMEHHOE U NOANMMCAHHOE 3aKioYeHne ¢ TUNax MHCNEKLINA U
aatax ux nposeaeHust ¢ Hpopmaumen ob atane (aranax) NPoOBEPSIEMOro UCCneaoBaHns 1 aaTte nepeagaqm pesynb-
TaTOB UHCNEKTUPOBAHNS aAMUHUCTPALUUN UCTILITATENBHOIO LIEHTPAa, PYKOBOAUTENO NCCNEAOBaHUA N OTBETCTBEH-
HOMY UCCcneaoBaTento B criydae HeobXogMMOCTU. ITO 3aKIMOYEHNE TakKe AOIMKHO coaepXaTb MHopMauunto o
TOM, YTO NEPBUYHbIE AAaHHbIE UCCNEeaoBaHUS OTPaXKeHbl B 3aKNHOUUTENTbHOM OT4YeTEe JOCTOBEPHO.

3.3 NomMmelwleHUN

3.3.1 Obwue nonoxeHUs

3.3.1.1 Pa3amepsbl, yCTPOUCTBO N PacronoXeHne rnoMeLleHnA AoMKHbl OTBeYaTh 3aadvamM UCCrneqoBaHus.
[ToMelleHnsa AOMKHbl ObITb YCTPOEHbLI TakKuM 0DOpasomM, YTODbl BUSIHUE Ha XO4 UccneaoBaHWU OblNO MUHW-
MaribHbIM.

3.3.1.2 MNomeweHna OomkHbl ObITb ChaHUpoOBaHbl TakMM obpa3om, 4YTobbl BbINO obecrneyeHo Mak-
CUMarnbHO N30MMPOBaHHOE NPOBEeAEHNE KaXKaoro nccneaoBaHua pasnuyHbiX BUAOB (TUNOB).

3.3.2 MNMomelwleHUA ANA TeCT-CUCTEM

3.3.2.1 B uncnbitatensHOM LeHTpe ACMKHO ObITh AOCTATOYMHOE YUCIO NOMELUEHWUA UMK 30H, YTobbl obec-
MNEYNUTb U3ONSALMIO TECT-CUCTEM U UHOAMBUAYANBHLIX NPOEKTOB, €CMNA U3BECTHO, YTO OHU NpeaycMaTpUBatoT UC-
Noib30BaHMe BELECTB UMMM OPraHn3MoB, OTHOCSILLIMXCA K paspsaay 6Monornvyeckn onacHbix.

3.3.2.2 [ns anarHocTUpoBaHWs, NeYeHUs N KOHTpons 3aboneBaHnin AOMKHbI ObITh BblAeNeHbl NoaxoaaLme
MOMeELLEHNS 1IN 30HbI, YTODbLI 0becnevnTb CTabUnbHOCTb U COXPAaHHOCTb TECT-CUCTEM.

3.3.2.3 B ucnbitaternbHOM LEeHTPE ACITKHBLI ObITb KOMHAThI XpaHeHUs U 30HbI NSl peCypcoB 1 0bopyaoBa-
HUSA. DT NOMELLEHUS O0MKHbI BbITb N30NMPOBaHbI OT NOMELLEHNI UMK 30H, coaepKallX TeCT-CUCTEMBbI, B LENSX
obecrne4YyeHnss M ageKkBaTHOM 3aLnTbl OT UHBA3UN, 3arpa3HeHNsT /UM 3apaXkeHus.
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3.3.3 lNMomeweHna ana obpadboTku 00BHLEKTOB UCNLITAHUMN U CTaHAAPTHbLIX (KOHTPONbHbLIX) OOBbEK-
TOB

3.3.3.1 [na npegotBpalleHnst 3arpsi3HeHns B UCMbITaTeNbHOM LEeHTpe AOMKHbI ObITh OTAEeNbHbIE NoMeLLe-
HUS I 30HbI AS151 NOSYYEHUS U XpaHEHUS1 OOBEKTOB UCTBLITAHUNA U CTAHOAPTHBIX (KOHTPOMBHBLIX) OOBLEKTOB U CME-
LLUMBAHUNSA OOBEKTOB UCTbITAHUA C HOCUTENAMMN.

3.3.3.2 XpaHunuwa anst obbekToB UCMbITAHUN OOSMKHBI ObITh N30/ IMPOBAaHbLI OT NMOMELLEHUA NN 30H, CO-
aepXxawmx TecT-CUCTeMbI, U AOMKHbI COOTBETCTBOBATL TPpeboBaHUAM no obecnevyeHno MAeHTUYHOCTU, KOHLEH-
TpaLun, YACTOTbI U CTADUNBHOCTK, a Takke De3onacHOMY XpaHeHUo ONacHLIX BELLIECTB.

3.3.4 lNomMelleHNa ana apxXmBoB

Cneayet NpedyCMOTPETL NOMELLIEHNS AN apXUBOB, B KOTOPLIX HE0bXoanmo obecnednTb besonacHoe Xpa-
HEHME N CUCTEMY MOUCKA NMAHOB UCCNEeAOBaHWNA, MEPBUYHLIX AaHHbIX UCCNeaoBaHUA, 3aKNIOYUTENbHBIX OTHETOB,
0ObEeKTOB UCMbITAHU 1N 0Bpa3sLoB. B aTMX nomMelleHnax AomkHbl BbiTb co3daHbl yCroBus, obecnevnsatome
OONMroBpeMeHHoe XpaHeHne apXUBHbLIX MaTepuranos.

3.3.5 YopaneHue oTxonoB

ObpaboTka 1 yaaneHme oTXoA0B ACIKHbI ObITb BbIMOMHEHBLI TAKUM 0B6pa3om, Y4TOObI HEe MOABEPrHYTh
OMAaCHOCTU NPOBEAEHUE UCCNEeAOBaHUN N HE NCKA3UTb X pesynbraThl. [ng atoro TpedyeTtca obecnevnTts COOTBET-
CTBYIOLLIME YCNOBUA ANs cOopa, XpaHeHMS 1 BbIBO3a OTXOAO0B, a Takke npoLeayp 1x gesaktmsaumm 1 nocneayoLlen
TPAHCMOPTUPOBKN.

3.4 ObopyaoBaHue, MaTepuanbl U peareHTbl

3.4.1 ObopyaoBaHue, BKNOYas BanmgmpoBaHHble KOMNbIOTEPU3UPOBaHHBLIE CUCTEMbI, UCNOMNb3YEMBIE
ONA co3gaHnd, XpaHeHUs1 M NoUcKa AaHHbIX, a Takke AN KOHTPOA napamMeTpoB OKpy»Katollen cpebl, No Xapak-
TePUCTUKaAM M pacronoXeHUo AOJTKHO COOTBETCTBOBATL LIeNaM 1 3agadam 1uccregoBaHug.

3.4.2 [JomkHO ObITb NpeayCMOTPEHO Nepnognveckoe TeXHUYeCKoe obCnyXXnBaHne odbopyaoBaHus, UC-
NoNb3yeMOro B UCCNeaoBaHnn, BKNKOYAasa perynsapHbld nepuoguyecknii 0oCMoTp, yxoad, KannbdbpoBKy N NOBEPKY
B COOTBETCTBUM CO CTAaHOAPTHBIMU OnepauuoHHbIMK NpoueaypaMmn. 3Tn paboThl AOMKHBLI COMPOBOXKAATLCS
COOTBETCTBYIOLLMMM 3anncamMin. KanmbpoBKy M MOBEPKY cneayeT NpoBOAUTL B COOTBETCTBUM C HaLIMOHANBHbIMU
MNA MeXXayHapoaHbIMKU cTaHgapTaMn UsmepeHus.

3.4.3 ObopyaoBaHue 1M Matepuanbl, UCMONbL3YEMbIE B UCCMeOOBaAHWW, HE OOMKHLI BNUATL HA COCTOSIHUE
TeCT-CUCTEM.

3.4.4 XuMmnyeckue BelllecTBa 1 X CMECH, peareHThbl U pacTBOPbI AOIDKHBI UMETb 3TUKETKN C YKasaHMEeM CBe-
OeHNN O HAaMMEHOBaHUN BELLIECTBA, KOHLIEHTPaUWK (B criydae HeobXoauMoCTK), AaThbl OKOHYaHWUS CpoKa XpaHEeHUS
N UHCTPYKLUMIO No XpaHeHuto. omkHa ObiTb AocTynHa MHdopMaums 0b N3rotoBUTene, aate Npon3BoACcTBa U CTa-
ounsbHocTU. CpoK XpaHeHU MOXeT ObITb NPOASIeH Ha OCHOBAHUWN PE3yNbLTaTOB AOKYMEHTUPOBAHHOW NPOBEPKU
NN aHanusa.

3.5 TecT-cUCTEMBI

3.5.1 ®usnyeckme n XummnyecKkue TecT-cCUCTeMbl

3.5.1.1 TexHundeckune xapakTepucTnukn 1 pacnonoxeHne odbopyaoBaHus, UICNOMb3yeMoro ANg nonyyveHus
PU3NKO-XUMUYECKUX AaHHbIX, AOIKHBI YOOBNETBOPATL LensaM 1 3agadam nccrnegoBaHuA.

3.5.1.2 [omkHa bbiTb obecneyeHa coxXpaHHOCTb PUSUKO-XUMUYECKUX TECT-CUCTEM.

3.5.2 buonornvyeckue TecT-CUCTEMbI

3.5.2.1 [nga xpaHeHud, pasmelleHnda, obpadboTkn 1 3aLlnUTbl BUONOrMYECKNX TECT-CUCTEM AOMKHbI ObITh
co3aaHbl Hagnexauwme ycnosus, obecnevmBatoLllMe AOCTOBEPHOCTL NonyvyaeMblX PesynsTaToB.

3.5.2.2 Kaxgadqa HoBas nocTynarwLlaga TecT-cucTeMa XXUBOTHOIO U PACTUTENbHOTO NPOUCXOXKAEHUA A0IMKHaA
ObITb U30NMPOBaHa ANSA OLEHKU COCTOSAHUS 300P0BbS. [1pn BO3HUKHOBEHWUW 3ab0neBaHns N CMepTHOCTU JaHHYIO
NapTUIO XXUBOTHBLIX HE UCMOMNb3YIOT B UCCNEa0oBaHUA 1, NPU HEOOXOAUMOCTK, 6e300Ne3HEHHO NoABEPraloT 3BTaHa-
3. Ha MOMEHT gaThbl Havana akcnepmmMmeHTa nccnegoBaHust Bce TeCT-CUCTEeMbI HE AOKHbI UMEeThb 3abone-
BaAHUN UNWN COCTOAHUN, KOTOPbLIE MOTYT CNYXUTb NPendTtcTBMeM LUenu Unm nposedeHuo nccrnegoBaHug.
TecT-CUCTEMBI, Y KOTOPbLIX B X04e UCCNeaoBaHUA BbIABNEHbI 3aboneBaHnUSa UN TpaBMbl, CneayeT U30IMpOoBaTh U
N1eYnTb, ecin 3T0 HeobXxoaMmMo Ana obecnedvyeHns NorHOThI UccrneaoBaHna. narHo3bl 1 rnedeHumne nobdbixX 3ab0-
NneBaHUM KaK B Xo4e UccneaoBaHus, Tak U Ao ero Havyana gomkHbl ObiTb JOKYMEHTMPOBAHLI.

3.5.2.3 [aHHble 06 UCTOYHUKAX TECT-CUCTEM, AAaTaX UX MOCTYMNNEHUSA U COCTOSIHUAM HA MOMEHT NOCTYMNe-
HUS1 AOIMKHBI ObITb COOTBETCTBYHOLLMM ODPAa30oM 3aperncTpmpoBaHhl.

3.5.2.4 lNepen nepBoHa4vanbHLBIM BBeAeHUEM 00beKTa UCMbITaHUA UK cTaHOapTHOro obbekTa BUoNorm-
YyecKkne TeCT-CUCTEMbI ACIKHBI MPOUTU Nepuoa akknumaTtunsaunum, 4octaTouHbIM ANS aganTtaunim K yCrnoBUam
NpoBeaeHUs UccriegoBaHUA.
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3.5.2.5 Bcsa nHpopmaumnsa, Heobxoaumas ans Hagnexawen naeHtTugpukaumm Tect-cucTemMsbl, O0IMKHA
ObITb YKa3zaHa Ha BXOOHbIX ABEPSIX NOMeELLUEeHUA Unn KoHTenHepax. OTaenbHble TECT-CUCTEMbBI, KOTOPbIE B MNPO-
Lecce UccneaoBaHna A0MKHbI ObITb NepeBeaeHbl U3 0AHOMO NOMELLEHUSA B Apyroe Unn U3 oaHoro KoHTenHepa B
OPYrov, ACITKHBI UMETb COOTBETCTBYIOLLYIO MAapPKUAPOBKY e 3TO BO3MOXHO.

3.5.2.0 B TevyeHMe ncnonb3oBaHUA, NOMeELLEHNSA UMY KOHTEUHEPDBI AN coaepXaHUSa TeCT-CUCTEM Nod-
nexar perynspHoun ybopke u caHmtapHon obpaboTtke. MaTtepuanbl, KOHTaKTUPYHOLLME C TECT-CUCTEMOW, HE A0M-
XXHbI coaepKaTb 3arpsi3HSOLLMX BELLIECTB B KONMMUYECTBAX, CNOCODHLIX NMOBMUATL Ha Xo4 uccneaosaHust. [oacTunky
01151 XKUBOTHbIX CrielyeT CBOEBPEMEHHO MEHSATb, KaK 3TO TpebyeTcs NpakTukon padoThl ¢ NadbopaTopHbIMU XKUBOT-
HeIMW. Bce crnyvyan Ncnonb3oBaHUA NeCTULIMAOB ACITKHbI ObITb JOKYMEHTUPOBAHBI.

3.5.2.7 TecT-cuCTEMbI, UICNOMb3YEMBbIE B MOMNEBBLIX YCMOBUSIX, AOTKHbI ObITb PacnonoXeHbl Takum obpasom,
YTOOLI NPEOOoTBPATUTL BINSIHWE Ha XO4 UCCNeaoBaHUs XXNMOKOCTEN ANns pacnblneHns (4nsl YHUYTOXEHUS1 HAaCceKo-
MbIX) U NeCTULMOOB.

3.6 OO0BbeKTbl UCNBLITAHUU U CTAHOAPTHbIEe 00 BLEKThI

3.6.2 MNMony4eHue, o6padoTka, oTOOP NPOO6 U XpaHeHUe

3.6.1.1 HorkHo ObITb NpeayCMOTPEHO BeAeHUEe PErncTpaLuoHHbIX 3anncen, B KOTOPbLIX AOMKHbI ObiTh
yKasaHbl XapakKTepPUCTUKN OOBLEKTOB UCMLITAHUA N CTaHOaPTHLIX 0OBLEKTOB UCCNeAoBaHUA, AaThl UX MOMyYeHus,
CPOKW rogHOCTU, NepBOHaYarbHOe KONMMYECTBO U CBeaeHUs1 00 yveTe pacxoaa.

3.6.1.2 ObpaboTka, oTbop Npod 1 npoueaypbl XpaHeHUsA OOLEKTOB UCMLITAHUA U CTAHAAPTHBIX OOLEKTOB
OOITKHbBI OCYLLECTBNATLCH TAKUM 0bpa3om, YTobbl obecnevnTb OAHOPOAHOCTb U CTABUNBHOCTL MO MEepe BO3IMOXK-
HOCTW, & TaKXKe NpeaoTBpaTUTb 3arpsa3HeHne Unm cMeLllBaHne 3TxX 0O bEKTOB.

3.6.1.3 Ha koHTeunHepe(ax), npeaHasHa4YeHHbIX ANA XpaHeHNa ODBLEKTOB UCMbITAHUA UMW cTaHOapPTHBIX
0OBLEKTOB, AOMKHBLI ObITb NpMBeaAeHbl UAeHTUUKALIMOHHAA MHOpMaLUA, CPOK FOAHOCTU U UHCTRYKLUMS NO UX Xpa-
HEHWIO.

3.6.2 XapaKTepUcCTUKa

3.6.2.1 Kaxxabln 0ObEeKT UCTbITAHUA U CTAaHAAPTHLIA OOBEKT ACIKeH ObiTb NOSHTUPULMPOBAH COOTBET-
CTBYIOLLMM CNOoCcOOOM (HanpumMmep, UMEeTb KoA, pernctpaunoHHbIn HoMmep CnpaBoYHON CNyYXKObl N0 XMMYECKON
nutepatype AMepukaHcKkoro xmmmyeckoro obulectsa — CAS-HoMep, HaMMeHoBaHWe, buonornyeckme napa-
METpPbI).

3.6.2.2 [Ons npoBeaeHUs Kaxxaoro nccnenqoBaHns AomkHbl ObiTh M3BECTHLI Takne XapaKTepuUcTUKn obbekTa
NCMbITAHUA U CTAHOAPTHOMC O0BLEKTA, Kak HOMEpP NapTun (Cepun), CTENEHb YNCTOThI, COCTAB, KOHLIEHTPaLUsS UNu
apyrie BaXKHble XapakTepUcTUKN.

3.6.2.3 Ecnun obbeKT UcnbitTaHM NoCTynaeT HenocpeACTBEHHO OT CMOHCOPAa, CNOHCOP U UCTIbITAaTENbHbIN
LEeHTP AOMKHbI paspaboTarb MexaHM3M, No3BonsitoWmnin ero naeHTMnLmMpoBaTb.

3.6.2.4 [1nsa Bcex nccnegoBaHUii HeobxoaMmo NPOBEPATL CTabUNBHOCTL 0OBbEKTa UCMBITAHUA U CTaHOAPT-
HOro 0bbeKTa B NPoLIecce X XpaHEHUS B YCIMOBUSIX SKCNEpUMEHTA.

3.6.2.5 Ecnun obbekT ucnbiTaHust npeaHasHa4vyeH ans BeBeaeHust Unn NpUMMeEHeHUsa B HOCUTENe, cneayer
YCTAHOBUTb €ro 0AHOPOAHOCTb, KOHLUEHTPAaLUWIC 1 CTabDUNbLHOCTL B YCNOBUSIX 3TOM cpeabl. [Anga TecT-cuctem, npu-
MEHSIEMbIX B MOMEBLIX UCCNEAOBaHUAX, 3TU CBOUCTBA OOBLEKTOB UCTIbITAHUA MOTYT ObITb OnpeaeneHsbl B npoLiecce
OTAENbHbIX NabopaTopPHbIX 3KCMEPUMEHTOB.

3.6.2.6 [1nsa Bcex nccnegoBaHUn, KPOME KpaTKOCPOUYHbIX, HEOOXoAUMMO COXPaHATL ANA aHanmnsa npood.l
N3 Kaxkaon naptin (cepumn) obbekTa UCTbITAHNUS.

3.7 CtaHAapTHble onepaluoHHbIe npoueayphbl

3.7.1 VcnblTatenbHbln LEHTP AOO0MKEH WMMETb B HanmudnMm odpopMSieHHble B MNMUCbMEHHOM BUAEe W
yTBEepXXAeHHble agMUHUCTPpaUUen UCnbiTaTelnbHOro LeHTpa ctaHgapTHbele onepauynoHHble npoueaypsl (COIM), ko-
TOpble NpeaHasHaveHbl AN TOro, YTobbl rapaHTUPOBAaTL KAYECTBO U NMNOMHOTY AaHHBLIX, NONYYEHHBIX B NpoLecce UC-
cnenoBaHusA. NepecmoTtpeHHble COI Takke O0MKHBI ObITh yTBEPXAEHbI agMUHUCTPAaLUEN UCTIbITATENbHOIO
LeHTpa.

3.7.2 Kaxgomy nogpasaeneHuto Unnun Kaxkaow nnowaake UcnbiTaTenbHOro LIeHTpa HesaMeannuTensHO O0N-
XXHbI ObITh AoCTynHbI AenucTteytowe COIlN, oTHocAWmMecs K nx aeatensHocT. B aononHeHue k COl aonyckaeTcs
Takke WUCNONb30BaTk WHbIE NeYyaTHble U3gaHud, MeToaudYecKkue PyKOBOACTBA, CNpaBOYHUMKA U cneuuanbHble
CTaTbW.

3.7.3 OtknoHeHust ot COIl'l B xoae uccneaoBaHnsa A0MKHbI ObITh 3aperMcTpupoBaHbl 1 3aBU3NPOBAHBI PYKO-
BOAUTENEM UCCcneaoBaHUA U (Mpy HeoBbXoAUMOCTWN) OTBETCTBEHHBIM UCccneaoBaTenemM(amn).

3.7.4 CTtaHpapTHbIe onepauuoHHbIe nNpoLeaypbl A0MKHEI ObITh UCMONb30BaHbI AN AEATENBHOCTM CNeayo-
LLIMX BUOOB (HO He orpaHn4mMBaTbCca UMIN).
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3.7.4.1 OBbeKTbl UCNbITAHUA U CTaHOAaPTHLIE OOBLEKTHI

[TocTynneHune, naeHTUpUKaLns, MapkmpoBka, obpaboTka, oToop Npob U XpaHeHue.

3.7.4.2 ObopyagoBaHue, matepuansl 1 peareHThl

a) ObopynosaHuMe:

MCNoNb3oBaHWe, obCnyXmnBaHue, yxoa n KanmbpoBska.

b) KomnbloTepnsnpoBaHHbIe CUCTEMBI:

Banuaauua, nopaaok paboTtel n obenyXxXmneaHus, 0e30MnacHOCTb, KOHTPOMNb UBMEHEHWNI 1 CO3aaHunNe pe-
3€PBHbIX KOMAN.

c) MaTepuanbl, peareHTbl U PacTBOPbI:

MPUrOTOBMEHNE U MapPKUPOBKA.

3.7.4.3 XpaHeHue 3anncen, oT4ETHOCTb, XpaHeHe U n3BnevyeHne nHgpopmMaLii, KognpoBaHue nccnego-
BaHWN, COOP AaHHbIX, NOArOTOBKA OTYETOB, CUCTEMbLI MHAEKcaumn, obpaboTka AaHHbIX, B TOM YACTIE C UCTMOSb-
30BaHUEM KOMMNbIOTEPUINPOBAHHBIX CUCTEM.

3.7.4.4 TecT-cucTemsl (rge NPUMEHUMO):

a) NMOAroToBKa NMNOMELLEHUN U Co3daHnNe YCIOBUN OKpYKatoLen cpeabl ANd pasMeLlleHnUs TECT-CUCTEM;

D) npoueaypbl, YCTAHOBMEHHbIE ANSA NOMYYEeHUs1, TPAHCNOPTUPOBKN, pasMeLLEHNSs], onpeaeneHnst Xapakre-
PUCTUK N NOEHTUPUKALMN TECT-CUCTEM, a TaKKe yXo4a 3a HUMM;

C) NOAroToBKa TECT-CUCTEM, HAabntoaeHUs1 1 OCMOTPLI A0, BO BPEMS U NOCNE 3aBepLUEHNS UCCeaoBa-

HAS;
d) obpallyeHune ¢ TecT-cuctemMamMmn, ymmuparoLwmMmm Unm ymepLIMMmn Bo BpeMst UCCNeaoBaHUS;
e) cbop, ngeHTndurkauma 1 nopaaok padboTel ¢ obpasLamMu, BKIoYass HEKPONCUD U TMCTONATONOMUIO;
f) pasmelleHUe TeCT-CUCTEM Ha UCNbITaTeNbHbLIX NMoLWaaKax.
3.7.4.5 Tpoueaypbl no obecne4vyeHno KavecTa
PaboTta nepcoHana no obecnevyeHnio Ka4yecTBa 3akovaeTcs B NaHMpoBaHUN, cOCTaBNeHUU rpadomnka nH-
cnekuyuiA, npoBeaeHNN MHCNEKU U, AOKYMEHTUPOBAHUN N COCTaBNEHUN OTYETOB 00 MHCNEKLIUAX.

3.8 lNpoBeaeHne uccneaoBaHun

3.8.1 llnaH uccnegoBaHus

3.8.1.1 [na kaxkgoro nuccnegoBaHUA nnaH nccnegoBaHnst B NMCbMeHHOM BUde OOMKeH ObiTb paspaboTaH
00 Havana uccnegosaHus. [NnaH nccnegoBaHms AoMmMKeH ObiTh YTBERPXKAEH AATUPOBAHHON NOANMUCHI0 PYKOBOAN-
Tens nccnegoBaHus U BepupunumMpoBaH B COOTBETCTBUU C NPUHLIMMAMM Haanexawen naboparopHoOU NpakTUKnA
nepcoHanom no obecneyeHunto KavecTBa, Kak onncaHo B 4.2.2.1, nepevncneHune b). lNnaH nccnegoBaHns Oor-
)XEH Takke ObITb YyTBepXXAeH aAMUHUCTPAaLUMEN UCMbITATENBbHOMC LEHTPA U CIOHCOPOM, €CNnn 3TO TpebyeTcs Ha-
LiIOHaNbHbLIM 3aKoHOAAaTEeNbCTBOM UMK 3aKOHOAATENBCTBOM CTPaHbI, rae UccrneaoBaHue byaet npeacTaBnaAThLCS.

3.8.1.2 N3ameHeHMe nnaHa nccnegoBaHus

a) onpaBkM K NnaHy wuccneaoBaHWsA AOOMKHbI ObITb ODOCHOBAHBLI, YTBepXAeHbl AaTUPOBaHHOW
NOANUCLI0 pyKoBOAUTENA UccneaoBaHus. ['onpaskn OMMKHBI XPaHUTLCS BMecTe C NiaHOoM UCccreaoBaHus.

b) OTKNOHeHUsA OT nNnaHa uccneaoBaHWUA AOMKHBLI ObITb OnMMCcaHbl, OOBLSICHEHbI, NPU3HaHbLI U1 CBOE-
BPpEMEHHO noAanucaHbl PyKoBOAUTENEM UCCNEAOBaHUA U/UN OTBETCTBEHHLIM UCcneaoBaTenemM(siMn) ¢ ykasa-
Huem gatbl. OTKNOHEHUSA OT NN1aHa nccnegoBaHUsa AOMKHbI XpaHUTbCA BMeCTe € NePBUYHBIMA AAaHHBIMW
nccnegoBaHUAS.

3.8.1.3 OcHOBHOW NnaH UccneaoBaHMa MOXeT OblTb AOMNOMHEH cneunanbHbIMUA NPUNOXKEHUSAMU O
npoBedeHNa KpaTKOCPOYHbIX UCcCcnegoBaHUN.

3.8.2 CopgepxaHue nnaHa nccrnegoBaHus

[1naH nccneagoBaHUA AOIMKeH cogepKaTb, Kak MUHUMYM, crneayiolyo MHQopMaLUnio;

3.8.2.1 UHdbopmaumst ob uccrneaoBaHn, oo6bekTe UCMbITaHUS U cTaHOapTHOM ODbeKTe:

a) onucaHue;

D) CcyTb U Uenb UcCneaoBaHus;

C) onucaHue obbeKkTa UCMbITaHWUS C yKasdaHueM koda nnn HammeHosaHus [no HomeHknartype IUPAC, pe-
rMcTpaunoHHbin HoMmep CAS, buonornveckme XxapakTepuctuki U T. n.];

d) mncnonbayemblin cTaHOAPTHLIA OO BEKT.

3.8.2.2 NHpopmauma o cnoHcope U UcneitatenbHOM LeHTPE:

a) HaumeHoBaHWe U agpec CroHCopa;

L) HanmeHoOBaHWUA M agpeca BCeX UCMbITaTeNbHbIX LEHTPOB U UCNbITaTeNbHbIX NNoWaaokK, y4acTBYHOLWUX
B MCCNeaoBaHUN;

C) phamMunus, M4, OTYECTBO U agpec pykoBoaguTens 1UccrnegoBaHug;
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d) dpamunua, uma, 0TYECTBO U agpec OTBETCTBEHHOIO nccnegosarensi(ein) n atan(bl) nccneaoBaHus,
nepegaHHble eMy(MM) pykoBoAUTENEM UCCNeaoBaHUA ANA OTBETCTBEHHOIO BhINOTHEHMUA.

3.8.2.3 Hatbi:

a) Jata yTBepXAeHMsa nnaHa uccnegoBaHMA C MOANMUCBID PyKoBoOAWTeNsa uccneaoBaHusa. [lata
yTBEPXAEHUs NfiaHa uccnegoBaHusa ¢ Noanucbio agMUHUCTPaLMM UCTbITATENbHOMO LEeHTpa U CroHcopa, ecnig
3TO TpebyeTca HaLMoHanbHbIM 3aKOHO4AaTENbCTBOM UIU 3aKoHOAATENbCTBOM CTPaHhl, e uccnegoBaHune dyaer
npeacTaBnATbCS:

b) npeanonaraemele gaThbl Ha4ana U OKOHYaHUA 3KCNepumMeHTa.

3.8.2.4 MeToabl UCNbITAHUW

CcChbINKN Ha COOTBETCTRYOLLME PYKOBOACTBA NC MeToAaM npoBeaeHUs UcnblitaHUA OpraHmnsaunm SKOHO-
MUYeckoro cotpyagHudectsa un passutua (OOCP), apyrnme pykoBoacTea M METOANKM.

3.8.2.5 [Hpyrue sBonpockl (rae npuMeHnmMo):

a) obocHoBaHMe BblbOpa TECT-CUCTEMBI;

b) XapakTepUCTUKN TeCT-CUCTEMBI: BMUA, poa, WTaMM, cybLluTaMm, UCTOUHUK NPUoBpeTeHns1, KONMYeCTRO,
OnanasoHbl Macchkl Tena, non, Bo3pacT U apyras cyllecTBeHHas nHgpopmMaLuus;

c) cnocob BBeaeHUS 1 0OOCHOBaAHKE ero BbIbopa;

d) YpOBHM O03 W/ NN KOHUEHTPAaLWA, YacToTa U NPOACITKUTENbHOCTL BBEAEHUS;

e) AeTtanbHasi UHpOPMaLUUA O NPOeKTe 3KCNepuMeHTa, BKoYaa onucaHue npoleayp uccrneaoBaHua B
XPOHOMOrMYEeCKOM Mopsaake, BCe UCTMONb3yeMble MeToAbl, MaTepuarnbl 1 YCNOoBUSA, BUAbl U YacTOTY aHaNnU30B,
n3MepeHnn, HabnrwageHun 1 NPoBEepPoK, cTaTUCTUYECKne MeToabl 0bpPadboTKN AaHHbIX.

3.8.2.6 3anucin

[TlepeveHb BCeX 3anncen N AOKYMEHTOB, rnognexallux XpaHeHu to.

3.8.3 lNpoBegeHne uccnenoBaHUA

3.8.3.1 Kaxxgomy nccnegoBaHUo O0MKeH ObiTb NPUCBOEH YHUKaNbHbIA MAEHTUDPUKALMOHHBIA HOMEP
(ko). Bcem obbekTam, UMerLMM OTHOLLEHUE K AaHHOMY UCCNeAOoBaHUI0, TakKe O0/MKEH ObliTb NPUCBOEH
naeHTUpMKaLMoHHbIN HoMep (koa). Obpasubl, UCNOMb3yeMble B UCCNeaoBaHUN, AOMKHBLI ObITb MOEHTURULNPO-
BaHbl AN NOATBEPXAEHUS UX NMponcXoXxaeHusa. Takas naeHTudpmnkauma 4omkHa No3BONUTL OCYLLECTBNATL NPOo-
CNEeXMBAEMOCTb COOTBETCTBYOLLIEro obpasua 1 UccrneaoBaHus.

3.8.3.2 NccnegoBaHune OomkHO ObITb MpoOBeaeHo B COOTBETCTBUN € MITaHOM UCCreaoBaHns.

3.8.3.3 Bce gaHHbIe, Nony4veHHble B Xoae NpoBeaeHUsa UCcneaoBaHns, A0ITKHbI ObITb CBOEBPEMEHHO, DbIC-
TPO, TOYHO M YETKO 3anncaHbl, a 3ateM noanucaHbl U gaTupoBaHbl NMIMLOM, BeayLnUM 3T 3anuncu.

3.8.3.4 Jliobble n3ameHeHus1 NepPBUYHbIX AaHHbLIX AOIMKHBI ObITb NPOBeAeHbl TakuM obpa3oM, YToDbl He
OblNK NOTepsIHbI NpeabliayLmne gaHHble; AomkHa ObITb yKasaHa NpuinHa BHECEHUSA M3MEHEHUN. 3annchk 00 13-
MEeHeHUsIX AomKHa BbiTh 3aBepeHa AaTupoBaHHOW NOANMUCHIO BHECLLEro Ux nuua.

3.8.3.5 [aHHble, 3aperncTpupoBaHHbIE MYTEM NMPAMOTo BBOAA B KOMMNLIOTEP, ACTKHBLI ObITb MOAEHTUPULINPO-
BaHbl BO BpeMs MX BBOAA OTBETCTBEHHLIM 3a 3Ty npoueaypy nuuom{mun). KoMmnboTepnsnpoBaHHaa cucTema
OOMKHa obecnevmBaTb COXPaHEHWE BCEX ayAUTOPCKUX OTUYETOB, YTOObLI NoKasaTb BCE WU3MEHEHUSI, He
CKpbIBas HavalnbHbIX AaHHbIX. JomkHa ObiTh NpeaycMoTpeHa BO3MOXHOCTL OTCNEXUBaAHUS BHECEHUS NU3MEHEe-
HWU, YTOObLI MOHUMATb KTO UMEHHO BHEC Te UM UHble M3MEHEHUS. OTO BO3MOXKHO MPr MCNOMNb30BaHNUNA, HANpUmep,

CUHXPOHU3NPOBAHHBIX W OaTUPOBaHHBLIX (3NMEKTPOHHBLIX) noanucen. HofmKHbl ObITb MpuBeAeHbl MNPUYMHLI
BHeceHnd nameHeHun.

3.9 OTyeT 0 pe3ynbTaTax UccriegoBaHUN

3.9.1 O6wume nonoxeHusn

3.9.1.1 Tlo okoHYaHWUM Kaxxaoro nccnegoBaHus A0MMKeH ObITb NOArOTOBNEH 3aKNHOMUTENBHBLINA OTYET. B cny-
Yyae KpaTkocpodHbIX UCCneaoBaHUiA B CTaHAAPTHBIN 3aKMIOMUTENBHBIN OTYET MOXET ObITb BKMHOYEHO COOTBETCTBRY-
loLlee npunoXXeHue.

3.9.1.2 OTBeTCTBEHHbIE UccneaoBaTenu, a Takke HaydHble COTPYAHWKU, ydacTByloLWMe B Uccneno-
BaHWK, NOAMNUCLIBAIOT OTYETHI C YKasaHWeM aaThl.

3.9.1.3 3akntounTenbHbIA OTYET AOMKEH ObITb NoANMCaH U AaTUPOBaH PYKOBOAUTENEM UCCNEA0OBAHUSA, KO-
TOPbIA NPUHUMAET Ha cebsl OTBETCTBEHHOCTbL 3a AOCTOBEPHOCTb AaHHbLIX, MPUBEAEHHLIX B oT4eTe. [JoMmKHO ObITb
Takke yKasaHo, COOTBETCTBYET N oTyveT lNpuHuMnam Haanexatien nadbopatopHOn NpakTUKA.

3.9.1.4 WcnpaBneHust n QONONHEHUSA K 3aKNIOMUTENBHOMY OTYETY OOCMKHBI ObITh NpeacTaBneHbl B popmMe
nonpasok. B nonpaskax A0OMKHbI ObITb YETKO yKazaHbl NPUYMHBLI BHECEHUS UCMPaBNEHNA UNKU ACNONMHEHUN. Kax-
Oasi U3 NornpaBoK A0MKHAa ObITh NoanucaHa 1 gatmpoBaHa pykoBoaMTENEM UCCea0BaHuUs.
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3.9.1.5 dopmaTnpoBaHMe 3aKNYUTENBHOMO oTYeTa B COOTBETCTBUN C TPeOOBaAHUSAMU HALIMOHANBHOO
3akoHoOaTenbCcTBa UM HaLUWOHaNbHOIO peryrnupylollero opraHa He cyMTaeTca AeUCTBUEM Mo BHECEHUD UC-
npaBneHn, AONOMHEHUA UM NOMPAaBOK B 3aKMHOYUTENbHBLIA OTYET.

3.9.2 CopepxaHue 3aKNOUYUTENLHOIO OTYETA

3aknounUTENBHBIA OTYET OOIMKEH coaepXaTb Kak MUHUMMYM chneayroLyio MHopMaL UKo

3.9.2.1 Nndopmaunsa ob nccnegoBaHnn, odbekTe UCNbITaHUA U CTaHJapTHOM o0bekTe:

a) NnonHoe HaumMeHoBaHue;

b) onucaHue ocbbekTa UCNbITaHUA C yKasaHKeM koda Unn HammeHoBaHus (no Homerknarype IUPAC, peruc-
TpaunoHHbIN HoMep CAS, buonormieckme XxapakTtepucTtukia U T. n.);

C) HAMMEHOBAHME CTAHOAPTHOrO OOBEKTA;

d) XapakTepuUCTUKM 0ObeKTa UCMbITAHUA, BKNOYAa YACTOTY, CTabUNMbHOCTb U OOAHOPOAHOCTS.

3.9.2.2 VHdpopmaunsa O crioHcope U UcnbiTaTeNnbHOM LieHTpe:

a) HauveHOBaHWe N agpec CroHCopPa;

D) HaMMeHOBaHUA U agpeca BceX UCMbiTaTelNbHBIX LEHTPOB U UCNbITATENbHLIX NMoWaaokK, y4acTBYHOLUX
B UCcnegoBaHUN;

C) paMUnnsa, UMs, OTYECTBO U agpec pykoBoaAUTENS UccneaoBaHus;

d) damunnusa, nms, OTYECTBO U aapec OTBETCTBEHHOIO UccneaoBaTtensi(en), a TakKke, ecrim Heobxoaun-
MO, aTan(bl) UccnegoBaHU4d, NepedaHHble eMy ANg BbINONHEHUS;

e) dpamunun, MMeHa, oT4yecTBa U agpeca HaydHbIX COTPYAHUKOB, OTYETbl KOTOPLIX BOLUMM B 3aKIMHOYK-
TenbHbIN OTYET.

3.9.2.3 [Hathl

[1aTbl HA4Yana n oKoH4YaHUSA 3KCNepUMeHTa.

3.9.2.4 3akntoveHue cnyxobl No obecneyeHno KavecTsa

3akntoyeHne o BbINOMHEHUN NPorpaMMbl 0becneveHns KadecTBa OOPKHO coaepKaTb CBeAeHUs O TUnax 1 aa-
Tax NpoBeAeHHbIX MHCNEKUUI, aTan(bl) UccrneaoBaHud, npollealine MHenekunn, pesynsraTtbl MHCNEKLUWN C YKa-
3aHMeM [daT, KoTopble Obinu npeactaBneHbl aAMUHUCTPaLUMW  UCMbITATENBHOMO LEHTPa, PYKOBOAUTENHO
nceneaoBaHUsl M OTBETCTBEHHOMY UCCeaoBaTento(AM) B criydae HeobxoAMMOCTU. OTO 3aKMoYeHne HeobXxoanumo
0N NoATBePXAeHUA TOro, YTo B 3aKMOHUTENBEHOM OTYEeTE AOCTOBEPHO OTPpaXeHbl NepBUYHbIE AaHHbIE.

3.9.2.5 OnucaHue matepuranoB U MeTodbl UCMNbITaHUN:

a) onucaHue maTtepuanoB M MeToAOoB, NPUMeEHSAEMbIX B UCCneaoBaHUN;

b) ccbinka Ha pykoBoACTBa No Metogam nposeaeHUa ncnbiTaHun OICP nnu Ha apyrue pykosoacTsa Mo
MeTodam npoBeaeHUs UCNbITaHUA U MEeTOOMKA.

3.9.2.0 Pesynbrarhl:

a) KpaTkas cBoAka pesynbraToB;

b) BCA MHGOPMAaLMSA 1 AaHHbIe, MOoMyYeHHbIe NPWY BbIMOMHEHWUX NNaHa UccneaoBaHUS;

C) npeactaBneHne pesynbTaToB, BKMOYasl BbIMUCNEHUA U CTATUCTUYECKYHD 0DpaboTKy NOMyYeHHbIX
OAHHBIX;

d) oLeHKa 1 obcyxaeHue pesynsTaTtoB U, B criyvyae HeobXoaMMOCTH, BbIBOAbI, 3aKMHOYEHUS.

3.9.2.7 XpaHeHue

[1naH nccnegoBaHUs, 0ObEKTLI UCTIbITAHUA U CTAHAAPTHLIE 0OBEKTLI, 0Opa3Lbl, MePBUYHbIE AaHHbIE UCCTIE-
OOBaHNA N 3aKNOYUTENbHBIA OTYET AOIMKHbI XPpaHUTLCA B cneluansHO oTBedeHHOM(-bIX) MecTe(-ax).

3.10 XpaHeHuUe 3anuUcen U maTepuarnosn

3.10.1 B TevyeHMe yCTAHOBNEHHOrO Mepuoaa BPEMEHU B apXMBe AO/MKHbl XPaHUTbCA chneaylolue
OOKYMEHTBI U MaTepuansi:

a) nnaH uccrnegoBaHua, NepBUYHbIe AaHHble, 0bpasLbl, 0OBLEKT UCNbITAHUU U CTaHOAPTHLIN ODBLEKT,
3aKNYNTENBHBLIU OTYET O KaXKAOM UCcCcNeaoBaHUN;

b) 3anucK Bcex MHCNEKLUMW, BbINOMTHEHHLIX B 0BMacT nporpaMmmbl obecrneyeHnst KavecTBa, a TakKe OCHOB-
Hble NaHbl-rpagUKN;

c) cBeaeHust 06 obpasoBaHUK, NOArOTOBKE, KBANMMMUKaL UM U onbITe paboTkl NepcoHana;

d) sanucu 1 ot4yeThbl 00 ODCNYKMBAHUU N KanbpoBKe 0OOPYAOBaAHNS;

e) AOKYMEHTHI No Banuaaunn KOMNbTEPUSUPOBAHHBIX CUCTEM;

f) ucTopudeckme oannbl BCexX CTaHAaPTHBIX onepauoHHBIX npoueayp;

g) 3anncu MOHUTOPUHIA NapamMeTPOB OKpyKatoLlen cpeabl. B cnyvae ecnn cpok XpaHeHUsl MaTepmnanoB He
YCTAHOBIMEH, JOMKHO ObITh ONpeneneHo 1 3aperMcTpUpoBaHO OKOHYaTENbHOE MECTO XPaHeHUs maTepunanoB
nceneaoBaHust. NpUinHBL YHUUTOXEHNSA 00pa3LoB, OOLEKTOB UCTIBITAHMUSA U CTaHOAPTHLIX OOBLEKTOB 40 UCTEYE-
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HUS1 YCTAHOBNEHHOMO nNepuoaa XpaHeHUs O0MKHbI ObITb 0O BbACHEHBLI 1 AOKYMeHTUpoBaHbl. ObpasLbl, 00bEKThI UC-
NbiTaHUSA U cTaHAaPTHbIE 00BLEKTLI AOIPKHBI XPaHUTLCSA 40 TEX MOop, Noka UX Ka4yeCTBO NO3BOMAET UX UCNOMb30BaTh.

3.10.2 MaTtepuansbl, XxpaHallmMecsa B apxuBax, A0MMKHbI ObITb BHECEHbI B KaTanor aAns obecneveHnsa mnx
YNopAaovYEeHHOIro XpaHeHUsa 1 rnoucka.

3.10.3 HocTyn Kk apxusam A0SMKEH ObITb BOSMOXHBIM TOMBKO C paspelleHns agMUMHUCTPaLUK UCTIbITaTENb-
HOro LeHTpa. domkHa bbiTb NpeaycMoTpeHa peructpaums npuema v Bblgadvm apXmBHbIX MaTepmnanos.

3.10.4 Ecnu ucnblTatenbHbIN LEHTP UK OpraHn3aunsa, B KOTOPOW pacriofnoXeH apxXus, npekpawlaet
CBOE€ CyLLUeCTBOBaHWE UM obBbABNAET cedbda DaHKPOTOM U He MMeeT NpaBonpeeMHUKOB, apXMBHLIE MaTepuanol
OOMKHBbI ObITb NepeaaHbl B apXuUB CrioHCopa(oB) UccneaoBaHUNA(A).

[MpnoxeHwue A
(cnpaBo4HoOe€)

Ha3sHayeHMe U npuMeHeHne NPUHLMNOB Haanexallen NnadbopaTopHOW NPakTUKA

A.1 TpuHumnbl Hagnexawewn nabopaTopHOW NPaAKTUKU NpeaHasHa4veHbl Ans obecneyeHns cCornacoBaHHOCTU U JOCTO-
BEPHOCTU Pe3yrbTaTOB HEKITMHUYECKNX NCCNEeA0BaHUN MEANLIMHCKON N SKONOMMYECKON Be30nacHoOCTI.

A.2 TlNpyvHumnbl Hagnexawen NadopaToOPHON NPAKTUKN ONpeaeneHbl Kak cuctema obecnevyeHns KavecTBa, KacaroLla-
ACS OpraHn3aumm npouecca nccrnegoBaHnm N yCIroBUKW, B KOTOPbIX HEKINMMHUYECKNE NcCrnegqoBaHns MeanunHCKOW N 3KOMOrn-

4EeCKOW be30nacHOCTU AOIMKHbI ObITb CNNAHUPOBAaHbI, BbINOMHEHbl, MPOKOHTPONMPOBaHbI, 0QOPMIEHbI U 3aapXUBUPOBAaHbI.

A.3 lpuHuMnbl Hagnexawen naboparopHoON NPaKTUKKM HanpaeneHbl HA obecneveHne NPUEMNEMOCTU PE3ynbTaToB
Hay4HbIX nccnegoBaHun. [lpuemnemoctTs B 4aHHOM Chny4vae O3Ha4vaeT, C O4QHOW CTOPOHbI, AO0Ka3aTeNbHOCTb U HAOEXKHOCTL
OaHHbIX, C Apyron — cobnogeHne NPpUHUMNOB ryMaHHoOro obpalleHms ¢ nabopaTtopHbIMU XUBOTHBIMM.
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