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WNHopmaLums o BBegeHUn B feiicTBUE (NpekpaLleHun feiicTBUS) HaCTOoAWEero cTadHgapTa u nsme-
HEHWUI K HeMY Ha TeppuTOpMM yKa3aHHbIX Bbille FrocyaapcTB Ny6aMKyeTCA B yKazaTensx HauMoHa IbHbIX
CcTaHAapToB, U3jaBaeMbiX B 3TUX rocyfapcTBsax, a Takke B ceTu VIHTepHeT Ha caliTax cooTBeT-
CTBYIOLLMX HAUMOHAbHbIX OPraHoB Mo cTaHAgapTu3aumm.

B cnyyae nepecmoTpa, M3MEHeHWA UAW OTMeHbl HacniAlero craHgapTa CoOTBeTCTBYLWas
nHdopmaumsa bygeT onybnmkosaHa Ha ouUManbHOM UHTEPHOT-caiTB MeXrocyAapCcTBEHHOro coBeTa
no cTaHjapTu3aumn, MeTponoruv n cepTudurkauuy B kaTanore «MexrocygapcTBeHHblE CTaHfapTbi»

© CtaHgapTuHdopm. opopmneHne. 2013, 2019

B Poccuiickoii ®eaepalun HacTOALWMI CTaHAaPT HE MOXET 6biTh MOTHOCTLIO UMK
YacTMYHO BOCNPOW3BEAEH, TUPaXMPOBAH 1 pacnpoCcTpaHeH B KAYeCTBe 0puLMaIbLHOTO
n3gaHna 6e3 paspelleHns defepasibHOrO areHTCTBa No TEXHUYECKOMY PErysiMpoBaHunio
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BBepeHune

B pamkax koHceHcycHoro cumnosnyma O3CP no Hagnexallei nabopaTtopHoi NpakTnke, COCTOSIBLLUEro-
ca 16— 18 okTA6psa 1990 r. B bag-Aopkxaiime. FopmaHus (Bad-Durkheim. Germany). Pa6ouyas rpynna O3CP
no GLP (manee — Pab6ouyas rpynna) nog npeacenatesibcTBOM A-pa XaHca KovomaHHa (Dr. Hans Konemann),
pyKOBOAUTE A OpraHa MOHUTOPUHra cooTBeTCcTBUsA MpuHunnam GLP HuaepnaHaos, nposesna coBellaHue ans
06CYXAEHUS N JOCTMXKEHUS KOHCEHCYCa MO OonpejesieHnNto posn obecrneyeHns Kayectsa npu cob0AeHUn
MprHUMNOB Hagnexalein nabopaTtopHoi npakTukn (fanee — MpuHumMnoB GLP). YyacTHWKaMu cumnosmyma
6blNI1 B OCHOBHOM Y/1€HbI HaLMOHaNbHbIX OPraHOB MOHUTOPWHra cooTBeTcTBuA MpuHumunam GLP waun onbiT-
Hble pykoBOAUTENN CNYX6 obecneyeHns KayecTBa WCMbITaTe IbHbIX LEHTPOB Creayowmux cTpaH: ABCTpumn
Benbrun. ®paHuyun. Frepmanunn. Npnangun. Huaepnangos. Hopserun. Vcnanun. LWseumn. Lseliuapun n Be-
NKo6puTaHuu.

Pabouas rpynna focTuria KOHCeHcyca B onpegesieHun ponu obecnevyeHns kayecTsa Kak BaKHON CO-
cTaBnsoweii GLP. yctaHOBMNa OCHOBHblE BOMPOChHI, CBA3aHHbIe ¢ obecrneyeHnem kayvectBa u GLP. ogHako
He MbiTanacbk NcyepnbiBaloLLe onucatb gaHHyo Temy. OfHONM 13 060i4eHHbIX BHUMaHNEM YYaCTHUKOB 3ace-
JaHua Paboueii rpynnbl o6nacteli 661710 NPpUMeEHeHNe obecneyeHus KauecTsa K UCCIe40BaHUSAM B NOSEBbIX
ycnoBusAx. [laHHbIli 1 HEeKOTOpblE ApyrMe acnekTbl obecneyeHns KkauyecTa byayT pacCMOTPEHb! OTAE/MBHO.

MpOeKT KOHCEHCYCHOro AOKyMeHTa, paspaboTaHHOro Pabouyeil rpynnoil, 6bln1 pacnpocTpaHeH cpegu
CcTpaH — unieHoB O3CP v B fanbHelem nepecMOTpeH Ha OCHOBE MOJTyYEHHbIX 3amMeyaHuii. Bnocneactsmm
OH 6bl1 0406peH Mpynnoii akcneptToB O3CP no GLP. a Takke Mpynnoi no XMMmnyeckum BelecTBaMm 1 Ynpas-
NAWYM KOMUTETOM CneuuanbHOoi NporpamMmmbl N0 KOHTPOJIKO XMMMUYeECKuX BelecTB. 3atem KomuTeT no ox-
paHe OKpyxatLlieli cpefbl PEKOMEHA0Ba CHATb OfPaHWYEHUs B WUCMO/Ib30BaHUN AAHHOTO [OKyMEeHTa Mnof
3rnaoli reHepasibHOro cekpeTaps.

B cBeTe npuHATMA B 1997 r. nepecMoTpeHHbIX MpuHumnoB GLP O3CP gaHHbI/i KOHCEHCYCHbIA [OKY-
MeHT 6blN1 paccMOTpeH Paboueii rpynnoii 1 NnepecMoTpeH C Lesbio NpUBeAeHNs ero B COOTBETCTBUE C U3Me-
HeHVUAMW. BHeCEHHbIMK B MpuHumnbl GLP. OH 6611 0406peH Paboueli rpynnoii B anpene 1999 r., a 3atem B
asrycte 1999 r., Ha COBMECTHOM coBeLlaHnM Komuteta no XxuMmyeckum Bellectsam 1 Pabouyeit rpynnbl no xu-
MUYECKMM BellecTBaMm, nectuungam v 6MoTexXHoNornm 1 paccekpeyeH nog arnfoi reHepanbHoOro cekpetaps.
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M E X TTOC CUYJ4APCTH BETHHB # CTAHAOAPT

MPUHLUMMNbI HAONEXALLEW TABOPATOPHOW MPAKTVKN (GLP)
ObecneyeHune kayecTBa B COOTBeTCTBUU € MNMpuHumnamu GLP

Principies of Good Laboratory Practice (GLP). Quality assurance in the application of GLP principles

fata eBegeHns — 2013—01—01

1 O6nacTb NpUMeEHeHNn

HacTosiwwmii cTaHgapT pacnpocTpaHsaeTcsl Ha NMOMUTUKY W 3afaun cnyx6 obecneyeHuss kayecTsa, Npu-
MeHsieMble B UCTbITaTe IbHbIX LieHTpax B COOTBETCTBUM C TpeboBaHusaMM MpuHumunos GLP.

MpuHumnel GLP O3CP geiictBytoT 60nee 15 neT [1]. VicnbiTatesibHble LEHTPbI, B KOTOPbIX MPUMEHSIUCH
AaHHble TMpuHumunel GLP, a Takxe rocygapcTBeHHble OpraHbl, OCYLLECTB/IABLUME MOHUTOPUHI COOTBETCTBUSA
TpeboBaHusam lMpuHUmMnoB GLP, nonyumnu LeHHbIV OnbIT, B CBETE KOTOPOro MOTYyT ObITh Aa@Hbl 4ONOMHATENb-
Hble yKa3aHusi O PO/ U OCYLLeCTB/IEHUN B UCTbITATE bHbIX LleHTpax nporpamMm obecrneyeHns KayecTsa.

2 Ob6ecneyeHne KayecTBa M Hagnexauwasa nabopaTtopHas npakTuka

2.1 Ccbl/iku Ha nporpammy obecnevyeHus kavyecTtsa B NpuHumnax GLP O3CP

2.1.1 NMporpamma obecneyeHus kayecTsa onpefenseTcs B nepecMOTpeHHbIX MNpuHuunax O3CP no
Hagnexalein nabopaTopHOI NpakTuke Kak nporpamMMa paboT, BbiNOSHAEMas He3aBUCUMbIM OT NPOBeAeHUs
nccnefoBaHnii NepcoHasioM ¥ HanpaB/ieHHaa Ha obecneyeHne agMuHUCTpaUMeid UcnbiTaTeNbHOro LeHTpa
co6M0AeHNS NPUHLMNOB Haaexalleli nabopaTopHoii npakTukm [1] (noanyHkT 1.2.2.8). B 06A3aHHOCTM agMu-
HMUCTpaLMM UCMbITATENbHOMO LieHTPa BXOAUT CO3AaHne B UCMbITATe/IbHOM LEeHTpe AOKYMEHTUPOBaHHOW npo-
rpamMmmbl 0o6ecneyeHns KayecTBa, Y4TO6bl NPOBOAMMbIE B HEM WCCNEfOBaHUS COOTBETCTBOBaM [MpuHuMnam
GLP [1] (nepeuncnenne 0 11.1.1.2).

2.1.2 Kpome TOro, agMMHUCTpaLMA UCMbITATENLHOMO LEeHTpa AO0/KHA rapaHTMpoBaTb, YTO PyKOBOAU-
Tefb UccnefoBaHusa NpPefocTaBuT NepcoHasny no obecneyeHnto kayecTsa JOCTYN K YTBEPXAEHHOMY naaHy
nccneposanuns [1] (nepeuncnenue j) 11.1.1.2), a pykoBoguTenb nccnefosaHns obs3aH rapaHTMpoBaTb, YTO
nepcoHan no obecnevyeHnto kayecTBa MMeET KONUW MaaHa UccnefoBaHUs Y CBOEBPEMEHHO MOSyYEHHbIX NO-
NpaBOK K HEMY U HaXOAWUTCS C COTPYAHMKAMN B NOCTOSAHHOM KOHTaKTe Ha NPOTSXEHUW BCEro ucciefoBaHuns
[1] (nepeuncneHue b) 11.1.2. 2).

2.1.3 Takxe afgMUHUCTPaLMS UCMbITATE/IbHOTO LEHTpa A0/HKHA NpU NPOBeAEeHUN nccnefoBaHnin Ha He-
CKOJIbKUX UCMbITaTe NbHbIX MowaAkax obecneyrBaTb NOCTOSIHHbIE KOHTaKTbl MEXAy PYKOBOAWTENEM uccre-
[OBaHUsA. OTBETCTBEHHLIMU UCCefoBaTENsAMU, NEPCOHANIOM N0 obecneyvyeHnto KayecTsa 1 cneumanucTamu,
BbINOSTHAWLWMMY fAaHHOe uccnefosaHue [1] (nepeuncnenve o) 11.1.1.2).

B nyHkTe 1.2 [1] nepeuncneHsl cregyrolie TpeboBaHus.

2.1.4 O6wwue nonoxenuns [1] (NyHkT 11.2):

- NCMbITATENbHbIA LeHTP AO/HKEH UMETb AOKYMEHTVPOBAaHHYIO NporpamMmmy obecneyeHunst kayecTsa, YTo-
6bl MPOBOAUMbIE B HEM MCCefoBaHusa cooTBeTcTBOBanu MpuHumnam GLP [1] (nyHkT 11.2.1.1):

- 3a BbINO/IHEHWE NpOrpaMMbl 06ecneyeHmnst kaiecTsa 0TBEYAKT YNOSIHOMOYEHHbIE NnLa, Ha3HaYaemMble
agMUHMCTpaUMein UcnbiTaTeNbHOro LieHTpa, HenocpeACcTBEHHO NOAOTYETHbIE eMY U 3HAaKOMble C MeToAamu
nccnepoBanmna (1. nyHkt 11.2.1.2);

- nuuo(a), oTBevatoLwee(ne) 3a obecneyeHre KayecTsa, He [O/MKHO(bI) 6bITb BOBMEYEHO B NpoOBeAEHME
nccneposaHusa (1) (nyHkT 11.2.1.3).

N3paHue oduymansHoe
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2.1.5 O6sa3aHHOCTM NepcoHasna no obecneyeHunto kavectsa [1] (NyHKT 11.2.2)

MepcoHan no obecneyeHnto kayecTsa 0653aH BbINOHATL, HE OrpaHUUMBasACH VMU, HMKENEepPeUncneH-
Hble oyHKLMK. [NepcoHan no obecneveHnto kavecTBa AomkeH [1] (nyHkT 11.2.2.1):

a) MMeTb B Ha/IMunu 3K3eMNNAPbl BCEX YTBEPXKAEHHbIX NAAHOB UCCefoBaHNA U CTaHAApPTHbIX onepa-
LIMOHHBIX MpoLeayp, UCNONb3yeMbIX B UCNbITAaTe/IbHOM LiEHTPe, 1 A0CTYN K TeKylemy BapuaHTy OCHOBHOMO
nnaHa-rpaduka:

b) NpoBepsATb, YTO6LI NNaH UccnefoBaHNa cogepxan MHopmaunio, Heo6XoauMYH A1s CobnaeHNA
MpuHumnos GLP. JaHHaa npoBepka A0/MKHA OblTb JOKYMEHTMPOBaHa,;

C) OCyLLecTBNSATb CUCTEMATNYECKNIA KOHTPO/b 3a NPOBEAEHNEM BCEX UCC/Ief0BaHNii B COOTBETCTBUMN C
HacTosAwmMmn MpuHumnamm GLP 1 4oCTYynHOCTbIO N1aHOB NCCNeA0BaHNS U CTaHAAPTHbLIX OnepauyoHHbIX Npo-
uenyp (COM) nepcoHany, BOBEYEHHOMY B NpOBeEAEHNE UCCNeA0BaHuns.

MpefycmMoTpeHbl TPK TUMNAa MHCMEKLMOHHBIX NPOBEPOK B cooTBeTcTBMM ¢ COl. onpefeneHHbIMY B NPo-
rpamme obecnevyeHnss KavecTaa:

- MPOBEPKM OTAENMbHbIX NCCNE0BaHNIA.

- MPOBEPKM MCMbITATENbHbIX N0WAOK,

- NPOBEPKUN OTAENbHbIX NPOLECCOB.

MpoTokobl (0THYETbI) MOA0OHBIX MHCNEKLMOHHBIX NMPOBEPOK YHUUTOXEHWIO He Noanexar;

d) npoBepATb 3aknunTe NbHbIE OTYETHI; NOATBEPXAATb, YTO METOAbl, NpoLeaypbl, HabnwaeHns n pe-
3yNbTaTbl U3/T0XKEHbI TOYHO U MOMIHOCTLIO W B NOJHOW Mepe OTpaatoT NepBUYHbIE AaHHbIE UCCe0BaHWI;

€) CBOEeBPeMEHHO NpeAcTaBNAaTb pe3yibTaTbl 06 MHCMEKLMOHHbIX NPOBEPKax B MMCbMEHHOM BUAE afMu-
HUCTpAaLMN UCTIbITATENIbHOTO LLeHTPa, PYKOBOANTENIO UCCNe0BaHNSA, OTBETCTBEHHOMY (bIM) UCNOHUTENIO(AM)
1 NpY HEO6XOAMMOCTU APYrMM PYKOBOAALLNM paboTHMKaM,;

f) BHOCUTb B 3aK/1OUUTENIbHBIA OTYET NMOATOTOB/IEHHOE W MOAMUCAHHOE 3ak/lyeHre O TUnax WMHCMek-
LIMOHHBIX MPOBEPOK M JaTtax WX nposefeHus ¢ uHdopmauvein o6 atane(ax) NPOBepPSEMOro nccnefoBaHns
1 fate nepegaun pesynbTatoB MHCMEKTUPOBaAHUA afMUHUCTPaLUM UCMbITaTeNbHOIO LEHTpa, PyKOBOAWUTENIO
nccnegoBaHus U OTBETCTBEHHOMY MccnefoBaTento. ITo 3aKk10YeHne Takke A0/HKHO YA0CTOBEPATb, YTO nep-
BUYHbIE [JaHHble UCCNefoBaHNs OTPaXKeHbl B 3aK/10UYMTE/IbHOM OT4YeTe AOCTOBEPHO.

2.1.6 Pabota nepcoHana no obecneyeHuto KayecTBa 3ak/lyaeTcss B MIaHMPOBAHWUM, COCTaB/EHUU
rpachmka MpoBepokK, NPOBeAEeHUN MPOBEPOK, AOKYMEHTVPOBAHWU W COCTaB/IEHWM OTYETOB O NPOBEpKax U
OTHOCUTCS K OAHOI W3 KaTeropuii 1abopaTopHO AeATesIbHOCTU, AN KOTOPOU AO0/MKHbI umeTbes COIM (1)
(nyHKT 11.7.4.5).

2.1.7 3akniounTenbHbI 0TYeT 06 uccnefoBaHUM AO/MKEH COAEPXaTb CBEAEHMSA O TUMax u garax npo-
BE/IeHHbIX WHCNEKUWI, aTanbl WHCNEKUWA, AAaTUpOBaHHble pe3y/bTaTbl UHCMNEKTUPOBAHWSA, KOTOpPble Oblan
npeAcTaBfieHbl agMUHUCTPaLUN NCNbITATENIbHOTO LIeHTPa, PYKOBOAWUTENIO UCCNeA0BaHNA Y OTBETCTBEHHOMY
ncnonHuTento(am) (npn HeobxoammocTtu) [1] (NyHKT 11.9.2.4). 3TN NONOXEHU HE06X0AMMbI ANs NoATBeEpXae-
HWS TOrO, YTO B 3aK/IOUYMTENIbHOM OTYeTe JOCTOBEPHO OTPaXKEHbl NEPBUYHbIE JaHHbIE.

2.1.8 MnaHbl-rpacmkm 1 3anmcm 060 BCex MHCMEKLMSAX, BbIMOMIHEHHbIX B paMkax nporpammbl no obecne-
YeHuIo KayecTBa, ceayeT XpaHUTb B apxvMBax B TeUeHve nepuoga BpeEMEHM, YCTaHOBIEHHOTO COOTBETCTBY!HO-
Wwmmu opraHamu [1) (nepeunicnenne b) 4.10.1).

2.2 CB#3b €O cnyx60i obecnevyeHns kayectsa

2.2.1 ALMUHMCTpALWs UCMbITATENbHOMO LieHTpa HeceT OCHOBHYI OTBETCTBEHHOCTb 3a o6ecneveHue
pa6oTbl MCNbITATE/IBHOTO LEHTPa B COOTBETCTBUMM C lMpuHuunamyu GLP. AgMUHWCTpauus UCMbITaTeNbHOro
LleHTpa MOXET AesernpoBaTb AesTeNbHOCTb M0 KOHTPO/0 NOCPeACTBOM SIMHENHON ynpaBsiowein opraHu-
3alMn. HO BCeraa coxpaHsieT 3a coBoii 06LLyl0 OTBETCTBEHHOCTb. BakHOW 0643aHHOCTbIO afMUHUCTpaLMM
UCTbITATE/IbHOTO LIeHTpa ABMSIETCA HasHauyeHue W ahpekTMBHAs opraHusauus [OCTAaTOYHOTO Yucna KBasu-
(PULMPOBAHHBIX U OMbITHLIX COTPYAHUKOB UCMLITATE/ILHOTO LEHTPA, B TOM YMC/e TEX, KOTOpble Tpe6yoTcs A/s
BbINO/IHEHUS (hyHKLUIT NO o6ecneyeHnio kKauecTea.

2.2.2 [lomkeH 6bITb YETKO ONpeaeneH pyKoBOANTE b, HECYLLMIA OCHOBHYI OTBETCTBEHHOCTb 3a GLP. B
06513aHHOCTU [AaHHOTO /IMLA BXOAUT HA3HAUYEHUe COOTBETCTBYIOLWEro KBa/IM(MLMPOBAHHOMO NepcoHana kak
[Nsi NPOBEAEHUS SKCNEPUMEHTA/IbHOM NPOrpaMmbl, Tak U BbINOMHEHUA He3aBUCUMOl yHKLMM No o6ecneye-
HUIO KauecTBa.

Mepefaua cnyx6e obecneyeHns kauecTsa 3ajau, OTHOCALLMXCS K YNpaBieHUo corfiacHo MpuHuunam
GLP. He [o/XHa CTaBUTb MO Yrpo3y HE3ABUCKUMOCTb Pa6oThl C/yX6bl 06eCneUeHns kauecTBa 1 He JO/MKHa
noB/eyb 3a co60i NPUYACTHOCTL NepcoHasia no 06ecneyeHnio KauecTea K NPoBeAEeHUI0 UCCefoBaHNs, Kpo-
Me Kak B PO/ /UL, OCYLLEeCTBSIOLUX KOHTPOTb.
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ML, Ha3HaYeHHOe OTBETCTBEHHbLIM 3a 06ecneyeHne KauecTsa, A0/MHKHO UMETb HEMOCPeACTBEHHbII [10-
CTYN K pas/IMyHbIM YPOBHAM YMNpaB/ieHUsi, B YACTHOCTM K BbICLUEMY YPOBHIO YNpaB/eHUs UCMbITaTelbHbIM
LieHTpOM.

2.3 KBanudukauusi nepcoHana no o6ecneyeHnto kayectsa

MepcoHan no obecneyeHnto KayecTBa AO/HKEH MMETb MOArOTOBKY, CneuuasibHble 3HAaHWUA U OMbIT Ha
YpOBHE, HEOOXOAMMOM A8 BbIMOSIHEHMSA CBOUX 06s3aHHOCTeln. COTPYAHUKM AO/MKHbI OblTb 3HAKOMbI C NPO-
ueaypamm I/ICI'IbITElHI/II7I, CTaHgapTaMmu U cuctemamu, UCnosb3yeMbiMM B CaAMOM UCMbITaTe/IbHOM LleHTpe nnu npu
npoBegeHUN paboT B MHTEpPECAX UCMbITATE/IbHOIO LieHTpa (Hanpumep, paboTbl No cybnoapsay, KOHTPakTy).

JNlvua, HaszHayeHHble 4719 BbINO/HEHWA OYHKLMIA N0 06ecrnevyeHnto kavecTBa, AO/MKHbI MOHUMATb OCHOB-
Hble KOHUenuuu, nexaltine B oCHoBe nop,seprarou.;el‘/'lcn MOHUTOPUHIY AeATeNNbHOCTU, a TakKKe NMMeTb NoJsiHoe
npeactasneHue o MpuHumnax GLP.

B cnyyae oTcyTCTBUS crneumasnbHbIX 3HAHUIA UM NpyY HEO6XOAMMOCTU B MOJYYEHUU BTOPOrO MHEHMWS
cnyx6e obecneyeHns KayecTBa peKoMeHAyeTcs 3anpocuTb MOMOLLb creuuanucTa.

AOMVHUCTPaLMA NCMbITATENBHOTO LIEeHTpa A0/HKHA TakKe rapaHTpoBaTh Hauune OKyMEeHTUPOBaHHOW
nporpaMmmMbl 06y4YeHNsi, OXBaTbiBaloLLell BCe acrnekTbl paboTbl Cnyx6bl o6ecneyeHns kavecTta. lNporpamma
06yyeHuns fJo/MKHA N0 BO3MOXHOCTM BK/OYATb 06yyeHne Ha pabouem mMecTe nof HabnogeHnemM KOMNeTeHT-
HOro 1 KBa/IMOMLMPOBaHHOrO nepcoHana. focelleHme ceEMMHApPOB 1 KypCOB, OpraHW30BaHHbIX UCMbITaTe b-
HbIM LEHTPOM WM CTOPOHHMMY OpraHu3auusiMy, MOXeT Takke okasaTbCs Mosie3HbiM. Hanpumep, ssnsetcs
LenecoobpasHbiM 06ydYeHMEe TeEXHMKE 06LLEeHNS U pa3pelleHns KOHhAMKkToB. O6yyeHne AO/MKHO BbiTb NOCTO-
AIHHLIM Y NOABEPraTbCsi NepUoANYECKOli NPOBEPKE.

O6y4yeHue nepcoHana no obecrnevyeHuo KayecTBa LO/HKHO AOKYMEHTUPOBATbLCH, @ ero KoMneTeHums
[OMKHa nofBepraTbCs oueHke. [laHHble 3anvcu criegyeT NOCTOSAHHO akTyanM3npoBaTth U COXpaHATb.

2.4 YyacTue cnyx6bl obecnevyeHus kayecTsa B pa3paboTke CTaHAAPTHbIX ONepaLnoOHHbIX
npoueayp 1 Nn1aHoB uccnenoBaHns

AAMWHUCTPaLUUS UCNbITATENIbHOTO LieHTpa HeceT OTBETCTBEHHOCTbL 3a TO, YTOOblI 06ecneyunTb co3gaHue,
BbIMYCK, paccblfiky n coxpaHeHne COI. MepcoHan no obecneyeHunto kayectsa 06bIYHO He yyacTByeT B pas-
pa6otke COTrl. oAHaKo xenatenbHo, 4To6bl OH paccmaTtpusan COlN nepef NPUMEHEHUEM C Lieflbio OLEHUTb
MX YETKOCTb, JOXOAYMBOCTb N cooTBeTCTBME lMpuHumnam GLP.

AOMUHUCTPALMA UCNbITATENILHOTO LieHTpa Ao/hkHa obecneunsaTb, YTOObI NaH nccnefosaHns 6l fo-
cTyneH cnyx6e obecneyeHns KayecTsa [0 Hayana NPOBeAEHNA 3KCMepVMEeHTasIbHOro nccnegosaHns. 310
Nno3BONUT cnybe obecneveHuss kayecTea:

- cnepuThb 3a COOTBETCTBMEM nnaHa uccnegosanus MpuHumnam GLP.

- OueHuBaTb YeTKOCTb 1 Nnoc/iefoBaTeNIbHOCTL MJiaHa UCC/iefoBaHuns;

- onpefenaTb KpUTUYeckme atanbl UCCnefoBaHns u

- NnaHupoBaTh nNporpaMMy MOHUTOPUHIA B 3aBUCUMOCTU OT UCCNe0BaHNA.

HesaBuncrMO OT TOro, Kak 1 Korga BHOCATCA M3MEHEHUS B MaH UCCNef0BaHns, UX KOMUW SO/DKHbI GbiTh
nepefaHbl cnyx6e obecneveHns kayecTsa /19 COAeNCTBUA IWPEKTUBHOMY KOHTPOSIIO UCCe0BaHus.

2.5 WNHcnekynn cnyx6bl obecneveHns kavyecTsa

2.5.1 Twunbl nHCcNekyni

Mporpammbl 06ecneyeHns kavyecTBa YacTo OCHOBbLIBAIOTCS Ha CeAyoLmnX TUNax HCMEKLMWA:

- UHCMEeKUun oTAenbHbIX uccnefoBanunii. OHM NNAHWPYHOTCA B COOTBETCTBUMU C XPOHO/OTME AaHHOro
nccnefoBaHns, 06bI4HO NyTEM NEPBOHAYAILHOIO ONPeAeeHNs KPUTUUYECKNX 3TANOB UCCef0BaHNA:

- MHCNEKUMM ucnbiTaTesbHbIX Naowaaok. OHWM He OCHOBLIBAIOTCS Ha MHCNEKLUAX KOHKPETHbIX uccneno-
BaHMWI1. HO 0XBAaTbIBAKT MHCMNEKLMN OCHOBHbIX UCMbITATENbHbIX NOWAA0K U BUAOB AeSATENbHOCTY B paMkax
UCMbITATE/IbHOTO LieHTpa (MOHTaX, BCroMoratesibHble CyX6bl, KOMMNbIOTEPU3NPOBAHHbIE CUCTEMBI, 06yye-
HUE. MOHUTOPWHT OKpYXatoLLeld cpefibl, TEXHNYECKOe 06CMYXUBaAHWE, KanMbpoBka 1 T. 4.);

- MHCNeKUUN OTAENbHbIX MPOLECCOoB. DTN MHCMEKLMN Takke BbINOHAIOTCA HE3aBUCMMO OT KOHKPETHbIX
nccnenoBanuii. OHM NPOBOASTCS C LE/Ibl0 MOHWUTOPMHIa NpoLeayp ¥ NPOLEeCcCoB, HOCALLMX NOBTOPSIOLLMACS
XapakTep W, Kak Npasuio, OCYLLECTBASIOTCS HAa BbIGOPOUHON OCHOBE. [JaHHbIE UHCMEKLMUU NPOBOAATCS B TEX
cnyyasx, korga ofuH 1 TOT Xe NpPoLecc B UCMbITATENbHOM LIEHTPE OCYLLECTBAAETCS O4YeHb YacTo, BCeACTBNE
4yero npoBeAeHne UHCNEKUUIA OTAENbHbIX UCCefoBaHnii cuntTaeTcs HeaddheKTUBHbIM MK Helenecoobpas-
HbIM. CnegyeT NpusHaTh, YTO MHCMEKLMM OTAEbHbIX NPOLLECCOB B paMKax KOHKPETHbIX 3TanoB, OCYLLEeCTB/Is-
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€MbIX O4YeHb 4acCTo, MOryT NPUBECTU K NOABIEHUID HEKOTOPbIX I/ICC.I'Ie,EI'OBaHVII‘/'I, He NPOBEepPeHHbIX B NHAMBUAY-
aflbHOM NopsAKe B X0Ae 3KCNepUMEHTa/IbHbIX 3TanoB.

2.5.2 MnaHnpoBaHue N 060CHOBaHWE AEATENbHOCTM U METOA0B 06ecneyeHns kayecTsa

Cnyxba obecneyeHus kayecTBa [AO/HKHA NiaHWpoBaTb CBOK PaboTy [O/MKHbIM 06pas3oM, No3Tomy
npoueaypbl NNaHUPOBaHKsA, a Takke paboTa nepcoHana no 06ecneyeHnto kKayecTsa Npy BbINOSIHEHUU, A0-
KYMEHTMPOBaHWUM 1 Nofaye OTYETOB 06 MHCMEKLMAX JO/MKHbI onucbkiBaTbes COM. CnMcoK 3aniaHMpoBaHHbIX
1 OCYyLLEeCTBNSIEMbIX UCCNEeL0BaHWA fomKeH GbiTb coxpaHeH. Cnyxba obecneyeHunss KayecTBa AO/HKHA UMETb
[OCTYN K aKTyasM3vpoBaHHON KOMWM OCHOBHOrO nnaHa-rpadpuka. Mofo6HbI cnucok Heo6xoaum Ans nna-
HUPOBaHNA OeSATENbHOCTU CNYXObl 06ecrneyeHns KayecTBa W OLEHKM pabouyeii Harpysku no obecneveHuto
KayecTBa B UCnbIiTaTe/ibHOM LIeHTpe.

Kak v B cnyyae nobbix gpyrux paéoumx npoueayp, oxsatbiBaeMbix MpuHumMnamvu GLP. nporpamma WH-
CrneKuuii n ayamToB Cnyx0bl 06ecneyveHns kayecTsa Ao/MKHA GbiTb NPeAMETOM NMPOBEPKV agMUHUCTPaLMK 1C-
nbiTaTeNbHOrO LieHTpa. Kak nepcoHan no obecneyeHnio KayecTsa, Tak U PyKOBOACTBO CNyx6bl 0b6ecrneyeHns
KayecTBa [0/MKHbI GblTb B COCTOSIHUM 060CHOBATb METOABI, BbIGPAHHbLIE UMM /11 BbINOSIHEHWS CBOUX 3a4au.

2.6 OTueTbl MHCNEKLMI cnyx6bl o6ecneyeHust kayecTsa

HauuoHanbHble opraHbl MOHUTOPUHIa cooTeeTcTBUA MpuHuunam GLP moryT 3anpocuTb nHopmaumio,
KacatoLLytoca TUNOB MHCNEKUMIA 1 AaT nX NpoBeAeHus, B TOM yYncnie atana(oB) MHCNEKTVPYEMOro UccnefoBa-
HUA. TeM He MeHee 06bIYHO CoAepXKaHne 0TYETOB O NPOBEAEHNN MHCNEKLMA cnyx6bl o6ecneyeHns Kayectsa
He [O/KHO paccMartpuBaTbCA HaUWOHa/IbHbIMU OpraHamMy MOHUTOPUHTA, MOCKOJIbKY 3TO MOXET MpensaTcTBO-
BaTb C/yx6e obecrneyeHuns kayecTsa B MOAIOTOBKE OTYETOB 06 MHCMEKUMW. TeM He MeHee HauuoHaslbHble
opraHbl MOHUTOPUHIa MOryT BpeMs OT BpeMeHW TpeboBaTb AOCTYN K COAEPXaHWI0 OTYeTOB 06 MHCNEeKUMn B
Lenax noaTBepXAeHUs Hagnexallero MyHKUMOHNPOBaHUA Cnyx6bl o6ecneyeHmns kavectsa. OpraHbl MOHUTO-
pvHra cootBeTCcTBMA MpuHUMnam GLP He Ao/KHbI MCMONb30BaTh 3TU OTHYETHI Kak NPOCTON cnocob naeHTudu-
LuMpoBaTtb HefoCcTaTKu NPOBEAEHHbIX NCCNe0BaHNi.

2.7 AyauTbl f@aHHbIX U 3aKN0UYNTENbHbIX OTYETOB

PaccMmoTpeHue cnyx6bl 06ecneyeHns KauecTBa NepBUYHBIX AAHHbLIX UCCEfOBAHNS MOXET GblTb OCY-
LEeCTB/IEHO HECKO/IbKMMK croco6amMu. Hanpumep, 3anucu MoryT 6biTb PACCMOTPEHbl B XOA4E€ 3KCMEepPUMEH-
TaslbHbIX 3TANOB UCCNEA0BaHUsA, B XOAe WHCMEeKLMii NpoLecca Uin B XoAe ayAUTOB 3aK/THUMTENbHbIX OTYETOB.
AAMUHUCTPALMST UCMbITATENBHOMO LEHTPa [0/KHA 06ECneunTb, YTOObl BCe 3ak/lunTeslbHble OT4YeTbl, AJ1st
KOTOpbIX TpebyeTcsi cooTBeTcTBUE MpuHuMnam GLP. 6biin noaBeprHyThl ayauTy cayx6oii obecnedveHus ka-
uecTBa. [laHHblii ayauT [O/MKEH NPOBOANTLCS Ha 3aKN0UNTENbHO CTaANM NOATOTOBKM NMPOEKTa oTYeTa, Korga
cobpaHbl BCe NepBUYHbIE AaHHbIE UCCNEeA0BaHNS U He NIAHNPYETCS BHOCUTL Kakue-n6o 3HauuTeslbHble 13-
MeHeHus.

MpumevyaHune — B lMpuHuunax GLP nepBnyHble faHHble ONpefensanTca Kak OpurnHabl 3anucei 1 4oKyMeHTOB
MCMbITATENIbHOTO LieHTPpa WK UX 3aBepeHHbIe KOMuW, oTpaxatolime peynbTaTbl HA6N04eHW 1 npoueaypbl, NPOBeAEHHble
BO BpeMs nccnefoBanuns. NepBuyHbIMM AaHHbIMU NCCNeA0BaHNA MOTYT ObIThb: poTOrpacmmn, MMKpoguIbMbI, MAKPONIEH-
KW. UX KONWUKW, AUCKETbl U KOMNaKT-ANCKK, paboyne 3anucu, BKIoYas 3anucy nokasaHwii aBToMaTn3MpoBaHHbIX Npubopos,
M Apyrne HocuTenu AaHHbIX, KOTopble obecneynBaloT 6e3onacHoe xpaHeHne UHOPMaLMM B TeyeHne onpenesieHHOro
nepuoga spemenu (1] (nepeuncnenuve 7 1.2.3).

Llenbto ayanTa 3aknouMTeNbHOrO oTYeTa ABASETCA onpeaeneHve Toro, YTo:

- uccneposaHue 6b1710 NPOBEAEHO B COOTBETCTBUM C NNaHOM uccnegosaHuns n COIr,

- uccnepoBaHne 6b1710 TOUYHBIM U MOSIHbIM 06pa30M OTPaXKEHO B OTUYETE;

- OTYET COAEPXMNT BCE 3/IEMEHTbI, Tpebyemble MpuHunnamu GLP;

- OTYET XxapakTepuayeTcsl Nocne0BaTeIbHOCTbIO U BHYTPEHHEN HENPOTUBOPEUYNBOCTLIO;

- NepBMUYHbIE AaHHble COO6PaHbl NMOTHOCTLIO U B COOTBETCTBUM C TpeboBaHusMu MNpuHuyunos GLP.

CoTpyaHukam cnyx6bl obecneyeHunsi kayectTsa MOXHO PEKOMEHAO0BATb COCTaBAATb 3aK/MOUUTENbHbI
OoTYeT 06 ayuTe Kak MOXHO nofpobHee, 4715 TOro YTO6b! Obl1a BO3MOXHOCTb PEKOHCTPYMpPOBAaTh ayauT.

Mpoueaypbl AOMKHbI ObiTb YCTAHOB/IEHbI TakMM 06pa3oM, YTOObl COTPYAHWKU CAYXObl obecrneyeHuns
KauyecTBa Obl/IN B KypCe BCEX JOMNOJ/IHEHUIA UM U3MEHEHWI, BHECEHHbIX B AAaHHbIE UCC/IEA0BaHUSA 1 OTYET 06
nccnefoBaHnn B Xofe aTana ayaura.

Mepepn nognucaHvem 3aknioyeHus crnyxba obecneveHns KayecTsa [0/HKHA obecneynTb Hagnexatiee
paccMOTpeHMe B 3aK/I0UUTE/IbHOM OTYEeTe BCEX BOMPOCOB, MOAHATLIX B XO4e ayAauTa Cnyx6bl obecneyeHns
KayecTBa, ¥ NOATBEPXAEHWE TOro, YTO BCE MpeABapuTeIbHO COrnacoBaHHble AelicTBUA Obln 3aBepLUeHbl 1
YTO B OTYET HEe ObISI0 BHECEHO HUKAKUX M3MEHEHWIA, TPEeOYLLMX Aa/lbHEWLLIEr0 ayanTa.
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Nio6Gble McnpaBneHns uan LONOJHEHUS! 3aBEPLUEHHOTO 3aK/10UNTEIbHOTO OTYeTa A0/KHbI CTaTb 06b-
€KTOM ayauTa cOo CTOPOHbI CNyX6bl 06ecnedyeHns kauecTsa, nocne 4yero 6yaeT Heo6xo4yMO NpefoCcTaBUTh
NepecMOTPEHHOE WM JONOMHUTE/IbHOE 3aK/THUeHUe CyX6bl 06ecneyeHnst KauecTBa.

2.8 3akntoueHne cnyxo6bl obecnevyeHns kayecTea

2.8.1 NMpuHuunbl GLP [1] TpebGylT BKIKUYEHUS MOAMMCAHHOTO 3ak/lyYeHUs CNyXx6bl obecnevyeHus
KauecTBa B 3aK/uUMTE/IbHbIN OTYET, B KOTOPOM YKa3blBaOTCA TUMbl MHCNEKUWUIA U AaTbl WX NPOBEAeHWs, B
TOM 4YMCne MPOUHCMEKTMPOBAaHHbIE 3Tarnbl UCCNefoBaHNSA, W, eCiM HeobXxo4umo, AaTbl NoJayn pesynbTaToB
WHCNEeKUNA agMUHUCTPaLMN UCNbITATeNbHOTO LEHTPa, PYyKOBOAUTEN WCCNefoBaHWA U OTBETCTBEHHOMY
nccneposatento(am) [1] (nepeuncnenne 10 H.2.2 n nepeuncnexme 4 11.9.2).

OTBeTCTBEHHOCTb 3a Mpoueaypbl, rapaHTMpyoLme, 4To JaHHOe 3aK/TloYeHne oTpaxXaeT cornacue Cayx-
6bl 06ecrnevyeHus kavyecTBa C 3aK/1l0YEHNEM PYKOBOAUTENA UccnefoBaHus o cootsetcTeuy MpuHumnam GLP
1 COOTBETCTBYET BbIMYLLEHHOMY 3aK/1H0UMTENIbHOMY OTYeTy 06 UCCNefoBaHuK, HeceT agMUHMCTPaLNS UCTbI-
TaTesibHOro LeHTpa.

2.8.2 dopmar 3akoyeHns cryxobl obecrneyeHus kayecTsa AO/HKEH YUNUTbIBATL cneunduyeckme acnek-
Tbl OTYeTa. Heob6x0AMMO, 4TOGbI 3akKN0YEHNE BKAKOYAIO0 NOMHYI UAEHTUMDUKALVOHHYI0 nHopMmaLmio 06 nc-
cnefoBaHNMMW. faTbl U 3Tanbl COOTBETCTBYIOLLMX MEPONPUSATAL NO KOHTPOJIKO CNYXObl 06ecneyeHns kavecTsa.

B cnyuasx, korga vHCnekuun oTAeNbHbIX UCCNef0BaHui He SBMAAITCA YacTbio 3an/iaHWpPOBaHHON npo-
rpamMmmbl obecneyeHuns kayecTsa, 06A3aTeNIbHO Hanyme 3aKk/lloyYeHns, NoAPO6GHO OMUCHIBAOLLLENO KOHTPOJIU-
pytoLLMe MHCNeKL W, Hanpumep, B Crlyd4ae KpaTKOCPOUHbIX MCCief0BaHui, Koraa noBTOpsLWMecs NHCNeKLum
Kaxxoro uccnefosaHnsa HeapeKTUBHbLI N HEMPaKTUYHbI.

PekomeHgyeTcs, 4To6bI 3akntoueHne cnyxobl obecneyeHns kayectsa OblfI0 3aBepLUEHO TOMNbKO TOraa,
Korga 6yaeT NnoATBEPXAEHO 3asBMeHVe PYKOBOAWUTENS UccnefoBaHnsa o cootTseTcTBumn MpuHuymnam GLP. 3a-
KnoYeHve cnyxobl obecrneyeHns kayecTBa TaKkke CNYXUT NOATBEPXAEHNEM TOMY, UTO 3aK/THOUNTENbHbIN OTYET
oTpaxaeT nepBuUYHbIe AaHHble. 3a pykoBOoAMTENeEM MUCCNEefOBaHUS OCTaeTCAa OTBETCTBEHHOCTL 3a obecneuve-
HVe TOoro, YTobbl B 3aK/1IOUNTE/IbHOM OTYETe 6bI/In BblAeieHbl 061acTh UccnefoBaHns, He COOTBETCTBYOLWME
MpuHuunam GLP.

2.9 Cnyx6a o6ecneyeHus kauecTsa v UccnenoBaHuns, He perympyemMblie HOpMaTUBHbIMU
TpeboBaHMAMYU

CootseTtctere lMpuHumMnam GLP sBnseTca HopMaTWBHLIM TpeboBaHMeM A1 NPUHATUA onpefeneHHbIX
uccnefoBaHuii. Tem He MEHee HEKOTOpble UCMblTaTeslbHble LEeHTPbl NPOBOAAT Ha OAHOW Niowajke Kak uc-
cnefoBaHuNs, COOTBETCTBYIOLLME HOPMATUBHbIM TPe6oBaHUSAM, TakK U UCCef0BaHNs, He nNpefHa3HavyeHHble 41s
nogauu perympytowmm opraHam. Ecnmn nccnefosaHus, He peryimpyemMble HopMaTUBHbIMY TpeboBaHUAMM, Npo-
BOJAATCA HE B COOTBETCTBUW CO CTaHAapTamMu, conoctaBuMbiMu ¢ MpuHuymunamu GLP. 3To. Kak npasusio, HeraTus-
HO B/IUSIET Ha COOTBETCTBUE nccrefoBaHuii MpuHumunam GLP. perynimpyembiX HOpMaTUBHbLIMU TPe6GOBaHUSIMU.

B cnnckax uccnefoBaHuii, XxpaHawmxcs B cnyxoe obecneyeHns kavectsa, fO/MKHbI ObITb MAEHTUDULM-
poBaHbl UCCMeAoBaHUsA Kak peryimpyemble, Tak U He perynnpyemble HOpMaTUBHbIMW TPe6oBaHUSAMM, YTOObI
No3BO/IMTb MPOBECTY HaA/IeXallylo OLeHKy paboyein Harpysku, NPUroAHOCTU UCTbITATENbHbIX LLEHTPOB 1 BO3-
MOXHO€ B3alMHOe B/VsiHWE B NpoLecce NpoBeAeHNs UcnbiTaHui. A BbINOMHEHUS AaHHOW 3agayn cryxoba
obecneyeHns kayecTsa [O/HKHA UMETb AOCTYN K akTyanusvpoBaHHOMY 3K3eMMNaspy OCHOBHOrO nnaHa-rpa-
dhuka. ABnaetca HenpuemiembiM 3asBASATbL O COOTBETCTBUM MpuHumnam GLP yxe Havatoro nccrnefosaHus,
He cooTBeTcTBylowero tpebosaHnam MpuHumnos GLP. Ecnu npoBegeHve uccrnefoBaHus, 0603Ha4YeHHOro
B KayecTBe cooTBeTcTBYyolero MNpuHuynnam GLP. npoposmkaetcs Kak uccnefosaHue, He COOTBETCTBYOLLEe
MpuHumnam GLP, 370 fO/MKHO 6bITb YETKO AOKYMEHTMPOBAHO.

2.10 Cnyxb6a obecneyeHus KauyocTBa B HEOGONbLINX UCMbITATENMbHbIX LEHTpax

ALMUHUCTPALMN HEGOMBLUNX UCTbITATE IbHbIX LLEHTPOB MOXEeT 6biTb MPaKkTUYeCkn HEBO3MOXHO nogaep-
XMBaTb OTAE/bHbIN LWTAT COTPYAHMKOB, paboTaloLLmx NCKTYNTENBHO B 061acTn obecneyeHns kavecTsa. Tem
He MeHee agMUHUCTpaUMSA UCNbITaTeNbHOrO LeHTpa A0/MKHa Ha3HauMTb Mo KpaliHell Mepe 04HOro COTPYAHMKa
(faxe no coBMecTUTeNbCTBY), NOCTOAHHO OTBEYAIOLEro 3a KoopAnHaLuuio yHKUMM obecneyeHns KkavyecTsa.
[Na HakonneHnsa 3HaHWi W oMbiTa, a Takke obecnevyeHWss COOTBETCTBYHOLLEN MHTepnpeTauun xenartesnbHa
onpejeneHHas NpeeMCcTBEHHOCTb MepcoHasna no obecneyeHmnio kavecTsa.

Nvua, yyacTteylowme B nccnefoBaHusix, cooTseTcTByOWmX MNpuHuvnam GLP, MOryT BbINOAHATb (DYHK-
Lmm obecneyeHuns KayecTBa NCCnefoBaHuii, Takke COOTBETCTBYOLWMX TpeboBaHusam MpuHuunos GLP. nposo-
OVMBIX APYTUMW nofpasfenieHnsMN UCTbITaTeNIbHOro LeHTpa.
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Kpome Toro, BO3MOXHO NpUB/IEYEHNE NMOCTOPOHHETO NEPCOHANA, HAHMMAEeMOro 3a Npejenamu ucnbiTa-
TE/ILHOTO LeHTPA, 4151 BbINO/IHEHUS (DYHKUMI 06ecneyeHns KauecTBa B C/lydYasix, €C/Iu 3TO MOXET o6ecneunTsb
Heob6xoauMyto 3ahheKTUBHOCTb paboThl, TpeGyemyto s cooTBeTcTBUS MpuHumnam GLP.

JaHHas KoHUEenuusi MOXeT BbiTb JOMNOMHUTENBLHO NPUMEHEHA K UCCMIe0BaHUSM, NPOBOAVMbIM Ha He-
CKOJIbKMX UCMbITATE/bHbIX NoWagkax, HanpuMmep UCCNefoBaHNsIM B MOJIEBbLIX YC/IOBUSIX, NPY YC0BUM, YTO
UeTKO YCTaHOBNEHa 06LLasi OTBETCTBEHHOCTb 3a KOOpAMHALMI0 paboT.

Buénunorpacusa

[1] ENV/MC/CHEM(96)17 OECD series on principles of Good Laboratory Practice and Compliance Monitoring — No 1
(Cepusa gokymeHToB OJCP 0 MpuHuyunax Hagnexatieit nabopaTopHOW NPaKTUKN N MOHUTO-

puHre cooTBeTcTBMSA. Ne 1)

YK 502.3/504.03:615/615.9:006.354 MKC 13.020

KnoueBble cnosa: MpuHuMNbl Hagnexawein nabopatopHoi npakTtukn. GLP, HekMHumueckue uchbiTaHus,
obecneyeHune kayecTsa
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