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Mpeaoucnosue

Llenn, OCHOBHbIE MPUHLMMBI U OCHOBHOIN NOPSAAOK NpoBeAeHMs paboT MO MEXroCyaapCTBEHHON CTaH-
aaptusauun ycraHosneHsl FTOCT 1.0—92 «MexrocyaapcTBeHHasa cuctemMa craHgaprusauuu. OCHOBHbIE NMO-
noxexusy n MOCT 1.2—2009 «MexxrocyoapcreeHHas cuctema craHgaptusaumu. CtaHaaprbl MEXrocyaap-
CTBEHHbIE, MpaBuna M pekoMeHZauuM NO MEXTOCyAapCTBEHHOW craHaapTtudauuu. Mpaeuna pa3paboTkum,
NPUHATUSA, NPUMEHEHUA, OOHOBMNEHUSA U OTMEHBI»

CBeneHus o0 cTaHpapTe

1 NOArOTOBINEH:

depepanbHbiM rOCYAapPCTBEHHBLIM YHUTaPHbIM NpeanpusaTueMm «BcepocCUNCKuin HayydyHO-uccneaoBa-
TEeNbCKUM LEHTP CTaHdapTu3auyuu, MHpopMaumm u ceptudukaumm colpbs, matepnanos u Bewecrtsy» (Oryrl
«BHNLICMBb);

TexHU4yeckumM KoMUTETOM Mo ctaHaapTusaumu TK 339 «be3onacHOCTb Cbipbs, MaTepnanoB U BELLECTB»
denepansHOro areHTCTBa Mo TEXHUYECKOMY PEryNMPOBaHUIO U METPONOTuuK;

MexXrocyaapCTBeHHbIM TEXHUYECKMM KOMMTETOM no craHaaptusaumm TK 339 «BesonacHocTb CbipbA,
mMarepuarnos 1 BELLEeCTB»

2 BHECEH depepanbHbiM areHTCTBOM MO TEXHUYECKOMY PEryNMpOBaHUIO U METPOSIOTUK

3 NPUHAT MexrocyaapCTBeHHbIM COBETOM NO CTaHAapTusauun, METPONOrMn U ceptudmnkauum (Npo-
TOKOM OT 9 HOAOPA 2012 . Ne 53-M)

3a npuHATUe CTaHaapTa NPorofocoBanu:

KpaTkoe HanMeHoBaHWe cTpaHbl Kop cTpaHbl no CokpalleHHoe HauMeHoBaHWe
no MK (MCO 3166) 004-97 MK (MCO 3166) 004-97 HaLMOHaNbHOro opraHa No cTaHgapTU3aLuum
ApMeHusa AM MuHakoHoMuUKM Pecnybnuku Apmenus
Benapycb BY loccrangapt Pecnybnuku Benapycb
MongoBa MD Monposa-CtaHgapT
Poccuiickaa defepauma RU Poccranpapt
TapgxmkncTaH TJ TagxukcTangapt

4 HacTtodawmn ctaHaapT MAeHTUYeH mexayHapogHomy aokymeHTy OECD series on Principles of Good
Laboratory Practice and Compliance Monitoring — No 9 — Consensus document — Guidance for the prepa-
ration of GLP inspection reports:1995 (KoHceHcycHbIn gokymeHT no GLP. PykoBoaCTBO MO NOArOTOBKE OTYe-
TOB 06 MHCNEKUUAX cOOTBETCTBUSA TpeboBaHmaM MprHUMNOB Haanexallen nabopartopHon npakTuku: 1995,
Ne 9 u3s cepumn gokymeHToB OpraHusayumn aKOHOMUYECKOrO coTpyaHuyecTsa u pasputua (O3CP) 0 npuHUm-
nax GLP 1 MOHMTOpUWHIe COOTBETCTBUSA).

MexxayHapoaHbIi 4OKYMeHT paspaboTtaH Paboyein rpynnoin O3CP no GLP.

[NepeBoa C aHMMMIACKOro A3bika (en).

OdhuymnanbHbIii 9K3EMNASAP MEXAYHAPOAHOTO AOKYMEHTA, HA OCHOBE KOTOPOro MNOATOTOBSEH HACTOALLMIA
MEXrocylapCTBEHHbIN cTaHaapT, umeetrcsa B deaepanbHOM areHTCTBE MO0 TEXHUYECKOMY PErynupoBaHuIo U
METPONOruun.

CTeneHb COOTBETCTBMA — naeHTudHas (IDT).

B HacTosimii cTaHgapT BHECEHO creaylollee peakuMOHHOE U3MEHEHUE: U3MEHEHO HauMeHOBaHue
cTaHgapra.

HaumeHoBaHWe HacTosLero craHaapTa U3MEeHEeHO OTHOCUTENbHO HAMMEHOBaHUA MEXAYHapOAHOro A0-
KYMEHTa B CBSI3W C OCOOEHHOCTSIMU NOCTPOEHUS MEXIOCYAAaPCTBEHHOW CUCTEMBI CTaHAapTU3aLMN

5 lNpukasom PeaepanbHOro areHTCTBa N0 TEXHUYECKOMY PEerynupoBaHUiO U METPOnorum ot
27 nekabpsa 2012 r. Ne 2160-cT mexrocyaapcTBeHHbln ctaHgapt MTOCT 31900—2012 BBeA€EH B AEWCTBUE B
Ka4yecTBe HauMoHanbHOro craHgapra Poccuickon ®egepaumn ¢ 1 auBapa 2013 r.
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6 BBEJEH BMNEPBbIE

UHopmayus 06 usMeHeRUsaxX K Hacmosiemy cmaHd0apmy rybnuxkyemces e exe200H0 uzdaeaemMom UH-
¢popmayuUoOHHOM yKasamene «HayuoHanbHble cmaH0apmbiy, @ meKcm U3MeHeHUl U nonpasok — 6 exeme-
CAYHO u30asaeMbix UHhOPMaUUOHHbIX ykasamensax «HayuoHanbHblie cmaHlapmbi». B criyyae nepecmompa
(3amMeHbl) unu ommeHb! Hacmosweeo cmarHdapma coomeemcemeyrouiee yeedomneHue 6ydem onybruKkoeaHo
8 eXXeMeca4YHO usdasaeMom UHGhOPMaYUOHHOM yKasamene «HayuoHansHble cman0apmbiy. Coomeemcemey-
owas uHegopmayus, yeedoMreHuUe U mekcmbl pasmewiaromes makxe e UHhopmMayuoHHoI cucmeme obuiezo
nonb30eaHuUss — Ha ochuyuanbHom calime ®edeparnbHo20 azeHmemea o MexHUYECKoOMy pezysiupoeaHulo u
mempornoeuu 8 cemu YiHmepHem

© CraHpaptuadopm, 2013

B Poccuiickoii ®eaepauuy HaCTOALLMIA CTaHAAPT HE MOXET BbITb MOMHOCTbLIO UK YacTUYHO BOCMPOU3-
BEeJEH, TUPXKNPOBAH M PacnpoOCTPaHEH B KayecTBe oduLMarnsHOro nsgaHus 6es paspeluenns degepansHoro
areHTCTBa M0 TEXHUYECKOMY PETYIIMPOBAHMUIO U METPOMOTUM



rocCT 31900—2012

1 O6nactb NpUMEHEHNA
2 PyKOBOACTBO NO NOArOTOBKE OTYETOB 00 MHCNEeKumax cooTeeTcTBusA MpuHuyunam GLP

CopepxaHue

2.1 3aronoBku oT4yeTa

2.2 [lononHutenbHasa nHdopmauums
2.3 YTBepxaeHue otyeta

Bubnuorpadus
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BBeneHue

Mpu copencteum Mpynnbl OpraHu3auum 3KOHOMUYECKOTO COTpyAHMYecTBa U passutus (O3CP) no Haga-
nexalueit naboparopHon npaktuke (GLP) 21—23 ceHtsa6psa 1994 r. B Pokeunne (Rockville), wrar Mapunena,
CLLA, npoLuno coseLaHue, Lenb KOTOporo — pa3paboTka rapMoHU3MpPOBAHHOIO PYKOBOACTBA MO MOATOTOBKE
0T4ETOB 06 MHCMEKUMSIX UCTILITAaTENbHOIO LIEHTpa cooTBeTcTBUA Tpebosanusam MpuHumnos GLP. MNpeaceaa-
Tenem Paboyeii rpynnbl 6610 Monb Nenope (Mr.Paul Lepore) n3 YnpaBneHusi o KOHTPOIO NULLEBbIX NPOAYK-
TOB U NIEKapCTBEHHbIX NpenapatoB JenaprameHTa sgpaBsooxpaHenus CLLUA. YyactHukamu coBelanus ooinm
npeacTaBUTENn HauMOHAarbHbLIX OPraHOB MOHUTOPUHIa cooTeBeTcTBUsA MpuHuunam GLP cneaylowmx cTpaH:
KaHnaabl, ®panuuu, repmanumn, Hopeeruu, Leseunu, Lserinapuu n CLUA. Pabouas rpynna OoCTUrnNa KOHCEH-
cyca OTHOCUTENLHO MPOEeKTa AOKYMEHTa, NpeAHa3Ha4YeHHOro AnA obecneyeHust opraHoB MOHUTOpuHra GLP
pyKOBOAALWMMU yKaszaHuAMM 00 oOMeHe uHcpopMaumen, OTHOCALLENCA K MHCMEKLUMUAM KOHKPETHBLIX UCNbITa-
TenbHbIX LLEHTPOB, CO CBOUMU KOSIFIEraMu U3 Apyrux opraHoB MOHUTOpuHra GLP.

Mpynna no GLP nepecmorpena U BHecrna nonpaBku B MPOEKT JOKyMEHTa, NOAroToBneHHoro Patouen
rpynron, u nepegana ero Ha pacCMOTpPeHWe y4acTHUKaM COBMECTHOro coBeLaHua Mpynnel N0 XMMU4ECKUM
BeLleCcTBaM U YNpaBnsIoOLLEro KOMUTETA CreuuanbsHON NPOrpaMmbl MO KOHTPOIIO XUMUYECKUX BELLECTB, KOTO-
pble, B CBOIO 0Yepeb, BHECNN HE3HAYUTENbHbIE NONPaBKM B NPOEKT U PEKOMEHA0BANN €ro K paCCMOTPEHUIO
KOMUTETOM MO 3KONMOrn4eckon nonutuke. KOMUTET NO 3KONMOrU4ECKO NONUTUKE PEeKOMEHA0BAr CHATbL orpa-
HUYEHUS B UCMONBb30BAHUW AOKYMEHTA NOA 3ruaomn reHepanbHOro cekperapsi.
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M E X TFTOCVY3APGCTUBETUHHUB 4 C TAHADAPT

NPUHLMNBI HAQJIEXALLE NABOPATOPHOW NPAKTUKW (GLP)

PykoBOoACTBO NO NOAroTOBKE OTYETOB 006 MHCMEKLMAX
UCNbITaTeNbHbIX LEHTPOB

Principles of Good Laboratory Practice (GLP).
Guidance for the preparation of GLP inspection reports

Nara BBeaeHna—2013—01—01

1 ObnacTb NnpuMeHeHust

HacTosLwuin cTaHgapT ycTaHaBnNMBaeT NpoLeaypbl B3aUMOAENCTBUS OPraHoB MOHUTOpUHIa GLP pasHbix
CTpaH, oTHOCALLMEeCA K 06MeHy MHpopmMaLmein 06 MHCNEKLMUAX KOHKPETHBIX UCTIbITATENbHbIX LIEHTPOB.

2 PykoBOoACTBO MO NOAroTOBKE OTYETOB 00 MHCNEKUUAX COOTBETCTBUA
MpuHumnam GLP

OpHa u3 uenen pabotbl Pabouyeii rpynnsl O3CP no GLP — coaeiictBue 06meHy uHdopmauuen o npo-
rpammax MOHUTOPUHra cooTeeTcTBUA MNMpuHuunam GLP, ocyuiecTBnaemMbix cTpaHamu — uneHamu O3CP. na
OCYLLECTBMEHUSA 3TOM LIeNN HEBO3MOXXHO OrPaHUYMTLCA TOMNbKO NPUHATUEM HOPMAaTMBHbLIX NPaBoBbIX MpuHLK-
nos GLP u npoeegeHneM WHCMEKLMOHHbIX NPOrpamMM HaLMOHamNbHbIM OPraHOM MOHUTOPWUHIA COOTBETCTBUS
MpuHumnam GLP. HeobxoaumMo Takke UMETb OTYETbl 06 MHCMEKUMSIX, MOAFOTOBMNEHHbIE B NPUEMMEMON U
nocnegosaTenbHON popme. PyKOBOACTBO MO NOATOTOBKE OTYETOB O MPOBEAEHUM MHCNEKLMIA COOTBETCTBUA
MpuHumnam GLP, paspaboraHHoe Mpynnoit no GLP n npeacTaBneHHOE HWKE, PEKOMEHAYET NEeMEHThI u/unu
KOHLEeNUuM, KOTOpble MOTyT cnocobCcTBOBATL TOMY, UTOOLI OTYET 06 MHCMEKUUsIX U ayauTax UCCresoBaHUi,
NPOBEAEHHbIX ANA yCTaHOBNEHUA cooTBeTCcTBUA MNpuHumnam GLP, 6bin npuemnembim. OH MOXET ObITb UC-
nonb3oBaH crpaHaMum — yneHamm OOCP B Ka4ecTBe KOMMOHEHTA UX NPOrpaMMbl MOHUTOPUHIA COOTBETCTBUS
MpuHumnam GLP.

2.1 3aronoBku oTYeTa

CyLuecTBYET MHOMO NpuMemnemMbiX cnocoboB NOAroTOBKM OTYeTa 00 MHCNEKLMM, HO NPU 3TOM cneayet
y6eanTbCs, YTO OH COAEPXKMT HEOBXOAMMYIO MHCPOPMALMIO U COOTBETCTBYET TPEOOBAHUAM PETYSIMPYIOLLMX
opraHoB. Kak npaBuno, B nepeyHe pybpuk oTyeTa coaep)aTcsi aHHoTauus, BBeAeHue, usnoxeHuwe akros,
KpaTkoe coepxaHue 3aknouuTeNbHOro oBCyXxaeHus, a Takke npunoxeHus. Bea nHdopmauus, npeacras-
NeHHas B 9TUX 3aronoBkax, AOMKHA AaTk TOYHOE NMPeACTaBreHue O COOTBETCTBUU UCMLITATENLHOTO LEHTPpa
MpuHumnam GLP, a Takke kadyecTBe nmoboro otyeta 06 uccneoBaHMsX, KOTOpble MOIMM ObITb NOABEPTHYThI
ayauTy.

CoaeprxaHue 3arofioBKOB U3NOXEHO aarnee.

2.1.1 AHHOTaumA

AHHOTaLWMSA 0TYETa AOMKHA ObITb NPeaCcTaBneHa NepBoii U AOMKHA NPeACcTaBNAThL 06LLYy0 MHGopMaLUIO
06 ucnbiTaTeNbHOM LIEHTPE, TUNE NPOBEAEHHON MHCNEKLMU, OTMEYEHHbIX OTKMOHeHusX oT MpuHuyunos GLP
N OTBETHbIX AENCTBUSAX UCMbITATENbHOMO LIEHTPa B OTHOLLEHUU OTMEYEHHbIX OTKIOHEeHU. B cOOTBETCTBUM C
HauMOHAamnLHON NPakTUKOW OTYET MOXET BKMOYaTh B cebsA onpefeneHue 0 COOTBETCTBUU UCTLITATENBHOIO
ueHTtpa MpuHuyunam GLP, ycTaHOBNEHHOE MHCNEKTOPOM.

M3paHue ocpuumanbHoe
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2.1.2 BeBegeHue

BBeaeHue fomkHO BKNOYATh B Ce0A HEKOTOPLIE UMW BCE CNEAYIOLLUE MOTNOKEHUS:

2.1.2.1 Uenb n obuiee onucaHme MHCNEKUMM, B TOM YUCNE IOPUANYECKUX MONMHOMOYUI UHCMEKTOPOB U
CTaHAapTOB KA4YeCTBA, CryXaLumX OCHOBAHUEM AN NMPOBEAEHUS UHCMNEKLUN.

2.1.2.2 NaeHTudukayns MHCNEKTOPOB M AaTkl NPOBEAEHMSA UHCMEKLUN.

2.1.2.3 OnucaHue Tuna NnpoBeLEHNA UHCMEKUUM (MHCNEKLUMA UCMbITATENBHOTO LIEHTPA, ayauT uccnego-
BAHMA UT. 4.).

2.1.2.4 NaeHTudurkaumsa MCnbiTaTenbHOro LEHTPa, BKIIOYast KOPNopaTuBHYIO MAEHTUYHOCTb, NOYTOBLIN
agpec n KOHTakTHOe nuuo(a) (c Homepom(amu) TeneoHOB 1 hakcoB).

2.1.2.5 OnucaHue UCnbITaTENbLHOIO LEeHTpa, ONpeaeneHne KaTeropuin TECTUPYEMbIX BELLECTB U NPOBO-
OUMBIX UCMbITAHUIA, a TaloKe NpeacTaBneHne nHpopmauumn o hU3n4ecKkoM pasMeLLeHn LEHTpa U nepcoHane.

2.1.2.6 [ara npoBegeHus npeabiaylien nHenekuynm coorsetcteus MNMpuHumnam GLP, utorosbin cratyc
cootBercTBus MpuHuunam GLP M COOTBETCTBYIOLUME WU3MEHEHUS, OCYLLUECTBNEHHbIE UCMbITATENbHbLIM LIEH-
TpOM nocre npeablayLien MHCNEKUUN.

2.1.3 UsnoxeHune dakTtoB

[aHHbIV pasaen oTyeTa AOMKEH COAepXKaTb NOMNHOE U hakTUYECKOe onmcaHme HabnaeHUin 1 Meponpu-
ATUIA, NPOBOAMMBIX B X04e uHcnekuuu. Kak npaBuno, onucaHHasa B AaHHOM pasgene uHdopmaumsa AOomkHa
COOTBETCTBOBATL 3aronoBkam MNpuHumunos GLP, nepevyncneHHbIM HuxXe:

2.1.3.1 OpraHusauusa n nepcoHar,

2.1.3.2 Mporpamma obecrneyeHunst Ka4ecTBa;

2.1.3.3 lMomeweHus;

2.1.3.4 ObopyaoBaHue, matepuarnbl, peareHTbl 1 o6pasupbl;

2.1.3.5 Tect-cucremsl;

2.1.3.6 UcnbiTyemble (TECTUPYEMbIE) U CTAHAAPTHbLIE BELLECTBA;

2.1.3.7 CtaHaapTHble onepauMoOHHbIE NPOLEAyYpbI;

2.1.3.8 lMpoBeaeHne nccneaoBaHus;

2.1.3.9 OTYeTHOCTb 0 pesynbrartax UCCNEeL0BaHUS;

2.1.3.10 Ycnosusa u nepuog XxpaHeHus 3anucen.

OTtknoHexus ot MNpuHuyunoB GLP aomkHbI ObITh A OKYMEHTUPOBAHBI (K HIM OTHOCATCA DOTOKOMUU, POTO-
rpacuum, Tect-o6pasuybl n T. 4.). Bce nogobHble AOKYMEHTbI AOMKHbI ObiTb OTPaXeHbl U 0BCYKAEHbI B JAHHOM
pasgene u npuBeaeHbl B NPUMOXKEHUSAX.

Ecnu nccnepgosanue 661no BbIOpaHo ANsi NPOBEAEHNUSA ayauTa, OTYET 00 MHCMEKLMM AOIMDKEH ONUCLIBATbL
npoueaypy npoBeaeHus ayaurta, B TOM YMCHEe ONUCaHWEe TOW YacTu AAaHHbLIX UK UCCNEA0BaHNS, KOTOPbIE NOA-
Bepranuck PakTUYeCKon npoBepke. Pe3ynsrarhl, MONyYeHHbIE BO BPEMS NPOBEAEHUSA ayauTa, AOMMKHbI ObiTb
onucaHbl B JaHHOM pasfene U J0KYMEHTUPOBAHbI B NPUIOXKEHUSIX.

2.1.4 3aknouutenbHoe o6cyxaeHue

Ha saknountensHoW craguu NpoBeAEHUsI MHCNEKUMM/ayanmTa ncecneaoBaHnsa AomkHa npoBoaUTbLCS 3a-
BEpLUAOLLAsA KOH(pepeHUus ¢ yd4acTueM MHCMEKLUMOHHOW KOMaHAbI U aAMUHUCTPaLUM UCMLITATENBHOIO LiEH-
Tpa, Ha KOTOPOW MOryT BbiTb 06CYXaeHbl OTKNOHEeHMA OT MNMpuHumnoB GLP, BbiABNEHHbLIE BO BpeMs NpoBe-
JeHus nHenekuun/ayauTta uccnegosanus. Bo Bpems 3aeepLiatoleii KOHpepeHummn, ecnu 3To AoNycKaeTcs
HaUMOHamnbHbIMKU TPeOOBaHUSIMKU, AOMMKEH ObITb NPEACTaBMEH CMUCOK 0BHApPYXEeHHbIX OTKNOHEeHui ot GLP.
BaknounTtensHoe 06CyaeHe JOMKHO ObITb KPaTKO CChOPMYNMPOBAHO B JAHHOM pa3fene.

B ortuere pgomkHbl ObITb yKka3aHbl Aarta M Bpemsi 3aBepLuarollen KOHepeHuuu; MMeHa y4acTHUKOB
(OT MHCMEKUMOHHOW KOMaHAbl, UCNLITATENLHOIO LEeHTpa u Ap.). Takke AO0MKHbI ObiTb NPUMBEAEHLI KpaTKue
BbIBOAbI 00 OTKMOHEHUAX oT MpuHuunoB GLP, ykazaHHbIX MHCNEKLUMOHHOW KOMaHAOW B X04e MpoBeAeHUS
WHCNEeKuMn n/unu ayauta uccnejoBaHus UCnbITaTenbHoro LeHTpa. OTBETHbIe AENCTBUA NPeaCTaBuTenNen uc-
NbITATENLHOMO LIEHTPA B OTHOLLEHUU 3aMEYaHUIN MHCNIEKLUMOHHON KOMaHbl TakxXe AOMKHbI ObITb ONMCAHBI.

[Nocne npeacraBneHnss MHCNEKUMOHHON KOMAHAOW NepevHsa 3aMevaHuin B NUCbMEHHOM BUAE UCMbITa-
TerbHbIA LEHTP AOMMKEH NPU3HATL BbIBOALI MHCNEKTOPOB W B3SATL Ha cebs 00a3aTensCTBO NPEANPUHATE KOp-
PEKTUpPYIOLNE AENCTBUS.

Ecnu akt caaun-npuema 4OKYMEHTOB, MPUHATBIA MHCNEKLUMOHHON KOMaHAOM, Obin NOATOTOBIIEH U NMOA-
nNUcaH agMUHUCTPALMEN UCTILITATENBHOTO LIEHTPA, AOIMKHO ObITb YKA3aHO UL, KOTOPOMY Obin nepeaaH AaH-
HbI akT. Konusa akta caaun-npuema AomkHa ObiTb BKMKOYEHA B MPUMOXKEHUS.

2
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2.1.5 Mpunoxenus

MpunoXxxeHns AOMKHbI COAEPXAaTb KOMUW JOKYMEHTOB, HA KOTOpPbIE B OTYETE OblNKU CAenaHbl CCbINKK.
3TU AOKYMEHTbI MOTYT BKMIOYaTh B Ce01:

- OPraHM3aLMOHHYIO CTPYKTYPY MCTbITATENbLHOTO LEHTPA;

- nocneaoBaTenbLHOCTb NPOBEAEHUS] MHCTIEKLMHU;

- CMIMCOK CTaHAAPTHBIX ONEPaLMOHHBIX NpoLeayp, KOTopbie Obiny NPOAEMOHCTPUPOBaHbLI BO BPEMS NPO-
BEAEHUS MHCMEKUNM;

- CNUCOK OBHapY>XeHHbIX OTKMOHEHWI;

- KCEPOKOMUU AOKYMEHTOB C OOHAPY>KEHHLIMWU OTKMOHEHUSAMM.

2.2 lononHuTtenbHasa uHdopmauums

B A0NONHEHUM K MHDOPMAaLIMK, ONUCAHHOI BbiLLE, OTYETLI MOTYT CoaepaTb apyrue pydopukn u nudop-
Mauuto no Mepe HeoBGxXoaMMOCTM UNU MO 3anpocy NPOrpaMmbl MOHUTOPUHIA cooTeeTCTBMSA MprHumMnam GLP
cTpaHbl — uneHa O3CP. Hanpumep, B oTyeTe 06 MHCNEKLMKU MOXET COAEPKATLCA MHAOPMALMA O KOPPEKTU-
POBKE HEAOCTAaTKOB, OTMEYEHHbIX B XOA€e NMPeablayLUMX UHCMEKLMA, U KOPPEKTUPYIOLLUX AENCTBUSX, NPU-
HATBIX B XOA4€ TeKyLlei uHenekumn. Kpome TOro, OH MOXET BKIOYaTb B C€0A TUTYMbHbLIA NUCT, COAepXaLLuii
KpaTKyto MHhopMaLmio ¢ onMcaHneM NHCnekuum. B apyrux otyetax cumTaioT LuenecootpasHeiM NCNONb30BaThL
ornaeneHue aAns knaccudukaumm, MHAEKCMPOBaHWA U naeHTudukauum ntndopmaumm ans oT4era, 0CoOEHHO
€CNnu NPOBOAUTCH MHCMEKUMUS BOMbLIOTo, CMOXHOIO UCNLITATENLHOrO LEHTpa. HekoTopble OTYETHI BKNIOYAIOT
pasgen «3aknyeHuey, B KOTOPOM YBEAOMIAIOT UCMbITATENBHLIA LEHTP O KBanudukaumwmn craryca CooTBeT-
cteua GLP Ha oCHOBaHMW NpoBeAeHHOW UHCTEKUMK. MpruemMneMbiM siBRseTca niobon BapuanT.

2.3 YTBepxaeHue otyeTa

OTYeT A0MmKeH ObITb NOANUCAH M AaTUPOBAH BEAYLUMM UHCMEKTOPOM M APYTMMU NHCNEKTOPaMK B COOT-
BETCTBUM C UX NOMHOMOYUSIMU.
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Bubnuorpadua

[11 ENV/MC/CHEM(98)17 Principles on Good Laboratory Practice. OECD series on Principles of Good Labora-
tory Practice and Compliance Monitoring. No 1 (MpuHUunbl Hagnexallei nabopaTopHon
npaktukn. Cepua gokymeHtoB OBCP o lMpuHUMnax Hagnexatlen nabopaTtopHoi npak-
TUKM 1 MOHUTOpPUHre cooTBeTcTBUSA. Ne 1)



rOCT 31900—2012

YK 502.3/504.03:615/615.9:006.34 MKC 13.020.30

Kniouesble cnosa: MpuHUunbl Haanexaien nadboparopHon npakTuku, GLP, HEeKnMHM4YECKMe WCNbITaHUS,
obecneyeHne KauecTBa, MHCNeKUMa nabopartopum, ayanT UCCNEeSOBaHUA, OTYETHOCTb
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