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Mpepucnosue

Lienu, ocHOBHbIE NPUHUMNLI M 0OLWMe npaBuna npoeeaeHusa paboT N0 MEXTOCYAapCTBEHHOW CTaHaap-
Tusauum yctadosneHol FOCT 1.0 «MexrocyaapcTBeHHasa cucrema craHaaprusauuu. OCHOBHbIE NOMOXEHUsI»
n FMOCT 1.2 «MexrocyaapcTeeHHasa cuctema cranHgaptusaummn. CtaHaapTbl MEXTOCYAapCTBEHHbIE, NpaBuna

1 pekoMeHAaLUMUU NO MEXTOCYAapCTBEHHON CTanaapTusauuu. Mpasuna pa3paboTku, NPUHATMA, 0GHOBNEHNS
1 OTMEHbI»

CeeaeHuA o ctaHaapre

1 NOANOTOBJIEH ®eaepanbHbiM rocyaapCTBEHHLIM YHMTApHbIM npeanpusaTueM «Bcepoccuiickumn
Hay4HO-UCCneaoBaTenbCKUin UEHTP cTaHgapTusauumn, mHgopmaummn u ceptudukaumm Coipbs, MaTepuanos
n sewectey (Pryn «BHULCMB»), TexHuyeckum KOMUTETOM No craHgaprtusaumu TK 339 «BesonacHocTb
Cbipbfl, Marepuanos WU BeLwEecTB», MexXrocyaapCTBEHHbLIM TEXHUYECKMM KOMMUTETOM MO CTaHAapTu3auuu
MTK 339 «Be3onacHOCTb Cbipbs, MaTepuaros U BELLECTB»

2 BHECEH ®eaepanbHbiM areHTCTBOM MO TEXHUYECKOMY PEryNMPOBaHMIO U METPONOUK

3 MPUHAT MexrocyaapCTBeHHbIM COBETOM NO CTaHAApTM3auuu, METPONorum U ceptudmnkauum (npo-
TOKOM OT 9 HOAOPA 2012 . Ne 53-M)

3a NpuHSATUE NPOroNocoBanm:

KpaTKoe HanMeHoBaHKe CTpaHbl KO,EI CTpaHbl No COKpau.|eHHoe HauMeHoBaHWe HaLMOHanNbHOro
no MK (MCO 3166) 004—97 MK (MCO 3166) 004—97 opraHa no ctaHaapTM3aLmm

ApmeHua AM MurakoHoMuKkK Pecnybnunku ApMerus

Benapycb BY [occTangapt Pecnybnuku benapycb

MonpgoBa MD Monposa-CtaHaapT

Poccus RU PocctaHgapT

TagxukuctaH TJ TapxukcTaHaapT

4 Tpukasom PegepanbHOro areHTCTea o TEXHUUECKOMY PErynMpoBaHmMio u METPONOrumn ot 27 aekabps
2012 r. Ne 2160-cT mexrocyaapctBeHHbln ctaHaapT FOCT 31900—2012 BBeaeH B AeiCTBME B KAYECTBE Ha-
unoHaneHoro craHgapra Poccuiickoin ®eagepauun ¢ 1 ausaps 2013 r.

5 HacToswmin ctaHgapT MAEHTUYEH MEXaYHapoaHOMy AOKYMEHTY OECD «KOHCEHCYCHbIN AOKYMEHT
no GLP. PykoBoacTBO no noaroToBKE OTYETOB 06 MHCNEKUUSIX COOTBETCTBUSA TpeboBaHnam MpuHUMNOB Haa-
nexatueit nabopatopHoi npakTukn:1995, Ne 9 u3 cepun 4oKymMeHToB OpraHn3aumm 3KOHOMUYECKOrO COTpya-
Hu4yectBa n passutua (O3CP) o npuHuunax GLP n moHuTOopuHre cooteseTcTeua» («Series on Principles of
Good Laboratory Practice and Compliance Monitoring — No 9 — Consensus document — Guidance for the
preparation of GLP inspection reports: 1995», IDT).

MexxgyHapoaHblin 0KyMeHT paspabotaH Paboueii rpynnoin O3CP no GLP.

HaumMeHoBaHWe HACTOALLEro cTaHJapTa USMEHEHO OTHOCUTENBbHO HAMMEHOBAHUA MEXAYHAPOAHOro A0-
KYMEHTa B CBAI3N C OCOBEHHOCTAMM NOCTPOEHUSA MEXTOCY1apPCTBEHHOW CUCTEMBI CTaHAAPTU3ALMK

6 BBE[EH BMNEPBbIE

7 NMEPEU3OAHUE. Anpenb 2019 1.
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UHpopmayusa o esedeHuu e delicmeue (npekpaweHuu Oelicmeus) Hacmosweeo cmaH0apma u u3me-
HeHull K HeMy Ha meppumopuu yKa3aHHbIX ebiuie eocyfapcme rnybnukyemes 8 ykazamessix HayuoHarbHbIX
cmaxOapmos, usdasaemMblX 8 3mux eocyfapcmeax, a makxe e cemu VIHmepHem Ha calimax coomeem-
cmeyIouUX HayluoHarbHbIX opeaHos rno cmaHGapmu3ayuul.

B cnyyae nepecmompa, u3MeHeHuUs1 unu OmMeHbl Hacmosiueeo cmaHlapma coomeemcemaeyiouias
uHgopmayus bydem onybniukosaHa Ha oguyuansHOM uHmepHem-catime MexaocydapcmeeHHO20 cosema
o cmaHdapmus3sayuu, Memporsoauu u cepmugukayuu 8 kamarnoze «MexaocydapcmeeHHble cmaH0apmbi»

© CtangaptuHdopm, opopmnenue, 2013, 2019

B Poccuickoin degepaumm HaCTOSALWLMIA CTaHAAPT HE MOXKET ObITb NOMHOCTbLIO UMK
YaCTUYHO BOCTIPOU3BEAEH, TUPAXXMPOBAH U PacnpoCTpaHeH B kayecTse ouumnanbHoro
n3paHus 6e3 paspelueHusa degepanbHOro areHTCTBa MO TEXHUYECKOMY PeryiMpoBaHuIo
1 METPOSorMu
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CopepxaHue

1 O6nactb NPUMEHEHUA

2 PyKoBOACTBO NO NOATOTOBKE OTYETOB 00 MHCNEKLMAX cooTBeTCTBUA MNpuHumnam GLP
2.1 3aronosku oT4yeTa

2.2 [dononHuTenbHasa nHopmauus
2.3 YTBepXaeHue otyeta
Bubnuorpadus
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BeepeHue

Mpu coaevictBun Mpynnbl OpraHn3auum 3KOHOMUYECKOTO COTpyaHUYecTBa u pa3suTtus (O3CP) no Haa-
nexatuein naboparopHoi npaktuke (GLP) 21—23 ceHTs6ps 1994 r. B Poksunne (Rockville), wrar MapuneHa,
CLUA, npoLuno coBeLlaHue, Lienb KOToporo — pa3paboTka rapMOHU3MPOBAHHOIO PYKOBOACTBA MO MOATOTOBKE
0TYeTOB 06 MHCNEKUUAX UCMbITATENBHOIO LEHTPa COOTBETCTBUA TpebosaHuam MNpuHuunos GLP. MNpeacena-
Tenem Paboyeii rpynnol 6611 Monb Jlenope (Mr.Paul Lepore) n3 YnpasneHusi N0 KOHTPOIO NULLEBLIX NPOAYK-
TOB U NeKapCTBEHHbIX NpenapaTtos fenaprameHTa agpaBooxpaHenusa CLUA. YyacTHukamu coBelaHms Obinu
npeacTaBUTENM HaLUMOHamNbHbIX OPraHoOB MOHUTOPUHra cooTeeTcTeus MNpuHuunam GLP cneayowmx cTpaH:
KaHagbl, ®paHuumn, Mrepmanum, Hopeerum, LLseuun, LLserinapun u CLLUA. Paboyas rpynna gocturna KOHCeH-
Cyca OTHOCUTENbHO NPOeKTa AOKYMEHTa, NpeaHasHa4YeHHoro Ana obecnevyeHns opraHos MoHuTopuHra GLP
PYKOBOAALLMMM yKaszaHUAMU 06 oBMeHe MHopMaumelt, OTHOCALLENCSA K MHCNEKLUMAM KOHKPETHbIX UCTbITa-
TerbHbIX LEHTPOB, CO CBOMMM KONneraMmu u3 apyrux opraHos MOHUTOpuHra GLP.

pynna no GLP nepecmotpena u BHecna nonpaskk B NPOEKT AOKYMEHTA, NOoAroTOBNeHHoro Pabouyeri
rpynnoi, n nepegana ero Ha pacCMOTPEHUE yYaCTHUKAM COBMECTHOMO COBELLaHMsA Tpynmbl MO0 XMMUYECKUM
BELLECTBAM M YNPaBMALLEro KOMUTETA CneLuanbHO NPOrpamMmbl MO KOHTPOSO XMMUYECKUX BELLECTB, KOTO-
pble, B CBOIO 0Yepeib, BHECNN HE3HAYUTESbHBIE NOMNPAaBKU B NPOEKT U PEKOMEHAO0BANU €ro K PaCCMOTPEHUIO
KOMUTETOM M0 3KOMOrM4eckon nonutuke. KOMUTET NO 9KONOrM4ecKoi NONUTUKE PEKOMEHAOBAN CHATL orpa-
HWYEHMA B UCMNOSb30BAHUM AOKYMEHTA 104 3ruAoi reHepansHoro CekpeTaps.
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M E XTOGCYJAAPGCTBEUHHUB # CTAHQAAPT

NPUHLMMNbI HAONEXALLEA NABOPATOPHOM MPAKTUKU (GLP)
PykOBOACTBO NO NOAroTOBKE OTYETOB 06 MHCNEKUMAX NCNbITaTeNbHbIX LIEHTPOB

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

Dara BBepeHna — 2013—01—01

1 ObnacTb NpUMeHeHust

Hacroawumii ctaHgapt ycraHasnueaet npoueaypbl B3aMMoaenCcTBMA OpraHoB MOHUTOPUHra GLP pasHbix
CTpaH, oTHocALMecs K 06MeHy nHpopmaumein 06 MHCNEKUMAX KOHKPETHBIX UCNLITATENbHbIX LEEHTPOB.

2 PykoBOACTBO NO NOAroTOBKE OTYETOB 06 MHCNEKLUMUAX COOTBETCTBUS
MpuHuunam GLP

OpHa u3 uenen pabotbl Padoyen rpynnbl O3CP no GLP — cogelictBue o6MeHy uidopmMawmein o npo-
rpammax MoHuTopuHra coorsetcTeus MpuHyunam GLP, ocyulecTBnaembix cTpaHamu — yneHamu O3CP. [na
OCYLLECTBMEHUS 3TOW LIENN HEBO3SMOXHO OrPaHUYUTLCA TOMNBbKO NPUHATUEM HOPMATUBHLIX NPaBoBbIX MpuHLK-
noe GLP n nposeaeHneM UHCNEKUUOHHBIX NPOrpaMmM HaLUMOHAaNbHbLIM OPraHOM MOHUTOPUHTA COOTBETCTBUA
MpuHunnam GLP.

Heobxoaumo Takxke MMeTb OTYEThI 00 MHCMEKUUAX, NOATOTOBIEHHBLIE B MPUEMIIEMOI M NOCNeA0BaTENb-
HOW chopme. PyKOBOACTBO NO NOArOTOBKE OTYETOB O NpOBEAEHUN UHCNEKUMn cootBeTcTBUA MNMpuHuunam GLP,
paspaboTtaHHoe Mpynnon no GLP u npeacraBneHHOEe HUXE, PEKOMEHAYET SNeMEHTbI U/UNN KOHLIENLUKN, KOTO-
pbleé MOTYT CNoCOOCTBOBATL TOMY, UTOOLI OTYET 06 MHCMEKLUMAX U ayaAUTax UCCIeq0BaHUM, NPOBEAEHHbIX ANA
ycraHoBnexnus coorBetcrBus MpuHuyunam GLP, 6bin npuemnemMbiM. OH MOXeET ObiTb MCNONbL30BaH CTpaHa-
MK — uneHamu OOCP B ka4eCTBE KOMMOHEHTA UX NPOrpaMmbl MOHUTOPUHIA COOTBETCTBUA MNpuHuunam GLP.

2.1 3aronoBKu oTyeTa

CyLiecTByeT MHOTO npueMsreMbiX CnocoboB NOArOTOBKM OT4eTa 00 MHCNEKUMM, HO Npu 3TOM cneayet
ybeauTbCA, YTO OH COAEPXUT HeoOXxoaAMMYI0 UHOPMALMIO U COOTBETCTBYET TPEOOBAHUAM PErynupyloLLIMX
opraHoB. Kak npaBuno, B nepeyHe pybpuk oTyeTa coaepkarcsi aHHOTauusl, BBEieHUe, UanoxeHme hakTos,
KpaTKoe coAepKaHue 3akniouuTenLHOro obCyxaeHus, a Takke npunoxernus. Bea uncdopmauus, npeacras-
reHHas B 3TMX 3aronoBKax, AOMMKHA AaTh TOYHOE NPEeACTaBMeHue 0 COOTBETCTBUM UCMLITATENLHOIO LIEHTpa
MpuHumnam GLP, a Take kayectBe nmoboro otyera 06 nccneagoBaHusX, KOTOpbie MOrAK ObiTb NOABEPTHYTDI
ayaury.

CoaepxaHue 3arofioBKOB U3NOXEHO Aanee.

2.1.1 AHHoTauus

AHHOTaUus oTyeTa AorkHa ObiTh NpeacTaBneHa NepBoli U A0MKHA NPeACTaBnsaTb o6Lyo uHdopmaumio
06 ucnbiTaTenbHOM LEHTpe, TUNe NPoBeAEeHHON UHCMEKLUKN, OTMEYEHHbIX OTKNOHeHuAX oT Mpunyunos GLP
M OTBETHbIX AIENCTBUAX UCTILITATENbLHONO LIEHTPA B OTHOLLEHMU OTMEYEHHbIX OTKNOHEeHUW. B cooTBeTcTBUM C
HaUMOHAamNbLHOW NPaKTUMKOM OTYET MOXET BKMOYaTb B ceba onpeaeneHme O COOTBETCTBUU UCMLITATENbHOIO
yenTpa MpuHuunam GLP, ycTaHOBIEHHOE UHCMEKTOPOM.

WsnaHue opuumansHoe
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2.1.2 BeBegeHue

BeeaeHue fomkHO BKNOYaTh B Ce0A HEKOTOPBIE UMW BCE CNEAYIOLLMUE MOTNOKEHUS:

2.1.2.1 Uenb n obuiee onucaHme MHCNEKUMM, B TOM YUCHNE IOPUANYECKNX NMOMHOMOYUIA UHCMEKTOPOB U
CTaHAapTOB KA4YeCTBA, CryXaLumX OCHOBAHUEM AN NMPOBEAEHUS UHCMEKLUN.

2.1.2.2 NaeHTudurkayna MHCNEKTOPOB M AaTkl NPOBEAEHMS UHCNIEKLUN.

2.1.2.3 OnucaHue Tuna NnpoBeaeHns MHCNEKLUMKN (MHCNIEKLUMA UCMbITATENLHOTO LIEHTPa, ayauT Mccneno-
BAHMA UT. 4.).

2.1.2.4 NaeHTudurkauma ncnblTaTenbHOro LEHTPa, BKIIKOYast KOPNopaTuBHYIO MAEHTUYHOCTb, NOYTOBLIN
agpec n KOHTakTHOe nuuo(a) (c Homepom(amu) TeneoHOB 1 hakcoB).

2.1.2.5 OnucaHue UCNbITaTENbLHOrO LEeHTpa, OnpeaeneHne KaTeropuin TECTUPYEMbIX BELLECTB U NPOBO-
OUMBIX UCMILITAHMIA, A TaloKe NpeacTaBneHne nHpopmaumm o hU3n4ecKkOM pasMeLLeHN LEHTPa U nepcoHane.

2.1.2.6 [ara npoBegeHus npeabiaylien nHcnekuum coorsetcteus MNMpuHumnam GLP, utorosbin cratyc
cootBeTcTBUA MpuHumnam GLP M COOTBETCTBYIOLUME U3MEHEHUS, OCYLLUECTBIEHHbIE UCMbITATENbHbLIM LIEH-
TpOM nocne npeablayLlen MHCNEKUUu.

2.1.3 UsnoxeHue dakros

[aHHbIV pasaen oTyeTa AOMKEH COAepXKaTb NOMNHOE U hakTUYeCKoe onmcaHme HabnaeHuin 1 Meponpu-
ATUIA, NPOBOAMMbBIX B X04e uHcnekuuu. Kak npaBuno, onucaHHasa B AaHHOM pasgene uHdopmaumsa A0omkHa
COOTBETCTBOBATL 3aronoBkam MNpuHumMnos GLP, nepeyncneHHbIM HuxXe:

2.1.3.1 OpraHusauus n nepcoHar,

2.1.3.2 Mporpamma obecrneyeHunst Ka4ecTBa;

2.1.3.3 lMomeweHus;

2.1.3.4 ObopyaoBaHue, matepuarnbl, peareHTbl 1 06pasupl;

2.1.3.5 Tect-cucremsl;

2.1.3.6 UcnbiTyemble (TECTUPYEMbIE) U CTAHAAPTHbLIE BELLECTBA;

2.1.3.7 CTaHaapTHble onepauMoOHHbIE NPOLEAYPbI;

2.1.3.8 lMpoBeaeHue nccneaoBaHus;

2.1.3.9 OTYeTHOCTb 0 pesynbrartax UCCNELOBaHNS;

2.1.3.10 Ycnosusa u nepuog XpaHeHus 3anucen.

OtknoHexus ot MNpuHuyunoB GLP aomkHbI ObITh 4 0KYMEHTUPOBAHBI (K HIM OTHOCATCA DOTOKOMUU, POTO-
rpacuum, Tect-obpasuybl u T. 4.). Bce nogobHble AOKYMEHTbI AOMKHbI ObiTb OTPaXeHbl U 0BCY>KAEHbI B JAHHOM
pasgene v npuBeaeHbl B NPUMOXKEHUSAX.

Ecnu nccnepgosanue 661no BbIOpaHo ANsi TPOBEAEHNUSA ayauTa, OTYET 00 MHCMEKLMM AOIMDKEH ONUCLIBATL
npoueaypy npoBeaeHus ayauTta, B TOM YMCIEe ONUCaHWe TOW YacTU AAaHHbLIX UK UCCNEN0BaHNS, KOTOPbIE NOA-
Bepranuck PakTU4eCcKon npoBepke. Pe3ynsrarhl, MONyYeHHbIE BO BPEMS NPOBEAEHMSA ayauTa, AOMKHbI ObiTb
onucaHbl B JaHHOM pasfene U JOKYMEHTUPOBAHbI B NPUIOXKEHUSX.

2.1.4 3aknouutenbHoe oGcyxaeHue

Ha saknouutencHoW craguu nNpoBeAEHUst MHCNEKUMM/ayanmTa nccneaoBaHnsa AomkHa npoBoaAUTbLCS 3a-
BepLUAOLLAs KOHEPEHUMS C y4aCTUEM UHCNEKLUUOHHON KOMaHAbl U aAMUHUCTPALIMM UCTILITATENBHOMO LiEH-
Tpa, Ha KOTOPOW MOryT BbiTb 0BCY>XaeHbl OTKNOHeHMA OT MNMpuHumnoB GLP, BbisBNEHHbIE BO BpeMs NpoBe-
JeHus nHenekuun/ayauTta uccnegosanus. Bo Bpems 3aeepLuatolleii KOHpepeHumu, ecnu 3To AoMycKaeTcs
HaUMOHamnbHbIMKU TPeOOBaHUSIMU, AOMMKEH ObiTb NPEACTaBMEH CMUCOK 0OHAPYXKEHHbIX OTKNOHEHui ot GLP.
3aknounTenbHoe 06CyaeHNE JOMKHO ObITh KPaTKO CChOpMYNUPOBAHO B JAHHOM pa3fene.

B otyete gomkHbl BbITh YKa3aHbl AaTa U BpeMsl 3aBepLuatolleit KoHepeHUmMmn; MUMeHa y4aCTHUKOB (OT
WHCMNEKLMOHHOW KOMaHAbI, UCMbITATENBHOTO LIeHTPa 1 Ap.). Takke A0MKHbI ObITb NPUBEAEHbLI KPATKUE BbIBOAbI
06 OTKNOHeHUsIX OT MpuHuMnoB GLP, ykazaHHbIX MHCNEKLUMOHHOM KOMaHAON B X04€ NPOBEAESHUS MHCMEKLNM
n/unu ayauta uccneaoBaHus ucnbiTaTenbHoro LeHTpa. OTBETHbIE AEWCTBUA NPeACTaBuTeNnen UCNbITaTenbHO-
ro LUEHTPa B OTHOLUEHUU 3aMEYaHUI UHCMEKLIMOHHOW KOMaHAbI TAKKE AOIMKHbI ObITb ONUCAHbI.

[Nocne npeacraBneHnss MHCNEKLMOHHON KOMaHAOW NepevyHa 3aMevaHuin B NUCbMEHHOM BUAE UCMbITa-
TerbHbIW LEHTP AOMMKEH NPU3HATL BbIBOALI MHCNEKTOPOB W B3STL Ha cebs 00a3aTensCTBO NPEANPUHATE KOp-
PEKTUpPYIOLNE AENCTBUS.

Ecnu akT cgaun-npuema AOKYMEHTOB, NMPUHATBIN MHCMEKUMOHHOW KOMaHAON, Obin NOArOTOBNEH U NOA-
nNUCaH agMUHUCTPALMEN UCTILITATENBHOTO LIEHTPA, AOIMKHO ObITb YKA3aHO UL, KOTOPOMY Obin nepeaaH AaH-
HbI akT. Konusa akta caaun-npuemMa A0mkHa ObiTb BKMKOYEHA B MPUMOXKEHUS.

2
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2.1.5 MpunoxeHusa

MpUNOXeHUsT AOMKHBI COAEPXKAaTb KOMUKU AOKYMEHTOB, HA KOTOPbIE B OTYETE ObiNn caenaHbl CCbINKK.
3TN AOKYMEHTbLI MOTYT BKIMIOYaTh B CE0S:

- OPraHU3aUMOHHYIO CTPYKTYPY UCTMbITATENbHOTO LIEHTPA;

- nocrnegoBarernbHOCTb NPoOBEAEHUA UHCNEKLINA,

- CMMCOK CTaHAAPTHbLIX ONepauMoHHbIX NpoLieayp, KOTOpbIe OblNv NPOAEMOHCTPUPOBAHLI BO BPEMS NPO-
BE4EHWA MHCNEeKUWHK;

- CMUCOK OGHapPY>KEHHbIX OTKIIOHEHUH;

- KCepOKONUM JOKYMEHTOB C OOHaPYXXEHHLIMU OTKITOHEHUAMM.

2.2 flononHutenbHasa UHopmauua

B nononHeHue K MHopMaLmu, ONMCaHHO BhiLLE, OTYETLI MOTYT COAEPXaTb Apyrue pybpuku n nHdop-
MaLuio No Mepe HeoBXoAMMOCTM UMK MO 3anpocy NPorpamMMbl MOHUTOPUHIa cooTBeTCTBUA MpuHumunam GLP
cTpaHbl — uneHa O3CP. Hanpumep, B 0T4eTe 00 MHCNEKLUMM MOXKET COAEPXKATECA MHPOPMALIMA O KOPPEKTU-
pOBKE HEAOCTaTKOB, OTMEYEHHbIX B X0A€ MPeAblAYLUMX UHCNEKLMIA, UMW KOPPEKTUPYIOLLMX AeNCTBUAX, Npu-
HATBLIX B XOZl€ TEKYLLEH UHCneKuun. KpoMe Toro, OH MOXKET BKIOYaTh B ce0S1 TUTYNbHBIA NUCT, COAEpXaLLMM
KpaTKyto MHOpMaLMIo C ONMCaHUeM MHCnekumn. B aopyrux otyerax cumtaioT LenecoodpasHbiM MCNonb30BaTh
ornasneHue Ans knaccudukaummn, UHAeKCMpPOBaHUA U MAEHTUdKUKaLum nHpopmaummn ansa otyeta, 0COGEHHO
€Cnu NPOBOAUTCA UHCMEKLMUA GOMbLUIOro, CIOXHOIO UCNLITAaTENbLHOro LEeHTpa. HekoTopble OTYEThI BKIOYAIOT
pasgen «3aknoyeHney, B KOTOPOM YBEAOMIAIOT UCTLITATENBHBIA LIEHTP O KBanudukauuu ctatyca cooTseT-
cTBusi GLP Ha ocHOBaHMM NpoBeAEHHOI MHCNeKumK. MpueMnembim aBnsieTcs noboii BapuaHT.

2.3 YTBepxaeHue oTyeta

OTYeT AOMKeH BbITb MOANMCAH U AATUPOBAH BEAYLLMM MHCIEKTOPOM W APYTMMU UHCMEKTOPAMMU B COOT-
BETCTBMM C X MOMHOMOYUSIMM.
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Bubnuorpadusa

[1] ENV/MC/CHEM(98)17 Principles on Good Laboratory Practice. OECD series on Principles of Good Laborato-
ry Practice and Compliance Monitoring. No 1 (IMpuHUMnbl Hagnexalye nabopaTopHoi
npaktuku. Cepus gokymeHtoB O3CP o lMpuHyunax Hagnexallyeil nabopaTopHO NpakTu-
KN 1 MOHWUTOPWHre cooTBeTCTBUA. Ne 1)
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