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Mpepncnosue

Llenn, ocHOBHble NpVHLMNbLI 1 06LMe npaBuaa NposBefeHns paboT N0 MeXrocyfapCcTBEHHOW cTaHaap-
Tnsauuu yctaHossieHbl FOCT 1.0 «MexrocygapctBeHHas cuctema ctaHgaptunauymm. OCHOBHbIE MOSIOXEHUSA»
n FOCT 1.2 «<MexrocyfapcTBeHHas cuctema ctaHgaptusaumn. CtaHaapTbl MeXrocygapCcTBeHHbIe, npasuia
N peKkoMeHAauuy No MexrocyfapcTBeHHON cTaHjapTusauumn. MNpaeuna pa3paboTkn, NPUHATUA, 06HOBNEHNSA
N OTMEHbI»

CsefieHusa o ctaHjapre

1 MOArOTOBJIEH ®epepasbHbIM OCYAApPCTBEHHLIM YHUTApPHbIM NpeanpuaTmeM «Bcepoccuiickuii
Hay4HO-uccrnefoBaTeNnbCKUii LeHTP cTaHjapTusauuun, nHdopmauuu n ceptTudmkaummn cbipbs, matepuanos
n Beuwects» (Pryr «BHULICMB»), TexHuueckum komMuteTom no ctaHgaptnsauum TK 339 «Be3onacHocTb
CbIpbsi, MaTepuasioB U BeLeCTB», MeXrocygapCTBEHHbIM TEXHUYECKMM KOMUTETOM MO CTaHgaptusauuu
MTK 339 «be30onacHoCTb Cbipbsl, MaTepuasios 1 BELLECTB»

2 BHECEH ®epgepasibHbIM areHTCTBOM N0 TEXHUYECKOMY perysimposaHuio u MeTponornm

3 NMPUHAT MexrocygapcTBeHHbIM COBETOM MO CTaHAapTu3auun, MeTposiorm n ceptudukauun (mpo-
TOKoN OT 9 HOoA6pA 2012 r. N? 53-M)

3a npuHATHME NporosocoBasin:

KpaTKoe HanmeHoBaHuWe cTpaHbl Ko,q cTpaHbl Nno COKpaIJ_teHHOe HanMmeHOoBaHWe HaunoHanbHOIoO
no MK(MCO 3166)004-97 MK (MCO 31BB>004-97 opraHa no ctaHgaprtusauumn

ApmeHus AM MuvH3KOHOMUKM Pecny6nunkn ApmeHns

Benapycb BY FoccTtaHaapt Pecny6nvkn Benapycb

MongoBa MD Monpgosa-CtaHgapTt

Poccus RU PoccraHpapt

TagxukucTaH TJ TagxukctaHgapT

4 Mpuka3om degepanbHOro areHTcTBa No TEXHUYECKOMY PeryimpoBaHuio 1 MeTpPoorum ot 27 gekabps
2012 r. No 2160-CT MeXrocyfapcTBeHHbI ctaHgapT TOCT 31900—2012 BBeAeH B AelicTBME B KayecTBe Ha-
LuuoHanbHoro ctaHaapTa Poccuiickoli ®epepauun ¢ 1 aHBaps 2013 r.

5 HacToAwwmii cTaHfapT MAEHTUYEH MexayHapoaHoMy fokymMeHTy OECD «KOHCEHCYCHbI [OKYMEHT
no GLP. PykoBoACTBO N0 NOArOTOBKE OTYETOB 06 MHCMEKLMSAX COOTBETCTBUA Tpe6oBaHusAM MpUHUMNOB Hag-
nexauieli nabopatopHoli npakTuku: 1995. No 9 n3 cepvmn fokymeHToB OpraHusaLnm aKOHOMUYECKOro CoTpya-
HuyectBa u passutna (O3CP) o npuHumnax GLP n moHuTOopuHre cooteeTcTBUS» («Series on Principles of
Good Laboratory Practice and Compliance Monitoring — No 9 — Consensus document — Guidance for the
preparation of GLP inspection reports: 1995». IDT).

MexayHapoaHbIii AOKYMeHT pa3paboTtaH Paboueli rpynnoii O3CP no GLP.

HavMeHoBaHVe HacTosALWero cTaHAapTa U3MeHeHO 0THOCUTE/IbHO HaMEeHOBaHNUA MeXayHapo4HOro A0-
KyMeHTa B CBA3M C 0OCOOEHHOCTSIMU NOCTPOEHUSA MEXIoCyapCTBEHHOW CMCTeMbI CTaHJapTu3aumm

6 BBEJEH BIEPBbIE

7 NMEPEN3OAHME. Anpens 2019 r.
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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»

©CtaHgapTumdopm. ocopmieHne, 2013, 2019

B Poccuiickoit deaepaluy HacTOALWMIA CTaHAAPT HE MOXET 6bITh NOSTHOCTLIO UM
YyacTUYHO BOCMPOV3BEAEH, TUPaXMPOBAH M pacnpocTpaHeH B KauecTBe opULManbHOro
usgaHus 6e3 paspelleHust efepasibHOro areHTCTBa No TEXHUYECKOMY PerynpoBaHuio
1 MeTPoornmn
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CopepxaHune
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BeepgeHune

Mpu copelicTBun Mpynnbl OpraHn3aLmm 3KOHOMUYECKOTo CoTpyaHMYecTBa u passutus (O3CP) no Hag-
nexatueli nabopatopHoii npaktuke (GLP) 21—23 ceHTabpsa 1994 r. B Poksunne (Rockville), wrat MapuneHg,
CLUA, npowio coBelyaHve, Lieflb KOTOporo — paspaboTka rapMoHU3NMPOBaHHOrO PYKOBOACTBA MO NOAroTOBKE
0TYETOB 06 MHCMEKUMAX UCMbITaTeNbHOIO LeHTpa cooTBeTCcTBUA TpebosaHusam MpuHuunos GLP. Mpeacena-
Tenem Pa6oueii rpynnbl 66101 Monb Nlenope (Mr.Paul Lepore) us YnpasneHus No KOHTPOJIO NULLEBbLIX NPOAYK-
TOB M JSleKapCTBEHHbIX npenapartos [lenapTameHTa 3apasooxpaHennsa CLUA. YuyacTHukamu cosellanns 6biimn
npeAcTaBMTeNnn HauuOHasIbHbIX OpPraHoB MOHUTOPWHra cCooTBeTCTBUA lMpuHumunam GLP cnepgytowmx CTpaH:
KaHnagbl. ®paHumu. M'epmaHun. Hopeeruu. LWseuun, LWeeiuapun n CLUA. Paboyas rpynna fOCTUra KOHCEH-
cyca OTHOCUTe/IbHO NpoekTa AO0KYMeHTa, npeAHas3HayeHHoro Ana obecneyeHus opraHoB MoHUTOpuHra GLP
PYKOBOZALWMMYN yKa3aHWAMKU 06 o6MeHe MHopMaLumeid, OTHOCALLERCA K UHCNEKUMAM KOHKPETHbIX WUCnbiTa-
TeJIbHbIX LLEHTPOB, CO CBOUMMW KOJI1eraMu 13 Apyrux opraHos MoHUTOpuHra GLP.

Ipynna no GLP nepecmoTtpena v BHecna nonpasku B NPOEKT [OKYMeHTa, NoAroToB/ieHHoro Pabouerl
rpynnoi, n nepefaHa ero Ha pacCMOTPeHMe y4acTHMKaM COBMECTHOrO CoBelLaHust Fpynnbl N0 XMMUYECKUM
BelllecTBaM 1 YnpaBnsioLwWwero komureta cnewyanbHoi NporpamMmmbl Mo KOHTPOIO XMMUYECKUX BELLECTB, KOTO-
pble. B CBOK oYepefb, BHEC/IM He3HauuUTEe IbHbIe MOMNpPaBK/ B MPOEKT M PEKOMEH0BAIN €r0 K PACCMOTPEHUIO
KoMnTeTOM NO 3KOM0rMyeckoin nonmTuke. KOMUTET NO 3KOMOTMYECKON NOMNTUKE PEKOMEH0BaN CHATL orpa-
HUYeHWA B MUCMOMb30BaHNN AOKYMeHTa Nog, arnaoi reHepasibHoro cekpeTapsi.
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M E X TTOC CUYJ4APCTH BETHHB # CTAHAOAPT

MPUHLMMNbI HALNEXALLEV TABOPATOPHOW MPAKTUKW (GLP)
PyKOBOACTBO no NnoAroToBke OT4EeTOB 06 MHCNEeKUnAX ncnblTate/ibHbIX LEHTPOB

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

fata BBegeHns — 2013—01—01

1 O6nacTb NpUMeHeHus

HacToswwnii ctaHgapT ycTaHaBnMBaeT NpoLeaypbl B3auMoAelicTBUSl OpraHoB MOHUTOPUHra GLP pasHbix
CTpaH, oTHocsALWMECs K 06MeHy MHhopMaLueii 06 NHCMEKLMSIX KOHKPETHBIX UCTbITATE/bHBIX LIEHTPOB.

2 PyKoBOACTBO MO NOATOTOBKE OTYETOB 06 MHCNEKLMAX COOTBETCTBUA
MpuHunnam GLP

OpHa n3 uenein pabotbl Paboueii rpynnsl O3CP no GLP — cogeiicTBue 06mMeHy uHdopmavmeii o npo-
rpammax MOHUTOPUHra cootseTcTBuA MpuHumunam GLP. ocylecTsisieMbix cTpaHamn — yneHamu O3CP. na
OCYLLEeCTB/IEHUS 3TON e HEBO3MOXHO OrPaHNYNTLCS TOSTbKO MPUHATUEM HOPMAaTMBHbIX NPaBOBbIX MPUHLK-
nos GLP v npoBefeHneM MHCNEKLMOHHBIX NPOrpaMM HalMoHalbHbIM OpraHoOM MOHUTOPUHra COOTBETCTBUSA
MpuHumnam GLP.

HeobxoAnMmo Takke umMeTb 0TYETbl 06 MHCNEKLMAX, NOATOTOB/IEHHbIE B NPUEM/IEMOI 1 nocnefoBarte lb-
Holi chopme. PyKoBOACTBO MO MNOArOTOBKE OTYETOB O MPOBEAEHUW MHCNEKL WA cooTBeTCTBUS MpuHumMnam GLP.
paspaboTtaHHoe pynnoiit no GLP v npeacTaB/ieHHOe HUXE, PEKOMEHAYET 3/IEMEHTbI MYWIM KOHLEeNUMM, KoTo-
pble MOryT cnoco6CcTBOBaTL TOMY, YTOObI OTUET 06 MHCNEKLUAX U ayanTax nccnefoBaHnil, NpoBefeHHbIX Ans
ycTaHoBfieHus cootseTcTeus MpuHuunam GLP, 6bi1 npuemnemsiM. OH MOXeT ObITb UCMONb30BaH CTpaHa-
MU — uysieHamy O3CP B KayecTBe KOMMOHE»/1-a UX MPorpamMmmbl MOHUTOPUHTa cooTBeTCTBUA MpuHumnam GLP.

2.1 3aronoBku otyeTta

CyuiecTByeT MHOIO npuemsieMbIX CNOCO60B MOArOTOBKM OT4YeTa 06 MHCMEKUUW, HO Npu 3TOM cnegyet
y6eanTbCs, YTO OH COAEPXUT HEoOX0AUMYH WH(OPMALMI0 U COOTBETCTBYET TPEBGOBAHUSIM PEry/IMPYHOLLUX
opraHoB. Kak npaBuno, B nepevyHe pybpuik oTyeTa CofepxaTcsi aHHOTauus, BBeAeHUe, n3noxeHue DakTos,
KpaTkoe cofepXXaHue 3ak/IlyMTeNnbHOro 06CYXAEeHUs, a Takke npunoxeHus. Bea mHdopmaumsa, npegcras-
NIeHHas B 3TWX 3arosioBkax, AO/HKHA AaTb TOYHOE NpeAcTaB/ieHMe O COOTBETCTBUM WCMbITATE/IbHOTO LEeHTpa
MpuHumnam GLP, a Takke kayecTse t060ro otyeta 06 nccnefoBaHUsAX, KOTopble MOMAN BbiTb NOABEPrHYThI
ayauTy.

CofepxaHue 3arosloBKOB U3/I0XKEHO Aarnee.

2.1.1 AHHOTaumus

AHHOTaUus oTyeTa A0/HKHA 6bITb NpeAcTaB/ieHa NepBoil 1 AO/HKHA NPeACTaBNATb 061y MHOPMaLUo
06 MCMbITAaTE/NIbHOM LIEHTPE, TUNE MPOBEAEHHOW MHCNEKUMUW, OTMEUYEHHbIX OTK/IOHEHUsIX oT MpuHymnos GLP
N OTBETHbIX AENCTBUAX UCMbITATENBHOIO LiEHTPA B OTHOLIEHUN OTMEYEHHbIX OTK/IOHEHWIA. B COOTBETCTBUM C
HalMOHaNbHOM NPaKTUKOW OTYET MOXEeT BK/I4vaTb B cebs onpefeneHne O COOTBETCTBUM WCMbITATENbHOIO
ueHTtpa MpuHumnam GLP, ycTaHOBMIEHHOE MHCMEKTOPOM.

N3paHue oduymansHoe
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2.1.2 Bsogomuno

BBefeHve f0MKHO BKItOYaTb B Ce65 HEKOTOPbIE UM BCE CneayoLme nonoXeHus:

2.1.2.1 Uenb v obuiee onnucaHne MHCNeKUun, B TOM YMCe PUANYECKUX NOTHOMOUNI NHCNEKTOPOB U
CTaHAapToOB KayecTsa, C/yXalux OCHOBaHWeM A/15 NpoBefeHNs UHCTEeKL UK.

2.1.2.2 NaeHTudmkaumsa NHCNEKTOPOB ¥ AaTbl NPOBEAEHNS MHCMEKLUN.

2.1.2.3 OnwucaHue Tvna NPoBefeHNs NHCMEeKUMN (MHCMeKUMA UcnblTaTeNbHOro LLeHTpa, ayanTt nccnemo-
BaHUA U T. 4.).

2.1.2.4 NpeHTudmKauus ncnbiTatelbHOro LeHTPa, BK/IKYas KOpnopaTtuBHYO NAEHTUYHOCTb, NOYTOBBI
ajpec 1 KoOHTakTHoe nuuo(a) (c Homepom(amu) TenedoHOB 1 haKCoB).

2.1.2.5 OnucaHue UCNbITaTeNbHOMO LEeHTPa, ONpeAesieHne KaTeropmii TeCTUpyembliX BeLecTB 1 NpoBo-
OVMbIX NCMbITAHWIA, a Takke npefcTaBneHne nHopmMaummn o U3Myeckom pasmeLLeHnun LeHTpa n nepcoHane.

2.1.2.6 [farta nposefeHus npepblaylieli MHCNeKumMn cooTeeTcTenA MNpuHumMnam GLP. nToroseblii ctatyc
cooTtBeTCcTBUA [MpuHUMnNam GLP 1 COOTBETCTBYIOLNE W3MEHEHWS, OCYLLECTB/IEHHbIE UCMbITATE/IbHLIM LieH-
TPOM nocne npeaplayLlein NHenekumum.

2.1.3 N3noxeHune pakToB

[JaHHbI pazgen oTyeTa AO/MKEH cofepxaTb NoHoe 1 hakTuueckoe onvcaHne HabnwgeHnii n meponpu-
ATWIA. NPOBOAUMBIX B XO4€ WMHCMeKun. Kak npaswio, onucaHHas B flaHHOM pasfene uHgopmMauus fosmkHa
COOTBETCTBOBATL 3aronoskam MpuHLUNNOB GLP. nepeyuncrieHHbIM HUXeE:

2.1.3.1 OpraHunsauusa u nepcoHarsnt,

2.1.3.2 MNporpamma obecneyeHns kayecTBa,;

2.1.3.3 lMomeLlyeHus;

2.1.3.4 O6opyposaHune, MaTepuanbl, peareHTbl 1 obpasubl;

2.1.3.5 TecT-cuCTEMBI:

2.1.3.6 WcnbiTyemble (TeCTUpyeMble) 1 CTaHAapTHble BELLEeCTBa;

2.1.3.7 CtaHfapTHble onepalnoHHble npoleaypbl.

2.1.3.8 TlNpoBepeHve nccnefosaHus;

2.1.3.9 OT4YeTHOCTb O pe3ynbTatax uccnefoBaHus;

2.1.3.10 YcnoBus 1 Nepuoj XxpaHeHusi 3anuceil.

OTkNoHeHns oT MpuHUMNoB GLP fo/mKHbI ObITb AOKYMEHTUPOBaHbI (K HUM OTHOCATCA dhoToKONMM, hoTo-
rpadum, TecT-o6pasupl 1 T. 4.). Bce nogobHble [OKYMEHTbI AO/DKHBI ObITh OTPAXEHb! U 06CYXAEHbI B JAHHOM
pasgene n npuBefeHbl B MPUIOXKEHNSAX.

Ecnu nccneposaHune 66110 BbIGpaHo A5 NPoBeAEHUS ayauTa, OTYET 06 MHCMEKL MM AO/IKEH ONUCbIBaTb
npoueAypy NpoBefeHns ayamTa, B TOM YMc/ie onucaHune To YacTu AaHHbIX WU UCCNefoBaHus, KOTopble noj-
Beprasncb hakTnyeckoin npoeepke. Pe3ynbTaTbl, NOSyYEHHbIE BO BPeMS NPOBELEHUs ayauTa, [0/KHbI ObiTb
onucaHbl B JaHHOM pasfefie U JOKYMEHTUPOBAHbI B MPUNOXKEHUSAX.

2.1.4 3aknwunTtenbHoe obcyxaeHne

Ha 3akntountenbHoi cTagum NpoBefeHNs MHCNeKuMnYayauta nccnefoBaHnsa Ao/mkHa NpoBoAnTbLCS 3a-
BepLiarLwas KOHMepPeHLUNa ¢ yyacTueM UHCNEKLMOHHOW KOMaHAbl ¥ aAMUHUCTPALMKN UCMbITATE/IbHOTO LieH-
Tpa. Ha KOTOPOI MOryT 6bITb 06CYXAEHbl OTKNOHeHUs oT MpuHumMnoB GLP, BbisiBNEHHbIE BO Bpemsi npose-
[eHuns vHcnekuun/ayanTa uccnefosaHvs. Bo Bpems 3aBepluatolleii KoHepeHuun, ecnu aTo gonyckaeTcs
HaLMOHa/IbHbIMN TPebOoBaHUAMU, OO/MKEH GbITb MPeACcTaB/eH CMMCOK 06HapPYXXeHHbIX OTKIOHeHu oT GLP.
3akntountenbHoe 06CyXaeHne foMKHO BbiTh KPATKO ChOpMYyIMPOBAHO B JaHHOM pasjerne.

B oTueTe fo/mkHbI 6bITh yka3aHbl JaTa U BpeMs 3aBepluatolleii KOH(epeHUn: MeHa y4acTHUKOB (OT
WHCNEKLMOHHOW KOMaHAbl, CMbITATENLHOIO LieHTpa 1 4p.). Takke A0/MKHbI ObiTb NPUBEAEHbI KpaTKMe BbIBOAbI
06 0TKIOHeHUsIX oT MpuHUMNoB GLP. yka3aHHbIX MHCNEKLVOHHOW KOMaHAoW B XOAe MPOBEAEHNS MHCNeKLun
nivnn ayamta uccnegoBaHnsa ncnbiTaTeslbHoro LeHTpa. OTBeTHble feiCTBUS npefcTaBnTesneil ncnbitaTesibHo-
o LeHTpa B OTHOLLUEHWM 3amMmeyaHnii MHCNEKLNOHHOW KOMaHbl TakkKe AO/KHbI 6bITb ONMCaHbI.

Mocne npefcTaBNeHUst MHCNEKUVOHHOW KOMaHO0N nepeyHs 3aMeyaHuii B MMCbMEHHOM BUAE WCNbITa-
TeNbHbIA LEHTP JO/MKEH MPU3HATL BbIBOAbLI MHCMEKTOPOB U B3ATb Ha ceba 0653aTenbLCTBO NpeAnpyHATL KOp-
pekTupylouime feiicTeus.

Ecnun akT cgaun-npmema fOKYMEHTOB, NPUHATLIA MHCNEKLMOHHON KOMaHAoM, 6bl1 NOATOTOBEH M NOA-
nucaH agMuHUCTpaumeld UCMbITaTeIbHOro LEHTPa, A0/HKHO ObITb YKa3aHo /L0, KOTOPOMY 6bl1 NepeAaH AaH-
HbIli akT. Konusa akta caayv-nprema goskHa 6biTb BKIKOYEHA B NPUIOXEHUS.

2
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2.1.5 TlpunoxeHusn

MpunoxeHns fomKHbI cofepxaTb KONUU JOKYMEHTOB, Ha KOTOpble B OTYeTe OblN CAEeNaHbl CCbIIKA.
3TV AOKYMEHTbI MOTYT BK/IOYaTh B Ce6S:

- OpraHn3auuoHHY0 CTPYKTYPY UCMbITATENIbHOTO LieHTpa:

- nocnenoBaTenbHOCTb NPOBEAEHNUS UHCTEKLNN;

- CMUCOK CTaHAAPTHbIX OfepaunoHHbIX npoueayp, KOTopble 6bI1 NPOAEMOHCTPUPOBAHLI BO BPEMS Npo-
Be[leHUsA NHCNEeKLUK;

- CMNCOK OBHAapPYXXEHHbIX OTKIIOHEHWIA;

- KCEPOKONUU JOKYMEHTOB C O6HaPY>XXEHHbLIMU OTKIOHEHUAMM.

2.2 [JononHutenbHas nHgopmayns

B gononHeHne kK MHcopmaLlun, oNncaHHOM Bbille, OTYETbI MOTYT COAepXaTb Apyrue pybpuku n nHdop-
Mauuo no mepe HeobxoAMMOCTV UK NO 3anpocy NporpaMMbl MOHUTOPUHIra cooTeeTcTBuA MpuHunnam GLP
cTpaHbl — yneHa O3CP Hanpumep, B oT4eTe 06 MHCNEKLUN MOXET COAepXaTbCa MHhopMaLna 0 KOpPeKTu-
pOBKE HeAOCTaTKOB, OTMEYEHHbIX B XOfe MpeablAyWwnX UHCNEeKUNA, NN KOPPEKTUPYIOWMNX AeACTBUAX, Npu-
HATBIX B XOfie TekyLei nHcnekuun. Kpome TOro, oH MOXeT BKOYaTb B Ce6A TUTYNbHbIA NNCT, coaepxXalluii
KpaTKylo MHopMaL Mo C onnucaHMem MHCNekuun. B Apyrux otyetax cumTaloT LenecoobpasHbiM UCNO/Ib30BaTh
ornasneHve 4na knaccuukauum, MHAEKCUPoBaHNA U naeHTUdUKauumM nHdopmauum Ans otyeta, 0CO6eHHO
€C/N NPOBOANTCA MHCNEKUMs 60/bLIOr0, C/I0XKHOMO UCMbITATE/IbHOTO LieHTpa. HekoTopble OTueThbl BKYaloT
pasgen «3akiyeHne», B KOTOPOM YBELOMSAIOT UCMbITaTe bHbIA LEHTP 0 kBanudmkaum ctatyca CooTBeT-
cTBusi GLP Ha ocHoBaHuW NpoBefeHHON MHCNeKuun. MpremnemMbiM SBASETCS N06OIA BapuaHT.

2.3 YTBepxaeHue otyeta

OTYeT JoMKeH 6bITb nognnucaH n gatupoBaH seayuimM MHCNEKTOPOM U APYTUMW NHCNEKTOPaMn B COOT-
BETCTBUN C UX NOSTHOMOUYUAMMU.
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[1]

ENV/MC/CHEM(98)17

Buénunorpadcusa

Principles on Good Laboratory Practice. OECD senes on Principles of Good Laborato-
ry Practice and Compliance Monitoring. No 1 (MpuHuMnbl Hagnexatein nabopaTopHoi
npakTukn. Cepus fokymeHToB OICP o MpuHumMnax Hagnexauieih nabopaTtopHoil NpakTu-

KN ¥ MOHUTOPWHIE cooTBETCTBMUS. No 1)
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KntoueBble cnosa: MNPUHLMUMbI Hagnexatlen na60paTopH0!7| npaktTukn. GLP. HeknvHu4yeckue WCMbITaHus,
obecneyeHne kayecTBa, UHCNEKUUsA naboparopuu, ayauT nccnefoBaHus, oTYETHOCTb



Pepaktop O.B. PabuHuyeBa
TexHnyeckuii pegaktop W.E. Yepenkosa
KoppekTtop J1.C. JlbiCeHKO
KomnbiloTepHas BepcTka J1.A. Kpyrosoii

CpaHo B Ha6op 29.04.2019. MoanucaHo o nevatb 13.06.2019 dopmat 60*84 Vg, FapHutypa Apuan.
Yen. neu. n. 1,40. Yu.-uag. n. 0.60.
MoAroToBNEHO Ha OCHOBE 3/1IEKTPOHHOI Bepcun, NpeAocTaB/ieHHO pa3paboTuMKom cTaHaapTa

Co3AaHo B eAAMHNYHOM UcnonHeHun so ®ryrn «CTAHAAPTUH®OPM» ana KomMnnekToBaHus ®efepanbHOro MHMOpPMaLWOHHOTO
®oHpa cTaHfapToB. 117418 MockBa. HaxumoBCKuii np-T, 4. 31. k. 2.
w r« gostinfo.ru info@ gostinro.ru
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