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Mpeaoucnosue

Llenn, 0CHOBHbIE MPUHLMMBI U1 OCHOBHON NOPSAOK NPOBEAEHUS paboT MO MEXroCyAapCTBEHHON CTaH-
aaptusauum yctadosneHsl FTOCT 1.0—92 «MexrocygapcTeeHHasa cuctema craHgaptusauyun. OCHOBHbIE NO-
noxexusy n NOCT 1.2—2009 «MexxrocyaapcreeHHas cuctema craHgaptusauuu. CtaHgaptel Mexrocyaap-
CTBEHHbIE, MpaBuna M pekoOMEeHAALUMM N0 MEXTOCYLapCTBEHHOW cTanaaptusauuu. Mpaeuna paspabotku,
NPUHATUS, NPUMEHEHNSA, OOHOBNEHNUSA N OTMEHBIY

CBeneHus o0 cTaHpapTe

1 NOArOTOBIEH:

denepanbHbiM rOCYAapCTBEHHBIM YHUTAPHBIM NPeanpuaTueM «BCepoCCUiiCKMin Hay4yHO-UccneaoBa-
TENbCKUI LEHTP CTaHaapTu3auuun, nHpopmaummn u ceptudukaumm coipbs, MaTepuanos u sewectsy» (Pryn
«BHULICMBb);

TexHU4YEeCKMM KOMUTETOM Mo cTaHaapTusaumm TK 339 «be3onacHoCTb Cbipbs, MaTepuanos U BELLECTBY
PenepanbHOro areHTCTBa Mo TEXHUYECKOMY PETYNIMPOBAHUIO U METPOMOTUMK;

MexrocyaapCTBEHHbIM TEXHUYECKMM KOMUTETOM Mo ctaHgaptusauun TK 339 «Be3onacHOCTb CbipbA,
MaTepuarnos ¥ BELLECTB»

2 BHECEH $eaeparnbHbIM areHTCTBOM MO TEXHUYECKOMY PEryrMpoBaHuio 1 METPOSOrUK.

3 MPUHAT MexrocyaapcTBEHHLIM COBETOM NO CTaHAapTusauuu, METPONOrun u ceptudunkauum (Npo-
TOKOM OT 9 HOROPA 2012 . Ne 53-M)

3a NpuHATUE cTaHdapTa NPoroocoBanu:

KpaTkoe HauMeHoBaHuWe Koa cTpaHbl no CokpalleHHoe HaumeHoBaHue
cTpaHbl no MK (MCO 3166) 004-97 MK (MCO 3166) 004-97 HaUUOHaNbBHOro opraHa No cTaHjapTUsauwuu

ApMeHua AM MwuHakoHoMUkn Pecnybnuku ApmeHus

Benapycb BY loccrangapt Pecnybnuku Benapycb

KblpreiacTaH KG Kblprelactangapt

MongoBa MD MongoBa-CtaHgapT

Poccuiickaa Oegepauyus RU PocctaHgapT

TagXukncTtaH TJ TapxukcTangapt

4 Hacroswmn ctaHaapTt uaeHTu4eH MexayHapoaHomy aokymeHty OECD series on Principles of Good
Laboratory Practice and Compliance Monitoring — No 12 — Advisory document of the working group on
good laboratory practice. Requesting and carrying out inspections and study audits in another country: 2002
(PekomeHaatenbHbli 4OKYMeEHT Paboueri rpynnbl N0 Hagnexawen naboparopHoi npakruke. Nogaqa 3asBku
M NpoBeAeHUe WHCNEKUMA U ayauToB MccrefoBaHua B Apyron crpade: 2002, Ne 12 u3 cepuu 4OKYMEHTOB
OpraHu3aumm 3KOHOMMYECKOro coTpyaHudectsa u passutusa (O3CP) o lMpuHumnax GLP n MOHUTOpUHre co-
OTBETCTBUSA).

MexxayHapoaHbIi 4oKyMeHT pa3paboTtaH Pabouei rpynnoii O3CP no GLP.

[NepeBoA C aHIMMIICKOTO A3blka (en).

OduumanbHbIlE 9K3EMNNAP MEXAYHApPOAHOrO JOKYMEHTA, HA OCHOBE KOTOPOrO MOArOTOBSIEH HACTOSLLMMA
MEXT0CYAAapPCTBEHHbI CTaHAAPT, UMeeTcs B deepanbHOM areHTCTBE MO TEXHUYECKOMY PEerynvpoBaHuioO U Me-
Tponormn Poccuickon degepauumu.

CTeneHb COOTBETCTBUA — naeHTuuHasa (IDT).

B HacTosiLumii cTaHaapT BHECEHO crnepyioulee peaakuMOHHOE U3MEHEHUe: U3MEHEHO HauMEeHOBaHue
cTaHgapra.

HaumeHoBaHue HacTosILEero CtaHAapTa U3MEHEHO OTHOCUTENbHO HAMMEHOBAHUSI MEXYHAPOAHOro A0-
KyMEHTa B CBSI3U C OCOOEHHOCTSIMU NOCTPOEHUS MEXIOCYAAaPCTBEHHOW CUCTEMBI CTaHAAPTU3aLUN.

5 TMpukasom PegepanbHOrO areHTCTBA MO TEXHMYECKOMY PerynmpoBaHuio U MeTponoruu ot 27 aekadps
2012 r. Ne 2152-cT MexrocynapcTBeHHbIn ctaHaapt FTOCT 31889—2012 BBeeH B 4eNCTBUE B Ka4eCTBE Ha-
ymoHanbHoro cranHgapra Poccuiickon ®egepauyumn ¢ 1 ausaps 2013 r.
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6 BBEJIEH BINEPBbIE

UHgopmayus 06 usmMeHeHuUsIX K HacmoswemMy cmaHo0apmy rybnuxkyemcs 8 exe200H0 u3fasaeMoM UH-
¢opmayuoHHOM ykalamene «HayuoHanbHbie cmaHAapmbly, @ meKcm u3MeHeHUll U ronpaseok — 8 exxemMe-
CAYHO u30asaembiX UHGOPMAaYUOHHbIX yKka3amersax «HayuonanbHbie cmaHlapmely. B crniyyae nepecmompa
(3ameHbt) unu ommeHbl Hacmosauwe2o cmaHoapma coomeemcmeyrowiee yeedomneHue bydem onybnukoeaHo
8 eXXeMecsIYHO u3faseaeMoM UHGhOpMayLUOHHOM yKka3amerne «HayuoHanbHble cmaHdapmbi». Coomeemcemey-
owas uHgpopmayus, yeedoMneHue U meKkcmpl pasmewaromes makxe 6 UHgopmayuoHHol cucmeme obwie20
nosb306aHus — Ha oguyuanbHOM calime dedepanbHOo20 azeHmemea o MexXHUYeCKOMYy pe2ynuposaHuio u
memporsoauu e cemu lHmepHem

© CranpaptuHdopm, 2013

B Poccuiickor deaepauum HaCTOALLNI CTaHAAPT HE MOXET GbITh MOMHOCTBIO UMK YaCTUYHO BOCTPOU3-
BEAEH, TUPAXKMPOBAH M pacnpoCTPaHeH B KayecTse oduumanbHoro nsgaHus 6es paspelueHns deaepansHoro
areHTCTBa N0 TEXHUYECKOMY PEryrimpoBaHuio U MEeTPOorimn
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CopepxaHve
1 OBNACTD MPUMEHEHUST . . . o o i it e e e e et e e e e e e e e e e e e e e e e e e 1
2 PexoMmeHayemble npoueaypbl, KOTOPbIM HEOOX0AUMMO cnefosaTh Npu Nogaye 3asABOK U NPOBEAEHUN
MHCNEKUUIA U ayaUTOB UCCNEAOBAHUSA B APYION CTPAHE. . . . . oottt e it e e et e 2
BUBNUOTPAUA. . . . . 3
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BBepeHue

McecnepoBaHua No OLEHKE XUMUYECKUX BELLECTB U XMMUYECKOW NPOAYKLMN C TOYKMU 3pEeHUA nx 6es-
ONacHOCTW ANA 340POBbS YeroBeka U OKpYXKaloLei cpelibl BCe 4Yalle NpoBOAATCA HA HECKONbKUX Mo-
Lwaakax, 4to UMeeT MeCcTo He TONbKO AN UCCNeAO0BaHUii B MONEBbLIX YCMOBUAX, HO U ANS PA3IIUYHbIX
3TanoB TOKCUKONOTUYECKUX uccnegoBanuin. NMepecmorperHblie MpuHuunbl Hagnexauwen nadboparopHon
npakTuku, npuHaTele OOCP B 1997 1., 0XBaTbIBAIOT Pa3fnMyHble acnekTbl opraHu3auuu nNoAOOHbIX UC-
cnepgoBanunii. Tem He meHee PaGouas rpynna no Haanexatlein nabopatopHon npaktuke (GLP) cuuta-
eT HeoOXxoaMMbIM CO3JaHue AONONMHMTENLHOIO PYKOBOACTBA O MpoLecce nogadu 3asBku U npoBeae-
HUA MHCNEKUUIA M ayauUTOB UCCNEeAOBaHUA, NPOBOAUMBIX HA HECKONbKUX Nnowjagkax B cnyyae, koraa
nnowaaka(u) nposeaeHus uccneaoBaHun pacnonoxeHa(bl) B Apyrux CTpaHax no OTHOLWIEHMUIO K OCHOB-
HOMY UCnbITaTeNbHOMY LIeHTpY (PeweHue — pekomeHaauusa Coseta O3CP o cooTeeTcTBuM MpuHumnam
GLP ot 1989 r. [C (89) 87 (Final), Part (ll, 2.iii)] [1].

Ncxopsa n3 atux obecrostenbcts, Pabouas rpynna no GLP co3gana KoopauHaunoHHbIN COBET Noa
pykoBoACTBOM epMaHuu, 3aHUMAIOWMIACA BOMPOCAMU UCMbLITAHUIA, NPOBOAUMBIX HA HECKOMbKUX NAO-
waakax. Llenesas rpynna noa npeaceaarenscreom MaHca-Bunbrenoma Xembeka (Hans-Wilhelm Hem-
beck), lepmanusn, npoeena 2, 3 centabpsa 1999 r. B bepnuHe coBeLlaHne, B KOTOPOM NPUHANU yyYacTue
npeacrasutenu Qanuu, ®panuuu, lepmanun, Huaepnauaos, Lseuun, WWesenyapun, Benuko6putanun u
CoeaunHeHHbix WUTaToB AMepuku. [JOKyMEHT, NOATOTOBIEHHbIN KOOpAUHALMOHHLIM COBETOM, Obin pac-
cmoTpeH Paboueli rpynnoi Ha 12-M coBewaHum B ssueape 2000 r. u ogo6peH nocne BHECEHUS NONPaBOK.

Ha 30-m coBMecTHOM coBelwaHun Komutera no xumuyeckum Beuwectsam u Pabouen rpynnbl no
XUMUYECKUM BeLUecTBam, necrtuymnaam u 6MoTexHonorum AaHHblin JOKyMeHT Bbin Takke 0g06peH u peko-
MEHAOBAaH K CHATUIO CEKPETHOCTU NOA 3ruaoi reHepanbHOro cekperaps. Ha aToM COBMECTHOM CoOBelLLa-
HUM BblNO pekoMeHaoBaHO ONyONUKOBaTL AAaHHbIA JOKYMEHT B KQY€CTBE PEKOMEHAATENbHOro AOKYMEH-
Ta Paboueii rpynnsl no GLP B cepuu aokymeHToB O3CP «[lMpuHuunsl GLP 1 MOHMTOPUHT COOTBETCTBUS,
Ne 1» [2].
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M E X T T OCUYAAPC CTUBETUHHTUB # CTAHAODAPT

NPUHLUMMNBI HAQNEXALLEN NABOPATOPHON NPAKTUKU (GLP)

Mopava 3asBKU M NpoBeieHUe MHCNIEKLUIA U ayAUTOB UCCNeaoBaHUiA B APYrol cTpaHe

Principles of Good Laboratory Practice (GLP).
Requesting and carrying out inspections and study audits in another country

Hara BBeaeHns—2013—01—01

1 ObnacTtb NpuMeHeHun

1.1 Hacroswmi craHgapt ycraHasnueaeT npoueaypbl NoAayn 3asBKM U NPOBEAEHUS UHCNEKUUA U
ayauTOB MCCNEAOBAHMWI B APYIOA CTpaHe B COOTBETCTBUM ¢ TpeboBaHusMu MNpuHUMNOB Haanexawen nabo-
patopHou npakTuku (GLP).

Pewenune-pekomeHgauma Coseta OICP o coorsercreum MNMpuHuunam GLP ot 1989 r. (C (89) 87/Fi-
nal) [1] coaepxut noctaHoBneHue crpaH—usieHoB O3CP 0 TOM, YTO ANS NPU3HAHMS Pe3ynbTartoB UCHbITa-
HWUI, NONYYeHHbIX B Apyron ctpaHe — yneHe O3CP, cooreeTcTByOWMMK MpuHUMnam GLP, cTpaHbl «40mKHbI
BHEAPWTL NpoLEaYpLl, NOCPEACTBOM KOTOPbIX, MPU HANU4un yoeauTensHoON nNpuymHbl, MHGOpPMAaLms, kacato-
Lascsa COOTBETCTBUA UCMbITaTENbHOrO ueHTpa MpuHuunam GLP (Bkniovas uHOpMaLuio 0 KOHKPETHOM UC-
cnefoBaHuu), B Npeaenax IpUCcauKLUM CTpaH, MOXKET ObiTb 3anpoLLeHa Apyrow cTpaHon — yneHoMm OJCP».
3OTO 03HAYaET, UTO TaKUe NPOLUEAYPbI CreayeT NPUMEHATD TOJNIbKO B UCKIIOYUTENbHbLIX 06CTOATENbCTBAX.

1.2 Pabo4as rpynna no GLP, ocHOBbIBasaCb Ha nepecmoTpeHHbiX MpuHuunax GLP O3CP, npeanoxu-
na pasbsCHEHUe JaHHOro Pewwenns u pekomeHaoBana ykasaHHble HUxe npoueaypsl. [laHHoe pa3bacHeHue
Heo6X04MMO, NOCKOSIbKY ObifI0 NPU3HAHO, YTO HEKOTOPbIE UCTMbITATENbHbIE LIEHTPbl MMEIOT UCMbITAaTESIbHbIE
NNOLLAAKWN, HaXOAALLUMECS MOA OPUCAUKLMEN APYroro rocyaapcTea. Takue ucnbiTatenbHbIe LEHTPLI AW NAo-
Lwaaku He 06s13aTenbHO AOMMKHLI BXOAUTL B NPOrpamMmMy MOHUTOPUHIa cooTBeTcTBusA MpuHuunam GLP cTpaHbl,
Ha TEPPUTOPUU KOTOPOI OHW HAXOASATCS, XOTS MHOTME CTpaHbl — yneHbl OOCP cunTalor noao6HbIN BapuaHT
uenecoo6pa3sHbiM 1 MOME3HbIM.

1.3 Pabouas rpynna no GLP npuHsina pewseHue 0 TOM, YTO TEPMUH «MUCMbITATENbHbLIN UEHTP» B [1]
BKMIOYaeT B ceba Kak TEPMUH «UCMLITATEMbHBLIM LEHTP», TaKk U TEPMUH «UCNbITAaTENbHAA NNOLWAaakay B
TOM BUAE, Kak OHKU onpeaeneHbl B nepecMoTpeHHbix MpuHunnax GLP O3CP [2]. CneaosatenbHo, niobas
ctpaHa — yneH OOCP moxeT noaartb 3asBKy HA NPoBeAEHUe MHCNeKUMn/ayauta uccneaoBaHus Kak ucnbita-
TeIbHbIX LEHTPOB, TaK U UCNLITATENbHbIX NIOLWAAO0K, HAXOAALMXCA B APYroN cTpaHe. 3aaBka MOXET KkacaTb-
cA no6oin opraHm3auuu, CBA3aHHOW C PErynupyeMbiMU UCCNEAOBAHNSIMU B COOTBETCTBUU C TpeBoBaHUAMM
MpuHuunoe GLP, 6yab TO OCHOBHbIE UCMLITATENbHBIE LEHTPbLI NN NAOWAAKU (NOAYMHEHHBIE UCNBITATENBHO-
MY LIEHTPY MU HE3aBUCUMBIE), KOTOPbIE MPOBOAAT ONPEeAeneHHbIe 3Tanbl UCCNEeaOBaHUNM, TakUX Kak, Hanpu-
Mep, XMMUYECKWUIn aHanu3, ruCTonaronorus UNM NCCNeaoBaHUA B NONEBbIX YCIOBUSIX.

1.4 Ecnu HaumoHanbHOE 3aKOHOAATeNbCTBO NO3BOMSIET, TO MOryT NOAABATLCH 3asiBKM O NPOBEAEHUU
MHCMNEKLMIA TeX OpraHu3aumin, KOTOpbIe CBSI3aHbl C NPOBEAEHMEM UCTLITAHWIA, HANPUMEDP HE3ABUCUMbIX LIEH-
TPOB MO 06ecneyeHno KauecTBa UM apxXMBHLIX NOMeLLEHUI. Mpu 3TOM Takoi 06MeH UHopMaLMen MOXeT
HocuTb Boree HedpopmanbHbIi XapakTep, U AaHHble onepauun He 06a3aTenbHO AOMMKHbI NOSIBASATLCA B €Xe-
rogHoM 0630pe NPOUHCNEKTUPOBAHHBIX UCTILITAaTENbHBLIX LIEHTPOB, PAcCNPOCTPaHIeMOM cpeau YneHos Pabo-
yeli rpynnbl No GLP. OaHako aaHHble eXerofHble 0630pbl A0MKHBI coaepXaTb MHdopmaumio 06 ucnoitatens-
HbIX LEHTPaXxX W UCTMbITAaTENbHbIX NAOLLAAKAX, NPOLIESALLNX UHCNEKLUUUN UNWU ayAUTbLI UCCEA0BAHUA.

U3pgaHue odumumanbHoe
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1.5 Ana Toro 4ToGbl BHEAPUTL NPOLIEAYPLI, CNOCOBCTBYIOLLUME 6e30TKa3HOMY U 3h(DEKTUBHOMY OOMEHY
JaHHOW MHpopMaLmMen Mexay opraHaMu MOHUTOpUHra coorBeTcTBus MpuHuunam GLP, a Takke usbexarb
AybnmpoBaHUs ¥ HepauUMOHaNbLHOrO UCMONb30BAHUS PeCYpPCoB U 06eCcneunTb A0CTaTOUHbIN MOHUTOPUHE CO-
oteeTcTBusA MNpuHumnam GLP, Pabouas rpynna GLP O3CP npuHsana peweHue 0 Heo6xoauMoCTu Co3aaHus
npouecca Noaaymn 3anaBku O NPOBEAEHUM MHCMEKLMIA U ayIUTOB UCCNEN0BAHUA B APYrON CTpaHe.

1.6 Pab6ouas rpynna GLP O3CP nocraHoBuna, 4to ecnu caenaHbl NpaBoMepHbIe 3anpochl O NOATBEPM-
aeHun cootsetcTeusa MpuHuyunam GLP, To A0mKHbI ObITb NPUIOXEHbI BCE YCUIUS ANA pasMELLEHUs 3asiBOK Ha
nposeaeHue MHCneKLMFI unn ayautoB uccneaoBaHus B UCNbITATENbHbLIX LIEHTPAX U HA UCNbITaTeNbHbLIX NNoLaa-
Kax, pacnonoXxeHHbIX B Apyrux ctpaHax. Ecnu crpana, Ha TeppuTOpUmM KOTOPOI PacroNOXKeHbl UCMbITATENbHBIN
LEHTP Unun UcnbiTatenbHas NroLaaka, He MOXKET YAOBETBOPUTL 3anpoc B pamMKax TeKyLLei NporpamMmbl MOHU-
TOopuHra cooreetcTeua MpuHuunam GLP w/unu nnaxa-rpaduka, To ankrepHaTMBON MOXET CTaTb pa3peLueHne
CTpaHe, NoAaloLen 3aaBKy, MPOBECTU UHCMEKLMIO WU ayanT CaMOCTOSTENBHO (3@ CBOI CYET NO B3aUMHOMY
cornacuio 06enx ctopoH). OTkas oT pasMeLLEHUs TAKUX 3aMPOCOB MOXET NPUBECTM K OTKa3y B MPUHSITUM Pe3ynb-
TaTtos Mccne,qosanuﬁ U3 ucnbiTatenbHOro LeHTpa nnu UCNbITaTeNbLHON nnowaaku, UMerLmx K HUM OTHOLLIEHUE.
Bbino pewweHo, 4To BCE YneHbl Paboyen rpynnbl no GLP AomkHbI nonyyatb MHOPMALMIO O TaKUX OTKa3ax, a
06CcTOATENLCTBA OTKA30B J10IDKHBLI 06CYaaTLes uneHamu Paboueit rpynnbl.

2 PekomeHayembie npoueaypbl, KOTOPbIM HE06X0AMMO criefoBaTh NpU nogauye
3afBOK U NPOBEAECHUM UHCMEKLMIA U ayaUTOB UCCIIeA0BaHUs B APYroi cTpaHe

2.1 3asBKa HaA NPOBEAEHUU MHCNEKUMM W/WMNM ayauTa MCCrneaoBaHusl B APYIOW CTpaHe AorkHa ObiTb
o6ocHOBaHa U nogaHa B NMcbMeHHoM dhopme. O6e cTpaHbl A0IDKHbI paspaboTtarb MexaHU3Mbl A5t 06paboTku
3asiBKM W NMPeaoCTaBnNeHUs COOTBETCTBYIOLLMX MATEPUArioB B YCTAHOBIIEHHbIE CPOKW.

2.2 Mexgy ABYyMSl 3aMHTEPECOBaHHBIMW HALMOHANbHLIMWM OpraHaMu MOHUTOPUHIa CooTBETCTBUS [puH-
uyunam GLP gomkHa GbiTb HanaxeHa CBsi3b U KOOPANHALUSA AE€ATENbHOCTU.

2.3 WMHcnekums/ayanT uccneaoBaHusi, Kak NpaBuno, NpoBOAUTCA OPraHOM MOHUTOPMHIA No MecTy pac-
NOMOXXEHWA UCMBITATENbLHOTO LIEHTPa W/WnNu ucnbiTatenbHOn nnowaaku. MHcnekTop(bl) CTpaHbl, NogasLuen 3a-
npoc, MOXET(MOrYT) NPUCYTCTBOBATb MPW NPOBEAEHUM MHCTIEKUMn/ayanuTa nccnegosanus. MNpu HeobxoaumocTu
B MHCMEeKumMu/ayanTe nccneaoBaHusi MOryT y4acTBOBaTh OpraHbl perucrpauum u npuema uicpopmaumm. Ctpana,
nogasLlas 3asBKy, 06s3aHa MOKPbITk MOOble PacxoAbl HA yd4acTue CBOMX NpeacTaBuTeneli B NPOBEAEHUN MH-
cnexkuum uunu ayauta uccrieaoBaHus.

2.4 OT4yeT 0 NPOBEAEHUN UHCMEKLMU/ayanTa NccnenoBaHna JOMmKeH ObiTb NPeaCTaBneH cTpaHe, noaas-
eV 3asBKy (Ha A3blke, COrnacoBaHHOM Mexay ABYMSi CTpaHamu), ¢ cobnogeHnem mMmep 3awmTbl KOMMEPHECKUX
1 NPOMBILLUMEHHBIX CEKPETOB B COOTBETCTBUU C HALMOHAMBHBLIM 3aKOHOAaTENLCTBOM.

2.5 NMoGble BaXKHbIE CBEAEHUS], NONMYyYEHHbIE B X04E UHCMEKLMIA/ayauTOB MCCNEeA0BaHUS, AOMKHbI OTChe-
XKNUBATbLCA COOTBETCTBYIOLLMM(M) OpraHOM(amu) MOHUTOPUHTA.

2.6 PuHaHCOBbIE MEXaHWU3MbIl, UCMONb3yeMbl€ NPU NPOBEAEHUM MHCMEKUMIA U ayaMTOB UCCIIeA0BaHNS B
JaHHbIX ycrioBusix, OyayT paspaboTaHbl CTpaHoW, Ha TEPPUTOPUKM KOTOPOI OHU nNpoBoaaTca. CTpaHa, nogasLuas
3asBKY, HE NNaTuT 3a JaHHylo paboTy.

2.7 CefeHna 00 MHCMEKUMAX M ayauTax MCCReaoBaHUsi, NPOBOAMMbBIX B AAHHbLIX YCMOBUAX, AOMKHbI
ObITb ONYGNMKOBaHLI B €XXErogHOM 0630pe CTpaHbl, NPOBOAMBLUEN UHCMNEKLMIO/ayaUT NCCefoBaHNs.



(1]

(2]

C (89) 87 (Final) : 1989
Amended on C(95)8/Final) : 1995
(C (89) 87 (Final) :1989,
nepecMOTPEHHbINA

C(95)8/Final) : 1995)
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Buonuorpadua

Decision-Recommendation of the Council on Compliance with Principles of
Good Laboratory Practice (PewweHne-pekomeHgaumna Coseta O3CP o cooTeT-
cteum MNprHUMnaM Hagnexalleih nabopaTopHo NpakTUKK)

Principles on Good Laboratory Practice. OECD series on Principles of Good
Laboratory Practice and Compliance Monitoring. No 1 (MMpuHuMnel Hagnexa-
e nabopatopHoit npaktukn. Cepusa gokymeHtoB O3CP o lMpuHumMnax Hag-
nexatyei nabopaTopHO NPaKTUKM U MOHUTOPUHIe cooTBeTCTBMA. Ne 1)
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KntoueBble cnosa: MpuHuMnbl Hagnexawen nabopatopHon npaktuku, GLP, HeknuHuyeckue UCnbITaHus,
obecneyeHune KayecTsa, MHCMeKUust nabopaTopuin, ayauT uccrnenosaHus
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