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Mpeaucnosue

Llenn, ocHOBHbIe NPUHLMMNbI M OCHOBHOV NOPAA0K NPoBeAeHMs paboT Mo MeXrocyaapcTBeHHON cTaHaap-
Tnsauum yctaHossieHol FOCT 1.0—92 «MexrocygapcTBeHHasa cuctema ctaHgaptmsaunn. OCHOBHbIE NOJI0Xe-
Hus» un TOCT  1.2—2009 «MexrocygapcTBeHHaa  cuctema  craHgaptusauuu.  CtaHgapThbl
MEXrocyapCTBEeHHbIe, NpaBuia U pekoMeHAauuy No MexrocyAapcTBeHHo cTaHgapTusayuy. Mpasuna pas-
paboTKW. NPUHATUA, NPUMEHEHNS, 0GHOB/IEHNSA N OTMEHbI»

CBefileHus o cTaHgapTe

1 NOArOTOBMEH:
®epfepasbHbIM OCYapPCTBEHHBLIM YHATApPHLIM NpeanpusiTueM «Bcepoccuiicknii HayuHo-uccnefoBa-

TENbCKUIA LEHTP CTaH4apTM3auum, nHgopMaumym 1 cepTudmKaLmm Cbipbsi, MaTePUasioB v BelwecTs» (Gryrl
«BHULICMB>);

TexHnyeckum KomuTeToMm no ctaHgapTnsaumnmn TK 339 «be3onacHoCTb Cbipbs, MaTepPUanos v BELLECTB»
PefepanbHOro areHTCTBa No TEXHUYECKOMY perynmpoBaHunio U MeTposIoruu;

MexrocyaapCTBEHHbIM TEXHUYECKUM KOMUTETOM no cTaHgapTudaumm TK 339 «be3onacHOCTb CbipbS,
mMaTtepunasios 1 BeLLecTB»

2 BHECEH ®epgepasibHbIM areHTCTBOM M0 TEXHUYECKOMY perysiupoBaHuio 1 MeTponornm

3 MPUHAT MexrocygapcTBeHHbIM COBETOM MO CTaHAapTu3aLuuun, MeTponorum n ceptudukanmm (npo-
TOKO/ 0T 9 HOs16ps 2012 r. Ne 53-)

3a npuHATUE cTaHgapTa Nporosiocosanu;

KpaTkoe HanMeHOBaHWe CTpaHbl Kog cTpaHb! CokpalleHHoe HavMeHOBaH1e HaLyIOHaIbHOro opraHa
no MK(NCO 3166) 004-97 no MK(MCO 3166)004-97 no cTaHgapTu3aumm

ApmMeHus AM MuHakKoHOMUKN Pecny6nukn ApmeHus

Benapycb BY FocctaHgapTt Pecny6nukn benapycb

Kbiprbi3cTtaH KG KbipreisctangapT

Mongosa MD Mongosa-CrtaHgapTt

Poccuiickas ®egepauyus RU PoccTtangapt

TamKukmctaH T TampkukctaHgapt

4 HacTosilwunii cTaHAapT UAEHTUYEH MexXayHapoaHoMy fokymeHTy OECD series on Principles of Good
Laboratory Practice and Compliance Monitoring — No 2 — Revised guides for compliance monitoring
procedures for good laboratory practice: 1995 (MepecmoTpeHHble pyKOBOACTBA MO NpouesypaM MOHUTOPUHra
COOTBETCTBUSA Hagnexalyein nabopaTopHoii npakTukn: 1995. Ne 2 n3 cepun JoKymeHTOB OpraHu3saLMm aKoHo-
MUYECKOro coTpyaHuyectaa u pa3sutusa (O9CP) o MpuHuymnax GLP 1 MOHUTOPUHTEe COOTBETCTBUSA).

MexayHapoAaHbIli fOKyMeHT pa3paboTaH Paboueli rpynnoit O3CP no GLP.

[MepeBopg, c aHTMINCKOro A3blika (en).

OdhmumanbHblil 3k3eMNASP MeXAYHapOo4HOro AOKYMEHTa, Ha OCHOBE KOTOPOro NOAroTOB/IEH HACTOALL M
MEXrocyfapCTBEHHbI cTaHAapT, nmeeTcs B PefepasbHOM areHTCTBE MO TEXHUYECKOMY PerynivpoBaHunio v
MeTpOooruu.

CTeneHb cOOTBETCTBUA — naeHTnyHas (IDT).

B HacToAwMiA cTaHAapT BHECEHO criefyioliee pefakunoHHOe U3MEeHeHVe: N3MEHEHO HauMeHOBaHue
cTaHgapTa.

HanmeHoBaHve HacTosero crtaHfapTa U3MeHEeHO OTHOCUTEs/IbHO HauMeHOBaHWUA MeXyHapoHOro
[OKyMeHTa B CBA3M C OCOOEHHOCTAMM NOCTPOEHUS MEXIOCYAapCTBEHHON cUCTeMbI CTaHjapTu3auum

5 MMpuka3om PefepasbHOro areHTCTBa N0 TEXHNYECKOMY Pery/iMpoBaHunio  MeTposiornm ot 27 aekabps
2012 r. Np2149-cT MexrocyapcTBeHHbI cTaHaapT FTOCT 31879—2012 BBeAeH BAEWCTBME B Ka4ecTBe HaLu-
OoHasbHOro ctaHgapTa Poccuiickoli depepaunn ¢ 1aHBapsa 2013 .
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6 BBEJEH BIMNEPBbIE

MHdpopmauusa 06 U3MEHEHUsX K HACcTOosLWeMy CTaHAapTy Ny6aMKyeTCs B €XerofHo u3faBaeMom
MH(OPMaLMOHHOM yKazaTene «HaunoHabHble CTaH4apThi», @ TEKCT U3MEHEHWI N MONPaBOK — B eXeme-
CSIYHO M3[aBaeMblX MH(POPMALMOHHBIX yKa3daTensax «HaumoHa bHble CTaHgapThi». B cnydae nepecmMoTpa
(3ameHbl) MM 0TMEHBI HACT OSILLLETr0 CTaHaapTa CooTBe TCTBYLLee yBefoMeHune 6yaeT ony6MKoBaHO
B @KeMeCsYHO N34aBaemMoM MH(OPMaLMOHHOM yKa3aTesie «HauMoHasbHble CTaHaapThi». COOTBEe TCTBY-
loLLas MHhopMaLus, yBeJoMIeHNE U TEKCT bl pa3MeLLa T Cs Takxke B MHDOPMaLMOHHO cucTeme 06Lero
Mosib30BaHNs — Ha ohuumanbHOM caliTe ®eflepasibHOro areHTCTBa Mo TEXHUYECKOMY PeryimpoBaHuio u
MeTposorum B ceTu IHTepHeT

©CTtaHgapTuHgopm. 2013

B Poccuiickoii ®efiepaln HacToALLMIA CTaHAAPT HE MOXET 6bITb MOTHOCTbIO UM YACTUYHO BOCNPOU3BE-
[eH, TMPaX1poBaH U pacnpocTpaHeH B KauyecTBe 0(MLMaNIbHOTO N3aaHust 6e3 paspelleHust ®egepasbHoro
areHTCTBa Mo TEXHUYECKOMY PETYIMPOBAHUIO 1 METPOIOTMU
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BeeneHne

MpuHaToe B 1981 r. PewweHue Coseta O3CP 0 B3anmHOM npusHaHuu gaHHbix [C (81) 30 (Final)], cornac-
HO KOTOpOMY pykoBoAAwWMiA AokyMeHT «OECD Series on Principles of Good Laboratory Practice and
Compliance monitoring — No 1— OECD Principles of Good Laboratory Practice (GLP) (Cepusa gokymeHTOB
O3CP o lMpuHuunax Hagnexalen nabopaTopHO NPaKTUKN U MOHUTOPUHTe cooTBeTCcTBUSA. Ne 1. MpuHuunbI
Hagnexawein nabopatopHoit npaktukn O3CP GLP)» [1] (ganee — MpuHunnbl GLP) siBnseTca ero HeoTbeMm-
NeMoW YacTblo, BKtoYaeT B cebs MHCTpyKumio OSCP no npoBefeHnto MeponpusaTuii, N03BonsoWwmUx obneryatb
rapMOHM3POBaHHbIE Ha MeXAyHapoAHOM YpOBHE MoAXoAbl Ans obecneyeHns cooTseTcTBuA MpuHUMnam
GLP. BcnegcTteue 3Toro, B LENsX COAENCTBMA BHEAPEHUS CONOCTaBMMbIX NMPOLEAYP MOHUTOPUHIA COOTBE-
TcTBUA MpuHuunam GLP. a Takke npuHuuna mexayHapoaHOoro npuHATMA ctpaHamu — yneHamm O3CP, B
1983 r. CoseT O3CP npuHAN pekoMeHAaunio 0 B3aMMHOM MPU3HaHUN COOTBETCTBUA MNpuHUMNamM Hagsiexa-
et nabopaTtopHolii npakTuku (C (83) 95 (Final)], BKoTopoli onpefeneHbl OCHOBHbIE XapaKTepPUCTUKM NpoLesyp
MOHUTOPUHra cooTeeTcTBUA MpuHumnnam GLP.

Paboyas rpynna o B3aMMHOM npusHaHun cootseTcTBuA MpuHuunam GLP (ganee — Paboyas rpynna)
6bl1a co3gara B 1985 r. — nog npegcegatensctsom npodp. b. CunaHo, Utanus (B. Silano), utobbl cogeincTBo-
BaTb NpakTuyeckomy BHeApeHuto aktoB CoseTa no GLP. BbipabaTbiBaTh 06LWWMe NOAXOAbI K TEXHUYECKUM 1
af\MVHUCTPATUBHbLIM Npo6siemam, CBA3aHHbIM C MOHUTOPUHIOM cooTBeTcTBUSA MpuHumnnam GLP. a Takxe pas-
pabaTblBaTb MEXaHU3MbI 419 B3aVMHOT0 NPU3HaHMSA NpoLeayp MOHUTOPYHra cooTBeTcTBuA MNpuHumnam GLP.
B Pa6oueli rpynne npuHANM yyacTue npeActaBuTeNn cneayoLwwmnx CTpaH nopraiusaunii: ABctpanun. benbrum,
KaHagb!. faHun, epepaTtnsHoii Pecnybnvku Fepmannn. dunnaHann. ®padHuyun. Utanum. Anodmun. Hopseruu,
Hugepnangos, MopTyranuun, Wcnanuu. Weeuun. LWeeliapun. Bennkobputanum. CLUA. Komuccun esponeii-
Ckux cooblecTB. MexayHapogHoli opraHvM3aumMn no ctaHgaptusauun. KoHBeHuun no dpapmaleBTUYecKoit
MHCNEeKUMK, a Takke BceMupHoii opraHnsauuny 3gpasooxpaHeHus (BO3).

Pabouas rpynna paspaboTana, B 4aCTHOCTU. «PyKOBOZACTBO MO npouegypam MOHUTOpPUHra COOTBET-
CTBMA Hagnexallein nabopaTtopHO NpakTuke», KOTOPOe KacaeTca afMUHUCTPaL K, NepcoHana n nporpaMmbl
MOHUTOpPUHra cooTBeTcTBMA MpuHUMnam GLP. laHHOB pyKOoBOACTBO 6bI/I0 NPUCOEAMHEHO K PelleHunto-peko-
MeHpaumm Coseta ODOCP no cooTBeTcTBUIO MpuHuunam GLP B 1989 r. [C (89) 87 (Final)].

Mpn npuHAaTUKM 3Toro PeweHus-pekomeHgaumun Coset O3CP nopyunn KomuTeTy No oxpaHe oKpyxato-
e cpeApbl M YNpaBnsiowemy KOMATETY cneLnanbHOn NporpaMMbl MO KOHTPOJII0 XMMUYECKMUX BELLECTB npu
Heo6xoAMMOCTU 06HOBAATL pykoBoAALMe AokyMmeHTbl O9CP no GLP «PykoBoACTBO no npouesypam MOHUTO-
pviHra cooTBeTcTBUA MNpuHUMNaM Hagnexaten nabopaTopHoi NpakTukM» 1 «PykoBOACTBO MO NPOBEAEHUIO
MHCnekunii nabopaTopuii nayaMToB MCCeA0BaHNSA» C yYETOM MHEHUS 1 onbiTa cTpaH — yneHoB O3CP, aTak-
e COOTBETCTBYIOLLEN AeATEeNbHOCTN APYTNX MEXAYHAPOAHbIX OpraHn3aLuii.

'pynna akcneptoB O3CP no GLP paspab6oTana npeAoxXeHns 0 BHECEHMUM NONPaBOK KAOKYMEHTY «PyKo-
BOZACTBO N0 06MeEHY MHhopmaLmeli 0 HauMoHaNbHbIX MPOrpaMMax MOHUTOPUHIA COOTBETCTBMA MpuHUMNam
Hagnexallei nabopaTopHOl NPakTUKM» C LieS1blo BKIYEHUS 3TOT0 AOKYMeHTa B «PyKOBOACTBO A5 OPraHoB
MOHMTOPUHIA HaANexallein nabopaTopHO NPaKTUKM NO NOArOTOBKE eXeroHbIXx 0630p0B NPOVHCNEKTUPOBaH-
HbIX UCMbITATEe/IbHbIX LEeHTPOB». 3TN [OKYMEHTbI Oblin yTBEPXAeHbl pelweHnem CoseTa O3CP: «BHeceHne
n3MeHeHuii B PeweHne-pekomeHgaumio Coeta O3CP o cobntogeHnmn MpuHLMNOB Haanexatlein naéopartop-
HOIi NpakTUKU», NpuHATLIM 9 mapTta 1995r. (C (95) 8 (Final)].
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M E X I OCUYAAPT CTBETHHDbB 1 C TAHAOAPT

MPUHLUUMbBI HALNEXALLEN TABOPATOPHOW MPAKTUKMK (GLP)

PyKOBOZACTBO Mo npoueAypamM MOHUTOPUHIA COOTBETCTBUSA

MpuHumnnam GLP

Principles of Good Laboratory Practice (GLP}.
Guides for compliance monitoring procedures for GLP Principles

[Lata BBegeHns — 2013— 01—01

1 O6nacTb NpUMeHeHNs

HacTosawuii cTaHgapT ycTaHaB/IMBaeT MeXaH/3Mbl U MpoLeaypbl, KOTOpbIM HE06X0AMMO CnefoBaTh Npu
CO34aHUN HaLuMOHaIbHbIX NPOrpaMM 1 OpraHoOB MOHMTOPUHIA COOTBETCTBUSA MpuHUMNam Hagnexatiel nabo-
paTopHOIi MPaKTUKK, a Takke peKoMeHyeT OpraHn3aLnio COOTBETCTBYOLLEl CTPYKTYpbI.

Lns cogeiicTBMA npoueccy B3aMMHOIO NPU3HaHWA faHHbIX (Pe3ybTaToB) UCMbITAHUIA, NPOU3BELEHHbIX
ONA npefctasfieHns B perynupyowme opraHbl GLP cTpaH, ABAALWUXCA KakK YieHaMu, Tak U He uysieHaMun
O3CP, BaxHOe 3HauyeHe MeeT rapMoHu3aLus npoueayp, NPUHATLIX 4/19 MOHUTOPUHIa COOTBETCTBUSA MPUH-
uunam Hagnexatei nabopaTopHO MPakTUKKM, a TakKe CONOCTaBUMOCTU UX KaYeCcTBa U TOYHOCTU, C TEM YTOObI
HauuoHaslbHble NporpaMmbl cooTBeTCcTBUSA MNpuHuMnam GLP Mornn 6biTb NpueMsieMbiMn Ha MeXAyHapoAHOM
YpOBHe.

CnegyeT noA4epKHYTb, YTO CTPaHbl J0/KHbI NpUHMMaTh MpuHumunel GLP 1 ycTaHaBnusatb npoueaypbl
MOHUWTOPUHIa cooTBeTCcTBUSA MpuHuunam GLP. 0CHOBbIBasiCb Ha HaLMOHa/IbHOV NPaBoBOl ¥ aAMUHUCTPATUB-
HOI MpakTuke 1 npuopuTeTax, Hanpumep, B 06/1aCTN NepBoHaYanbHOro 1M NocneaytoLero oxearTa kareropui
XVMWNYECKNX BELLECTB M TUMOB UCMbITaHWA. Tak Kak oTAeNbHas cTpaHa MOXeT co3/aBaTb HECKO/IbKO OPraHoB
MOHMTOpUHIa cooTBeTCcTBUSA MpuHLuMnam GLP. oCHOBbIBasiCb Ha CBOEI NpaBOBOi CUCTEME, KacatoLeincs KoH-
TPONA XMMUYECKUX BELLLeCTB, OHa MOXEeT Takke co3gasaTb 1 60/1ee 04HOl NporpaMMbl COOTBETCTBUSA MpUHLM-
nam GLP.

2 TepMuHbI nonpeaeneHus

B HacToswem cTaHgapTe NPMMEHEHbI CneayoLiie TEPMUHbI C COOTBETCTBYHOLMMU ONpeseneHnsMu.

2.1 NpuHumnbl GLP (GLP principles): MpuHuunbl Hagnexallieii nabopaTopHO MpaKTUKM, KOTOpble
cornacytoTcs ¢ [1].

2.2 MOHUTOpPUHr cooTBeTcTBUA lMpuHunnam GLP (GLP Compliance Monitoring): MNMepuogunyeckoe
MHCNEKTUPOBaHVe UCnbiTaTe bHbIX LLeHTPOB U/Wn ayAnT NCCef0BaHNi C LieNblo NogTBEepXAeHns cobnoae-
HuA MpuHuunos GLP.

2.3 (HauuoHanbHas) nporpamma cooTBeTcTBUsA [MpuHumnam GLP ((national) GLP compliance
programme): OnpegefnieHHas cxema, yCTaHOB/IEHHAas /19 MOHUTOPUHIa COOTBETCTBUA UCTbITATE/IbHbIX LIEeHT-
poB lMpuHUMNam Hagnexaiieii NabopaTopHOi NpakTMKM B Npefenax CBOEN TeppuTtopuun, MNOCPEeLCTBOM
WHCNEeKLUWIi 1 ayanToB NCCNeoBaHns.

2.4 (HaumoHanbHbIN) opraH MoHUTOpuHra GLP ((national) GLP monitoring authority). OpraH, oTBeua-
tOLLMIA 32 MOHUTOPMHT COOTBETCTBUA UCNbITATENBHOIO LeHTpa MNMpuHumMnaM Haanexatyei nabopaTopHoli npak-
TUKM B Npefenax CBOel TeppuTopun 1 BbIMOSHEHWE APYTMX NOJO06HBIX YHKLUMIA, Kacarwmnxcs Hagnexatlen

N3pgaHne opuymnanbHoe
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NabopaTopHOW NPaKTUKK, KOTOPble MOTYT BbITb ONpefe/ieHbl Ha HaLWOHa/IbHOM ypoBHe. CnefyeT OTMeTUTb,
4YTO B CTpaHe MOXeT 6bITb CO34aH0 HECKO/IbKO TaKuX OpraHos.

2.5 nHcnekuma ncnbiTaTesIbHOro LeHTpa (testfacility inspection): NMpoBepka npoueayp U HOPMaTNBOB
Ha nsowagkax ncnbltatenibHoro LLeHTpa 415 OLeHKN cteneHn cootseTcTBmA MNpuHumnam GLP. B xoae uHcnek-
Luii NpOBEpPSIIOT CTPYKTYPY yrnpaBneHUs 1 onepauuoHHble NpoLeaypbl UCMbITaTeNbHOTO LieHTpa, NpoBOAAT
cobecefoBaHne C K/IHOYEBbIM TEXHUYECKUM NEPCOHASIOM, OLLEHUBAIOT KAYECTBO U LIe/TOCTHOCTb AaHHbIX, NOJY-
YEHHbIX UCMbITATe/IbHbIM LLlEHTPOM, M MOArOTaB/IMBAIOT OTHET.

2.6 ayauT nccneposaHus (study audit): CpaBHeHME NEPBUYHbIX laHHbIX U COOTBETCTBYHOLLNX 3anucei
CMPOMEXYTOYHbIM 1 3aK/TH0YMTENBHbBIM OTYETaMU, C TeM YTO6bI ONpeAennTb, 6bI/1 I NEPBUYHbIE AaHHbIE TOY-
HO OTpaXkeHbl B OTYeTax, 661710 N UCMbITAHME NPOBELEHO B COOTBETCTBUM C N/1aHOM UCCNefoBaHUsA nctangap-
THbIMW  ONepauvoHHbIMKW  MpouegypaMu, 4YTOObl  MOAYYUTb  LOMNOSHUTENbHYH  WMHopMauuio, He
npefcTaB/IEHHYIO B OTYETE, a TakKe YCTaHOBUTb, 6bI/IN /M MCNOJb30BaHbl B POPMUPOBAHUMN faHHBIX HOPMATK-
Bbl, KOTOPbIE HAHOCWN Obl YLLLEep6 UX JOCTOBEPHOCTH.

2.7 nHcnekTop (inspector): J/Inuo, KOTOpoe NPOBOAUT MHCNEKTUPOBAHME WCMbITATENBHOIO LeHTpa 1
ayauTbl nccnefoBaHuii OT UMeHM (HauoHanbHOro) opraHa MoHuTopuHra GLP.

2.8 crtatyc cootBeTcTBUA GLP (GLP compliance status): CTeneHb COOTBETCTBMA WCMNbITATENLHOIO
ueHTpa MpuHuunam GLP no oueHke (HauMoHabHOro) opraHa MoHuTopuHra GLP.

2.9 perynupytowmii opraH (regulatory authority): HaunoHanbHbIi OpraH, HecyliWil puANYecKyio
OTBETCTBEHHOCTb 3a aCrneKTbl KOHTPO/IA XUMUYECKMX BELLECTB.

3 KOMMNOHeHTbI Npoueasyp MOHUTOPUHTA COOTBETCTBYS
MpuHUMNaM Hagnexallei NabopaTopHOW NPaKTUKK

3.1 AgMUHUCTpauuns

3.1.1 HauuoHanbHasa nporpamma cootseTcTBus MNpuHuunam GLP gomkHa umeTb yHKUMU Hagnexa-
LM 06pa3omM CO34aHHOr0, MMEIOLLLErO OPUANYECKUIA CTaTyC OpraHa, KOTOPbI YKOMMIEKTOBaH KOMNETEHTHbIM
nepcoHasiom 1 paboTaeT B yCTAHOB/IEHHbIX 8AMUHNCTPATUBHbIX paMKax.

3.1.2 CrpaHsbl, ABnAwLWMeEC Unmn He asnstolnecs yneHamm O3CP, f0/1XKHbI:

- obecneunBaTtb, 4TO6bI (HALMOHAbHBIA) OpraH MOHUTOpPUHTa GLP Hec npsiMyto OTBETCTBEHHOCTb 3a
KOMMNETEHTHYI0 «KOMaHy» MHCMEeKTOPOoB, 06/1a4al0LW X HE06X0A4UMbIM TEXHUYECKUMYHayYHbIM OMbITOM, UK B
KOHEYHOM cUeTe OTBETCTBEHHOCTb 3a TaKylo «KOMaHay»;

- ny6nvKoBaTb OKYMEHTbI, OTHOCALMECS K NpUHATUIO MprHuMnos GLP B npegenax nx TeppuTopuii;

- ny6nvkoBaTb AOKYMEHTbI, NpefocTaBnswolWme aetanu (HauMoHaslbHOM) nNporpaMmMbl COOTBETCTBUS
MpuHumnam GLP. Bkoyas MHopmMaLmio 0 pUuaNYecKnX UM adMmMHUCTpaTUBHbIX paMKax, B npejenax KoTo-
pbIX NporpamMma paboTaeT, N CCbISIKU Ha OMYy6IMKOBaHHbIE aKTbl, HOPMAaTVBHbIE AOKYMEHTbI (Hanpumep, npasu-
na. Kofekcol npoueayp), PyKoBOACTBA MO MPOBEAEHUI0 UHCMEKLUUN, VUHCTPYKLMKU, rpacukm nepuoanyHocTm
NpoBeAeHNs NHCMEeKLUA n/Mnn KpuTeprnm NpoBeAeHNsa MHCNEKUUA N T. 4.;

- COXpaHATb 3anucy MPOMHCMNEKTUPOBAHHbLIX UCMbITATENbHbIX LLEHTPOB (U cTatyca Ux COOTBETCTBUSA
MpuHuunam GLP). nogBeprHyTbix ayauTy uccnefoBaHnin 4N HaUMOHabHbIX U MEXAYHaPOAHbIX Leneil.

3.2 KoHgwmaeHUnanbHOCTb

3.2.1 BcBsA3nCcTEM. YTO (HaunoHanbHble) opraHbl MOHUTOPUHIa GLP 6yayT MeTb AOCTYN KKOMMepYyec-
K1 3HAYMMOl MHDOpPMALLMK, B HEKOTOPBIX Clyvasx MOXeT BO3HUKHYTb HEOOXO0AMMOCTb B U3bATUN KOMMepYec-
KM BaXHbIX OKYMEHTOB U3 UCMbITATENbHOMO LLIEeHTPa UAN aHHYIMPOBaHUM NOAPOGHBIX CCbIIOK HA HUX B OTYETaxX
UcnblTaTesIbHOro LieHTpa.

3.2.2 CrTpaHbl, aBnawLmecs nnm He asnsatolmnecsa yneHamm O3CP, f0/KHbI:

- npegycMartpusaTb cOXxpaHeHue KOHMUAEHLNAaNIBLHOCTN HE TOSTIbKO MHCNEKTOPaMK, HO U NI06LIMU APYTU-
MV namu, KoTopble NosyvaroT 4OCTYN K KOH(UAEHUaNbHOW nHdopmaummn B pesynbTaTe AeAaTesIbHOCTH No
MOHUTOPUHTY cooTBeTCTBUA MNpuHunnam GLP;

- rapaHTuMpoBartb, YTO. EC/IY HE BCA KOMMEPUYECKMN BabKHasa 1 KoHuaeHuansHaa nHopmaums yaaneHa,
oTYeTbl 06 UHCNEKLUSIX UCTbITATENBHOIO LLeHTpa W ayauTax uccnefoBaHuii 4OomMKHbI 6biTb LOCTYMNHbI TONLKO
perynvpylowmM opraHaMm u B c/iydyae Heob6X04MMOCTU UCMbITaTe/IbHbIM LieHTpaM, B KOTOPbIX NpOBeeHbI
WHCNEKLMN NN COOTBETCTBYIOLLME ayANTbI, U/MNN CNOHCOPaM UCCNefoBaHuiA.

3.3 MepcoHan nobyyeHne
331 HauvoHanbHble opraHbl MOHUTOPVHIA GLP fo/mKHbBI rapaHTMpoBaTh, YTo 6yAeT npeAocTaBneHo
[0CTaTOYHOE YNC/I0 MHCNEKTOPOB.
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Yuncno TpebyemMbiX MHCNEKTOPOB 3aBUCUT OT:

i) uncna mcnbiTaTeNbHbIX LEHTPOB, BK/IOYEHHbIX B (HALMOHANbHYI0) MPOrpaMmy CooTBeTCTBUA MpUHLK-
nam GLP;

il) NepvoanYHOCTM OLLEHKM cTaTyca COOTBETCTBUA UCMbITATE/IbHOTO LeHTpa Tpe6osaHmam MpuHUmMnos
GLP;

ii) uncna ncnoxHocTn nccnefoBaHnii, NPOBOAUMbIX UCMbITATENbHbIM LLEHTPOM:

iv) umncna cneuvanbHbIX MHCNEKLWA Un ayAnToB, 3anpallnBaeMbiX PerysimpyoLmnm opraHom.

3.3.2 HauuoHasibHble opraHbl MOHUTOPUHIa GLP f0/1KHbI rapaHTUpoBaTh, YTO MHCNEKTOPLI MMEIOT f0C-
TaToOYHYI0 KBa/IMOUKALMNIO 1 NOLTOTOBKY.

WNHcnekTopbl AO/MKHBI UMETb KBanUMUKaLnio 1 NpakTUYecKuidi onbIT B 061aCTW HayYHbIX AUCLUNIWH,
OTHOCSAILLMXCSA K UCMNbITAHUAM XMMUYECKNX BelecTB. HaunoHanbHble opraHbl MOHUTOPUHIA [O/DKHbI:

i) rapaHTMpoBaTb, YTO NPeANPUHUMAIOTCA Mepbl 418 COOTBETCTBYIOLLE NOArOTOBKM UHCNEKTopoB GLP
C y4eTOM UX UHAMBUAYANbHON KBaNNMUKaLMmM 1 onbiTa:

i) noowpsTb KOHCY/IbTALMOHHbIE MEPONPUATUS, B TOM YMC/e B C/lyYae He06X04MMOCTU COBMECTHbIE
yuyebHble MepPoNpuUATUA C COTPYAHUKaMU (HaLnoHanbHbIX) opraHoB MOHUTOpUHra GLP gpyrux ctpaH-4seHosB B
Lenax coaencTena MexayHapoaHoli rapMoHM3an iy nNpu nHTepnpetaumn n npumeHeHun MpuHumunos GLP un
MOHWTOPUHIe COOTBETCTBUSA 3TUM NpUHLMNAM.

3.3.3 HaumoHasibHble opraHbl MOHUTOPUHIA AO/DKHbI TaKKe

- rapaHTMpoBaTh, YTO UHCMEKLMOHHbIN NepcoHasn, B TOM Ync/ie aKCnepTbl, paboTaloLne no KOHTPakTy,
He MMeoT OUHAHCOBbIX U APYTNX UHTEPECOB B UCNbITATE NbHbIX LLIEHTPax, NofBepraeMbiX UHCNEKTUPOBAaHNIO
1 ayamTy uccnefoBaHuii, nnn oupmax, CoHCUPYIOLLKX Takue nccnefoBaHuns.

- MpefocTaBnATb MHCMEKTOPaM COOTBETCTBYHOLLEE CPEeACTBO UAEHTUdMKALUM IMYHOCTM (Hanpumep,
YA0CTOBEPEHMNE JIMYHOCTU UMN UAEHTUMDUKALMOHHYIO KapTy).

3.3.4 VHcnekTopbl MOTyT:

- paboTaTtb B HaLMOHa/lbHOM OpraHe MOHUTOpUHra GLP B KauecTBe NOCTOAHHbIX COTPYAHNKOB:

- paboTaTb BKaYeCTBE NOCTOSIHHOrO COTPY/AHMKA BOPraHe. HeCBA3aHHOM COpraHoM MOHUTOpuHra GLP;

- paboTartb N0 KOHTPAKTY (MM UICNONbL30BaTb 4PYroli cnocob paboTbl) B HALMOHANBLHOM OpraHe MOHUTO-
pvHra GLP gns ocywecTBneHnsa NHCNeKL A n ayauTos NCCef0BaHNi UCNbITaTe/IbHOTO LIeHTpa.

B nocnepHux AByx cnyyasix HauuMoHasbHbI OpraH MOHWTOpUHra GLP [O/XeH HecTV MosiHyk OTBeT-
CTBEHHOCTb 3a OfnpefesieHne cratyca COOTBETCTBUA WCMbITATEsIbHbIX LEHTPOB, KayecTBa/MpuemseMocTu
ayauTa uccnegosanuii MpuHumnam GLP v npuHATUS HEOOXOANMbIX AENCTBWI, OCHOBAHHbIX Ha pe3ynbTaTax
MHCMEeKTUPOBaHUA UIN ayanTa uccriefoBaHus.

3.4 HaunoHanbHble nporpaMmmMbl cooTBeTcTBUA MpuHunnam GLP

3.4.1 MoHuTOpUHr cooTeeTcTBUA MNpuHuunam GLP npussaH yctaHasvMeaTh, peann3oBasiv N UCnbiTa-
TenbHble LeHTpbl MprHumnbl GLP npu npoBeAeHun nccnefoBaHnii, a Takke cnocobHbl I OHW rapaHTUMpoBaTh,
YTO NOJTyYEHHbIE JaHHbIE MEIOT Haj/iexallee KauecTBo. Kak oTMeuanoch Bbille, CTpaHbl 4O/HKHbI Ny6ANKO-
BaTb NOAPOOHYI0 MHhOPMALIMIO O CBOMX HALMOHAaNbHbIX NporpammMax cooTseTcTBuaA MpuHuymnam GLP. Takas
UHopmMaumsa [O0JKHA, B 4YacTHOCTU, onpegensatb ob6nacTtb M macwTtabbl Nporpammbl COOTBETCTBUA
MpuHuynnamGLP.

3.4.2 HaunoHanbHasa nporpamma cooTBeTcTBuA MpuHuunam GLP moxeT oxBaTbiBaTb /IGO0 TOSILKO
OrpaHuMyeHHbIn Anana3oH XMMUYECKMX BELLeCTB, HanpyMep XMMUyeckne BelecTBa NPOMbILIIEHHOIO Ha3Ha-
YeHus, nectTuungbl, hapmaleBTnyeckme npenapartbl MT.N.,IM60MOXET BK/I0UYATb BCE XMMUYECKUE BELLECTBA.

O6nacTb MOHUTOPUHra cooTBeTcTBUA MpuHUMnam GLP gonmnkHa onpefenaTs Kak kKaTeropum XMMmnyeckmx
BeLLecTB, Tak U TUMbl UCMbITaHW 06BEKTOB, HanpumMep usnyeckme, XuMnJYeckne, TOKCUkonorniyeckue n/mnm
3KOTOKCUKOIOTUYECKNE.

3.4.3 HauunoHasnbHasa nporpaMmma MOHUTOPUHra cooTeeTcTBuA MpuHumnam GLP moxeT npefoctaBuTb
yKa3aHus, NOCpeCTBOM Kakoro MexaHn3ma ucnbitatesibHblM LeHTpam criefyeT BBOAUTL MPOrpaMmy COOTBET-
cTena MpuHuyunam GLP.

MpvmeHeHve MpuHumnos GLP ans mMeanLMHCKOW 1 3KO/IOrMYeckoi 6e30nacHOCTU C UCNOJIb30BaHNEM
[JaHHbIX, MPOU3BEAEHHbIX C LENblo perynnpoBaHns, MOXeT 6biTb 0653aTenbHbIM. [Jo/KeH 6biTb AOCTYMNEH
MeXaHWU3M, C MOMOLL|bI0 KOTOPOrO UCNbITATENbHbIA LLIEeHTP MOXET NONYUYNTb CTATYC LIeHTPa, COOTBETCTBYHOLLErO
MpuHumvnam GLP. Ha OCHOBaHUWN pe3y/ibTaToB MOHUTOPUHIa COOTBETCTBYIOLIUM HaLMOHa/IbHbIM OPraHoM
MOHUTOpUHra GLP.

3.4.4 HauuoHasbHasa nporpamma cootseTcTBus MpuHumnnam GLP mMoxeT npefocTtaBuTb MHOpPMaL Mo
0 KaTeropmax MHCMeKL A ucnblTaTesibHbIX LEHTPOB U ayANTOB UCC/Ie0BaHUIA.

HauuoHanbHas nporpamma cootseTcTeus MpuHumnam GLP gomkHa BkIoYaTh B Ce65:
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i) obecneyeHne MHCMEKUWUI UCMbITATE/ILHOTO LieHTpa. 3TW MHCMEeKUuMn BKYalT B ceba kak oblive
WHCMEKLUMN NUCMbITaTeNbHOro LeHTpa, Tak v ayAnT O4HOT0 NN HECKO/TbKUX TEKYLLMX WU 3aBEPLLEHHbIX UCC/e-
L0BaHWiA:

H obecneyeHne crneumanbHbIX WHCMEKUWIA MCNbITATENbHOTO LEHTpa W ayauToB UCCefoBaHUi no
3anpocy perynvpyroLlero opraHa, Hanpumep, BbI3BaHHOIO 3anpocoM, CBA3aHHbIM C NpeAcTaB/ieHNneM AaHHbIX
B PEry/IMpyoLLNii opraH.

3.4.5 HauuoHanbHas nporpamma cootsetcTBus lMpuHumnam GLP gosmkHa onpefensaTtb nosiHOMOYunA
WHCMEKTOPOB /15 NOCEeLLEHNS UCTbITATE/IbHbIX LLEHTPOB 1 J0CTYyNa KA4aHHbIM, XPaHALWMMCA B UCMbITATENbHbIX
LueHTpax (B TOM uncne K obpasuam, CTaHAapTHbLIM onepauroHHbIM npoueaypam (COIM), Apyroi fokymeHTaumm
UT. n.).

VMHCnekTopsbl, Kak NpaBwsio, He XOTAT noceLarb UcnbiTaTesbHble LEHTPbI, €C/v NPOTUB 3TOro Bo3paxaeT
PYyKOBOACTBO LIEHTPA, HO MOTYT BO3HUKHYTb 0GCTOATENIbCTBA, KOrAa NocelleHne UCNbITaTe/IbHOro LeHTpa ngoc-
TYN KAAHHbIM BAAIOTCA HEO6X0AMMbIMW 4119 3aLLUTbI 3[,0P0BbSA HACENEHNSA U OKpYXatoLLei cpefbl. B Takux cny-
Yanax4o/MKHbIObITbUEeTKOONpPeAesieHbl NOTHOMOYMS, UMEIOLLMECS Y HaLMOHaIbHOro opraHa MoHUTopuHra GLP.

3.4.6 HauuoHanbHaa nporpamma cooTBeTcTBus lMpuHumnam GLP gosmkHa onucbiBaTb npoueaypbl
WHCNEKTUPOBAHUS UCNbITATENbHOIO LieHTpa v ayauTa uccnefoBaHuii AN NOATBEPXAEHWA COOTBETCTBUA
MpuHunnam GLP.

B fokyMeHTax fo/mkHbl 6bITh YKa3aHbl NpoLeaypbl, KOTOpble MCNOMbL3YIOT /15 NPOBEPKM Kak opraHu3auu-
OHHbIX NPOLLECCOB, TaK W YC/MI0BUIA, B COOTBETCTBMMN C KOTOPLIMW MAAHUPYIOT, BbINOMHAIOT, KOHTPOUPYIOT 1
perncTpupyoT nccnegosaHus. B kauecTse pykoBOACTBa N0 TakuM npouegypam MOXeT ABAATbCA «PykoBOA-
CTBO N0 NPOBEAEHNI0 MHCNEKLMIA MCNbITATENbHbIX LLIEeHTPOB 1 ayAMTOB UccnefoBaHuii» (CM. pasgen 2).

HaunoranbHas nporpamma cootseTcTeusA MpuHuymnnam GLP gomxHa onuckiBaTb AeliCTBUS, KOTOPbIE MOTYT
npeanpMHUMATLCA A1 OCYLLECTBNEHNS MHCMEKL W NCNbITATE NbHbIX LLEHTPOB U ayANTOB UCCe0BaHWIA.

3.5 MpoBeaeHne nHcNekuuii N ayanToB CCef0BaHNA UCNbITATeNbHbIX LLEHTPOB

3.5.1 Korpga vHCnekumnsa uim ayant nccnefoBaHns UCnblTaTe/IbHOroO LieHTpa 3akaHunBalTCsA, MHCNEKTOP
[O/MKEeH NoAroTOBMTL OTHET O pesy/ibTaTax B MMCbMeHHO hopme.

3.5.2 CrtpaHbl, aBnswwmecs yieHamu unm He yneHamum O3CP, Ao/mkHbI NpegnpuHuMaTh AelCTBNS B
cnyyasix oTk/I0HeHus oT MpuHumnos GLP. o6HapyXeHHbIX B Mpouecce uau nocne npoBefeHns nHcnekuum
ncnbITaTeIbHOTO LieHTpa unv ayauta nccnegobannsa. CooTBeTCTBYIOLWME AeCTBMA AOMKHbI ObITb ONUCaHbI B
LOKYMeHTaxX HalMOHa/IbHOro opraHa MOHUTOPUHra cooTBeTcTBUA MpuHuunam GLP.

Ecnun nHcnekuma ncnblTateNlbHOro LeHTpa unv ayaut nccnefoBaHunil BbIABNSIOT UL HE3HAUNTENbHbIE
OTKNOHEeHUA oT MpuHunnoB GLP. ncneitaTesnbHbIN LEHTP 0653aH yCTpaHuTb 1. Yepes onpefeneHHblii nepmos
BpPEMEHU MHCNekTopy 6yaeT He06X0AMMO BEPHYTLCS B UCMbITATENbHBIN LLEHTP, YTOObI y6eanTbCa B TOM. Y4TO
nonpasKu Gbl/IN BHECEHBI.

3.5.3 EC/M OTK/IOHEHNA HE 06HapYXeHbl UK 06HapYXeHbl UL He3HAUNTE IbHbIE OTK/IOHEHUS, HALWO-
Ha/bHbI OpraH MOHUTOPKHIa COOTBETCTBUA MpuHUMnam GLP moxerT:

- BbIMYCTUTb 3aK/I04YEHNEe O TOM, YTO UCNbITaTeNbHbIA LLEeHTP NMPOVHCNEKTMPOBAH M YCTaHOB/IEHO, YTO OH
paboTtaeTt B cooTBeTcTBUM C MNpuHumnamu GLP. MNpn Heo6xoAnMOCTV B HEro A0/MKHbI GbiTh BK/IOUYEHBI AaTa
nNpoBeAeHNs NHCNEKUMN N KaTEropun UCMbITaHWA, NPOMHCNEKTUPOBAHHbIX B UCNbITATENIbHOM LieHTpe B 3TOT
nepuog BpemMeHun. Takme 3ak/1to4eHnss MOryT 6bITb MCNO/b30BaHbI A1 NpeAocTaB/eHNs MHopMaLn Hauno-
Ha/lbHbIM OpraHam MOHUTOPUHra cooTBeTcTBuA MpuHumnam GLP gpyrux ctpaH;

- NpefocTaBUTb PEryNnpyoLWw MM opraHam, KoTopble ienanu 3anpoc Ha NpoBefieHne ayauta nccnegosa-
HWIA. feTaNbHbI OTYEeT 0 pe3y/ibTarax.

3.5.4 Ecnv o6HapyXeHbl 3HaunTeNbHble OTK/IOHEHNS, OpraHbl MOHUTOPUHIA COOTBETCTBUSA MpuHLMNamM
GLP gomkHbl NpeAnpuHATL AeiCTBUA, KOTOPbIe 3aBUCAT OT KOHKPETHbLIX 06CTOATENBCTB B KaXKAOM OTAE/IbHOM
cnyvae v lpuanYeckuX Uan agMUHNCTPATUBHbIX MOJIOXKEHWNIA, COr1acHO KOTOPbLIM OpraH MOHUTOPUHIa COOTBE-
TcTBUsA MpuHumnam GLP 6611 co3aaH B faHHOM rocyfapcTtse. [pegnpuHumaemMble AeACTBUA MOTYT BK/IlOYaTh B
cebs, HO He orpaHMYMBaTbLCA UMK:

- Bblgauyy 3ak/yeHns ¢ NoApo6HLIM aHaM30M OBHAPYXEHHbIX Hef0CTaTKOB WU HeucrnpaBHOCTEN,
KOTOpble MOTYT BANATb HA 4OCTOBEPHOCTb UCCNEA0BaHNI, NPOBEEHHbIX B UCNbITATE/IbHOM LIeHTPE;

- BbINYCK peKoMeHAaunii peryvpyoLm opraHoM, KOTOpPbI/ OTKNOHSAET ucciefoBaHns;

- MPUOCTaHOB/IEHNE NHCNEKL NN UCNbITATENIbHOIO LIeHTPpa Uan ayauTa uccnefosaHns u. Hanpumep, ecnu
39TO BO3MOXHO C aAMUHNCTPATUBHON TOUKM 3peHWS, yaaneHne NenbiTaTelbHOro LieHTpa U3 HaluMoHaIbHOM Npo-
rpammbl cooTBeTCTBMA MpuHumMnam GLP nnm ns cyuecTsyoLLLero Cnucka unmn peectpa UcnbitatesbHbIX LLEHT-
poB, nogsiexatimx nHcnekuum cootseTcTans MpuHuunam GLP;

- TpeboBaHue 0 TOM, YTO6bI 3aK/T0YEHNE C NOAPOOGHO ONMMCAHHBIMU OTK/IOHEHNAMM BbI1I0 NPUKPEN/IeHO K
oTyeTaM O KOHKPETHbIX UCC/ef0BaHUAX;
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- [eiicTBnA Yepes Cyf. ecnn 3To onpasfAaHo 06CToSATENbCTBAMU U lopUAnYeckne/agMnHUCTpaTUBHbIE
npoueaypbl N03BOAAIOT 3TO cAeNnarb.

3.6 [lpoueaypbl anennsaunm

Mpo6nembl MK pasHornacus Mexay UHCNeKTopamMy 1 agMUHUCTpaUMein ncnblTateNlbHOro LeHTpa, Kak
npasunso, paspeLlialnTcs B X04e UHCNEeKLUN unu ayanta uccriefoBaHns UCnbITaTelbHoro ueHTpa. OgHako He
BCerga cornalleHne MoxXeT 6bITb 4OCTUTHYTO. [lo/kHa cylecTBOBaTh npoLueaypa, B COOTBETCTBUY C KOTOPOW
ucnbiTaTesbHbIV LEHTP MOXET cAenaTb 3asiB/ieHne B OTHOLLIEHNN pe3y/ibTaToB UHCNEKLMN UCTbITATeIbHOro
LeHTpa unun ayauta nuccrefosaHns Ha OCHOBaHUN pe3ysibTaTtoB MOHUTOPUHra cooTBeTcTBUA MpuHumnam GLP
H/MNN B OTHOLLIEHUWN AeCTBUIA, KOTOpble NpeanaraeT NPeAnpPUHATL MO 3TOMY BONPOCY OpraH MOHUTOPUHra
cooTBeTcTBMA MpuHumnam GLP.
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MpunoxeHune A
(pekomeHayemoe)

PeweHne-pekomeHgauns Coseta O3CP o cooTBeTCTBUM MpuHLMNaM Hagnexauen
nabopaTtopHoli npakTukn [C(89)87(Final)]

(MpuHaTo CoBeTom O3CP Ha 717-m 3acefaHun 2 oktabpa 1989 r.)

MprHUMas ao BHUMaHUe.

- cTtaTby 5 a) n 5 0) KoHBeHUMn 06 OpraHu3aLMm 3KOHOMUYECKOro COTpyAHUYecTBa U pasBuTua oT 14 aekabps
1960r.;

- PekomeHpauwnto CoeTta oT 7utons 1977 r. 0 co3gaHnm pykoBOAALLMX MPUHLMNOB B OTHOLWEHWY nNpoueayp n tpe6o-
BaHWii AN NpefoTBpaLLeHNA BO3AENCTBUSA XUMUYECKUX BELLECTB Ha YenoBeka n okpyxatwwyto cpegy (C (77)97 (Final));

- PeweHne Coseta oT 12 mad 1981 r. 0 B3aMMHOM MPU3HAHWUW [aHHbLIX MPU OLEHKE XUMWYECKUX BeLLECTB
(C(81)30(Pwal))n. B 4acTHOCTM, pekoMeHzaLmo ctpaHam — yneHam O3CP npugepxuBaTtbes MNpUHLMNOB Haanexallei
na6opaTopHoii npakTnkn OSCP nNpu UCMbITAHUN XUMUYECKUX BELLECTB, N3/I0XKEHHbIX B MPUNOXEHUN 2 KITOMY PelueHuto;

- PekomeHpauuio CoBeTta oT 26 utona 1983 r. 0 B3aVMHOM Npr3HaHUU COOTBETCTBUS Hagsexalleli nabopaTopHoOiA
npaktukn (C(83)95(Final));

- BblBOJbl TPETLETO COBELLAHNSA HA BbICOKOM YPOBHe pynnbl No xumuyeckum setectsam (O3CP. Mapuxk. 1988r.).

- Heo6xoaMMOCTb 0GecneyeHust Toro, YTo6bl JaHHbIe UCTbITAHWI XMMUYECKNX BeLLecTB, NpeAcTaB/ieHHble B pery-
NMpyloLLMe opraHbl 418 OLEHKN 1 pelleHns npobnem, cBA3aHHbIX C 0XpPaHOi 3,0pOBbA YesloBeka v okpyxatoLleli cpeabl,
MUMeNn BbICOKOE KauyecTBO, Obl/IN fOCTOBEPHBIMU U HAAEXHBIMY;

- Heob6XoAMMOCTb CBEfleHNS K MUHUMYMY Ay6NMPOBAHUSA UCMbITAHWIA XMMUYECKNX BELLECTB U. TEM cCaMbiM, Gonee
3P heKTMBHOTO NCMOMb30BAHUSA UCTbITATE/bHbIX LLIEHTPOB UJ/TIMYHOrO COCTaBa CneLmanncToB, aTakke CoKkpalleHns yicna
XWBOTHbIX, UCMO/b3yEMbIX B UCMIbITAHUM, @ TAKXe YUNTbIBas, YTO:

- Mpu3HaHue npouefyp MOHUTOPUHIa COOTBETCTBUA Hagnexalleih nabopaTopHOil NnpakTuke 6yaeT cnoco6CcTBO-
BaTb B3aVMHOMY NPU3HAHWIO faHHbIX 1. TEM CaMbIM, CHUXXEHWIO YPOBHS Ay61MPOBaHNA UCMbITAHWNA XUMUYECKNX BELLecTB;

- OCHOBaHMEM /15t NpPU3HaHWA NpoueAyp MOHUTOPUHTa COOTBETCTBMA MpuHuMnam GLP siBnsieTcsa noHuMaHve u
floBepue Kk npoueaypam B cTpaHe — uyneHe O3CP, rge nonyveHbl paccmaTpuBaeMble AaHHbIE;

- rapMOHW3MPOBaHHbIE NOAXO0Abl K MOHUTOPUHTY COOTBETCTBMA MpUHLUMNaM Hagnexaleil nabopaTopHOI NpaKTUku
B 3HAUUTENbHOW Mepe cofeicTByloT hopMUpOBaHMI0O HEOGXOAMMOro [OBEepUs K npouesypam Aapyrux ctpaH. CoseT no
npeAJ/IoKeHNI0 COBMECTHOrO COBeLaHns YNpaBAsiowWwero komuteta crneunanbHOW NporpaMmmbl KOHTPOSIS XMMWUYECKNX
BelecTB ¥ Ipynnbl N0 XMMUYECKUM BeliecTBaM, of06peHHOro KomuteTom no oxpaHe okpyxatlieli cpefbl, NPUHAN
HUxecnegymwuiee.

YacTtb | — MpuHuunbl GLP M MOHUTOPUHT COOTBETCTBUSA

11 CoBeT nocTaHoB/SAET, YTO CTpaHbl — useHbl O3CP, B KOTOPbLIX OCYL,ECTBAAKTCA UCMNbITAHUA XUMUYECKUX
BeLeCTB A9 UX OLEHKN B LIeISIX OXPaHbl 340P0Bbs Ye0BeKa 1 OKpyxXatLieii cpefbl B COOTBETCTBUM C MpuHUMnamu Hag-
nexauleid na6opaTtopHOi MpakTUKM W KOTOpble cornacywTcs ¢ MNpuHuMnamy Haanexaueli nabopaTopHOl NpakTuku
OQ3CP, n3noxeHHbIMU B NnpunoxeHun 2 k Pewexunto Coseta (C (81) 30 (Final)], 4omKHBI.

(o] YyCTaHOBUTL HalMoHasbHble NpoLeaypbl MOHUTOPUHIa cooTBeTcTBUA MNMpuHumnam GLP. ocHOBaHHbIe Ha MHCNEeK-
unax nabopartopuii n aygutax uccnefoBaHus.

1) HasHaunTb opraH(bl) ANs BbINONHEHUA DYHKLWIA, TpeGyeMblx NpoLieaypaMn MOHUTOPUHIA COOTBETCTBUS;

w/) notpe6oBaTh, YTO6bI PYKOBOACTBO UCMbITATENIbHOTO LIeHTPa B onpeeneHHbIX cyyasx onybamkosano geknapa-
LMo 0 TOM. YTO UCC/le0BaHNA NPOBOAATCA BCOOTBETCTBUM C MpuHumnnamu GLP napyrumm nonoxeHnamMm, yCTaHOB/IEHHbI-
MW HaUWOHa/IbHbIM  3aKOHOAATe/IbCTBOM WM  afMWHUCTPATUBHLIMK NpouejypaMu, WMEeLWUMN OTHOLEHNe K
Hagnexaleih nabopaTopHOi npakTuke.

1.2 CoBeT pekomeHAyeT cTpaHam — uneHam O3CP npu pa3paboTke U BHeAPEHWWN HaLWOHaNbHbIX npoueayp
MOHUTOpMHra cooTBeTcTBUA MpuHuunam GLP npumeHaTb «PykoBOACTBO No npouegypaM MOHUTOPWMHIa COOTBETCTBUSA
Hajnexallieli nabopaTopHoOii NpakTuke» n «PykoBOACTBO N0 NPOBEAEHNI0 NHCNeKL Wit nabopaTopuii n ayanuTos nccnepo-
BaHWA», U3/10XKEHHbIe (COOTBETCTBEHHO) B MPUMOXEHMUAX |1 |l. KOTOpble SABNATCS HEOTbEM/IEMOI YacTbio JaHHOro Pele-
HUsA-pekomeHjalmu.

MpumeyaHune — Mpunoxenue Il KC(89)87(Final)/Revised in C(95)8(Fmal) n3noxeHo B (2).

YacTb Il — MpusHaHue cooTBeTcTBUA GLP cTpaHamu — uneHamu O3CP

111 CoBeT/I0OCTaHOBNAET.UTOCTPaHbl — YneHbl O9CP npu3HaloT rapaHTum Apyroi ctpaHbl — yneHa O3CP, koTo-
pas nonydyaeTt AaHHble (pe3ynbTaTbl) UCMbITAHU B cooTBeTCTBMM C MpuHumMnamn GLP. ecnu pganHas gpyras ctpa-
Ha — uneH OOCP cooTBeTCTBYeT YacTu | n nyHkTty 11.2.
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112 CoBeT NoCTaHOB/IAET, YTO B LeN1IAX NPU3HAHNA COOTBETCTBUA NYHKTY 111 cTpaHbl — ysieHbl O3CP A0/KHbI:

- HasHauuTb opraH(bl) 4NA MeXAYHAPOAHON CBA3N 1 UCMONHEHUSA APYTMX (DYHKLUIA, OTHOCALLUXCA K NPU3HAHMIO fjaH-
HbIX, N3/10XKEHHbIX B HACTOSLLEN YACTN U NPUNOXEHNAX K HACTosAWeMy PelleHno-pekoMeHaauunm;

- opraHusoBaTh C ApyrMMun cTpaHamym — yneHamu OICP o6MeH uHopMauneid, kacatLeincs npoueayp MOHUTO-
PUHra COOTBETCTBUSA, N3MOXEHHbIX B JOKYMeHTe «PyKOBOACTBO MO npoLegypaM MOHUTOPUHTa cCooTBeTCTBUA GLP». usno-
xeHHoM B (C (95) 8 (Final)).

- BHeApUTb NpoLeaypbl, C NOMOLLbI0 KOTOPbIX, ECN CYLLECTBYIOT 060CHOBaHHbIe MPUYKHbI, MH(hopMaLWIo, Kacato-
LLytOCA COOTBETCTBUA UCNbITATENbHOIO LeHTpa MpuHuymnam GLP (Bkioyas MHopMaLmio 0 KOHKPeTHOM UCCef0BaHun),
MOXHO 1CKaTb B ApYroi ctpaHe — uneHe OOCP B npegenax ee PUCANKLNN.

113 CoBeT nocTaHoBnseT, 4To PekomeHgaumsa CoBeTa 0 B3avMHOM NPU3HAHUU COOTBETCTBUS HaAexallein na6o-
patopHoii npaktuke [C (83) 95 (Final)] fo/mkHa 6bITb OTMEHEHA.

YacTb Il — MeponpusaTua O3CP B 6yayLliem

111 CoseT OSCP nopyyaeT KoMuUTeTy N0 OXpaHe oKpyxaioLiei cpefbl 1 YNpaBastowemMy KOMUTETY cneluanbHOi
nporpamMmMbl Mo KOHTPOJII0 XMMUYECKNX BELLECTB N0 Mepe Heobxo4MMOCTM O6HOBAATL U pacwnpaTb «PykoBOACTBO NO Npo-
LefypaMm MOHUTOPUHIa COOTBETCTBMA MpuHUMNam Hagnexalyeii nabopaTopHOi NpakTukM» 1 «PykoBOACTBO No NpoBege-
HUIO MHCMeKUuii nabopaTopuii © ayAnTOB MCCNeAoBaHUs», U3noxeHHole B (1). (2). ¢ yueTom pa3paboTok M onbiTa
cTpaH — 4neHoB O3CP 1 cooTBeTCTBYOLL e AeATENbHOCTY APYTUX MEXAYHAPO4HbIX OpraHu3aLuii.

M2 CoseT OOCP nopyyaeT KomnteTy No oxpaHe OKpyxatloLei cpefbl 1 YnpasistolemMy KOMUTETY cneLmanbHO
nporpammbl Mo KOHTPO/TI0 XMMUYECKUX BELLLEeCTB NPOAO/IKUTL paboTy Nporpammsl, HanpaB/IeHHO Ha coaelicTBue BHeape-
HUIO HacTosuero PelweHna-pekoMeHjanmnm, a Takke ans obecneyeHns NOCTOAHHOTo obMeHa nHpopmaLmeii 1 onbITom No
TEXHWYECKNM U afMUHUCTPATMBHbLIM BONpPOCaM, CBSA3aHHbIM C NpuMeHeHnem MpuHuMnos GLP 1 BHegpeHuem npouenyp
MOHVMTOPUHIa COOTBETCTBUS HaAexalleil nabopaTopHON NpakTuke.

1113 CoBeT OSCP nopyyaeT KoMuUTETY N0 OXpaHe oKpyxaioLiei cpedbl 1 YnpaBastowemMy KOMUTETY cneluanbHOi
nporpamMmmbl MO KOHTPOJII0 XMMWUYECKMX BELLeCTB paccMaTpuBaTb Mepbl, MpeAnpuHATbIe cTpaHamu— uyneHamu O9CP B
COOTBETCTBUM C HACTOSAWMM PelleHnem-pekoMmeHaaLlmei.
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Mpunoxexnvne B
(pekomeHgyemoe)

MepecmMoTpeHHOe PYKOBOACTBO MO 06MeHY MHdopMaLumnen o HaynoHa bHbIX NporpaMmmax
MOHMTOPUHra cooTBeTcTBMA MNpuHuMnam Hagnexaleli nabopaTopHOW NpakTUkn

(MpunoxeHue il k (C (89) 87 (Proal)l/nepecmotperHoe npunoxeHue Il k (C (95) 8 (Final)))
(B pegakuumn CoeTa oT 9 mapTa 1995 r.)

YacTb Il. nyHkT 2 3akoHa CoseTta O3CP cogepxuTt pelleHve o6 obMeHe mexay cTpaHamu — dneHamu O3CP
MHhopmaLmeii, oTHocAWeNCca K X nporpaMmmamM MOHUTOpUHra cooTBeTcTBus lMpuHuvnam GLP. [laHHOe npunoxsHue
npejgocTasnseT pykoBOACTBO OTHOCUTE/IbHO TUMNOB MH(OPMALMK, KOTOPbIMU HE06X0A4MMO 06MeHuBaTbCA. Ecnun nHdop-
Mauus. KacatLwancs BCex acnekToB, 0XBaTbiBaeMbIX «PykoBoACcTBamu Mo npouegypam nporpaMm MOHUTOPUHIa COOTBET-
CTBUA HaAnexaleih nabopaTopHOI nNpakTuke», MeeT OTHOLWEHWE K MOHUMAaHUIO MPOrpaMM MOHUTOPUHIra COOTBETCTBUS
MpuHunnam GLP apyrux ctpaH — yneHos OOCP, ocoboe 3HauyeHne MMetoT onpegeneHHble TuMbl nHdopMaLluu.

OHU BK/IIOYAIOT B CEOS:

- MpuHymnel GLP, NnpuHATLIE HA HALMOHa/IbHOM YPOBHE;

- 06nacTb NPUMEHEHNSA HaLMOHaIbHOV NporpamMmbl MOHUTOPUHIA COOTBETCTBUA MpuHUMnam GLP c Touku 3peHust
oxBaTa TUMOB XVMUYECKNX BELLECTB U TUNOB UCMbITaHWIA.

- WAEHTUYHOCTb, PUANYECKNIA CTaTyC M OpraHW3aLMOoHHYI0 CTPYKTYpY (HauMoHanbHOro/HauMoHanbHbIX) opra-
Ha(oB) MOHUTOpUHTa GLP;

- npoueaypbl, TPUMEHAEMbIE B XOA4€ NPOBEAEHUSA UHCMEKUWI 1 ayanTOB NCCNeA0BaHNA NCMbITATe/IbHOrO LLeHTpa, a
TakkKe NepnoAnYHOCTb MHCMEKLWIA U/unn KpuTepumn rpadmkoB UHCNEKLWIA.

- YUCNO0 U KBANMMMKALWNIO NHCMEKTOPOB;

- feicTBusA, KoTopble 6yAyT NPeANPUHATLI HALMOHA/IbHBIMW OpraHamu MoHuTopuHra GLP B cnyvasx Heco6noge-
Hus Tpe6oBaHuii MpuHuMnos GLP. B Tom uucne, npu Heo6XoAWMOCTU, BO3MOXHOCTb MHpopMUpOBaTbL Apyrue cTpa-
Hbl — yneHbl O3CP 0 pesynbTatax UHCNEKLUWIA UCMbITATE/IbHOTO LleHTpa 1 ay4UTOB UCCef0BaHNs;

- Mepbl N0 3almTe KOHPUAEHUNANbHOCTN NHhopmaLum;

- npoueaypbl 4719 UHALMMPOBAHWA U MPOBEAEeHUS MHCNEKL M NCNbITaTeIbHOTO LleHTpa 1 ayAnToB NCCrief0BaHuns, a
TakKxXe NoAroToBKy OTYETOB MO UX pe3yfbTaram Mo 3anpocy Apyrux ctpad — yneHos O3CP;

- mpoueaypbl AN NONy4YeHUs MHopmaunm 06 MchbiTaTeNbHbIX LLeHTpax, KoTopble ObliM MPOUHCMEKTMPOBaHbI
(HaunoHanbHbIMK) opraHamMn MoHuTopuHra GLP gpyroii ctpaHbl — YneHa O3CP, B ToM yucne crtaTyca COOTBETCTBUSA
TakKunx LeHTPOB;

- TUN cepTudurKauuy NCnbiTaTebHOro LEeHTpa, a KOTOpoM Obln NpoBeeHbl NCCNef0BaHNA, COOTBETCTBYOLW e
MpuHymnam GLP.

B cnyyae, ecnu 6yayT HalifjeHbl cepbe3Hble OTK/IOHEHUS, KOTOPbIE MOTW Gbl MOB/NATL HA KOHKPETHbIE UCCe0Ba-
HUS. (HaynoHanbHbIi)OpraH MoHuTopuHra GLP gomxeH paccmMoTpeTb BONPOC 0 HE0O6X0ANMOCTU MHChOPMUPOBATL O CBO-
1X BbIBOJAX COOTBETCTBYHOLWME (HaLMOHaNbHbIE) OpraHbl MOHUTOpUHra GLP apyrux ctpaH — uneHos O3CP.

HaumeHoBaHNA 06EKTOB UCMbITATE IbHbIX LLEHTPOB, NOANeXaLUX MHCNEKLUN B UCTbITATENbHbIX LLeHTpax B pamkax
HauMOoHaNbLHON NporpaMmMbl cOOTBETCTBMSA MNpuHUMnam GLP. ypoBeHb UX COOTBETCTBUA HaLMOHa bHbIM MpuHumnam GLP
n pgata(bl) NpoBeAeHUA AO/MKHbI eXerofHo NpefocTaBNATbCA (HauMoHa/bHbIM) OpraHam MoHuTopuHra GLP gpyrux
cTpaH — uneHos OJCP no ux 3anpocy (cM. npunoxeHne C). MNpu3HaHne HaunoHaNbHbIX MporpamMmm cooTBeTCcTBUS MpUH-
unnaMGLP moxeT nocTynuTb 0T Apyrmux ctpaH — 4neHoBO3CPHecpa3sy.CTpaHbl — uYsieHbl O3CP f0/MKHbI 6bITh FOTOBbI
pellaTh cyulecTByLWMe Npo6aembl, 4eACTBYSI cOrnacoBaHHO. BnosiHe BO3MOXHO, 4To cTpaHa — uneH OSCP He MoxeT
CyAuTb O NPMEMIEMOCTY Nporpamm cooTeeTcTBUA MprHUMnam GLP apyroii cTpaHbl UCKTOYNTENBHO HA OCHOBE MUCbMEH-
HOro o6MeHa HhopMaLmeid. B Takmx cnydasax ctpaHbl — uneHbl O9CP mMoryT Tpe6oBaTth rapaHTumM nyTeM KOHCY/bTaluii n
06CYXAEHNI CCOOTBETCTBYIOLWMNMUN HALMOHATbHBIMW OpraHamu MoHuTopuHra GLP. B aToli cBA3n O3CP npepgocTasnseT
dhopyM Ansa 06CyXAeHNa 1 pelleHns Npo6siemM, OTHOCALLMXCA KrapMOHU3aL M 1 NPpUHATAIO NPOrpaMmM MOHUTOPUHIA COOT-
seTcTBUA MpuHunnam GLP Ha mexayHapoAHOM ypoOBHe.

[nsa cofeicTBus pa3BUTUIO MeXAYHApPOAHbIX CBSI3el U NpoAo/IxeHns obMeHa nHopmMaLneii umeeT oyeBuagHoe
npenMyLLecTBo co3gaHne eJuHoOro opraHa MoHutopuHra GLP, oxsatbiBatouiero B ctpaHe — uneHe O3CP Bclo geATesb-
HOCTb B COOTBETCTBUU C HaAeXaLleil NabopaTopHO NPaKTUKOWA.

Ecnu cyuwecTByeT HECKO/IbKO OpraHoB MOHMTOpUHra GLP. ctpaHa — uned OQCP fo/mkHa rapaHTMpoBaTh, YTO OHU
paboTaloT Ha NOCTOSIHHO OCHOBE 1 UMEIOT aHa/IOTUYHbIe NMPOrpamMmmbl COOTBETCTBUSA MpuHumMnam GLP. OpraH unm opratsl,
oTBevalLine 3a MexayHapoAHble KOHTaKTbl, JO/DKHbI 6bITb ONpeaeneHbl cTpaHamn — yneHamm O3CP.

MoOryT BO3HVKHYTb CUTyaL MK, KOTAA HaLMOHaNbHbI perynupytownii oprad ctpaisl — yneHa O3CP gomxeH 3anpa-
wuBaTh MHhopmaLuuio o ctaTyce cooTBeTcTBus MpuHunnam GLP mcnbiTatenlbHOro LLeHTpa, PacnosioXeHHOro B Apyroi
cTpaHe — uneHe O3CP.
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B pefknx cayyasx n ecnuv cywecTByeT Beckas MpuynHa, peryimpytowmm opraHom Apyroii ctpaHbl — uneHa O3CP
MOXeT 6bITb OCYL|eCTB/IeH 3anpoc Ha NposejeHne ayauta uccnefosaHuit. [lo/kHbl 6biTb NPefyCcMOTPEHbl Mepsbl, C
NOMOLLbI0 KOTOPbIX 3TN 3aNPOChl MOTYT 6bIThb BbIMO/IHEHbI, & pe3y/bTaThl BBUAE OTYETA NPeACcTaB/IeHbl 3anpalivBanLLemMy
perynupyouiemy opraHy.

[ns obmeHa nHhopmauuein Mexay opraHamu MOHUTOpuHra GLP fomxHbI 6bITh CO3[aHbl 0dhnLmanbHble MexayHa-
pofiHble KOHTaKTbl. OJHAKO 3TO He cneflyeT NoHNMaTh Kak npefoTepalleHne HedhopMasibHbIX KOHTAKTOB MEXy perynvpy-
IOLLM OpraHoM u opraHoM MoHuTopuHra GLP gpyroii ctpaHbl — uneHa OOCP B TOM 06beMe, KOTOPbIN 6bl/1 NPUHAT 415
Taknx KOHTaKTOB 3aMHTEPeCcOBaHHbIMM CTpaHaMn — YneHamu O3CP.

HauvoHanbHble opraHbl GLP go/mkHbI ykasaTb, YTO OpraHbl Apyroii ctpaHbl — yneHa O3CP, BO3MOXHO, noxenawT
NpuCyTCTBOBATL NPU MHCMEKL MU UK ayanTe UCCIe0BaHNs UCTbITaTe/IbHOTO LLIeHTPa, 0 KOTOPOM Lu1a pedb B UX cneyunasb-
HOM 3anpoce, UM OHU MOTYT NoXenaTb, YTobbl NpecTaBuTeNb (NpegcTaBuTenn)cTpad — yneHos O3CP npucyTcTBOBa-
Nn B X04e NPOBEfEHNs cneLunanbHOi MHCNEKLMN NCNbITATENBHOTO LeHTPa AN ayanTa uccnefosanunsa. B takux cnyvasx
cTpaHbl — uneHbl O3CP A0/MKHbI NO3BONATL MHCMEKTOPaM ApPYroi cTpaHbl — yneHa OQCP yyacTBoBaTth B NpOBeAEeHNN
MNHCNEKLUN NCMbITATE/IbHOTO LleHTpa 1 ayauTa ucciefoBaHuns, OCyLIeCTBISEMbIX X OpraHoM MOHUTOpUHra GLP.
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Mpunoxexune C
(pekomeHgyemoe)

PyKOBOACTBO A/19 OpraHoB MOHUTOPUHIA COOTBETCTBUSA MpuHUMNam Hagnexaueii na6opaTopHoii
NpakTUK1 MO NOArOTOBKE €XeroaHoro 0630pa NPOMHCNEKTUPOBAHHbLIX UCNbITATE/IbHbIX LLEHTPOB

(AononHeHune k npunoxenuto Il |C(89)87(P1nal)ynepecmoTpeHHoe gononHeHune k npunoxenuto Il (C(95)8(FInal)))

0O630pbl MHCNEeKUUA GLP foMXHbI pacnpocTpaHsaTbCsA Cpesy YIEHOB rpynnbl 3kcnepToB no GLP O3CP ucekpeTapu-
ata O3CP exerofHo o koHua mapta. Crneylowmnini MUHUMabHbI HA60p NHhOpMaL MK J0KEH NMO3BOIATL TAPMOHN3NPO-
BaTb 0630pbl, KOTOPbIMY O6MEHNBAOTCS MeXAy CO60l HaunoHanbHble opraHbl MOHUTOpPUHra GLP

1 NpeHTuduKkaumsa MHCNEKTUPYEMOTO NCNbITATENIbHOTO LEeHTpa

[na Toro uto6bl UAEHTUMUKALMID UCTbITATENIBHOTO LEHTPa MOXHO 6bI/10 Gbl MPOBECTU KOPPEKTHO, HEO6X0AUMO
MMEeTb 0 HEM J0CTATOUYHOE KOJIMYECTBO UH(POPMALMM, @ UIMEHHO: HAUMEHOBAHME UCNbITaTeNIbHOTO LEHTPA, fopoja 1 cTpa-
Hbl. B KOTOPOI1 OH HAXOAUTCS, B TOM YMACNE UHCNEKLMM 3a pyGexXoMm.

2 [laTbl NpoBefeHUsi MHCNEKL Ui 1 NPUHATAA peLleHnit

MecsL, 1 rof, NPOBEAEHNS UHCMEKLWN, U MPU HEOBXOAUMOCTU AaTa NPUHSTAS OKOHYATENIbHOTO PeLleHus o cTatyce
cooTBeTcTBUSA MpuHumMnam GLP.

3 XapakTtep uHcnekuuu

JomkHa ObITb YeTkas VIHCbOpMaLl'VIFI 0 TOM. NpoBOAUAACh NN MHCNEKUUA cooTBeTCcTBUA MpuHumnam GLP B nonHom
06beMe U ToNbKo ayout nccnepoBaHua, aTtakxe asnsanacb M HCNekUunsa pyTVIHHOVI (I'IﬂaHOBOVI) N Kakme NMeHHO opraHbl
6blN BOBIEYEHbI B 3TOT npouecc.

4 O6nactu 3KCNepTnU3 NPONHCNEKTUPOBAHHOIO UCNbITATE/IbHOTO LeHTpa

Takkak cooTBeTcTBMe MpuHUMnam GLP cBA3aHo ¢ UcnbITaHUAMU, NPOBEAEHHbIMU UCMbITATENbHBIM LLEHTPOM, B eXe-
rofHble 0630pbl J0/DKHbI GbiTb BK/IOYEHbI 06/1aCTU 3KCMEPTU3bl MPOWHCNEKTUPOBAHHbIX MCMAbITATENbHbLIX LEHTPOB C
MCMnonb3oBaHWeM NepeyHs crneyoLx OCHOBHbIX KaTeropuii:

1) hU3NKO-XMMNYECKNe NCTIbITaHNSA:

2) uccnepoBaHUs TOKCUYHOCTH;

3) nccnefoBaHUA MyTareHHOCTH;

4) akonoruyeckne nccnefoBaHns TOKCUYHOCTU Ha BOAHbIX U HA3EMHbIX OpraHn3max:

5) nccnegosaHusa noBeAeHns B BOAeE, MOYBE 1 BO3fyxe, 6UOaKKyMynsauus;

6) nccnefoBaHNA OCTATKOB.

7) vccnepoBaHusi BANSHUA HA ME30KOCMbI M NPUPOHbIE 3KOCUCTEMBI;

8) XMMWKO-aHaNUTUYeckne U XMMUKO-KNIMHNYECKNE UCTIbITaHNS;

9) apyrue uccnegosanus (ykasatb).

Heo6Xx0ANMO NOAYEPKHYTb, YTO 3TV KATEropnu NCNosib3y0T Ha TMOKO OCHOBE B KaXA0M KOHKPETHOM Criyyae v YTto
uesnblo SIBNAeTCA npefocTaBneHne nHopmaumm, oTHocsLelica K COOTBETCTBMIO GLP ncnbiTaTeNbHOro LeHTpa, kotopas
6yfeT nonesHoi AN ApYrux HauvoHabHbIX OPraHOB MOHUTOPUHTA.

5 CTaTtyc cooTBeTCTBUSA

[ins oTyeTa o0 cTaTyce COOTBETCTBUSA UCMbITATE/ILHOTO LieHTPa ciedyeT UCNoNb30BaTh caeaytole Tpu KaTeropmn.

- COOTBETCTBYeT.

- He COOTBETCTBYET;

- Ha paccmoTpeHuu (pending), c o60cHOBaHMEM.

B cBeTe TOr0, 4To «pending» (Ha paccMOTpPeHUN) TpakTyeTca No-pasHoMy cTpaHamn — yneHamn O3CP u uTo pas-
NINYHble NPaBOBble N aAMUHNCTPATUBHbIE CUCTEMbI HE NO3BOAOT rAPMOHN3MPOBAHHOIO KCMO/1b30BAHNA 3TOr0 TEPMUHA.
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ncnonb3osaHme crtatyca «pending» AOMKHO CONPOBOXAATbCA 0OBACHEHUSAMU B HALMOHA/IbHOM 0630pe MCnblTaTeNbHbIX
LEeHTPOB. Takne 06bSACHEHUSI MOTYT BK/lOUaTbB ceb6sl, Hanpumep, «pending reinspection» (Ha paccMOTPEHUU [,0 NOBTOPHOIA
nHcnekuun), «pending responses from test facility» (Ha paccmoTpeHun 0 NOAyYeHUs oTBETa OT UCMbITATENIbHOTO LEEHTPa),
«pending completion of administrative procedures» (Ha paccMOTpeHuN [0 3aBepLUEHNA afMUHUCTPATMBHbIX Npoueayp) n

T-4.

6 KommeHTapuu

Ecnun Heobxogumo, ganee MoryT 6biTb faHbl KOMMeHTapum.

7 3HauyuTesnbHble HeJoCTaTKu

B exxerogHbix 0630pax 0 NPOMHCNEKTUPOBAHHbIX UCMbITATENbHbIX LeHTpax A0/MKHbl ObiTb NpefcTaBeHbl Kak MUHN-
MYM MHAWBUAYasbHbIE KCCNef0BaHUA, ANA KOTOPbIX B X04€e ayAuTa nccnefoBaHns 6biim 06HapyXeHbl CyLleCTBEHHbIEe
HefoCTaTKM M KOTopble, cnefoBaTesibHO, AO/MKHbI 6bITb OTK/IOHEHbl OpraHaMu perucrTpauun v npuema uHdopmauun.
OfiHaKo, NOCKOJ/IbKY MHOTVE nccnefoBaHus NpeactaBnaTcAa opraHam B page cTpaH B OHO 1 TO Xe BpeMsi, peKomeHayeT-
Csl. 4TOGbl Takoro poja wHOpMauusa pacnpocTpaHsnacb cpefau HauMOHa/IbHbIX OpPraHoB Kak MOXHO ObicTpee Ha
cneymnanbHON OCHOBE, eC/in 3TO He06X0AMMO B AOMOJTHEHME K eXeroAHbIM 063opam.

8 3ak/oyeHne 0 COOTBETCTBUU

Ecnu 3akntoyeHne 0 COOTBETCTBUM NPEeAOCTaBAAETCA UCNbITATe IbHbIM LLleHTpaM HauMOoHaIbHbIMU OpraHaM MOHU-
TOPWUHTa. OHU A0J/IKHbI UCNO/1b30BaTh Te Xe CaMble TEPMUHO/I0TUI0 U KaTeropuu, 4To B eXxerogHom o63ope.

9 PacnpocTpaHeHne exerofgHbix 0630poB

O630pbl A4OMKHbI PAcNpOCTPaHATLCA eXerogHo A0 KoHLa MapTa cpeau 4neHoB rpynnbl no GLP n cekpeTapuata
OQ3CP. 9Ta uHhopmauna MoxeT 6bITb 06HapPog0BaHa Mo crneLranbHOMY 3anpocy.
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12

Buénunorpadcusa

OECD series on Principles of Good Laboratory Practice and Compliance
Monitonng — No 1 — «Principles on Good Laboratory Practice» (Cepus 4OKyMeHTOB
OQ3CP o MpuHyunax Hagnexatieit NabopaTopHO NPakTUKN U MOHUTOPUHIE COOTBET-
cTBusA. Mr 1. «TpuHUmMnbl Hagnexauieii nabopaTopHoii NPakTUKM»)

OECD senes on Principles of Good Laboratory Practice and Compliance
Monitonng — No 3 — Revised guidance for the conduct of laboratory inspections and
study audits: 1995 (PykoBOACTBO NO NPOBEAEHMIO MHCNEKL M NabopaTopuii n ayantos
nccneposaHnii: N9 3 199S, n3 cepumn gokymeHtos O3CP o MNpuHuyunax GLP n MoHuTO-
pUHre COOTBETCTBUA)



FOCT 31879—2012

Y[AK 502.3/504.03:615.9/615.07:004.9:006.354 MKC 13.020.30

KntoueBble cnoa: MpuHLUMNbI Hagnexalleli nabopaTopHoli npakTukn. GLP. MOHUTOpPUWHT cooTBeTcTBUA GLP,
HeKMHMYecxme ncnoiTaHus, obecneyeHve kavyecTsa
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