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rocT 31879—2012

6 BBE/JEH BMNEPBbIE

UHpopmayus o6 usMeHeHUsX K HacmosiweMy cmaHoapmy rybnukyemcs: 8 exezo0HoO us0asaemMom
UHghbopMayUoHHOM yKkazamere «HayuoHanbHble cmaHOapmbi», @ MEKCm U3MeHeHUU U orpasok — 6 exeme-
CAYHO U30asaeMbix UHGOPMaUUOHHbIX yKkazamensax «HayuoHanbHbie cmaHdapmbl». B criyyae nepecmompa
(3ameHbl) unu ommeHbl Hacmosiwezo cmaHdoapma coomeemcemeyrouiee yeedomreHue 6ydem orybrnukosaHo
8 eXxeMecsYHO uzdasaeMoM uHopMayUOHHOM yKkasamerie « HayuoHaneHbie cmaHOapmsi». Coomeemcmey-
rowas uHghopmauusi, yeedoMieHuUe U mekcmbi pasmewiaromces makxe 8 UHghopMayUoHHOU cucmeme obuje20
rnosib308aHuUs — Ha oghuyuanbHoMm calime @edeparnbHO20 azeHmMcmea 1o MeXHUYECKOMY peaynupo8aHuio U
mempornoauu 8 cemu VIHmepHem

© CtaHgapTtuHdopm, 2013

B Poccuiickon ®eaepalim HacTOALUIA CTaHAAPT HE MOXKET BbITb NOMHOCTLIO UMM YacTUYHO BOCMPOU3Be-
AeH, TUpaXxnpoBaH 1 pacnpocTpaHeH B kadyecTBe oduumansHoro usaaHmna 6es paspewerHuns degepansHoro
areHTCTBa No TeXHUYECKOMY peryrnpoBaHu1io U METPOIOrUn
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BBegeHue

MpuHatoe B 1981 r. Pewerne Coseta OOCP o B3aumHoM npusHanum AaxHbix [C (81) 30 (Final)], cornac-
HO koTopoMmy pykosoasawmin gokymeHT «OECD Series on Principles of Good Laboratory Practice and
Compliance monitoring — No 1 — OECD Principles of Good Laboratory Practice (GLP) (Cepusi gokymeHTOB
OO3CP o lMNpuHuunax Hagnexawen nabopaTopHON NPaKTUKA U MOHUTOPUHIe cooTBeTCTBUSA. Ne 1. MpuHUMnbI
Haanexallen nabopatopHoi npaktukm OOCP GLP)» [1] (aanee — MpuHumMnbl GLP) siBnsieTcs ero HeoTbeM-
nemoiyacTbto, BKMovaeT B cebsa nHcTpykumio O3CP no npoBegeHWo MepONpUsTUiA, Nno3sonsowmxobneryaTb
rapMOHM3MPOBaHHbIe Ha MexZyHapodHOM YpoBHe noaxodbl Ans obecnedeHus cooTseTcTBMA MpuHumMnam
GLP. Bcneactsue aToro, B LENsAX COAENCTBUSA BHEAPEHUA CONOCTaBUMbIX NpoLeayp MOHUTOPUHra cooTse-
TcTeus MpuHuunam GLP, a Takke npuHUmMna mexxayHapogHoro NpuHATUS cTpaHaMmu — dyneHamun O3CP, B
1983 r. Coser O3CP npuHan pekoMeHAaUuo 0 B3aUMHOM NpUsHaHn1 cooTBeTCTBUA MpuHLMNam Haanexa-
weli nabopatopHoi npakTukun [C (83) 95 (Final)], B koTopoi onpeaeneHbl OCHOBHbIE XapaKTepucTUKA npoLeayp
MOHUTOpUHra cootBeTcTBUSA MNpuHunnam GLP.

Pabouas rpynna o B3anMHom npusHaHum cootseTcTBUs MpuHumMnam GLP (aanee — PaGoyas rpynna)
6bina cosgaHaB 1985r. — nog npegcegatensctsom npod. B. CunaHo, Utanus (B. Silano), utobbl cogencTso-
BaTb MpakTuieckomy BHeapeHuto akToB CoeeTa no GLP, BelpabaTbiBaTh 06LMe nogxoabl K TEXHNYECKAM 1
aAMUHUCTPaTUBHBLIM Npobremam, cB3aHHBEIM C MOHUTOPUHIOM cooTBeTCTBUA MpuHuMnam GLP, a Takke pas-
pabaTblBaTb MeXaHW3Mbl 411 B3aMMHOr0 MPU3HaHUS NpoLeayp MOHUTOPUHra cooTBeTcTBMsA MpuHumMnam GLP.
B Pabouen rpynne npuHANM ydacTve npeACTaBUTENN criedyowWwmnx cTpaH 1 opraHusauunin: ABctpanuu, benbrum,
Kanagebl, JaHunn, ®egepatnsHoi Pecnybnukn Fepmannm, PuHnsHanm, dparumn, Utanum, AnoHun, Hopeeruu,
Hugepnargos, MopTyranuu, Ncnanun, Weseumnu, Weenuapun, Benukobputanuu, CLUA, Komuccumn esponeit-
ckux cooblecTs, MexayHapoaHoi opraHusalum no craHaapTusauun, KoHseHuun no dapmMavesTuyeckoi
NHCMEeKUMK, a Takke BcemmnpHoi opraHnsaLmmn sgpasooxpaHeHus (BO3).

Paboyas rpynna paspaboTtana, B 4acTHOCTU, «PykoBOACTBO MO npoLeaypam MOHUTOPUHra COOTBET-
CTBUSA Hagnexallen nabopaTopHO MPaKTUKe», KOTOPOE KacaeTcsl agMUHUCTPaLMK, NepcoHarna vu nporpaMmmbl
MOHUTOpPWHra cootBeTcTBUs MpuHumnam GLP. JaHHoe pykoBoacTBO 6bI10 NpUcoeanHeHo K PelueHunio-peko-
meHaaumm Coseta O3CP no cooteetcTeuto MNpuHuunam GLP B 1989 . [C (89) 87 (Final)].

Mpu npuHaTUN aToro Pewenns-pekomeraaummn Coset OSCP nopyunn KomuteTy No oxpaHe okpyxato-
e cpedel 1 YnpasnsioweMy KOMUTETY cneunanbHON NporpamMmmebl Mo KOHTPOSIO XUMUYECKUX BELLECTB npu
HeobxoaMmocTn 06HOBNATL pykoBogsLne aokymeHTbl O3CP no GLP «PykosBoacTBO No npoueaypam MOHUTO-
pUHra cooTBeTcTBUSA MpUHUMNaM Hagnexatein nabopaTopHoitl npakTuku» U «PykoBoACTBO No NpoBeaeHUio
WHcnekuuin nabopaTopuin nayanToB UCCNEAOBAHUA» C yY4ETOM MHEHUsI M onbiTa cTpaH — uneHoB OJCP, a Tak-
K€ COOTBETCTBYIOLLEN ASATENbHOCTU APYIMX MeXAYHapOoAHbIX OpraHnsauui.

MpynnaakcneptoB O3CP no GLP paspaboTana npeanokeHusi 0 BHeCEHUU NONPaBOK K AOKYMEHTY «Pyko-
BOACTBO MO 0b6MeHy nHdopmaumnen o HauMoHanbHbIX NporpaMmMax MOHUTOPUHra cooTBeTcTBUA MpuHuMnam
Haanexaliuei nabopaTopHO NPaKTUKNY» € LeNbio BKIIOYEHWSA 3TOro AoKYMeHTa B «PyKOBOACTBO AN OpraHoB
MOHUTOPUHIra Haanexaluen NabopaTopHO NPaKTUKX NO NOArOTOBKE eXeroaHblX 0630poB NPOUHCNEKTUPOBAH-
HbIX UCMbITATENMbHbIX LLEHTPOB». OTU AOKYMEHTHI Obinn yTBepxaeHbl peweHuem Coseta O3CP: «BHeceHue
n3MeHeHui B PelueHune-pekomeHaaumio Coseta O3CP o cobniogeHum MNpuHumnnos Haanexaten nabopartop-
HOW NpakTukn», NpUHATBEIM 9 MapTa 1995 1. [C (95) 8 (Final)].
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M E XTOGCUYAAUPU CTHBETUHHUB # CTAHDAODAPT

MPUHUUNBI HAQNEXALLEW NABOPATOPHOW NMPAKTUKU (GLP)

PYKOBOACTBO no npouegypamMm MOHUTOPUHIa COOTBETCTBUA

MpuHuunam GLP

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

NaTta BBegeHns — 2013—01—01

1 O6nacTb npuMeHeHus

HacTosawmi cTaHaapT ycTaHaBnMBaeT MeEXaHU3MBbI U NpoLiefypbl, KOTOPbIM Heobxoanumo cneoBaTh NpK
CO3JaHnM HauMoHarbHbIX NporpamMmm U opraHoB MOHUTOPUHra cooTBeTcTBUSA MpuHUMnam Hagnexawen nabo-
paTopHOM NPaKTUKK, a Takke pekoMeHayeT opraHM3aumnio COOTBETCTBYIOLLEN CTPYKTYPbI.

[na cogeicTsMA npoLieccy B3anMHOro NpU3HaHUs AaHHbIX (pe3ynbTaToB) UCTIbITaHWUIA, MPON3BEAEHHBbIX
ANA npeacTaBneHusa B perynupytowne opradbl GLP cTpaH, SBMSOWMXCS KaK YiieHaMu, Tak U He YneHamu
OO3CP, BaxxHOe 3HaYeHve nMeeT rapMoH13aLms npoLeayp, MPUHATLIX A4S MOHUTOPUHIa COOTBETCTBUA MpUH-
Lunam Hagnexatlen NabopaTopHON NPaKTUKK, a Takke CONOCTaBUMOCTM UX Ka4eCTBa U TOHYHOCTH, C TEM YTOGbI
HaLuWoHanbHble NporpaMmmMel cooTBeTCTBUSA MpuHumnam GLP mornn 6biTb TpUeMnemMbiMu Ha MeXayHapoaHOM
YPOBHE.

Cnegyet nogyepkHyTb, YTO CTpaHbl AOMKHbI NpuHuMaTh MpuHumnel GLP 1 yctanasnuMsaTte npoueaypbl
MOHUTOPKHIa cooTBeTCTBUA MpuHuMnam GLP, ocHoBbIBasick Ha HaLMoHaIbHOM NpaBoBOA U aAMUHUCTPATUB-
HOW NpakTUKe U NpUopUTETaX, HanpnMep, B o6nacTy nepBoHavanbLHOro 1 NocneayoLwWwero OXBaTa KaTeropuil
XUMNYECKNX BELLECTB 1 TUMOB UCTBITAHWUA. TaK Kak oTAernbHasi cTpaHa MOXeT co34aBaTb HECKOSbKO OpraHoB
MOHUTOPUHIa cooTBeTCTBUSA MpuHUMnam GLP, ocHoBbIBasick Ha CBOe NPaBOBOI CUCTEME, KacatoLLEACs KOH-
TPONA XMMUYECKMX BELLLECTB, OHa MOXKET Takke cozaasaTth 1 6onee 04HON MPOrpaMmmMebl COOTBETCTBUS [pUHLK-
nam GLP.

2 TepMuHbI M onpegeneHns

B HacToswem cTaHaapTe NpUMeHeHbl cneaytolinme TEPMUHEI C COOTBETCTBYOWMMUA OnpeaeneHUsaMN:

2.1 NpuHumnel GLP (GLP principles): MpuHuMnbl Hagnexallein nabopaTopHON NPaKkTUKK, KOTOpbIE
cornacytotesic[1].

2.2 MoHuTopuHr cootBetctBusa MpuHuunam GLP (GLP Compliance Monitoring): Mepuoanyeckoe
WNHCNEeKTUPOBaHUE NCNbITaTeNbHBIX LEeHTPOB W/WUnn ayauT nccnefoBaHunn ¢ Lelbio NoaTBepxaeHuns cobnoae-
Hus MpuHUunos GLP.

2.3 (HaumoHanbHaf) nporpamma cooTBetcTBUA MpuHuunam GLP ((national) GLP compliance
programme): OnpeaeneHHas cxema, ycTaHOBMNEHHas Anst MOHUTOPUHIa COOTBETCTBUS UCTbITATENbHBIX LEHT-
poB lMpuHuMnam Haanexallein nabopaTopHOM MpakTUKM B Mpedenax CBOEW TeppuTopuu, NocpeacTBOM
VHCNEeKUNIA N ayanToB UCCRegoBaHus.

2.4 (HaumoHanbHbI) opraH MoHuTopuHra GLP ((national) GLP monitoring authority): OpraH, oTBeva-
IOLLIMA 38 MOHUTOPWHT COOTBETCTBUSI UCTIbITATENbHOrO LieHTpa MNpuHumMnam Haanexailen nabopaTopHoi npak-
TUKM B Npedenax cBoen TeppuUTopumM 1 BbINOIHEHNE APpYruX NoAoGHbIX (YHKLMIA, KacaloLWMXest Haanexaluemn

U3paHne opnumnansHoe
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nabopaTopHOW NPaKTUKKN, KOTOpPbIe MOTYT BbITh onpeaeneHbl Ha HauMoHanbHOM yposHe. CnegyeT oTMeTUTb,
YTO B CTpaHe MOXeT ObITb CO34aH0 HECKOSbKO TaknX OpraHos.

2.5 uMHcneKkuusa UcnbiTaTenbHoro LeHTpa (test facility inspection): Mposepka npoueayp n HopmaTUBoB
Ha nnowagkax UcnbiTaTensHoro LeHTpa Ans oLueHkn cteneHun cooteseTcTeums MpuHumnam GLP. B xoae uHcnek-
LM MpoBEepsAoT CTPYKTYPY YNpaBrieHUs U onepaunoHHble npoueaypbl UCnbiTaTenbHoro LeHTpa, npoBoasaT
cobeceqoBaHme ¢ KNOYEBbIM TEXHNYECKAM NEPCOHANIOM, OLIEHUBAKOT KA4ECTBO U LIeNOCTHOCTb AaHHbIX, NOy-
YeHHbIX UCTbITaTerbHbIM LIEHTPOM, U MOAroTaBNNBaOT OTYET.

2.6 ayaut uccnepoBaHus (study audit): CpaBHeHne NepBUYHbIX AaHHBIX U COOTBETCTBYIOLMX 3anucen
C NPOMEXYTOYHbBIM 1 3aKMoYUTENbHBIM OTYETaMK, C TEMYTOOLI ONpeaenuThb, BbINN M NEPBUYHLIE AaHHbIE TOY-
HO OTpaxKeHbl B oT4eTaXx, 66110 N UCTIbITAaHWE NPOBEASHO B COOTBETCTBUM C NNaHOM UCCIie40BaHWUA U cTaHAap-
THBIMA  OMepauWoHHbIMK  MpouedypaMui, 4ToObl  NOMAYYUTb  OOMOMHUTENbHYI WHdopMauuio, He
npeAcTaBreHHyo B 0THETE, a Takke YyCTaHOBUT b, 6bINY N UCNONb30BaHbLI B POpMUPOBaHUM AaHHBIX HOPMaTK-
Bbl, KOTOPblE HAHOCUNM B bl yLLEepP6 NX 4OCTOBEPHOCTH.

2.7 uHcnekTop (inspector): Mo, kOTOpoe NPOBOAUT MHCNEKTUPOBAHUE UCTbITATENbHOrO LieHTpa u
ayanTbl UCCNeaoBaHNA OT UMEHU (HauoHanNbHOro) opraHa MoHutopuHra GLP.

2.8 craryc cootBeTcTBUA GLP (GLP compliance status): CTeneHb cOOTBETCTBUA UCMbITATENBHOMO
ueHTpa MpuHumnam GLP no oueHke (HauuoHansbHoro) opraHa MoHuTopuHra GLP.

2.9 perynupyrowmin oprad (regulatory authority): HauuoHanbHbIn opraH, Hecywuid OpUANYECKYIO
OTBETCTBEHHOCTb 3a aCneKTbl KOHTPOMNSA XMMUYECKUX BELLIECTB.

3 KomnoHeHTb! npoueayp MOHUTOPUHIa COOTBETCTBUS
MpuHUMNamM Hagnexallen NnabopaTopHON NPAKTUKN

3.1 AgMUHUCTpauuna

3.1.1 HauwnoHanbHas nporpamma cooTeeTcTBUA NpuHumnam GLP gomkHa nMeTb yHKUMM Haanexa-
MM 06pasom Co34aHHOIo, UMEIOLLIEro IoPUANYECKNIA CTaTyC opraHa, KoTOpbIA YKOMIMIEKTOBaH KOMMEeTEeHTHbIM
nepcoHarnom n paboTaeT B yCTAaHOBNEHHbIX 8AMUHUCTPaTUBHBIX paMKaXx.

3.1.2 CT1paHbl, asnsowmecs unu He sisnatowmnecs yuneHamm O3CP, AonXKHbI:

- obecneuynBatb, 4TO6bI (HaUMOHaNbHLIA) opraH MOHUTOpUHra GLP Hec NpsiMylo OTBETCTBEHHOCTbL 3a
KOMMETEHTHYH «KOMaHAay» UHCNEKTOPOB, 06nagatoLmMx HeOBX0AUMBIM TEXHUYECKUM/HAYYHBIM ONbITOM, UNK B
KOHEYHOM cYeTe OTBETCTBEHHOCTb 3a TaKylo «<KoMaHay»;

- ny6nukoBaTb AOKYMEHTbI, oTHOCcALWMecs K npuHaTuio MpuHunnos GLP B npegenax ux teppuTtopuii;

- ny6nukoBaTb AOKYMEHTHI, NpeaocTasnalwmne aetany (HauuMoHanbHoW) NporpamMmmel COOTBETCTBUA
MpvHuMnam GLP, Bkntovas uHdopmaumio o opruauHecknx Unu aaMMHUCTpaTUBHBIX paMKax, B Nnpeaenax KoTo-
pbIX NMporpamma paboTaeT, 1 CCbINKK Ha ony6AMKoBaHHbIE aKTbl, HOPMaTUBHbIE AOKYMEHTbI (HanpumMep, Npasu-
na, KoAeKchl npoleayp), PYKOBOACTBA NO NPOBEASHUIO WUHCMEKUUU, UHCTPYKLMK, rpadpuku nepuogundHocTu
NpoBeAeHNsI UHCMEKLMA W/NNN KpUTEPUN NPOBEAESHUA UHCNEKLUMA N T. A.;

- COXpaHATb 3anvMcu NPOUHCNEKTUPOBAHHLIX UCMLITATESbHBLIX LEHTPOB (U cTatyca UX COOTBETCTBUA
MprHuMnam GLP), noaBeprHyThIX ayauTy UCCneaoBaHuin Ars HaLMOoHarnbHbIX U MeXayHapoaHbIX Lenei.

3.2 KoHduaeHumanbHoCcTL

3.2.1 BcBsasucTeM,uTo (HaunoHanbHble) opraHbl MOHUTOpUHIa GLP byayT umeTb 4OCTYN K KOMMeEp4ec-
K1 3HaYUMOM MHbopMALIMN, B HEKOTOPBIX CRy4asiX MOXKET BO3HUKHYTb HEOBX0AMMOCTb B U3bSITUM KOMMEpPYeC-
KM BaXKHbIX JOKYMEHTOB U3 UCMbITATENbHOrO LIeHTpa U aHHYTMPOBaHUM NOAPO6HBIX CCbINIOK HAa HUX B OTYETax
MCnbITaTeNbHOrO LieHTpa.

3.2.2 CTpaHbl, anaowmecs unu He sisnatowmecs yneHamm O3CP, AonXHbI:

- NpeaycmaTtpuBaTtb COXpaHeHue KoHPUAEHUNANbLHOCTU He TONbKO MHCNEKTopaMu, HO U MobbIMU Apyru-
MW NULamMK, KoTopble MosyYarT AOCTYN K KOHdMAeHUMansHon nHdopmauum B pesynbTaTe AesaTenbHOCTU No
MOHUWTOPUHTY cooTBeTcTBMA MpuHumnam GLP;

- rapaHTUpoBaTb, YTO, ECNN HEe BCA KOMMePUEeCKM BaXHasi M koHduaeHLanbHas uHdopMauus yaaneHa,
OTYeTHl 06 MHCMNEKUMAX UCNbITaTeNbHOMO LeHTpa U ayauTax uccrneqoBaHuin A0MKHbI BbITb AOCTYMHBI TOSIbKO
perynupytoLlmMmM opraHam 1 B cny4ae Heob6xoQuMoCTU UchbITaTenbHbIM LEeHTpaM, B KOTOPbLIX NpoBeaeHbI
WHCNEeKLMW NN COOTBETCTBYIOLWWE ayauTbl, /U cnoHcopam nccnegoBaHun.

3.3 MepcoHan u o6y4yeHune
3.3.1 HauwnoHanbHble opraHbl MoHUTOpUHra GLP aorkHbI rapaHTupoBath, 4To byaeTt npeaocTtaBneHo
[0CTaTOYHOE YNCTIO UHCNEKTOPOB.
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Yucno TpebyeMbiX MHCNEKTOPOB 3aBUCKUT OT:

i) 4ucna ucnbiTaTernbHbIX LEHTPOB, BKMIOYEHHBIX B (HaUMOHasbHYH0) Nporpammy cooTBeTcTBus MNpuHUmn-
nam GLP;

i) neprnoanYHOCTM OLEHKU cTaTyca COOTBETCTBUS UCNbITaTeNbHOro LeHTpa TpebosaHusaM MNpuHumnos
GLP;

i) 4YMcna n cnoXXHOCTU UccnefoBaHuUN, NPOBOAUMbIX UCTIbITATENBHBIM LIEHTPOM;

iv) uncna cneumanbHbIX MHCNEKLWIA U ayAnTOB, 3anpalunsaemMblX perynupyrowmm opraHom.

3.3.2 HaumoHanbHble opraHbl MOHUTOpUHra GLP AomkHbI rapaHTUpOBaTh, YTO NHCNEKTOPLI UMEIOT A0C-
TaTOYHYO KBannuKaLmio 1 NoAroToBKY.

MHcnekTopbl AOMKHLI UMETb KBanuduKaumio U NpakTUYeCcKUin onblT B 06nacTu Hay4YHbIX AUCLMNAWH,
OTHOCSAILLMXCA K UCTILITAHUAM XMMUYECKNX BelecTB. HaunoHanbHble opraHbl MOHUTOPWUHIA AOSDKHbI:

i) rapaHTUpOBaTb, YTO NPEANPUHUMAIOTCS Mepbl iNst COOTBETCTBYIOLWEN NOArOTOBKU UHCNekTopoBs GLP
C YY4€TOM UX MHOMBUAYaNbHOW kKBanudukauum 1 oneliTa;

i) MooLWpATb KOHCYNbTAUMOHHbIE MEPOTPUATUSA, B TOM Y4CHe B criydae HeobXxoauMoCcTu COBMECTHbIE
yyebHble MeponpusaTUsi C COTpyAHUKaMM1 (HaunoHarnbHbIX) opraHoB MoHUTopuHra GLP apyrnx cTpaH-4neHoB B
Lensax coaencTBUs MeXayHapoaHOW rapMoHU3aL MM Npyu nHTepnpeTauum U npumeHeHun MpuHuunos GLP u
MOHUTOPUHIE COOTBETCTBUS 3TUM MPUHLIMNAM.

3.3.3 HauuoHanbHble opraHbl MOHUTOPUHIA AOSDKHBI TAKKE:

- rapaHTUpoBaTb, YTO MHCMEKLMOHHbLINA NepCcoHan, B TOM Y1cre aKcnepThl, paboTatowme no KOHTpakTy,
He nMetoT (PMHAHCOBLIX UMW APYrMX UHTEPECOB B UCTbITAaTeNbHbIX LIeHTpax, NofABepraeMbiX UHCNEKTUPOBaHUIO
1 ayanTy nccrieaoBaHui, Uy pupmax, CnoHCUPYIOLLMX Takue UCCreoBaHus;

- MpeaocTaBnsATb UHCMEKTOpaM COOTBETCTBYIOWee cpedCcTBO MaeHTUdukaumm nMuHocTu (Hanpumep,
yAOCTOBEPEHNE NIMYHOCTM UIMTU MAEHTUMUKALMOHHYIO KapTy).

3.3.4 VHcnekTopbl MOTyT:

- paboTaTb B HaLMOHaNLHOM opraHe MoHUTopuHra GLP B kauyecTBe MOCTOAAHHBIX COTPYAHUKOB;

- paboTaTb B KayecTBe MOCTOSAHHOIO COTPYAHMKA B OpraHe, He CBI3aHHOM C OpraHoM MoHUTopuHra GLP;

- paboTaTb No KOHTPaKTY (UM UCMONbL30BATL APYror cnocod paboTsl) B HaUUOHaNbLHOM OpraHe MOHUTO-
puHra GLP ans ocywectsneHns MHCNEKLMN N ayanuToB UccreqoBaHUiA UCNbITAaTENbHOrO LIeHTpa.

B nocnegHux OByx criydasix HauMoHarnbHbIA opraH MoHuTopuHra GLP gomkeH HeCTu NonHyio oTBeT-
CTBEHHOCTb 3a OnpejefieHne cTaTyca COOTBETCTBUA WUCNbITATENbHLIX LEHTPOB, KavecTBa/MpuemMnemMoctum
ayauTa uccnegosaHuii MpuHumnam GLP 1 npuHaTUA HeoBxoAUMBIX AeNCTBUIN, OCHOBAHHLIX Ha pesynbTaTax
WNHCNEKTUPOBaHUS UN ayauTa UccreaosaHus.

3.4 HauunoHanbHbIe NporpaMmbl cooTBeTcTBUA MNpUHuunam GLP

3.4.1 MoHuTopuHr cooTseTcTBMSA MNprHumnam GLP npusBaH ycTraHaBnuBaTth, peanvMsoBarny fi ucnbita-
TenbHble LeHTpbl MNpuHunnel GLP npu nposegeHnn uccneaoBaHuia, a Takke CnocobHbI FIM OHU rapaHTUPOBaTh,
YTO MoNyYeHHble AaHHbIe UMeoT Haanexallee kayecTso. Kak oTMeuyanoch Bbllue, CTpaHbl AOMKHbLI Ny6nunko-
BaTb NoApPOOHYI0 MHOPMaLMIO 0 CBOUX HaLMOHAaIbHBLIX NporpaMmmax cooTBeTcTBUs MpuHuMnam GLP. Takas
nHbopmauma OOIKHA, B YacTHOCTW, onpedensaTe obnacte U macwrabbl Mporpammbl COOTBETCTBUS
MpuHumnam GLP.

3.4.2 HaumoHnanbHas nporpamma cootBeTcTBUs MNMpuHumnam GLP mMoxeT oxBaTtbiBaTb NGO TOMLKO
OrpaHMYEeHHbI AManasoH XMMUYeCcKMX BeLLecTB, HanpumMep XMMuJyeckue BellecTsa NpoMBbILLNIEHHOTO HasHa-
YeHus, nectuuuabl, hapmaleBTUYeckue npenapathbl U T. M., IMBO MOXET BKIMIOYaTh BCe XMMUYECK1Ee BeLLecTBa.

ObnacTb MoHUTOPUHra cooTBeTCTBUA MpuHuMnam GLP aomkHa onpeaensiTb Kak KaTeropum XMMUYECKUX
BELLeCTB, Tak U TUMbl UCMLITAHNIA 06BbEKTOB, HAaNPUMep hU3nYecKue, XMMUIecKMe, TOKCUKonorndeckue nunm
39KOTOKCUKONOrM4eckume.

3.4.3 HauwnoHanbHaa nporpaMmma MoHUTOpuHra cootBeTcTBUs MpuHunnam GLP moxeT npegoctaButb
yKasaHus, NocpeCTBOM Kakoro MexaHn3ma UcrbiTaTeslbHbIM LeHTpaM crieyeT BBOAUTL NPOrpamMmMy COOTBeT-
cteus MpuHuunam GLP.

MpumeHeHue MpuHunnos GLP ans MeguuuHckoi 1 akonormdeckon 6e3onacHoOCTU ¢ UCNONb30BaHNEM
AaHHBIX, MPOU3BEAEHHbIX C Lenbio perynupoBaHus, MoXeT ObiTb 06a3aTtenbHbIM. [omkeH 6bITb 4oCTyneH
MEXaHW3M, C MOMOLLbI0 KOTOPOTo UCNbITATENbHBIN LIEHTP MOXET NOSTy4UTh CTaTyC LeHTpa, COOTBETCTBYOLEro
MpuHumnam GLP, Ha o0CHOBaHWM pe3ynbTaToOB MOHUTOPUHIA COOTBETCTBYIOWUM HaLMOHamNbHbLIM OpraHoM
MoHuTopuHra GLP.

3.4.4 HaunoHanbHaa nporpamma cootBeTcTBUs MpuHumMnam GLP MoxeT npeaocTaBuTtb MHGopMaLmio
0 KaTeropusix MHCNEeKUUi cnbiTaTesbHbIX LLIEeHTPOB U ay4UTOB UcCneaoBaHuin.

HauvoHanbHas nporpaMmma cootseTcTBuUs MpuHumMnam GLP gomkHa BknovaTs B ceba:
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i) obecneveHne MHCMEKUMA UCMbITATENBHOMO LieHTpa. OTU UHCMeKUMM BKAovarT B cebs kak obume
WNHCMEKUMU UCNbITATEeNbHOro LEHTpa, Tak U ayauT O4HOT0 UM HeCKOMbKMUX TeKYLLIMX UMK 3aBepLUEHHbIX uccne-
[0BaHNIA;

i) obecrneveHne cnewuuanbHbIX UHCNEKUMA UCMBITATENbHOMO LEHTPa WM ayauToB UCCneaoBaHUn Mo
3anpocy peryrnvpyroLLero opraHa, Harnpumep, BbI3BaHHOMO 3arpocoM, CBAA3AHHbLIM C NpeAcTaBreHnem AaHHbIX
B perynupyoLnia opraH.

3.4.5 HauuoHanbHasg nporpamma cootseTcTBUs MpuHumnnam GLP gonxHa onpegensits nofiHoOMoYns
WHCMEKTOPOB A1 NOCeLUeHUs UCNbITaTeNbHbIX LEHTPOB U A0CTYMa K AaHHBIM, XPaHSLLUMMCS B UCNbITaTeNbHbBIX
LeHTpax (B TOM Yncne K obpasLam, CTaHgapTHEIM onepaunoHHbIM npoledypam (COTT), apyroi AokyMeHTaumm
nT.0.).

MHCNeKTopbl, Kak NpaBumo, He XoTAT nocewaTb UCNbITaTenbHble LeHTPbl, eC NPOTUB 3TOro BO3paXkaeT
PYKOBOACTBO LieHTpa, HO MOTYT BO3HWUKHYTb OBCTOATENLCTBA, KorAa nocelleHne UcnbiTaTtensHoro LeHTpa n goc-
TYN K AaHHbLIM SIBMSIOTCS HEOOXOANMBIMA 418 3aLLMTI 300POBbLS HAaceNeHUsl M oKpyXKatoLle cpeabl. B Takux cny-
YasaX JOMKHbI BbITb YETKO ONpeaeneHbl NOTHOMOYUS, UMEetoLLMeCs Y HaLMOHabHOro opraHa MoHuTopuHra GLP.

3.4.6 HauuoHanbHas nporpamma cooteeTcTBus MpuHumnam GLP gonkHa onucklBaTh npoueaypsl
WHCMEKTUPOBaHUA NCMbITATENbHOMO LUeHTpa U ayguta uccnefoBaHUA ANSA NoATBEpXKAeHWs COOTBETCTBUS
MpuHumnam GLP.

B ookyMeHTax formKkHbl ObITb YKasaHbl npoLeaypbl, KOTOpbIe UCNOMNb3YIOT AN NPOBEPKN KaK opraHusauu-
OHHBIX MPOLECCOoB, TaK U YCIIOBUNA, B COOTBETCTBUU C KOTOPLIMU MAAHNPYIOT, BBINOMHSIOT, KOHTPONUPYIOT U
perncTpupytoT UccrnegoBaHus. B kayecTse pykoBOACTBa MO TakMM rpoLeaypam MoxXeT aBnatbcs «Pykosoa-
CTBO M0 NPOBEeAEHUIO UHCNIEKLNIA NCTbITaTeNbHbIX LLEHTPOB 1 ayaAUTOB UCCredoBaHUny (CM. pasgen 2).

HauuoHanbHas nporpamma cootseTcTBUA MpuHumnnam GLP gonxkHa onuckiBaTe AENCTBUA, KOTOPLIE MOTYT
npeanpuHUMaTbLCA AnA OCYLLECTBNEHUS MHCMEKLMA UCNbITaTeNbHBIX LEHTPOB 1 ayAUTOB UCccneqoBaHUn.

3.5 MpoBeaeHMe UHCNEKLMI M ayAUTOB UCCNEeA0BaHUNA UCNbITaTeNbHbIX LEHTPOB

3.5.1 Korga MHcnekuus unu ayant uccrnefoBaHna UCNbITaTeNbHOIo LLEHTPa 3akaHYUMBaOTCA, UHCNEKTOP
OOKEeH NoAroTOBUTL OTUYET O pesynbTaTax B MMCbMEHHOM chopMme.

3.5.2 CTpaHbl, sensiiowmecs YneHamm nnu He uneHamm O3CP, aomkHbl npeanpuHUMaTh AeUCTBUA B
cnyyasx oTkrnoHeHus oT MpuHuunos GLP, o6HapyxeHHbIX B Npouecce Unu nocne nposBeaeHUs UHCNekuun
MCMbITaTeNbHOrO LieHTpa Unn ayauTa uccregosaHus. CooTBETCTBYIOLME AEACTBUSA A0IPKHBI ObITh OnucaHbl B
OOKYMeHTax HaumoHarnbHOro opraHa MoHUTopuHra cootseTcTBus MNpuHuunam GLP.

Ecnu nHcnekums ncnblTaTenbHOro LieHTpa Unn ayauT UcCrefoBaHUA BbISIBASIIOT NALLb HE3HAYUTENbHbIe
oTknoHeHus ot MpuHumnos GLP, ncneitatenbHbli LLeHTp 06513aH yeTpaHuTb ux. Yepes onpegeneHHolii nepuog
BpeMeHU UHcnekTopy byaeT Heo6Xo0aUMO BEPHYTLCS B UCMbITATESbHBIA LIEHTP, YTODbI y6eauTbesl B TOM, 4TO
nonpasku BbINN BHECEHDI.

3.5.3 Ecnu oTkrnoHeHust He 0bHapy>XeHb! Uy obHapyXeHbl NLLb He3HAYUTENbHbIE OTKIOHEHWUS, HaLWO-
HanbHbIN opraH MOHUTOPUHra cooTBeTCTBU NpuHuMnam GLP MoxeT:

- BbINYCTUTL 3aK/OYEHME O TOM, YTO UCTIbITATESTLHBIA LIEHTP NPOUHCMEKTUPOBAH U YCTaHOBNEHO, YTO OH
pabotaet B cootBeTCTBUM C MpUHUMNaMu GLP. Mpun Heo6xoanMMocT B HEro AomkHbl GbiTh BKMOYEHbI AaTa
NpoBeAeHUs1 UHCNEKLNA N KaTeropum UCTbLITaHUIA, MPONHCNEKTUPOBAHHLIX B UCTILITATENbHOM LiEeHTpe B 3TOT
nepuoa BpeMeHu. Takue 3akrioueHnst MOryT ObITb UCMONb30BaHbl AN NpeaocTaBneHus nHopMauun Hauuo-
HanbHbIM OpraHam MoHUTOpuHra cootseTcTBUA MNpuHumnnam GLP apyrux ctpan;

- NpeaocTaBUTb peryriMpyroLLMM opraHam, KoTopble fierianu sanpoc Ha NnposeaeHne ayanuta uccneaosa-
HWI, AeTanbHLIA OTYET O pesynbTaTax.

3.5.4 Ecnu obHapyXeHbl 3HaUuTeNbHbIEe OTKIOHEHUS], OpraHbl MOHUTOPUHra cooTBeTcTBNUA MpuHumunam
GLP aonxHbI NpeanpuUHATL AEACTBUS, KOTOPLIE 3aBUCAT OT KOHKPETHBIX 0OCTOATENLCTE B KAXKAOM OTAENbHOM
cnyyae v iopuauyeckux NN agMuMHUCT paTUBHBIX MOMOXEHUI, COrNacHO KOTOPbLIM OpraH MOHUTOPUHra CooTBe-
TcTBuA MpuHuunam GLP 6bin cosgaH B AgaHHOM rocyaapcTse. [NpeanpuHMmMaeMble AeNCTBUSA MOTYT BKIOYATbL B
cebs, HO He orpaHNYUBaTLCS UMMN:

- Bblayy 3aknoveHusi ¢ noapobHLIM aHanu3oMm obHapyXeHHbIX HeJOCTaTKOB U HencnpaBHocTen,
KOTOpbl€ MOTYT BIIUSATb HA JOCTOBEPHOCTb UCCNEA0BaHUN, NPOBEAEHHbIX B UCNbITAaTENbHOM LIeHTpe;

- BbIMYCK pekoMeHAaLui perynpyoLum opraHomM, KOTOPbIA OTKITOHAET UCCneaoBaHns;

- NPUOCTAHOBEHUE MHCMIEKLUN UCTIbITATENbHOO LIeHTpa unu ayantauccneaoBaHus U, Hanpumep, ecrnm
3TO BO3MOXHO C aMUHUCTPATUBHOM TOUYKN 3PEHNS, yaaneHue UCbITaTeNbHOro LeHTpa us HauuoHanbHOMU npo-
rpammbl cooTBeTCcTBUSA [NpuHUMnam GLP unu ns cyectsytoLero cniucka unuv peectpa UcnbitTatenbHbIX LeHT-
poB, nognexawmx nHenekunmn cootseTcTeus NpuHumnam GLP;

- TpeboBaHune o ToM, YTobbI 3aknoUYeHMe ¢ NoAPOGHO ONUCaHHLIMU OTKIOHEHUAMU GbINO NPUKPENTIEHO K
oTyeTam 0 KOHKPETHBIX UCCIef0OBaHUSAX;
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- OelcTBUA Yepes cya, ecnv 3To onpaBaaHo 06CToATeNsbCTBaMM 1 opuandeckne/agMUHUCTpaTUBHbIE
npoLeaypbl MO3BOMAOT 3TO cAenaThb.

3.6 Mpouepypbl anennaumm

Mpobnembl UK pasHornacus Mexay MHCNeKTopamm U aaMUHUCTpaUnein UCNbITaTeNbHOrO LEHTpa, Kak
NpaBuno, paspeLlatoTcs B XoAe MHCMeKUMN Unn ayanta uccrnefoBaHust UcnbitatensHoro LeHTpa. OgHako He
BCeraa cornaileHve MoxeT bbITb 4OCTUIHYTO. [lofmkHa cylecTBoBaTh NpoLeaypa, B COOTBETCTBUU C KOTOPOWN
UcnbiTaTeNbHbIA LEHTP MOXET cAenaTh 3asBneHne B OTHOLWEHUN pe3ynbTaToB UHCNEKUUN UCNbITaTENbHOro
LeHTpa unn ayauta uccnefosaHns Ha OCHOBaHWW pe3ynbTaToB MOHUTOpUHra cooTeeTcTeus MpuHuynam GLP
n/vnn B OTHOLLEHUW AEACTBUIA, KOTOpble NpeanaraeT NpeanpuHSATL NO 3TOMY BOMPOCY OpraH MOHUTOPUHra
cooTtBeTcTBUA [NpUHUMNam GLP.
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MpunoxeHne A
(pexkomenagyemoe)

PeweHune-pekomengaumna Coseta O3CP o coorBetcTBUM [NpUHLUNAM Hagnexallen
naboparopHon npakTuku [C(89)87(Final)]

(MpuHsaTo Coetom OICP Ha 717-m 3acepanum 2 okTs6ps 1989 r.)

MpuHMMasi BO BHUMaHMe:

- ctatem 5 a) n 5 b) KoHseHumn 06 OpraHn3saumm SKOHOMUYECKOrO COTPYAHUYECTBa W pas3BuTus oT 14 pekabps
1960r.;

- Pexomenpaumio CoeeTta ot 7 uions 1977 r. 0 co3gaHnm pyKoBOAAWMX NPUHLUMNOB B OTHOWEHUW Npoueayp u Tpebo-
BaHWW 4NA NpeAoTBpalLeHNs1 BO3AENCTBUSI XMMUYECKMX BELLLECTB Ha YenoBeka u okpyxatowyto cpeay [C (77) 97 (Final)];

- Pewenne Coeta orT 12 masi 1981 r. 0 B3aMMHOM MPU3HAHWW AaHHLIX NPU OUEHKE XUMWUYECKUX BellecTB
[C(81)30(Final)] u, B yacTHOCTW, pekomeHgaumio ctpaHam — uvnieHam O3CP npuaepxueaTtbca MpuHUMNOB Hagnexaiein
nabopatopHoi npakTnkm O3CP nNpu UCNbITAHUM XMMUYECKUX BELLECTB, U3NOXEHHBIX B NPUNOXEHUU 2 K 3TOMY Pelennio;

- Pekomengaumio CoBeta ot 26 nions 1983 r. 0 B3aMMHOM NPU3HAHUKN COOTBETCTBUA Hagnexauwen nabopatopHoi
npaktnku [C(83)95(Final)];

- BbIBOAbI TPETLErO COBELLLAHNS HA BbICOKOM YPOBHE [ pyrnnbl no xummuyeckum Bewecteam (O3CP, Mapux, 1988r.);

- HeobxogumocTb obecneveHunsi Toro, UTobbl JaHHBIE UCMIBITAHWII XMMUYECKMX BEWECTB, NPeACTABNEHHbIE B pEry-
nvpyloLwye opraHel Ans OLeHKU U pelleHns Npobnem, CBSI3aHHbIX C OXPaHOW 340POBLS YENOBEKA U OKpYKatowWwen cpeabl,
MMEIUN BbICOKOE KaueCTBO, OblNN JOCTOBEPHBLIMY M HAAEXKHBIMY;

- HeobXxoaMMOCTb CBEOAEHUSI K MUHUMYMY OyGNMpoBaHuA CNbITaHUA XMMUHYECKUX BELWECTB U, TEM caMbiM, Gonee
3¢hHEKTUBHOIO UCMONb30BAHWS UCTIbITATENBHLIX LLEHTPOB U NIUHHOIO COCTaBa CNeumanncToB, a TaKkke COKpaLLeHus Ymcna
KMBOTHbBIX, UCMOINb3YEMbIX B UCMILITAHWUY, @ TAKKE YYUTLIBAS, YTO:

- MPU3HaHue Npoueayp MOHMTOPUHIA COOTBETCTBUSA Hagnexawen nabopartopHon npaktuke GyaeT cnocobeTeo-
BaTb B3aMMHOMY NPU3HaHW 0 4AHHbIX U, TEM CaMbIM, CHUXEHWIO YPOBHA AYyONMpOoBaHNA UCMbITAHWIA XMMUYECKNX BELWECTE;

- OCHOBaHVEM ANsi NPU3HaHWUS Npoueayp MOHUTOPUHra cooTeeTcTBuA MpuHunnam GLP sensetca noHuMmaHue m
JoBsepue K npouedypam B cTpaHe — uneHe O3CP, rae nony4eHbl paccMmaTpuBaemble JaHHbIE;

- rapMOHW3NPOBAHHbIE NOAX0AbLI K MOHUTOPUHIY COOTBETCTBUS [pUHLMNam Hagnexalen nabopaTopHON NpakTUkm
B 3HaUYMTENBHON Mepe copelicTBYIOT hOpMMpPOBaHnIo HeobxoanMOoro oBepus K npoueaypam apyrmx crpad, Coeet no
NPeanoXeHnio COBMECTHOIO COBELAaHnsa YNPaBnAwLWEero KommteTa crieumanbHON NporpaMmmbl KOHTPOMSsT XUMUYECKUX
BelecTB M [pynnsl N0 XMMWYECKUM BelecTBaM, 0gobpeHHoro KommteTom no oxpaHe OKpyKaiowein cpefbl, NPUHAN
HWXecneaywllee.

Yactb | — MpuHumnbl GLP n MOHUTOPUHI cooTBETCTBUA

1.1 CoBeT NocTaHOBMSIET, YTO CTPaHbl — 4YneHbl OOCP, B KOTOPbLIX OCYLLECTBSIIOTCA UCMBITAHUS XUMUYECKUX
BeLLEeCTB AMsl X OLLEHKM B LiensiX OXpaHbl 300POBbs HENOBEKA M OKPY>KaloLLen cpefibl B COOTBETCTBUM ¢ MpuHUMnamm Hag-
nexallelr nabopaTopHON NpakTUKM U KOTOPble cornacytotesi ¢ NpuHuMnamm Hagnexauer nabopaTtopHoi npakTuku
OO3CP, uanoxeHHsiMu B npunoxeHun 2 k Pewenuio Coeeta [C (81) 30 (Final)], AomkHbiI:

i) yCTaHOBMTb HAUMOHarNbHbLIE NPoueaypbl MOHMTOpPUHIra cooTBeTcTBUS MpuHumMnam GLP, ocHoBaHHble Ha MHCNek-
yusix naboparopwii u aygutax uccregoBaHus;

ii) Ha3HaunTb opraH(kl) ANA BbINONHEeHUs1 PyHKUMIA, TPebyeMbIX NpoueaypamMmu MOHUTOPUHIA COOTBETCTBUS;

iii) noTpeboBaTb, 4TO6LI PyKOBOACTBO UCMLITATENBHOIO LIEHTPa B ONpeaeneHHbIX cryyasix onybnwkoeano geknapa-
LIMIO O TOM, YTO MCCNEAOBAHNA NPOBOAATCA B COOTBETCTBUM C [puHumnamm GLP v gpyriMn nonoxxeHnamm, yCTaHOBNEHHbI-
MM HaUMOHamNbHbIM 3AaKOHOAATENbCTBOM WM aAMUHUCTPaATUBHBLIMK MNpoueAyPaMK, WMEIOWMUMN OTHOWEHWE K
Hagnexauen nabopaTopHOM NPakTUKe.

1.2 Coset pekomeHnayeT cTtpaHam — unedam O3CP npu pa3paboTke n BHEAPEHUU HAUMOHAmMbHLIX Npoueayp
MOHUTOpUHIa cootBeTcTBuA puHuynam GLP npumensaTts «PykoBoacTBO no npoueaypam MOHUTOPUHTA COOTBETCTBUA
Hagnexauen naboparopHol NpakTuke» u «PyKoBOACTBO NO NPpoBeAeHNIo0 MHeNekunin nabopaTtopuii n ayauTos nccneao-
BaHUsI», N3NOXEHHbIe (COOTBETCTBEHHO) B NpuroxkeHusix I u ll, koTopble ABNSAIOTCA HEOTbEMNEMON HacTbio 4aHHOTO Pewe-
HUSI-pEKOMEHAALUN.

MpwumeyaHune—lpunoxenune Il k C(89)87(Final)/Revised in C(95)8(Final) nsnoxeHo B [2].

Yactb Il — MNpu3nanne coorBetcTBUA GLP ctpanamn — ynenamn O3CP

II.1 CoBeTnocraHoBnAET, 4TO CTpaHbl — 4rieHbl OQCP npu3HatoT rapaHTum gpyrow ctpaHsl — vneHa O3CP, koTo-
pasi nony4YaeT AaHHble (pe3ynbTaTbl) UCMbITaHUA B cooTBeTcTBUM ¢ MpuHumnammu GLP, ecnu aaHHaa gpyras ctpa-
Ha — 4neH O3CP cooTeBeTcTBYeT yacTm | mnyHkry 11.2.

6
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I1.2 CoBeT nocTaHOBIAET, Y4TO B UENAX NPU3HaAHWA COOTBETCTBUS NYHKTY .1 cTpaHbl — uneHbl O3CP gonxHsoi:

- HasHa4uTb OpraH(bl) AN MEXAYHAPOAHON CBA3N N UCNONHEHNA APYMMX (DYHKLUMIA, OTHOCALLMXCS KNPU3HAHMIO AaH-
HbIX, U3IOXEHHbIX B HACTOSALLEN YacTn U NPUNOXEHUSX K HacTosWweMy Pelwennio-pekomengaumnm;

- opraHusoBaTb C ApYrMMu cTpaHamn — uneHamm O3CP o6meH nHdopmauuen, kacaowencs npoueayp MOHUTO-
puvHra cCOOTBETCTBUS, N3MOXEHHbIX B AOKYMEHTe «PykOBOACTBO No npoueaypam MOHUTOpUHra cooteeTcTens GLP», nano-
xeHHoMm B [C (95) 8 (Final)];

- BHEAPWTL NPOoLEAYpPbI, C NOMOLLBIO KOTOPLIX, ECIU CYLLECTBYIOT 0G0CHOBaHHbIE NPUYUHBI, MHOPMAaLMIO, Kacalo-
LLLYIOCS COOTBETCTBUSA UCTIbITaTENbHOro LenTpa MNpuHuunam GLP (Bknioyasi MHOpMaLumio 0 KOHKPETHOM UCCNEAOBAHUN),
MOHO UCKaTk B Apyrom ctpaHe — uneHe OOCP B npeaenax ee OpUCaVKUNN.

11.3 Coeet nocraHoBnsert, 4to PekomeHgaumna CoBeTa 0 B3aMMHOM NpU3HAHUWM COOTBETCTBUS Haanexauwen nabo-
paTtopHoW npaktuke [C (83) 95 (Final)] aomkHa 6biTb OTMEHeHa.

YacTte Il — Meponpusatna O3CP B byaywem

.1 Coeet O3CP nopydyaet KomuTeTy nNo oxpaHe OKpyxaiowen cpeasl 1 YNpaensiowemMy KOMUTETY cneunarnsHon
Nporpammel MO KOHTPOIIO XMMUYECKUX BELLLECTB NO Mepe Heo6xoanMocTn 06HOBNATL U pacwumpsTe « PykoBoacTeo no npo-
Leaypam MOHMTOpUHra cooteeTcTeus [NpuHumnam Hagnexalen nabopatopHon npakTmkm» n «PykoBoacteo no npoeeae-
HUIC MHCNeKUMn nabopaTopuit M ayauTOB MccnenoBaHwA», usnoxeHHole B [1], [2], ¢ yueTom paspaboTok u onbiTa
cTpaH — 4neHoB O3CP 1 cooTBETCTRYIOLWEN AEATENBHOCTU APYIMX MEXAYHAPOAHBIX OPraHn3aLuin.

1.2 Coeet OBCP nopyuaet KomuTeTy no oxpaHe okpyxatolen cpegbl u YNpasnaoweMy KOMUTETY cneumanbHON
nporpammel Mo KOHTPOITH0 XMMUYECKNX BELLLECTB NPOAOIKMTL paboTy NporpaMMel, HaNPaBneHHON Ha CoAeNCTBUE BHeApe-
HUIO HaCTosILero PelleHus-pekomeHganmm, a Takke ans obecrneueHus NoCToAHHOrO 06MeHa nHpopmaument v onbiToOM No
TEXHUYECKMM U aAMWHUCTPaTUBHbLIM BOMNPOCaM, CBSI3aHHbIM ¢ npumeHeHuem MpuHumnos GLP n BHeagpeHnem npoueayp
MOHWTOPWHIa COOTBETCTBUS Haanexallen nabopaTopHON NpakTuKe.

1.3 Coeet O3CP nopydyaet KoMuTeTy no oxpaHe OKpyKaioLen cpeabl U YNpaensioWeMy KOMUTETY CneunansHoOn
nporpamMmel MO KOHTPOITIO XMMUYECKMX BELLECTB pacCMaTpyBaTtb Mepbl, NPeanpuHATLIE cTpaHamm — yuneHammn O3CP B
COOTBETCTBUM C HACTOAWMM PelweHneM-pekomeHgaumen.
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Mpunoxexne B
(pexomengyemoe)

MepecMoTpeHHOE pyKoBoACTBO NO oneHy uHdopMaumnen 0 HauMOHaNbHbIX NporpaMMax
MOHUTOpPUHra cooTBeTCcTBUA MpUHLMNaAM Hagnexaluen naﬁopa'ropuoﬁ NPaKTUukKn

(Npunoxenue lll k [C (89) 87 (Final))/nepecmoTpenHoe npunoxenue Il k [C (95) 8 (Final)])
(B pepgakumm Coeeta ot 9 mapta 1995 r.)

Yacte I, nyHkt 2 3akoHa Coseta O3CP coaepxut pewenne 06 obmeHe mexagy crtpaHamu — dneHamm O3CP
uHopmaumen, OTHOCAWENCA K X NporpamMamMm MOHUTOPUHra cooteetcTems MNpuHumnam GLP. [laHHoe npunoxenune
npeaocTaBnseT PyKOBOACTBO OTHOCMTENBHO TUNOB MHAOPMaLUK, KOTOPbIMU Heobxoanmo obmenneaTbes. Ecnu nndop-
Maums, Kacalowascs BCex aCNeKkToB, OXBaTbiBaeMbiX «PykoBogcTBamu No npoueaypam Nporpamm MOHUTOPUHIA COOTBET-
CTBUS Hagnexawen nabopaTopHON NPakTUKe», UMEET OTHOLWEHNE K NOHUMAHUIO NPOrPaMM MOHUTOPUHIA COOTBETCTBUA
MpuHumnam GLP gpyrmux ctpaH — unenoe O3CP, ocoboe 3HaveHne nmeroT onpeaeneHHbie TUNbl tHgopmaumm.

OHu BKNIOYAIOT B cebA;

- MpvHunnebl GLP, npuHaTbie Ha HAaUWWOHANBLHOM YPOBHE;

- 06nacTb NPUMEHEHNs HaLMOHaNbHON NPOrpaMmmMbl MOHUTOPUHIa cooTeeTcTBUA MpuHunnam GLP ¢ Touku 3penns
oxBarta TMnoB XMMM4yeCKux BelectTs U TMNOB MCﬂbITaHMﬁ;

- WAEHTUYHOCTDb, IOPUANYECKMIA CTATYC U OPraHM3auMOHHYIO CTPYKTYPY (HauuoHanbHOro/HaumoHasnbHeIX) opra-
Ha(oB) moHuTopuHra GLP;

- npoueaypbl, NPUMeHsIEMbIE B XO4€ NPOBeAEHUsI UHCTIEKLWI W ayAUTOB UCCNEAO0BaHNA UCMBITAaTENBHOMO LIEHTPA, a
TakKke NepMognIHOCTb MHCNEKUMIA /NN KPpUTEpUKY rpapMkoB MHCNEKUWN;

- 4Yyucrioun KBaJ'IVId)VIKaLIMIO WHCMEKTOPOB;

- deWcTBusA, KOTopble ByayT NpeAnpPUHATE HALMOHANBHBIMU OpraHaMn MoHUTopuHra GLP B cnydvasx Hecobnioge-
Hus Tpebosanwi MpuHumnoe GLP, B TOM uncne, npu HeobxoguMocTn, BO3MOXHOCTE MHCOPMUPOBATL Apyrne cTpa-
Hbl — 4neHbl O3CP o pesynbrartax MHCMEKUMIA UCTILITATENBHOIO UEHTPa U ayanTOB UCCMNEA0BaHUS;

- Mepbl NO 3aWwuTe KOHUAEHUNANbHOCTU MHEYOPMAaLNK;

- npoueaypbl ANA UHMLUMPOBAHUA U MPOBEAEHNS MHCMEKLMIA UCMbITAaTENBHOTO LIeHTPa v ayAMTOB UCCIeJ0BaHus, a
TakKKe NoaroToBKy OTYETOB MO UX pedynbTatam Mo 3anpocy agpyrmx crpaH — yneHos O3CP;

- npoueaypbl ANA NonydeHns nHAopmMaumm 06 UCnbITATENbHbLIX LEHTPaX, KOTOopble ObiriM NPOMHCINIEKTUPOBAaHbI
(HaumoHanbHbLIMU) opraHamn MoHWTopuHra GLP apyroii ctpaHbl — yneHa O3CP, B TOM 4mucrne craTyca COOTBETCTBUS
TaKuX LeHTPOB;

- TN cepTUMKALUM UCTbITATENBHOIO UEHTPa, B KOTOPOM Obinv NpoBeAeHbl UCCrejoBaHnsi, COOTBETCTBYIOLIMNE
MpvHumnam GLP.

B cnyvae, ecnv 6ygyT HaligeHbl cepbe3Hble OTKIOHEHUS!, KOTOPbIe MOFMK Bbl MOBMUSITL HA KOHKPETHbIE UCCIea0Ba-
HYSA, (HaunoHanbHeI) Oprad MoHnTopuHra GLP gonxeH paccMoTpeTb BONPOC 0 He06X0ANMOCTU MHDOPMUPOBATL O CBO-
MX BbIBOJAX COOTBETCTBYOLME (HaLMOHanNbHbIe) opraHbl MoHMTOpuHra GLP gpyrux ctpaH — uneHos O9CP.

HaumeHoBaHUsi 06 BEKTOB UCNbITaTENbHbIX LEHTPOB, NOANEXAaLLMX MHCNEKL MW B UCMbITATENBHLIX LEHTPaX B paMKax
HaUMOHaNbHOW Nporpammsl cooTBeTCTBUA [puHUMnam GLP, ypoBeHb Ux COOTBETCTBUSI HAUMOHanbHbIM [MprvHumnnam GLP
n gata(bl) NPOBEAEHUsI AOMXKHbI €XercgHo NpeaocTaBnATbes (HauMoHanbHBIM) opraHam MoHWTopuHra GLP gpyrmx
cTpaH — 4vneHos O3CP no ux 3anpocy (cm. npunoxenve C). MprnaHaHre HauMoHanbHBIX NPOrpaMm cooTBEeTCTBUSA [MpUH-
unnam GLP moxeT nocTynmTe oT gpyrmx ctpaH — yneHoB O3CP He cpasy. CtpaHbl — yneHbl O3CP gonkHbl 6bITb FOTOBbI
pelwaTh cywecTByolme npobnemsbl, 4eWCTBYA cornacoBaHHo. BnonHe BO3MOXHO, UTO cTpaHa — uneH O9CP He moxeT
CyauTb O NPUEMITEMOCTH NporpaMmm cooTeeTeTBUA MprHuunam GLP apyron cTpaHbl MCKITIOYMTENbHO HA OCHOBE NMUCbMEH-
Horo o6meHa nHdopmaumeit. B takux cnydasx ctpaHbl — uneHsl O3CP MoryT TpeGoBaTh rapaHTUM MyTeM KOHCYNbTaLui 1
0bcyxaeHni ¢ COOTBETCTBYIOLLMMM HALMOHAIbHbIMK opraHamu MoHmTopuHra GLP. B stoii cesan O3CP npegocrasnsier
thopym anst o6cyxaeHus n peleHns Npobnem, OTHOCALLMXCS K FapMOHM3aLMK M MPUHSITUIC NPorpaMmM MOHWTOPUHIa CoOT-
eeTcTeus MpuHumnnam GLP Ha mexgyHapogHOM ypOBHe.

[nsa copencTeus pasBuTUI0 MEXOYHapOAHbIX CBA3EN W NPOACIiKkeHUs obMeHa nHdopmMauuel nmeeT oYeBUgHOe
npenMyLLEecTBO co3gaHne eanHoro opraHa MmoHutTopuHra GLP, oxeateiBatowero B ctpaHe — yneHe O3CP Bcio gesAtens-
HOCTb B COOTBETCTBMM C HaAexallel nabopaTopHON NPaKTUKON.

Ecnu cywectByeT HeckonbKo opraHoB MoHUTopuHra GLP, ctpaHa — unen OQCP gornkHa rapaHTUpoBaTh, HTO OHU
paboTaleT Ha NOCTOAHHOM OCHOBE U MMEIOT aHaNOrMYHbIe NPorpaMmmMbl cooTBeTeTBus MpuHunnam GLP. OpraH unv opransi,
oTBEYaloLlMe 3a MexayHapoaHble KOHTaKTbl, AOMKHbI ObiTh onpegeneHsl ctpaHamm — yuneHamm O3CP.,

MoryT BO3HMKHYTb CUTYaLMK, KOTAa HaUWOHaMbHBIM perynupyowmii opraH ctpaHsl — yneHa O3CP gonkeH 3anpa-
lwmeaTh MHpopMaLuio o ctatyce cooTBeTcTBUSA MprHumnam GLP ncnbitatenbHOro LeHTpa, pacnonoXeHHOro B gpyrom
cTpaHe — 4dneHe O3CP.
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B peaknx cnyqasx n ecnu cywecTeyeT Beckasi NpUynHa, perynvpyowmm opraHoM Apyron ctpaHsl — vneHa O3CP
MoxeT 6blTb OCYWECTBNEH 3anpoc Ha MpoBedeHWe ayauTa uccnegosaHui. [ormkHel 6bITb NPegyCMOTPEHBI MEPLI, C
NOMOLLbIO KOTOPbIX 3TN 3aNPOCHI MOTYT 6bITh BBINOMHEHB!, @ pe3ynbTaThl B BUAE OTHETa NpeACTaBNeHbl 3anpawnBalowemMy
perynupylowemy oprany.

Ons o6meHa nHbopmaumen mexagy opraHamm moHutTopuHra GLP gonxHbl 6biTb co3gaHbl obuumansHble MexayHa-
poAHble KOHTaKTbl. OgHaKo 3TO He cneagyeT NOHUMAaTh Kak NpeAoTBpaLLeHne HedopManbHbIX KOHTAKTOB MeXAY perynupy-
IOLMM OPraHom u opraHoMm monutopuHra GLP gpyroii ctpaHbl — uneHa O3CP B Tom o6beme, KoTopbi Gbin NPUHAT AN
TaKnx KOHTAKTOB 3aWHTEPECOBaHHbIMKM CTpaHamn — uneHamm OOCP.

HaumnoHansHbie opradbl GLP gormkHbl ykasaTb, YTO opraHbl gpyrovi ctpaHbl — vnieHa O3CP, BO3MOXHO, noxenatoT
NPUCYTCTBOBATL NPU MHCNEKLUW UMW ayAUTE UCCINEA0BAHUSA UCTIBITATENBHOIO LEHTPa, 0 KOTOPOM LINa peYb B UX cneumarnb-
HOM 3anpoce, UNn OHU MOTYT NoXxenarthb, 4Tobkbl NpeacTaBuTeNb (NpeAcTaBuTenmn) ctpad — vneHos OOCP npucyTcTBOBa-
NV B X0A€e NPoBEeAEHNA CNeLnanbHOW MHCNEKLMM UCTIBITATENBHONO LIeHTpa unu ayauTa nccnegosBanus. B Takux cnyyasix
cTpaHbl — yneHbl O3CP gonxHbl NO3BONATL MHCNEKTOPaM Apyromn cTpaHbl — yneHa O9CP yyacTBOBaThL B NPOBEAEHUM
MHCNEKLUMM NCNbITAaTeNbHOTO LEHTpa U ayauTa uccnefoBaHns, OCYLLECTBNSEMbIX WX OpraHoM MoHUTopuHra GLP.
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Mpunoxenne C
(pekomeHnpyemoe)

PykoBoacTBo Ans opraHoB MOHUTOPUHIra cooTBeTCcTBUA MpUHLMNaM Hapnexalwen naéopaTopHoi
NPaKkTUKU NO NOAroTOBKe eXerogHoro o63opa NPOUHCNEKTUPOBAHHBLIX UCNbITATeNbHbIX LEeHTPOB

(AononHenue k npunoxenuio Il [C(89)87(Final)l/nepecmoTpenHoe gononHenue k npunoxenuto |l [C(95)8(Final)])

0O630pbl nHCcNekunn GLP aormkHbI pacnpocTpaHaTbCsi Cpean HYNeHOB rpynnbl akcnepToe no GLP O3CP n cekpetapu-
ara O3CP exerogHo go koHUa mapTa. Cneayowmin MUHUMar bHbIN HAa6op MHOPMaLUM AOMKEH NO3BONATL FAP MOHU3UPO-
BaTb 0630pbl, KOTOPbIMM 06MeHUBalOTCA MexAy CO60N HaUMOHanbHble opraHbl MOHUTOpUHra GLP.

1 UpeHTndmKauma MHCNEeKTMPYEeMOro NCNbITaTeNbLHOro LeHTpa

Ans Toro 4To6bl MAEHTUMUKALMIO NCTIBITATENBHOIO LEHTPA MOXHO 6bino 6bl MPOBECTU KOPPEKTHO, HEOBXOAMMO
MMETb O HEM JOCTAaTOYHOE KONUYECTBO MHpOPMAaLIMK, 8 UMEHHO: HAUMEHOBaHME UCTILITATENBHOTO LEHTPa, ropoaau cTpa-
Hbl, B KOTOPOW OH HAXOAUTCS, B TOM YMCIE MHCNEKLMM 3a py6Gexom.

2 [laTbl NpOBeAEeHUS UHCNEKLUN U NPUHATUSA PeLUeHUN

Mecsu 1 roa npoBeaeHNsA MHCMEKLMKM, 1 NPY HEO6X0AMMOCTY AaTa NPUHSITUSI OKOHYATENBbHOIO PeLeHnusl o cTaTyce
cootBeTcTBUA [MpnHUmnam GLP.

3 Xapakrep nHcnekummn

HomkHa 6bITe YeTkast uHdopmaums 0 TOM, NPOBOAUNACH N UHCNEKUUS cooTeeTcTBUA MpuHunnam GLP B nonHom
06beme NNK TOMNbKO ayauT UCCIed0BaHUs, a TaKKe SBMSANACh M UHCNEKUNS PYTUHHOM (NIIaHOBOW ) M KAKME MMEHHO OpraHbi
6bINM BOBMNEYEHbI B 9TOT NpoLecce.

4 O6GnacTh aKCNepTU3 NPOUHCNEKTUPOBAHHOIO UCTIbITAaTENTBHOTO LIeHTpa

Takkak cooTBeTcTBME [pMHUMNam GLP cBsizaHO cucbITaHUAMU, NPOBEAEHHBIMU UCMbITATENBbHBIM LLEHTPOM, B €Xe-
rogHole 0630pbl AOMXHbl GbiTb BKIIOYEHbl 06NacTh 3KCNEepPTU3bl MPOVHCMIEKTUPOBAHHbLIX UCMbITATENBHBLIX LEHTPOB C
MCNONb30BaHUEM NepPeYHs CrieyroLLMX OCHOBHbLIX KATErOpUI:

1) OUBMKO-XMMUYECKIE UCTBITAHNS;

) vccnenoBaHNUsi TOKCMYHOCTY;

) uccneaoBaHus MyTareHHOCTH;

) SKOMNOrMYeckme nccrneaoBaHnsi TOKCUYHOCTU Ha BOAHbBIX M HA38MHbIX OpraHn3max;
5) nccnegoBaHusi NoBeAeHNs B BOAE, NOYBE U BO3AYXe; OMOaKKyMynsiuus;

) uccrneaoBaHusl OCTATKOB;

) nccneaoBaHusi BIUSIHWMA HA ME30OKOCMbl U NMPUPOAHbBIE SKOCUCTEMBI;

) XMMWKO-aHanuTUyecKme U XMMUKO-KITMHUYECKNE UCMbITaHWS;

9) gpyrve nccrneaoBaHus (ykasaThb).

Heobxoammo nogyepkHyThb, YTO 9TV KAaTEropmMmn NCMONb3yloT HA FTMOKO OCHOBE B K&XKAOM KOHKPETHOM Cry4ae U 4To
Lenblo SABNSAETCA NpefocTaBneHne nHdopmanmmn, oTHOCSWeNCs K cootTeeTcTBuio GLP ucnbitatenbHoro LueHTpa, kotopas
OygeT nonesHomn Ans Apyrmx HauMoHarnbHbIX OPraHoB MOHUTOPUHTA.

5 Cratyc cooTBeTCTBMA

Ins oTuerta o cTatyce COOTBETCTBUSI UCTILITATENBHOIO LEHTPa cneayeT UCNOoNb30BaTh CeAyowme TpU KaTeropum:

- COOTBETCTBYET;

- He COOTBETCTBYET,;

- Ha paccmoTpenum (pending), c 060cHOBaHueM.

B ceeTe TOr0, 4To «pending» (Ha paccMOTPEHUN) TPaKTyeTCA No-pa3HoOMy cTpaHamm — uneHamu O3CP u uto pas-
NUYHbIE NpaBoOBbIE U aAMUHUCTPATUBHbIE CUCTEMbI HE NO3BONAIOT FAPMOHU3NPOBAHHOIO UCMNOJNb30BaHNUA 3TOI0 TEPMUHA,
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ucrnonb3oBaHue craryca «pending» JOMKHO CONPOBOXAATHCS OO BLACHEHNAMM B HAUMOHANBbHOM 0630pe UCNbITaTENbHBLIX
LeHTpoB. Takvne 06bsACHEHWA MOTYT BKINIOYaTh B ce65, Hanpumep, «pending reinspection» (Ha paccMoTpeHWUM 40 NOBTOPHO
uHenekuum), «pending responses from test facility» (Ha paccMoTpeHun 4o nony4eHns 0TBETa OT UCNBITATENBHOIO LEHTPa),
«pending completion of administrative procedures» (Ha paccmoTpeHum 4o 3aBepleHna agMUHUCTPaTUBHBIX NpoLeayp) 1

T.A.

6 KommeHTapum

Ecnv Heobxoammo, ganee moryT ObITb 4aHbl KOMMEHTapuK.

7 3HauMTenbHbIe HeAOCTATKN

B exxerogHbix 0630pax 0 NPOMHCNEKTUPOBaHHbIX UCTbITaTeNbHbIX LEHTPaX AOMKHbI BbITh NPeacTaBrneHbl Kak MUHK-
MYM MHOMBUAYanbHble UCccrneaoBaHusi, AN KOTOPbLIX B XOA4e ayauTa uccnegoBanus Obinm oGHapyKeHbl CyLLEeCTBEHHbIE
HEeAoCTaTKU U KOTOpble, CrefoBaTenbHO, AOMKHbI OblTe OTKIIOHEHb!I OpraHamy perMcTpaumm U npuema nHopMmaumm,
OgaHako, NOCKOMbKY MHOTWE UCCNEeAoBaHNS NPEACTaBNAOTCA OpraHam B psige CTPaH B O4HO 1 TO Xe BpeMsi, peKOMeHayeT-
csl, 4uTOObI Takoro poga WHdbopmauus pacnpocTpaHsnack Cpeau HauuOHarbHbIX OPraHoOB Kak MOXHO ObicTpee Ha
cneymanbHOWM OCHOBE, eCrv 9T0 HeoOXoAMMO B AOMNONHEHWE K eXerogHsiM o63opam.

8 3aknlovyeHne 0 COOTBETCTBUM

Ecnn 3aknioueHne o cooTBETCTBMY NPEAOCTABNSETCS UCMbITaTeNbHbIM UeHTpam HaunoHarnbHbIMU OpraHaMmun MOHN-
TOPWHra, OHM QONXKHbI NCNOJNBb30OBaTh TE Xe CaMble TEPMUHONOIMNIC U KATETOPUU, YTO B €XXEeroqHom o63ope.

9 PacnpocTpaHeHue exerogHbix o63opoB

O630pbl AOMXKHbI PACNPOCTPaHATLCS EXXEercgHoO AC KoHLA MapTa cpeam YneHoB rpynnel no GLP u cekpeTtapuara
OQ3CP. 3Tta nHbopmaums MoxeT 6biTb 06HapogoBaHa No crneyuanbHOMY 3anpocy.

1"
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[11ENV/MC/CHEM(98)17

[2] OCDE/GD(95)66
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Bu6nuorpadusa

OECD series on Principles of Good Laboratory Practice and Compliance
Monitoring — No 1 — «Principles on Good Laboratory Practice» (Cepus gokymeHTOB
O3CP o MpuHuMnax Hagnexaluei NabopaTopHON NPaKTUKN U MOHUTOPUHIE COOTBET-
ctBust. Ne 1. «MpuHumnbl Hagnexauwemn naGopaTopHON NPaKTUKM» )

OECD series on Principles of Good Laboratory Practice and Compliance
Monitoring — No 3 — Revised guidance for the conduct of laboratory inspections and
study audits: 1995 (PykoBoACTBO NO NpOBeAEeHNI0 MHCNEKUUI NabopaTopuii n ayauTos
nceneposanuii: Ne 3 1995, na cepum gokymeHtoB O3CP o MpuHumnax GLP v moHuTO-
pWHIre COOTBETCTBUS)
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KnitoueBble cnosa: MpuHumnbl Hagnexatllen nabopatopHon npaktku, GLP, MoHUTOpUHT cooTBeTCTBUA GLP,
HeKnNUHU4Yeckne ucnbiTaHna, obecnevyeHme kavyecTsa
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CpaHo B Hatop 17.09.2013. MopanucaHo B nevats 14.10.2013.  ®opmar 60x84 }%. lapHuTypa Apuan.
Yen. nev. n. 2,32, Yu.-u3p. n. 1,90, Tupax 67 ak3. 3ak. 1154.

oryn « CTAHOAPTUH®OPM», 123995 Mockea, paHaTHbIn nep., 4.
www.gostinfo.ru info@gostinfo.ru
Ha6paHo Bo ®IryM « CTAHOAPTUH®OPM» Ha M3BM.
OtnevartaHo B dunuane Sryf « CTAHOAPTUHO®OPM» — tun. «Mockosckui nevatHuk», 105062 Mocksa, NsnuH nep., 6.
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