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MNpepncnosune

Llenn, oCHOBHblE NPUHLUUMbLI U OCHOBHOM NOPAA0K NPOBeAeHUs paboT Mo MeXrocyfapCTBEHHOW CTaH-
paptusaumm yctaHosneHol TOCT 1.0—92 «MexrocygapcTBeHHas cuctema crtaHgaptusaumm. OCHOBHble
nonoxexus» n FOCT 1.2—2009 «MexrocygapcTBeHHas cuctema craHgapTtusaunn. CtaHgapTbl MeXrocy-
[lapCTBEHHble. NpaBuia U pEKOMeHAALMUM N0 MEXroCyAapCTBEHHON cTaHAapTu3aumu. Mpasuna pa3paboTky,
NPUHATUSA, TPUMEHEHUS, 0GHOBEHNSA N OTMEHbI»

CeefeHus o cTaHgapTe

1 NOArOTOB/EH:

depepanbHbIM TOCYAapPCTBEHHbIM YHUTAPHbLIM MpeanpuaTMeM «Bcepoccuiickuii HayyHo-uccnenoBa-
TeNbCKUIA LEeHTp cTaHAapTusauuu, uHdopMmauun u ceptudmkauum cbipbs, MaTepuanoB W BeLecTB»
(eIr'yn «BHNLCMB»);

TexHnyeckum KOMUTETOM Mo cTaHgapTusaunn TK 339 «be3onacHOCTb Cbipbsi, MaTePUanNoB 1 BELLECTB»
defepasibHOro areHTCTBa Mo TEXHMYECKOMY PEry/iipoBaHuIo U METPOJIOTUN:

MexrocyfapcTBeHHbIM TEXHUYECKUM KOMUTETOM no ctaHgapTtudaummn TK 339 «be3onacHOCTb Cbipbs,
maTepunasnos 1 BELLECTB»

2 BHECEH ®epgepasibHbIM areHTCTBOM M0 TEXHUYECKOMY perysiupoBaHuto 1 MeTpoaornm

3 MPUHAT MexrocygapCTBEHHbIM COBETOM MO CTaHfapTu3auuun, MeTposiormm u ceptudunkaunm
(npoTokon oT 15 Hos16psa 2012 1. Ne42)

3a npuHATMe CTaHgapTa Nporos1ocoBasim:

KpaTtkoe HavMeHOBaHWe CTpaHb! Kop, cTpaHbl CokpallieHHOe HaviMeHOBaH1e HalyiOHas1bHOro opraHa

no MK </CO 3166) OM—97 no MK (MCO 3166) OM-97 no cTaHfapTM3aLmm

ApmeHus AM MunH3KOHOMUKM Pecny6nunkn ApmeHuns

Benapycb BY FoccTaHgapt Pecny6nukn Benapycb

KasaxcTaH Kz locctaHgapt Pecny6nukn KasaxctaH

Kblprei3ctaH KG KbipreiactaHgapt

Mongosa MD Monpgosa-CrtaHgapt

Poccuiickaa depepauus RU Pocctanpapt

TagxukucTaH T TampxkukctaHgapt

4 HacToswmii cTaHgapT nAeHTMYEH MexayHapogHomy gokymeHTy 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 (PykoBoACcTBO N0 NpoBeAeHNI0 MHCNEKL Ml nabopaTopuii n ayauToB uccne-
nosaHuA: 1995. Ne 3 u3 cepun [OKYyMeHTOB OpraHusauum 3KOHOMWUYECKOro COTpyAHuYyecTBa W pasBuUTusa
(O3CP) o MpuHumnax GLP 1 MOHUTOpPUHIe COOTBETCTBUSA).

MexayHapoAaHblii fOKyMeHT paspaboTaH Paboueli rpynnoin O3CP no GLP.

[MepeBog, C aHTIMIACKOro A3bika (en).

OdhmumanbHblil 3K3eMNASP MeXAyHapo4HOro AOKYMEHTa, Ha OCHOBE KOTOPOro NOAroTOB/IEH HACTOALLNI
MEXrocyfapCTBEHHbIN cTaHAapT, nmeeTcst B PeiepaslbHOM areHTCTBE MO TEXHUYECKOMY PErysiMpoBaHunio v
meTposiorun Poccuiickoit degepauum.

CTteneHb coOTBETCTBUA — naeHTu4yHas (IDT).

B HacTosAwwmiA cTaHfapT BHECEHO cnefyloliee pefakuMoHHOe M3MEHEHME: N3MEHEHO HavMeHoBaHWe
cTaHgapTa.

HaumeHoBaHMe HacTosLWero craHgapTa M3MEHEeHO OTHOCUTE/IbHO HaMMeHOBaHUS MeXAyHapoAHoro
[OKyMeHTa B CBSA31 C 0COBEHHOCTSIMU NOCTPOEHNA MEXTOCyAapCTBEHHOM CUCTEMbI CTaHAApTU3aLnm

5 lMNpukasom defepasibHOrO areHTCTBa N0 TEXHMYECKOMY PeryimpoBaHunio 1 MeTposorum ot 27 gekabps
2012 r. Np 2161-ct mexrocyfapcTBeHHblli ctaHgapT FTOCT 31880—2012 BBeaeH B AelicTBME B KayecTBe
HauvoHanbHoro ctaHgapTa Poccuiickoli degepauun c 1 aHBaps 2013 1.
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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-
[€H, TMPaX1poBaH U1 pacnpocTpaHeH B KayecTBe oIMLMasIbHOTO n3gaHust 6e3 paspelueHust ®egepasibHOro
areHTCTBa Mo TeXHUUECKOMY PEryIMPOBaHUIO 1 METPO/I0TMU
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BBepeHue

MpuHaToe B 1981 r. PewweHue Coseta O3CP 0 B3anmHOM npusHaHuu gaHHbix [C (81) 30 (Final)], cornac-
HO KOTOpOMY pykKoBoAALW A fokymeHT «OECD Series on principles of good laboratory practice and compliance
monitoring — Nol — OECD Principles of Good Laboratory Practice (GLP)» («Cepusa O3CP o npuHymnax Haa-
nexatei nabopaTopHO MPaKTUKM U MOHMTOPUHIe cooTBeTCcTBUA. Np 1. MpuHUMnbI Hagnexawieli nabopatop-
Holi npakTnkn O3CP GLP»j [1] (aanee — MpuHunnbl GLP)sBnseTcs ero HeoTbeMEMON YaCcTblo, BKIOYaeTe
ceb6s nHcTpykumnio OBCP no npoBefeHVio MeponpuATUi, NO3BONAIOWMUX 06NErYNTb rAPMOHU3NPOBAHHbIE HA
MexXJyHapo4HOM ypOBHe noAxofbl AN obecneyeHuns cootseTcTeus MpuHumnam GLP. BecneacTsue atoro, B
Lenax cofeincTBna BHeLPEHWIO CONOCTaBUMbIX MPoLeAyp MOHUTOPMHIA COOTBETCTBUSA, a Takke NpuHuMna
MeXAyHapoAHOro NpuHATUA ctpaHamy — yieHamy O3CP B 1983 r. CoseT O3CP npuHAn pekoMeHaaunio o
B3aMMHOM MNpu3HaHWN COOTBETCTBUA Hagnexawen nabopatopHoit npaktuke (C (83) 95 (Final)], B koTopoi
onpefenieHbl OCHOBHbIE XapakTepuUCTUKM npoueayp MOHUTOPUHIa COOTBETCTBUSA.

Paboyas rpynna o B3aMMHOM Npu3HaHuu cooTeBeTcTBmA MpuHuyunam GLP (ganee — Pa6ouas rpynna)
6blna co3gara B 1985r. nog npeacepatensctsomM npod. 6. Cunaxo (B. Silano) Utanus, utobbl cogeiicTBoBaTh
npakTuyeckomy BHegpeHuto aktoB Coseta O3CP no GLP. BbipaboTaTb 06Lme Nogxoabl K TEXHUYECKUM 1
aAMVHUCTPATMBHbLIM NPo6/iemam, CBA3aHHbIM C MOHUTOPMHIOM cooTBeTcTBNSA MpuHunnam GLP. a Takke pas-
paboTaTb MexaHU3Mbl A5 B3aVMHOT0 NPU3HaHUS Npoueayp MOHUTOPUHIa cOOTBEeTCTBUA. B Paboueii rpynne
NPUHANK yyacTue npeAcTaBuTeNny cnefyoLlmx cTpaH n opraHmsauuii: ABctpanuu. benbrun. KaHagbl. fladuu,
depepatnBHOi Pecny6nvku FepmaHun. ®uHnaHauu. dpaduun. Utanuu. AnoHun. Hopservn. HuaepnaHaos.
MopTtyranuu, UcnaHuu. Weeunn. Weelinapun. Benukobputanun. CLUA, Komnccnn eBponeiickux coobLLecTs.
MexayHapoaHo opraHv3auuy no ctaHgaptvsauun. KoHBeHLMn no hapmaueBTUYeCcKo MHCNEKLMK, a Takke
BcemupHoii opraHmsauny 3gpaBooxpaHeHus (BO3).

Paboyas rpynna paspaboTtana, B 4aCTHOCTU. «PyKOBOACTBO NO NPOBEAEHWI0 UHCNEKLUWI ucnbiTaTesb-
HbIX LLeHTPOB ¥ ayMTOB UCCNef0BaHUii». PykoBOACTBO 6bl/I0 OCHOBAHO Ha TEKCTe, pa3paboTaHHOM Ipynnoii
akcnepTtos no GLP. nnpeacTaBneHo Kak 4acTb 3aK/1H0UUTENIbHOro oTyeTa oT 1982 .

[laHHOe pyKkOBOACTBO 6bIN10 BNepPBbIe 0Ny6/IMKOBaHO B 1988 r.; He3HauUNTe/IbHO COKPaLLEHHbI BapuaHT
6b11 npucoeanHeH K PeleHuto-pekoMmeHgaunn Coseta O3CP no cootBeTcTBUO MpuHumnam GLP ot 1989 r.
[C (89) 87 (Final)], koTopoe oTMeHsieT 1 3ameHseT coboii akt CoBeta O3CP o1 1983 T.

Mpu npuHATUK aToro PelleHusa-pekomeHgauum Coset O3CP nopyunn KomuTteTy no oxpaHe oKpyxato-
e cpefpbl 1 YnpasnswoLwemMy KOMATETY cneluanbHOn NporpaMmMbl MO KOHTPOSIO XMMUYECKUX BELLECTB npu
HeobxoAMMOCTN 06HOBAATL pyKoBoAsLWw e AokyMeHTbl O3CP no GLP «PykoBoACTBO Mo npoueAypam MOHUTO-
pviHra cooTBETCTBUS Hagnexalieih nabopaTopHOl MPakTUkM» U «PyKOBOACTBO MO NPOBEAEHUI0 MHCNEKLWI
ncnblTaTeNbHbIX LEHTPOB N ayAnTOB UCCNEf0BaHNA» Cy4eTOM MHEHUA nonbiTa cTpaH — yneHos O3CP, aTak-
)€ COOTBETCTBYHOLLEN AEATENBHOCTMN APYTMX MEXAYHAPOAHbIX OpraHn3aLnii.

Ipynna akcneptoB O3CP no GLP pa3paboTtana npegnoxeHns o BHeCEHUN NONPaBOK B3TU PYKOBOACTBA,
KOTOpble 6blNN yTBEPXAEHbI peweHnem CoBeta OJCP: «BHeceHue M3MEHEeHuin B npuioxeHus Kk Pelue-
HUto-pekomeHgaunm Coseta OSCP o cobnoaeHnmn MpUHLMNOB Haanexallein nabopaTopHOl NPaKTUKU», NPU-
HATbIM 9 MapTa 1995 r. (C(95)8(Final)].






MOCT 31880—2012

M E X I OCUYAAPT CTBETHHDbB 1 C TAHAOAPT

MNPUHLMMBI HALJIEXALLEV NABOPATOPHOM MPAKTUKU (GLP)
PyKOBO,qCTBO no NnpoBoO4OHUIO VIHCI'IeKLI,VIVI ncnblTaTe/ibHbIX UEHTPOB U ayanToB VICCI'Ie,EI,OBaHVIVI

Principles of Good Laboratory Practice (GLP).
Guidance for the conductoflaboratory Inspections and study audits

fata BBegeHna — 2013—01—01

1 O6nacTtb NpUMeEHeHUS

HacTosAwwuii ctaHgapT ycTaHaBNnBaeT npoLeAypbl MO NPOBEAEHMI0 MHCMEKL WA MCNbITaTeNbHbIX LLEHTPOB
1 ayauToB uccnefoBaHuii. [naBHbIM 06pa3oM 3TO KacaeTCcsl MHCMEKL WA ncnbiTaTeNbHbIX LLeHTPOB, Ha NpoBe-
[eHne KOTopbIX MHCNeKTopbl N0 GLP TpaTAT 60/bLuyto YacTb BpEMeHU. VIHCNeKuMa ucnbiTaTebHbIX LEHTPOB,
KaK npasuo, BK1OYaeT B ce65 ayAnT nam pacCMOTPEHNE UCCIe0BaHNA Kak YacTb MHCMEKLUW, O4HAKO ayAnTbl
ncecnefoBaHusa AOMKHbI MPOBOAUTHLCA BPEMS OT BPEMEHMW N0 Tpeb6oBaHMo, HanpuMep, peryavpytoLLero opra-
Ha. ObLee pykoBOACTBO N0 NPOBEAEHNI0 ayAMTOB UCCeA0BaHNI NpuBeAeHO B pasgenax 4.5.

MHcnekummn ncneitaTeibHbIX LEHTPOB NPOBOAAT A1 onpeAeieHns CTeneHn CooTBETCTBUSA UCTbITaTEe b-
HbIX LLIeHTPOB U uccnegosanuii MpuHuymnam GLP. a Takke onpegeneHns LenocTHOCTN faHHbIX, 4TO6bl rapaHTy-
poBaTb, 4YTO MNOJIYYEHHblE AaHHble UMEKT Hagfexallee KayecTBO AR OLEHKM W MPUHATUA peLleHui
HaLUnoHaNbHbIMU PerynupyowmM opraHaMmu. 3T pesybTaTbl OTPaxXaloT B 0TYHEeTax, B KOTOPbIX ONUCLIBAIOT
cTeneHb COOTBETCTBUA UCTbITATE/bHbLIX LEeHTPOB MNMpuHumnam GLP. MHcnekuun ucnbiTaTeibHbIX LLEHTPOB Crie-
JyeT NpoBOAUTL Ha PerynspHoii, N1aHOBOW OCHOBE, YTOObLI CO3AaBaTb U COXPaHATb 3anncu o ctaTyce cooT-
BETCTBMUA UCNbITATENIbHOTO LieHTpa MNMpuHumnam GLP.

JlononHutenbHble pasbACHEHUSA MHOTUX MYHKTOB A@HHOTO JOKyMEHTa MOTYT 6bITb NO/yY€Hbl U3 KOHCEH-
CYCHbIX flokyMmeHTOB O3CP no GLP (Hanpumep, 0 poau 1 0653aHHOCTAX PyKOBOAUTENS UCCNeA0BaHUsA).

2 MHcneKkumn ucnbliTaTebHOIO LeHTpa

2.1 [na onpegeneHuns cootsBetcTBuA MpuHumnam GLP npoBOAAT MHCNEKUMW TeX UCMbITaTelbHbIX
LEHTPOB, B KOTOPbIX NONYyYalOT AaHHble 0 6€30MacHOCTN XMMMUYECKNX BELWeCTB A5 340POBbs YenoBeka unn
oKpy>XatoLLeli cpeabl, nognexatiue perynmpoBaHunio. IHCnekTopsl MOryT 3anpalumMBaTh AaHHble ayauTta, ume-
toLMe oTHoWeHNe K hU3nYeCcKUM, XMMUYECKNM, TOKCUKONOrMYECKAM WUV 3KOTOKCMKONOrMYeCKNM CBOWCTBaM
BelecTsa WM cMecu. B HEKOTOpbIX C/ydaax WMHCMEKTOPbI MOryT HYXAaTbCA B NMOMOLM CreyuanncTtoB B
KOHKPETHbIX AUCLUNIUHAX.

2.2 Pa3Hoobpa3une ucnblTaTesibHbIX LLEHTPOB (Kak C TOUYKM 3peHunst pU3M4YeCcKoro pacnosioxXeHus, Tak n
CTPYKTYpbl yNpaBneHuns), a Takke pasnnyHble TUMNbl NCCeA0BaHNi, C KOTOPbIMU CTUTKMBAIOTCA UHCNEKTOPbI,
03HayaeT, YTO MHCMNEKTOPbl AO/HKHbI OCHOBbLIBATHCA Ha COOCTBEHHOM MHEHWUWU A1 OLEHKU CTeneHu cooT-
BeTcTBuA MpuHumnam GLP. Tem He MeHee, NHCMEKTOPbI A0/HKHbI CTPEMUTLCA K Noc/iejoBaTe/IbHOMY NMOAX0AY
npwv oLeHKe KOHKPETHOro UCNbITATeNIbHOrO LIeHTPa UK UCC/1eJoBaHNA C TOUKU 3peHna COOTBETCTBUSA MNpuHLK-
nam GLP Ha f0/1KHOM YpOBHe.

N3paHne ocuymnansHoe



FOCT 31880—2012

B pasgene 3 npejAcTaBfieHbl pa3/iniyHblie COCTaBNALINE UCTIbITATENIbHBLIX LIEHTPOB, B TOM YMC/e Nepco-
Han 1 npouesypbl, KOTOpPble, Kak NPaBWI0, MPOBEPSAIOT MHCNEKTOPLI. B KaXAoM pasgene npuBefeHbl Lenu, a
TaKxe NOACHUTENbHBbIA NepeyeHb KOHKPETHbIX 06 bEKTOB, KOTOPbIE MOTYT paccMaTpuBaTbCs B X04e NHCNEKLMN
UCMbITaTe/IbHOTO LEeHTpa. 3T NepeyHn MOryT OblTb HE CTO/b OBLIMPHBIMU U NpeanaralTcs B KayecTse
npumepa.

2.3 VIHCNeKTOopbl He fO/MKHBI KAacaTbCA HayYHOr0 NPOeKTa UccnefoBaHns UM MHTepnpeTauum pesynbTa-
TOB UCC/ef0BaHNIi BOTHOLLEHUY PUCKOB /151 340PO0BbSA Ye10BeKa Uu okpyxatoLieli cpefbl. OTBETCTBEHHOCTb
3a 3TW acnekTbl BO3/10XXEHA Ha PeryvpyoLL e opraHbl, KOTOPbIM NPeACTaBNAT JaHHble AN Lenei perynnpo-
BaHUA.

2.4 WHcnekuum ncnbiTaTebHOro LeHTpa nayanTbl nccnefoBaHns He AO/MKHbI HapyLaTb paboTy LieHTpa
B 00bIYHOM pexunme. Taknum o06pa3oM, NHCNEKTOPbI JO/MKHbI NPOBOANUTL CBOKO PaboTy TwaTelbHO CiaHnpo-
BaHHbIM U haKTMYECKMN OCYLLECTBUMbIM CNOCO6G0M, NPUHMMAs BO BHMMaHWE NOXenaHus agMUHUCTpaLuu
UCMbITaTe/IbHOTO LieHTpa Kak 0THOCUTEIbHO NPOAO/MKUTENBHOCTYN BU3NTA, TaK M NOCELLeHNA OTAEN0B UCnbITa-
TeIbHOro LeHTpa.

2.5 B xope vHcnekuuii n ayanToB MCCef0BaHNSA UCNbITATENBHOIO LEHTPa MHCNEeKTopbl ByayT nMmeTb
[OCTYN K KOHPMAEHLMaIbHOW, KOMMEpPYeCkU 3Ha4YMMoi nHcpopmaumm. OHW rapaHTUpYIOT, YTO C 3TOI MHAOp-
maumeli 03HaKOMATCA TONIbKO YNOSIHOMOYEHHbIE NnLa.

OTBETCTBEHHOCTb OTHOCUTE/IbHO [@aHHOro acnekTa Ao/hkHa ObiTb yCTaHOBEeHa (HaunoHabHO) npo-
rpamMmoi MOHMTOPWHIa cooTBeTCTBUA MpuHUMnam GLP.

3 TMpoueaypbl NPOBEAEHUS UHCMEKL UK

3.1 MNpeaBapuTenibHasa UHCNEKLUNS

Llenb — 03HaKOMWTb MHCNEKTOPA € UCMbITaTe/IbHbIM LIeHTPOM, B KOTOPOM OyfeT NpoBOAUTLCA MHCMEK-
LMSA. @ UMEHHO CO CTPYKTYpOWi ynpasneHusi, nusnyeckuM MecTOMNOM0XKeHNEM 3aaHunii u 06nacTblo uccnepo-
BaHWIA.

[lo npoBefeHnA NHCMEKLMN UK ayauTa UCCNef0BaHUsA UCMbITATEIbHOMO LLleHTPa MHCNEKTOPbLI AO/HKHbI
03HaKOMUTBLCA C MHhopmaLmeli 06 NcnbITaTesIbHOM LieHTpe, KOTOPbI OHU A0/KHbI NOCeTUTL. PaccmaTpusaeT-
cAnbasn cylecTsyoLllan nHopmauus ob ncnbiTaTesibHOM LeHTpe. K Hel MoryT OTHOCUTLCA OTHYETbI O Npefbl-
OYLWNX MHCNEKUMAX, pacrnosioXeHWe MUCNbITaTeNbHOro LIEHTpa, opraHu3auuoHHas CTpykTypa, oTyeTbl 06
nccnefoBaHnAxX, NPOTOKOMbLI U Buorpaduyeckne cnpaskv O nepcoHane. 3TN JOKYMEHTbl NpeaocTaBnaoT
nHdopmaLmio:

- 0Tune, pasmMepe v pacnosioXeHNN CNbITaTeNIbHOIO LEHTPA,;

- 06 o6nactu nccnegosaHuii, Kotopas 6yeT NpoBepATLCA B XOA4E UHCNEKLUN;

- 0 CTPYKTYpe ynpaB/fieHUs UCnbiTaTeNbHOro LeHTpa.

MHCneKTopbl f0/MKHBI 06paTUTb BHUMaHKe, B YaCTHOCTW, Ha He[0CTaTK/, OTMEYEHHbIE B X04€e npeablay-
LLMX UHCNEKLUIA UCMbITATENBHOTO LieHTpa. ECnu MHCnekuuy ncnbitaTesibHOro LieHTpa paHee He NpoBOAUINCD,
MHCNEKTOPbl MOTYT ero NoCeTWTb C Leflbio NpeaBapuTenibHoOl MHCNeKLn, YTo6bl NONYyYnTb OTHOCSHLLLYIOCS K
Aeny nHdropmaumio.

McnbiTaTenbHbli LEHTP MOXET 6biTb NMPOMHOPMUPOBAH O AaTe U BpeMeHU NpubbLITUS UHCNEKTOPOB,
Llesn U NPOA0MKNTENBHOCTH UX BU3UTA. McnbiTaTesbHbI LEHTP A0/DKEH rapaHTMpoBaTh, YTO 6yAyT AOCTYMHbI
COOTBETCTBYHLLMI NEPCOHaN NA0KyMeHTauus. EcnnoTaenbHblie LOKYMEHTbI MY 3anncu noasiexat npoBepke,
ucnblTaTesibHOMY LLEHTPY cnefyeT UX onpefenntb 40 BU3UTA MHCMNEKTOPOB, YTOObLI OHU OblIIN HEMe1eHHO
[JOCTYMHbI B XO4€ WHCNEKLUN UCMbITATENBHOTO LEHTpa.

3.2 CraptoBas koHthepeHUnsa

Llens — nHdopmmnposaTb aAMUHUCTPALMIO M NEPCOHAN UCMbITATENIbHOTO LieHTPpa 0 NpuynHax nposeje-
HUA MHCMEeKUMWM UCnbiTaTeNlbHOro LeHTpa M ayauta uccriefoBaHuil, onpefenunTb 30Hbl WUCMbiTaTelbHOro
LeHTpa, nognexalyne MHCNeKTUPOBaHUIO, NCCefoBaHns, BblGpaHHble AN ayauTa, a Takke JOKYMEeHTbl U
NPVBAEYEHHbIN NepcoHan.

ALMUHNUCTPATMBHbIE U MpaKTUYeckue AeTanu WHCNeKUMn U ayauta uccnefoBaHuii ucnbiTaTenbHoro
LleHTpa A0/MKHbI 06CYXAaThCs C aAMUHUCTPaLMei NCMbITaTe/IbHOTO LieHTpa B Havasie BU3nTa MHCNeKTopos. B
X0[ie CTapTOBOIi KOH(DEPEHLMN UHCNEKTOPbI AOKHbI:

- onpegenuTb Lenun u macwtab Bu3nTa;

- onucaTb fOKyMeHTaLu o, koTopas TpebyeTcs AN NpoBeAeHNs MHCNEKL N UCNbITaTeNbHOrO LieHTpa, a
VMEHHO, CMMNCOK TEKYLLMX U 3aBEepPLLEHHbIX UCCNefoBaHui, NnaHbl uccnefoBaHnii, CTaH4apTHbIe onepaLoH-
Hble NpoLeaypbl, 0TUeTbl 06 nccnefoBaHMAX U T. 4. [ocTyn u. B ciy4yae He06X04MMOCTH, 3ak/TlueHne corna-
LLIEHWNS O KOMMPOBAaHUY COOTBETCTBYIOLLUX AOKYMEHTOB A0/MKHbI O6bITh OTOBOPEHbI B 3TOT NEPUO, BPEMEHM,
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- BbISACHWTb MW 3aNpoCcuTb MHgopMaL Mo 06 aAMUHNCTPATUBHON CTPYKTYpe (OpraHnsauumn) u nepcoHa-
e ucnbiTaTeNlbHoro LeHTpa:

- 3anpocuTb MHhopMaLuilo 0 NPOBEAEeHNN UcCNefoBaHni, He ABNAIOWNXCA 06bekTamy NpYMeHeHus
MpuHumnos GLP, B3oHax UCMbITaTe/IbHOIO LleHTPa, B KOTOPLIX NPOBOAAT UCC/IEA0BaHNA BCOOTBETCTBUN C TPE-
60BaHusaMY MpuHumnos GLP;

- NPOBECTU NepBoHavYasibHOe onpejenexHne Tex YacTei (30H) UCNbITATENIbHOTO LIeHTPa, KoTopble 6yayT
NoABEPrHyTbl MHCNEKTUPOBAHUIO;

- onucaTtb JOKyMEHTbI 1 06pasLbl (06beKTbl), KOTOpble TPebyTCA AN1A ayanTa TeKYLWMX UK 3aBepLLEH-
HbIX MCCNe0BaHuii;

- yKasaTb, YTO 3aKknwouuTenbHas KoHepeHuus GyfeT npoBefeHa nocfe 3aBeplueHus NpoBefeHus
NHCMEeKL 1N,

Mepep npoBeAeHNEM fanbHeliLlen MHCNeKL N UCMbITaTeIbHOTO LieHTpa XenaTenbHo, YTOObl MHCNEKTO-
pbl YCTAHOBW/AM KOHTaKT CO CNYyX60i o6ecneyeHus kayecTBa ucnbiTaTenbHoro yeHtpa (Quality Assurance,
QA). CornacHo o6LWwuM npasunam npy MHCNEKTUPOBaHUN UCMbITATENBHOTO LIEHTPa ABNAETCA Lenecoobpas-
HbIM COMPOBOX/EHNE NHCNEKTOPOB COTPYAHUKaMu Cyx6bl obecneyeHuns kavecTsa.

WHcnekTopbl MOryT noTpeboBaTth, YTO6bI UM Oblna NnpefocTaBieHa oTAeNlbHas KoMHaTa A8 NpoBepku
[OKYMEHTOB M OCYyLL,eCTBNEHNS APYroli AeATENbHOCTY.

3.3 OpraHusauuna n nepcoHasn

Lienb — onpefennTtb, UMeeT I UCNbITATE/bHbIA LEeHTP B AOCTATOYHON Mepe KBanngULUMpOBaHHbIN
nepcoHan, NAcKkue pecypcbl U CEPBUCHYIO NOA4EPXKKY MHOTOCTOPOHHUX Y MHOTOUYUC/IEHHbIX NCCeA0BaHWIA;
MMeeTCs /i COOTBETCTBYIOLLASA OpraHu3aLMoHHas CTPyKTypa; ycTaHoBuMIa M agMUHUCTpaLms ucnbitaTesb-
HOro LieHTpa npoLeaypbl B OTHOLLIEHVW NOAFOTOBKN 1 340P0BbA NEpcoHana, CooTBETCTBYOLME UccnefoBaHu-
AIM, MPOBOAMMBIM B UCMbITATENIbHOM LIEHTpPE.

ALMUHMCTPALMSA NCNbITATe/IbHOTO LieHTpa NoAroTaBMBaEeT cieayoume A0KyMeHThbI:

- MO3TaXHbIi NNaH;

- OpraHu3auuoHHble CTPYKTYpbl YNpaB/ieHWs WChblTaTe/lbHbIM LeHTPOM W Hay4HbIMW noapasgene-
HUAMUY;

- buorpachmyeckme cnpasku 0 nepcoHasne, NPUHUMAaOLWEeM y4acTUB B UCC/Ief0BaHUSAX, N36paHHbIX 415
npoBeAeHUs ayanTa nccnefoBaHunii;

- CMWCOK (CMWCKN) TeKyLMX U 3aBepLUEHHbIX UccnefoBaHuii ¢ nHdopmalmen o Tune nccnefoBaHus,
JaTax Hayana/aBepLUeHus nccnefoBaHus, TecT-cucteme, MeTofe NPUMeHEHUs TECT-CUCTEMbI Y UIMEHW PyKO-
BOAUTENS NCCMef0BaHUS;

- npoueaypbl HabAAeHUs 3a 340pPOBbEM NepcoHana,;

- CcNyXe6Hble MHCTPYKLMW NepcoHana, NporpamMmsbl 1 3anucu noAroToBkKM nepcoHana,;

- nepeyeHb CTaHAAPTHBIX OnepaLnoHHbIX npoueayp (COM) ncnbiTateNlbHOro LEeHTpa;

- KOHKpeTHble COll, nmetoLive OTHOLLIEHNE K UCCNeA0BaHNAM Un npouesypam, Nognexatnm nHcnek-
TUPOBAHWIO NN AYAUTY;

- CMMCOK (CNWCKN) pyKkOBOAWTENEN NCCnefoBaHnsa U CMOHCOPOB, CBA3AHHbLIX C MoAnexalummn ayauty
ncecnefoBaHUAMU.

B yacTHOCTW, MHCNEKTOP [O/IKEH NMPOBEPUTL!

- CMMUCKM TeKYLUUX 1 3aBepLUEHHbIX uccnefoBaHuii, YTobbl BbISCHUTL YPOBEHb paboTbl, MPOBOAMMON
ucnbiTaTesibHbIM LEEHTPOM:

- INYHOCTYU M KBaNMUKaALMIO pyKOBOAMTENS(€11) uccnenoBaHusi, pykoBoAMTENS CNyx6bl o6ecneveHuns
KayecTBa 1 4pyroro nepcoHana,

- Hanuuve COIl gna Bcex COOTBETCTBYOLNX 061acTeli UCnbITaHuii.

3.4 MporpamMma no o6ecrnevyeHunto kKayecTea

Llens — onpegenntb, HACKO/ILKO UCMOJb3YEMble MEXaHU3MbI YNPaB/eHNs rapaHTUpYIoT, 4TO Uccreo-
BaHWA NPOBOAAT B COOTBETCTBUM C MpuHumnamu GLP.

PykosoauTento cnyx6bl obecrneyeHuns kayecTsa fOMKHO ObITb NPeAI0KEHO NPOAEMOHCTPMPOBATL CUC-
Tembl U MeToAbl obecnevyeHns KayecTsa A1a UHCNEKLUN Y MOHUTOPVHIA UCCNeA0BaHUiA, a Takke CUCTEMbI
3anvcu HablaeHWi, NoYyYeHHbIX B XOA4e MOHUTOPUHIa obecneyeHuns kayecTsa.

MHcnekTopbl A0/MKHBI NPOBEPUTL:!

- KBaNMdUKaLmio pyKoBOAUTENS N NepcoHana cnyxobl obecneveHns KayecTsa,;

- He3aBWCMMOCTb NepcoHasna cnyX6bl o6ecneyeHnsl kauecTBa OT NepcoHasa, yuacTBYIOLWEro B Ucc/e-
[lOBAHUSAX;
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- npoueaypbl N1aHMPOBaHUA U NPOBEAEHUS MHCNEKL MK CYXX60i o6ecneveHns KauecTBa KOHTPOS aTa-
noB MCC/ef0BaHUsA, onpeaensiemMbix B KaUecTBe KPUTUYECKUX; OCTYMHbIX PECYPCOB A1 NPOBEAEHUS NHCNEK-
LW 1 MOHUTOPUHTA CNYX6bl 06ecneyeHns kayecTsa,

- cyuiecTtBOBaHMe cXeM MOHUTOpPUHTa obecnevyeHns kauecTBa Ha Bbl60pOLIH0I7I OCHOBE B TeX c/ny4yasX,
Korga vccnefoBaHusi NPOBOAAT B TEYEHME TAKOTO KOPOTKOrO CPOKa, YTO MOHUTOPUHT K&XA0ro uccnefoBaHus
ABNAETCA NPAKTUYECKN HEOCYLLLECTBUMBIM;

- MacwTtab 1 rnybruHy MOHUTOPUHIra o6ecneyeHns kayecTsa B Te4eHME OCYLLLECTBISIEMOro aTana uccne-
fLoBaHus;

- macwTab v rnyorHy MOHWTOPMHra o6ecrneyvyeHuss KayecTBa PYTUHHBLIX OMepauWii ucnbiTareslbHoro
LeHTpa;

- npoueaypbl Cyx6bl 06ecneyeHns kavecTsa, NPUMeEHsIEMbIe 715 NPOBEPKU 3aK/THUNTENIBHOIO 0TYeTa,
YTOOGbI rapaHTupoBaTb ero CooTBeTCTBME NEePBNYHbIM AaHHbIM;

- nonyvyeHue agMUHMUCTPALMENR UCMbITATE/IbHOTO LLleHTpa 0TYETOB OT C/YX6bl 06ecneyeHns kayectsa o
npo6nemax, KOTopble MPeAnooXUTENbHO OKa3blBAIOT BAMSHME HA KA4yecTBO WM LLeNOCTHOCTb UCCeno-
BaHUS;

- [pelicTBus, npeanpuvHuMaeMble cnyx6oii o6ecneyeHnss KkayecTBa, ecnn 6bin 06HapyXeHbl OTKO-
HeHus;

- ponb cnyx6bl 06ecnevyeHns KayecTsa, ec/iM UCCNef0BaHUsl AN YacTb UCCNefoBaHWii NPOBOAST B
na6opatopusix, paboTatLLmx C UCNbITATeNbHbIM LLEHTPOM MO KOHTPAaKTY;

- BbINO/IHEHME CNYX 6011 N0 06ecneyeHnto kKayecTBa A4eNCTBMIA N0 PACCMOTPEHMI0, NePecMoTpy U 06HOB-
nexunio COM.

3.5 MNomeleHnn

Llenb — onpegenuTb, UMeeT NN UCMbITaTe bHbIA LEeHTP COOTBETCTBYIOLNIA BHYTPEHHWUI UM BHELLHWUIA
pa3mep, YCTPOWCTBO 1 pacnosioxeHune, yaoBAeTBoOpsoLme Tpe60BaHNAM NPOBEAEHNS UCCef0BaHNIA.

MHcnekTop A0/MKeH NPOBEPUTD, UTO;

- YCTPOWCTBO LEeHTpa N03BO/ISAET AOCTUYb 4OCTATOYHOIO YPOBHA pasfeneHns, a UMeHHO Toro, 4Tobbl
UCMbITyeMble BELEeCTBa, XXMBOTHbIE, MULLA, NaTonormyeckne 06pasLbl 1 T. N.. 0THOCALLMECS KOAHOMY Uccneno-
BaHWI0. HeNb3s 6bI10 NepenyTaTh C NpejHa3HauYeHHbIMU 419 APYTOro uccnefoBaHuns;

- npoueaypbl N0 3KONOTMYECKOMY KOHTPOJIO Y MOHUTOPWHTY CYLLECTBYIOT U YA0BNETBOPUTENbHO (DYHK-
LMOHNPYIOT B KPUTUUECKMX 30HAX, HANPUMEP NOMELLLEHNAX 415 XUBOTHbBIX U ApYTr1X 6MON0rMyecknx TecT-cmc-
TeM. 30HaxX XpaHeHWs UCMbITYeMbIX BELEeCTB, 1abopaToOPHbIX MOMELLLEHUAX;

- o6lee yCTPOWCTBO 3aHNA YA0BIETBOPSIET BO3MOXHOCTM pa3MellaTh pa3iniHbie NoMeLLeHns n npu
Heob6xo4MMOCTM NPOBOAWTL NpoLeAypbl N0 60opbbe ¢ BpeguTensmu.

3.6 O6cnyxuBaHue, pasMelleHne U coepxaHue 6MoNorMYecknx TeCT-CUCTEM

Lienb — onpeaenuTs, cnoco6eH N UCNbITaTe bHbIi LLeHTP B C/lydae UCMo/Ib30BaHUs B UCC/E0BAHNSX
XUBOTHbBIX UK APYrUX 6UOMOTMYECKNX TECT-CUCTEM MOAAEPXKMBATL MOMELLEHUS 1 YCNOBUS 415 06CyXMBa-
HUSl. pa3MeLLeHUs U COAepXaHusl TeCT-CUCTEM B COCTOSIHUM, o6ecnednBailLemM npeAoTepalleHme cTpecca u
BO3HUKHOBEHVE APYTMX NPOG/EM, KOTOPbIE MOTYT MOB/MSATh HA TECT-CUCTEMbI W. C/Ie0BaTENIbHO, Ha KAUYeCcTBO
[aHHbIX.

WcnbiTaTenbHblii LEeHTP MOXEeT NPOBOANTbL UCC/IelOBaHNS, KOTOPble TPeGYT pasHo06pa3mns XUBOTHLIX,
pacTUTeNbHbIX U MUKPOBMOMOTMYECKX O6BEKTOB, & TAKKe APYTUX KNEeTOUHbIX UK CyBKIETOUYHBIX CUCTEM. Tyn
TECT-CUCTEM WCMOb3YIOT NpY ONpeAesieHn acnekToB, OTHOCALMXCS K 06CYXUBAHNIO, Pa3MELLEHUIO Un
COAEpXaHuio, KOTOpbIE LO/KEH NMPOBEPSTL MHCNEKTOp. Vicnonb3ys cBoe NpefcTaBrieHne 06 3TOM, MHCMEKTOp
[OJIXEH NPOBEPUTB ClIeAyHoLLME aCMEKTbI, MEeIoLLMe OTHOLLIEHUE K TECT-CUCTEMAM;

- ABNAETCA M UCMbITaTe bHbIM LEHTP NOAXOAAWMUM [/151 UCMOJIb3YEMbIX TECT-CUCTEM U COOTBETCTBYET
JI1 OH TPeBGOoBaHMSIM K NPOBEAEHNI0 UCTbITAHWIA;

- MPUMEHSIIOTCA 1N KapaHTUHHbIE MEPONPUATUAS 4151 XKUBOTHbIX W PACTEHUI, NOCTYNAaOWMX B UCMbITA-
Te/bHbIi LEHTP, M HACKO/ILKO OHU Y10BNIETBOPAIOT NOCTaB/IeHHO 3aaaue;

- NPUHUMAIOTCS M MEepbI, YTOBbI U30/IMPOBATL XUBOTHLIX (UM APYrue 3/1IEMEHTbI TECT-CUCTEMBI, €C/N
3T0 HEO6XO0AMMO), EC/IM N3BECTHO W/IN NPEANO/IaraeTcsl, yTOOHU 60/1bHbI U SBSKOTCA HOCUTENAMMN 6ONE3HU;

- NPOBOAWTCA /1N B lOCTATOYHOI CTENEHN MOHUTOPUHT 1 NPOTOKO/IMPOBAHNE A0KYMEHTOB B OTHOLLEHUN
3/10pOBbsi, MOBEAEHMS UMW APYTUX aCNEeKTOB, UMEILLMX OTHOLLEHWE K TECT-CUCTEME.

- HaxoauTcs N 060py0BaHue A5 NOALEePXKAHUS HEOGXOAUMBIX 4151 KAXAO0W TeCT-CUCTEMbI YC0BUiA
OKpyXatolLeil cpefibl B XOPOLLIEM COCTOSIHUM W IBNISIETCS N ero paboTa apheKTUBHOIA;

- cofepXaT /v KNeTku Af1s1XKMBOTHbIX, CTE/IaXU, pe3epByapbl ApYrie KOHTEHEpPBI, a TaKkKe BCNoMora-
TeNbHoe 060pyA0BaHue B HaA/1exalleil uicToTe;
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- TMPOBOAAT /I MO Mepe HEOGXOAMMOCTYN aHaM3bl /151 TPOBEPKM COCTOSIHWS OKPYXatoLLeli cpeAbl 1 nog-
LEPXKM CUCTEM;

- CYLWLeCTBYIOT /1 YCNYrX MO YAANEHWUIO W YTUIM3ALUN OTXOLO0B OT XMBOTHBIX U TECT-CUCTEM; OCYyLLe-
CTBAIATCA NIV 3TU YC/YTY TAKUM 06pa30oM, UTOGLI MUHUMU3MPOBATL 3apaxeHue napasutamu, nosisfieHune 3ana-
XOB. 60/1e3He 1 0NacHOCTU 3arpa3HeHns okpyxaioleli cpespl;

- 060pyfoBaHbl NN 30HbI AJ151 XPAHEHUs1 KOPMOB /151 XKMBOTHBIX WM 3KBUBANEHTHLIX MaTEPVasIoB A/is
BCEX TECT-CUCTEM: HEe UCMO/b3YIOTCA /I 3TW 30HbI 4151 XPAHEHUSI APYTUX MATEPUASIOB, TakuUX Kak UCMbITyeMble
BELLECTBa, XMMUYeckue cpeacTBa st 60pb6bl C BpeaUTeNnsaMu unm gesvHiuupyoLe cpeacTsa, u otaene-
Hbl /1N OHW OT 06/1aCTel, B KOTOPbIX Pa3MELLEHbI XXMBOTHbLIE UMW XPAHATCA Apyriue 6uonoruyeckne TecT-cuc-
TEMbI;

- 3alUWLLEHbI NV XPaHUMbIE KOPMa U MOACTUIKMOT NOPYM NPU HEGIAroNpPUSITHBIX YCII0BUSIX OKpYXatoLLeit
cpefbl, a Takke 3apakeHUs UNn 3arpsisHeHns.

3.7 O6opyaoBaHue, MaTepuasnbl, peareHTbl 1 06pa3sLbl

Lienb — onpeaenutb, UMEET /N UCTbITaTe/IbHbIM LLEHTP COOTBETCTBYIOLLEE MECTOMNO/IOXEHNE, AOCTA-
TOYHOE KO/IMUYECTBO AelicTBYOLLEro 060pyA0BaHNs, UMEIOLLEro Hagaexaluii noTeHuuan ans yaosneTsope-
HUA Tpe60BaHMIA K NPOBOAVMBIM B UCMbITATEIbHOM LEHTPE UCTLITAHUAM, UMEIOT /M MaTepuasibl, peareHTsl 1
06pasLpbl HaaNexallylo MapkupoBKy, a TAKKE UCNOb3YIOT /IN N XPAHAT /X NX HaZ/1exallum o6pasom.

MHCNEeKTop JOMKEH NPOBEPUTH, UTO:

060py0BaHNE HAXOANUTCS B YACTOM U UCNPABHOM COCTOSIHUU:

- CcoXpaHeHbl 3an1cy 06 aKcnayaTauum, TeXHUYeCKoM 06CTy)XMBaHNUM, MOBEpPKe, KanMGpoBKe 1 Banuaa-
LMK N3MEPUTENBHOTO 060PYA0BaHUS 1 annapaTypbl (B TOM YMC/ie, KOMNbIOTEPU3UPOBAHHbIX CUCTEM);

- MaTepuanbl U XMMUUYECKME peareHTbl HaA/1exalim 06pasom MapKupoBaHbl Y XPaHATCA Npu Hagexa-
LMX TEMMEepaTypax, a faTbl UCTEUEHNSI CPOKA FOLHOCTU He UTHOPUPYoTCs. Ha 3TrKeTKax peareHToB LOJIKHbI
6bITb YKa3aHbl UCTOUYHWK, ONO3HaBaTEe/IbHbIE JaHHbIE, KOHLLEHTPALMS W/Unn Lpyras COOTBETCTBYIOLAst MH(OP-
Mauus;

- 06pasLibl YETKO UAEHTUMDVLMPYIOTCS MO UX NMPUHAANEXHOCTU K TECT-CUCTEME, UCCIe0BaHUI0, CNOCO-
6y v aaTe NosyyeHus;

- ucrnonb3yeMble 060pyf0BaHNe ¥ MaTepuasbl He BAUSIIOT B KaKO-NMGO CYLLEeCTBEHHOI CTeneHu Ha
N3MEHEHUE TECT-CUCTEM.

3.8 TecT-cuctemsbl

Llens — onpepgenutb, CyLEeCTBYOT N afileKBaTHbIEe NpoLeaypbl 415 YNPaBIeHUSA N KOHTPOIA PasINyHbIX
TecT-cucTem, Tpebyembix 415 MPOBELEHNA UCCNeA0BaHUIA B UCNbITATENbHOM LiEHTpe, HanpuMep XMMUYeCcKmx
N (PU3NYECKNX CUCTEM, K/TETOUHBIX U MUKPOOHBIX CUCTEM, PACTEHWI 1 XKNBOTHbIX.

3.8.1 ®dusnyeckne n xXMuMn4eckne CUCTeMbI

WHcnekTop fo/MKeH NPpoBEPUTD, YTO:

- onpepgensieTca CTabuabHOCTb UCMbITYEMbIX U CTaHAapPTHbIX 06pa3LoB 1 UCNOMb3YHTCA yKa3aHHble B
nnaHax uccnefoBaHus ctaHgapTHble 06pasLbl, eC/iM 3TO NPeAyCMOTPEHO N1aHamMun UccnefoBaHuUs:

- NPV UCNO/b30BaHNM aBTOMAaTN3NPOBAHHbIX CUCTEM AaHHble, MOyYeHHble B BUAE rpacukos, 3anucu
camonucLeB UM KOMMbIOTEPHbIE pacneyarTky, LOKYMEHTUPYIOTCA B KAYeCTBE NePBUYHbIX AaHHbIX U apXUBUPY-
toTcA.

3.8.2 brnonoruvyeckne TeCT-CUCTEMbI

MpuHMMas BO BHYUMaHMe COOTBETCTBYIOLLME acnekTbl, YNOMSAHYTbIE Bbille, OTHOCALMECS K 06CnyxmBa-
HWI0. pasMeLLeHNI0 U COAEPXaHNI0 BUONOTNYECKUX TECT-CUCTEM, MHCNEKTOP AO/HKEH NPOBEPUTb, YTO:

- TecT-CUCTeMbl COOTBETCTBYIOT TEM. YTO YKa3aHbl B NnaaHax ucciefoBaHus;

- TecT-CUCTEMbI afieKBaTHO U. eCIN 3TO HEOBXOANMO 1 Lie1ecoobpasHo, 04HO3HAYHO UAEHTUHULMPYIOT-
CA HA NPOTAXEHWN BCETo UCCIEe0BAHUA: CYLLLECTBYIOT 3arnCK O NoJTIy4EeHUN TECT-CUCTEM M NOMHaA JOKYMeHTa-
LM 0 Ynce NoslyvyeHHbIX, UCNONb30BaHHbIX, 3aMEHEHHbIX UK BbiGPaKOBaHHbLIX TECT-CUCTEM,;

- pasMelleHne TeCT-CUCTEM M KOHTEHEPOB C TeCT-cucTeMamu Hagnexatymm obpasom ngeHtTuduunpy-
eTcs € Ncnonb30BaHueM Bceil Heob6xoAMMOol nHopMaLum,;

- cywecTByeTafekBaTHoe pa3fefieHne uccnefoBaHmnii, NpoBOAALLMXCA HA OAHNX N TEXXKEe BUAAX XNBOT-
HbIX (M1 HA OAHUX U TeX e BUONOrNYecKnx TeCT-cUcTeMax), HOC UCNOJIb30BaHNEM Pa3/INYHbIX BELLECTB!

- CylecTByeT afiekBaTHOe pasfesieHne BUL0B XUBOTHbIX (M ApYyrux 6MoNornyecknx TecT-cuctTem) B Npo-
CTpaHCTBE U/ BO BPEMEHMN:

- oKpyxatwowas cpefa 61on10rMyeckon TecT-cucTeMbl onpegenseTca nnaHamm uccnegosaHuns nam COn
C y4eTOM TakKMX acnekToB, Kak TemnepaTypa Uin LuK/bl OCBELEHHOCTU/TEMHOTbI;

- BefyTcA 3anucy 0 nonyyeHmn, o6paboTke, pasmeLLeHnn, CoOAePXaHun, 06CNYXMBaHUN N OLeHKe 3[0-
pOBbSA COOTBETCTBYIOLLEN TECT-CUCTEMDI:
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- BMNUCbMEHHbLIX OTHETaX XPaHAT VIH(bOpMaLWII'O O npoBepkKax, KapaHTUHax, 3aboneBaemocTy, CMepTHOC-
TWU. noBeAeHUU, anarHosax nnev4eHuUn XnBOTHbIX, paCTEHI/IVI NTECT-CUCTEM, a TaKXe 0 APYrnx I'IO,EI.OGHbIX acnek-
TaX. COOTBETCTBYHOLWMNX Ka)K,EI'OI‘fl 610N0rNYecKoii TeCT-CUCTEME;

- CyweCTBYHT cpefcTtBa And Hagnexaulero yganeHna TeCT-CUCtemM B KOHUE UCTbITaHUA.

3.9 McnbiTyemble ncTaHaapTHbIE BellecTBa

Lilenb — onpegennTb, MMEKTCA N B UCMbITATE/IbHOM LieHTpe Nnpoueaypbl, NpeAHa3HavYeHHble:

i) 4nA TOro, YTo6bl rapaHTUPOBATb, YTO NAEHTU(VKALNOHHbIE faHHble, 3 (DEKTUBHOCTb, KOSIMYECTBO U
COCTaB UCMbITYeMbIX M CTaHAapPTHbIX 06pa3L,0B COOTBETCTBYIOT crieuudukaLmu;

i) AnA Toro, 4tToObI OCYLWECTBAAMNCL Hagexawmm obpa3om NosyyYeHe 1 XpaHeHne UCMbITYEMbIX U
cTaHgapTHbIX 06pa3LoB.

WNHCNekTop AO/IKEH NPOBEPUTb, YTO:

- UMelTCA NUCbMEHHbIE 3anuncn o0 NonyvyeHun, obpaboTke, oT6ope NPo6, NCMONL30BAHNUN U XPaHEHUN
UCMbITYeMbIX Y CTAHAAPTHLIX 06pas3LoB, a Takke 06 naeHTUdrKaLuy oTBETCTBEHHOIO /MLA;

- KOHTeWHepbl C UCNbITYEMbIMW U CTaHAaPTHbIMM 06pa3uamMmn Hagnexatum o6pa3oM MapkMpoBaHsbl;

- YCNOBWA XpaHeHns obecneynmBaloT COXpaHeHUe KOHLeHTpauuu, YACTOTbl U CTabWIbHOCTM UCMbITye-
MbIX M CTaHAAPTHbLIX 06pa3L0B;

- UMelTCs NUCbMEHHbIE 3anucK 06 onpeaeneHnn NAEeHTUYHOCTU, YNCTOTbI, cocTaBa, CTabuibHOCTY 1
npeAoTBpaLLeHnNm 3arpsA3HEHNs NCMNbITYEMbIX U CTaHAAPTHBIX 06pa3L 0B B COOTBETCTBYOLLMNX CyYasX;

- UMelTCA npouesypbl A8 onpeAesieHnsa 04HOPOAHOCTU U CTaBUNbHOCTU CMEecel, CofepX)aLLmx NCnbl-
Tyemble U cTaHfapTHble 06pasLibl B COOTBETCTBYIOLLMX CayYasx;

- KOHTeliHepsbl, cogepxatune cmecy (Unm pasbasneHuns) UCNbITyeMblX U CTaHAapTHbIX 06pas3LLoB, Mapku-
poBaHbI. 1 3anncKu XpaHAaT Hopmaumnio 06 0gHOPOAHOCTUN M CTabUIbHOCTU COAEPXMMOro B COOTBETCTBYIO-
LLMX cnyyasx;

- eC/IM UCMbITaHNsA MPOBOAAT B TeUeHve 6onee yeTbipex Hege b, NPoObl 13 KaXA0N NapTUM NUCNbITYEMbIX
U CTaHapTHbIX 06pa3LL0B UCMOMNb3YIOTCA 419 aHANIMTUYECKMX Lief1eit U XpaHATCA B TeYeHe COOTBETCTBYHOLLe-
ro BpeMeHu;

- npoueaypbl 415 CMelnBaHWA BelecTB paspabarbiBaloTCA Takum o6pasom, YTo6bl NpeAoTBpaTuTbL
OLINGKM B MAEHTUMKALMN NN NePEKPECTHOE 3arpsa3HeHue.

3.10 CrtaHpapTHble onepauvoHHbIe npoueaypbl

Llens — onpegenvtb, UMEIOTCA N B UCNbITATE/IbHOM LieHTpe NucbMeHHble COlM. nveroLune oTHoLWeHne
KO BCEM CYLL,eCTBEHHbIM acnekTam onepauuii, nprH1UMas BO BHUMaHUe, YTOOLHUM U3 BaXKHbIX METO0B ynpas-
NeHnsa onepaumamy B UCNbITaTe/IbHOM LIeHTpe SABASETCA UCNoIb30BaHne NucbMeHHbIx COlM.

WHcnekTop Ao/mKeH NPOBEPUTb, YTO:

- BKaX[0i 30He UCNbITATE/IbHOTO LieHTpa NMeTcs B HeNnocpeACcTBEHHOM A0CTYMNe OTHOCALMECS Kaeny
3aBepeHHble konun COIT;

- CylecTBYIOT npoueaypbl AN nepecmoTpa v obHoBeHns COm:

- no6ble nonpaBku UK n3meHeHns COM 6blav NoANUCAHbI U faTUPOBaHbI:

- ucTtopuyeckue paiinbl COlN coxpaHeHbl;

- COIN npuMeHsoT AN Cneaywmnx BUA0B AeATe/IbHOCTH, HO He OrpaHUyMBalTCs UMU:

i) nony4yeHve; onpegeneHne naeHTUYHOCTH, YACTOTbI, COCTaBa U CTabuUNbHOCTW; MapkupoBka; 06paboT-
ka; 0T60p NpPo6, NCNO/b30BaHNE N XPaHEHNE UCTbITYeMbIX M CTaH4apTHbIX 06pasLoB;

) ncnonb3oBaHve, obCcnyxuBaHve, yxod, kannbpoBka 1 BanMauns n3MepuTenbHoOro 06opyLoBaHus,
KOMMbIOTEPM3NPOBAHHBLIX CUCTEM 1 060PYA0BaHNA AN KOHTPO/IA OKpYXatoLeii cpeabl;

iil) nogroToBka peareHTOB 1 pa3paboTka cxembl JO3MPOBaHUS;

iV) NpOTOKO/MpOBaHWE, OTYETHOCTb, XpPaHeHNe 1 NOUCK 3anuceii 1 0THETOB;

V) NOAroToBKa W KOHTPOJIb OKpYXatoLLLeli cpefbl 30H. Cofepxallymx TeCT-CUCTEMBI;

Vi) nonyuyeHue, nepepava, pasMelleHne, XapakTepucTuka, uaeHTugmKauus n o6enyxmBaHue TecT-
cucTem:

vii) obpaboTka TecT-cMCTeM 0. B NPOLECCe 1 N0 OKOHYaHWUM UCCNefoBaHns;

viii) yfaneHue TecT-cucTem;

iX) Mcnonb3oBaHue cneymasibHbIX CPeAcTB A5 60pbObI C BpeanTenamu nans yoopku.

X) onepayuu B pamkax nporpamMmmbl no o6ecneyeHunto kayectsa (QA).

3.11 BbINosHeHNe uccneoBaHus

Llenb — noaTBEepANTb, UTO CYLLECTBYIOT MMCbMEHHbIE NaHbl NCCNeAoBaHni 1 YTO NAaH 1 NpoBefeHne
nccnefoBaHuii cooTBeTCTBYIOT MpuHumnam GLP.

b
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MHcneKkTopbl A0/MKHbI NPOBEPUTD, YTO:

- NnaH uccnefoBaHnsa 6bi1 NoAnuMcaH pykoBoauTesIeM NcceoBaHuns:

- nobble nonpasky K NaHy nccnefoBaHna NognucaHbl AaTMpoBaHbl PyKOBOANTENEM UCC/Ief0BaHUS;

- fjaTta forosopa o njaHe uccnefoBaHns 6blna 3aperncTpupoBaHa CnoHCOPOM (B COOTBETCTBYIOLLMX
cnyyasx):

- U3MepeHus, HabIAEHUS Y aKCNepTU3bl COOTBETCTBOBA/IN N1aHy UCCeA0BaHNSA NCOOTBETCTBYIOLUM
cor,

- pesynbTaTbl 3TUX U3MEPEeHW, HabNgeHN 1 IKCNepTM3 3anucbiBann cpasy Xe TOYHO, akKypaTHO 1
pasbopunBo, NognuceiBanu (M napaguposann) n gatmuposany;

- Nnobble U3MEHEHUA NEPBUYHbBIX AAHHBIX, B TOM YMC/NE AaHHbIX, XPAHALLUXCS B KOMMbIOTEPAX, HE CKPbI-
BalOT NpeApblAyLive 3anmcu, a Takke nMeeTcs MHpopMaLnsa 0 NPUYNHaX BHECEHUA N3MEHEHWIA 1 naeHTudrKa-
LUun nnua, OTBETCTBEHHONO 3a M3MEHEHWSA, U AaTe, KOorga oHn 6binn caenaHbi:

- KOMMNbIOTEPHbIE WX COXPAHEHHbIE AaHHble OblNY NAEHTUMLMPOBaHbI, a Npoueaypbl 418 UX 3aluTbl
OT HECAHKLMOHMPOBAHHbIX U3MEHEHWUI NN NoTepb OblAv afeKBaTHbIMY;

- KOMMNbIOTEPU3NPOBAHHbIE CUCTEMbI, UICNOMIb3YyEeMble B CCNIEA0BAHNAX, ABASIOTCA HAAEXHBIMU, TOUHbI-
MU 1 6bINN BANUANPOBaHbI;

- nobble HenpegBueHHble COObITUA, 3anucaHHble B NEPBUYHbLIX AaHHbIX, OblN MCCNefoBaHbl U oLe-
HeHbl;

- pesynbTarThl, NpeAcTaB/ieHHble B OTYeTax UcciefoBaHus (MPOMEXYTOUHbIX WK 3aKNIOUUTESbHbIX),
ABNAIOTCA NocnefoBaTelbHbIMY U MOMHBIMU MAOCTOBEPHO OTPAXaKT NEPBUYHbIE faHHbIE.

3.12 OtyeT 0 pe3ynibTaTax uccriefoBaHnsa

Llenb — onpefenntb, Obl1 NN 3aK10YNTENbHBIV OTYET NOArOTOB/IEH B COOTBETCTBUM C MpuHUMnamu
GLP.

Mpu akcnepTU3e 3aKNOUNTE/IbLHOTO OTHETa UHCNEKTOP A0/IKEH NMPOBEPUTD, YTO:

- OTYeT nofnucaH v gaTupoBaH PyKoBOAMTENEM UCCNEe0BaHNSA, YTO yKa3blBaeT Ha NPUHATME UM OTBET-
CTBEHHOCTM 3a l0CTOBEPHOCTb UCC/Iej0BaHUSA, a TaKkxKe NoATBEPXAaeT TO. YTO uccrefosaHue 6b1s10 nposeje-
HO B cooTBeTCTBUY C MpuHumnamm GLP.

- OTYeT noAnucaH 1 gaTupoBaH APYrMMn OTBETCTBEHHbLIMY UCMOTHUTENSAMU, €CNIN B HETO GbINV BKOYe-
Hbl MOArOTOBMIEHHBIE UMW OTHYETHI O COBMECTHbIX UCCNEAOBAHUAX;

- 3akoueHne cnyxobl o6ecneveHns KauecTBa BKIOYEHO B OTHET M YTO OHO NOANMCAHO U AaTUPOBaHo;

- nobble nonpasky 661/ cAeNaHbl OTBETCTBEHHbLIM NMEPCOHAIOM;

- BHEM NpuBeAEeHO pacnooxeHve B apxmee BCcex 06pa3LoB, NPo6 N NepBUYHbIX AaHHbIX.

3.13 YcnoBus 1 nepuog XpaHeHus 3anvcei

Lenb — onpeaenuTb, CO34AKTCA 1M B UCMbITATENIbHOM LEHTPE afleKBaTHbIe 3anucu U 0TYEThI, a Takke
6b1IM NN MPUHATBLI COOTBETCTBYIOLLME Mepbl A1 6€30MacHOro XpaHeH s 3anucei n maTepmasnos.

WNHcnekTop Ao/MKEH NPOBEPUTL:

- y4TO 6bINI0 ONpeeneHo NUL, HecyLlee 0TBETCTBEHHOCTL 38 apXUBbl;

- apXuBHblE NOMELLEHUS A8 XPAHEHUSI N1IAHOB UCCIe0BaHNA, NEPBUYHbIX flaHHbIX (B TOM Yncne, faH-
HbIX NMPEKPALLEHHBIX UCCNELOBAHMI B COOTBETCTBUM € MpuHUMnamMm GLP), 3akni0unTeNbHbIX 0TYETOB, 06pas-
L0B. Npo6, 3anuceit 06 o6pasoBaHUN N NOATOTOBKE NepcoHana,

- npoueaypbl ANS NOVCKa apXUBHbIX MaTeprasos;

- npoueaypbl, NOCPeACTBOM KOTOPbIX AOCTYN K apXMBam OrpaHMunBaeTcs ynosIHOMOYEHHbIM NEPCOHa-
IOM. 1 BeZleTcsa 1 yyeT nepcoHana, NoslyunBLLEro oCTyn K UCXOAHbIM AaHHbIM, cnaigam uT.n.;

- YTO BefieTcs MHBEHTAPM3aLMOHHbIA yYeT MaTepuanos, yaaeHHbIX N3apXnBoOB U/WK BO3BPALLEHHbIXB
apxuBsbl;

- 4YTO 3aNnCu 1 MaTepurasibl COXPaHSOTCA B Te4YeHne Tpebyemoro uim CooTBETCTBYHOLLEro Neproja Bpe-
MEHW U1 3aLLMLLa0TCA OT NOTEPU UK NOBPEXAEHNA B pe3y/bTaTe noxapa, He61aronpuaTHbLIX yCI0BUIA OKpyXa-
lowen cpeabl N T. 4.

4 Ayant uccnepoBsaHud

WHcnekumn nenblTatesibHOro LeHTpa, Kak npasuio, BKOYaloT, B YaCTHOCTW, ayAuT uccnefoBaHus, B
X0file KOTOPOro paccMaTpuBaloT Tekyllne WAn 3aBepLUeHHble ncciegoBanus. Perynupytouime opraHbl 4acto
Takxe BbICbIAIT 3anpoc 0 NMPOBEeAEHNN KOHKPETHbIX ayAUTOB 1UcCnefoBaHni, KOTopble MOryT NPOBOANTLCA
HEe3aBMCUMO OT MHCMEKL M cnbiTaTeNbHOrO LeHTpa. V3-3a 60/1bLINX pa3nnynii B Tunax nccnefoBaHuii, KoTo-
pble MOryT nofsepraTbcs ayAuTy, B COOTBETCTBUM C OCHOBHbLIM PYKOBOZCTBOM MHCMNEKTOPLI U iPYrMe CTOPOHBI.

7
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npuHMMaLLMe yyacTue B ayanTe uccnefosaHunii, Bceraa Ao/mKHbl BbIHOCUTL PELLIeHNS Ha OCHOBE XxapakTepau
mMacluTaba nposepok. Llenb fomkHa 3aknioyaTbCa B PEKOHCTPYKLUN UCCNef0BaHNA NyTEM CPaBHEHNS 3aK/io-
4YMTENbHOro OTYeTa C NIaHOM WCCeA0BaHNsA, cooTBeTCTBYOWMMY COl, NepBUYHLIMY JaHHLIMW Y APYTUMUA
apxvMBHbIMY MaTepuanamu.

B HekoTOpbIX C/lyYasax nHcnekropam, 4To6bl MPOBECTM ayAuT nccneoBanunii adheKkTUBHO, MOTYT NoHa-
[06/TbCSA MOMOLLHVKW, & UMEHHO CrneuuanucTbl No APYrM aKCnepTusam, Hanpumep, ecnv TpebyeTcsa n3yunTb
cpesbl TKaHel Nog MUKPOCKOMOM.

Korga npoBoanTcs ayauT uccnefoBaHns, MHCNEKTOP AO/KEH:

- NONYYUTb MMEHA, AO0/MKHOCTHbIE MHCTPYKL MU 1 pe3toMe O MOArOTOBKE M OMbiTe NepcoHana, y4acTByio-
Lero B UCCnefoBaHN(X). HanpMMep pyKoBOAUTENS WCCNefoBaHWA U OTBETCTBEHHbLIX HAYUHbIX UCMOMNHW-
Tenei;

- ybeguTbes, YTO UMEeeTCs [0CTAaTOYHO COTPYAHUKOB, Mpoleawmnx noAroToBky B COOTBETCTBYHOLLMX
061acTAX NPOBOAVMbBIX UCCNEA0BaHWIA;

- naeHTUULMpPoBaThb OTAEe/NbHbIe 31eMeHTbI NPMGOPOB MK cneLmanbHOro 060pyA0BaHNA, UICNOMb3ye-
MbIX B UCCNEf0BaHNM, N NMPOBEPUTL 3anncK 0 kKannbpoBke, peMoHTe 1 06CnyXrBaHu 060pyf0BaHNA:

- 03HaKOMWTbCSH C 3aMMCAMU, OTHOCALWMMUCA K CTAbUIbHOCTU UCNbITYEMbIX BELLECTB, aHan3am nUcnbl-
TYeMOro BeLecTsa Wi CMecu, aHannsam KOpMoB UT. A.;

- BbISICHUTb MyTEM ONpOCa, eCn 3TO BO3MOXHO, paboyne 3agaHns AN OTAENbHbIX L, y4aCcTBYIOLW X B
nccnefoBaHum, 4Tobbl YCTaHOBUTb, ObII0 1N Y 3TUX NULL BPeMS ANS BbINO/THEHUS 3afay, yKa3aHHbIX B naHe
nccnefosaHuii UNn otuete,;

- NOy4YMTb KONUW BCEX [LOKYMEHTOB, OTHOCALLMXCA KNpoLedypam ynpasieHus ndopMupoBaHnus HeOTb-
em/ieMbIX YacTell uccnefoBaHus, B TOM Uucne:

i) nnaH uccnegoBaHus:

iy COTrl, ucnonb3yemblix BO BpEMS NMPOBEAEHNA UCCNEA0BaHNS:

i) XypHanbl, nabopaTopHble XypHasbl, dainbl, paboune NUCTbl, pacneyatky AaHHbIX, XpPaHALWMXCSA B
KOMMblOTEPE U T. f.; & TakkKe NPOBEPUTb pacyeTbl, eC B 3TOM eCTb HEO6XO0ANMOCTb:

iV) 3aKniunMTeNbHbI OTYeT.

Mpu NnpoBepke NccnefoBaHnii, B KOTOPbIX CMOMb3YIOTCA XUBOTHbIE (HAanpuMep, rPbI3yHbl U apyrie mae-
KonuTaloLme). MHCNEKTOPbI AO/MKHbI NPOCNEANTb 3a YAC/IOM OTAE/bHbIX BUAOB XWBOTHbLIX (B NPOLEHTax) C
MOMeHTa UX NPUGLITUA B UCNbITATENbHbIV LLEHTP 40 UX Nepefayn Ha BCKpbiTe. OHM fo/MKHbI 06paTtuTb ocoboe
BHMMaHWe Ha 3anvcu, KacatwLmecs:

- Macchbl Tenia X1BOTHOro, NoTpebieHns Boabl/kopma. pa3paboTky cxem 03MpoBaHuA 1 nyTen BBeje-
HUS. UT. 4.;

- KIMHWYECKNX HabnoaeHnin N pe3ynbTaToB BCKPbITUS;

- KIMHUYECKOW Xumuu;

- NaToNoruii.

5 3aBeplieHne MHCNEeKUUM Unn ayguta nccnefoBaHuns

Korga nHcnekums ucnblTaTesibHOro LeHTpa uv ayauta uccnefosaHusa 6yaeT 3aBeplieHa, UHCNEKTop
[O/KEeH OblTb TOTOB 06CYAUTL pe3ynbTaTbl C NpeAcTaBUTENAMU UCMLITATENILHOTO LIEHTPa B XOA€e 3aK/1oun-
TeNbHOW KOH(epPeHL MK, a Takke JO/HKEH MOATOTOBUTb NMUCbMEHHbIV OTYET, @ UMEHHO 0TYET 06 MHCMEKLMN.

WHcnekuma no60oro KPYnHOro UCnbiTaTeNlbHOro LLeHTPpa, CKopee BCEero, BbIABUT pAf, HE3HAUUTE bHbIX
OTKNOHEHWU oT MpuHuUnoB GLP. Ho, kak NpaBu/o, OHW He By YT AOCTATOUYHO CEPbE3HBIMMU, YTOObI MOB/IMATbL HA
[OCTOBEPHOCTb MCCNeA0BaHNli, NPOBeAEHHbIX BATOM UCNbITaTENIbHOM LieHTpe. B Takux cnyyasx y nHcnekropa
€CTb OCHOBaHMS, YTO6bI COOBLMTL, YTO UCNbITATENbHbIN LieHTp pa6oTaeT B cooTBeTCTBUM C MpuHunnamm GLP
N B COOTBETCTBUW C KPUTEPUAMMU, YCTAHOBEHHBIMW (HALMOHA/IbHbIM) OPraHOM MOHWUTOPWUHIA COOTBETCTBUSA
MpuHumMnam GLP. Tem He MeHee nHdopmauns 06 06HapyXeHHbIX HegocTaTkax N HeMCNpPaBHOCTAX A0/KHA
6bITb NpefocTaBfieHa MUCMbITaTeIbHOMY LEeHTpY, a agMUHUCTpauus UcnbIiTaTeslbHOro LeHTpa [AoskHa
npefocTaBnTb rapaHTum, YTo BYAYT NPUHATLI MEPbI N0 UX yCTpaHeHuto. IHcnekTopy, BO3MOXHO, NoTpebyeTcs
NMOBTOPHO NOCETUTb UCMbITATENbHbIN LEeHTP Yepe3 onpefeneHHblil nepuog BpeMeHu, 4Tobbl yoeanTbes, 4To
6b1/IN NPUHATLI HEO6XO04MMbIE MEPbI.
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Ecnu B xofe nHcnekuuy nnv aygmTa nccriefiloBaHuii, No MHEHWIO MHCNEeKTopa, 06HapyXeHbl Cepbe3Hble
OTK/I0HEeHUA oT MNpuHuMnoB GLP. BO3MOXHO, Oka3sbiBaloLe BANSAHWE Ha JOCTOBEPHOCTb UCC/Ief0BaHNA Un
Apyrux uccnefoBaHuii, NPoOBOAALMXCS B UCNbITATENBHOM LIEHTPE, MHCNEKTOP AO/KEH OTNPaBUTb OTHET {HaLu-
OHa/IbHOMY) opraHy MOHUTOPUHra cooTeeTcTBMA MpuHumnam GLP.

PelieHnus, nNpuHATbIE OpraHOM MOHWUTOPUHIA U/MNN PErysimpyloLwmMMm opraHom, npu HeobxoaumocTu,
6yayT 3aBMCETb OT XapakTtepa 1 CTeNeHn HECOOTBETCTBUSA, a Takke 1opuandyecknx nmnm agMUHUCTPATUBHBIX
NOJIOXEHUIA B paMKax NporpamMmmsl cooTBeTCTBUSA MpuHumnam GLP.

Ecnnaygut nccnegosaHmna 6611 NpoBeeH No 3anpocy perysimpytoLLero opraHa, Ao/HKeH 6bITb NoAroToB-
JIeH NONHbIV OTYET O pe3yfbTaTax M OTrnpas/ieH C NOMOLLbI0 COOTBETCTBYIOLErO (HauMOHa/IbHOro) opraHa
MOHUTOPUHra cooTeeTcTeuA NMpuHunnam GLP 3anHTepecoBaHHOMY perynmpytoLemMy opraHy.
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MpunoxeHune A
(pekomeHayemoe)

PeweHune-pekomeHpauuna Coseta O3CP o cooTtBeTcTBUY lMpuHUMnam
Hagnexauelh nabopatopHoit npakTuku (C(89>87(Final)]
(MpuHsiTo CoBeTom O3CP Ha 717-i1 ceccumn 2 okTA6pA 1989 r.)

MpuHYMasn Bo BHUMaHMe.

- ctatbk 5 @) n 5 b) KoHBeHUMn 06 OpraHusaunm 3KOHOMUYECKOro COTpyAHMYecTBa u pa3sutmua oT 14 gekabps
1960r.;

- PekomeHpauwnto CoBeTta oT 7utons 197 7r. 0 co3gaHnm pyKoBOAALLMX NPUHLMNOB B OTHOLWEHWY npoueayp n tpe6o-
BaHWii AN NpefoTBpaLLeHNA BO3AENCTBMA XUMUYECKUX BELLECTB Ha YenoBeka u okpyxatwwyto cpegy |C (77)97 (Final)];

- PeweHne Coseta oT 12 maa 1981 r. 0 B3aMMHOM MPU3HAHUWU [aHHbIX MPU OLEHKE XUMUYECKUX BELlecTB
(C<81)30(FInal)) n. B yacTHocTn. PekomeHgauuio ctpaHam — yneHam OSCP npugepxuBaTtbes MpUHUMNOB Hagnexallen
na6opaTtopHoii npakTukn OSCP npu UCNbITAHUN XMMUYECKNX BELLECTB, U3/T0XEHHbIE B NPUIOXEHUMN 2 K 3TOMY PelueHuto;

- PekomeHpauwnto CoBeTa oT 26 utona 1983 r. 0 B3aMMHOM Npu3HaHWM COOTBETCTBUSA Hag/iexalleli nabopaTopHOii
npaktukn (C(83)95(Final));

- BbIBOAbI TpeTbero CoBellaHnsa Ha BICOKOM ypoBHe [pynnbl No xuMuyeckum Beectsam (O3CP. Mapwx. 1988r.);

- Heob6xoAMMOCTb o6ecneyeHunst Toro, YTobbl JaHHble UCMbITAHWI XUMUYECKNX BelecTB, NpeAcTaB/ieHHble B pery-
NVpyloLLMe opraHbl 418 OLEHKN 1 pelleHns npobiem, CBA3aHHbIX C OXpPaHoi 3[10pOBbA YeNl0BEKA W OKpYXatoLeli cpeapl,
MMEeNN BbICOKOE KayecTBO, 6bI/IN JOCTOBEPHLIMU M HALEXHbIMU;

- Heob6xo4MMOCTb CBEAEHUS K MUHUMYMY Ay6NVPOBAHUS UCMbITAHUI XUMUYECKNX BELLeCTB, 1 TeM cambiM 6onee
3(PHEKTUBHOIO NCMONL30BAHUA UCTNbITATENbHBIX LLEHTPOB UJ/IMYHOIO COCTaBa CNeLmanncToB, a TakkKe CoKpalleHns yucna
XWUBOTHbIX, UCMOJIb3YEeMbIX B UCTIbITAHWUW, & TaKXe y4nTbiBas, uTo;

- Npu3HaHWe npoueAyp MOHUTOPWMHra COOTBETCTBUA MpuHUMNam Hagnexalieil nabopaTtopHoil npakTuku 6yaet
cnoco6cTBOBAaTL B3aWMHOMY NPU3HAHWIO fJaHHbIX 1 TeM CaMbIM CHUXXEHWIO YPOBHS Ay6/1MPOBaHNS UCNIbITAHUI XUMUYECKUX
BeLlecTB.

- OCHOBaHveMm A1 NpU3HaHuA npoueayp MOHUTOPUHIA COOTBETCTBUA ABNAETCA NOHVMaHWe v joBepue Knpoueay-
pam B cTpaHe — uneHe O3CP, rae nony4yeHsl paccMmaTpuBaeMble faHHble;

- rapMOHU3NPOBaHHbIE MOAXOAbl K MOHUTOPVHIY COOTBETCTBUSA HaAfnexalieil nabopaTtopHOi npakTuke B 3Ha4u-
TenbHol Mepe coAelicTBYIOT (hOpMMPOBaHNI0 HEOGXOAMMOTO A0BEPUS K NpoLeAypam Apyrux cTpaH. CoBeT no npegnoxe-
HWI0O COBMECTHOrO COBeljaHna YnpaBsiolwero komureta cneynanbHoi nporpaMmmbl KOHTPONSA XMMWUYECKNX BELLecTs 1
Ipynnbl N0 XMMUYECKUM BeLliecTBam, ogo6peHHOro KommuteToM no oxpaHe okpyxatlieii cpefbl, NPUHAN HUXecneay-
ouee..

YacTb | — MpuHymnsl GLP 1 MOHUTOPWHT COOTBETCTBUS

11 CoseT noctaHoBAsi€T, YTO CTpaHbl — 4sieHbl OQCP, B KOTOPbIX OCYLECTBASTCSA WUCMbITAHUA XUMUUYECKUX
BeLLeCcTB A1 UX OLEHKN B Lie1ISIX OXPaHbl 3,0p0OBbS Ye/I0BEKA 1 OKpYXatoLLeii cpefbl B COOTBETCTBUM € MpuHUMNamu Hag-
nexalleid na6opaTtopHOi MpakTUKM W KOTOpble cornacylTcs ¢ MNpuHuMnamyu Hagnexaueli na6opaTopHO NpakTukKu
OQ3CP, n3noxeHHbIMU B NpunoxeHun 2 k Pewenuio CoseTta (C (81) 30 (Final)], ;omKHbI.

O yCTaHOBWUTb HauMOHaNbHble Npoueaypbl MOHUTOPUHIa cooTBeTcTBuA MpuHunnam GLP. ocHOBaHHbIe Ha MHCNEK-
unax nabopartopuii n aygutax uccnefoBaHus.

1) HasHauuTb opraH(bl) AN BbINOSHEHNUS PYHKUKIA, TpeGyeMbIX NpoLesypaMn MOHUTOPUHIA COOTBETCTBUS;

w/) notpe6oBaTh, 4TOObI PYKOBOACTBO UCMbITATENILHOTO LIeHTPa B onpeeneHHbIX ciyvasx onyb6nkosano geknapa-
LMo 0 TOM. YTO UCC/e0BaHNs NPOBOASITCS BCOOTBETCTBUM C MpuHuunamv GLP napyruMm nonoxeHnsamu, ycTaHOBNEHHbI-
MW HaLMOHasIbHbIM 3aKOHOAATENbCTBOM WA aAMUHUCTPATUBHBLIMY NpoLeAypamMu, MMetoL M1 OTHOLWeHNe K MpuHumnam
Hapnexalleli nabopaTopHOli NPaKTUKK.

12 CoseTpekomeHayeT cTpaHam — uyneHam O3CP npu pa3paboTke 1 BHeAPeHUN HaLOHaNbHbIX NpoLesyp MOHU-
TopuHra cooTseTcTBUA MpuHuunam GLP. npumeHaTb «PyKOBOACTBO NO npoueaypaM MOHUTOPUHTa cCOOTBETCTBUA MpPUH-
uunam Hagnexatieil nabopaTopHoii NpakTUku» M «PykoBOACTBO MO MPOBEAEHUIO UHCNeKUWiAi nabopaTtopuii n ayguToB
nccnefoBaHus», KOTOpble ABNATCA HEOTbEM/IEMOI YacTblo AaHHOT0 PelleHuns-pekoMeHjaunm.

YacTb Il — MpusHaHue cootBetcTBusa GLP ctpaHamn — uneHamu O3CP

111 CoBeTnocTaHOBASET.UTOCTPaHbl — uYsieHbl OOCP npu3HalT rapaHTumn gpyroii ctpaHbl — yneHa O3CP, koTo-
pasi nonydyaeTt AaHHble (pe3ynbTaTbl) UCNbITAHU B cOOTBETCTBMM € MpuHumMnamm GLP. ecnu gaHHas gpyras cTpa-
Ha — uneH OOCP cooTBeTcTBYeT YacTu | n nyHkTy 11.2.

112 CoBeT NOCTaAHOB/ISAET, YTO B LLeNAX NPU3HAHUA COOTBETCTBUSA NYHKTY 111 cTpaHbl — ynieHbl O3CP f0MKHbI:

O HasHaunTb opraH(bl) 415 MeXAYHaPOAHOI CBA3M 1 A4N1A UCMONHEHNA APYTUX (PYHKLUIA, OTHOCALLUXCA K NPU3HAHWIO
[aHHbIX, N3/TOXEHHbIX B HACTOSLLEN YACTN 1 NPUNOXKEHNAX K HACTOSILLEMY PellueHnto-pekoMeHAaLn:
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li) opraHusoBatb c ApyruMu cTpaHamn — ysieHamm O3CP o6meH nHdopmauneli, kacarLelica npoueayp MOHUTO-
pUHra COOTBETCTBUSA, U3NTOXKEHHbIX B JOKyMEHTE «PyKOBOACTBO N0 NpouefypamM MOHUTOPUHIa COOTBETCTBUS MpuHuMnam
GLP». KOTOpbI ABSE€TCA HEOTHEMIEMOW YaCTbio 3TOr0 PelleHns-pekomeHaanmm:

In) BHeApWTbL Npoueaypbl, C NOMOLLbIO KOTOPbIX, ECAN CYLLEeCTBYIOT 060CHOBAHHbIe MPUYUHBI, MHCDOPMALIUIO OTHO-
CUTeNbHO COOTBETCTBUS UCMbITaTeNbHOrO LeHTpa MpuHuyunam GLP (Bknoyas MHOpMauMio 0 KOHKPETHOM uccrefoBa-
HUK) MOXHO UckaTb B Apyroii ctpaHe — yneHe O3CP, B npefenax ee PUCHNKLUN.

II. 3 CoseT noctaHoBnseT, YyTo PekomeHgauns CoseTa 0 B3aMMHOM NPU3HaHWM COOTBETCTBUA Haanexatllei na6o-
patopHoii npaktuke (C (83) 95 (Final)) fonxHa 6bITb OTMEHEHA.

YacTte Il — featenbHocTb OOCP B 6yayuiem

1. 1 CoseT O3CP nopyuyaeT KomuTeTy N0 0XxpaHe oKpyXatoLeil cpedpbl U YNpasnsioweMy KOMUTETY cneunanbHoli
nporpammbl Mo KOHTPOJI0 XUMUYECKMNX BELLLECTB N0 Mepe HeobX04MMOCTMN OOHOBATL U pacNPATL «PyKOBOACTBO NO NPo-
Luefypam MOHWTOPWUHIa COOTBETCTBUA MNMpuHUMNam Hagnexalyeil nabopaTopHO NpakTukM» 1 «PykoBOACTBO No NnpoBege-
HUIO MHCNeKUWii nabopaTopuii 1 ayAnTOB MCCNef0BaHNA», U3NTOXEHHbIE B MPUIOXeHUax | u Il. ¢ yuetom paspaboTok u
onbiTa cTpaH — 4sieHoB OOCP 1 cooTBETCTBYIOWEN [4eATENbHOCTU APYTNX MEXAYHAapPOAHbIX OpraHu3aumnii.

M2 CoseT O3CP nopyyaeT KOMUTETY N0 OXpaHe OKpyxXatoLlei cpelbl U YNpaBasioLemMy KOMUTETY CNieLManbHOM
nporpamMmbl N0 KOHTPO/TI0 XMMUYECKUX BELLLECTB NPOAO/MKUTL PaboTy Nporpammsl, HanpaB/IeHHO Ha cogelicTBue BHeape-
HUIO HacTosLWero PeleHns-pekoMeHaanum, a Takke 411 o6ecnedyeHns NnocTosHHOro o6MeHa uHopmaymeli 1 onbIToM No
TEXHUYECKUM U aJMUHUCTPATUBHbLIM BOMPOCaM, CBA3aHHbLIM C NpuMeHeHreM MpuHuunos GLP v BHeapeHuem npoueayp
MOHUTOPUHIa COOTBETCTBUA MpUHUMNAM Hagnexallei nabopaTopHO NPakTUKK.

1113 CoseT OSCP nopyuyaeT KomuTeTy No oxpaHe oKpyxatoLiei cpebl 1 YnpaBastowemy KOMUTETY cneumanbHoi
nporpammbl M0 KOHTPOJI0 XMMUYECKMX BELEeCTB paccMaTpuBaTb Mepbl, NpeAnpuHATbie cTpaHamum — yneHamu O9CP B
COOTBETCTBUM C HACTOAWMM PelleHnem-pekomeHaaLlmei.
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npaktukn (GLP). Cepus gokymeHtoB O3CP o MpuHumnax Hagnexaltieit nabopaTtopHoii
NpakTUKM 1 MOHUTOPUHre cooTBeTcTBUA Ne 1)

Senes on Pnnciples of Good Laboratory Practice and Compliance Monitoring —
No 2 — Revised guides for compliance monitoring procedures for good laboratory
practice, 1995 (PykoBOACTBO N0 mpolefypamMm MOHUTOPUHra COOTBETCTBUA lMpuHuunam
Haanexaten nabopaTopHoi npakTuku. N? 2 u3 cepun gokymeHtoB O3CP o MpuHuunax
GLP.1995)
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