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MNpeancnosue

Llenn, ocHOBHbIE MPUHLIMNEBI 1 OCHOBHOW NOPAAOK NposeAeHUA paboT No MexrocyaapcTBeHHOW cTaH-
AapTtusaumm yctaHosneHol FOCT 1.0—92 «MexrocygapcTBeHHaa cucteMa cTaHgapTusaumn. OCHOBHLIE
nonoxexuna» n NOCT 1.2—2009 «MexrocyaapcTBeHHas cucteMa cTangapTuaaumn. CTaHaapThl MEXrocy-
AapcTBeHHble, Npasuia n pexoMeHaauunn no MexrocyaapcTBeHHoN cTaHgapTusaunn. Mpasuna paspaboTku,
NPUHATARA, NPUMeHeHUs1, OBHOBEHWSA U OTMEHbI»

CBeaeHus o cTaHaapTe

1 NOArOTOBIEH:
depaepalbHbIM rOCYAapCTBEHHBIM YHATapHLIM NpeanpusTuemM «Bcepoccuiickuii HaydHo-ccneaosa-

TeNbCKAA LEHTp cTaHgapTusauumu, WHgopMauum n cepTudmkauMM Cbipbs, MaTepuanoB M BeLlecTB»
(eryn «BHULUCMB»);

TexHu4eckum KoMmMTeToM o cTangapTusauum TK 339 «bezonacHoCTb Chipbs, MaTepMarnos 1 BELLECTBY
PegeparnbHOro areHTCTBa NO TEXHUYECKOMY PerynmMpoBaHunio U MeTPONoru;

MesrocyaapcTBeHHbIM TEXHUYECKUM KOMUTETOM Mo cTaHAapTusaumm TK 339 «BesonacHocTb Chipbs,
MaTepuanos U BELECTBY

2 BHECEH ®epnepanbHbIM areHTCTBOM MO TEXHUYECKOMY PeryiMpoBaHui U MeTponorum

3 MPUHAT MexrocynapcTBEHHBIM COBETOM MO cTaHOapTU3auunm, MeTponorMn u cepTudukaumm
(npoTokon oT 15 Hoabpsa 2012 1. Ne 42)

3a npuHATUE cTaHgapTa NPororiocoBasnu:

KpaTkoe HaumeHoBaHWe CTpaHbI Kon ctpaHbl CokpallieHHOe HAaUMEHOBaHWE HAUMOHANBHOTO OpraHa

no MK (MCO 3166) 004—97 no MK (UCO 3166) 004—97 no cTaHgapTM3aumuu

ApmeHus AM MwuHakoHomukn Pecny6nuku Apmenus

Benapycb BY loccTanpapt Pecnybnukn Benapyce

KasaxcraH KZ locctanaapt Pecnybnukn Kasaxctan

KblpreiacraH KG KbipreisctaHgapT

MongoBa MD Mongoea-CtaHgapt

Poccuiickan degepaums RU Poccrangapt

TapxukucTaH TJ TagxvkcTanaapT

4 Hactosawuii ctaHgapT uaeHTU4eH MexayHapoaHoMy aokymeHTy 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 Mo NpoBeAeHUIo Henekumi nabopatopuii n ayauTos uccne-
AosaHna:1995, Ne 3 u3 cepumn gokymeHToB OpraHusaunm 3KOHOMUYECKOro COTPyAHUYECTBa U pasBUTUA
(O3CP) o MpuHumnax GLP 1 MOHUTOPUHIe COOTBETCTBMSA).

MexayHapoaHblin fokymeHT paspaboTtaH Paboueii rpynnoint O3CP no GLP.

MepeBog ¢ aHrMINCKOro sA3kbika (en).

OdpuumanbHbIn 3k3emMnnsp MexayHapoaHoro AoKyMeHTa, Ha OCHOBE KOTOPOro MoAroTOBMEH HacTOALLMNA
MEXrocyaapCTBeHHbI cTaHdapT, MMeeTcs B PedepanbHOM areHTCTBe Mo TEXHUYECKOMY PerynimpoBaHuto 1
MeTpornorun Poccuninckon ®egepaunn.

CrteneHb cooTBeTCTBUSA — MaeHTU4Has (IDT).

B HacToAwMA cTaHaapT BHECEHO creaytollee pedakuMoHHOe N3MEHeHe: U3SMeHeHo HauMeHoBaHe
cTaHgaprTa.

HaumeHoBaHWe HacTosiero ctaHgapTa U3MEHeHO OTHOCUTESTbHO HauMEeHOBaHWs MexZyHapogHoro
[OKYMEeHTa B CBA3M C 0COBEHHOCTSIMIN NOCTPOEHNSI MEXTOCYAapCTBEHHON CUCTEMbl CTaHAapTu3aumm

5 Mpukazom PegepansHOro areHTCTBa Mo TEXHNUHYECKOMY PEryIMpoBaHnIo U METPOSIorin oT 27 aekabpsi
2012 r. Ne 2161-cT mMexrocygapcTBeHHbln cTaHgapt FTOCT 31880—2012 BBedeH B AeiCTBME B KadvecTBe
HaunoHaneHoro ctaHaapTa Poccuinckon ®egepaunn ¢ 1 sHBapsa 2013 r.



rocT 31880—2012

6 BBE/JEH BMNEPBbIE

UHpopmayus o6 usMeHeHUsX K HacmosiweMy cmaHoapmy rybnukyemcs: 8 exez200Ho uszdasaemMom
UHgbopMayUoHHOM yKkazamere «HayuoHarnbHble cmaHOapmbi», @ MEKCm U3MeHeHUU U orpasok — 6 exeme-
CAYHO U30asaeMbix UHGOPMaUUOHHbIX yKkazamensax «HayuoHanbHbie cmaHdapmbl». B criyyae nepecmompa
(3ameHbl) unu ommeHbl Hacmosiwezo cma+Hd0apma coomeemcemeyrouiee yeedomreHue bydem orybruKkoeaHo
8 eXxeMecsYHO uzdasaeMoM uHopMayUOHHOM yKkasamerie « HayuoHaneHbie cmaHOapmsi». Coomeemcmey-
rowas uHghopmauus, yeedoMieHue U mekcmbi pasMeliaromces makxe e UHghopMayUoHHOU cucmeme obuje20
r10/1b308aHUA — Ha oghutiuanbHoM calime ®edepailbHO20 a2eHMCmeaa o MexXHUYECKOMY pe2yruposaHuio u
mMempornoauu 8 cemu UimepHem

© CraHgapTuHdopm, 2013

B Poccuiickon ®eaepaLim HacTOALUIA CTaHAapT HE MOXKeT 6bITb NOMHOCTLIO UMK YacTUYHO BOCNPOU3Be-
AeH, TUpaXxnpoBaH 1 pacnpocTpaHeH B kadyecTBe oduLmanbHoro usaaHua 6es paspelweHusa degeparnsHoro
areHTCTBa No TeXHUYECKOMY peryrnpoBaHu1io U METPOIOTUA
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BBegeHune

MpuHsToe B 1981 r. Pewexne Coeta OOCP o BzanmHoM npusHaHum gaHHbIx [C (81) 30 (Final)], cornac-
HO kOTOpPOMY pykoBoaawWwmMiA aokymeHT « OECD Series on principles of good laboratory practice and compliance
monitoring — No 1 — OECD Principles of Good Laboratory Practice (GLP)» [«Cepus O3CP o npuHumnax Haa-
nexatyeli nabopaTopHOM NPaKTUKU U MOHUTOPUHIe cooTBeTCTBUSA. Ne 1. MpuHuMnbl Hagnexaluen nabopartop-
Hol npakTukn O3CP GLP»][1] (nanee — MpuHunnbl GLP) agnaeTcs ero HeoTbeMNIEMON YacTbio, BKINOYaeT B
cebsi nHeTpykumio O3CP no nposeaeHUI0 MePONPUATUIA, NO3BONAIOLWNX 06NerYuTb rapMOHU3MPOBaHHbIE Ha
MeXayHapoaHOM ypoBHe noaxoabl ans obecneyeHusa cootsetctaus MNpuHuunam GLP. BeneacTtsue aToro, B
Lensax coaencTBUsa BHEAPEHUIO CONOCTaBUMbIX NpoLedyp MOHUTOPUHIra COOTBETCTBUSA, a Takke npuHumMna
MeXayHapoaHoro NPUHATUA cTpaHaMu — dneHamn O3CP B 1983 r. CoseT O3CP npuHan pekomeHaaunio o
B3aMMHOM MNpU3HaHUWU COOTBETCTBUA Haanexallei nabopartopHoi npaktuke [C (83) 95 (Final)], B koTopoW
onpeaeneHbl OCHOBHbIE XapaKTepUCTUKM NpoLielyp MOHUTOPUHIa COOTBETCTBUSA.

Pabouas rpynna o BzaumHom npusHaHum cooTeeTcTBus MpuHunnam GLP (nanee — Paboyas rpynna)
6bina cosgaHa B 1985r. nog npeaceaatensctsom npodh. . CunaHo (B. Silano) Utanua, utobbl cogeicteoBaTth
npakTnyeckomy BHeapeHuto aktoB Coeta O3CP no GLP, BbipabotaTh o6wme nogxoabl K TEXHUHECKUM U
agMUHUCTPaTUBHBLIM Npobriemam, CBA3aHHbIM C MOHUTOPUHIOM cooTBeTcTBUA MNpuHumMnam GLP, a Takke pas-
paboTaTb MexaHU3Mbl 411 B3aUMHOIo NpusHaHus npoueayp MOHUTOPUHra cooTBeTCTBUS. B Paboueii rpynne
NPUHANN yY4acTue NpeacTaBUTENM credyowmx cTpaH u opraHusaunii: Asctpanuu, benbrum, Kanaael, [aHuum,
depepatusHon Pecnybnuku Mepmanum, PuHnaHgnn, Spanuun, Utanum, AnoHum, Hopserun, HugepnaHnos,
MopTtyranuu, UcnaHuu, Wseumu, LWseiuapum, Benukobputanum, CLUA, Komuccum eBponeickux coobluecTs,
MexayHapogHoW opraHusauum no ctaHgaptusaunn, KoHseHun no chapmaleBTUYECKO MHCMIEKLMA, a Takke
BcemupHoit opraHuaauum sgpasooxpaHeHust (BOS).

Pa6ouas rpynna paspaboTtana, B 4acTHOCTH, «PykoBOACTBO NO NPOBEAEHUI0 UHCNEKUMIA UCNbITaTeNb-
HbIX LLleHTPOB 1 ayauTOB UccrneaosaHuiny. PykosoacTeo 6610 OCHOBaHO Ha TekcTe, pazpaboTaHHom Mpynnoi
akcnepToB no GLP, n npegctaBneHo Kak 4acTb 3aKNioUnMTeNnbHOro otyeTa ot 1982 .

[aHHoe pykoBoAcTBO 6bif10 Bepsble onybnukosaHo B 1988 r.; HesHaYUTENbHO COKpaLLleHHbIN BapuaHT
6bIn NprcoeaunHeH k PewweHunio-pekomeHgauum Coseta OICP no cooteTcTBMio MpuHumnam GLP oT 1989 r.
[C (89) 87 (Final)], koTopoe oTMeHsieT 1 3ameHsieT coboit akT Coseta OJCP o1 1983 .

Mpy npuHATUM 3TOro PelueHuns-pekoMmerHaaumm Coset O3CP nopy4un KomnuTteTy No oxpaHe oKpyxato-
Wwen cpebl U YnpasnsioweMy KOMUTETY cneunansHOM NporpaMMbl Mo KOHTPOSO XMMUYECKUX BELECTB Npu
Heobxo4MMOCTV 0BHOBNATL pykoBoAasLLMe AokyMeHTbl OOCP no GLP «PykoBoACTBO Mo npoLleaypam MOHUTO-
PUHra cOOTBETCTBUA Haanexallen nabopaTopHoi NpakTuku» U «PyKOBOACTBO MO NPOBEAeHUI0 UHCNEeKUNA
ncrblTaTeNbHbIX LLEeHTPOB U ayAUTOB UCCeoBaHNA» Cy4eTOM MHEHMS M onbiTa cTpaH — YneHoB OOCP, aTak-
)Ke COOTBETCTBYHOLLEN AeATeNbHOCTU APYrMX MeXayHapoaHbIX OpraHusaLuii.

Mpynna akcneptos O3CP no GLP paspaboTana npeanoxeHusi 0 BHECEHUM MOMPaBOK B 3T PYKOBOACTBA,
koTopble BbInn yTBepKaeHbl pelweHneM Coseta OJCP: «BHeceHWe usmeHeHWin B npunoxeHns K Pelwe-
Huto-pekomeHaaumn Coseta OBCP o cobnioaeHum MprHLMNOB Haanexallei nabopaTopHON NPaKTUKMUY , NPU-
HAaTbIM O MapTa 1995 r. [C(95)8(Final)].
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M E X T OCVYAOAPU CTUBTETUHHUB H CTAHDAAPT

NPUHLUMNBI HAQJEXALLEA NABOPATOPHOW MPAKTUKU (GLP)
PykoBoACTBO No NpoBeAeHUI0 MHCNEKLMIA NCNbITaTeNbHbIX LLeHTPOB U ayAUTOB MCCNeoBaHUN

Principles of Good Laboratory Practice (GLP).
Guidance for the conduct of laboratory inspections and study audits

DaTta BBegenna — 2013—01—01

1 O6nacTb NpMMeHeHus

HacToswmin ctangapT ycTaHasnMeaeT npoueaypbl Mo NpoBe4eHWUI0 MHCNEKLWA UCNbITaTeSbHbIX LIEHTPOB
1 ayanToB uccneaosaHuia. MasHeIM 06pasom aTo kKacaeTcsl UHCMEKLUI UCNbITaTeNbHLIX LEeHTPOB, Ha NpoBe-
AeHne KoTopbIX nHenekTopbl No GLP TpaTaTt 66bLuyto YacTb BpemeHU. Hcnekums ncnbitatenbHbIX LEeHTPOB,
Kak npaBuIo, BKIKOYaET B cebs ayaWT Unm paccMOTPeHUe UcCrieJoBaHNUs Kak 4acTb UHCNEKLMW, OfHaKOo ayauTbl
ncecnegoBaHua AoMKHbI MPOBOAUTLCA BPEMS OT BpeMeHu Mo TpeboBaHuio, Hanpumep, perynmpyowero opra-
Ha. ObLLee pykoBOACTBO MO NPOBEAEHUIO ayaUTOB UCCrEeA0BaHUA NpuBeaeHo B pasgenax4,5.

MHcnekumm ucnbitatenbHbIX LEHTPOB NPpoBOAAT AN ofnpederneHns CTeneHn COOTBETCTBUA UCTIbITaTelb-
HbIX LEHTPOB N uccnegosaHun MNpuHuunam GLP, a Takke onpefeneHns LenocTHOCTU faHHbIX, YTOObl rapaHTu-
poBaTb, YTO MOMNyYeHHble [aHHble UMEelT Hagnexallee KayecTBO Ans OUEHKU U MPUHSATUA pelueHUi
HaLMoHanbHbIMKN PerynupyowmMmMmn opraHaMmu. 3TU pesynbTaThbl 0TPaXakT B OTYETAX, B KOTOPbIX OMUCHLIBAIOT
CTeneHb COOTBETCTBUSA UCNbITaTeIbHbIX LeHTpoB MpuHunnam GLP. MHcnekumMn ncnbiTatenbHbIX LLEeHTPOB cre-
AyeT NpoBoAUTb Ha perynspHoi, NnaHoBoW OCHOBeE, YTOBLI cO3AaBaTh U COXpaHATbL 3anncu o cTaTyce cooT-
BETCTBMSA UCNbITaTeNbHOro LueHTpa MpuHuunam GLP.

[lononHuterbHble pasbACHEHNS MHOTUX NMYHKTOB AaHHOTO AOKYMEHTa MOTyT 6bITb MOyYeHbl N3 KOHCEH-
cycHbIx gokymeHToB O3CP no GLP (Hanpumep, o ponu 1 06513aHHOCTAX PYKOBOANTENSI UCCNEA0BAHNS).

2 UHcneKkuuu ncnbiTaTenbHOro LieHTpa

2.1 Ana onpegenenuns cootseTcTBMA MpuHumnam GLP npoBoAsAT WHCMEKUMn TeX UChbITaTenbHbIX
LeHTPOB, B KOTOPbIX NOMyYaloT gaHHble 0 6830MaCHOCTU XMMUYECKMX BELLECTB A1 300pOBbs YeroBeka Unm
okpyxatowen cpefibl, nofnexallune perynuposanuio. MIHcnekTopbl MOTyT 3anpaluMBaTth AaHHble ayauTa, ume-
toLMe oTHoWeHMe K prUsnyecknm, XMMUYeCcKUM, TOKCUKONOrMYECKAM UMMM 3KOTOKCUKONOrMYeCcKMM CBOACTBAM
BellecTBa UM cmecu. B HekoTopbIX criyvyasix MHCNEKTOpbl MOTYT HyXAaTbCs B MOMOLWM CNelnanucToB B
KOHKPETHbIX AUCLUNINHAX.

2.2 PasHoobpasue ucnbitatenbHbIX LEeHTPOB (KaK ¢ TOUKN 3peHUst hn3nYeCcKoro pacnosiokeHus, Tak n
CTPYKTYpPbI YrpaBreHus), a Takke pasrnmyHble TUMbl UICCNeAoBAHWUN, C KOTOPLIMW CTANKUBAIOTCS MHCMEKTOpSI,
03HavaeT, YTO MHCNEKTOPbl AOMKHbI OCHOBLIBATLCA Ha COOCTBEHHOM MHEHWMU AMsl OLEHKU CTEeMNeHU cooT-
BeTcTBuaA MNpuHumnam GLP. TeM He MeHee, MHCMeKTopbl AOMMKHbI CTPEMUTLCS K MOcieAoBaTeNbHOMY noaxoay
Mpu OLEHKE KOHKPETHOTO UCTbITATENbHOro LIEHTPa UMM NccrieoBaHns ¢ TOYUKN 3peHNUA cooTBETCTBUSA MpUHLM-
nam GLP Ha gonmkHoM ypoBHe.

WU3spanne ocbmumnansHoe
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B pasgene 3 npeacTasneHbl pasfnyHble COCTaBNsOWNE UCNbITaTENbHBIX LLIEHTPOB, B TOM YMCIIe Nepco-
Han 1 npoleaypsbl, KOTOPbIE, Kak NpaBumo, NPoBePsItOT MHCNEKTOPLI. B KaXxaom pasgerne npuBefeHbl Lenu, a
TaKkKe NosICHUTENbHBIN NepeYeHb KOHKPETHLIX 06 BEKTOB, KOTOPbIE MOTYT paccMaTpUBaTLCA B XO4€ MHCTIEKLUN
McnbITaTeNbHOMO LeHTpa. OTW nepeyHn MoryT OblTb He CTOMb OBLWMPHLIMKM U NpeanaralTca B kayecTBe
npumepa.

2.3 WVHcneKTopbl He A0MKHBI KacaTbCA HayYHOIo NpoeKkTa uccnefoBaHusa UNUM MHTepnpeTauum pesynbTa-
TOB UCCNeA0BaHUN B OTHOLLEHUU PUCKOB [N 340POBbA YenoBeka Unu okpyxatowen cpeabl. OTBETCTBEHHOCTb
32 3TW acnekTbl BO3JIOXEHa Ha perynvpyoLne opraHbl, KOTOPbIM NPEACTaBNAT AaHHbIe ANs Lene perynmpo-
BaHUA.

2.4 WHcnekumuucnbITaTeNbHOro LEHTpa U ayauThl UCCeaoBaHUA He A0MKHLI HapyLiaTb paboTy ueHTpa
B 06bluHOM pexunme. Takum o6pazom, MHCMEeKTOPbl AOSMKHBI NPOBOAUTE CBOK paboTy TIaTENbLHO CraHUpo-
BaHHbIM 1 (PaKTUYECKM OCYLLECTBUMbIM CNOCOBOM, NMPUHUMAs BO BHUMaHWE NOXenaHusl aAMUHUCTpaLUK
NUCNbITATENBbHOMO LeHTpa Kak OTHOCUTENbHO NPOAOIKUTENBHOCTU BU3UTA, TaK U NOCELLEHUs OTAENOB UCNbITa-
TernbHOro LueHTpa.

2.5 B xofe nHcnekumin n ayaMToB UcCneaoBaHUA UCNbITaTeNbHOMo LeHTpa UHCnekTopbl 6yayT umeTb
JOCTYN K KOHMAEHUMANsHON, KOMMEPYECKU 3Ha4YMMON UHpopMauun. OHN rapaHTUPYIOT, 4TO € 3Ton UHGOpP-
MaLuen 03HaKOMSATCS TOMNbKO YNOMHOMOYEHHbIe nuua.

OTBeTCTBEHHOCTb OTHOCUTESNBHO A4AHHOrO acnekTa AoMmkHa BbiTb ycTaHOBMEHA (HaLMoHanbHOM) Npo-
rpammon MoHUTopuHra cooteeTcTBUsA MpnHumnam GLP.

3 Mpouenypbl NpoBeAeHUA NHCMEKLUN

3.1 MNpepBaputTenbHaa MHCNEKLUA

Llenb — 03HakoMUTb MHCMEKTopa C UCMbITaTenbHbIM LEHTPOM, B KOTOpoM ByaeT NpoBoAUTLCA MHCNEK-
LWs, a UMEHHO CO CTPYKTYPOIA ynpaBneHusl, hMsnyeckum MecTononoXxeHneM 3gaHuin u obnacTtblo uccnego-
BaHWUA.

[lo npoBegeHWst NHCMEKLUW UN ayauTa UccneaoBaHns NCNbITaTeNbHOMO LLEeHTPa MHCNEKTOPbI AOMKHbI
03HaKOMUTLCA ¢ UHpopMaLen 06 UcnblTaTeNbHOM LIEHTpe, KOTOPbIA OHU AOMKHBI NoceTUTb. PaccmaTtpueaeT-
cantobasn cylectaytoLlas MHbopmMaLuma 06 ucnbiTaTtenbHOM LieHTpe. K Helt MOryT OTHOCUTBLCA OTYETHI O Npeabl-
OYWMX UHCMEKUMUSIX, PacrofioXeHne UCNbLITaTeNbHOro LeHTpa, OopraHu3aumMoHHasi CTpyKTypa, OT4eTbl 00
nccnefoBaHusiX, NPOTOKONbl U Buorpaduyeckse cnpaBku o nepcoHane. 3TU OOKYMEHTHI NpPeAoCTaBnsaoT
UHpopmaunio:

- 0Tune, pasMepe 1 pacnonoXeHnn NCMbITaTeNbHOIo LEHTPa;

- 06 obnactu uccnegoBaHuUin, koTopas byaeT NPOBEPSTLCS B X0A€E UHCNEKLUU;

- OCTpPYKTYpe yrnpasieHUs NCNbITaTeNbHOro LeHTpa.

MHcnekTopbl A0MKHBI 06paTuTb BHUMaHWe, B YaCTHOCTU, Ha HEAOCTaTKU, OTMEYEHHbIe B XoAe npeablay-
LLMX MHCNEeKLUA UcnblTaTebHOoro ueHTpa. Ecnmn nHecnekumMmn ncnbitaTesibHOro LLeHTpa paHee He NpoBOAUNAUCS,
WHCMEKTOpbl MOTYT €ro NoceTUTb C Lenblo NpeaBapuTenbHON MHCMEKUMMU, YTOObI NONy4YUTb OTHOCSILLYHOCA K
aeny nHdopmaumio.

McnbiTatensHbIA LEHTP MOXeT ObiTb MPOoMHGOPMUPOBAH O AaTe U BpeMeHU NpubbITUSt MHCNIEKTOPOB,
Lenv v NpoaoKUTENbHOCTN UX BU3MTa. McnblTaTenbHbIA LEHTP QOMMKEH rapaHTMpOoBaTh, YTo ByayT 4OCTYNHbI
COOTBETCTBYIOLUA NepcoHan u fokyMmeHTaums. Ecnv otaensHble AOKYMEHTBI Ui 3anucun nognexar nposepke,
UCnblTaTeNbHOMY LEHTPY cneayeT ux onpeaenuTb 40 BU3UTA UHCMEKTOPOB, YTODbI OHU Bbin HemeaneHHo
OOCTYMHbI B X04e UHCNEKUNN UCMbITaTeNbHOro LieHTpa.

3.2 CraprtoBas KOHthbepeHLUA

Llens — nHdopMUpoBaTL aAMUHUCTPALIMIO U NEPCOHAN UCTbITATENbHOTO LieHTPa 0 NpUdMHaXx nposeae-
HUSA MHCMEKUMM UCMBbITATENbHOrO LeHTpa M ayauTa UccnefoBaHWi, onpeaennTb 30Hbl UCTIbITaTeNbHOro
LieHTpa, noanexalume MHCNEeKTUPOBaHMo, UccnegoBaHns, BolbpaHHble 4NA ayauTa, a Takke OOKYMEHTbl U
npuUBneYeHHbI nepcoHan.

AOMUHUCTPATUBHbIE W MpaKTUYeckue AeTann MHCMEKUMM U ayauTa UccrefoBaHui UCMbITaTeNbHOro
LieHTpa A0SDKHbI 06CyXKaaTbCa ¢ agMUHUCTPaLMEN UCTbITaTeNbHOTO LieHTpa B Havane B1u3uTa nHenekTopos. B
Xo[e CTapTOBOM KOH(ePeHLUU UHCNIEKTOPbI JOMKHbI:

- onpeaennTh Lienn U MacluTab BusuTa;

- onucaTb AOKYMeHTaL I, KoTopast TpebyeTcs ANs NPoBeAeHUs MHCMEKLMM UCNbITaTeNbHOro LeHTpa, a
MMEHHO, CMIMCOK TEKYLLUMX U 3aBepLUEHHBIX NCcCcrneaoBaHuWiA, MnaHbl UcCcreaoBaHnii, CTaHAapTHEIE onepaLMoH-
Hble NpoLieaypsbl, 0T4eTbl 06 UccnedoBaHWsAX U T. 4. JoCcTyn 1, B cnyyae HeobxoA4MOCTU, 3aKoYeHne corna-
LUEHMS O KOMMPOBAHUM COOTBETCTBYHOLLMX JOKYMEHTOB AOMMKHbI BbITh OrOBOpPEHbI B 3TOT Nepuo BpeMeHu;
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- BbIICHUTb UK 3aNpPocUTL MHpopMaLMo 06 aAMUHUCTPATUBHOMN CTPYKTYpe (OpraHu3aLmn) u nepcoHa-
ne UcnbiTaTenNbHOro LeHTPa;

- 3anpocuTb UHOPMaLUIO O NPOBEAEHUN UccNeaoBaHUi, He ABNALWUMXCA 06bekTaMu NpUMeHeHUs
MpuHuunos GLP, B 30Hax UCNbITATENBHOMO LLIEHTPA, B KOTOPLIX NPOBOAAT UCCNeA0BaHUA B COOTBETCTBUM C Tpe-
6oBaHuaAMK MpuHumnos GLP;

- NPOBECTU NepBOHaYanbHoe onpeaerneHne Tex YacTel (30H) UCNbITaTeNbHOro LeHTpa, KoTopble byayT
noaBeprHyTbl UHCNEKTUPOBAHWUIO;

- onucaTb AOKYMEHTbI M 06pasLbl (00beKTbl), KOTopbie TPeOYTCA AN ayauTa TeKYLMX UK 3aBepLIeH-
HbIX UCCNeaoBaHui;

- yKasaTb, 4YTO 3aknounTenbHas koHdepeHuus GyaeT npoBedeHa Nocne 3aBepllieHuss NpoBeaeHUs
NHCNeKunn.

Mepen npoBeaeHWEM AanbHeNWen MHCNEKUMU UCMLITAaTENbHOMO LEeHTPa XenaTenbHO, YTOGbl UHCNEKTo-
pbl YCTAHOBUIIM KOHTAKT co cnyx6oit obecnevyeHus kavyectsa ucnbitatenbHoro LeHTpa (Quality Assurance,
QA). CornacHo o6wwmm npasunamM Npu UHCNEKTUPOBaAHWUN UCTILITAaTENBHOMO LUEeHTpa ABNAeTCa uenecoobpas-
HbIM CONPOBOXAEHWE MHCNEKTOPOB COTPYAHWUKaMM CRy0bl o6ecneyeHUs kauecTea.

WHcnekTopbl MoryT noTpe6oBath, UTobbI UM Gbina NpegocTaBneHa oTAenNbHaa KoMHaTa Ana NPOBEPKU
DOKYMEHTOB 1 OCYLLIECTBNEHNA APYron AeATeNbHOCTH.

3.3 OpraHusauuna u nepcoHan

LUene — onpegenuTb, UMeeT N UCMLITaTENbHBLIA LEHTP B A4OCTATOMHOW Mepe KBanuduuMpoBaHHbIN
nepcoHan, NAck1e pecypcbl U CEPBUCHYIO NOAAEPKKY MHOTOCTOPOHHUX U MHOTOYUCTIEHHBIX UCCNEA0BAaHWIA;
UMeeTCcsl NN COOTBETCTBYHIOLWAA OpraHN3aLMOHHAsA CTPYKTYPa; YCTaHOBUNA NN aAMUHUCTPaUMa ucnbiTaTenb-
HOro LieHTpa npoueaypbl B OTHOLEHUA NOArOTOBKN U 340POBbA NepCoHarna, CooTBeTCTBYOLWME UCCneaoBaHun-
AIM, NPOBOAUMbIM B UCNbITATENbHOM LIeHTpe.

AaMUHUCTpaumaA NcnbiTaTeNbHOro LieHTpa NoaroTasnueaeT crneayowmne AOKYMEHTbI:

- NO3TaXHbIN NNaH;

- OpraHu3auMoHHbIE CTPYKTYPbl YMpaBneHUa UChbiTaTenbHbIM LEHTPOM U HayvHbIMU noapasaene-
HUAMU;

- Buorpadcuyeckme cnpaBki o NepcoHane, NPUHAMAaKLLEM y4acT1e B UCCreAoBaHUNAX, N3GpaHHLIX Ans
npoBeaeHUs ayanTa uccrnegoBaHuii;

- CMUCOK (CMMCKN) TEKYLLMX U 3aBEPLUEHHBIX UccrnegoBaHui ¢ nHpopmMmaumen o Tune uccnegoBaHus,
AaTax Hayana/aaBepLUeHUs UCCreoBaHus, TeCcT-cucTeMe, MeToae NpUMeHeHns TeCT-CUCTEMBI U UMEHN PYKO-
BOANTENS UCCNeAoBaHNS;

- npoueaypbl HAbNAeHUs 3a 300POBLEM NEPCOHANA;

- cnykebHble MHCTPYKLIMX NepcoHana, NporpamMMbl 1 3anncu nogroToBK/ nepcoHana;

- nepeveHb cTaHAapTHbIX onepaunoHHbIX Npoueayp (COMM) ncnblTaTenbHOro LeHTpa;

- koHkpeTHble COlT, umeloLme oTHOLEHWE K UCCreJoBaHNAM UMK NpoLeaypam, nognexatimm UHcnek-
TUPOBAHWIO UMW ayanTy;

- CNWUCOK (CMUCKN) pyKoBOAUTENEW UCCneaoBaHUs U CNOHCOPOB, CBA3AHHBLIX C NOANeXawuMn ayanTy
nccneaoBaHUsIMM.

B 4yacTHOCTN, MHCNEKTOP AOIHKEH NPOBEPUTD:

- CNUCKN TeKYLUMX 1 3aBepLUeHHbIX nccneaoBaHunii, YTobbl BbIICHUTL YPOBEeHb paboTbl, NPOBOAUMONA
ncnblTaTeNbHbIM LEHTPOM;

- NMYHOCTM U KBanudukaL o pykosoauTens(ein) uccneaosaHus, pykosoantens cnyx6bl obecneveHus
KayecTBa 1 Apyroro nepcoHana;

- Hanudne COl ans Bcex COOTBETCTBYOLUMX 0bnacTen UcnblTaHniA.

3.4 Nporpamma no o6ecnevyeHUIo kKayecTBa

Llens — onpeaennTb, HACKOMbKO UCMONb3yeMble MEXaHU3Mbl YTIpaBreHUs rapaHTUpytoT, YTO Uccrneno-
BaHWs NpoBoaAT B cooTBeTCTBMU ¢ MpuHumnamm GLP.

PykosoauTento cnyx6bl cbecnedeHnst Kauectsa 4OMKHO ObITb NPeanNoXeHo NPoaEeMOHCTPUPOBATL CUC-
TEMbl U MeToabl obecneyeHns kavyecTBa AN MHCNEKLAM U MOHUTOPUHra UCCNeaoBaHWin, a Takke cUCTEMBI
3anvMcu HabngeHUN, NoMyYeHHbIX B X04e MOHUTOpPUHIa obecneYyeHuns KadecTea.

MHcnekTopbl A0MMKHbI NPOBEPUT:

- kBanudukauuio pykosoauTens u nepcoHana cnyx6bl o6ecnevyeHns ka4yecTsa;

- He3aBMCUMOCTb NepcoHana CJ'Iy)K6bI obecneyeHns kadyecTea OT nepcoHana, y4acTteytoulero B Uccre-
OOBaHNAX;
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- npoueaypbl NNaHNpoBaHWs U NPoBeAEeHUS MHCNEKLWN cnyx6oi obecrneyveHns kavecTBa KOHTPOMSA aTa-
MoB UCCregoBaHWs, onpedensieMblX B KaUeCTBe KPUTUYECKNX; 4OCTYMHbIX PECYPCOB AMs NPpOBEAEHUS UHCMEK-
LWIA U MOHUTOPWHra cnyx6bl o6ecneyveHuns kKavyecTea;

- CyllecTBOBaHWEe cXeM MOHUTOpUHra obecrneveHnst kauecTsa Ha BbIBOPOYHON OCHOBE B TeX Criyvasx,
Korga nccrnegoBaHus NpoBOASAT B TeUeHUe Takoro KOpoTKOro Cpoka, YTO MOHUTOPUHT KaXXAoro nccnegoBaHus
ABMAETCA NPaKTUYECKN HEOCYLLIECTBUMBIM;

- MacwTab 1 rnybuHy MOHUTOPKHra obecnedeHns kauecTea B TeUeHWe OCYLLECTBNAEMOro aTarna uccre-
[0BaHus;

- macwTtab n rnybuHy MOHWTOpUHra obecrneveHns kavyecTBa PYTUHHBLIX Onepauuid UCNbiTaTeNsHOro
LeHTpa;

- npoLeaypbl cnyx6bl obecneveHns kayecTBa, NpMMeHsIeMbIE A1 NPOBEPKM 3aKMUMTENBHOMO OTHETA,
4yTOObI rapaHTUPOBaTL Ero COOTBETCTBUE NEPBUYHBIM AaHHbLIM;

- MonyveHWe agM1HUCTpaLMe UCTbITaTENbHOrO LIEeHTpa OTYETOB OT CNYXObl 06ecneyeHmns kayecTsa o
npobremax, KoTopble NPeAnonoXUTEeNbHO OKasbIBalT BAUSAHWE HA KAYecTBO WM LeNOCTHOCTb UCCNeao-
BaHuA,

- AelcTBus, npeanpuHUMaemele criyxb6oi obecrneveHns kavecTsa, ecnn Oblnn obHapyeHbl OTKMNO-
HeHus,

- pornb cryxbbl obecneyeHnss Kayectsa, eCrnv NCCNeaoBaHUa UK YacTb MCCreaoBaHWn NPOBOAAT B
nabopatopusx, paboTatoLmx ¢ UChbITaTeNbHBIM LIEHTPOM NO KOHTPAaKTY;

- BbIMoOMIHeHWe cnyx6oii no obecneveHmno kKavecTsa 4eNCTBUIA MO PAaCCMOTPEHUIO, NEPECMOTPY 1 OOHOB-
nexuto COT.

3.5 MNomeleHun

Llens — onpeaenuTs, UMEET NN UCMbITATENbHBIN LLEHTP COOTBETCTBYIOLLMIA BHYTPEHHWUA UMW BHELUHUIA
pasmep, YCTPOWCTBO U pacrorioxeHne, yaosneTsopstoLme TpeboBaHnsaM NpoBeaeHUs UccnegoBaHui.

MHcnekTop JOMMKEH NPOBEPUTL, UTO:

- YCTPOWMCTBO LieHTpa no3sonsieT 4OCTUYb JOCTaTOUYHOrO YPOBHS pasferieHusl, a UMeHHO Toro, YTobbl
UCMbITYEeMble BELLECTBA, XKMBOTHbIE, MULLA, MaTofiormieckue obpasLibl U T. M., OTHOCSALWMECS K OQHOMY Uccneao-
BaHWIo, Henb3s Oblf1o NepenyTaTh ¢ NpeaHasHavYeHHbIMU ANS APYroro UCCneaoBaHus,

- npoueaypbl Mo 3KOMOrMYecKoMy KOHTPOIO U MOHUTOPUHTY CYLLECTBYIOT U YAOBIIETBOPUTENBbHO (DYHK-
LUMOHNPYIOT B KPUTUHECKUX 30HAX, Harnpumep NoMeLLeHNAX Ans )KMBOTHBIX U APYrMx 6uonormyeckux Tect-cuc-
TEM, 30HaX XpaHeHWs UCMbITYEMBIX BeLLeCTB, nabopaTopHbIX NOMeLLEeHUSX;

- obLee yCcTPONCTBO 34aHWS yAOBNETBOPSET BOSMOXHOCTM pasMeLlaTb pasnvyHble MoMeLLeHUs U Npu
HeobXoaMMOCTW NPOBOANTL NpoLeaypbl no 6opbbe ¢ Bpeautenamu.

3.6 O6cnyxuBaHue, pasMeLLeHUe U cogepkaHue GUONOrMYecKUX TeCT-CUCTEM

Llens — onpegenntb, cnocoGeH N UcnbiTaTenbHBIN LIEeHTP B cryyYae UCNoNb3oBaHUs B UCCHEA0BaHMSAX
JKMBOTHBIX UMK APYrux GUONOrMYecknx TeCT-CUCTEM NnoaaepkMBaTh NoMeLlleHns U ycnoBus ana o6cnyxusa-
HUSA, pasMeLLeHNA 1 CoaepPXKaHna TeCT-CUCTEM B COCTOsAHNM, obecrneynBatoLLeM NpeaoTBpalleHne cTpecca u
BO3HWKHOBEHMWE Apyrnx npobnem, KoTopble MOryT NOBAMSATL Ha TECT-CUCTEMBI U, CrieoBaTeNbHO, Ha Ka4ecTBO
OaHHbIX.

UcnbiTaTenbHbI LEHTP MOXET NPOBOANTL UCCreoBaHus, KOTopble TpebyoT pasHoobpasus XKMBOTHLIX,
PacTUTENbHBIX U MUKPOBUONOrMYecKMX OB LEKTOB, a TakKe APYrX KNeTOUHBIX UMM CYBKNeTOUYHBIX cucTeM. Tun
TECT-CUCTEM UCMOSb3YIOT Npu onpedeneHnn acnekToB, OTHOCALMXCA K 0OCNY)XXMBAHUIO, pasMeLLeHno Uin
cofepXKaHuto, KOTopble A0KEH NPOBEPSATL MHCNekTop. Mcnonbays cBoe npeacTaBneHue 06 3ToOM, UHCNEKTOP
[OIDKeH NPoBepuUTb criedytolne acnekTbl, UMetoLne OTHOLLEHUE K TeCT-CUCTEMaM:

- ABMSIETCA N UCTIbITATEbHbIN LEHTP NOAXOASILLMM AN UCTIONb3YEeMbIX TECT-CUCTEM U COOTBETCTBYET
N1 OH TpeBoBaHNAM K MPOBEAEHUI0 UCTILITAaHNIA,

- MPUMEHSIOTCS NN KapaHTUHHbIE MEPOMPUATUS A5 XKUBOTHBIX U pacTEeHWA, NMOCTYNatoLMX B UCTIbITa-
TeNbHbIA LIEHTP, U HACKOTIBLKO OHU YAOBMNETBOPAIOT NocTaBNeHHOM 3aaaye;

- MPUHUMAIOTCA NN Mepbl, YTOObI M30NMPOBATb XKUBOTHLIX (MK APYr1e 3IeMeHTbl TECT-CUCTEMBI, ecrn
3TO HeoBX0AMMO), eCNU U3BECTHO UMM NpeanonaraeTcs, YTo OHW GONbHbI UMW ABMAIOTCA HOCUTENAMU GONesHu;

- NPOBOAWTCA NN B AOCTATOUHOW CTENEHN MOHUTOPUHT U MPOTOKONMMPOBaHNE OKYMEHTOB B OTHOLLEHUU
300pPOBbS, NOBEAEHUS U APYTX ACMEKTOB, UMEOLLIMX OTHOLLEHWE K TECT-CUCTEME;

- HaxogwuTca nn obopyaoBaHne Ans nogaepXkaHust HeobXoaMMbIX A5 KaXaol TeCT-CUCTEMbI YCIOBUIA
OKpyXXatoLLei cpeibl B XOPOoLIEM COCTOSIHUMN U ABNAETCS N ero paboTa 3 ekTUBHOI;

- coaepaT NN KNeTKM Ans )KUBOTHBIX, CTENNaXu, pe3epByapbl U Apyrie KOHTeNHepbl, a Takke BComora-
TenbHoe 060pyaoBaHuNe B Haanexallel YicToTe;
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- MPOBOAAT N1 Mo Mepe HeoBXOAMMOCTU aHan13abl 415 NPOBEePK COCTOAHUA OKpYXKatoLen cpeabl U noa-
JEPXKKNA CUCTEM;

- CYLLECTBYIOT 1A YCINYri Mo yaaneHuto 1 yTUIM3aunm 0TXO40B OT XUBOTHBIX W TECT-CUCTEM; OCylLe-
CTBNAOTCA 1M 3TU YCNYTM Takum 06pasoM, YToBbl MUHUMU3NPOBATL 3apaXeHue napasutamu, nosieneHne sana-
X0B, BonesHew 1 oNacHOCTM 3arpsAsHEHUs OKpyXatoLLen cpeabl;

- o6opyaoBaHbl N1 30HbI AN XpaHeHUs1 KOPMOB AN XKUBOTHBIX UMW 3KBUBAMNEHTHLIX MaTeplanos anga
BCEX TECT-CUCTEM; He UCTIONb3YHTCA N 3TU 30HbI ANA XpaHeHWs APYrMX MaTepuanos, Taknx Kak UCrblTyeMble
BELLeCTBa, XMMUYeckre cpeactsa 4ns 6opbObl ¢ BpeauTenamy uni gesuHbuuMpyoLwve cpeacTsa, M oTaene-
Hbl 1 OHK OT oBracTeil, B KOTOPLIX pasMelLeHbl XKUBOTHLIE UMW XpaHATCA apyrue Guonormdeckne TecT-cuc-
TEMBI;

- 3alUMLLeHbl 1M XpaHUMble KopMa U MOACTUINKA OT NMopym Npun HeGnaronpuATHbIX YCIOBUAX OKpYXKatoLL el
cpeqpl, a TakKe 3apaxeHns Un 3arpsAsHeHus.

3.7 O6opynoBaHue, MaTepuanbl, peareHTbl U obpasubl

Llens — onpeagennTs, UMEET NN UCMbITATENbHbIN LLEHTP COOTBETCTBYIOLLEE MEeCTOMNONOXeHWe, gocTa-
TOYHOE KOMUYECTBO AeNcTBYoWero 060pyaoBaHus, MMetoLwero Haanexaluin noTeHuMan ansa yaosneTsope-
HUSA TPeGOBaHWI K NPOBOAUMBIM B UCMbITATENBHOM LIeHTPe UCTIbITaHUSAM, UMEIOT N MaTepuansl, peareHTbl U
06pasLibl Haanexallyto MapKUpoBKY, a TakKe UCTIONb3YIOT NN U XPaHAT N UX Hagnexawmm ob6pasom.

MHcnekTop AommKeH NpoBEPUTb, YTO:

060pyaoBaHMe HaxoaUTCs B YACTOM U UCTIPABHOM COCTOAIHUM;

- coxpaHeHhbl 3anucy o6 aKkcnyaTauum, TeXHU4eckom oB6Cy>KnBaHuu, NoBepke, kanubposke 1 Banuaa-
LMK M3MepuUTenbHOro 06opyaoBaHus 1 annapatypbl (B TOM Y1che, KOMNbIOTEPU3UPOBAHHBIX CUCTEM);

- Matepuarnbl U XMMUYEeCKUe peareHTbl Hagnexalm o6pa3oM MapKupoBaHbl U XPaHATCA NPpU Haanexa-
LMX TemnepaTypax, a AaTbl UICTEYEHWUSA CpoKa roAHOCTU He UrHOpUpYoTCA. Ha aTukeTKkax peareHToB AOMKHbI
6bITb ykasaHbl UCTOMHUK, ONo3HaBaTebHbIe AaHHbIE, KOHLUEHTPaLIMs W/unun apyras cooTBeTCTBYoWasa MHGop-
Mauus;

- 06pasLibl YeTKO MAEHTUDULMPYIOTCA NO UX NPUHAANEXHOCTM K TECT-CUCTeMe, UCCNea0BaHuIo, CNOCo-
6y 1 faTe nonyyeHus;

- ucnonbayemble obopyqoBaHUe U MaTepuansl He BMUSIIOT B Kakol-NMGo CylecTBEHHOW CTENeHU Ha
N3MEeHeHWe TeCT-CUCTEM.

3.8 TecT-cucTembl

Llens — onpeaennTs, CyLLECTBYIOT N aaekBaTHbIE NpoLeaypbl AN ynpaBneHUst v KOHTPOIS pasnuyHbIX
TecT-cucTeM, TpebyeMbIX 418 NPoBeAeHUS UcCre40BaHMA B UCNBITATENbHOM LEHTPEe, HanpuMep XMMUYECKUX
N PUINYECKNX CUCTEM, KIETOUHBIX N MUKPOGHBIX CUCTEM, PACTEHWUIA U )KUBOTHBIX.

3.8.1 ®usanueckne M XMMMYECKUE CUCTEMBbI

MHcneKTop AoMmKeH NPOBepUTb, UTO:

- onpegensieTcsi CTabUIbHOCTb UCTILITYEMBIX U CTaHAAPTHLIX 06pa3L0B U UCNONb3YIOTCA YKasaHHbIe B
nnaHax uccrneaoBaHns ctaHAapTHbIe obpasLbl, eCnn 3T NPeayCMOTPEHO NilaHaMU UCCTEA0BaHNS;

- NPV UCMONb30BaHUM aBTOMaTU3UPOBaHHBLIX CUCTEM AaHHble, NoNyYeHHble B Buae rpacduvkos, 3anucu
CaMOmMUCLLEB UM KOMMNLIOTEPHBIE pacneyaTky, A0KYMEHTUPYIOTCA B Ka4eCTBE NEPBUYHBIX JaHHBIX U apXUBUPY-
toTca.

3.8.2 Buonoruyeckue TecT-CUCTEMbI

MprHUMasi BO BHUMaHUe COOTBETCTBYIOLLNE acneKThl, YNOMSAHYThIe Bbllle, OTHOCALLMECS K 06CnykuBa-
HUIO, pasMeLLeHUIo UN coaepKaHuio BUONOrMYecKUX TECT-CUCTEM, MHCNEKTOP AOIPKEH NPOBEPUTbL, YTO:

- TECT-CUCTEMbl COOTBETCTBYIOT TEM, YTO yKa3aHbl B NNaHax UccneqoBaHus;

- TecT-CUCTeMbl a4eKBaTHO U, eCNN 3TO HeoBX0AUMO U LlenecoobpasHo, 0AHO3HAYHO MAEHTUDULMPYIOT-
Cs Ha NPOTSKEHWUM BCero nccneoBaHust; CyLLeCTBYIOT 3anucu 0 NONY4EeHNUN TECT-CUCTEM U MOJSTHas 4OKYMEHTa-
1S 0 Yncne NonyyYeHHbIX, UCMOMNb30BaHHLIX, 3aMeHEeHHbIX UK BbIBpakoBaHHLIX TECT-CUCTEM;

- pasMeLleHue TecT-CUCTEM 1 KOHTEMHEPOB C TeCT-CUCTeMaMu Haanexalmm obpasom uaeHTudbuLmnpy-
eTCs1 C UCMOoNb3oBaHWeM Bcell Heobxoanumon MHopMaLunu;

- CcyllecTByeTafeKkBaTHOe pasdeneHne UccrneqoBaHWn, NPOBOAALLMXCA HA OAHUX M TEXKE BUAAX KUBOT-
HBIX (MM HA OAHUX U TEX XKe BUONOTNYECKNX TECT-CUCTEMAX), HO C UCNOMBb30BAHNEM PA3IUYHBIX BELLIECTB;

- CyLIecTByeT afjekBaTHOe pasfeneHne BUAOB KUBOTHBIX (M ApYrnx GUONOrMyeckMxX TeCT-CUCTEM) B NPO-
CTPaHCTBE UMW BO BPEMEHN;

- OKpyxatoLas cpeaa bronornyeckoi TecT-cucTeMel onpegenseTca nnaHamv uccnegosaHnsa unu COM
C Y4ETOM TaKUX acreKToB, Kak TeMnepaTtypa Ui LUKbl 0CBELLEHHOCTU/TEMHOTHI;

- BeAyTcs 3anucK o nonyyveHnn, obpaboTke, pasMeLLeHnm, cogepxaHnm, o6CnyxMBaHUM U OLeHKe 340~
POBbSA COOTBETCTBYIOLLER TECT-CUCTEMBI;
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- BMNUCbMEHHBIX 0TYETaX XpPaHAT MHPOPMaLIMIO O TPOBEPKAX, KapaHTUHaX, 3aboneBaemMocT, CMepTHOC-
T, NOBEAEHWN, ANarHo3ax U NeYeHUM XXUBOTHLIX, paCTEHUIA 1 TECT-CUCTEM, @ TakKe O Apyrux NoaobHbIx acnek-
Tax, COOTBETCTBYHOLLMX KaxkAon 61onornieckon TecT-cucTeme;

- CYLLeCTBYHOT CpeacTBa AN Haanexallero yaaneHus TeCT-CUCTEM B KOHLLE UCTIbITaHUS.

3.9 UcnbiTyeMble U cTaHAAPTHBbIE BelllecTBa

Llens — onpeaennTb, UMEIOTCS N B UCTILITATENBHOM LIEHTPe NpoLeaypsl, NpegHasHayYeHHble:

i) Ans Toro, YToObl rapaHTMPOBaTh, YTO NAEHTUGUKALUOHHBIE AaHHbIE, 3P EKTUBHOCTL, KONUYECTBO U
COCTaB UCMbITYeMbIX U cTaHAapTHBIX 06pas3LoB COOTBETCTBYHOT cnelndukaunm;

ii) ansa Toro, YToGbl OCYLECTBAANMCE Hagnexawmum o6pasom nonyvyeHne U XpaHeHne UCrbiTyeMblX U
cTaHOapTHbIX 06pasuos.

MHCNeKTop OOMKEH NPoBEpUTb, YTO:

- MMEeITCA MUCbMeHHbIe 3anucK o nosnyveHun, obpaboTtke, oT6ope NPo6, UCNONLIOBAHUM 1 XPaHEHUM
ncnblTyeMblX U cTaHAapTHLIX 06pa3LoB, a Takke 06 MaeHTUUKaLMN OTBETCTBEHHOMO NNLA;

- KOHTeMHepbl C UCMbITYEMbIMU 1 CTaHAapPTHEIMK 06pasLamMun Hagnexalimm o6pa3om MapKMpoBaHsbl;

- YCNOBUS XpaHeHns obecneynBatoT CoXpaHeHne KOHLUEHTPaLMN, YUCTOTbl U CTaBUNbHOCTM UCTbITYe-
MbIX 1 CTaHAapPTHLIX 00pasLoB;

- MMelTCA NMCbMeHHble 3anucy 06 onpeaeneHun MOeHTUHHOCTM, YACTOTLI, COCTaBa, CTabUnbHOCTU 1
npedoTBpaLleHNM 3arpsi3HeHNA UCTBITYEMBIX U CTaHAaPTHBIX 06pasLOB B COOTBETCTBYHOLLUMX Cy4asX;

- MMetloTCA Npoueaypbl Ans onpeaeneHns 0gHOPOAHOCTM U cTaBubHOCTM cCMeceit, coaepXKaLlmX UCHbl-
TyeMble 1 cTaHaapTHbIe 06pasLbl B COOTBETCTBYIOLLMX CrydasX;

- KOHTeHepbl, cogepkalume cMecu (v pas3baBreHns) UCTbITYEMbIX U CTaHAAPTHBLIX 06pa3LoB, Mapku-
POBaHbI, U 3aNUCK XpaHAT MHdopMaLMo 06 OOQHOPOAHOCTY 1 CTaBUNBHOCTU COAEPXUMOrO B COOTBETCTBYIO-
LLMX CryYasx;

- ecnuucnbiTaHUs NPOBOAAT B TeYeHue Gonee YeTbipex Heaenb, NPobbl U3 KaXKA0N NapTUM UCNBITYEMbIX
1 CTaHOapPTHEIX 06Pa3LI0B UCTIONb3YIOTCA ANA aHANUTUHECKUX Lene U XpaHATCA B TeYeHNe COOTBETCTBRYIOLLe-
ro BpemeHu;

- Mpoueaypbl AN cMeluMBaHUA BelecTB paspabaTbiBaloTca TakuM o6pasom, 4Tobbl NpeaoTBpaTUTh
OLLNBKM B MOEHTUDUKALIAM UMW NEPEKPECTHOE 3arpsAsHeHUe.

3.10 CraHaapTHble onepaLluoHHble npoLleaypbl

Llens — onpeaenuvTb, UMEIOTCS NU B UCTIbITATENbLHOM LEeHTpe nucbMeHHble COlN, umetowmne oTHolleHue
KO BCEM CyLL,eCTBEHHbIM acreKkTam onepawui, NpUHUMas BO BHUMaHUe, 4To O4HUM U3 BaXKHbIX METOA0B ynpas-
neHus onepaLmsmMun B UCNbITaTENbHOM LieHTpe SABNSeTCS UCNofNb3oBaHUe NucbMeHHbIX COTM.

MHcnekTop OOSMKEH NPOBEpUTL, UTO:

- BKaXAo0W 30He UCTIbITaTeNIbHOTO LIeHTPa MMEIoTCS B HENoCpeACTBEHHOM OCTYNe OTHOCALLUMECA K Aeny
3aBepeHHble konun COIT;

- CcyllecTBYIOT npoLeaypbl Ans nepecMoTtpa u obHosneHus COIT,;

- nrobble nonpasku Unu nsmeHeHust COIN 6binyM NognucaHbl U 4aTUPOBaHLI;

- nctopuyeckue annsl COlN coxpaHeHsbl;

- COIM npuMeHsIl0T 4115 CNeayoLWmMX BAAOB AeATENbHOCTH, HO HEe OrpaHUYMBaOTCS UMU:

i) monyyeHue; onpeaeneHue AEHTUYHOCTU, YUCTOThI, COCTaBa U CTabunbHOCTU; MapknupoBka; 06paboT-
Ka; oT6op Npo6; UCNonNb3oBaHUE U XpaHEeHWUe UCTILITYEMbIX U CTaHAapPTHLIX 06pasLoB;

ii) McnonbsoBaHue, 0b6cnyxMBaHue, yxod, kKanubpoBka v Banuaauus usmeputensHoro obopyaosaHus,
KOMIMbIOTE PU3UPOBaHHBIX CUCTEM U 060pPYA0BaHNS 4SS KOHTPOTS OKpY>KatoLLel cpeabl;

iii) noaroToBka peareHTOB M pa3paboTka cxeMbl JO3UPOBaHUS;

iv) NMpOTOKONMMPOBaHUE, OTYETHOCTb, XPAHEHWUE 1 MOUCK 3anncei U OTYETOB;

V) NoAroToBKa W KOHTPOSIb OKpy>KaloLen cpeibl 30H, CoAepXXallmX TeCT-CUCTEMBI;

vi) nonyyeHue, nepegava, pasmelleHue, xapakTepucTuka, uaeHtudukauma m obenyxuBaHve TecT-
cucTem;

vii) obpaboTka TecT-cucTeM A0, B NpoLecce 1 No OKOHYaHUW UccrneoBaHus;

viii) ynaneHue TecT-cuctem;

iX) Mcnonb3oBaHue cneunanbHbIX cpeacTs Ans 6opbbbl ¢ BpeauTensmMv u Ansa yoopku;

X) orepauun B paMmkax nporpammel no obecneyeHuto kauectsa (QA).

3.11 BbinonHeHue UccriegoBaHUsl
Llens — noaTBEpAUTL, YTO CYLLECTBYIOT MMCbMEHHbIE MITaHbl UCCINIEA0BaHUIA U YTO NNaH U NpoBeAeHue
nccnegosaHuii cootseTcTBYOT MNpuHumnam GLP.
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MHcnekTopbl 4OMKHBI MPOBEPUTD, YTO!

- MnaH uccrnegosaHus 6bin noanncaH pykoBoguTeneM nccnegoBaHus;

- nioBble MonpaBsku k NnaHy uccnegosaHus noanuncaHbl U AaTpoBaHbl PYKOBOAUTENEM UCCNEAOBAHNS;

- faTta gorosopa 0O nfaHe uccrnefoBaHnsa boina 3aperncTpupoBaHa CrnoHCOpPOM (B COOTBETCTBYHOLLIMX
criyyasx);

- U3MepeHus, HabnaeHUA U 3KCepTU3bl COOTBETCTBOBANN NaHy UCCMeA0BaHMS 1 COOTBETCTBYOLLIMM
con;

- pesynbTaTbl 3TUX U3MEpeHUiA, HabNIoAEHUA 1 3KCMepPTU3 3anucbiBany cpasy ke TOUHO, akKypaTHO U
pa3bopunBo, noanuckIBany (Mnv napacduposanu) U aTMpoBany;

- Mobble M3MeHeHUsA NepPBUYHBIX AaHHbIX, B TOM YUCHE AaHHbIX, XPaHALLMXCA B KOMMNbIOTEPAX, HE CKPbI-
BaloT NpeaplAyLLMe 3anucu, a Taloke umeeTcs UHbopMaLms 0 NPUYMHaX BHECEHUA U3MEHEHWIA U naeHTudmuka-
LMK L@, OTBETCTBEHHOTO 3a U3MEHeHUs!, 1 AaTe, koraa oHu 6binv caenaxsbl;

- KOMIMbIOTEPHBIE UK COXPaHeHHbIe AaHHbIe BblN MAEHTUUUMPOBaHbI, a NpoLeaypbl A1 UX 3aLUMTb
OT HECaHKLMOHUPOBaHHbIX USMEHEHWUI UK NoTepb BbiNn agekBaTHBIMU;

- KOMMbIOTEPU3NPOBAHHbIE CUCTEMbI, UCTNOMb3YEMbIe B UCCNeA0BaHUAX, ABNAOTCS HAAEXKHBIMW, TOYHbI-
MW 1 6bInK BaNnaMpoBaHbl;

- nmobble HenpeaBuaeHHbIE COBLITUSA, 3anMcaHHble B NEPBUYHBLIX AaHHBIX, ObINU UCCNefoBaHbl U oLe-
HEeHbl;

- pesynbTarThl, NpeAcTaBfieHHbIe B oTYeTax UCCrneaoBaHns (MPOMEXYTOUHBIX UMK 3aKMoYUTENbHBIX),
ABNSAOTCA NocneAoBaTeNbHbIMA U NOMHBIMA U JOCTOBEPHO OTPaXaloT NePBUYHBIE AaHHbIE.

3.12 OtueT 0 pe3ynbTaTax uccrnefoBaHuUA

Llens — onpeagenutb, 6b6IN K 3aKMiOYUMTENBHBIA OTYET NOArOTOBNEH B COOTBETCTBMMU ¢ MpuHUMNamm
GLP.

Mpwu akcnepTuse 3aknioYUTENBHOIO OTYETa MHCMEKTOP AOSMKEH MPOBEPUTL, YTO:

- OoT4yeT nognucaH U 4aTMpoBaH PyKOBOAUTENEM UCCIeA0BaHUA, UTO yKa3blBaeT Ha MPUHSATUE UM OTBET-
CTBEHHOCTH 3a 4OCTOBEPHOCTb UCCIIe40BaHUS, a TaKkke NOATBEPXAAET TO, YTO UccnefoBaHue 6bino nposeae-
HO B cooTBeTCcTBUM ¢ MpunHUnnamu GLP;

- OTYyeT noAgnucaH U 4aTMpoBaH APYrMMN OTBETCTBEHHBIMU UCMIONTHUTENSMW, €CINU B HEro 6bINn BKIoYe-
Hbl NOArOTOBMNEHHbIE MM OTHEThI O COBMECTHbIX UCCIeA0BaHNAX;

- 3aKnoveHne cryxobl obecneveHns kavecTBa BKIHOYEHO B OTYET M YTO OHO NOANUCaHO U 4aTUPOBaHO;

- nto6ble nonpasku 6biNn caenaHbl OTBETCTBEHHbLIM NepPCoHanoMm;

- BHeM npuseaeHo pacnonoxeHue B apxmee BcexX o6pasuoeBs, Npod 1 NepBUYHLIX AaHHbIX.

3.13 YcnoBus 1 nepuop XxpaHeHUA 3anucen

Llenb — onpeaenunTb, co3AaroTCs M B UCMbITATENbHOM LEHTpe aaeKkBaTHbIE 3amnncy U OTHETEI, a Takke
6bINV NN NPUHATBEI COOTBETCTBYIOLLME Mepbl 4t 6e30nacHOro XxpaHeHus 3anncei n Matepu1arnos.

MHcnekTop AOMKEH NPOBEPUTL:

- yT0 6bINIC ONpeaeneHo NALO, Hecylllee OTBETCTBEHHOCTL 3a apXMBHI;

- apXvBHble NOMELLeHNA AR XpaHeHUs NNaHoB CCnefoBaHNs, MEPBUYHbLIX AaHHbIX (B TOM Yicne, AaH-
HbIX NMpeKpaLleHHbIX UCCreaoBaHN B COOTBETCTBUM C MpuHumnamu GLP), 3aknoumTensHbLIX 0T4eToB, o6pas-
LoB, Npob, 3anucei 06 o6paszoBaHUM U NOArOTOBKE NepcoHana;

- npoLeaypbl Ans NOMUCKa apX1BHbIX MaTEpPUanos;

- npoueaypbl, NOCPeACTBOM KOTOPBIX AOCTYMN K apXmMBam OrpaHnynBaeTcs YNonHOMOYEHHBIM NepcoHa-
NoM, 1 BedeTCs N1 y4eT nepcoHana, nony4yBLUero 4oCTyn K UICXOAHbIM AaHHbIM, cnaigaMm U T. n.;

- YToBedeTCs UHBEHTapU3aLMOHHbIN yYeT MaTeprnanos, yaaneHHbIX 13 apXMBOB U/ BO3BPAaLLEHHBIX B
apXuBbl;

- YTO 3an1cy 1 MaTepuanbl COXpaHsoTCs B Te4eHne Tpebyemoro unm cooTBETCTBYHOLLEro neproaa spe-
MEHW 1 3aLLULLaI0TCA OT MOTEPU UMM NOBPEXAEHWS B pesynbTaTe noxapa, HeGnaronpusaTHLIX yCIIOBUA OKpYKa-
toLLen cpeabl UT. 4.

4 Ayaut uccnepoBaHus

MHcnekummn uenbiTatensHoro LUeHTpa, Kak npasnno, BKNOYarT, B HaCTHOCTU, ayaUT UccnenoBaHus, B
Xo4e KOTOopOoro paccMaTpuBaroT TeKylumne Unn saBeplueHHble nccrnegoBaHus. Perynmpyrou.l,me opraHbl YacTto
TakKe BbICbINAOT 3anpoc o NpoBedeHUU KOHKPETHbIX ayauToB UCCeOBaHNN, KOTOPbIEe MOTYT NPOBOAUTLCS
He3aBUCUMO OT UHCMEKLUWIA UCNbITaTeNbHOro LeHTpa. M3-3a 6onbLumnx pasnuyiuin B TMnax nccnegoBaHnii, KoTo-
pble MOryT nogesepratbcA ayauTy, B COOTBETCTBMU C OCHOBHBIM PYKOBOACTBOM UHCNEKTOPbI U ApYyriue CTOPOHHI,

7



rocCT 31880—2012

npuHUMaloLLue yyacTue B ayamTe uccneaoBaHuin, Bcerga AoMKHbI BLIHOCUTL peLleHs Ha OCHOBE XapakTepa v
macwitaba nposepok. Llenb fonkHa sakniovaTbesi B PEKOHCTPYKLMA UCCIie4OBaHUA MyTeM CpaBHEHUS 3aKnto-
YuTenbHOro oT4yeTa ¢ NnaHoMm uccneaoBaHus, cooTeeTcTByOWMMU COl, NnepBUYHBLIMU JaHHBIMKU U APYTUMU
apXvBHLIMKU MaTepuanamu.

B HekoTOpbIX cyyasx MHCNeKTopam, 4Tobbl NpoBeCTN ayauT uccrneaoBaHuin achdekTUBHO, MOTYT NoHa-
[06UTLCA NOMOLLHUKMW, @ UMEHHO CneLManucTbl No APYrMM 3kCnepTM3am, Hanpumep, ecnn TpebyeTcs UsyunTb
cpesbl TKaHeW Mo MUKPOCKONOM.

Korga nposoantca ayanT nccnefoBaHusl, UHCNEKTOP A0MKEH:

- NONYYUTb UMEHA, AOIMKHOCTHBIE MHCTPYKLUN U pe3toMe O MOAroTOBKE M OMbITe NepcoHarna, y4acTByio-
wero B UccneaoBaHUK(AX), HanpMMep pykoBoaUTENs UCCNeaoBaHUs U OTBETCTBEHHBIX Hay4HbIX UCTIONHU-
Tenewn;

- ybeanTbCs, YTO UMeeTCsl AOCTAaTOMHO COTPYAHWKOB, MPOLUEALLNX MOATOTOBKY B COOTBETCTBYHOLUMX
obnacTax NpoBOANMBIX UCCNEAOoBaHWIA;

- naeHTUdUUMPOBaTL OTAENbHBIE 3NeMeHTbI NPMBOPOB UK cneumnansHOro 06opyaoBaHUsA, UCMONb3ye-
MbIX B UCCNeaoBaHU1, U NPOBEPUTL 3anncu o KanubpoBke, peMoHTe U o6cnyxusaHun o6opyaoBaHus;

- O3HAKOMUTLCS C 3aMUCAMU, OTHOCALLMMUCA K CTABUMNBLHOCTU UCTMBITYEMBIX BELLECTB, aHanMsam Ucnbli-
TYyeMoro BeLlecTBa Unm cMmecu, aHanusam KOpMoB U T. 4.;

- BBISICHUTL MYTEM OMpoca, eCnn 3TO BO3MOXHO, paboune 3agaHust ANs oTAeNbHbIX JIUL, y4acTBYIOLNX B
ncenefoBaHnm, YTobbl YCTAHOBUTL, GbINO NN Y 3TUX NAL, BpeMs ANs BLINOMHEHWUs! 3afad, YKasaHHbIX B NaHe
nccnegoBaHun v oTyeTe;

- MOMY4YNTb KOMUU BCEX JOKYMEHTOB, OTHOCALMXCS K NpoLielypaM ynpasneHus U (popMUpOBaHUS HEOTb-
emf1ieMbIX YacTeln uccrnegoBaHns, B TOM YAChe:

i) nnaH uccnefoBaHus;

i) COIl, ncnonb3ayemelx BO Bpemsi NPOBEAEHNA NCCe0BaHUS;

iii) >kypHanel, nabopaTopHble XypHanel, daiinbl, paboune MUCTbI, pacnevyaTk AaHHbIX, XPaHALLMXCA B
KOMIMbIOTEPE U T. 4.; @ TakkKe MPOBEepPUTb pacyeThl, eCNv B 3TOM eCTb He0BX0AUMOCTb;

iv) 3aknounTenbHbIA OTYeT.

Mpy NnpoBepke nccneaoBaHuia, B KOTOPLIX UCTIONb3YIOTCS XXUBOTHBIE (HanpuMep, rpbi3yHbl U Apyrue mne-
KonuTatoLwwme), MHCNeKTopbl A0MKHBI MPOCNeAnTb 3a YUCNIOM OTAESNbHBIX BIUAOB XMBOTHBIX (B NPOLEHTax) ¢
MOMEHTa NX NPUBLITUA B UCMbITATENbHbBIA LEHTP 40 NX Nepedadn Ha BekpbiTre. OHU 4oMKHBI 06paTnuTh ocoboe
BHUMaHWe Ha 3anuncK, KacaroLumecs:

- Macchl Tena XUMBOTHOro, NoTpebneHus Boabl/kopma, paspaboTkn cxeM AO3MPOBaHNA U NyTel BBede-
HUS, UT. O

- KIMMHUYECKNX HabMnoAeHWI U pe3ynbTaToB BCKPbITUS;

- KIMHUYECKON XUMNK;

- naTororunn.

5 3aBeplueHWe MHCNEKUMN UK ayauTa uccrnenoBaHus

Korga MHcnekuust UcnelTaTenbHOro UeHTpa unu ayauta uccnegosaHus 6yaeT 3aBeplueHa, NHCNeKTop
OOMmKeH ObITb roToB 06CyanTh pesynbTaThl C NPEACTaBUTENAMU UCTIBITATENBHOTO LEeHTPpa B Xo4e 3aKoyu-
TeNbHOW KOHbepeHLMM, a TakKe AOMMKEH NOArOTOBUTb MMCbMEHHBIA OTYET, 8 UMEHHO 0TYeT 06 MHCMeKLMN.

WHcnekuns ntoboro KpynHoro ucnblTaTerbHOro LIeHTpa, ckopee BCEro, BbISIBUT P He3HAYUTENbHbIX
OTKNOHeHWN oT MpuHLUMNoB GLP, Ho, kak NpaBusio, oHW He ByayT AOCTaTOUHO Cepbe3HbIMU, YTOGEI NOBNWATL Ha
[OCTOBEPHOCTb UCCMefoBaHNIR, NPOBEAEHHbIX B 3TOM UCNbITaTeNbHOM LieHTpe. B Takux criydasix y nHcnekropa
€CTb OCHOBaHWUs1, YTOObI COOBLLMTBL, YTO UCTBITATESNbHBIN LIeHTP paboTaeT B cooTBETCTBUN ¢ [MNpuHLuMnamn GLP
1 B COOTBETCTBUU C KPUTEPUSIMU, YCTAHOBMNEHHBIMW (HaLUOHarbHbIM) OpraHoM MOHUTOPUHIa COOTBETCTBUSA
MpuHumnam GLP. Tem He meHee nHdopMaunsi 06 06HapyXeHHbIX HegocTaTKax Ui HEUCNPaBHOCTSX AOIDKHA
OblTb NpedocTaBneHa MWCMbITaTeNbHOMY LEHTPY, a aAMUHUCTPaLMs UCTbITaTeNbHOMO LEHTpa AOoShKHa
npegocTaBUTb rapaHTum, UTo ByayT NPUHATLI Mepbl NO UX ycTpaHeHuto. iHcnekTopy, BOSMOXHO, NoTpebyeTcsa
MOBTOPHO MOCETUTb UCTIbITATENbHBIN LEeHTP Yepes onpeaeneHHbIin nepuoa BpeMeHu, 4Tobbl yeeanTbes, 4To
6bIM NPUHATLI HeOBX0AUMbIE MepbI.
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Ecnu B xoae nHcnekumn unv ayanmTa uccnefoBaHui, no MHEHUIo MHenekTopa, obHapyXeHbl cepbesHble
oTKIoHeHNs oT MpuHumnos GLP, BO3MOXHO, okasbiBatoLme BIUSHUE Ha JOCTOBEPHOCTb UCCeoBaHNS v
ApYruxunccnefoBaHnin, NPOBOASLLNXCA B UCTILITATENBHOM LIEHTPE, UHCMEKTOP AOIKEH OTNPaBUTL OTYET (Hauu-
OHanbHOMY) opraHy MOHUTOpWHra cooTBeTCcTBUA MpuHuMnam GLP.

PeleHus;, NpuHATbIE OpPraHoM MOHWUTOPWHTa WWAW PerynmnpyoLMM opraHom, npu HeobxoamMmocTw,
6yayT 3aBUCeTb OT XapakTepa U CTEeNeHN HeCOOTBETCTBUS, a TakKe PUANIECKUX UM aAMUHUCTPaTUBHbBIX
NONOXeHN B paMkax rnporpamMmmel cootseTcTBUA MNMpuHumnam GLP.

Ecnunaygut nccnegosanus 6bi npoBeAeH Mo 3anpocy perynnpyoLLero opraHa, 4osmkeH 6biTb NOAroToB-
NeH MOorHbIA OTYEeT O pesyrnbTaTax 1 oTNpaBneH C MOMOLLbIO COOTBETCTBYIOWEro (HaLMoHansHoro) opraHa
MOHUTOpPWHIa cooTBeTCTBUA MNpuHUMnam GLP 3auHTepecoBaHHOMY perynupyroLemMy opraHy.
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MpunoxeHne A
(pekomeHayemoe)

PeweHune-pekomeHpauua Coseta O3CP o cooTBeTcTBUMU MNpUHLUNAM
Hagnexawen nabopaTtopHon npakTuku [C(89)87(Final)]
(MpuHsaTo CoeTom OBCP Ha 717-1 ceccum 2 okTsibpsa 1989 r.)

MpuHMMasn BO BHUMaHWE:

- ctatbn 5 a) n 5 b) KoneeHumun 06 OpraHnsaumm 3KOHOMUYECKOrO COTPYAHUYECTBa 1 pa3BuTtusi ot 14 aekabpsi
1960r.;

- PekomeHgauuio CoeeTta ot 7 utonsi 1977 1. 0 co3gaHum pykoBOASILLUX NPVHLUMIMOB B OTHOLWEHUM NpoLeayp v Tpebo-
BaHUN AN NPeJoTBPaLLeHNs BO3AENCTBUSI XMMUYECKUX BELLLECTB Ha YeroBeka U okpyxatoLyto cpepy [C (77) 97 (Final)];

- Pewenne Coseta oT 12 mas 1981 r. 0 B3aMMHOM MNpPM3HAHUM AaHHbLIX MPW OLEHKE XUMMWYECKMX BELLECTB
[C(81)30(Final)] u, B wacTHocTu, Pekomenaaumio ctpaHam — yneHam OOCP npuaepxuBaTbcsi [prHUMNOB Hagnexalen
na6opatopHor npakTukn OB3CP Npu UCMbITaHUN XUMUYECKKX BELLECTB, M3NOXEHHbIE B MPUNOXeHUM 2 K aToMy PelueHnio;

- Pekomengaunto CoeeTta ot 26 utons 1983 r. 0 B3aauMHOM NPU3HaHWM COOTBETCTBUS HaAnexatlemn nabopaTopHomn
npakTuku [C(83)95(Final)];

- BbIBOAbl TpeTbero CoBellaHnsi Ha BbICOKOM YpOBHe [pynnbl no xummnyecknm Belecteam (O3CP, Mapwxk, 1988r.);

- HeobxoauMocCTb 0becneyeHusi TOro, YTo6bl AaHHBIE UCTIBITAHWIA XMMWYECKUX BELLECTB, NPeACTaBIeHHbIE B pery-
NpyloLLMe opraHbl Arsi OLEeHKU U pelleHns NpobrneM, CBSA3aHHbIX C OXpaHOl 340pOBbsi YENOBEKa M OKpYKakoLen cpeapl,
MMEIN BbICOKOE Ka4eCTBO, ObINM JOCTOBEPHBIMU U HAAEXKHBIMMU;

- HeobXxoaAMMOCTb CBEAEHUSI K MUHUMYMY AyGNUPOBaHWSA NCMbITaHUA XMMWUYECKUX BELLECTB, U TEM cambiM Gonee
3¢hpHEKTUBHOIO UCMONb30BAHUS UCTbITATENBHBIX LEHTPOB U NMMYHOIO COCTaBa CNeLnarnucToB, a Takke COKpaLLeHUs Yncna
KMBOTHbIX, UCMOMNb3YEMbIX B UCNbITAHWM, @ TAKXKE YYUTLIBAS, YTO:

- MpU3HaHWe npoLeayp MOHUTOPUHIa COOTBETCTBUS [MpuHUMNaM Hagnexauwen nabopaTtopHol npakTuku byaet
Cnoco6CTBOBATL B3aUMHOMY NMPV3HAHUIO JI@aHHbIX Y TEM CAMbIM CHUXEHUIO YPOBHSA AyBNMPOBaHUS UCTbITAHWIA XMMUYECKUX
BELLECTB;

- OCHOBaHMWeM Ansi NpU3HaHWsA NpoLeayp MOHUTOPWUHIA COOTBETCTBUS SIBNAETCS NOHUMaHWE U JOBEPUE K Npoueay-
pam B cTpaHe — uneHe O3CP, rge nonyyeHbl paccMaTprvBaeMble AaHHbIE;

- rapMOHWU3UPOBaHHbIE NMOAXOAbl K MOHUTOPUHIY COOTBETCTBUSA Haanexaulen nabopaTopHON NpakTUKe B 3HAYU-
TenbHOWN Mepe coAecTBYIOT (HOPMMPOBaHMIO Heo6X04MMOro IOBEPUS K NpoLeaypam Apyrux ctpad, CoBeT no npernoxe-
HUIO COBMECTHOIO COBELLaHuUsl YNpaBsoWero KoMMTeTa cneumnansHon NporpamMmmbl KOHTPOSSt XMMWYECKUX BELECTB U
pynnbl No XxvmMu4eckum BellecTBaMm, o400peHHOro KoMMTEeTOM NO OXpaHe OKpYXXaloLwWwew cpefbl, NPUHSI Hkecrneay-
owee.

YacTtb | — MpunHumnbl GLP 1 MOHUTOPUHI COOTBETCTBUA

1.1 CoBeT mocTaHOBAsIET, YTO cTpaHbl — uneHsl O3CP, B KOTOPbIX OCYLWECTBRSIOTCA UCMBITAHUST XUMUYECKUX
BELLECTB 7151 UX OLIEHKM B LIENSIX OXPaHbl 340POBbs HENOBEKA M OKPYKatoLWen cpeabl B COOTBETCTBMM C [TpyHUMNaMKn Haj-
nexauler nabopaTopHOW NpakTUkU W KoTopble cornacyteTes ¢ MNpyuHuunamu Hagnexauwen nabopaTtopHOV NpaKTUKK
OO3CP, uanoxeHHbiMu B npunoxeHnmn 2 k Pewenuto CoseTa [C (81) 30 (Final)], AormkHbI:

i) ycTaHOBWTb HauMoOHarbHbIe NpoLeaypbl MOHUTOPUHIa cooTBeTCTBUS MNpuHumMnam GLP, ocHOBaHHbIE Ha MHCMEK-
uusix naboparopuii M ayautax nccrneaoBaHus;

ii) HasHaunTb opraH(bl) Ans BbINONHEHUs1 PYHKUUIA, TpeByeMbIX NpoLeaypamMmy MOHUTOPWHIA COOTBETCTBUS;

iii) noTpeboBaTh, 4TOOLI pyKOBOACTBO UCMbITATENBHOIO LLEHTPa B ONpeAeneHHbIX criyyasix onybnukoeano aeknapa-
LU0 O TOM, YTO UCCIeI0BaHUSI NPOBOASTCH B COOTBETCTBUM ¢ [prHunnamu GLP 1 ApyrviMu nonoXeHnsiMy, yCTaHOBITEHHbI-
MW HaLMOHarbHbIM 3aKOHO4ATENBCTBOM UMW aAMWHNUCTPaTUBHBIMU NPOLLedypamMu, UMeLMMK OTHOLLEeHUE K MpuHLmnam
Hagnexallen nabopaTopHON NPaKTUKN.

1.2 CoBeT pekomeHayeT cTpaHam — uvrieHam OOCP npwu paspaboTke 1 BHeAPEHUU HALMOHASBHbBIX Npoueayp MOHU-
TopuHra cootBetcTBus NpuHuunam GLP, npumenaTs « PykoBogcTBO Mo npouegypam MOHUTOPUHIA COOTBETCTBUSA [1prH-
uunam Hagnexawen nabopaTopHOWM NpakTMkM» U « PYKOBOACTBO MO NPOBEAEHWIO MHCNEKLU nabopaTopvii 1 ayanTos
UCCreJOBaHUsI», KOTOPbIE SIBNSAOTCS HEOTHEMITEMON YaCTbIo JaHHOTO PelleHusi-pekomeHaanmum.

YacTtb Il — MpunaHaHue cootBeTcTBUA GLP cTpaHamn — uneHamun O3CP

1.1 CoBeT nocTaHOBASIET, 4TO cTpaHbl — uneHbl O3CP npusHatoT rapaHTum gpyrov ctpanel — uneHa O9CP, koTo-
pasi nony4YaeTt gaHHble (pe3ynbTaThl) UCNbITaHWi B cooTBeTcTBUM ¢ [NpuHuunamn GLP, ecnu gaHHas gpyrasi cTpa-
Ha — uneH O3CP cootBeTcTBYeT HacTh | v nyHkry 11.2.

1.2 CoBeT nocTaHOBASAET, YTO B LensAx Npu3HaHusa cooTBeTcTBUs NyHKTY 1.1, cTpaHbl — yneHbl O3CP gomkHbI:

i) HasHaunTb opraH(bl) 4Na MEeXAYHaAPOAHOW CBSI3U M 1151 UCTIONHEHWS APYTMX (PYHKLMIA, OTHOCALLMXCH K NPU3HAHWIO
OaHHbIX, U3IOXEHHbIX B HACTOSALLEN YacTU U MPUINOXKEHUSIX K HACTOSsILLEMY PelleHno-pekoMeHaauny;
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ii) opraHusoeaTb ¢ Apyrumu ctpaHamm — uneHamvm O3CP o6meH nHdopMaLveii, kacatoLlercs npoLeayp MOHUTO-
pViHra CooTBETCTBUSA, M3MNOXEHHBIX B AOKYMeHTe « PYKOBOACTRBO NO NpoLeaypam MOHUTOPUHIa COOTBETCTBUA MpuHLMNam
GLP», kOTOpbIN SIBNAETCA HEOTHEMITEMON YaCTbIO 3TOro PelleHnsa-pekoMmeHaaumu;

iii) BHeOpPUTL Npoueaypbl, C MOMOLLBIO KOTOPBIX, €CMU CYLLECTBYHOT 0G0CHOBaHHbIE MPUYMHBI, MHOPMALMIG OTHO-
CUTENBHO COOTBETCTBUS UCMbITATENbHOTO LeHTpa lNMpuHumnam GLP (Bknioyas nHopMaumio 0 KOHKPETHOM UccnenoBa-
HMKW) MOXHO UCKaTb B Apyroi ctpaHe — yuneHe OOCP, B npeaenax ee lopucankuum,

1.3 CoBet nocranoensieT, 4to Pekomenaauma CoeeTta 0 BaaMHOM MPU3HaHMM COOTBETCTBUA Haanexatlen nado-
paTtopHov npaktuke [C (83) 95 (Final)] gonxHa 6bITe OTMEHEeHa.

Yactb lll — OeaTtensHocTe O3CP B 6yaywem

1.1 Coeet O3CP nopyyaet KoMMTETY MO OXpaHe OKpyKaiowWwen cpedbl 1 YNpaensioweMy KOMUTETY crieumarnsHOm
Nporpammel MO KOHTPOIIO XMMUYECKUX BELLLECTB N0 Mepe HeobxoamMmocT 06HOBNATL U pacwumpATe « PykoBoacTeo no npo-
Leaypam MOHMTOpUHra cooTBeTcTBus [MpuHumnam Hagnexaien naboparopHon npaktmku» n «Pykoeoacteo no npoeeae-
HUIC MHCMEKUUI nabopaTopuii u ayguTOB UCCNeA0BaHNAY», N3noxeHHble B npunoxenusx | u I, ¢ yvetom paspaboTtok u
onbiTa cTpaH — YneHoB OS3CP u COOTBETCTBYIOWEN ASATENBHOCTU APYIMX MEXAYHAPOAHBIX OPraHn3auun.

1.2 Coeet O3CP nopy4aet KoMnuTeTy nNo oxpaHe OKpyxawen cpeabl 1 YNpaensioweMy KOMUTETY CneunansHOn
NporpamMmel Mo KOHTPOIO XMMWHECKUX BELLECTB NPOAONIKUTE paboTy NporpaMMbl, HaNpaBreHHOW Ha cogencTBUe BHeape-
HUIO HacTosWwero PelleHus-pekomeHgaumm, a Takke ans o6ecnevyeHns NOCTOsIHHOro o6MeHa nHdpopmaumen v onbiTomM No
TEXHWYECKMM 1 aAMWHUCTPATUBHBIM BONPOCaM, CBSAA3aHHbIM C NpuMeHeHneM lNMpuHuunos GLP n BHegpeHnem npoueayp
MOHUTOPWHra cooTBeTcTBUSA MpUHUMNam Hagnexawen nabopaTopHoOWM NPaKTUKK.

1.3 Coet O3CP nopyyaet KoMnUTETY NO OXpaHe OKpyxalowen cpeabl 1 YNpaensiiowemMy KOMUTETY cneumarnbHOn
nporpamMmesl Mo KOHTPOIIIO XMMUHECKMX BEWECTB PpacCMaTpuBaTh Mepbl, MPeANnpuHATLIE cTpaHamm — uneHammn O3CP B
COOTBETCTBUM C HACTOSAWMM PeleHnem-pekomeHgaumen.
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