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BBepgeHune

MpuHsaToe B 1981 1. PeweHne Coseta O3CP o0 B3anmMHOM npusHaHumn gaHHbix [C (81) 30 (Final)], cornac-
HO KOTOpOMY pykoBoAsAwnin okymeHT «OECD Series on principles of good laboratory practice and compliance
monitoring — Ne 1 — OECD Principles of Good Laboratory Practice (GLP) [«Cepuss O2CP o npuHumnax Haga-
nexauwier nabopaTopHO NpakTUKM U MOHUTOpUHre cooTBeTcTBUA. Ne 1. MpuHuMnbl Hagnexawen nabopaTtop-
HoW npakTukn O3CP GLP]» [1] (nanee — MpuHunnel GLP) ABNseTcsa ero HeOTbEM/IEMON YacTbl, BK/IKOUaeT
B cebs mHcTpykumio ODCP no npoBefeHUd MeponpuaTuid, MO3BOMAKWMUX 061€rynTb rapmMoHU3NPOBaHHbIE
Ha MeXxayHapogHOM ypoBHe noaxofbl onsa obecneveHuns cooTseTcTBusa lMpuHumnam GLP. Benepcteue atoro,
B LeNAX COAeNCTBMS BHEAPEHUID COMOCTaBMMbIX NpOLEAYP MOHUTOPUHIa COOTBETCTBUSA, a TakxKe npuHumna
MeXAYHapo4HOro NpUHATMA cTpaHamu — yneHamy ODCP B 1983 1. CoseT O3CP npuHAN pekomMeHpauuto
0 B3aMMHOM MpU3HaHWM COOTBETCTBUA Hagnexauieii nabopatopHoi npaktuke [C (83) 95 (Final)], B koTopoii
onpefesnieHbl OCHOBHble XapakTepucTUKM npouenyp MOHUTOPUHIa COOTBETCTBUS.

Pa6ouasa rpynna o B3aMMHOM Npu3HaHuuM cooTBeTcTBUA MpuHumnam GLP (ganee — Pab6ouas rpynna)
6bin1a co3gaHa B 1985 1. noa npeacepatensctsoM npod. b. Cunaxo (B. Silano) (UTanus), uto6bl coaelicTBO-
BaTb NpakTnyeckomy BHeapeHuto aktoB Coseta O3CP no GLP, BbipaboTaTb 061w Me noaxoabl K TEXHUYECKUM U
aAMWHUCTPaTUBHbIM NpobsiemamM, CBA3aHHbIM C MOHUTOPUHIOM cooTBeTcTBMA MpuHumnam GLP, a Takxke pas-
paboTarb MexaHW3Mbl A8 B3aMMHOTO NPU3HaHUA NpoLeAyp MOHMUTOpPMHra cooTBeTcTBMSA. B Pabouyeii rpynne
NPUHAMN yYyacTue npefcTaBuTeNun creayrLwnx cTpaH u opraHnsaunin: ABctpanuu, benbrun, KaHagsl, JaHuu,
depepatuBHoin Pecnybnukn Fepmanun, duHnaugun, dpaHunm, Utanumn, AnoHun, Hopeeruun, HuaepnaHgos,
MopTyranuu, WUcnaHuu, Weeunn, WBenyapun, Bennkobputanuu, CLUA, Komuccun eBponeiicknx coobLecTs,
MexayHapoaHoi opraHmsaunn no ctaHgapTusauum, KoHBeHUMU No dpapmaleBTMUYECKOW MHCNEeKLMN, a Takke
BcemupHoli opraHusauum 3gpaBooxpaHeHus (BO3).

Pabouas rpynna paspab6oTasna, B 4aCTHOCTM, «PyKOBOACTBO MO NPOBEAEHUIO WHCNEKUWUIA MchnbiTaTeNb-
HbIX LLEHTPOB M ayAUTOB uccnegoBaHuii». PykoBoACTBO 6blJI0 OCHOBAHO Ha TekcTe, padpaboTtaHHom [pynnoii
akcneptoB no GLP, v npeacTaB/ieHO Kak 4acTb 3aK/10UYUTENbHOro otyeTa oT 1982 1.

[JaHHoe pyKoBOACTBO Obl/I0 BMepBble ony6/nkoBaHOo B 1988 I.; HE3HAUMTENIbHO COKpPaLleHHbIi BapuaHT
6b171 npucoeguHeH Kk PeweHuto-pekomeHgaumn Coseta O3CP no cootBeTcTBUi0 MpuHuunam GLP ot 1989 r.
[C (89) 87 (Final)], koTopoe oTMeHseT n 3ameHsieT coboit akT CoBeta O3CP o1 1983 r.

Mpyn npuHATUK 3TOoro PeweHua-pekomerHpgaumn Coset O3CP nopyunsn KoMUTETY NO OXpaHe OKpyxato-
weli cpegbl 1 YnpaBnswwemy KOMUTETY creumanbHOi nporpamMMbl MO KOHTPOJIKO XMMWYECKUX BELLECTB Mpu
HeobxoAnMOCT O0BGHOBNATL pykosogsuliMe AokKyMeHTbl O3CP no GLP «PykoBOfCTBO Mo npouefypamMm MOHMU-
TOPUHTa COOTBETCTBMA Haanexauleli nabopaTopHoli npakTuke» n «PykoBoACTBO MO NPOBEAEHUI0 MHCNEKLUIA
ucnbiTaTesibHbIX LEHTPOB U ayAuTOB MCCNefoBaHUA» C y4eTOM MHEHUS W onbliTa cTpaH — 4neHoB O3CP, a
Takke COOTBETCTBYHLEN AEATENBHOCTU APYTMX MEXAYHAPOAHbIX OpraHusayuii.

Fpynna akcneptoB O3CP no GLP paspaboTana npegnoXeHns O BHECEHWU MONpaBOK B 3TW pPYKO-
BOACTBA, KOTOpble 6blNM yTBEpXAeHbl peweHnem CoBeta O3CP: «BHeceHMe M3MEHEHUI B MPUNOXEHUS K
PeweHunto-pekomeHgaynm Coseta O3CP o cobnogeHnn MpuHUMNOB Hagnexauwieih nabopaTOpHOW npakTu-
Kn», NpuHATbBIM 9 mapTta 1995 r. [C(95)8(Final)].






MOCT 31880—2012

M E X O CY 4 AP CTUBEHH®bB 1 C T AHALAPT

MPUHLNNBbI HAONEXALLEM NABOPATOPHOWN MPAKTUKN (GLP)
PyKoBOACTBO MO NPOBEAEHUID UHCMNEKUWUI UCMbITATe/IbHbIX LLEHTPOB U ayAMTOB UCC/efoBaHunii

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

Jata BBegeHns — 2013—01—01

1 O6nactb NpPMMeHeHUs

HacToAwwniA ctaHfapT ycTaHaBnvMBaeT npoueaypbl NO MPOBEAEHWUI0 WHCNEKUWA MCNbiTaTeNlbHbIX LEeH-
TPOB W ayAMTOB MCC/efO0BaHUA. naBHbIM 06pa3oM 3TO KacaeTCs WHCNEeKUMi MChblTaTesibHbIX LEeHTPOB, Ha
npoeefieHNe KOTOPbIX WHCMeKTopbl No GLP TpaTtAT 60/blWyl0 YacTb BPeMeHU. VIHCMeKuna ucnbiTaTesibHbIX
LEeHTPOB, Kak npasuio, BKIOYaeT B ceba ayauT Ui pacCMOTpPeHWe MCCrefoBaHns Kak 4acTb MHCNeKuuu, og-
HaKko ayauTbl UccnefoBaHUsA AOJ/XKHbI NMPOBOAUTLCSA BPEMs OT BPEMEHW MO TpeboBaHWIO, Hanpumep, perynu-
pytowero opraHa. ObLiee pykoBoACTBO MO NPOBEAEHNIO ayAUTOB UCCrefoBaHWUii npusefeHo B pasgenax 4,5.

MHcnekunn ncneiTaTebHbIX LEHTPOB NPOBOAAT AN1A ONpefesieHna CTeneHn COOTBEeTCTBUA UCNbITaTeNb-
HbIX LEeHTPOB W uccnegosanuii MpuHuunam GLP, a Takxe onpegesieHnss LenoCTHOCTU [faHHbIX, 4YTOObl ra-
paHTMpoBaTb, YTO MOJIyYEHHble AaHHble UMEKT Haanexalee KayecTBO A1S OLEHKW W MPUHATUA peLueHui
HaluMOHaNbHbIMU perynupyrowmumMmn opraHamu. 9TU pesysibTaTbl OTpaxalT B OTYeTax, B KOTOPbIX OMUCHLIBAIOT
CTeNneHb COOTBETCTBUA MCMbITaTEIbHbIX LeHTpoB lMpuHumnam GLP. MHcnekuun ncnbitTaTesibHbIX LEHTPOB che-
AyeT NpoBOAWTb Ha PerynsipHoii, NI1aHoBOl OCHOBe, 4TOGbl CcOo3AaBaTb M COXPaHATb 3anucu O cTatyce CooT-
BETCTBUA UCNbITaTesbHOro ueHtpa MpuHymnam GLP.

JonosiHuTeNbHble PasbACHEHUA MHOIMX MYHKTOB AAHHOTO [LOKyMeHTa MOryT ObiTb MOJIyYeHbl W3 KOH-
CEHCYCHbIX AoKyMeHTOB O3CP no GLP (Hanpumep, o ponu n 06893aHHOCTAX PYKOBOAUTENS UCCNef0BaHuUS).

2 WHcnekumMn ncnbITaTeslbHOro LeHTpa

2.1 OAna onpepeneHua cootseTcTBuUA MpuHumMnam GLP npoBOAAT MHCNEKUMW TeX UCMNbITaTesIbHbIX LeH-
TPOB, B KOTOPbIX MOy4alT faHHble 0 6€30MacHOCTM XMMUYECKUX BELLECTB A1 340P0OBbsA YENOBEKA WU OKpPY-
Xarlein cpefbl, nognexawme perynmpoBaHuto. VIHCNekTopbl MOryT 3anpalinBaTth faHHble ayanta, uMetoLmne
OTHOLLIEHNEe K PU3NYECKUM, XUMUYECKUM, TOKCUKONOTMYECKMM WM IKOTOKCUKOSIOTMYECKUM CBONCTBaM Belle-
CTBa WM CMeCcU. B HEKOTOpbIX C/ydyasax MHCMEKTOPbl MOTYT HYXAAaTbCA B NOMOLLW CMeLnanmcToB B KOHKpeT-
HbIX AUCUMNNINHAX.

2.2 Pa3Hoo6pa3sune ucnbiTaTeslbHbIX LEHTPOB (Kak C TOUYKM 3peHus PU3NYECKOro pacrnosioXeHus, TakK u
CTPYKTYpbl ynpaB/eHuns), a Takke pas/inyHbie TUMbl NCCNef0BaHWiA, C KOTOPbIMU CTas/IKUBAKOTCS WMHCMNEKTOPHI,
O3HayaeT, YTO MHCNEeKTOPbl AO0/KHbI OCHOBbLIBATLCA HA COOCTBEHHOM MHEHWW ANA OLEHKUM CTENEeHW COOTBET-
cteua MpuHuunam GLP. TeM He MeHee MHCNEeKTOPbl A0/DKHbI CTPEMUTLCA K NOcC/AefoBaTelbHOMY noaxoay npu
OLEeHKEe KOHKPEeTHOro MUCMbITaTeNbHOIo LeHTpa Uan uccnefoBaHUs € TOUYKU 3peHUs cooTBeTCcTBUA MNpuHuunam
GLP Ha [0/TKHOM YypOBHe.

M3pgaHve ochuumnanbHoe
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B pasgene 3 npeactasneHbl pa3/inyHble cOCTaBAAOLWME UCNbITATENbHBIX LLEHTPOB, B TOM Yuc/ne nepco-
Han un npoueaypbl, KOTOPble, Kak NpaBusio, NPOBEPAT MHCNEKTOoPbLl. B kaxgom pasfgene npusegeHsl uenu, a
Takxe NoACHUTEsNbHbI NepeyYeHb KOHKPETHbIX 06BEKTOB, KOTOPble MOTYT paccMaTpuBaTbCs B X04€e MHCNEeKLUn
ncnbiTaTeNbHOIO LeHTpa. 3TN nepeyHn MOoryT 6biTb He CTOMb OBWMPHLIMU 1 NpeanaralTca B KayecTBe Npu-
Mepa.

2.3 VIHCNeKTopbl He AO0/DKHbI KacaTbCA Hay4yHOro npoekTta uccnefoBaHUA UM MHTepnpeTauun pesyinb-
TaToB MCC/eA0BaHNA B OTHOLWEHUN PUCKOB A/ 3[40POBbA YesloBeka WAM OKpyxalwei cpedbl. OTBETCTBEH-
HOCTb 3a 3TV acnekTbl BO3J/IOXKEHA Ha perynmpyroline opraHbl, KOTOPbIM MPEACTaBAAT AaHHble ANA uenein
perynupoBaHus.

2.4 VIHCneKuun ncnbelTatenbHOro LeHTpa v ayauTtbl UCCNefoBaHUA He AO0/IKHbl Hapywatb paboTy LeH-
Tpa B 06bIYHOM pexume. Takum 06pa3oM, MHCNEKTOPbI [O/KHbI NPOBOAUTL CBOK paboTy TuwiaTesIbHO Cn/iaHu-
poBaHHbIM U (hakTMYecKkn OCyL,ecTBMMbIM CMOCO60M, NPUHMMAsA BO BHMMAaHWE NOXenaHus agmMmuHucTpauuu
NCMbITATE/IbHOTO LLeHTPa Kak OTHOCUTE/IbHO MPOAO/IKUTENIbHOCTU BU3NUTA, TaK U NMOCEL,eHUa OTAEeN0B UcCnbiTa-
TeNbHOro LeHTpa.

2.5 B xo4e MHCNekuuin n ayanTtoB WCCNef0BaHUA UCNbITATENbHOIO LEeHTpPa WMHCNEKTOpbl 6yAyT umeTb
[OCTyNn K KOH(MAEHLMANbHON, KOMMEpPYeCKn 3Ha4YnMoin nHdopmaumm. OHU rapaHTUPYIOT, YTO C 3TOW MHAOP-
mMaumeli 03HaKOMATCA TOJIbKO YNOJIHOMOYEHHbIe Nnua.

OTBETCTBEHHOCTb OTHOCUTE/IbHO AAHHOr0 acnekra Ao/hKHa 6biTb ycTaHOBAeHa (HauuOoHanbHON) Npo-
rpaMmoii MOHMTOpPUHTa cooTBeTcTBUA MpuHuymnam GLP.

3 [lpoueaypbl NpPoBeAeHNS NHCMEKLUN

3.1 lNpepBapuTenbHasa MHCNeEKUUA

Llenb — 03HaKOMMWTb MHCMEKTOpa C UCMbITaTe/IbHbIM LLEHTPOM, B KOTOPOM 6yAeT NpOBOAMTLCA WHCMEK-
UUS, @ UMEHHO CO CTPYKTYpOIi ynpaBneHus, husnyeckum MecTOMNOJIOXEHWEM 34aHuii U 06/1acTbi0 MCCNeno-
BaHWIA.

[lo npoBefeHNA MHCNEKUUN UM ayamta UCC/ef0BaHUS UCMbITATENBHOMO LLEHTPa UHCNEKTOPbI OOJ/HKHbI
03HAKOMUTbCS C MHGopMauneli 06 ncnbiTaTesIbHOM LLeHTPE, KOTOPbIA OHM AO/DKHbI NOceTuTb. PaccmaTpuBa-
eTca nwbaa cyulecTByollans MHgopmauus o6 ucnbiTaTeNlbHOM UeHTpe. K Heli MOryT OTHOCUTbLCS OTYETbl O
npeabigywmnx UHCMNEKLMAX, PacnoslIoXeHNe WCNbITaTeNbHOro LEHTPa, OpraHuM3auuoHHas CTPYKTypa, OT4YeThbl
06 uccnepoBaHusax, NPOTOKOMbI U 6Guorpadmyeckme cnpaBky O NMepcoHasie. 3TU AOKYMEHTbl MpeaocTaBisoT
NHhopMaLuLo:

- 0 TMne, pasMepe U pacrnosIOKEHUN UCMbITATENBHOIO LEHTPA;

- 06 obnacTu nccrnepoBaHuii, KoTopast byaeT NPOBEPSATLCA B XOA4E UHCMEKLUU;

- O CTPYKType ynpaB/ieHUss UCMbITaTe/IbHOTO LeHTpa.

VIHCMEeKTopbl A0MXHbI 06paTuTb BHUMaHME, B YaCTHOCTU, Ha HEAOCTATKM, OTMEUYEHHbIE B X0A4e npeablay-
LWKUX MHCNEKLMIA UCcnbITaTe/IbHOTO LeHTpa. Ecnu nHcnekumyn mcnbiTaTebHOrO LEHTpa paHee He NpPOBOAUVUCD,
WHCMEKTOPbl MOTYT €ro NOCeTUTb C Lefiblo NpeABapuTeNibHON WMHCNEKL MU, YTOObl MONYYUTb OTHOCSLLYIOCS K
aeny nHgopmaumio.

VMcnbiTaTeNbHbIA LEHTP MOXET ObiTb NPOMHOPMUPOBAH O AaTe U BPEMEHU MPUObITUS MHCNEKTOPOB,
Lenn 1 NPoAo/HKUTENbHOCTU UX BU3UTA. MCNbITATENbHbIA LEHTP AO0J/IXKEH rapaHTUpoBaTb, YTO BYyAyT AOCTYMHbI
COOTBETCTBYHLMNI NepcoHan n JokymeHTauusa. Ecnn oTaenbHble 4OKYMEHTbI UM 3anvcu nognexart npoBep-
Ke, UCNblTaTeNbHOMY LEHTPY CreayeT nx onpeaennTb A0 BU3UTA UHCMEKTOPOB, YTOObl OHU GbIIM HEMEATEHHO
LOCTYMHbI B XOA4€ MHCMNEKUUN UCMbITATENbHOIO LIEHTPA.

3.2 CrapTtoBas KoOHepeHUUA

Llenb — mHpopmMupoBaTb agMUHUCTPALLMIO 1 NEePCOHaN UCNbITAaTeNbHOMO LeHTpa 0 NpuynHax nposeje-
HUS MHCMEKUMN MCNbiTaTeNbHOro LeHTpa u ayauTta uccnenoBaHuil, onpefenutb 30Hbl UCMNbITATENIbHOMO LeH-
Tpa, nognexaiue MHCMNEKTUPOBAHUIO, UCC/ef0BaHNsA, BblbpaHHble ANA ayanTa, a TakkKe AOKYMEHTbl U npu-
B/IEYEHHbII NepcoHan.

AQMUHUCTPATUBHbIE U NpakTUYeckne aetann UHCNekuun n ayamuta nccnefoBaHuii UCnbiTaTeIbHoro LeH-
Tpa AO/DKHbI 06CYXAaTbCsA C aAMWHUCTpPaLMeln UCMbITATE/IbHOTO LEeHTpa B Hayasie BM3MTa MHCNEKTOpPOB. B
X04€e CTapTOBOl KOH(PEPEHLUN MHCMEKTOPbLI AO/KHbI:

- onpefenutb Uenn n macwTab BU3NTA;
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- onucaTtb AOKyMeHTauuio, Kotopas TpebyeTcs ANA MPOBEAEHUS MHCNEKUMW UCMNbITaTe/IbHOIO LEeHTpa,
a VMEHHO, CNUCOK TeKYLWMX 1 3aBEPLUEHHbIX UCCNea0BaHnin, nnaHbl NCccnefoBaHuii, cTaHgapTHble onepauu-
OHHble npoueaypbl, 0T4eTbl 06 nccnegoBaHuax U T. 4. JocTyn u, B cnydyae Heob6XxoAMMOCTH, 3ak/toveHne co-
rnaweHns 0 KONMPOBaHUM COOTBETCTBYHOLMX LOKYMEHTOB AO/DKHbI GbITb OTOBOPEHbLI B 3TOT NEpuo BPEMEHN;

- BbISICHUTb WAN 3aNpoOCUTb MHGOPMaLMI0 06 aAMUHUCTPATUBHON CTPYKType (opraHusauun) n nepcoHa-
ne ncnbiTaTeNbHOro LLEHTPa;

- 3anpocuTb MHopmauni 0 MPOBEAEHUN UCCNEe[O0BaHuii, He ABNAKWMUXCA 06beKkTaMmy NPUMEHEHUS
MpuHunnos GLP, B 30Hax ucnbiTaTe/NbHOIO LEHTPa, B KOTOPbIX NPOBOAAT MCCNefoBaHUA B COOTBETCTBUMN C
Tpe6oBaHusamu lMpuHuynnos GLP;

- NpoOBEecTU nepBOHauvasibHOE onpefesieHne Tex yacTtel (30H) McnbiTaTe/IbHOrO LEeHTpa, KoTopble 6yayT
NOABEPTrHYTbl MHCNEKTUPOBAHMUIO;

- onucaTb AOKYMEHTbl 1 06pa3ubl (06beKTbI), KOTOPbie TPeOYTCA ANS ayauTa TeKYyLWUX UM 3aBepLleH-
HbIX UCCNef0BaHNi;

- yKasaTb, YTO 3aknwounTenbHas KoHdepeHunsa OyaeT nposefeHa nocne 3aBeplieHns NpoBefeHns UH-
cnekuuu.

Mepepn npoBefeHWeM fanbHellWwel MHCNEKUMU WUCNbITATENIbHOTO LEHTpa XenaTenbHo, YTo6bl MHCNEK-
TOpbl YCTAHOBMWIM KOHTaKT CO CNyx60l obecnevyeHns kavyecTBa ucnoiTatenbHoro yeHtpa (Quality Assurance,
QA). CornacHo obwum npasuiam Npu MHCNEKTUPOBAHUM UCMbITATENBHOIO LEeHTpa ABNseTcsa Lenecoobpas-
HbIM COMPOBOXJEHNE WUHCNEKTOPOB COTPYAHMKAMU Cyx6bl o6ecnevyeHns kayecTBa.

WHcnekTopbl MOryT notpebosaTtb, 4T0ObI MM Oblia NpefocTaB/ieHa OTAeNbHasA KOMHaTa A/ NPOBEpPKMU
[OKYMEHTOB U OCYLLECTB/IEHUSA APYroi AeATeNbHOCTH.

3.3 OpraHunsauuna v nepcoHan

Llenb — onpegenutb, MMEET /I UCMbITATE/IbHbIA LUEHTP B AOCTATOYHON Mepe KBanuguuMpOBaHHbIN
nepcoHas, NACcKne pecypcbl U CEPBUCHYI NOALEPXKY MHOTOCTOPOHHMX M MHOTOYMC/IEHHbIX UCCMIeA0BaHWIA;
MMeeTCs NN COOTBETCTBYHOLLAA OpraHM3alMoOHHasa CTPYKTypa; yCTaHOoBMAa NN agMUHUCTpaLUA UcnbiTaTesb-
HOTo LeHTpa npoueaypbl B OTHOLWEHUN MOAFOTOBKA 1 340POBbSA NepcoHana, CoOoTBETCTBYOLWME NccaeoBaHun-
M, NPOBOAMMbIM B UCMbITATENILHOM LEHTpPE.

AAMUHUCTpaALNA UCNbITaTENbHOrO LeHTpa NoArotasnvBaeT criefyloume gOKYMEHThI:

- MO3TAXHbI NnaH;

- OpraHM3auMoHHbIe CTPYKTYPbl YNpaB/ieHUs UCNbITATENbHLIM LLEHTPOM WM HAYYHbIMWU NOAPa3AENEHNSAMU;

- buorpadumyeckue cnpaBku 0 NepcoHane, NpuHMUMalLWem ydyactne B nccnefoBaHUAX, n3bpaHHbIX Ans
npoBeAeHUs ayauTta mccnenoBaHuii;

- cnucok (Cnucku) TEeKYLWMX U 3aBepLIeHHbIX UcCrefoBaHuii ¢ MHopMaymein o TuNe uccrefoBaHus,
JaTax Hayana/zaBeplleHuUs uccnefoBaHus, TecT-cucteme, MetToae NPUMEHEHUS TeCT-CUCTEMbl U UMEHU pY-
KoBoAUTENsa nccnefoBaHus;

- npoueaypbl HabNwAEHUA 3a 340pPOBbLEM NEPCOHana;

- CcnyXebHble MHCTPYKLMM nepcoHana, nporpaMmbl 1 3anucy NOAFOTOBKM MepcoHana;

- nepevyeHb CTaHAAPTHbIX onepaunoHHbiXx npoueayp (COM) ucnbiTaTeNbHOTO LEHTPA;

- KOHKpeTHble COIll, nmeruime OTHOLWEHME K UCCefOBaHMAM UK npouegypam, noasexalmm nHcnek-
TUPOBAHUIO WUAW ayauTy;

- cnucok (cnucku) pykoBoauTeneli nccrnefoBaHMs M CMOHCOPOB, CBSA3AHHbIX C NOAMEXalWuMu ayanty
nuccrefoBaHUAMN.

B yacTHOCTU, MHCNEKTOP AO0J/IKEH NPOBEPUTH:

- CMUCKN TEKYLMX W 3aBEpPLIEHHbIX MCCNefoBaHWUi, YToObl BbIACHUTb YpPOBEHb PaboTbl, NPOBOAUMOIA
UCMbITATENbHbIM LLEHTPOM;

- JINYHOCTK 1 KBanudukauuo pykoBoauTens(eii) nccrnenoBaHns, pykoBoauTens cnyxbbl obecnevyeHus
KayecTBa W gpyroro nepcoHana;

- Hannume COI ans Bcex COOTBETCTBYHLLMX 06/1acTeil UCMbITaHNA.

3.4 Mporpamma no obecneyeHnto KayecTBa

Llens — onpefennTtb, HAaCKOJ/IbKO MUCMNOJIb3yeMble MeXaHWU3Mbl yNpaB/ieHUs rapaHTUpylT, 4YTo mnccnepno-
BaHWA NpPOBOAAT B cooTBETCTBUM C MNMpuHunnamu GLP.

PykosoguTesnio cnyxbbl obecneyeHnsa kavyecrtsa [0/DKHO ObiTb NpefsiokeHO NPOoLEMOHCTPUPOBATL CU-
CTeMbl U MeToAbl obecrneyeHns KavyecTBa A1 MHCNEKUUN U MOHUTOPUHIa MCcCnefoBaHnin, a Takke CUCTeMbI
3anucu HabngeHuid, NosyYeHHbIX B XO4e MOHUTOPMHra obecneyeHus KkavyecTsa.
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VIHCMeKTopbl 40/MKHbI NPOBEPUTH:

- KBanuukayno pykoBoaMTENS U NepcoHana cnyxbbl ob6ecnevyeHns kayecTsa;

- He3aBNCMMOCTb nepcoHana cnyxbbl obecneyeHnss kayecTBa OT MepcoHasa, y4yacTBYHOLLEro B uUccne-
LO0BaHUSAX;

- npoueaypbl N1aHUPOBaHWA Y NPOBEAEHNSA NHCMEKUUM CNYX60in obecneyeHns kayecTBa KOHTPO/S aTa-
NnoB nUccnefoBaHus, onpefensemMbiX B KA4eCcTBe KPUTUUYECKNX; AOCTYMHbIX PECYPCOB A/ NPOBEAEHNA UHCNEK-
UUIA 1 MOHUTOPMHIA CNYX06bl 06ecnevyeHns KavyecTsa;

- CylW,ecTBOBaHME CXeEM MOHMUTOpPUHra obecrneyvyeHns KayecTBa Ha BbIOOPOUYHON OCHOBE B TeX crydvasx,
Korga uccnefoBaHus NPoOBOAAT B TEYEHME TaKOro KOPOTKOrO CpoKa, YTO MOHMTOPUHT KaxXAoro mccnefoBaHus
ABISETCA NPaKTUYECKN HEOCYLLECTBUMBIM;

- Mmacwtab n rnybuHy MOHMTOpUHTa obecneyeHnUss kayecTBa B TeUYeHMe OCYLLEeCTBASAEMOro atana uc-
cnepoBaHus;

- MacwTab n rnyérMHy MOHUTOPUHra obecneyeHns KayecTBa PYyTUMHHbIX onepauunii NCNbITaTeNbHOro LEeH-
Tpa;

- npoueaypbl cnyxbbl obecneyeHns KavyecTsa, NPMMeEHSAeMble O/19 NPOBEPKU 3aKMHUYNTENIbHOrO 0TYeTa,
4YTO6bl rapaHTMpoOBaTb €ro COOTBETCTBME MEPBUYHBLIM AaHHbLIM;

- nosilyyeHue agmMmuHUCTpaumneli UcnbiTaTeNbHOro LeHTpa OTY4EeTOB OT Cnyx6bl o6ecnevyeHnsa kadyectsa o
npo6nemax, KoTopble MPeAnoONOXUTENbHO OKa3biBAlT BANAHUE Ha KayecTBO WAW LENOCTHOCTb mccnepoBa-
HUS;

- QencTtBuA, npegnpuHumaemble cnyx6oii obecnedyeHns kayecTBa, €Ccnm 6biin 0GHapPyXeHbl OTK/IOHe-
HUS;

- ponb cnyxb6bl obecrnevyeHnss kayecTBa, €C/iM UCCMEAO0BaHWSA WM 4YacTb UCCeA0BaHUi MPOBOAAT B
nab6opatopusax, paboTalwlmx ¢ UCNbiTaTeNbHbIM LLEHTPOM MO KOHTPaKTy;

- BbIMOSIHEHME CNYXO60I No 06ecneyeHNto kKayecTBa AENCTBUIA MO PAaCCMOTPEHMIO, NepecMoTpy M 06HOB-
neHunto COI.

3.5 MNomeweHus

Lens — onpepenutb, UMeeT /I UCMbITaTeNbHbIA LEHTP COOTBETCTBYHOLWMIA BHYTPEHHUIA WU BHELLHUIA
pasmep, YCTPONCTBO M pacnonoxeHue, yaoBAeTBopsiolMe Tpe6oBaHUsAM NPOBEAEHUS UCCNef0BaHMA.

WHcnekTop A0/IKEH NPOBEPUTHL, YTO:

- YCTPOWCTBO LeHTpa NO3BO/SET AOCTUYb AOCTATOYHOTO YPOBHS pa3fefieHusi, a UMEHHO TOro, 4To6bl
NCNbiTyeMble BewecTBa, XWBOTHbIE, MUlLa, naTofsiormyeckne o6pasubl 1 T. M., OTHOCAULMECS K OQHOMY UCC/e-
[l0BaHWI0, HEMb3A GbI/IO NepenyTaTh C NpeAHa3HauYeHHbIMK AN APYrOro UcciefoBaHus;

- npoueaypbl MO 3KOSIOTUYECKOMY KOHTPO/II0 U MOHUTOPUHTY CYLLECTBYHOT U YA0BMETBOPUTENLHO (DYHK-
LUMOHUPYIOT B KPUTMYECKUX 30HAX, HANpUMep MNOMELLEHUSX ANl XWUBOTHbIX U APYTMX GUOMOTMYECKUX TecT-
CUCTEM, 30HAX XPaHEHUs UCMbITYEMbIX BELLECTB, 1a60PaTOPHbIX MOMELEHUSIX;

- obuiee yCTPOWCTBO 3aHNs YAOBMETBOPSET BO3MOXHOCTY pas3MellaTb pas/inyHble MOMELLEeHUs 1 Npu
Heo6Xxo0AMMOCTY NPOBOAUTL Mpoueaypbl No 60pb6e c BpeauTenamu.

3.6 O6cnyxmnBaHue, pasmelLeHne n cogepxaHme 6MONOTMYECKUX TEeCT-CUCTEM

Llenb — onpeaenuTb, CNOCOGEH /M UCMbITaTE NbHbIA LEeHTP B c/lydae UCNoMb30BaHUs B UCCe0BaHUSIX
XWBOTHbIX UN APYFMX GUOSIOTMYECKUX TECT-CUCTEM NOALEPXMBATb MOMELLEHUS W YCIOBUSA Ana o6CnyxuBa-
HUSl, pa3MeLLeHns 1 coflepXaHus TeCcT-CUCTEM B COCTOSIHUM, o6ecrneunBaloleM npeaoTBpalleHne cTpecca u
BO3HUKHOBEHME ApYrux Npo6iemM, KOTopble MOTyT NOB/IUATL Ha TECT-CUCTEMbBI U1, CNief0BaTelbHO, HA KauyecTBO
[AaHHbIX.

McnbiTaTesnbHblli LEHTP MOXET NPOBOAUTL UCC/ef0BaHNs, KOTopble TpebyT pasHoo6pasnst XMBOTHbIX,
pacTUTEeNbHbIX U MUKPOBUONOTUYECKUX OGBEKTOB, a TaKKe APYrMX KNEeTOUYHbIX WU CYOKNETOUYHbIX CUCTEM. Tun
TECT-CUCTEM WCMOJb3YIOT NPV ONpeaesieHUn acrnekToB, OTHOCSLWMXCS K 06CNYXMBAHUIO, pPasMeLLeHno Uam
CoflepXXaHuto, KoTopble A0/IXKEH MPOBEPSTb UHCMEKTOP. Vcnosb3ys cBoe npeacTaB/ieHne 06 3TOM, UHCMEKTOP
[OJ/KEH NMPOBEPUTL Ceayloline acnekTbl, MMelline OTHOWEHNE K TeCT-CUCTEMAM:

- ABNSIeTCSA NN UCNbITATE bHbIA LUEHTP NOAXOAAWMM A58 WCMOSIb3YEeMbIX TECT-CUCTEM U COOTBETCTBYET
/M OH TPeB6OBaHMAM K NPOBEAEHMUIO UCMbITAHWIA;

- MPUMEHAITCA /N KapaHTUHHbIE MeponpUSATUS ANS XUBOTHbLIX U pacTeHuii, nocTynawwmx B UCMbITA-
TesIbHbIA LEeHTP, M HACKO/IbKO OHWU YA0BMETBOPSIOT NOCTaB/IEHHON 3ajaue;
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- NPUHUMAIOTCS NN Mepbl, YTOBbI M30/IMPOBATbL XMUBOTHbLIX (M APYTUE 3NEMEHTbl TECT-CUCTEMbI, ECNU
3TO0 HEO6X0AUMO), eCIM U3BECTHO WM npejnosiaraeTcs, YTO OHM 60JIbHbI UKW ABAAKOTCA HOCUTensaMu 6ones-
HK;

- NPoOBOAUTCA NN B AOCTATOYHOW CTENEHU MOHUTOPUHT U NPOTOKO/IMPOBAHNE LOKYMEHTOB B OTHOLUEHUM
3[,0pOBbSl, NOBEAEHUA WM APYTUX aCMeKTOB, NMELWMX OTHOLWEHNE K TeCT-CUCTEME;

- HaxoguTcs nn obopypoBaHue AN NOAAEPXaHUSA HeoOBXO0AMMbIX ANS KaXAol TecT-CUCTeMbl YC/10BUIA
oKpyxatouieli cpefbl B XOPOLIEM COCTOSIHAM W ABNSIETCS /N ero padoTa 3 ekTUBHOIA;

- cofepxXaT 1 KNeTKN 415 XUBOTHbIX, CTENNaXN, pe3epByapbl U ApYyrne KOHTEWHepPbI, a Takke BCNOMO-
ratesibHoe 060pyAoOBaHMeE B HaA/iexallen uncroTe;

- NpoBOAAT NN NO Mepe Heo6XOAMMOCTW aHasuM3bl ANS NPOBEPKM COCTOSHUSA OKpyXatwlweid cpefbl u
NoAAEPXKN CUCTEM;

- CYLW,ECTBYT /M YCAYIN MO yAANEHUIO U YyTUAM3aLUN OTXOA0B OT XXMBOTHbIX U TECT-CUCTEM; OCYLLECT-
BNSIOTCS /N 3TW YC/YTM Takum o6pa3om, 4Tobbl MMHUMU3MPOBATL 3apaXeHue napasutamu, NnosiBfieHne sana-
X0B, 60/1e3HEeli 1 0NacHOCTU 3arpsi3HEHUs oKpyXxarue cpegbl;

- 060pyf0OBaHbl NN 30HbI AN1S XPAHEHWUA KOPMOB AJ151 XXMBOTHbIX UAN 3KBMBA/IEHTHbIX MaTepuasnoB Ans
BCEX TECT-CUCTEM; HE WCMOMb3YKTCSH NN 3TW 30HbI A1 XPAHEHUA APYTMX MaTepuasioB, Takux Kak UCnbiTye-
Mble BellecTBa, XMMuUyeckme cpepcTsa Ans 60pb6bl C BpegUTeENnaMu unu aesunHduympyolime cpeacrtea, U
OTAENEeHbl /I OHW OT 06n1acTeil, B KOTOPbIX pa3MelleHbl XXMBOTHbIE WU XpaHATCA Apyrve 6Guonormyeckme
TECT-CUCTEMBbI;

- 3aWuuweHbl M XpaHuMble KopMa W NOACTWUKM OT NOPYM Npu He6NaronpuUATHbLIX YCIOBUAX OKpYXato-
e cpefbl, a TakkXe 3apaxeHus uan 3arpsasHeHus.

3.7 O6opyanoBaHue, maTepuasbl, peareHTbl 1 o6pasybl

Lenb — onpeaenutb, UMEET /I UCMbITATE bHbI LEHTP COOTBETCTBYIOLLEE MECTOMO/I0XKEHNe, AocTa-
TOYHOE KOJIMYEeCTBO AelicTBYOLEro 060pyA0BaHUS, UMEIOLLEro Haanexalnii noTeHuMan ans yaoBneTsope-
HUSI Tpe60BaHUIl K NPOBOAUMbBIM B UCMbITATE/NIbHOM LEHTPE UCMbITAHWAM, UMET N MaTepuabl, peareHTsl 1
06paslbl HaAMexallylo MapKMpPOBKY, a TakKe WCNOMb3YIOT NI U XPaHAT I UX Hagnexalwum o6pa3om.

WHcnekTop A0/IXeH NPOBEPUTHL, UTO:

- 060pyAoBaHNe HaxoAUTCS B YACTOM M UCMPABHOM COCTOSIHWW;

- cOoxpaHeHbl 3anucy 06 akcnayaTayum, TEXHUYECKOM 06CYXUBaHWW, NoBepke, KannbpoBke M Banuga-
UMU U3MepuTesibHOro o60pyf0BaHUs U annapaTtypbl (B TOM UKC/ie, KOMMNbIOTEPU3UPOBAHHbLIX CUCTEM);

- MaTtepuanbl M XMMUYECKMEe peareHTbl Hag/iexalMm o6pa3oM MapKMpoBaHbl U XpaHATCA NpW Hagnexa-
WMx TemnepaTtypax, a fAatbl UCTEUYEHUSI CPOKA TOAHOCTM He UTHOPUPYIOTCA. Ha aTukeTKax peareHToB A0J/IKHbI
ObITb YKa3aHbl UCTOYHUK, ONO3HaBATE/IbHbIE laHHble, KOHLEeHTpaLusa n/unu gpyras cooTBeTCcTBYyOLWasa UHOP-
mMaums;

- 06paslpbl YETKO NAEHTUMULMPYIOTCS N0 UX NPUHALNEXHOCTU K TECT-CUCTEME, UCC/efoBaHno, CNoco-
6y 1 faTe nonyuyeHus;

- ncnonb3yemble o6opyaoBaHMe 1 matepuasibl He BAMAIOT B KaKOh-M60 CywecTBEHHON CTeneHu Ha
M3MEHEHNe TeCT-CUCTEM.

3.8 TecT-cuctemsl

Lenb — onpeaenuTb, CYLWeECTBYHOT NN afekBaTHble npoueaypbl ANsS YNpaBAeHUs U KOHTPOJS passiny-
HbIX TECT-CUCTEM, TpebyeMblX AN NPOBEAEHUS UCC/efOBaHU B UCMbITATE/IbHOM LIEHTPE, Hanpumep Xumu-
YEeCKUX N PU3NYECKUX CUCTEM, K/TETOUHBIX MU MUKPOGHBLIX CUCTEM, PACTEHUIN N XKUBOTHBbIX.

3.8.1 ®usnyeckme n XMuMm4eCckKme cUcTemsbl

WHcnekTop A0/1XeH NpoBEPUThL, YTO:

- onpepensieTcs cTabuUbHOCTb WUCMbLITYEMbIX U CTaHAAPTHLIX 06pPa3L0B M UCMNO/b3YTCA YKa3aHHble B
niaHax uccnefoBaHus cTaHAapTHble o6pasubl, eciyu 3To NPeAyCMOTPEHO NaHAMU UCC/1e0BaHus;

- NPV UCMOSIb30BAHUN AaBTOMAaTU3UPOBAHHbLIX CUCTEM [aHHble, NOJlyyeHHble B BUAE rpacukoB, 3anucu
CaMOMNUCLLEB WM KOMMbIOTEPHbIE pacnevyaTtku, [JOKYMEeHTUPYITCSA B KaYecTBe NEepPBUYHbLIX AAHHbIX U apXWUBU-
pytoTcs.

3.8.2 brnosnorunyeckme TeCcT-CUCTEMbI

MpuUHUMas BO BHMMaHWe COOTBETCTBYHLNE acneKTbl, YNOMAHYTble Bbile, OTHOCSLWMeECs K 06¢cnyxuBa-
HUIO, Pa3MELLEHNIO UM COAEPXaHUI0 6MONOrNYEeCKNX TECT-CUCTEM, UHCMEKTOP AO/IKEH MPOBEPUTb, YTO:
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- TeCT-CUCTEMbl COOTBETCTBYHOT TEM, YTO yKasaHbl B NjaHax uccriepoBaHus;

- TecT-CUCTEeMbl aleKBATHO U1, €C/IN 3TO HEOOXOANMO U LLenecoobpasHo, 04HO3HAYHO UAEHTUULUPYIOT-
CA Ha MPOTSHKEHWWN BCEro UCCNefoBaHus; CyWecTBYOT 3annucu 0 NoJlyYeHnn TeCcT-CUCTEM U NoMHas LOKYMEH-
Tayus 0 ymcne NosyyeHHbIX, UCMOJ/Ib30BaHHbIX, 3aMEHEHHbIX UM BblGpakoBaHHbIX TECT-CUCTEM;

- pasmelieHne TeCT-CUCTEM U KOHTEWHEPOB C TeCT-cUCTEMaMU HagnexaumMm o6pasoM naeHTuduLnpy-
eTcsl C UCnonb3oBaHNeEM BCeli HeOH6X04MMON MHGOpMaLunK;

- CyLLecTBYeT afleKBaTHOe pasjesfieHne unccnepoBaHunii, NPOBOASLLUXCA HA OAHUX U TEX Xe BUgax Xu-
BOTHbIX (MM HA OLHUX U TEX Xe BMONOTMYEeCcKNX TeCcT-cucTemMax), HO C UCMOJIb30BaHNEM Pa3/INYHbIX BELLECTB;

- CyLLecTBYeT afeKkBaTHOe pasfenieHne BUAOB XUBOTHbIX (M APYTUX 6BUOOTNYECKUX TECT-CUCTEM) B NPO-
CTPaHCTBE WU BO BPEMEHMU;

- OKpyXxatkuas cpega 6MoN0rM4ecKoin TecT-cucTemMbl onpegensieTcs naaHamu nccnegosanua mam COr
C YYETOM TaKMX acnekToB, Kak Temnepartypa Wan LUK/Ibl OCBELW,EHHOCTU/TEMHOTbI;

- BefyTcs 3anucu o nonyyeHun, o6paboTke, pasMeLlieHnn, cogepXaHumn, 06CnyXnuBaHum 1 oueHke 340-
pOBbSi COOTBETCTBYIOLEN TECT-CUCTEMDbI;

- B MUCbMEHHbIX OTYeTax XpaHAT MHOpMaLunio O NPOBepKax, KapaHTuHax, 3abosieBaemMocTu, CMepT-
HOCTW, MOBEAEHWU, AMArHo3ax U IeYEeHUN XUBOTHbIX, PACTEHUN U TECT-CUCTEM, a TakkKe 0 APYrnX nofo6HbIX
acnekrax, COOTBETCTBYHLLNX KaXXA0l GMONOrNYeckoin TeCcT-CucTeme;

- CYLW,ecTBYHT CpeAcTBa AN Haffexallero yaaneHms TecT-CUCTEM B KOHLE MCMbITaHUs.

3.9 NcnbiTyeMble 1 cTaHOapTHbIE BellecTBa

Llenb — onpefenutb, MMETCH N B UCNbITATE/IBHOM LEHTpe npoueaypbl, npegHa3HavyeHHble:

i) onA TOro, YTOo6bLlI rapaHTUpPOBaTh, YTO UAEHTU(UKALMUOHHbIE AaHHble, 3(PEeKTUBHOCTb, KONMYECTBO U
CoCTaB UCMbITYEMbIX U CTaHA4APTHbIX 06pa3L0B COOTBETCTBYHOT crneyudunkalmnu;

il) pnsa TOro, 4YTo6bl OCYLLECTBAAMUCH HaAnexalwmm o6pa3oM MnosiyyeHue U XpaHeHne WCMbITYEMbIX U
cTaH4apTHbIX 06pasLoB.

VHcnekTop A0/HKEeH NPOBEPUThb, YTO:

- UMeKTCH NMUCbMEHHbIE 3anMcu O noayvyeHun, obpaboTke, oT60ope NPob, UCNONb30OBAHUN U XPaHEHUN
UCMBbITYEMbIX W CTaHAAPTHbIX 06pa3LoB, a Takke 06 nageHTMduKaLm oTBETCTBEHHOIO MLa;

- KOHTeliHepbl C UCNbITYEMbIMU U CTaHAAPTHbIMM ob6pasuamMu Hagiexawmnm obpa3om MapKupoBaHbl;

- YCNoBMA XpaHeHus obecneynBaloT COXPaHEHWEe KOHUeHTpauuu, YUCTOTbl U CTabubHOCTU UCMbITYe-
MbIX N CTaHAAPTHbIX 06pasLoB;

- UMeKTCa NMUCbMEHHbIE 3anucu 06 onpefeneHun MAEHTUYHOCTU, YUCTOThI, cocTaBa, CTabunbHOCTU ©
npefoTBpaLLeHnn 3arpA3HeHNsa UCNbITYEMbIX U CTAHAAPTHbLIX 06pa3L0B B COOTBETCTBYHLWUX CryYasx;

- MMelTCcA npoueaypbl AN onpefesieHns O4HOPOAHOCTM M CTabWIbHOCTU CMeceil, cogepXaliux uc-
nblTyemble U cTaHfapTHble 06pas3Lbl B COOTBETCTBYHOLWUX CAyyasnx;

- KOHTeliHepbl, cogepxalime cmecn (unum pasbaBneHunsa) UCNbITyeMbiX U CTaH4apTHbIX 06pas3Llos, map-
KApOBaHbI, N 3anNncK XpaHAaT nHdopmayuo 06 04HOPOAHOCTM M CTabWUIbHOCTU COAEPXUMOrO B COOTBETCTBY-
IOLWKX cnyyasnx;

- eC/In UcnbiTaHUs NPoOBOAAT B TeueHune 6osiee yYeTbipex Hefenb, NPOO6bl M3 KaXAO0lW mapTum ucnbiTye-
MbIX M CTaHA4APTHbIX 06pa3L0B UCNO/b3YTCA A1 aHATNTUYECKNX Lesieil u XpaHATCA B TeUeHne COOTBeTCTBY-
IOLLEro BpeMeHMu;

- npoueaypbl ANA CMelMBaHUA BelwecTB pa3pabaTbiBaldTca Takmm o6pa3om, 4To6bl NpefoTBpatuTb
OWNGBKN B MAeHTUdMKaLMM Unn nepekpecTHoe 3arpsisHeHue.

3.10 CtaHpapTHble onepayuoHHbIe npouenypbl

Llenb — onpegenutb, UMEKTCA /i1 B UCMbITATENIBHOM LIEHTPe nucbMeHHble COIl, nmelowme oTHOLWe-
HMEe KO BCEM CYLLECTBEHHbIM acnekTam onepawyuii, NpMHUMas BO BHUMAHUE, YTO O4HUM U3 BaXKHbIX METOL0B
ynpaBfeHus onepaunusaMun B UCNbITATE/IbHOM LEHTpe SABASETCA WCMNOJ/ib30BaHMe NucbMeHHbIX COIll.

VIHCMeKTop A0/DKEH NPOBEPUTH, YTO:

- B KaXAO0I 30He ucCnbITaTe/IbHOTO LEeHTpa UMEKTCS B HEMNOCPeACTBEHHOM [OCTyMe OTHOcAWMecs K
peny 3aBepeHHble konuu COIT,

- CYWecCTBYIT npoueaypbl 418 nepecmoTpa u o6HoBeHua COIlT,;

- nobble nonpasky UM uameHeHns COIM 6bIAM NnognucaHbl U 4aTUPOBaHbI;

- nctopuyeckne ainbl COI coxpaHeHbl;

- COIl npuMeHSAT Ana cregywwmx BUAOB AeATENbHOCTU, HO HE OrpPaHNYnBaTCA UMMU:
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i) nonyyeHue; onpepeneHve NAEHTUYHOCTU, YNCTOTLI, COCTaBa U CTabuUbHOCTU; MapkupoBKa; 06paboT-
ka; oTéop nNpo6; UCNoNb30BaHWE M XpaHeHWe UCNbITYEMbIX U CTaH4apTHbIX 06pa3L,oB;

ii) ncnonb3oBaHue, 06CNyXnUBaHMe, yxod, KannbpoBka v Banugauns naMmepuTesibHOro o6opyaoBaHus,
KOMMNbIOTEPU3MPOBAHHbBIX CUCTEM 1 060pYyA0BaHUA A1 KOHTPOIA OKpYXallLlied cpenpl;

iii) mogroToBka peareHTOB M pa3paboTka CXeMmbl 403MPOBaHUS;

iv) NpOoTOKONMPOBAHME, OTYETHOCTb, XPaHEHNE N MOUCK 3anuceil 1 0TYETOB;

V) NoAroToBKa W KOHTPOJ/Ib OKpYXXatolieih cpefdbl 30H, COAepPXalLLUX TECT-CUCTEMbI;

vi) nonyyeHue, nepegadva, pasmMelieHue, XapakTepucTuka, umaeHTudukaumsa n obcnyxuBaHue TecT-
cuctewm;

vii) o6paboTka TecT-cucTeM [0, B Npouecce U No OKOHYaHUU MUCCNenoBaHus;

viii) ypaneHue TecT-cCUCTeEM;

iX) ncnonb3oBaHue cneymanbHbiX CPeAcTB AN 60pbbbl ¢ BpeagntenaMu n gns yoopku;

X) onepauuu B pamkax nporpammbl no obecneyeHunto kayectsa (QA).

3.11 BbINONHeEHNEe nuccnenoBaHuA

Llenb — noaTBepAMTb, YTO CYLECTBYIOT NMCbMEHHbIE NaHbl UCCNEeA0BaHUA 1 4TO NaaH 1 NpoBejeHne
nccnepoBaHuii cooTBeTCcTBYOT MpuHumMnam GLP.

MHcnekTopbl AO/MKHbI MPOBEPUTH, YTO:

- NnaH uccnegosaHua 6bin NoAnNucaH pykosBoguTeneMm nccnefoBaHus;

- nobble nonpasky K NaaHy uccnefoBaHus NOANUCAHbI M aTUpoBaHbl PyKOBOAUTENEM WUCCMEL0BAHUS;

- flata forosopa O njiaHe uccnefoBaHua 6Gblna 3aperncTtpupoBaHa CroHCOPOM (B COOTBETCTBYHIOLLUX
cny4yasx);

- M3MmepeHus, HabnaeHna 1 aKcnepTn3bl COOTBETCTBOBANMN MJAHY UCCNefO0BaHWUA Y COOTBETCTBYIOLWLUM
Ccort;

- pe3ynbTaTbl 3TUX U3MEPEHWNI, HABGMOAEHNA N 3KCNepTU3 3anucbiBann cpasy Xe, TOYHO, akKypaTHO U
pasbopumBo, noanucbiBanu (Mav napadguposanu) n gatuposasnu;

- nobble N3MEHEHUA NEePBUYHbLIX AaHHbIX, B TOM Y/C/E AaHHbIX, XPaHALWMNXCA B KOMMblOTEPAX, HE CKPbI-
BalOT Npefablayline 3anvucu, a Takke MMeeTcss MHOopMaLua 0 NpUYMHaxX BHECEHUA U3MEHEHUI N ngeHTugu-
Kauuu nuua, OTBETCTBEHHOIO 3a U3MEHEeHUs, 1 gaTe, Korfa OHU 6bin cAenaHsbl;

- KOMMNbIOTEPHbIE WIN COXPAHEHHbIE faHHble OblIN NAeHTUULMPOBaHbI, a npoueaypbl 419 UX 3aWuThbl
OT HECAHKLUMOHMPOBAHHbIX U3MEHEHWUI WU NoTepb GblNn afeKBaTHbIMK;

- KOMNbIOTEPU3NPOBAHHbIE CUCTEMbI, UCMOMIb3YEMbIE B UCCNELOBAHUAX, ABAAIOTCA HALEXHbIMU, TOYHbI-
MU 1 BblN BANMANPOBaHbI;

- mobble HenpeaBUAEHHbIE COObLITUA, 3anMcaHHble B NEPBUYHBLIX AaHHbIX, OblIN MccnefoBaHbl 1 oue-
HeHbl;

- pesynbTaTbl, NpeAcTaBNeHHble B OTYETax uccnefoBaHna (MPOMEXYTOYHbIX WKW 3aKYNTEeNbHbIX), AB-
NATCA nocnefoBaTtelbHbIMU U NOJIHBIMU U JOCTOBEPHO OTpaXalT NePBUYHbIE aHHbIe.

3.12 OT4yeT 0 pe3ynbTarax nccnegosaHusa

Llenb — onpegenuTtb, 6bi1 NN 3aKAOYNTENbHbIA OTYET NOAFOTOB/IEH B COOTBETCTBUM C lMpuHuMnamm
GLP.

Mpn akcnepTu3e 3aKIYUTENIbHOIO OTYeTa WHCMEKTOP AOJ/IKEH MPOBEPUTHL, YTO:

- OTYeT nojgnucaH ”U gaTupoBaH pPyKOBOAUTENEM WCCAefoBaHWA, YTO yKa3blBaeT Ha NPUHATUE UM OT-
BETCTBEHHOCTU 3a LOCTOBEPHOCTb MCC/efoBaHUA, a Takke noATBepXaaeT TO, YTO nccnegosaHue 6b110 Npo-
BefeHO B cooTBeTcTBMU C MpuHymnnamun GLP;

- OT4YeT noAnucaH v gaTupoBaH APYTMMU OTBETCTBEHHLIMUW MCMNOMHUTENAMU, €C/IN B HETO ObIN BK/IOYE-
Hbl NOATOTOB/IEHHbIE UMW OTYETbl O COBMECTHbIX UCCef0BaHUSAX;

- 3akn4veHue cnyxbbl obecnevyeHna kayecTBa BK/KOYEHO B OTYET M YTO OHO NOANNCAHO M AaTUPOBAaHO;

- nobble nonpaskn GbIIN coenaHbl OTBETCTBEHHLIM NEPCOHaIoM;

- B HEM MPUBEAEHO pPacnosioXeHne B apxvMBe Bcex 06pa3uoB, NPo6 ¥ NEePBUYHbLIX AaHHbIX.

3.13 YcnoBua n nepunoj XpaHeHUs 3anucen

Lienb — onpeaenutb, CO34alTCA /M B UCMbITATENIbHOM LEHTPEe afeKkBaTHble 3anucy 1 OTYEThI, a Takxe
ObIIN TN NPUHATLI COOTBETCTBYIOWME Mepbl A1 6e30MacHOro XxpaHeHus 3anvceii 1 MaTepuasnos.

WHcnekTop A0/KEeH NPOBEPUTH!

- yTo 6bISI0 ONpefeneHo NULo, Hecyllee OTBETCTBEHHOCTb 3a apXWuBbl;
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- apXUBHble NOMELLEHUSA ANS1 XPaHEHUSI NAHOB UCC/IeA0BaHNS, NEPBUYHbIX AaHHbIX (B TOM yucne, faH-
HbIX MPeKpaL,eHHbIX nccnefoBaHnii B cooTBeTCcTBUM € MpuHumnamu GLP), 3akn04nTenbHbIX 0T4eTOB, 06pas-
LoB, Npo6, 3anuceii 06 ob6pa3oBaHMN N NOATOTOBKE MepPcoHana;

- npoueaypbl ANA MOWUCKA apXMBHbIX MaTepuanos;

- npoueaypbl, NOCPeACTBOM KOTOPbIX AOCTYM K apxXxuBam OrpaHMyYmMBaeTcs YNO/THOMOYEHHbIM NepcoHa-
NIOM, ¥ BefeTcsa NN yyeT nepcoHana, noayymBlIEro J4OCTYN K UCXOAHbIM AaHHbIM, cnaingam u T. n.;
4YTO BeAeTCs MHBEHTApPM3aLMOHHbI yyeT MaTepuanos, yaasleHHbIX U3 apXvBOB W/WAu BO3BPaLLEHHbIX
B apXuBbI;

- YTO 3anncu U MaTepuasibl COXPaHSTCA B TeueHne TpebyeMoro navM cooTBETCTBYIOLWLErO Nepruoga Bpe-
MEHW M 3alMLLaloTCs OT NOTEePW WM NOBPEXAEHMA B pesynbTaTe noxapa, He61aronpusaTHbIX YCNOBUIA OKpy-
Xawouwen cpegbl U T. 4.

4 AypuT nccriegoBaHus

MHCcnekunn ncnbliTaTenlbHOro LeHTpa, kKak npasuo, BKIKOYAT, B 4aCTHOCTW, ayAuT Mcc/efoBaHus, B
X0fie KOTOpPOro paccMmaTpuBaloT TeKyliue Wan 3aBeplueHHble uccrefoBaHusa. Perynvpyrowme opraHbl 4acTo
Takxe BbICbl/1AlOT 3aNpoC O NPOBEAEHUN KOHKPETHbIX ayAWTOB UCCNefoBaHuii, KOTopble MOryT NPOBOAMTbLCA
He3aBWCMMO OT MHCMEKUUA UcnbiTaTeNbHOIO LeHTpa. M3-3a 601bWnX pasivyunii B Tunax nccregoBaHuin, koTo-
pble MOryT nojsepraTbCs ayauTy, B COOTBETCTBUU C OCHOBHbIM PYKOBOACTBOM WMHCMEKTOPbI W fpyrue CTOPOHbI,
npuHUMalLWue yyactne B aygute nccriefoBaHuid, Bcerga f0/MKHbl BbIHOCUTh PELLEHMA Ha OCHOBE xapakTtepa
n macwtaba nposepok. Llenb AosxHa 3aknwoyaTtbCs B PEKOHCTPYKUWW UccnefoBaHMs MyTeM CpaBHEeHus 3a-
KNIIOYNTENBHOrO OTYeTa C NJaHOM WcC/ef0BaHUs, cooTBeTCTBYOLWMMY COrMl, NepBuUYHbLIMN faHHBIMU W ApY-
MM apXMBHbIMWU MaTepuanamu.

B HeKoTOpbIX cAyyYasax MHCNeKTopam, 4To6bl NPOBECTU ayAnT nccriefoBaHnini apeKkTMBHO, MOTyT NOHa-
[O06GUTHLCS MOMOLLYHUKW, @ UMEHHO CneLunanncTbl No 4pyrum akcnepTusam, Hanpumep, ecniv TpebyeTcs usyunTb
cpe3bl TKaHel nog MWKPOCKOMOM.

Korga npoBoguTtcs ayauT uccnefoBaHWUs, UHCNEKTOP AO/KEH:

- MOJlyYnTb UMEHa, AO/DKHOCTHbIE WHCTPYKUUW U pe3loMe O NOLrOTOBKE U OMbiTe NepcoHana, yvyacTBy-
IOlWero B uccriefoBaHumn(ax), HanpuMep pyKkoBOAUTENSA UCCMEeAOBaHWSA W OTBETCTBEHHbIX HAy4HbIX UCMOHU-
Tenem;

- y6egnTbCcsa, 4TO MMEeTCA AO0CTAaTOYHO COTPYAHWMKOB, NPOLIeALnX NoAroToBKy B COOTBETCTBYOLWMNX 06-
nacTsax NpoBOAMMbIX UCCNefOBaHWIA;

- NaeHTMdnUMpoBaTb OTAE/NbHbIE 3/IEMEHTbl NPMBOPOB WAM CleunanbHOro 060pya0BaHus, ncnonb3ye-
MbIX B UCC/IeJlOBAHNW, N NPOBEPUTL 3aNncu O KaJIMbpoBKe, peMoHTe 1 06CnyxnBaHuM 060pyL0BaHUS;

- 03HaKOMMWTbCSA C 3aNMCSAMU, OTHOCALWMMUCA K CTABUIBHOCTN MUCMNbITYEMbIX BELECTB, aHanm3am WCnbl-
Tyemoro BeljecTBa WM CMecu, aHanns3am KOpMOB WU T. A.;

- BbIACHUTbL MyTEM OMpoca, ec/in 3TO BO3MOXHO, paboyne 3afaHnsa ANa oTAeNIbHbIX /UL, YyYacTBYOLNX
B MCC/ieJOBAHNN, YTOObI YCTAHOBUTL, BbISIO NN Y 3TUX NUL, BPEMSA A8 BbIMOMHEHNS 3a4a4, YKasaHHbIX B NnaHe
nccnenoBaHuii N oTveTe;

- MOJIyYnTb KONUWU BCEX [OKYMEHTOB, OTHOCALLMXCA K npouegypam ynpasieHus u hOpMUPOBAHUA He-
OTbeMJ/IEMbIX YacTell nccnefoBaHns, B TOM YUCHe:

i) nnaH nccnegoBaHus;

ii) COIl, ncnonb3yembix BO BpeMs NpPOBeAEeHNA nccnenoBaHus;

iii) XXypHanbl, nabopaTopHble XypHasnbl, paiinbl, paboune NUCTbI, pacneyaTkm AaHHbIX, XpaHALUXCS B
KOMMblOTEPE U T. 4.; & Takke NPOBEPUTb pacyeTbl, €C/IN B 3TOM eCTb HEOOXOAMMOCTb;

iV) 3aKNHUYUTENbHbIA OTYeT.

Mpu npoBepke nccnenoBaHnii, B KOTOPbIX MCMNOJb3YIOTCA XUBOTHbIE (Hanpumep, rpbi3yHbl U gpyrue mne-
KonuTawLwme), NHCNEKTOPbl AO/DKHbI NPOCNeAnTb 3a YMC/AIOM OTAEe/bHbIX BUAOB XMBOTHLIX (B NMpoOLEHTax) C
MOMEHTa UX NPUBLITUA B UCNbITATENbHbLIA LEHTP A0 UX nepefayn Ha BCKpbITUE. OHU A0/IKHbI 06paTUTbL 0CO-
60e BHMMaHWe Ha 3anvcu, KacawlLlnecs:

- Maccbl Tena XXMBOTHOro, noTpebneHna Bogbl/kopma, pa3paboTku CxeM [03MpOBaHUA M nyTeli BBeae-
HUA, UT. 4.

- KNIMHMYeCKnX HabnwaeHnn n pesynbTaToB BCKPbITUS;

- KJIMHWYECKOI Xnmuu;

- naTtosiorui.
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5 3aBeplleHne UHCNEKUUN UK ayamTa UccienoBaHms

Korga vHcnekums ucnbiTaTesibHOro LeHTpa Wau ayauta uccnefosaHus OyAeT 3aBeplueHa, WMHCMEKTop
[O/KeH 6bITb roToB 06CYyAUTbL pesynbTaTbl C NPeACTaBUTENIAMU UCNbITATE/NILHOTO LEeHTpa B X04e 3aK/1iuyu-
TeNbHON KOH(DepeHUunn, a Takke A0/DKEH NOATOTOBUTb MUCbMEHHbIM OTYET, & UMEHHO OTYeT 06 MHCneKuuu.

WHcnekumna nto6oro KpynHOro UCnbiTaTesibHOro LLeHTpa, CKopee BCero, BbIBUT PAf HEe3HaUnTeNnbHbIX OT-
KNoHeHui oT MpuHumnos GLP, HO, kak NnpaBuno, OHU He ByAyT AOCTATOYHO Cepbe3HbIMU, YTO6GbI NOBAUATL Ha
[OCTOBEPHOCTb MCCMeA0BaHUn, NPOBeAEHHbIX B 3TOM WCMbITaTe/IbHOM LeHTpe. B Takux cnydasx y MHCNeKTo-
pa ecTb OCHOBaHMWsA, 4TO6bl COOOWNTL, YTO UCMbITATENbHbIN LEeHTp paboTaeT B COOTBETCTBUU C [MpuHUMNamMu
GLP n B COOTBETCTBUM C KPUTEPUSAMM, YCTAHOB/IEHHbIMU (HALMOHAIbHBIM) OPraHOM MOHUTOPUHIa COOTBET-
cteua MpuHuymnam GLP. Tem He meHee nHdopmauna o6 ob6HapyXeHHbIX HeJocTaTKax WM HEUCNPABHOCTAX
[O/MKHa 6bITb NpefocTaB/ieHa UCnbiTaTeIbHOMY LEHTPY, a agMUHUCTPaLMsa UCNbITAaTeNbHOMO LeHTpa A0/DKHA
npefocTaBUTb rapaHTuu, 4To BYAYyT NPUHATHI Mepbl MO X yCTpaHeHuto. HCMeKTopy, BO3MOXHO, noTpebyeTtcsa
NMOBTOPHO MOCETUTb UCNbITATENbHbIA LEHTP Yepes3 onpejesieHHbli nepuos BpeMeHun, 4tobbl ybeauTbcs, 4To
6bIIM NPUHATBHI HEO6X0AUMBIE MEpPbI.

Ecnu B x04€e MHCNEKunn Wnu aygurta uccrefoBaHuii, N0 MHEHUIO MHCNEKTopa, 06HapyXeHbl cepbes3Hble
OTK/MIOHeHUA oT MpuHuunos GLP, BO3MOXHO, OoKa3blBalLiMe BAUAHMUE HA AOCTOBEPHOCTb UCC/ef0BaHusA nnn
APYrux nccnepoBaHuin, NPoBOAAWMXCSA B UCMbITATENbHOM LEHTPe, MHCNEKTOP AO/DKEH OTNPaBUTb OTYeT (Ha-
LMOHaNbHOMY) opraHy MOHUTOpPUHra cooTBeTcTBUA MpuHuymnnam GLP.

PelleHnsa, NpuHATbIE OpPraHoM MOHWUTOPUHIa W/WNW PerynnpyowmMm opraHomM, npyu HeobxogmumocTu, 6y-
AYyT 3aBUCETb OT xapakTepa W CTEMNeHW HEeCOOTBETCTBMUA, a Takke HpUuAnYecknx umnm agmMmuHUCTPaATUBHbBIX
NoJsIOXKEHWI A B pamkax nporpaMmmbl cooTBeTcTBUA MpuHuymnam GLP.

Ecnu ayauTt nccnefosaHus 6bl1 NpoOBefeH MO 3anpocy peryaupyrowero opraHa, f0/XeH OblTb NoAro-
TOB/IEH MOJIHbIA OTYET O pe3ysbTarax U oTnpasB/ieH C NOMOLLb COOTBETCTBYIOLWEro (HaLMoHabHOr0) opraHa
MOHUTOPUHra cooTeBeTCcTBUA MpuHuMnam GLP 3anHTepecoBaHHOMY pPErynvpyloLemMy opraHy.
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MpunoxeHve A
(pekomeHayemoe)

PeweHuve-pekomeHpauna Coseta O3CP o cooTBeTCcTBUK lMpuHUMnam
Hagnexauel na6opaTopHoi nNpakTuku [C(89)87(Final)]

(MpuHsaTo CoBetom ODCP Ha 717-i ceccun 2 okTabpsa 1989 r.)

MpvHMMas BO BHUMaHUE:

- ctatbl 5 @) n 5 b) KoHBeHumMn 06 OpraHu3aumm 3KOHOMUYECKOro COTpyAHMYecTBa U pas3suTua oT 14 aekabps
1960 r.;

- PekomeHgaumio CoseTa OT 7 miong 1977 1. 0 co3gaHumn pyKoBOASALLMX NPUHLMUMOB B OTHOLLIEHWM npoueayp v Tpe6o-
BaHWIi 419 NpefoTBpaLLEeHNs BO3OENCTBUA XMMUYECKMX BELLLECTB Ha YesioBeka 1 okpyxatouyto cpeay [C (77) 97 (Final)];

- Pewenve Coseta or 12 maa 1981 r. 0 B3aVMHOM MpPU3HAHUU [AOAHHbLIX NPU OLEHKE XUMWYECKUX BELLECTB
[C(81)30(Final)] u, B yacTHOCTM, PekomeHaaumo ctpaHaMm — uysieHam O3CP npuaepxusatbes MprYHUMNOB Haanexallei
nabopaTopHoit npakTukn O3CP Mpy NCMbITAHAN XMMUYECKNX BELLECTB, U3/T0XKEHHbIE B NPUIOXKEHUN 2 K 3TOMY PeLLeHwio;

- PekomeHgaumio Coseta 0T 26 mtonst 1983 I. 0 B3aMMHOM MpuY3HaHUM COOTBETCTBUSA HaA/1eXalllein n1abopaTopHoi
npakTukm [C(83)95(Final)];

- BbIBOAb! TpeTbero CoBeLlaHns Ha BbICOKOM YpOBHe [pynnbl Mo xumuyeckum BelectBam (O3CP, Mapwx, 1988 r.);

- HeobXxo4MMOCTb 06ecneyeHus Toro, YTobbl AaHHbIE UCMbITAHWIA XMMUYECKUX BeLLeCTB, NpeacTaB/ieHHble B pery-
NVpYyoLLMe opraHbl 4718 OLEHKN U peLleHnss NpobsieM, CBA3aHHbIX C OXPaHOW 340pOBbs Ye0BeKa 1 OKpYXXatoLlein cpeabl,
MMesIN BbICOKOE KavyecTBO, Obl/IN AOCTOBEPHLIMU Y HAAEXHBIMY;

- Heo6XOAMMOCTb CBEAEHUS K MUHUMYMY Ay61MpOBaHWs UCMbITAHUA XUMWYECKUX BELLEeCTB M TeM cambiM 6oree
3P heKTUBHOIO NCMO/IL30BAHUA UCTbITATE/BHLIX LIEHTPOB M JIMYHOTO COCTaBa CneunasiucToB, a Takke COoKpalleHus ymucna
XMBOTHbIX, NCMOMb3YEMbIX B UCTLITAHUM, & Takxe Y4uTblBas, YTo:

- Npu3HaHWe npoueayp MOHWTOPUHra CoOTBeTCTBMSA MprHUMNaM Haanexallein nabopaTtopHoi npakTvkm 6yaeT cno-
cob6CcTBOBaTh B3aMMHOMY MPU3HAHWIO JAHHbLIX U TEM CaMbIM CHVXEHWUIO YPOBHSA Ly6/IMPOBaHUS UCTIbITAHWIA XUMUYECKNX
BELLECTB;

- OCHOBaHMWEM [/1 NPU3HaHUA NPoLEedypP MOHUTOPUHIa COOTBETCTBUA ABMSAETCA NMOHMMaHVE 1 floBepue K npoueay-
pam B cTpaHe — uneHe O3CP, rge nosyyeHbl paccmarpuBaemMble AaHHbIe;

- TapMOHU3MPOBAHHbIE MOAXOAbl K MOHUTOPUHTY COOTBETCTBUA Haznexalleli nabopaTopHON npakTuke B 3HaYW-
TeNbHOM Mepe COAEeNCTBYHT (hOPMUPOBaHUI0O HEOBXOAMMOro AOBEPUS K npouedypam Aapyrux ctpaH, CoBeT no npepgsio-
XXEHWI0 COBMECTHOIO COBELLaHNA YNPasstoLLero KOMUTETa CreLmasibHON NporpaMmbl KOHTPOSA XMMUYECKMX BELLECTB U
Ipynnbl MO XMMUYECKMM BeLLecTBaM, 04006PEHHOr0 KOMUTETOM MO OXpaHe OKPYXXaroLLel cpeabl, MPUHS HKecneayoLlee.

YacTtb | — MpuHumnnbl GLP 1 MOHUTOPUHT COOTBETCTBUSA

11 CoBeT nocTaHoBASET, YTO CTpaHbl — uneHbl O3CP, B KOTOPbIX OCYLLECTB/IATCA WUCMbITAHUA XMMUYECKUX Be-
LLECTB A1 MX OLEHKWN B LIe/SIAX OXpaHbl 340P0BbSA YesioBeKa M OKpYXXatoLwell cpefibl B COOTBETCTBUM C MpuHUmMnamu Haasne-
Xalleh nabopaTopHoli NPakTUKK 1 KOTopble cornacytTes ¢ MpuHuMnaMmn Hagnexatlelri nabopaTopHoin npakTrkun O3CP,
N3MOXEHHbIMY B npunoxeHnn 2 K PewweHunto CoseTta [C (81) 30 (Final)], 4o/mkHbI:

i) ycTaHOBWTb HaUWOHa/TbHbIE NMPOLEAYPbl MOHUTOPUHIA COOTBETCTBUA MprHUMNam GLP, oCHOBaHHbIE Ha WHCMEK-
Lmsix nabopartopuii 1 ayguTax uccriefoBaHus;

i) HasHauMTb opraH(bl) 415 BbINOSHEHNS (PYHKUMIA, TpeByeMbIX NpoLeAypaMn MOHUTOPUHIA COOTBETCTBUS;

L) noTpe6oBaTh, YTOObI PYKOBOACTBO UCMbLITATE/ILHOMO LEHTPA B ONpefesieHHbIX Criydasx onybnnkoBasio geknapa-
LMI0 O TOM, YTO MCC/efoBaHNA NPOBOAATCA B COOTBETCTBUU C MpuHUMnamu GLP v gpyrumu nosioXeHusiM1, yCTaHOB/EH-
HbIMU HaLUMOHa/IbHbIM 3aKOHOA4ATeNbCTBOM WM aAMUHUCTPATMBHBLIMU NpoLedypaMu, UMEIOLWUMI OTHOLeHWe K MNpuHLm-
nam Hagnexalleii nabopaTopHOl MPaKTUKW.

12 CoBeT pekomeHayeT cTpaHaMm — yneHam O3CP npu pa3paboTke U BHeAPEHUM HauMOHasIbHbIX npouenyp mo-
HUTOpPUHra cooTBeTcTBUA MpuHumnam GLP npumeHATb «PykoBOACTBO MO MpoLedypam MOHUTOPWHra cooTBeTCTBUA MpuH-
uvnaMm Hagnexauleli nabopaTopHOin NpakTvkM» U «PyKOBOACTBO MO NPOBEAEHWUIO WHCMEKUMA nabopaTopuin 1 ayautos
NCCNefoBaHns», KOTOpble ABMATCA HEOTbEM/IEMON YaCTbio AA@HHOrO PelleHns-pekoMeHaaLUmn.

YacTb Il — MNpu3HaHue cootBeTcTBUA GLP ctpaHamun — uneHamu O3CP

111 CoBeT nocTtaHOBASAET, YTO CTpaHbl — uyneHbl O3CP npusHaloT rapaHTun Apyroli cTpaHbl — uneHa O3CP, ko-
Topas nosny4yaet JaHHble (pe3y/nbTaTbl) UCMbITaHU B COOTBETCTBUM € lMpuHuunamu GLP, ecnv gaHHasa gpyras crtpaHa —
yuneH O3CP cooTBeTcTBYET Yactu | 1 nyHkTy 1.2,

112 CoBeT NOCTaHOB/IAET, YTO B LENAX NPU3HAHUA COOTBETCTBUSA NYHKTY 111, cTpaHbl — yneHbl O3CP A0/TKHbI:
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i) HasHauuTb opraH(bl) ANS MeXAyHapOoAHOW CBA3N U ANSi UCNOSHEHWS APYIUX (PYHKLWIA, OTHOCALMXCSA K Npu3Ha-
HUIO [aHHbIX, U3MOXEHHbIX B HACTOSILLEN YacTW 1 NPUTOXEHUSIX K HACTOSALLEMY PelleHno-pekoMeHaLum;

i) opraHusoBaTb C ApyrMmK cTpaHamy — uneHamu OSCP 06MeH MHopMaLueit, Kkacatoweiicss npoueayp MOHUTO-
pUHra COOTBETCTBUSA, U3NOXKEHHbLIX B JOKYMEHTE «PyKOBOACTBO MO MpoLeAypamM MOHWUTOPUHIa COOTBETCTBUSA MpuHUMNam
GLP», KOTOpbIit IBNSETCA HEOTBHEM/IEMOW YacTbio 3TOT0 PelleHns-peEKOMEHAALNMN;

i) BHeAPWTb npoueaypbl, C NOMOLLBLI0 KOTOPbIX, ECNMN CYLLECTBYOT 060CHOBAHHbIE MPUYUHbLI, MHGOPMAaLMIO OT-
HOCWTENbHO COOTBETCTBUS UCTbITATE/IbHOTO LeHTpa MpuHumnam GLP (Bkitouasi MHhopmaLmio 0 KOHKPETHOM UccrefoBa-
HUM) MOXHO MCKaTb B APYroi cTpaHe — uneHe OJCP, B npedenax ee puUcaukumn

1. 3 CoBeT nocTaHoB/sET, YTo PekomeHaauns CoBeTa 0 B3avIMHOM MPU3HAHWM COOTBETCTBUS Hag/iexalleli nabo-
paTtopHoii npakTuke [C (83) 95 (Final)] AomkHa GbITb OTMEHEHaA.

YacTtb Il — OeartenbHocTb O3CP B 6yayuiem

1. 1 CoseT O3CP nopy4yaeT KomuTeTy no oxpaHe OKpyXarLlein cpegpl 1 YNpasnsiowemy KOMUTETY cneupasibHoM
nporpaMmbl MO KOHTPO/II0 XMMWYECKUX BELLECTB MO Mepe HeobxoAMMOCTU OBHOBASATL U paclumpaTb «PyKOBOACTBO NO
npoueaypaM MOHUTOpPUHIa COOTBETCTBMA [MpuvHUMNaM Haanexallein nabopaTtopHOi NpakTuku» 1 «PyKOoBOACTBO MO Npo-
BEAEHMIO MHCNEKUMIA nabopaTopuii 1 ayauToB UCCNEL0BaHUS», U3NIOXKEHHbIE B NpuioxeHusx | u ll, ¢ yuetom pa3paboTok
1 onbiTa cTpaH — yneHoB O3CP v COOTBETCTBYHOLLEN AEATENbHOCTM APYINX MEXAYHAapPOAHbIX OpraHn3aLuii.

M2 CoseT O3CP nopyvaeT KoMuTeTy MO OXpaHe OKpyxatoLleil cpefbl 1 YNpassioweMy KOMATETY CneLmasibHOM
nporpamMmbl MO KOHTPO/IIO XMMUYECKMX BELLECTB NPOLO/MKMTL PpaboTy NporpaMmbl, HanpaB/IeHHONM Ha cogeincTeue BHegpe-
HUIO HacTosALero PelleHns-pekomeHgaumm, a Takke 4718 o6ecneyeHnss NoCTOSHHOro obMeHa nHdopmaumeli 1 onbITOM Mno
TEXHUYECKM U afMUHUCTPATMBHbLIM BOMPOCaM, CBA3aHHbIM C npuMeHeHnem [MpuHuunos GLP v BHefpeHvem npouenyp
MOHMTOPUHra COOTBETCTBUA MpUHUMNaM Hagexallen nabopaTopHON MPaKTUKW.

1113 CoseT O3CP nopyvaeT KomuteTy no oxpaHe OKpyxatoLleil cpefbl 1 YNpassioweMy KOMATETY CneLnasibHOM
nporpaMmbl MO KOHTPOJI0 XMMUYECKMX BELLECTB paccMaTpyBaTb Mepbl, NPeanpuHATbie cTpaHaMmu — yneHamy O3CP B
COOTBETCTBMW C HACTOALMM PelleHneM-pekoMeHaaL e,
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