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Mpeaucnoeune

Lienu, ocHOBHbIE NPUHLMMEI M OCHOBHOM NOPSAAOK MpoBedeHns paboT No MexXrocyapcTBeHHON cTaHaap-
Tusaunm yctaHorreHbl FOCT 1.0—92 «MexrocyaapcTBeHHasi cuctema ctaHaapTusauni. OCHOBHbIE NonoxXe-
Hua» wn  TOCT 1.2—2009 «MexrocygapcTBeHHas cucTema  craHgapTusaumu. CTaHaapThbl
MeXrocyaapcTBeHHbIe, Mpasunia u pekoMeHaaLnu No MexrocyaapcTBEHHON cTaHdapTusaumn. Mpasuna pas-
paboTKKN, NPUHATUS, MPUMEHEHWS, OBHOBMNEHNS 1 OTMEHbI»
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TeNbCKUA LeHTp cTaHgapTusauuu, uHdopMaumm u ceptrudurkalum ceipbsl, MaTepuanos 1 BewecTsy (Pryrl
«BHULICMB»);

TexHuyecknm koMMTETOM Mo cTaHaapTusaumm TK 339 «besonacHoOCThb Cbipbs, MaTepranoB U BELLECTB»
®PenepanbHOro areHTCTBa No TEXHUYECKOMY PEryIMPOBAHMI0 1 METPOIIOTNN;

MexrocyaapCTBeHHbIM TEXHUYECKAM KOMUTETOM no cTaHaapTusaunmn TK 339 «BesonacHocTb chbipbs,
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2 BHECEH ®egepanbHbiM areHTCTBOM M0 TEXHUYECKOMY PeryiMpoBaHuio n MeTponornm
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(npoTokon oT 9 HosA6PA 2012 . Ne 53-M)
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KpaTkoe HaumeHoBaHue cTpaHbl Kon ctpatbl CokKpalLeHHOe HaMMEHOBaHWe HaUMOHANBHOro opraHa

no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no crtaHgapTusauun
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Mongoea MD MongoBa-Ctanaapt

Poccuiickasa degepauns RU Poccrangapt

TamxukncTaH TJ TamxukcTanaapT

4 HacToswwnn cTaHaapT naeHTUNeH MexayHapoaHomy aokymeHty OECD series on Principles of Good
Laboratory Practice and Compliance Monitoring — No 4 — Consensus document — Quality assurance and
GLP: 1999 (KoHceHcycHbI gokyMeHT no GLP. O6ecneueHue kauecTBa n Haanexawas nabopatopHas npakTu-
Ka:1999, Ne 4 ns cepun gokymeHToB OpraHvMsaumm 3KOHOMUYECKOro coTpyaHuyecTsa U passutust (O3CP) o
MpuHuunax GLP 1 MOHUTOpUHIE COOTBETCTBUSA).

MexayHapoaHblin fokyMeHT paspaboTtaH Pabouei rpynnoin O3CP no GLP.

MepeBoa ¢ aHrNUIACKoro si3bika (en).

OdduumansHbIv 3k3eMnsp MexayHapoaHOro OKYMeHTa, Ha OCHOBE KOTOPOro NoAroTOBEH HacTOSILLMIA
MeXrocyaapCTBeHHbIA cTaHaapT, uMeeTcs B PegepanbHOM areHTCTBE M0 TEXHNYECKOMY perynupoBaHuio 1
MeTponorun Poccninckon degepaunn.

CTteneHb cooTBeTCTBUSA — MaeHTuyHas (IDT).

B HacToAwMA cTaHaapT BHECEHO criegylollee peAakuMoOHHOE U3MEHeHUe: N3MeHeHO HauMeHoBaHue
cTaHgaprTa.

HaumeHoBaHWe HacTosiLero ctaHaapTa U3MEHEHO OTHOCUTENMbLHO HAaUMEHOBaHWA MeXAyHapoaHOro
AOKyMeHTa B CBA3N C 0COBEHHOCTAMN NOCTPOEHNS MEXTOCYAAPCTBEHHOW CUCTeMbI CTaHAapTU3aLun

5 Mpwukaszom PeaepanbHOro areHTCTBa MO TEXHUHYECKOMY PErysIMpoBaHnio U MeTponorumn ot 27 aekabps
2012r. Ne 2150-cT MexrocygapcTeeHHbIn cTaHgapT FOCT 31883—2012 BBegeH B AeUCTBUE B KAaYeCTBE HaLu-
oHanbHoro ctaHaapta Poccuiickon ®egepauun ¢ 1 aHBapsa 2013 r.



rocT 31883—2012

6 BBE/JEH BMNEPBbIE

UHpopmayus o6 usMeHeHUsX K HacmosiweMy cmaHoapmy rybnukyemcs: 8 exez200Ho uszdasaemMom
UHgbopMayUoHHOM yKkazamere «HayuoHanbHble cmaHOapmbi», @ MEKCm U3MeHeHUU U orpasok — 6 exeme-
CAYHO U30asaeMbix UHGOOPMaUUOHHbIX yKkazamensax «HayuoHanbHbie cmaHdapmbl». B criyyae nepecmompa
(3ameHbl) unu ommeHbl Hacmosiuwezo cma+Hd0apma coomeemcemeyrouiee yeedomreHue bydem orybruKkoeaHo
8 eXxeMecsYHO uzdasaeMoM uHopMayUOHHOM yKkasamerie « HayuoHaneHbie cmaHOapmsi». Coomeemcmey-
rowas uHghopmauus, yeedoMieHue U mekcmbi pasMeliaromces makxe e UHghopMayUuoHHOU cucmeme obuje20
r10/1b308aHUA — Ha ochuyuanbHoM calime PedepaslbHO20 azeHmemea 1o MexXHUYECKOMY pe2yriuposaHuio u
mempornoauu 8 cemu VIHmepHem

© CtaHgapTuHdopm, 2013

B Poccuiickon ®eaepalim HacTOALUIA CTaHAAPT HE MOXKET BbITb NOMHOCThIO UMM YacTUYHO BOCMPOU3Be-
AeH, TUpaXxnpoBaH 1 pacnpocTpaHeH B kadyecTBe oduumansHoro usaaHua 6es paspeweHuns degepansHoro
areHTCTBa No TeXHUYECKOMY peryrnpoBaHu1io U METPOIOrUn
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BBegeHune

B pamkax koHceHcycHoro cumnosumyma OSCP no Hagnexatuen nabopaTopHON NpakTuke, COCTOABLUErO-
cA 16—18 okTabpa 1990 r. B bap-Aopkxaime, Fepmanus (Bad-Diirkheim, Germany), Pa6ouas rpynna O3CP
no GLP (aanee — Paboyas rpynna) nof npeaceaaTenscTBoMm A-pa XaHca KoHeMaHHa (Dr. Hans Kénemann),
pyKoBOAUTENA OpraHa MOHUTOpUHra cooTeeTcTBUA NpuHumMnam GLP HugepnaHaos, npoeena coBeLaHune Ans
obcyxaeHusl N AOCTUXKEHUS1 KOHCeHeyca No onpeaeneHuto ponu obecnedveHunst kavecTsa npu cobntogeHum
MpuHUMnoB Hagnexalle nabopaTtopHoi nNpakTukn (aanee — MpuHuunos GLP). YyacTHUKaMu cumnosuyma
6bIfM B OCHOBHOM Yr€Hbl HALMOHasbHbIX OpraHoB MOHUTOPUHIa cooTBeTCTBUA MpuHuMnam GLP unv onbITHbIe
pykoBoauTenu cnyx6 obecneveHus kayecTBa UcnbiTaTeNbHbIX LEHTPOB cneaytowmx cTpaH: ABcTpun, Benb-
rn, ®paHuun, Nepmanun, Mpnanaun, Hnaepnanaos, Hopeerun, Ucnanum, Lseuuu, LLBeuapun n Benuko6-
pUTaHUN.

Pabouas rpynna gocTurna koHceHeyca B onpeaeneHumn ponu obecneveHuns kKauecTBa kak BaXkHON cocTaB-
nsiiowenn GLP, ycTaHOBUNa OCHOBHbIE BOMNPOCHI, cBA3aHHbIE ¢ obecnevyeHuem kavectsa U GLP, ogHako He
nblTanack cyepnbiBatoLle onucatb gaHHYo Temy. OgHoN U3 060AeHHBIX BHUMaHWEM y4acTHUKOB 3acefaHus
Pa6oyelt rpynnel obnacTei 6e110 NpuMeHeHne obecnedeHUs kavecTBa K MccneaoBaHusIM B NMonesbIX ycno-
BUsiIX. [JlaHHbIN U HekoTopble Apyrie acnekTel obecnedeHns kavectsa 6yayT pacCMOTPEHbI OTAENBHO.

MpoeKkT KoHCEeHCYycHOro AokymeHTa, paspabotaHHoro Pabouei rpynnoi, 6bin pacnpocTpaHeH cpeau
cTpaH — uneHoB O3CP 1 B AanbHenweM nepecMoTpeH Ha OCHOBe NonyYeHHbIX 3amevyaHuini. Bnocneacteum
OH 6bInogobpeH Mpynnoi akcneptos O3CP no GLP, a Takke [Mpynnoi no xMMu4ecknM BellecTsam U Ynpaens-
tOLLIMM KOMUTETOM CrielunarnbHOM MporpaMmMel Mo KOHTPOMIO XMMUYeckux BelwecTs. 3atem KomuteT no oxpaHe
oKkpyxatoLen cpefibl peKoMeHAoBanN CHATb OrPaHUYEHNs B UCMOMb30OBaHUU AaHHOMO AOKYMEHTa nog arnaomn
reHepanbHOro cekpeTaps.

B ceeTe npuHaTUa B 1997 r. nepecmoTpeHHbIX MpuHumnos GLP O3CP AaHHbIN KOHCEHCYCHBIN AOKYMEHT
6bin paccMoTpeH Paboyeit rpynnoli v nepecMoTpeH C Lienbio NPUBEAEHUS €70 B COOTBETCTBUE C U3MEHEHUSAMMU,
BHeceHHbIMK B MpuHLUmnel GLP. OH 6611 ogobpeH Pabodei rpynnoi B anpene 1999r., a3atemBasrycte 1999r.
Ha COBMECTHOM coBellaHun KomuTeTa no xumudeckum Belectsam U PaGoueit rpynnbl Mo XUMUYECKUM
BellecTBam, necTuynaam 1 6MoTeXHONOrMN U paccekpeveH noa 3arnaon reHepanbHOro cekpeTaps.
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M E XTI OCYA.APC CTH BEWHHUBbB H# CTAHDAAPT

MPUHUMMNBbI HAQNEXALLEA NABOPATOPHOW MPAKTUKW (GLP)
O6ecneyvyeHue kavecTBa B cooTBeTcTBUM C MpuHumMnamm GLP

Principles of Good Laboratory Practice (GLP).
Quality assurance in the application of GLP principles

DaTta BBegeHna — 2013—01—01

1 O6nacTb NpMMeHeHus

HacTtoawmii ctangapT pacnpocTpaHseTcs Ha NoNMTUKY U 3adadum crnyxb obecneyeHus kayecTea, npume-
HsieMble B UCTbITaTeNbHBIX LIeHTPaXxX B COOTBETCTBUN ¢ TpeboBaHuamu MpuHumnos GLP.

MpuHuunel GLP O3CP geiictytoT 6onee 15 neT [1]. UcnbiTaTenbHble LEeHTPLI, B KOTOPbIX MPUMEHSANUCH
AaHHble MpuHuunel GLP, a Takke rocyaapcTBEHHbIE OpraHbl, OCYLIECTBAABLUNE MOHUTOPUHT COOTBETCTBUSA
TpebosaHuaM MpuHuMnos GLP, nony4ynnu LeHHbIN ONbIT, B CBETE KOTOPOre MOTyT GbiTh AaHbl 4ONOMHUTE b~
Hble YKa3aHWaA O PO M OCYLLECTBIEHNN B UCMbITATENbHbIX LIeHTPpax nporpaMmm obecneveHuns kavecTea.

2 O6ecne4yeHue KayecTBa U Hagnexauwasa nabopaTtopHasa npakTuka

2.1 CcbInku Ha nporpamMy o6ecneveHus kavectsa B MpuHuunax GLP O3CP

2.1.1 Mporpamma obecrneyeHns kavyecTBa onpeaenseTca B nepecMoTpeHHbiX MNpuHumMnax O3CP no
Haanexatlein nabopaTopHON NpakTUKe Kak NporpaMma paboT, BbiNofHAeMas He3aBUCUMbIM OT NPoBeAEHUS
nccnegoBaHWiA NEPCOHaNoOM U HanpaBneHHas Ha obecneyeHMe aAMUHUCTpaLMER UCMbLITAaTeNbHOrO LieHTpa
cobnogeHus NpUuHUMNOB Haanexaulen nabopatopHoi npakTuky [1] (nognyHkT 1.2.2.8). B 06s13aHHOCTU agMu-
HUCTpaLyUn UCNbITaTeNbHOro LEeHTpa BXOAUT CO3AaHne B UCMbITaTeNIbHOM LeHTpe A0KYMEeHTUPOBaHHOM Npo-
rpammbl obecneveHns kavecTea, 4To6bl NPOBOAUMBIE B HEM MUCCReAoBaHUSA cooTBeTcTBOBanu MNpuHuunam
GLP [1] (nepeuncnexune f) 11.1.1.2).

2.1.2 Kpome Toro, agMMHUCTpauUna UCnblTaTeNbHOro LEHTpa A0SPKHA rapaHTMpoBaTh, YTO pyKoBOAW-
Tenb uccneaoBaHUA NPeaoCcTaBUT NepcoHany no obecneyeHnto kKauecTBa AOCTYN K YTBEPXAEHHOMY NnaHy
nccnegosanna [1] (nepeuucnexunej)ll.1.1.2), a pykosognTens uccneaosaHuns 06sa3aH rapaHTMpoBaThb, YTO Nep-
coHan no obecneveHUo Ka4ecTBa UMeeT KoMK NaHa UCCreAoBaHUsi U CBOEBPEMEHHO NOSYYEHHBIX MONPaBoK
K HEMY 1 HaXOAUTCA C COTPYAHUKAMU B NOCTOAHHOM KOHTaKTe Ha NpoTsXKeHuu Bcero uccnegosaxus [1] (nepe-
yncnenne b)11.1.2. 2).

2.1.3 Takke agMUHUCTPAUMUA UCNBITATENbHOrO LieHTpa AoMKHa Npu NpoBeAeHUN UccnegoBaHUn Ha
HeCKOMbKUX MCnbITaTeNbHbIX MNsowaakax obecneunBatb NOCTOSIHHBIE KOHTAKTbI MEXAY PyKoBOAUTENEM
nccrnefoBaHus, OTBETCTBEHHLIMU UCCNeoBaTeNAMU, NepcoHanom no obecneyeHuio KayecTsa u cnewuanmc-
Tamu, BbINOMHAWMMN AaHHoe uccnegosaxue [1] (nepevncnerue o) 11.1.1.2).

B nyHkre 11.2 [1] nepeuncneHsl cnegytowme TpeboBaHus:

2.1.4 O6wwue nonoxerusa [1] (nyHkT 11.2):

- UCTIbITaTeNbHbIN LEHTP AOMMKeH UMEeTb AOKYMEHTUPOBaHHYIO NporpaMMy obecneyeHns KayecTsa, YTo-
6bl NPOBOAUMbIE B HEM UCCneaoBaHuA cooTeeTcTeoBanu MpuHuunam GLP [1] (nyHkT 11.2.1.1);

- 3aBLINOMHEHWE NPOrpaMMbl o6ecneveHUa ka4ecTBa OTBEYaOT YNONMHOMOYEHHbIE NULA, Ha3HavyaeMble
agMUHUCTpaUMen UcnbITaTeNbHOro LeHTpa, HenocpeacTBEHHO NOAOTYETHLIE eMy U 3HaKoMble ¢ MeToAaMum
uccnenosaHua [1, nyHkT 11.2.1.2];

WU3panme ocbmynansHoe
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- nuuo(a), oTeevaroLlee(ne) 3a obecneveHne KauecTsa, He AOIMKHO(bI) ObITb BOBNEYEHO B NpoBeeHne
uccneposanusd [1] (nyHkT 11.2.1.3);

2.1.5 OBszaHHOCTM NepcoHana no obecneveHuio kadyectsa [1] (nyHkT 11.2.2)

MepcoHan no obecneyeHnio kauyecTsa 06A3aH BbIMOMHATb, HE OFrPaHUYNBAACh UMM, HUDKEeNepednUcrieH-
Hble dyHkunK. MepcoHan no obecneveHnto kadecTsa gorvkeH [1] (nyHkT 11.2.2.1):

a) VMeTb B Hann4um 3K3eMnNapbl BCexX yTBEePXKAEHHbIX NIaHOB UccNedoBaHUs U CTaHAapTHLIX onepauu-
OHHBIX MpoLeayp, UCMoMb3yeMblX B UCMbITATENbHOM LEHTPe, U AOCTYN K TeKylieMy BapuaHTy OCHOBHOMO
nnaHa-rpaduka;

b) npoBepaTb, YTOBLI NNaH UccnegoBaHUa cogepxan uHdopmauuio, Heobxoaumyto ans cobnogeHus
MprHuunos GLP. JaHHas npoBepka AomkHa GbITb 4OKYMEHTUPOBaHa;

C) OCYLUEeCTBMSATb CUCTEMATNYECKNIA KOHTPOMb 3@ MPOBEAEHNEM BCEX UCCeA0BaHWUIA B COOTBETCTBUM C
HacTosAWwmMK MpuHuunamu GLP 1 gocTynHOCTBIO NNaHOB UCCNeAoBaHUS U CTaHAAPTHLIX ONepaLMOHHBIX NPo-
ueayp (COMM) nepcoHany, BOBNeYeHHOMY B NpOBeAeHWe UccnefoBaHus.

MpedycmoTpeHbl TPy TunNa MHCMEKUMOHHBLIX NpoBepok B cooTBeTcTBuM ¢ COI, onpeaeneHHbIMU B
nporpamme obecrneveHus kayecTsa:

- MpoBepKu oTAemNbHbIX UCCefoBaHUN,

- MPOBEPKN UCTbITaTENbHbIX MIOLWAaaoK,

- MpPOBEepKN OTAENbHbIX MPOLECCOB.

MpoTokonbl (0T4eThl) NOA06GHBIX UHCMEKLMOHHBIX MPOBEPOK YHUMTOXEHNIO HE NOANEXaT;

d) nNpoBepATb 3aknouUTENbHbIE OTYETHI; MOATBEpXAaTb, UTO MeToAdbl, Npoueaypel, HabnoaeHus u
pesynbTaTbl U3MI0XKeHbl TOYHO 1 NOMHOCTbLIO U B NOMHON Mepe OTpaXatoT NepBUYHbIE AaHHbIE UCCNeA0BaHWUNA;

e) CBOeBpeMeHHO MnpeAcTaBfsATb pesynbTaTtbl 06 WHCMEKUMOHHBIX MpoBepKax B MUCbMEHHOM Buae
agMWHUCTPaLMM UCTIbITaTeNbHOMo LeHTpa, PYKOBOANTEIO NCCNEA0BaHNA, OTBETCTBEHHOMY(bIM) UCMONHAUTE-
no(sm) 1 Npy HeoBX0ANMOCTU APYTMM PYKOBOAALLMM paboTHUKaM;

f) BHOCUTBL B 3aKNIOUUTENbHBIN OTYET NOAFOTOBMEHHOE U NOANUCAHHOE 3aKMoYeHUe O TUNaxX UHCNeKLUU-
OHHBIX MPOBEPOK 1 AaTax Ux NpoBeaeHUs ¢ nHdopmauuein 06 atane(ax) NpoBepaeMoro uccnegosaHns u gaTe
nepefayu peaynbTaToB MHCMEKTUPOBAHNS aAMUHUCTPALMN UCTIBITATENBHOTO LIeHTpa, PYKOBOANTENO Uccne-
AOBaHUsA N OTBETCTBEHHOMY UccnegoBaTento. 3To 3akiioueHUe Takke AOMKHO YAOCTOBEPATh, UTO NePBUYHbIE
JAaHHble UccregoBaHUsA OTPaXKeHbl B 3aK0UUTENIbHOM OTYETE AOCTOBEPHO.

2.1.6 Pab6ota nepcoHanano obecne4yeHunto kKauecTsa 3akniovaeTcs B NaHUPOBaHUN, COCTaBNeHUA rpa-
dvika npoBepokK, MpoBedeHNU NPOBEPOK, 4OKYMEHTUPOBaHWN U COCTABIIEHUN OTYETOB O NPOBEPKax M OTHOCUT-
CS1KOHOW U3 kaTeropuin nabopaTopHO AeATENbHOCTU, ANl KOTOPOWU A0IKHBI UMeTbest CONM [1] (nyHkT 11.7.4.5).

2.1.7 3aknounTenbHbIA oT4eT 06 UccneaoBaHnM AOMKEH CoaepXaTb CBeAeHMS 0 TUNax u Aatax npose-
OEHHbIX MHCMEKLWA, 9Tanbl MHCMEKUMA, 4aTUPOBaHHbIe pe3ynbTaTbl UHCMEKTUPOBaHUS, KOTopble 66Ny Npea-
CTaBneHbl agMUHUCTPaLUMA WUCMbITATENbHOrO LieHTpa, PyKOBOAUTENIO MCCrnedoBaHUsl U OTBETCTBEHHOMY
ncnonHuTento(sm) (npu Heobxogmumoctn) [1] (MyHkT 11.9.2.4). OTU nonoxeHus HeobxoauMe! ANst noaTBEpPXae-
HWSI TOTO, YTO B 3aKMI0YMTENBHOM OTYETE JOCTOBEPHO OTPaXeHbl NepBUYHbIE AaHHbIE.

2.1.8 MnaHel-rpaduku 1 3anncu 060 Bcex MHCMEKUUSIX, BEINOSIHEHHBIX B paMKax NporpamMmbl no obecne-
YeHUIo kayecTBa, cregyeT XpaH1Tb B apXnBax B TedeHue nepuoaa BpeMeHu, yCTaHOBEHHOro COOTBETCTBYIO-
winmu opraHamu [1] (nepedncnexue b)4.10.1).

2.2 Cesa3sb co cnyx6oi ob6ecneyeHun kauecTBa

2.2.1 AOMUHUCTpaLWsa UCNBITATENbHOrO LieHTpa HeceT OCHOBHYIO OTBETCTBEHHOCTb 3a obecneyeHune
paboTbl UcnbITaTeNbHOrO LeHTpa B cooTBeTcTBUM ¢ MpuHumnamu GLP. AaMuHUcTpauma ucnbiTatenbHOro
LeHTpa MOXeT AenernpoBaTb 4eATeNbHOCTb NO KOHTPOSIO NOCPEACTBOM MMHENHON ynpasnsatoLwein opraHisa-
Lnun, HO Bceraa coxpaHseT 3a cob6oit 0bLLyto 0TBETCTBEHHOCTb. BaXkHOI 0653aHHOCTbIO aAMUHUCTpaLUK UCTIbI-
TaTenbHOrO LeHTpa 4ABNseTCA HasHadeHne U  3deKkTUBHaAA opraHusaumss [OCTaTOMHOro uucna
KBanMguUUMPOBaHHbIX U OMbITHBIX COTPYAHUKOB UCMILITATENbHOIO LIEHTPa, B TOM YUCne TeX, KoTopble TpebyloT-
€A A5 BbINONHEeHNs pyHKUMI No oBecneveHnto kauecTsa.

2.2.2 [onxeH 6bITb YeTKo onpeaeneH pykoBoaUTE b, HECYLLIUIA OCHOBHYIO OTBETCTBEHHOCTL 3a GLP. B
006513aHHOCTM AaHHOrO NUUa BXOAUT Ha3HaYeHWe coOTBETCTBYOLWWEro KBanMuumpoBaHHOro nepcoHarna kak
ANs1 NPOBeAEHUA SKCNePUMEHTanbHOW NPOrpaMMbl, Tak 1 BINOSIHEHUs He3aBucumon dyHKuMK No obecneye-
HUIO KaYecTBa.

Mepenayva cnyx6e obecneveHna KayecTBa 3aaad, OTHOCALMXCA K YNpaBneHuo cornacHo MpuHuunam
GLP, He gomkHa CTaBUTb NOA Yrpo3y He3aBUCUMOCTb paboThl cNyxbbl obecneveHnsa KavecTBa U He AOMMKHA
nosrneyb 3a coboM NpUYacTHOCTL NepcoHana no obecneyeHnIo kavecTaa K NpoBeAeHUO UCCNeaoBaHusl, KpoMe
Kak B pOrnu N, OCYLLIECTBAOLWNX KOHTPONb.
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Nuuo, HasHaveHHoe OTBETCTBEHHBLIM 3a obecneueHue kauecTBa, AOMKHO UMeTb HeNOCPEeACTBEHHBIA
AOCTYN K pasnUyHbIM YPOBHSIM YNpaBfeHus], B YAaCTHOCTM K BbICLLEMY YPOBHIO yNpaBneHUs nucnbitatenbHbIM
LEHTPOM.

2.3 Keanudukauua nepcoHana no obecnevyeHUIo KauecTBa

MepcoHan no o6ecneveHuto KauecTBa A0IDKEH MUMETb MOATOTOBKY, cCneuuanbHble 3HaHUA 1 ONbIT Ha YPOB-
He, HeobxoanMOoM AN BbINONHEHUS CBoUX 0bsizaHHOCTen. COTpYAHUKM A0MKHbI GbITb 3HaKOMBI C Npoueaypa-
MU UCMbITAHWIA, CTaHAapTaMu U cUcTeMaMu, UCMONb3YEMbIMA B CaMOM UCNLITATENbHOM LEeHTpe Unu npu
npoBegeHUn paboT B UHTepecax UcnbITaTesIbHOro LieHTpa (HanpuMep, paboTbl no cy6noapaay, KOHTpakTy).

Jlnua, HasHaveHHble Ans BLINOIHeHUS hyHKLUMIA Mo obecneyeHunto kadyecTsa, A0MKHbLI NOHUMAaTb OCHOB-
Hble KOHLIemnuumu, nexalume B OCHOBE NoaBeprawLencs MOHUTOPUHIY AeATENbHOCTU, a Takke UMEeTb NOSHOe
npencrasneHue o MNpuHumnax GLP.

B cnyyae oTcyTCTBUS cneuMarnbHbIX 3HAHWA UK NpyU HEO6X0AUMOCTU B NONYYEHUN BTOPOTO MHEHUSA
cnyxbe obecneyeHus kauecTBa peKOMeHAYyeTCs 3anpoCcuTb MOMOLLL cneuuanucTa.

AQMUHUCTpaUUs UCNbITATENbHOTO LieHTpa A0IDKHA Taloke rapaHTUpoBaTh HanuyiMe OKYMEeHTUPOBaHHON
nporpammbl 06yuyeHusl, oxBaTbiBaloLLel Bce acnekTbl paboThl cryxbbl 06ecnedeHus kavectea. Mporpamma
0byyeHus AoMmKHa No BO3MOXHOCTU BKITloUaTh 0byyeHune Ha pabouem mecTe nog HabnogeHemM KOMNETEHTHO-
ro v KBanupuumpoBaHHoro nepcoHana. NoceweHne ceMMHapoOB U KypCoB, OpraHU30BaHHbLIX UCMbITaTeNbHbIM
LeHTPOM Ui CTOPOHHUMU OpraHM3auusIMKn, MOXEeT TakKe okasaTbes NoNesHbIM. Hanpumep, asnseTca uene-
coobpa3sHbIM 06yyeHre TexHuke 06LLeHUs U paspelueHnst KoHNUKToB. O6yveHne AoHKHO BbITb MOCTOAHHBIM
1 noasepratbecsl NepUoANYECKON NPOBEpPKE.

O6yueHue nepcoHana no obecnevyeHUIo Ka4ecTBa AOMKHO AOKYMEHTUPOBATLCH, a €ro KoMNeTeHUns
AornxHa noasepraTtbes oueHke. [laHHble 3anucu crieayeT NOCTOSAHHO akTyannaupoBaTh U COXPaHATb.

2.4 Yyactue cnyx6bl obecneueHusi kayecTBa B pa3paboTke CTaHAAPTHLIX OMNEPaLUOHHLIX
npoueayp 1 NNaHoB UccrefoBaHUA

AOMUHUCTPaLMA UCMbITATENbHOMO LIeHTPAa HeceT OTBETCTBEHHOCTb 3a TO, YTOGLI 06ecneunTs cosgaHue,
BbIMYCK, paccblnky U coxpaHeHue COlN. MepcoHan no obecneyeHuto kavectsa obbIMHO He y4acTBYeT B paspa-
6oT1ke COIl1, ogHako xenatenbHo, 4Tobbl OH paccmaTtpusan COM nepea npUMeHeHUeM € Liefbio OLLEeHUTb KX
YeTKOCTb, 4OX0A4MBOCTb M cooTBeTCcTBME MpuHumMnam GLP.

AOMUHUCTPALMA NCMbITATENBHOrO LEHTPa A0MKHa obecneynBaTh, YTOObI NNaH nccnegoBaHns 6bin goc-
TyneH CJ'Iy>K66 OGGCI’IG‘-IGHI/IFI Ka4vecTBa OO Havana npoBeaeHund akcnepnMeHTanbHoro nccnegoBaHus. 310
no3BonuT cnyxbe obecrneyeHns kayecTsa:

- CNneauTb 3a COOTBETCTBUEM NNaHa nccrnegosarnus MpuHunnam GLP;

- OLeHMBaTb YeTKOCTb M NOcneaoBaTeNlbHOCTL NaHa UccreaoBaHuns;

- onpeaensiTb KPUTUYECKUE 3Tanbl UCCNIeA0BaHMSA U

- NraHMpoBaTb NPOrpamMmmy MOHUTOPWHIA B 3aBUCMMOCTM OT UCCMEeA0BaHNS.

HesaBMCMMO OT TOTO, Kak U Korga BHOCATCSH M3MEHEeHWUsI B NaH nccneaoBaHus, UX KOnuy AomKHbI GbiTb
nepedaHel cnyxbe obecneyeHunst kauectsa Ans cogencTans acpeKTUBHOMY KOHTPOSMIC NccefoBaHuS.

2.5 WHcnekuun cnyx6bl o6ecneyeHUs kavecTBa

2.5.1 Tunbl UHCNEKUUA

Mporpammel o6ecrneveHns KayecTBa YacTo OCHOBLIBAKOTCS Ha CreAYoLMX TUMax UHCNEKLUIA:

- WHCMeKuuu oTaenbHbIX uccnegosaHuid. OHM NNaHUPYTCs B COOTBETCTBUU C XPOHOMNOrMen aHHoro
nccnegoBaHus, o6blMHO MyTEM NepBOHaYanbHOro onpeaeneHns KpUTUYecKnxX 3Tanos UccrneaoBaHus;

- MHCMeKUMn ncnelTaTenbHbIX nrowaaok. OHU He OCHOBLIBAKOTCA Ha MHCNEKLUAX KOHKPETHBIX Uccrneao-
BaHWA, HO OXBaTbIBAOT MHCMEKLMN OCHOBHBIX UCMbITaTeNbHbIX MMACLIaA0K 1 BUAOB AeATENbHOCTU B pamKax
NCMbITATENMbHOrO LeHTpa (MOHTaX, BCroMoraTenbHble Crnyx6bl, KOMMLIOTEPU3UPOBAHHBIE CUCTEMbI, 0BYyYe-
HWEe, MOHUTOPWHT OKpYXXatoLLen cpeabl, TeXHUYeckoe obenyxuBanume, Kannbposka n T. 4.);

- MHCMeKuMmn oTaeNbHbIX MpoLeccoB. 3TN MHCNEKLMN Takke BbINOSHAKTCA HE3aBUCUMO OT KOHKPETHBIX
nccnegosaHuin. OHM NPOBOAATCA C LieNbio MOHUTOPUHIa npoueayp 1 npoLeccoB, HOCALLNX MOBTOPAOLWMIACS
XapakTtep W, Kak NpaBuo, OCYLLECTBATCA Ha BbIGOpOYHONM ocHoBe. [JaHHble MHCNEKLUM NPOBOAATCH B TEX
cnyJasix, koraa oauH 1 TOT Xe NPOLeCC B UCTbITATETbHOM LieHTpe OCYLLECTBIISAETCA OYeHb YacTo, BCeACTBNe
Yyero nNpoBedeHne UHCMeKUNA 0TAeNbHbIX UCCNeaoBaHUi cuMTaeTca HeaddeKkTMBHEIM UK Helenecoobpas-
HbiM. CnegyeT NpusHaTh, YTO MHCNEKLMM OTAEbHBIX MPOLIECCOB B paMKax KOHKPETHBIX 3Tanos, OCyLLecTBsie-
MbIX OYeHb 4acTo, MOryT MPUBECTU K TMOSIBNEHUIO HEKOTOPbIX MWCCredoBaHWA, He MpPOBEPEeHHbIX B
WHAUBMAYANLHOM NMOpSAKe B X04€e 3KCNepUMEHTaNbHbIX 3TarnoB.
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2.5.2 NMnaHupoBaHue u 060CHOBaHUe AeATeNbHOCTU U METOA0B o6ecneveHuUsi KauecTsBa

Cnyxba obecneueHus kayecTsa AorkHa NNaHUPOBaTb CBOK paboTy AOMKHBIM 0BpasoM, No3TOMY Npo-
Lieaypbl NNaHApoBaHus, a Takke paboTa nepcoHana no obecneveHUIo kKadecTBa NPU BLIMOMHEHUN, AOKYMEHTU-
poBaHUA U nogayve OT4eTOB 06 MHCNEKUUSX A0MKHBI onuckiBaTbea COIM. Cnucok 3annaHUpoBaHHLIX U
OCyLLecTBNsieMbIX UCCIiedoBaHUA AospkeH 6biTb coxpaHeH. Cnyxba obecneveHus kayecTBa A0MKHa UMETb
OOCTYN K aKTyanM3npoBaHHOW KOMUM OCHOBHOTO NiaHa-rpaduka. MoaobHbIN cnucok Heobxoaum ANA NNaHUpo-
BaHWs AeAaTenbHOCTM cnyXbbl 06ecneyeHus kavecTsa 1 oLeHKU pabodei Harpysku no obecneveHuo kauecTsa
B UCMbITAaTENIbHOM LiEHTpE.

Kak n B cnyvae niobeix Apyrux pabodmx npoueayp, oxeaTbiBaemblx MNpuHuunamu GLP, nporpamma
WHCMeKUniA n ayautoB cnyXbbl obecneyeHus kavecTBa AoskHa GbiTb NpeaMeTOM NpoBepKN aaMUHUCTpaLUK
ucnebiTaTenbHOro LeHTpa. Kak nepcoHan no obecneyeHunto kayecTsa, Tak U pykoBOACTBO CyX6Obl 06ecneveHns
KauecTBa JOMKHbI ObiTh B COCTOSIHUM 0B60CHOBaTbL MeTOAbI, BbiGpaHHbIE UMW ANSA BLIMNONHEHUA CBOUX 3a4au.

2.6 OT4yeTbl MHCNEKLMA cnyXObl 06ecneyeHUN KavyecTBa

HaunoHanbHble opraHsl MOHUTOpUHIra cooTeeTcTBUA MpuHumMnam GLP MoryT 3anpocutb uHdopMauuto,
KacaroLLlyoCsl TUNOB UHCMEKLUIA U AaT UX NPOoBeAEeHUA, B TOM Y1Cne 3Tana(oB) MHCNEKTUpYeMoro uccneaoBa-
HUs1. Tem He MeHee 0BbIYHO coepXXaHne 0TYETOB O NPOBEAEeHUM UHCNEKUNIA cnyXbbl obecneveHUa kayecTsa
He JOJDKHO paccMaTpuBaTbCs HauMoHanbHbIMU OpraHamn MOHUTOPUHIa, NOCKOSLKY 3TO MOXeT NPensaTcTBO-
BaTb cnyx6e obecneyeHns kayecTBa B NOAroToBke 0T4eTOB 06 MHCNEKUMU. TeM He MeHee HauWoHanbHbIe
opraHbl MOHUTOPUHIa MOTyT BpeMsi OT BpeMeHu TpeboBaTb 4OCTYN K COAePXKaHUI0 OTHETOB 06 MHCNEKLUA B
Lensix noATBepKAeHUs Haanexauero (yHKLUMOHUPOBaHUSA CryX0Obl o6ecneveHns kayectea. OpraHbl MOHUTO-
pnHra cooteeTcTBUA MNMpuHUMnam GLP He AomkHBI UICNONb30BaThb 3TU OTYETHI Kak NPOCTON cnocod naeHTUbKn-
LMpoBaTb HeQoOCTaTKN NPOBeAeHHbIX UCCIieaoBaHUN.

2.7 AyauTbl AaHHbIX U 3aKMIOUYUTENbHBIX OTYETOB

PaccmotpeHue cnyx6bl obecnedeHuns kayecTsa NepBUYHbIX AaHHBIX UCCIe JOBaHMUA MOXeT GbiTb OcyLUe-
CTBMEHO HecKonbKUMK criocobamu. Hanpumep, sanucn MoryT 6biTb PacCMOTPEHBI B X0€ 3KCNEPUMEHTaNbHLIX
3TanoB uccrnedoBaHWsl, B XOAe WHCMEeKUUA npouecca Unu B xode ayauToB 3akmiOYUTENbHBIX OTYETOB.
AOMUHUCTPALMA UCTILITATENLHOMO LeHTpa AoMkHa obecneunTb, YTobbl BCe 3aKmMounTENbHbIE OTYETHI, ANA
koTopbIX TpebyeTcs cootBeTcTBMe lMpuHuuMnam GLP, 6binu nogeprHyTol ayauTty cnyxboit obecneyeHus
KayecTBa. [laHHbIA ayAWT OOMKEH NPOBOAUTLCS Ha 3aKMIOYUTENbHON CTaaWMN NOArOTOBKU NPOEKTa 0TYeTa, Kor-
Aa cobpaHbl BCe NepBUYHbIe JaHHbIe UCCNeA0BaHUSA U He NNaHUPYeTCA BHOCUTL Kakne-nubo 3HauuTenbHble
N3MEHEHUS.

MpnmeyaHune—B I MNpuHuunax GLP neperyHbIe JaHHBIE ONPEAENAIOTCA KaK OPUrMHarbl 3anuceii U JOKyMeH-
TOB WCNBITATENBHOIO LIEHTPa UMK UX 3aBePEHHbIE KOMWUK, OTpaXatoLume pesynbsraTtel HabniogeHui u npoueayps!, NPOBEAeH-
Hbl€ BO BpeMs uccnenosaHus. MNepsuyHbIMU AaHHBIMY UCCreaoBaHns MoryT 6biTk: dhoTorpadmm, MUKpodUnbMbI, MUKPOTT-
TNEHKN, UX KOMUW, OMCKeTbl M KOMMakT-gucku, pabouve 3anucu, BKIOYasi 3anucy NOKasaHuhW aBTOMaTU3UPOBaHHbLIX
npubopoB, 1 Apyrme HoCUTENu AaHHbIX, KOTopble obecneunBaloT GeaonacHoe XxpaHeHue nHopmaLmmn B TeHeHue onpeae-
NeHHoro nepuoga spemenu [1] (nepeuncnenue 7 1.2.3).

Llenbto ayauTa 3aknioumMTensHOro otyeTa aBnseTCs onpeaeneHne Toro, Yto:

- nccnegosaHue GbINo NpoBeaeHo B COOTBETCTBUN C NNaHoM nccnenosaHuns u COMM;

- uccnegosaHue 6bI10 TOYHBIM U NOMHBIM 06Pa30M OTPaXKEHO B OTYETE;

- OTYeT COAEepP>KUT BCe aremMeHThl, Tpebyemble MpuHuunamm GLP;

- OTYeT XapaKkTepusyeTcs nocrnefoBaTeNbHOCTbHO U BHYTPEHHEN HEMPOTUBOPEUNBOCTIO;

- nepBuYHbIE AaHHbIe cobpaHbl MONHOCTLI0 1 B COOTBETCTBUM ¢ TpeboBaHusiMu MpuHuunos GLP.

CoTpyaHukam cnyxbel obecnedeHust kayecTBa MOXHO PeKOMEHA0BaThL COCTABMATh 3aKIOYUTENbHbINA
oT4eT 06 ayauTe Kak MoxHO nogpobHee, Ans Toro YTobbl Gblna BO3MOXHOCTb PEKOHCTPYNPOBATL ayauT.

Mpoueaypbl OOMKHBI ObITh YyCTaHOBMEHbI TakuMm 0Bpasom, UToObl COTPYAHUKN Cryx6bl obecneyeHns
KavecTBa ObIfN B Kypce BCeX A4OMOMHEHUA NN UBMEHEHWA, BHECEHHBIX B aHHble UCCNeaoBaHus U 0TYeT 06
nuccnegoBsaHuy B xoe sTana ayauta.

Mepen nognuMcaHuem 3aknodeHus cnyxba obecneveHns kayecTBa AOMKHa obecneunTb Haanexaulee
paccMOTpeHne B 3aKMo4MTENLHOM OTYeTe BCEX BOMPOCOB, MOAHSATLIX B XoAe ayauta crnyxbel obecneveHust
KayecTBa, U NOATBEPXKAEHNE Toro, YTo BCe NpeABapuUTernbHO cornacoBaHHble AeACTBUSA Bbinu 3aBepLleHbl U
YTO B OTYET He BblNO BHECEHO HUKaKMX M3MEHEHWIA, TpeBYHLLMX AanbHeLLero ayauTa.

Jo6ble ncnpasneHus v 4omnonHeHWs 3aBepLUEHHOrO 3aKMoUNTENBHOMO OTYETa AOMKHBI CTaTh 06 bek-
TOM ayaiuTa co CTOPOHBI CyObl 0becneveHus kKauecTsa, nocre Yero 6yaeTt Heo6xoaMmo npeaocTaBuTL Nepe-
CMOTpPEHHOEe UK AoNoNHUTENbHOe 3aknodeHne cnyx6bl obecneveHns kavecTea.
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2.8 3aknrueHune cnyx6bl o6ecnevyeHUN kavecTea

2.8.1 MpuHumnbl GLP [1] TpebytoT BKoYeHUsi NoANMCaHHOro 3aKntoueHus cryxobl obecrneyeHuns kadec-
TBa B 3aKTHOYUTESTbHBIA OTYET, B KOTOPOM YKa3blBAKOTCA TUMbI UHCMEKLMIA U AaThl UX NPOBEAEeHUS, B TOM Yicie
MPOMHCNEKTUPOBAaHHbBIE 3Tarbl UCCeoBaHUs, U, ecni HeobxoanMo, AaThl Nogaqm pesyrbTaToB UHCTIeKLMIA
aAMUHUCTPAaLIMKN UCTIbITATENbHOTO LieHTpa, PYKOBOAUTENIO UcCedoBaHMUA U OTBETCTBEHHOMY 1ccrenoBaTe-
mo(am) [1] (nepeuncnenue 1f) 11.2.2 n nepeuncnerue 4 11.9.2).

OTBeTCTBEHHOCTL 32 NMpoLeayphbl, rapaHTUPYoLWWe, YTO JaHHOe 3aKTUeHNe oTpaxaeT cornacue cryx-
661 0becneyeHns kauecTBa C 3aKIlo4YeHUEM PYKOBOAUTENS UccleaoBaHWA 0 cooTBeTCTBUM MpuHumnam GLP un
COOTBETCTBYET BbIMyLUEHHOMY 3aKIOUYUTENbHOMY OT4eTYy 06 UccnefoBaHUU, HeceT aAMUHUCTPALUA UCTbITa-
TENbHOro LieHTpa.

2.8.2 dopmart saknodeHmns crnyxbbl o6ecneveHUs kauecTBa OMKeH y4UTbIBaTh creuuduyeckme acnek-
Tl oTyeTa. HeobxoanMo, YTOBbI 3aKkmioYeHne BKNOYANO NOMHYI0 MAEHTUMDUKALMOHHYIO UHdopMauuio 06
nccneaoBaHuu, AaTbl U 3Tarbl COOTBETCTBYOLUX MEPONPUATUIA MO KOHTPOSIO CNYXObl 0becneveHus kayecTea.

B cnyyasix, korga nHcnekuum otTaesbHbIX UCCNeaoBaHUI He ABNATCA YacTblo 3aniaHUPOBaHHOW Npo-
rpammebl obecneyeHus kayecTsa, 0bs3aTenbHO HaNUYUe 3aknYeHus!, NoAPOGHO ONUCLIBAKOLLETO KOHTPONUPY-
IOWne MHCMeKUMKU, Hanpumep, B criydae KpaTkoCpOYHbIX UCCeoBaHUN, Koraa NOBTOPSAOWMECA UHCNEKLUK
Kaxaoro uccnenoBaHust HeadeKTUBHbI NN HENPaKTUYHDI.

PekomeHgyeTcsi, yTo6bl 3akniodueHne cnyxbel obecneveHns KayecTea 6610 3aBepLUEHO TOMNbKO Toraa,
koraa 6yaeTt noATBepXKAEHO 3asiBlIeHNe PYKOBOAUTENS NcCneaoBaHns o cooTBeTcTBUM MpuHuvnam GLP. 3ak-
nroyeHmne cnyx6bl obecneveHns kKauecTBa Takke CNYXXUT NOATBEPXKAESHUEM TOMY, UTO 3aKNOYUTENBHBIA OTYET
oTpaxaeT NepBUYHbIE AaHHbIe. 3a pykoBoAUTENEM UCCIeA0BaHNS OCTaeTca OTBETCTBEHHOCTL 3a oGecneve-
HUe Toro, 4To6bl B 3aKIMIOUUTENLHOM oT4eTe 6binu BulaeneHbl obractn nccnegoBaHus, He COOTBETCTBYHOLWNE
MpuHuunam GLP.

2.9 Cnyx6a obecneuyeHUsi KauyecTBa U UCCNeaoOBaHUA, He perynupyembie HOPMaTUBHbLIMU
Tpe6oBaHUAMU

Coorteetcreue MNMpuHuunam GLP ssnseTca HopMmaTuBHLIM TpeboBaHueM Ana NPUHATUA onpeaeneHHbIX
nccrnegoBaHuin. Tem He MeHee HeKOTopble UCNbITaTeNbHbIe LEHTPbI NPOBOAAT HAa OAHON NNoLAaaKe Kak uccne-
[OBaHUsi, COOTBETCTBYIOLLME HOPMATUBHBIM TPEGOBaHUAM, Tak U UCCNeqoBaHUA, He NpeaHa3HauYeHHble Ana
rnogayn perynupyrowmm opraHam. Ecrin nccnenosaHus, He perynupyemMele HOpMaTUBHBIMU TpeboBaHUAMMU,
NMpoBOASATCA He B COOTBETCTBUW CO CTaHgapTamu, cornoctaBuMmbiMu ¢ MpuHumunammn GLP, 3710, kak npaBuno,
HeraTWBHO BNUSIET Ha COOTBETCTBUE NccregosaHunin MNpuHumnam GLP, perynupyembix HopMaTUBHBIMU Tpebo-
BaHUAMMW.

B cnuckax nccnegosaHui, XxpaHsawmxcsa B cryx6e obecneveHns ka4ecTsa, AOMKHbI BbITb MaeHTUdUUN-
poBaHbl NCCNEeA0BaHNA KaK perynvpyemMble, Tak 1 He perynvpyemMbsle HOpMaTUBHbIMK TpeboBaHMAMU, YTOObI
MO3BONNTbL NPOBECTU HAaANeXaLLlyo oL eHKY paboyein Harpysku, NPUroAHOCTU UCTbITaTeNbHBLIX LEHTPOB 1 BO3-
MOXHO€e B3aVMHOe BrUsiHME B poLiecce nposeAeHns UcnblTaHuiA. s BbINONHEHWS AaHHOW 3aaadn cnyx6a
obecneveHuns kKavyecTsa AOMMKHA UMETb AOCTYNM K aKTyanM3aMpoBaHHOMY 3K3eMMSpY OCHOBHOrO NiaHa-rpadu-
Ka. fBnseTcsa HenpueMnemslM 3aaBnATb 0 cooTBeTcTBUM MpuHUmMnam GLP yxe HavaToro uccnefosaHusi, He
cooTBeTCTBYloWero TpebosaHnam MpuHumnoe GLP. Ecnu nposeaeHvne uccnenosaHusl, 0o603Ha4YeHHOro B
kavecTBe cooTBeTcTByoLWero MpuHunnam GLP, npodomkaeTcs kak UccnegoBaHne, He COOTBETCTBYHOLEE
MpuHuMnam GLP, 8To 4OMmKHO BbITb YETKO AOKYMEHTUPOBAHO.

210 Cnyx6a o6ecneyeHunsi kayecTBa B HEGOMbLUNX UCNbITATENbHbIX LIeHTpax

AAMUHUCTPaLMN HeBoNbLUMX UCTIbITaTeNbHbIX LLeHTPOB MOXET ObITh NPaKTUYECKU HEBO3MOXKHO Noaaep-
XMBaTb OTAEMbHbIN LUTAT COTPYAHUKOB, paboTaloLL X UCKNIOYUTENBHO B 06nacTn obecnedeHus kayectsa. Tem
He MeHee aAMUHWUCTpaLMs UCMbITaTeNLHOro LIeHTpa A40KHa Ha3HaunTb No KpalHen Mepe 04HOro CoTpyaHuKa
(Qaxe No COBMECTUTENLCTBY), NOCTOSIHHO OTBEYatoLLero 3a koopauHauuio hyHKUMK oBecneveHns kavecTsa.
[na HakonneHWs 3HaHWi 1 onbITa, a Takke obecnevyeHUss COOTBETCTBYIOWEN UHTeprpeTaunmn xenatensHa
ornpeaeneHHas NpeemMcTBEeHHOCTb NepcoHana no obecneyeHnIo kavecTea.

Jluua, yyacTeytoLme B MccrieaoBaHUsAX, COOTBETCTBYOLWMX MpuHUMnam GLP, MoryT BbINOMHATE yHK-
LMK obecneveHns KayecTsa UCCMeAoBaHWN, Takke COOTBETCTBYOWMX TpeboBaHusM MpuHumnos GLP, nposo-
AVMbIX ApYrMy noapasaeneHnsMm UCTbITaTesbHOro LeHTpa.

Kpome Toro, BO3MOXXHO MpuBReYeHne NocTopoHHero nepcoHarna, HaHMMaemMoro 3a npegenamMu UcrnbiTa-
TeNbHOro LIeHTpa, AN BbINOMHEeHNA byHKLMA oBecneveHns kadecTsa B Cryvasix, eCrv aTo MoxeT obecneynTb
Heobxoaumyto acdeKTUBHOCTb paboThl, Tpebyemyto Ans cooTBeTCTBUSA MponHuMnam GLP.

[aHHas koHUenuuMa MoxXeT ObiTb AOMNOMHUTENBHO NMPUMEHeHa K UCCnegoBaHWsAM, NPOBOAMMbLIM Ha
HeCKOIMbKMX UCTIbITaTeNbHbIX NoWaakax, HanpuMep ccrneaosBaHUAM B NOMEeBbIX YCNOBUSX, NPU YCIOBUK, YTO
YyeTKo ycTaHoBMNeHa o6LLas OTBETCTBEHHOCTb 3a KOOpAMHaLMio paboT.
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