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UHpopmayusa 06 usMeHeHUAX K HacmoswemMy cmaHOapmy rybnukyemcsi 8 exe2o00Ho usdasaeMom
UHGhopmayUoHHOM ykazamerne «HayuoHanbHble cmaHGapmbl», a meKcm U3MeHeHUU U r10fIpasoK — 8 exeme-
CAYHO U30asaeMbix UHPOPMAUUOHHbLIX yKazamessix « HauuoHansHbie cmaHdapmbl». B criyyae nepecmompa
(3ameHbl) unu ommeHbl Hacmoswe2o0 cmaHdapma coomeemcemayiouee ysedomeHue bydem onybnukoeaHo
8 eXXxeMeCcsaYHO uzdasaeMoM UHHOPMaYUOHHOM yKkasamerie « HauyuoHanbHbie cmaHOapmsi». Coomeemcmesy-
rowas uHghopmayus, ysedomieHue U mekecmsi pa3Meusaromcesi makxe 8 UHgopMayuoHHol cucmeme obuezo
ronb308aHUsA — Ha oghuyuanbHoM calime @edeparibHo20 azeHmemea o MexXHUYeCKOMY peayruposaHuio u
Mempornoauu 8 cemu lHmepHem

© CtaHgapTuHdopm, 2013

B Poccuiickon ®eaepaLim HacTOALUIA CTaHAapT HE MOXKeT 6bITb NOMHOCTLIO UMK YaCTUYHO BOCNPOU3BE-
AeH, TUpaXxnpoBaH 1 pacnpocTpaHeH B kadyecTBe oduLmanbHoro usaaHua 6es paspeweHus degeparnsHoro
areHTCTBa No TeXHUYECKOMY peryrnpoBaHu1io U METPONIOrUn
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BBegeHue

B pamkax koHceHcycHoro cumnosvyma O3CP no Hagnexaluen nabopaTopHON NpakTnke, COCTOABLLIEro-
ca 16—18 okts6pa 1990 r. 8 bag-[ropkxanme, Nepmarusa (Bad-Dirkheim, Germany), Pabouas rpynna nog
npedcegatenscTBoM A-pa Assuaa Mypa (Dr. David Moore), pykoBognTens opraHa MOHUTOPUHra cooTBe-
TcTBMSA GLP BenunkobputaHuu, npoBena coBellaHune ¢ Lienbio 06CcyxaeHns 1 4oCTUKEeHNs KoHceHcyca Mo npo-
6rnemMe COOTBETCTBUS MOCTABLUMKOB NCMbITATENbHBLIX LeHTpoB MNpuHumnam GLP. YneHamn Pabouyeii rpynnbl
6bINY NPeacTaBUTENN OPraHOB MOHUTOPUHIA cooTBETCTBMA GLP 1 ucnbiTaTenbHbIX LeHTPOB U3 ABCTpUM, PUH-
naHgun, ®paxHumn, Fepmanun, AnoHuu, Weeuun n BenukobputaHun,

PaGouas rpynna paspaboTana TeKCT 3TOro KOHCEHCYCHOTO AOKYMeHTa U NpeacTaBuna pekoMeHaaLumu,
OTHOCSLMECH K PO NOCTaBLUMKOB Mo oTHOLWeHWo K MpuHumnam GLP, B TOM 4vcne o ponu akkpeautauuu B
KadecTBe OOMOSTHUTENbLHOrO WHCTpyMeHTa cooTBeTcTBUA GLP. PaBovas rpynna gocturna KoHceHcyca u
npegocTaBuna pykoBogsLme ykaszaHus rno npobneMam, 0THOCALMMCS K HECKOMbKUM KOHKPETHBIM KaTeropmsam
nocTaBoK. TN NPobnemel N3MOXKEHbI B HACTOSALLEM CTaHaapTe.

MpoekT KOHCEHCYCHOro AoKyMeHTa, paspaboTaHHbll Pabovein rpynnoi, 6ein pacnpocTpaHeH cpegu
cTpaH — uneHoB OJCP 1 nepecMoTpeH Ha OCHOBE NONyYeHHbIX 3aMmedaHuniA. Brocneacteum gokymeHT Bbin
opo6peH Mpynnoii akcnepToB O3CP no GLP, Mpynnoi no XnM1u4eckum BeLLecTBam 1 Y npasnsiownum KomuTte-
TOM cneumanbHON NPorpaMMbl MO KOHTPOSTHO XMMUYeCcKMX BelecTB. 3aTem KoMUTET No oxpaHe okpyxatowwei
cpedbl pekomeHAoBan CHATb OrPaHNYeHnsl B OTHOLIEHUN UCMONb3oBaHWUA AaHHOrO AOKYMEHTa nod arnaomn
reHeparnbHOro cekpeTaps.

B cBeTe NpuHATUA NepecMoTpeHHbIX B 1997 r. MpuHunnos GLP O3CP aaHHbI KOHCEHCYCHBIN AOKYMEHT
6bin paccMoTpeH Paboyer rpynnoi no GLP 1 nepecMoTpeH ons npMeeaeHWst ero B COOTBETCTBUE C U3MEHEHN-
MK, BHeceHHbIMU B MpuHumunel GLP O3CP. fokymeHT 6bin ogobpeH Pabouei rpynnoli B anpene 1999r., a
3aTeM Ha CoBMeCTHOM 3acedaHuu KomuteTa no xumuyeckum sewlectsam 1 Paboyei rpynmnbl o XMMUYECKUM
BelllecTBam, nectuumgam n 6uotexHonorum B asrycte 1999 r. [lokymeHT Takke 6bIN1 paccekpeyeH noa arnaoi
reHepanbHoro cekpeTaps.

AOMUHUCTpaLUs NCnbITaTeNbHOro LieHTpa AomkHa obecneynsaTs, 4Tobbl MpuHuMnbl GLP cobnoganuck
B UCMbITATENbHOM LieHTPe 1 YTOBbl B HEM MUMENOCh AOCTATOMHOE YNCO KBanMduUMpOBaHHOro nNepcoHana,
COOTBETCTBYIOLMX NOMeLLeHM, 06opyaoBaHNs U MaTepuanos AN CBOEBPEMEHHOrO U Haanexallero npose-
AeHnsa nccregoBaHns.

AAMUHNCTPALMA UCNbITATENBHOIO LieHTpa Takke aormkHa o6ecnevnBaTb, YTOOLI NOCTABLUMKL UCNbITa-
TeNbHOro LeHTpa cooTBeTCTBOBaNV TpeboBaHNAM, NpeabABASEMbIM K UCMONb30BaHUIO UX YCITYT NpU NpoBeae-
HUM nccneaosaHun. Ha ocHoBe aTux TpeboBaHWIA MOCTaBLUMKW MaTepuasnos, WCMONb3yeMblX B
nuccnenoBaHuUsIX, KOTOpble NPeACTaBNSAITCSA B pErynupyoLLue opraHbl, He A0mMkHbI ObITb BKIHOYEHbI B HALMO-
HanbHble NPorpaMMbl MOHUTOPUHIAa cooTBETCTBUA GLP, HO OHU BCE XXe UrpatoT onpeaeneHHyo pofb, CBA3aH-
HYt0 ¢ 06513aHHOCTAMIU aAMUHUCTPALMA UCTIBITaTENbHBIX LIEHTPOB.

Mo onpeaenexuio, aaHHomy B MpuHuunax GLP, oTBeTCTBEHHOCTb 3a Ka4eCTBO U NPUFOAHOCTb K UCNONb-
30BaHWI0 0bopyAoBaHUA U MaTepUanos LeSIMKOM Bo3naraeTcs Ha aaMUHUCTPaLMUIO UCTILITATENbHOMO LIeHTpa.
Takum o6paszom, npuemMnemMoctTs 060pyA0BaHNA U MaTepuarnoB B UCNbITaTENbHBLIX LeHTpax, cobnioaatoLmx
MpuHUMnbl GLP, AomkHa 6bITh rapaHTMpoBaHa Npy NpeaocTaBNeHNU pe3ynbTaToB UcCNeA0BaHUA perynupyto-
LLleMy opraHy.
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M E X T OCVYAOAPCTUBETHHUB # C TAHIOAPT

MPUHUMNbI HAQNEXALLEA NABOPATOPHOW MPAKTUKWU (GLP)
CooTBeTCTBME NOCTABLUMKOB UCTbITaTeNbHOrO LeHTpa MpuHuunam GLP

Principles of Good Laboratory Practice (GLP).
Compliance of laboratory suppliers with GLP principles

DaTta BBegeHna — 2013—01—01

1 O6nacTb NpUMeHeHus

HacToswwit ctaHgapT pacnpocTpaHseTca Ha TpeboBaHus, npeabsABnseMble K NocTaBLMKaMm UcnbiTa-
TeNbHbIX LEHTPOB B OTHOLLIEHWUU KavyecTBa MocTaBnseMblX UMW MaTepmnanos B cooTBeTcTBuM ¢ MpuHumnamm
GLP; a Takke K agMUHUCTpaLMM UCTbITATENbHOMO LIeHTPa B OTHOLLEHUN ee B3aUMOOTHOLUEHWUIA ¢ opraHaMu
MOHUTOPWHra cooTeeTcTBMA MpuHuMnam GLP, B ToM yucrnie B 06nactu akkpeautauuu, B kKayecTse AONONHN-
TeNbHOro MHCTPYMeHTa cooTeeTCTBUSA MpuHumnnam GLP.

0653aHHOCTN aAMUHUCTPALMK UCNbITATENbHBIX LEHTPOB onpeaeneHbl B HOPMaTUBHOM AokyMeHTe [1]
(nyHKT [1.1). ABMUHMCTPaLMa UcbITaTeNbHOro LieHTpa AomkHa obecneunsaTthb, YTO6bI B UCNBITAaTENBHOM LiEH-
Tpe cobntoganuce MpuHuMnel GLP, B HEM uMenocb 4oCTaTOYHOE YUCIHIO KBannUUMPOBaAHHOro NepcoHana,
COOTBETCTBYHOLWMX NOMELLEHIIA, 060pyAOBaHUSA U MaTepUanos AnNA CBOEBPEMEHHOro U Haanexalllero npose-
AEeHNs nccneaoBaHns.

AAMUHNCTPaLMA UCTIbITAaTENLHOTO LieHTpa AoIKHa Takke o6ecneumBaTb COOTBETCTBUE NMOCTaBLUUKOB
TpeboBaHMsM, NpeabsABNSEMbIM K X YCIyram Npy npoBedeHuu nccnegosaHnin. CornacHo aTum tpeboBaHnam
MOCTaBLLMK/M MaTepu1arnos, UCMOSb3yeMbIX B UCCIeA0BaHUSAX, KOTOPbIE A0SMKHBI NPeAoCTaBNATLCA B perynmpy-
towne opranbl GLP, He fomkHbI BbITh BKOYEHBbI B HALMOHanbHbIE NPOorpaMMbl cooTBeTCTBUS MpuHumMnam
GLP, HO OHU BCe Xe urpatoT onpegeneHHyo posib, CBA3aHHYH0 C 0693aHHOCTAMU aAMUHUCTPALIMNA UCTIbITaTeNb-
HbIX LLEHTPOB.

Mo onpeaenexHnio, aaHHomy B MNpuHumnax GLP [1], 0TBETCTBEHHOCTb 3a KA4eCcTBO U MPUrogHOCTb K
1Ccrnonb3oBaHWio 06opyAoBaHNS 1 MaTepUarnoB LIeNIMKOM Bo3naraeTca Ha aaMUHUCTPALIUIO UCTIbITAaTeINLHOIo
LeHTpa. Takum obpa3oM, npuemnemMocTs 0b6opyaoBaHUsA U MaTepuanoB B UCNbITaTeNbHbIX LIeHTpax, cooT-
BeTcTBYOWMX MpuHumnam GLP, gomkHa 6bITb rapaHTUpoBaHa nNpu NpeacTaBneHnn pesynbTaToB UccrneaoBa-
HUs perynnpytowemy opraHy GLP.

B HacTosweM cTaHaapTe NpeaocTaBreHbl pa3bsiCHEHUS, NMpeAHa3HaYeHHble KakK Ang agMUHUCTpa-
L1n1 UCMbITATENbHOrO LieHTpa, Tak U NocTaBLUKaM, kKakum obpasom OHM MOTyT AOCTUYL COOTBETCTBUSA
MpuHunnam GLP B paMkax HaLMOHaNbHbLIX CUCTEM akkpeauTauum n/unu opuunanbHbiX HaLMOHaMNbHBLIX U
MeXAYHapoAHbIX cTaHAapToB NMBO NyTeM MPUHSATUS APYrMX Mep, KOTOpble MOryT COOTBETCTBOBaTb
KOHKPETHOMY NPpoAaYKTY.

HauunoHanbHble MU MexayHapoaHble cTaHAapThl, B COOTBETCTBUU C KOTOPLIMU MOTYT BbITb CO3AaHbl
opraHusaLumn No akkpeaMTaLmmn, MoryT NPUMEHSATLCA B TEX CryyasiX, Kor4a oHu ABAATCA NpUeMnembiMmn Ans
aAMUHUCTPaLMUK UCTbITATENbHOTO LeHTpa. ATMUHUCTPaLUK UCTILITaTeNbHbIX LEHTPOB UHANBUAYANbLHO UK B
COTPYAHWYECTBE APYr C APYTroM AOIKHbI, TakuM 06pa3om, NoAAepXKUBaTb TECHBIE KOHTAKTbI C NOCTaBLLMKaMU U
opraHunsaLuaAMN No akkpeaMTaL M NOCTaBLLUMKOB.

U3paHne opnumnansHoe
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2 CooTBeTCTBME NOCTaBLUMKOB UCTIbITaTeNbHbIX LleHTpoB MNMpuHuvnam GLP

2.1 CtaHAapTbl U CUCTEMbI aKKpeauTauuu

WcnbiTaTenbHble LeHTPbl UCNOMb3YH0T pasfnyHble MaTepuarbl, NocTaBnsemMble Ansa uccneaoBaHumn, npo-
BOAUMbIX B cooTBeTCTBMM ¢ MpuHumnamu GLP.

2.1.1 TMocTaBLWMKM AOMKHBI NMPEANPUHUMATL Mephbl NS Haaexallero NpouM3BoAcTBa NPOAYKUUK, KOTO-
pas cooTBeTCcTBYeT TpeboBaHUsAM nornb3oBaTenei, uanoxeHHbiM B MpuHumnax GLP. MHorve noctaswukm
yCTaHOBWNU NPOU3BOACTBEHHBLIE HOPMbI, KOTOPbIE COOTBETCTBYIOT OhULManbHEIM HAaUMOHAMNBHEIM UK MeX-
AyHapoaHbIM CTaHAapTaM UMW NosTyYUny akkpeauTauuio B paMkax pasnunyHbIX HaunoHarnbHbIX cucteM. 3Tu
aencTeusA 6binvM NpeanpuHATLI Ans Toro, YTobbl NocTasnseMas npoaykuus 6bina npuemnemMa ans perynupyto-
LLMX OpraHoB, KoTopble TpebyloT, YTO6bl UccreaoBaHUS NPOBOAUNUCH B cooTBEeTCTBUM ¢ MpuHumMnamu GLP.

2.1.2 lMocTaBwmKkam pekomeHayeTcsl BHeApsTb MexayHapoaHbli ctaHgapT UCO 9001:2008, B yacTHOC-
™, YacTb 1. Mogenb obecneveHuns kayecTBa Npy NPOEKTUPOBaHUM, pa3paboTke, NPOU3BOACTBE, MOHTaXe U
obcnyxunsarnum [2]. JaHHbI MexayHapoaHbIA CTaHAapT MOXET NoAAEPXKUBATLCA MeXAyHapoaHbIM cTaHAap-
Tom UCO/M3BK 17025:2005 [3], B 0coObeHHOCTU B OTHOLIEHUM cybnoapsaa.

2.1.3 AkkpeauTaums moxeT ObiTb 0coBeHHO nonesHoln noctaslwmkam. OpraHbl (CUCTeMbl) akkpeauTa-
LMK NOCTOAHHO crneaaT 3a BHegpeHueM cTpaHamn — uneHamu OJCP HauuoHanbHbIX U MeXayHapOAHbIX
CTaHAapTOoB, MOCKONbKY HAanMuMe aTTecTata akkpeauTaumn y nocTaBLLmMKa UM NPOU3BOANTENS MOXET IBUTLCS
ONA KNMMEHTOB NOATBEPXKAEHUEM TOro, YTO NOCTaBLUMK WU NPOU3BOAMTENb OCYLLUECTBUIT BHEAPEHWE COOT-
BETCTBYHOLMX CTAHAAPTOB B ONOMHEHUE K APYrMM acnekTam akkpeautauunu. PekomenayeTcs, 4Tobbl nocTaBs-
LMK 0OBUBANMCH YIEHCTBA B HALMOHATIbHBIX CUCTEMAaX akkpeauTaLuu, rae 3T0 BO3MOXHO U/UIU YMECTHO.

2.1.4 XoTa akkpeauTauua siBnseTca NonesHbIM AONOMHUTENBbHBIM MHCTPYMEHTOM Ansa obecneyeHus
cooTBeTcTBUA MpuHuMnam GLP, oHa He saBnsieTcst npuemnemMoi anbTepHaTuBon cooTeeTcTBuUIo MpuHUMnam
GLP 1 He npuBoauT K MeXayHapogHOMY NPU3HAHUIO pe3ybTaToB UCMbITaHWUI B KOHTEKCTE BhINOSIHEHUSI Tpe6o-
BaHUIA, M3NoXeHHbIX B akTax CoseTa OOCP 0 B3aMMHOM NpU3HaHWUM fiaHHbIX NPUY OLEHKE XMMUYECKUX BELLECTB
[C(81)30(Final)] n o cootBeTcTBUM MpuHUMNam GLP [C(89)87(Final)] [1].

2.2 TecT-cUCTEMbI

MpuHumnel GLP [1] (nepevncnerue 5b) 11.8.2) TpebyioT, 4TOBLI XapakTepUCTUKN TECT-CUCTEM ()KUBOTHBIX,
pacTeHWin 1 Apyrnx opraHMamos) 6binn NpuBedeHbl B NnaHe uccnegosaHusa. 3T1o TpeboBaHue MoxXeT 6biTb
BbIMOSTHEHO Ha OCHOBaHWN MHPOPMaLUN, NONYYEHHOW HENOCPEeACTBEHHO OT MOCTABLLMKA.

B HekoTopbIX cTpaHax, rae MpuHuunbl GLP peanu3oBaHbl, NOCTaBLMKA CBA3aHbI C HaLMOHaNbHLIMA
perynupyoLmMMmn opraHamn nim cucteMammn Jo6poBoNbHON akkpeguTaumu (Hanpumep, 4na nabopaTopHbIX
JKMBOTHBIX), KOTOpble MOTYT MPEeAoCTaBUTb MOMb3OBaTeNAM AOMNOMHUTENbHbIE AOKYMeHTanbHble CBuae-
TENbCTBA O TOM, YTO OHU UCMONb3YHOT TECT-CUCTEMbI OMNpeAeNEHHOro KavecTea.

2.3 Kopm AnAa XUBOTHbIX, NOACTUMNKU U BOAa

XoTa B MpuHuunax GLP HeT cneuunansHbIX yKasaHuii, KOpM ANs XUBOTHBIX AOMKEeH aHanuanpoBaThes ¢
onpeneneHHoON NepUoAMYHOCTLIO AN YCTAaHOBIEHWS €ro COCTaea, ¢ TeM YTo6bl M3bexaTb MHGbIX BO3MOXHBIX
nomex B paboTe TecT-cucteMbl. Boaa v noacTUNKa Takke AOMKHBI aHanM3MpoBaThCs ¢ Lenblo obecneyeHus
TOro, YTo6bl YPOBEHb 3arpa3HAIOLLMX BELLECTB He NpeBblLLa Toro, KoTopblil cnocoBeH NoBnnATL Ha pesynbTa-
Thl ccneaoBaHus. CepTudunkaTel aHanmsa o6blMHO NPeAoCTaBNATCA MOCTaBLLMKaMU, B TOM YACTIe opraHamu
yrpasneH1s UCrnonb3oBaHMeM U oXpaHoi BogHoro dorga. MocTaBlwmKku A0MKHEI NPeaoCcTaBnATL COOTBET-
CTBYIOLLME AOKYMEHTa bHbIE AoKasaTeNbcTea ANs obecrnedeHnsl OCTOBEPHOCTU NPOBEAEHHbIX aHaNnsos.

2.4 Xumuueckue BellecTBa ¢ paauoakTUBHON METKOMN

Kommepueckne 3aTpyaHeHUs NOCTaBLLMKOB XMMUYECKUX BELLECTB € paguoakTUBHON METKON 3acTaBunn
nx gobueaTtbes oduymnansHoro cooTseTcTBUA MNpuHuMnam GLP nyTem BkntoYeH s B HaLMoHarbHble nporpam-
Mbl cooTBeTCTBUSA MpuHLMnam GLP. Bo MHOMMX criydasx 3T NocTaBLL MK/ NPON3BOAAT TECTUPYEMble 06 EKTbI
(o6pasubl) ¢ pagnoakTUBHOM METKOM, KOTOPbIE A0MKHBI BbITb MONMHOCTBIC OXapakTepnsosaHbl (KBanupuumpo-
BaHbl) C UCMOMb30BaHWeM npoLeayp, KoTopble cooTBeTcTBYOT MpuHunnam GLP. Ha ocHoBaHMK Bbiwensno-
XXEHHOro MOoCTaBLMKaM XUMUYECKMX BELLECTB C paauoakTUBHON METKOM MOXeT noTpeboBaThes noagepxka
HaLuMoHanbHbIX MPOrpaMM MOHUTOPUHIa cooTeeTcTBUSA MNpuHumnam GLP.

2.5 KoMmnbloTepusnpoBaHHbIe CUCTEMbI, NPUKNaAHOe NporpaMMHoe obecnevueHue

2.5.1 Bce koMmnbloTepHoe MporpamMHoe obecnedeHue, B TOM YUCMNe MofydeHHoe OT MHOCTPaHHBIX
NOCTaBLUMKOB, Kak NpaBusio, AOMMKHO MPOUTM NpUeMoYHOe UCMbITaHne nepes Havyanom ero aKcriyatauuu B
ncnblTaTensHOM LieHTpe. OTo TpeGoBaHWe o3Ha4aeT HeoBGXOAMMOCTL oduLManbHoM BanuaaLum nporpav-
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MHoro obecnedeHusi, koTopasi byaeT ocyLecTBASITLCA NOCTABLUMKOM OT UMEHM Nosb3oBaTens, Npu ycrnosuu,
YTO MoMb30BaTeNb NPOBOANT HaA/lexalle NPUeMOYHbIe UCMbITaHUS.

2.5.2 Monb3oBaTtenb AomkeH o6ecneunBaTh, YTOOLI BCe NporpaMMHoe obecneyeHune, NosyvyeHHoe 13
WNHOCTPAaHHOIO UCTOYHMKA, BbINo NpeAoCcTaBNeHo MPU3HaHHBIM NOCcTaBLMKOM. MHOrMe nocTaBLMKM NblTaloTeA
COOTBETCTBOBATb TpeboBaHWsAM Nonb3oBaTenen nyTeM BHeapeHus [2], 4to cunTaeTcs 6e3ycrioBHO BeCbMa
MonesHbIM.

2.5.3 MNepecmoTtpeHHble MpuHumnel GLP [1] (nepedncnenue 2g) I1.1.2) yctanasnuMeaoT OTBETCTBEH-
HOCTb 3a o6ecneveHne Toro, YTobbl NporpaMMHoe obecneveHune GblNo BanMANpoBaHO PyKOBOAUTENEM UCChe-
JOBaHus.

Banvpaumsa MoxeT oCyLLeCTBNATLCSA NMOMb30BaTENeM U MOCTABLLMKOM, HO NOHasA AOKYMEHTaLms npo-
Lecca AormkHa ObITb 4OCTYMNHA U coXpaHeHa B apxmBax. B cnyvasix, koraa sanvaaLus BbINONHSAETCS NoNb3oBa-
Tenem, AOSKHbI BbITb 4OCTYMHLI CTAHAAPTHLIE onepaLunoHHble npoleaypsbl [1] (nepeuncnerHmne 2b) 11.7.4).

2.5.4 TMpoBedeHne NMPUEMOYHBIX UCMbITAHWIA Nepe UCMONb3OBaHWMEM MporpamMHoro obecneyeHus
ABMNAETCA OTBETCTBEHHOCTbIO Nofb3oBaTens. Npuemo-caaTovHbIe UCMbITaHWA OOMKHbI ObiTb MOMHOCTLIO
AOKYMeHTVpoBaHbl [2].

2.6 CtaHAapTHble 06beKTbI (06pa3Lbl)

AIMUHUCTPALMS UCTIBITATENbHOrO LIeHTpa HeceT OTBETCTBEHHOCTL 3a obecrneveHue Toro, YTobbl Bce
MPOMbILUIEHHbIe cTaHA4apTHble 0ObekThl (06pasLbl) cooTBeTcTBOBaNMU MpuHumnam GLP B oTHOLWEHWUN naeH-
TUYHOCTK, COCTaBa, YUCTOThI U CTabunbHOCTK ANA Kaxaoh napTum Mmatepuana [1] (nyHkTel 11.6.2.2 1 11.6.2.4).
CepTudmkaThl, NpegocTaBreHHble MOCTaBLMKaMM, AOMPKHBI OXBaTbIBaTb AaHHbIE 06 NAEHTUYHOCTH, YACTOTE
1 cTabunbHOCTK (B OnpeaeneHHbIX YCIoBUSX MpyU HeobXxoaMMocTi) 1 Nobble Apyrue XapaKkTepucTukn Ans
onpedeneHna KaxaonW napTum cooTBeTCTBEHHO. B ocobbix criydasix mocTaBLUK OOMKeH NpeaocTaBnsTh
AOMONHUTENbHYH MHbOPMaLMIo, HanpuMep o MeTofdax aHannaa, U 6biTb FOTOB AEMOHCTPUPOBaTL HaLMOHa b-
Hble/MeXayHapoaHble Mepbl, MPeAnpUHUMaeMble UM AN KOHTPOMSA KavyecTBa, Harnpumep CO CCbINIKON Ha Haa-
nexalylo npousBoacTBeHHyto npaktuky (GMP, Good Manufacturing Practice) wnu HauuoHanbHyo/
MexayHapogHyto hapmakoneto.

2.7 Mpubopsl

2.7.1 AOMUHUCTpaLMA UcnblTaTenbHOro LEeHTpa HeceT OTBETCTBEHHOCTb 3a obecneyeHune Toro, 4tobbl
npubopbl Bblk NpUrogHbIMM U PYHKLMOHMPOBANM B COOTBETCTBUM C WX MNPAMBIM  HasHaYeHUEM.
AOMUHUCTPaLMSA UCTIbITATeNbHOrO LieHTpa AoSkHa Takke obecneumsaTtb, YToObI NPUGOPLI NOBEPSNACH U
kanubposanuch Yepes onpeaeneHHble NPOMEXYTKU BpemeHW. Kanubposky cneayeT npoBoanuTb, Mo Mepe
HeobX0AMMOCTH, C UCNOSMb30BaHNEM COOTBETCTBYIOLWMNX HALMOHAMbHBLIX UM MeXAyHapOoAHLIX CTaHAapTOB
nsmepeHui (aTanoHoB). Ecnu ctaHaapTHble 06pasLbl XpaHAT Nonb3oBaTeNu, UX A0MKHbI KannbposaTb KoMne-
TEHTHblE OpraHbl Yepes onpeaeneHHbIe NPOMEXYTKN BPEMEHMU.

2.7.2 Cuutaetcs HeobxoauMbIM, 4TO6bI NOCTaBLUMKN NPeA0CTaBUAM BCO HopMaLuio, Heobxoaumyio
Ans koppeKTHol paboTbl NpuGopoB. [N onpeaeneHHbIX TMNOB NPUGOPOB, HanpuMep BeCOB U 3TaNoHHbIX Tep-
MOMETPOB, Takke AOMMKHbI ObiTb NpeAocTaBneHbl cepTUdnkaThl KanMBpPoBKK.

2.8 CtepunusoBaHHble MaTepuanbl

B 0693aHHOCTM agMUHUCTPALMN UCTILITATENBHOTO LEHTPa BXoaUT obecneyeHne Toro, Ytobbl maTepua-
Nbl, KOTOPbIE HE AOIKHbI BbiTh UCTOUYHUKAMKN UHPEKUNW, CTePUNN3oBan1ch A0HKHBIM 06pasom B cooTBeT-
CTBUM C Hagnexawmu npoleaypamm KoHTpons. MocTaBLWMKN ACKHLI BbITb B COCTOSIHUM NpeaocTaBnATbL
Hagnexaluue gokasaTtenbCTBa TOro, YTo B MaTepuanax, CTepuM3oBaHHbIX Npu nomowm o6yyueHnsa unu ¢ npu-
MeHeHWUeM ApYruX CPe/ICTB U areHToB, OTCYTCTBYIOT N0GbIE UCTOUHUKM MHADEKLIMM UK HEXenaTenbHbIe ocTaT-
K1 areHTOB, UCMOSIb30BaHHbIX MPU CTEpUNU3aLmmn; AN A0Ka3aTeNbCTB UCTMOMNb3YIOT, Hanpumep, cepTUdUKaThl
UMK CCBINKN Ha HaLMoHarbHble cTaHaapThl.

2.9 OCHOBHbIe peareHTbl

Monb3osatenb AomkeH obecnevmBaTh, YTOObI peareHTbl 6b1nv NoNy4YeHbl TONBKO OT aKKpeUTOBaHHOIo
nocTasLumka. MocTasLmMK AOIPKEH NPpefoCcTaBUTb OKYMEHTalnbHOe CBUAETENLCTBO O CTaTyce akkpeauTaumm.
Ecnun HaunoHanbHas cuctema akkpeauTaumm oTCyTCTBYET, Nonb3oBaTenb AoMkeH obecneynsats nonyyeHne
OT NocTaBLWuKa cepTUUKaToB aHanM3a, KoTopble rapaHTUPYIOT, YTO peareHTbl COOTBETCTBYHOT YKasaHHbIM Ha
3TUKETKAX.

Mo AOroBOPEHHOCTU C NOCTaBLUMKOM NOMb30BaTelb AOMKEH HECTU OTBETCTBEHHOCTL 3a obecnevyeHue
TOrO, YTO BCE peareHTbl CHabXeHbl 3TUKeTKaMun ¢ NoApobHbLIM OrucaHnem B COOTBETCTBUM C KOHKPETHLIMU Tpe-
6oBaHMaAMM MpuHumnos GLP.
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2.10 Mowwue u ae3nHpULUpyOLLMe cpeacTBa

Monb3oBaTenb AoKeH OblTb 0CcBeA0OMeH 060 BCeX aKTUBHBLIX KOMMOHEHTax, YToObl Obliia BO3MOXHOCTb
caenaTb NoaxoaaLniA BbI6op AN UCMoNb3oBaHUS 1 yaaneHUsl NoTeHUMarnbHo onacHbIX B MaHe 3arpsasHeHus
Wnn cosgaHunsa nomex (MHTepdepeHLM) CpPeacTB, BANSIOLLMX Ha MOSTHOTY UccreoBaHus.

2.11 Mpopgykuusn, Heo6xoaMmas ANA NpoBeAeHUs MUKpo6Uonoruyeckux uccregoBaHui

Mo AoroBOPEHHOCTY C NOCTaBLUMKOM NOMb3oBaTe b A0IKEH HECTU OTBETCTBEHHOCTL 3a CHabXeHue Bcex
TaK1X NPOAYKTOB 3TUKETKaMM, CoAepXKallumu, Mo KpaiHen Mepe, cneaytoLLyto MHoPMaLo: UCTOMHIK, UaeH-
TUYHOCTb, AATY NPOUIBOACTBA, CPOK FOAHOCTM, YCMOBUS XpaHeH s,

MocTaBLmMK gomkeH obecneynsaTb HanMune AOKYMeHTaLUmn, CBMAETENbCTBYIOLEN O cTaTyce akkpean-
Tauuu. B Tex cnyvasx, korga HauuoHanbHas cUcTemMa akKpeauTauuu OTCYTCTBYET, MOCTaBLUMK AOMKEH
NpegocTaBnsATh NONb30BaTENO AOKYMEHT O BanugaLun, KOTOPbI CBMAETENbLCTBYET O TOM, YTO NMPOAYKT COOT-
BETCTBYET yKasaHHOMY Ha 3TUKETKe.



FOCT 31884—2012

Bu6nuorpadua

[11 ENV/MC/CHEM(98)17  Principles on Good Laboratory Practice. OECD series on Principles of Good Laboratory
Practice and compliance monitoring — Ne 1 (MpvHUMNbl Hagnexale nabopaTopHoOn
npakTvku. Cepusi gokymeHToB O3CP o MpuHumnax Hagnexaluen nabopaTopHOW NpakTy-
KN 1 MOHUTOpPUHre cooTBeTcTBms. Ne 1)

[2] 1SO 9001:2008 Quality management systems — Requirements (Cvncrema ynpaeneHus ka4ecTeom. Tpe-
6oBaHus)
[3] OCDE/GD(95)115 OECD series on principles of good laboratory practice and compliance monitoring —

Ne 10, GLP consensus document — The application of the principles of GLP to
computerized systems:1995 (lNpumenenne MNprvHUMNOB Hagnexalewn nabopaTopHOM
npaktuku (GLP) k komnbroTepusnposaHHbim cuctemam: Ne 10, 1995, n3 cepum gokymeH-

ToB 0 MpuHumnax GLP u MOHUTOpWHIe COOTBETCTBMS)



rOCT 31884—2012

YOK 502.3/504.03: 615.9/615.07: 004.9:006.354 MKC 13.020.30

KnioueBble cnosa: lMpuHuunel Haanexawen nabopatopHon npakTuki, GLP, MOHUTOPUHI COOTBETCTBUA,
HeKInMHUYeckue uUcnbiTaHus, obecrneyeHne Ka4ecTea, NOCTaBLMKU NabopaTopuii

Pepakrop P.I". [osepdosckas
TexHuueckuii peaaktop B.H. MNpycakoea
Koppektop /.A. Kopornesa
KomnbtoTepHas BepcTka M.A. HanelikuHol

CpaHo B Habop 17.09.2013.  MopgnucaHo B nevats 02.10.2013.  dopmar 60x84 %. apHuTypa Apuan.
Yen. nev. n. 1,40. Yu.-u3g. n. 0,80. Tupax 86 ak3. 3ak. 1091

Oryn «CTAHOAPTUH®OPM», 123995 Mockea, MpaHaTHbIl nep., 4.
www.gostinfo.ru info@gostinfo.ru
Ha6paHo Bo YN « CTAHOAPTUHO®OPM» Ha NM3BM.
OtnevataHo B unuane ¢ryn « CTAHJAPTUHOOPM» — tun. «Mockosckuii nevatHuky, 1056062 Mockea, MsinuH nep., 6.


https://meganorm.ru/Data2/1/4294832/4294832512.htm
https://meganorm.ru/Index/23/23313.htm
https://meganorm.ru/Index2/1/4293771/4293771083.htm

