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Mpeaucnoswne

Llenu, oCHOBHEE NPWHLKNALL KW OCHOBHOA NOPAACK NpCREdeHHA paboT No MEMrocylapcTBeHHOR CTaH-
OapThaayue yoTamoaneds: MOCT 1.0—92 sMewrccynapcTegsHans cucTeMa cTadjapTyaaumy. OcHOBHLIE
NanoweHda s 1 FOCT 1.2—2009 «Mexrocy0apcTagHHaA CUCTEMA CTaAHOADTHIAUMK,. CTAHOADTE MERTooy-

OAPCTEEHHEIE, NEABWNE W PEKOMEHTALKW N0 MEXIOCY0APCTEESMHOR cTakgapTaauwy. Mpasuna paspadoTem,
NPMHATUA, NEPHMEHEHKA, COHOBNEHUA 1 OTMEHEI

CeeneHHA o cTaHgapTe

1 MNoOAroTOBNEH:

Tagepankieiid rOCYJADCTEEHHBIM YHUTAPHEIM NPeINpHATHEM «BCepocCMACKWA HayYHO-HOoCNeaona-
TEMNLECHAA UEHTP CTAaHOapTHIAUMA, WHROPMAaUKK ¥ CepTUDWEAUWE CHpPRR, MATEQWMANCE W BRWECTER
(YT «BHMLUCMEx );

TEXHNYSCENM HOMHTETOM Mo CTAMOAPTHAaUMK TK 339 «BeaonacHocTe CepeEA, MATEDHMaNnos ¥ BEWECTE
henepansHoro argHTCTEa N TEXHAYECKDOMY DeryIIADORAHHID 1 METDROMNOT M,

Mexrocy1apcTEEHHBIM TEXHMYECKHMM EOMMTETOM No cTasgapTraaumy TK 338 «belonacHoCTe CuIpsLA,
MATEDHANDE W BELWLECTED

2 BHECEH ®egepansHibibd argHTCTESM N0 TEXHAYECEOMY PEMYTHPOBAHKKD 1 METPONONK

3 NMPHUHAT MesrocydapcTEEHHBIM COBETOM N0 CTAHOAPTHIAULMK, METDONOMMA M CepTHdHEaLMM
(NpoTokon oT 9 Hoadps 2012 . Me 53-M)

3a NpUHATHE CTAHOAPTA NPOroNoCOBanA;

KDH TEDE HAMMEHOEAHHE CT DA “E‘J CTEHAHE Ca FOIWEHHD2 HAHEEHIEAHAE HAUATHSNEHDID Jfra i
no MK {ACS 3166 ) 004 —97 no MK GO 31186} DO4—87 no STAHGAPTHIEU NI
A Qb E HU R Al P#HIROHIMEEE PecnySned ARkMedna
E=napyck gy MoccTaHaapt Pecnybnued Benapyce
K ki prioi3ETEH kG KRR 3ETBHOERT
Mongoaa (i Mongoea-Cravgapr
PoccdAckas denepauna RU PoccTasaspTt
TapsuEucTaH Td Tan#ukcTanaaRT
YaBeHneTAH wz YACTEHOART

4 HacToAWMWA cTAHOAPT MOSHTHYEH MEXOYHAPOOHOMY dokyseHTy OECD series on Principles of Good
Laboratory Practice and Compliance Monitoring — Mg 5 — Consensus document — Compliance of laboratory
suppliers with GLP Principles: 1989 (KoxceHoycHeil gokyMenT. CooTRETCTEME NOCTARWMECE NatopaTopii
MpauugAnam GLP: 1999 Ne 5 wa cepuii A0KyMeHTos Opraqd3agndi IK0H0OMUYECEOr0 COTPYOHWYECTRA W palRK-
A (DICP) o Mpragsnax GLP W sMOHKTORMHIE COOTBETCTEKR).

MexgyHapooHeli gokyMedT paspatorad Patosen rpynnoi O2CP no GLP.

Mepesod C aHMAACKONDS A3sKa (2n).

OBMUMANEHEIR JEIEMINAL MEXIYHAROOHOMO ASKYMEHTS, HA OCHOBE KOTOROMS NOGroTOENEH HACTORLLLANA
MEMIOCYOAPCTEEHHEIA CTAHOAPT, MMEETCA B DefepansHoM areHTCTEE N0 TEXHWSECKOMY DEryNHPOBaHHI0 |
meaTponorin Poccrinckodl Degepaumu.

CTengHs COOTRETCTEMR — WoeHTHeManA (IDT).

B HacToAWKA cTaHdapT BHECEHD CNegyiowes pPelakUModHOS HAMEHEHKE. HIMEHEHT HAWMEHOBAHWE
CTaHaapTa.

HavmeHoBaHue HACTOAWSrD CTAHIANTA HIMEHEHD OTHOCHTEMNSHD HAMMEHOBAHKA MEXOYHIPOLHOM
OCKYMEHTE B CERIM C 0COGRHHOCTAMK NOCTRORHMA MERIOCY 08 PCTEEHHDN CHOTEMEl CTAH4APTHAALMIA

5 Mpurazom PegepansHore areHTCTEa N0 TEXHWYECKOMY PEMYNHROBAHMIO M MeTponarik ot 27 aexalbon
20121 Ne 2162-CT MesrocyJapcTEeHHbIA cTangapT MOCT 31884—2012 pecgeH B A8 ACTEWE B KAYSCTEES HaL K-
oHAnNsHoro cTangapTa PocckickoR Begepaumn ¢ 1 adeapa 2013 .

& BBEJEH BMNEPELIE
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Hucbopmayua of usManenuas & Hacmoswesy cmardapmy nybnukyemcs g exezodko yadasgasmon
UHRCEMELYLOHROM FREZEMENE « HALUONaNEHES CARIaNdapmais, & IMEKCH UAMEREHU DT U TONDAE0K — & SXEMa-
CAYHO Ladaeaemely UHIDOJMALUOHNEIX Yialdamenax cHayuonanksbie cmandapmes. B cayyae nepecMompa
(FamEnb) UL OMMaks RACMOALWESC cmandapma coomeamomeyiolues yaadomnenus Bydem onyGnukoaano
B BEXEMECAYHO U208A8MOM UHBOPDMEULOHHOM Yiasamens s Haluosanskee cmakfaomais. Coomeemomay-
HOWAR UHGODMaYLUR, yaedoMNeNUE U MEKCME DAZMEWaDmcs makxe @ uribapraluasnod cucmeme obiesn
NOMLI0EEHUA — Ha ohuyuansqoM caldme QedepansHoe0 a2eHMamMEsa RO MEXHUYECKOMY DESYIUDOEaHUN U
MEmpanosul 8 cemu MimepHemn

ECTannapTaHcdope, 2013

B PoccHiackod TedspauMil HAcTOALLMA CTAMAAPT HE MOEET DT NONHOCTRI0 HMH YacTUYHO BOCNpoKMane-
fEM, TUDARKWPOBAM 1 DACNPOCTRAHEH B KEAYECTES OMDHMUMANEHOMS KAOAHKA el paspeleHda Defapanes|or
AreHTCTES NO TEXHWHECKOMY PErYNHPOBAHKIO W METPOMNONAH
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BeepeHwne

B paMeax KoHCEHCYCHOM ciMnoadysa O3CE no Haonexawed nabopaTopHOE NpaKkTHER, COCTORBLWEND=
cA 16—18 oktabpa 1920 r. 8 Bag-Jipkxadne, Nepmanna (Bad-Diorkheim, Germany), Pabouas rpynna nog
npedcegatenscTeon d-pa Jaswga Mypa (Dr. David Moore), pyKoROQOWTENR ODTaHa MOHWTODWHIE CODTEE-
TeTEMA GLP BenukobpuTamuu, Npoeena COBEWLAaHNE C e ki 05Cy s 0eHHA W A0CTHEE HHA KOHCEHCYCa No Npo-
GnemMe COOTEETCTEMA NOCTABLWMKEOE MCNETATENEHEX UeHTPoR MNMpuHyknam GLP. Ynedamy Paboded rpynnes
ObiNK NpeJCTARKTEN W OPraHoE MOHHTODMHI S COOTEETCTEHA GLP W MCNBITaTaNsHbIX LEHTROE W3 ABCTRA , DH-
naHgue, Ppanywru, Fepmanui, Anckua, Weeuwn v Bennkobputammg.

Pabodad rpynna paszpaboTana TeKoT 3TOMS KOHCEHCYCHOMD OOKYMEHTA H NPEACTAEMNA DeKOMEHDILKK,
OTHOCAWWECH K PONK NOCTABWHKOE No OTHOWEeRKWK K MNpaiuganam GLP, B ToM 4vcne o pon akkpeguiaune e
KAYECTEE AONONHWUTENBEHOM MHCTpYMEeHTa cooTeeTcTEmA GLP. PabBovan rpynna QocTHimna KoHCEHoyca K
NpedocTABMNa PYKOBOJAWME YEAIAHKA NO NPOGNEMan, OTHOCALLKMCA K HECKONBRHRM KOHKDETHBIM KATETOPHAM
NOCTAROK. 2TH NPOGNEMEl HANCHEHL B HACTOALWEM CTaHJapTE.

MpoeKT KOHCBMCYCHOMD OOKYMENTa, paipaboTaHHsid Paboysel rpynnod, Sen pacnpocTpades cpegn
CTpaH — uneHcs D3CFP W NepecMaTpEH Ha OCHOBE NONyYeHHLIX JamMadaniti. BnocnegcTBrA QORYMEe T Bein
oaobpeu Mpynnoi akcneptoe O3CP no GLP, Mpynnoi No XMMUYeckis BeWECTEIM 1 ¥ NpasnaiwmM KoMKTe-
TOM CREUMANEHON NPOrEaEMMEl N0 KOHTRONI0 XMMUHECKME BEWECTE. 3aTen KOMUTET N0 OXPaHe GkpyHam we i
Cpedbl DEKOMEMOOBAN CHATE OTPAHHHEHMA B OTHOWEHKK WCNONEIOBAHWA JaHHOMD DOKYMEHTE NoE 3rMaok
rEHEpanbHOMD CeKpeTapa.

B ceaTe NpUHATHA nepachoTpedHsx B 1997 r. MNpuHyunog GLP O3CP aauHeii KOHCEHOYCHBIR OOy MaHT
Owin paccMoTpeH Paboyed rpynnod no GLP W nepeckoTped ANA NPHESOEHKA 8o B COOTRETCTEHE C MAMEHEHI-
AMK, BHECEHHEIMM 8 [puHumne GLP O3CP. JokymenT Gen cgobped Pabouel rpynnod e anpena 199391 a
IATEM HE COBMECTHOM 3ACE0aHMH HOMKUTETA NO XMMHYECKHM BELLECTBAM 1 PaboqYei rpynnis No XiMAHeckis
BEWECTBAM, NeCTULMOAM M BruoTexHonoriy B aarycte 1899 r. JokymenT Tarke Sein paccekpedeH nog 3ruach
reHepansHoro cekpeTapa.

AOMHHRCTRALWA MCNHTATEMNBEHOND WEHTPA J0NMHa 00 CcneddBaTs, 4Tobk MNprHywns GLP cobnoaanyce
B MCNEHTATENLHOM LEHTPE i STODL B HEM MMENoCE JOCTATOUHOE YHCND MEaNMHUMPOBaHHOIO Nepoorana,
COOTEETCTRYHOLLMY NOMEWEHKA, 0BCPYI0BAHKE M MATEDHANDE ANS CROSBRE MEHHOMD M HAQNEXALWETD NPOBE-
OEHHA MCCheOoBaHKMA.

AOMHHWCTRALWA HCTILITATENEHOMD LEHTES TAkKe JoNHHa obecneqmBaTk, YToG0 NOCTADWHKR NCNWTa-
TENLHSMO UEHTRS COOTBETCTROBANK TREGOBAHHAM, NPEL LABMAEMEIM KWCNONEIOBSHAI0 HE YCNYE TPW NpoDeRe-
HEUKW  WocnedoeadKi. Ha ocHoBe 2Tk TpeQOoBRaHWA NOCTABWMKKM MATEDHANOE, HCNONLIYEMBX B
HCCNEaoBAHWAK, KOTODLIE NPEOCTABNAKTCEA B PEMYIHEYHILME ORTaHE, HE A0MKHE DbiTe BENKKYEHE B HALWO-
HaNBHBIE NDOTPEMMEl MOHUTOPUHTA COOTRBETCTRMA GLP, HO OHM BCE ME HIPaKT ONgeaeneHHYR POk, CBR3AH-
Hys CODAZAHHOCTAMK A4MHAHHUCTDALNAA MCNBITATENEHEX LEHTDOE.

Mo onpeognedkio, gadnony @ NMpuaukrnax GLP. oTEETCTEEHHOCTE 33 KAYECTES W NEKMIOOHOCTE K MCNONL-
IDBEAHAI COODYACEIHMA 1 MATEPHMAN0E LENHKEOM BOINArASTCA Ha A0MAHKHCTRAUMIO Mo TATENEHOMD UeHTRA.
Takku 06paiom, NPHEMNEMOCTE OBODYI0BAHKE H MATEDHANCE B MCNBTATENbHLIX LeHTRax, Cobmoaaiowmx
MprHukne GLP, gomsHa GuTe rapadTd poBaMHa NpWM NoeSocTaaneHMd 023y NeTaTos MCCNEdoBaHda Dery Dy -
LLLEMY CRraHy.
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M E X 0 C ¥ O APG CTIBTEHH B W C TAHOIAPT

NMPUHUMNE! HAONEXALEN NAEOPATOPHOW NPAKTWUKW (GLP)
COoOTEETCTEME NOCTABWWKOE HCNBITATENEHOMD WeHTRa MpuHuknam GLP

Frinciples of Good Laboratory Practce {GLF).
Compliance of laboratory suppliers with GLP principies

OataBeegeHua — 2013—01—01

1 OBnacTe NPUMEHEHWA

HacToAWWA CTAKJapT pacnpocTRAHASTER Ha TReBoBaHKA, NPEQLABRNAEMBLIE K NOCTARLHKAM WCNBITA-
TeNbHbIX UBHTROE B OTHOWEHWA K3YeCcTEa NOCTABNSEMEE MK MATEPWANoR B COOTRETCTEMA C MNprHUKNaMK
GLP; a Tacke £ aOMAHKMCTPAULMA KCNBITATENBHONS LEHTDE B OTHOWEHAK 88 BAAHMOOTHOWEHKMA © ODraHanmi
MOHWUTODHKHME cOOTRETCTEHA MprHynan GLP, B ToM Yecne 8 oBnacTd akkpenrTauqK, B Ka4ecTas 40nonHM-
TENLHOrD MHCTRYMEHTA cooTReTCTEMA [NprHLmknam GLP.

CHHAIaHHOCTH 30MHUHACTDAUHH NMCNEITATENLHBIX WEHTHOR ONDeJengHsl B HOPMaTHEHDM JokyMenTe [1]
(NyHET [L1). AoMUHRCTEEUMA MO TATENLHOND WEHTPA AoMsHa 0beCneueaTe, 4T00s B MCNBTATENLHOM LEH-
Tpe cobmoganice MNpuHyEnes GLP, B HEM HMENOCE QOCTATONMHOE SKMCNG KEANWMLW pOBAHHOMD NepooHana,
COOTEETCTEYIOWME NOMEWEHKA, 0BCPYS0BaHHE W MATEPHANDE ANG CECEBPE MEHHDMD H HAQNEXALWErD NpoBE-
OEHWA NCCNeqoBaHMA.

AOMHHUCTPALWA MCNHTATENEHOMD LEHTPA JOMmEHa Takke oGecneqyneaTe CoOTEETCTEME NOCTABLWMKDE
TREGOBRAHAAM, NDEAEABNREMEIM WX YCNYTam NoM NPOBE0eHRH MCCNeaoBaHud. Cornacko 3THM TpeboRaHHAM
NOCTABLLMEN MATEDHANCE, MCTNOMNLAYEMELX B HCCNEA0BAHWAK, KOTODLIE OO0NHMHEl NPESOCTABNATLCA B PErYNMpY-
wHe opradsl GLP, ve onsHe GeiTe BEMOYEHE! B HAUWMOHANBKEE NPOTpamMMbl cOOTRETCTEHA TpHHLMNan
GLP, HO OHW BCE HE WrpainT OnDedeneH YD DONs, CRAIAHHYD G oORIaHHOCTRAMK A3MEHACTDa UM ACNEITATENb-
HEdR LB TR0,

Mo onpegeneHre, gadHoMy 8 MNpuHgunax GLP [1], oTEETCTESHHOCTE 33 KAY2CTEO W NpHIOOQHOCTE K
HCNCNE30EAHMK oBopyYA0BAHAA K MATEDHAN0E LENWKOM BOANAraeTeA Ha A0MAHKCT DAUMIO MCTLITATENLHOID
ueHTpa. Takus obpaicm, NpHeMneMocTe 00opYI0RaHKA W MATEDHAN0E B HCNbITATENLHEY UBHTDAX, COO0T=
BETCTEYRWWX MNprHygknas GLP, ponsHa buiTe rApaHTHROBaHA NPW NES0CTABNEHHK PEIYNLTATOR WCCNeoEa-
HWA pEryNAgVIoWeny opraKy GLP.

B HacToAwes cTandapTe NpelocTaBNeHW padbACHEHWA, NPEOHAZHAYEHHLIE KAK ANA aiMHUHKCT Ra-
LUK HCNBITATENEHOTO WeHTREA, Tak ¥ NOCTABWMKSM, Kakks oBpaslom OHM MOTYT QOCTHYE COOTBETCTBHMA
MpAxurnan GLP 8 pamiax HAusoHaneHbl X CHCTEM aKEREIWTALWH KiANK OPHURANEHEX HALUHWOHANBHEX 1
MEXOYHAPOOHEX CTAMOARTOR NMEO NYTeM NDHUHATHRS OPYIAE MEp, KOTOPBIE MOMYT COOTRETCTRCBATh
KOHEPETHOMY MPoayYETY.

HauWoHaNeHEE WK MEXIYHAPOOHEE CTAHJARTE, B COOTRETCTEMK C KOTODLIMK MOrYT ObiTe CO30aHE
ORPraHH3ALKK NO aKKDE O TAUMK, MOMYT NPRMEHATLCR B TEX CNYYARK, KOFLE OHKM ABRMAKITCA NPHEANEMbIME ANA
AOMUHHCTRALMK HENBITATENRHOMD LEHTRE. AOMUHMCT DALMK HCNEITATENBHE UEHTROR MHAKEWOYANBHO KNK B
COTRYQHWHECTEE OPYT G ADYTOM OOMEHBl, TakMM aDpasom, NoQAe pMHBATE TECHEE KOHTaNThI CNOCTABLLIMKAMIA K
ORraquaIaunaMK N0 AKLPEOUTaLMA NOCTa B MKOE.

MapgaHue I'.'I-¢IH UHaNeHOE
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2 CooTBeTCTEWE NOCTABLWMKOB MCNbLITATENLHbIX WeHTpoB MNpuHuunam GLP

2.1 CTangapTel H CHCTEMbl AKKPEAWTALHMH

MensiTaTenNbHBlE LEHT DR MCIONEIYHT DASNHYHEE MATEPHA N, NOCTABMNASMBIE ONA KCCNeJoRaHKA, Npo-
BOOWMMELY B COOTERETCTEBMH C MprHuunamk GLP.

211 TlocTapwred GO NReanpUHAMaTE MEDL ANA HADNEHAWETD NPOMBOICTEA NPOOYELMKA, KOTO-
pafA CoOOTBEETCTEYET TReboRankam NoNEI0BEaTEned, WanoweHHsl B MNpdagdnax GLP. MUOMAe nocTaBswE e
YCTAHOBMNK NPOHIBOOCTEEHHEIE HOPMEl, KOTOPLIE COOTEETCTEYHST OMMUMANEHEIM HALMOHATEHEIM KN MEH-
OyHARPOOHEM CTAHAADTAM MW NONYYRNH AEEDEOHTALMIO B PAMEIX DAINHYHEX HALWOHANBHLIX CHCTEM. 3TH
O2ACTEMA GBI NEeqNPUHATE GNA Torg, 4Tobel NocTaENAEMaA NPoOYEUUA DiiNa NEpHemMnema Gna peryndpy-
LWME Opradon, KoToDsIE TReEYIoT, 4Tobk MCCNeq0BaH e NPoBSOMNMCE B Co0TRETCTEMK C [N prHuLknasm GLP.

2.1.2 MNocTaBlWwWEamM PEEIMEHOYETCA BHEJDATE MEROVHADOOHLIA cTadgapT MCO 9001 :2008, B vacTHoc-
™, 4acTe 1. Mogene oBecnaqde kA ka4ecTea NpW NDoOEKTHDOBAHWH, paipaboTre, NPoOKMIBOOCTES, MOHTAME W
OSCnyHHBEaHHK [2]. JanHsi MasdyHapoOHER CTAHGADT MOMEeT NOALEDHKEATECR MENMOYHADOOHbIM CTAHJaR-
Tom MCOMBK 170252005 [3], 8 ocobeHHocT B OTHOWEHKWK CyGnoapaga.

2.1.3 AxrpeguTauna momeT OeiTe oCcobeHHo NONeaIHod NocTaswmrkam. Opradel [CHCTEME) AKEDEaMTa-
UMK NOCTORHHG CREOAT 38 BHEADEHKEM CTRaHAaMK — dneHam O2CP HauMoHaNeHeX W MeRdyHAROIHbX
CTAHOADTOR, NOCKOMNEKY HANKYME ATTECTATA AKKPEANTALMK ¥ NOCTABLWMKS MM NPOXMABOAMTENA MOMET ABKTBCA
ONA ENHEHTOE NoOTEEEEOEHAER TOMD, Y4T0 NOCTABWME WK NPOAIBE0OOHTENL OCYWLECTEMN BHEAREHAE COoT-
BETCTRYIOLMY CTAHOAPTOR B AGNCNHEHWE K OPYTAM ACNEKTAM AKKpEZWTaLmWY. Peromengyerca, sTobw necTap-
LK ACDHBANKCE YNEHCTEA B HALMOHANEHBIX CHCTEMAX AKKDEAMTALMM, FOE 3TC BOIMOMHO WHMA YMECTHO.

214 XoTA aKKpeOMTaUKA ARNAETCA NOMNEIHbIM SONONHATENBHBIM HHCTRYMEHTOM Ona obecnevyseHWA
cooTaeTcTada MNpuHyunas GLP, ona ie SEnAeTCcA Npremnemod ansTepHaTHEoR cooTaaTeTero MNorHusnam
GLP W HE NpUBcOWT K MEmdyHa pOOHOMY NEWMAHAHWKD eIy NETATOR MCNBTAHHA B KOHTEKCTE BulNonHenina Tpabo-
BAHKE, MANOHEHHEX B akTas CopeTa O3CP 0 B3aibiHomM NPMIHaHA K JaHHb X NPH OLeHES XMMAYECKHE BeWEcTh
[C{E1)30Finall] v o cooTeeTcTEMH MNMpudyunam GLP [CE9ETFinal)] [1].

2.2 Tecr-cHCTEMBI

MpuHUMne GLP [1]inepeduncnedine S0 LE 2) TpebyviaT, 4Tobe XapakTeDHCTHEN TECT-CHCTEM [MUBOTHE,
PACTEHWA W APYIME OpTradKasios) Guint NpUBEdEHE B NNaHe WCCNEedoBaHHA. ITO TPESOBaAHME MOHET BklTh
BRINOMHEHD HA SCHOBAHMH MHEODMALMM, NONYHEHRON HENOCPEOCTESHHMO OT NOCTABLMKA.

B HexoTopeix cTpadax, rge Mpuadudne GLP peany3ceadsl, NOCTABWLMEN CBAIAHLI & HALWOHAT L HE MM
PErYTMDYIOWMME ODTAHAMK WK CUCTEMAMK OOBDORONLHOR AKKPEAUTALMA [HANDKUMED, ANR NaBopaTODHEIX
MHMBOTHLIX), HOTOPBIE MOTYT NPefoCTABWTE NONLICEATENAM OONCAHHTENBEHEE JOKYMEHTANLHLIE CBMOe-
TEMBCTEA O TOM, HTO OHM MCNONLAYIOT TECT-CHOTE Ml ONDEAENEHHOINT KAYSCTRA

2.3 Kopm ana ®XMBOTHLIX, NOACTHNKA KM BEoAa

Xora e MNpuduunax GLP HeT cneudansHbix yEa3asiE, K0ps ONe MUBOTHEIX JOMEeH aHanNHINpoRaThCA ©
onpedenaHHol NepUogUYHOCTEIO ONA YETAHOBNSHWA 8r0 COCTARA, © Tew YT00E MAGEKATE MODLIX BOIMOKHEX
nosex B paboTe TeCT-CHCTEMEL. Boaa W NOACTHNKA TAKE O0MHHE AHANKMIMDORATECA © UENkK obecneseH1a
TOra, 4T0f L YRORE HE 3AMPAIMAIKIWKE BELLECTE HE NPEBLIWAN TOrS, KOTOPEIR CNocoBEH NCRNHWATE HA PEIYNLTA-
Thl MCCNEA0EAHHAA. CepTUahHKaTE AHANKMIA 0OBYHO NPEOCTABNAKTCR NOCTABLMEAMA, B TOM YHCNE OPrakH Mg
YNPABNeHAE MCNONEI0BAHWENM W 0Xpaqol eogHoro ouoa. MNocTaswmMer GoMmMHsl NpeqocTagnATE COOTRET-
CTEYIOWME JOKYMEHTANEHEE 0K3aTENLCTEA ANA ohecneYyeHua QOCTOBSDHOCTH NPOREREHHLE AHANKWA0E.

2.4 XHMHYECKWe BRUECTES C PAOHOAKTHEHOW METHOM

KomMepuyeckue 3aTpy AHeHWA NOCTABLWHEDE XHMHYSCKAX BeLEBCTE C DAOWOaKTMEHOH METHOH 3aCTABKNK
W AoGMBaTECA oUW aNEHOr0 cooTRETETEMA NpuHnas GLE nyTem BRnioYeHHA B HAUMOHaNEHEES NPOTpak-
mbt cooTBETCTENA NprHuknass GLP. BO MHOTHE CNYH3AAX 3TH NOCTABWMKEN NROW3B00AT TECTHRYEMBIE 00 be kT
(oBpailbl) © pAgHoaKTUEHOH METKDR, KOTODRIE SOMTEHE ObiTh NONHOICTEKD OXAPaKkT EDHI0EAMH LI [ERANMHUKDO-
BaMBl | C MCHONBIDEaAHWSM NEoUEOVP, KOTopee cooTeeToTayIoT MNpuuuknan GLP. Ha oCHOBAHKA BhiLLSnano-
MBHHOTO NOCTABLLMEAEM XHMM4ECHMYE BEWECTE C PAOMOaKTMEHON METEOH MOMeT NoTpehoRaTeLCA Moo Oepsks
HALMOHATNEHBIX NPOrpai MoOHWTOPUHA CooTBETCTEMA MNprHuknan GLP.

2.5 KoMnuioTepHavpoBaHHBIR CHETEME], NPHKNAOHOE NporpaMMHos oGecneyeHme

251 Boe KOMNBIOTERHOE NPOTPAMBMHOE OBECNEYEHWE, D TOM HUCNE NONYy4EHHDE 0T WHOCTDEHHEX
NOCTABLMKDE, KK NPaBMno, A0MHH0 NPOHTH NPHEMOUHOE WCNETAHKWE Nepesd HaYanoM eno JKCNNYaTauWe B
WMCMEITATENLHOM UeHTRE. 3T0 Tpebopakne oiHadaeT HeoBxoguMOCTE ODMLMANEHOA DANUMEAUKK Nporpan-
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MHOro oBecnedeqka, KoTopas SygeT OCyILECTENATRCA NOCTABWKKDM OT HMEHK NoNLICBATENA, NEK YCNSEHK,
HTO NONEIOBATENE NPOBSAWT HALNEHAWME NPHE MOYHEE ACNBITAHMA.

252 Moneaosatens qonsed obecnadnearts, YTo0Sw Boe NporpamMMuce obecnedyeHne, NoNYYeHHoe 13
HHOCTRAHHOMNS HCTOYHHKS, BbIN0 NPEZOCTARNEHD NDHSHAHHERM NOCTABWMKOM. MHOMHE NOCTABLWHEM NBITAKTCA
COOTEETCTEOBATE TREDOBAHHAM NOMNEI0BATENER NYTEM BHEIPEHAA [2], 4TO cyuTaeTea DEayCnNoRHD BECLMAE
NaNe 3Kk,

2.5.3 NepecmoTpedusie Mpudiune GLP [1] (nepedyncnedna 20) 1L1.2) yoTavaBnHEaOT OTESTCTBEM-
HOCTE 33 ofecnadenns Tore, 4Tobe nporpammioe obecneveHre Buino BANHaM pOBaAHG PYROBOONTENEM MCCNE-
LoBaHKA.

Bandgaukrs MomeT OCyWeCcTENATLCA NONEI0BATENEM MK NOCTABWWKS M, HO NONHAA O0KYMEHTaLKWA npo-
Uecca QoMnEHa BeiTe ACCTYNHA 4 COXpaHeHa B apxMeax. B cnyHanx, korga Ban4aauna BenasnHASTEA Nonb30sE-
Tene, omHb BblTe QOCTYNHE CTAHAAPTHEIE ONEDaUMoHHER NpoUedypl [ 1] (nepesdcnadne 2b) 1.7 .4).

254 MNpopeasHWE NPUEMOYHBIX HCTHITAHKE NEPEd WCNONLICEAHWEM NPOrpaMMEcro ofecnedelins
ABMAGTCA OTBETCTEEHHOCTEWD NoNsaceatend. MNpHeMo-CoatoqdHse WCnBTaHna JomeHsl BuiTe NONHROCTEG
LOEYMEHTHROoRaHE [2].

2.6 CravpapTHbie 00LekTLE (0BpasuL)

AOMHHUCTRALWA MCNBTATENLHOTO UEHTPE HECET OTEETCTEEHHOCTE 3a ohecneqdenne Tors, 4Tobel Boe
MPOoMELWLASHHEIE CTaHgapTHeRe 06 bekTe (o0pazusl) cooTeeTeTROBANK Nprduknan GLP B oTHOWEHMM MEeH-
THHHOCTA, COCTARA, HACTOTE W CTADWNEMOCTA ANA KEawdod napTvu Marepyana [1] inyueTel 1622 1 ILG.2.4).
CepTadrkatel, NPEQOCTABNEHHLIE NOCTABLWEAMA, A0MNKHE CXBATHEATE 4aHHbIE 00 WZEHTHYHOCTH, YHHCTOTE
H CTABMNBEHOCTA (B ONPEAEnNEHHER YENORAAX NDH HEOSXOZWMOCTIA) W NInGLIe ADYIHE XapakTeDHCTHEW ANA
ONpELEneHnd KEOoA NapTie cooTeETCTEeHHD. B ocobeix cNyyYanx NOCTaBlwWME QOMMeH NpegocTaBnAaTh
DONCAHATENLHYK AHDODMALKKD, HANPKUMED O METOLAX 3HaNW3a, W BblTe FOTOB Q8 MOHCTEHPOBATE HALWOHANL-
HE e e YHADOOHEIE MEDEl, NPEONPHHHMASMEIE K ONA KOHTPOMNA KAYECTEA, HANDHMED OO CChINKOR Ha Had-
MeXawys NpoWIBoacTeEeHHyD npaktuey (GMP, Good Manufacturing Practice) wnn  dadsoHans yo
MEMIYHAPOOHYH apakoned.

2.7 Nprbopii

271 AgMMHHCTDAUWA MCNEITATENLHOTD WEHTEE HECET OTBETCTEEHHOCTE 33 checnedenmne Torg, 4To0kw
NEHECPEl GRNW NPWIoOHBIBK B EYHELUMOHKUDORANK B COOTBETCTEBMM C M NPESEMbIM - HAEIHAYEHKEM.
ADMAHKCTPAUKE WCNEHTATENEHOND UBHTRE OOMMHE Taswe obecneduBaTe, YTobel Nprbops NOBEDANHCE W
KANASpoBANKCcE YEpea onpegeneHHbe ADOMERYTEN Bpemend. Kanvbpoary cneayeT npoacduTs, N0 Mepe
HEOGXOOUMOCTH, © MCNONEIOBAHWEM COOTESTETEYRWWE HAUMOHANBHEX WK MER0yHADOOHEX CTAHOARTOR
HIMEDEHHA (2TanoHoB). ECNK CTaHaapTHEE 0BPaIlkl XPaHAT NONEI0EATENH, WX O0MTHHE KANADDOBATE KOMME-
TEHTHLIE OPraHk Yepes ONpeaeneHHbIE NPOMEHYTEY BOEMEH K.

2.7.2 CuiTaeTcs Heobxo W Mulk, HToDE NOCTABW KKK NPegOCTARMNN BCIKD MHEODMAL WD, He0GxXaIuMYI0
4NA koppekTHon padoTe Nprbopoe. NA onpegenesiLx THROE NPAG0DoE, HANEHMED BECOE M 3TANOHHLIX TEp-
MOMETROR, TAKKE JOMHHEl BETh NDSA0CTARNEHE CERTHEHKATE KANHBDOBKM.

2.8 CTepunuiacBaHHLIe MATERHAN LI

B 05a3aHHOCTH 30MAHKCTRALKK MCNBITATENEHOMD WeHTDA BX0OWT oBecnevyeHne Toro, 4Tobel MaTepra-
Mist, KOTOPEE HE O0MiHE BeiTe MCTOSHUKAMH HHDEKUMK, CTERPUNMIOBANKCE OOMEHEIM 056Pa10M B COOTBET-
CTEWK © HAANEMALMME NPOUSOYPaMA KOHTRONA. MNOCTABLMEA A0NHHE GelTe B COCTORHWM NOE00CTABNAT:
HAONEHALYHME 00KaIATENLCTES TOND, 4T0 B MaTEPWANAX, CTEPMNHI0GAHHE DN NOMOLWM OGNy SEHHR MW C NPW-
MEHEHWEM IDYTHE COBOCTE M areHTOR, OTCYTCTBYIOT MEBne MCTOYHHEW MHEKLMA MO HEXENATENEHEIR DCTAT-
KM arasTon, MCNONEIOEAHHLIX NDW CTEPUNWAALWA; ANA A0KA3ATENECTE HCNONLAYIOT, HANPUMED, CEPTUHKATE
KIMH COBIMKR HA HAUMOHANEHBIE CTAHOAPTE.

29 OcHOBHLIB PEATEHTLI

MoneroBaTent GOMHeH 0becneqMeEaTe, YTl peareH Tl BolNk NoNyYeHs TONLED OT aRkDe W TOBaHHOMD
NoCTABWMEA, MOCTABWHE QOMHEH NPEACCTABHTE JOKYMEHTANLHOR CEXOETENRECTED O CTATYOE SKKDEAHTALHI.
Ecnd HauKoHaNeHaa CHCTEME AKKDEOKRTALKK OTCYTCTEYET, NONEI0BATENL Q0NHMEH 0DecneYBaTe Nony-aH e
OT NOCTABLMKS CEPTUHKATOR AHANKIA, KOTOPRIE TAPAHTHDYIOT, 4TS PEArEHTE COOTRETCTEYIOT YEAAAHHEIM Ha
ATHKETKAN.

Mo OOroRopEHHOCTH C NCCTABLMEOM NONBEI0BATEN: JOMKEH HECTH OTEETCTEEHHOCTE 38 ohecnedaHte
TOMD, 4T0 BCE PEATEHTE CHADMEHBI ATHKETKAMK C NOLP0SHEIM CNHUCAHMEM B CODTRETCTEMK C KOHKDETHBIM M TPE-
CopaHkamd MpuHydnoe GLP.
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240 Mowwme » gezud huumpyowne cpeacTea

MonsI0BATENE LONHEH GhlTe CCAEQOMNEHN 080 BCEX AKTWUBHEIX KOMNOHEHTAX, YT0BE DLINA BOIMOKMHOCTL
COENaTE NOGXOAALMA BeIGOp ONA KCNONEACBAHWA M YOANEHWA NOTEHUWANEHD ONACHLIX B NNAHE 3arpAIHEHMA
WNK COA0AHWA NOMEX [WHTEpPEpEH LAY | CPEOCTE, BAMAINLIAY HA NONHOTY WOCNEL0BEHHA .

241 MNpoaykuma, HeobxoguMan ANA NPoEeOeHHA MEKPOBUONOrMYEcCEX HCCNeaoBEaHnA

Mo DoroBopEHHOCTH CNOCTABWMKOM NoNEI0BATENE OMKEH HECTA OTEETCTREHHMOCTE 38 cHabme e Boax
TaKMX NPOGYHTOR ATHMHETEAMK, COSERMALMMK, MO KPafHeR MEpE. CNezyIowyio MHDODMALIMID. MCTOYHKE, MOEH-
THYHOCTE, OaTy NPOWIB0LCTES, CPOK MOAHOCTH, YCINOBMA XPpaqeHina.

MocTapwK Gomai 08ecneYMBaTe HANKYWE JOKYMEHTILUMK, CEBUOETENECTOVIOWER O CTATYCR SKKPEOH-
Tayui. B Tex chyyamx, KOra HAUWOHANEHAA CHCTEME SEKPEOWMTAUMW OTCYTCTEYET, NOCTABLIKE DOMHaH
NpeaoCTanNATE NONLEI0EATEND O0KYMEHT O BaNWAALUMK, K0TOPER CRMOETENECTEYET O TOM, YTO NPOOYKT COOT-
BETCTEYET YHAIAHHOMY HA ITHKETHE.
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