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Mpeaucnoewne

Llanu, CCHOBHEIE MNPAHUAMNGL M OCHOBHOA NOPALOK NEOBE0eHHA paboT No MexrocyJapcTBeHHOH CTangdap-
THzagHd yeTadoanede NOCT 1.0—582 «Mesrocy JapcTReHian CHCTEMA CTAaHGaRTHIAUKK . OCHOBHEIE MOMo#He-
HUA» W [TOCT 1.2—=2009 «MewrocynapCTEEHHAA  CWCTEMAa  CTaHOApTHIauWMd. CTaHdgapTel
MESTOCYIAPCTESHH LIS, NDEENNA M PEXOMEHIA LMK MO MENTOCYIANCTREHHON cTaHaapTvaauxu. MNoaenna pas-
pAGOTEM, NPUHATHA, MEMMEHEHHA, OGHOBNEHKWA ¥ OTMEHE»

CeopeHWA 0 cTaHOaApTE

1 NMoArCTORNEH:

PelepanbHeik OCYJAPCTEEHHBIM YHRTAPHEM NPeonpHATHEM «BCepocCMACKMA HayqHo-HoCNeacna-
TEMNBCKWA LEHTD CTaHOapTHIALMM, HHDOPMALKA W CEPTAQHKALMK ChIpLA, MATEDHANoR W BewacTay (YT
«BHMLICMB »);

TeXHAYSCEHM KOMHUTETOM N CTaHgapTraaum T 339 «BeaonacHocTe CHpEA, MAaTEPManos ¥ BEwWacTa
PenepansHoro argHTCTES MO TEXHWYECKOMY PErYIIMDOBAHAID M BMETEONCTAM,

Mexrocy1apcTEEHHBIM TEXHUYECKHMM KOMWTETOM Mo cTasgapTraaumy TK 338 «be3onacHOCTe CaIpbA,
MaTERHanos U BEWECTRES

2 BHECEH ®egepansHbii aredTCTEOM M0 TEXHHYSCKOMY PEMYTHPOBAHKKD ¥ MaTDOmor9

3 MPHUHAT MesrocyoapcTREHHBIM COBETOM N0 CTAHOAPTHAALMK, METRONCSTMM M CepTHUhMEaLMM
(npoTokon oT 9 woabpa 2012 ro Ne 53-1)

3a NpUHATHE CTAMOADTA NPOroNoCOSani;

KPE TEDE HAMMEHOBERH IS CT AR Hﬂ,‘.‘l CTHAHE ':DF.D'HLIJ EHHOE HAHEERIHAHAE HALHOAANEHDIO SRraHd
no MK {ACS 3186} 004—47 no MK [WCO 318485 004 —57 Ao CTAaHaapTHIAL KM
AprEHUR Al MMH2EoHEM KR Pecnyfnuen ApMeHds
Eenapyce BY MoccrasaapT Fecnylineee Benapyce
KaaaxeTaH Ll MoccTexaapT Fecnyinges KazaxcTas
Kb prel3cTaH KG Khip el 3cTaHA8ET
Mongoaa pAD Monaoea-CTangapt
Poccuhckas denspauna RL FoccTannapt
TansHEMCTaH Td TaaswkeTasnapT

4 HacTOAWKA CTAHOAPRT MOSHTHYEH MaXIyHapo oMy nokysedTy DECD series on Principles of Good
Laboratory Practice and Compliance Maonitoning — No 4 — Consensus document — Quality assurance and
GLP: 1908 (KoucewoycHiell gokyment no GLP. Obecneverme kavecTea 1 Hagnexawan nabopaTopHan NpakTH-
Ka: 1909, MNe 4 43 copuid JoKyMEHTOR OpraHd3aurdi SK0HOMHHECcKOrD CoOTRYOHWY2CTREA 1 paaarTa (O3CP) o
Mpesumnax GLP W MOHHTODHEMNE COOTRETCTEHS ).

MexgyHapogHei gokyment paspatortad Patoven rpynnoi O3CP no GLP.

Mepeaod ¢ aHrMARCKOns A3kKa (en).

OHHLMANEREIR JKIEMINAD MEXIYHAPOOHOTD ACKYMEHTA, HE OCHOBE KOTOROMD NOGrOTOENEH HACTORLLLMA
MEHICCYOAPCTEEHHLIA CTAHAAPT, MMeeTea 8 Pedepanstom aredTeTEe NO TEXHMYSCKOMY DEryiHpOBaHMID W
METRONOTHA PocCHAckod Degepaumi.

CTengHs COOTEETCTEMR — HoeHTisHanA (10T

B HAacTOAWKA cTaHOapT BHECEHD CNeqyiowes pelakuMoHHOS HAMEHEHHE! HAMEHEHD HAWMEHOBAHE
CcTaHaapTa.

HavmeHosaHue HACTOAWETD CTAHLADTA HAMEHEHD OTHOCHTENEHS HAMMEHOBAHKA MEXOYHAPOLHOM
OCKYMEHTA B CRR3M C 0CODEHHOCTAMK NOCTROEHWA MERTOCYIADCTEBEHHON CHOTE MBI CTAHGAPTHIALMM

S Mpukazom PegepansHOrs areHTCTEA N0 TEXHWHECKOMY DEMYNHPOBAHMID 1 METRoNorMK 0T 27 nekabpa
2012 1. Ne 2150-cT mewrocyoapcTBeHHbIR cTangapT MOCT 31883 —201 2 spegeH B Q8 ACTEME B KB4SCTRE HALLM-
OHANBHOTD CTaHgapTa Poccuickon Seaepadiad ¢ 1 Akeapa 2013 .
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6 BEBEOEHEBMNEPELIE

Hudghopaayus of USMEWEHURX K HaCMORWeaMy cmardapmy nybnuxyemcs & exesodio bazdasasidon
UHODMAYLDHHOM Frazamene s Haluoranesee cmaddapmee, & MEKCT UIMeseMLD U ToNpagoy — & exena-
CAYMO U3FARa0MEY URDODMALUONNEY YRATAMENAX ¢ HayloHaneHwe cmandapme s B cnyuae nepecampa
(FAMEHED) LU OMMaHL HSCMOALWESD cmandapma coamaamomeyiiyes yaadomnemnus Bydem onyBaLuKoeaHo
8 @XSMECcAYHG Uadasaamom unghopMayuoNHomM yrazamens « Hayuoranenese cmasndapmeis. Coomesmomay-
WOLER UHGOPMAYUR, yasdoMIEHLE U IMEKCTE DAIMEIWanMcA makse 8 uiihapialuolinod cucmeame obweaan
NOLI0EIHUA — Ha OhuLLaAnEHOM cadme PedepansHoso a2eHMomas No MEXHUYECKOMY DeSyNUDOaaHUN U
MEMPAnoELY 8 Cemu MHmapHem

S CTannapTaHdopes, 2013

B PoccHickod DeaepauMid HAacTOALLMA CTAMOADT HE MOEET DT NONHOCTRI0 KK YacTUYHo BOCNDoKMaBe-
OEH, THDAMWPOBAH 1M DACNPOCTRAHEH B KAYeCTRe ODHUMANEHOMS KagaHuA Bel paipeweHdA DegepansHors
ArEHTCTES NO TEXHWHECKOMY PErYNHPOBAHKIO0 W METPONOAH
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BeepeHwne

B pamMKax KOHCEHCYCHOND CHMNo3Wyra O3 CP no Hagnexael naboparopHord NPaKTHES, COCTORBLWErd-
CA 16—18 oxTAGpA 1990 r. g bag-Oiopkxakime, FepManda (Bad-Dirkheim, Germany), Pabodas rpynna O3CP
no GLP (ganes — PaGouaa rpynna)nog npegcegatenscTeomM J-pa Xawca KovwemanHa (Dr. Hans Kénemann),
PYKOBOOWTENA QQIaHa MOHHTODHMHIE COOTRETCTEMA MNpragHMnam GLP Higepnaddoe, NpoBens COBEWAaRMe AnA
oBCYHOBHWA W QOCTHUHEHWA KOHCEHCYCa No CNPEOenednss ponk 0GecnedyeHna KavecTea nNpn cotrmoaeH kK
MeuHymMnoe Hagnexawel nabopaTopHol NpakTuer (ganee — Mpuuyunee GLP). YyacTHrgamm clusanoanysa
Dlin# B OCHOBHOM YMEHE HALKOHANEHEX OPrEaHOR MOHHTODHKME COOTRETCTEMA NMpHHUMnam GLP 4nd oneiTHE
pPYRGBOOMTENK chyb cbecneveHUa KaYecTea MCNHTATENEHEY LEHTROB CNegyiowmy cTpad: AscTpu, Bene-
ri, paduse, Feprmanny, Mpnadawn, Huoepnawaose, Hopeerid, Monaduy, Weegua, Weakuapri 4 Bendkoh-
PHTAHKMN.

Pafoqan rpynna AocTUINa KOHCEHCYCa B oNpedeneH il ponv obecnaqes Ha sEa4ecTaa Kakx BaXHOK CocTan-
Al GLP, yeTaHoadna ocHOBHBIE BONPOCK, CEAIAHMBLIE © oGecnedeHren kadecTea v GLP, oguaks ke
NEATANACE MCYERNBIBAKILLE ONACATE JAHHYI0 TEMY. DOH0R M3 0B0RIEHHLIX BHHMAHWE M yHaCTHHKOB JaCe0a KA
Fatowel rpynnet ofnacred Heino npusedesne obecnadeqa kKad4ecTea K MCCnNeqoBaHuaEM B Nonaaslx yono-
piax. JaHHBA 4 HEKOTORRIE OQpyrae acnekTel oBacnede kA kadecTaa ByayT paccMoTpeHbl STOENLH,

MpoekT KOHCEHCYCHOMD QokyMerTa, paipaboTaddoro Padoweid rpynnor, Dein pacnpocTpaMed cpeam
cTpal — ynedos O3CP ¥ 8 gansqedlLen NepEcMoOTREH Ha OCHOBE NONYYeHHEX 3aMedanki. Bnocnegcrann
ol Duinopobped Mpynnod axcnepToe O3CP no GLP, a tacse Mpynnod o X4 MAYecsk| M BelwecTaam W ¥Ynpaena-
HILLMM KOMBTETOM CNeUNanEHOHE NOCTPasMMLl NO KOHTROMD XMMWHECKKE BewWecTe. 3aTem KoMUTET No oxpade
OKpYHAKLLER cpedkl DEKOMEROCEAN CHATL CrPaHMYEHA B HCNOMNLITEAHMA JaHHOMD SOKYMEHTE NoG 3ruach
reHEpansHorn cekpeTapa.

B ceate npuHATHA B 18997 r nepaecrorpendex NprHuunog GLP O3CP gasHsi KOHCEHCYCHEIRE QORYMEHT
Obin paccmMoTped Pabodei rpynnoi i nepecMoTpEH & UENEI0 NPHBE0EHWA M0 B COOTRETCTRME © HIMEHEHHAMI,
BHECEHHbIRIKA B Mpriuyne GLP. O Guinonobped Paboded rpynnole anpene 19881 _azaresmeasrycte 19991
Ha COBMBCTHOM COBELWAHMK KOMWTETa NO XMMHYSCKMM BewecTeam W Pabouvel rpynnt No SdmMaYecErs
BEWECTEAM, NECTALIXAAM W BROTEXHONOMMK W DACCEKDEYEH NOO 3TMO0H FEHEDaNEHONS CERpETaRR.
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M E X ' 0O C ¥ O APG CTIBTEUHHbB H C TAHIOIAPT

NPHUHUWMNE! HAONEXALWEW NABOPATOPHOW MPAKTWUEW (GLP)
ObecnedeHHe HAYeCcTEA B CooTEaTCTEMM © MpHHuknamia GLP

Frinciples of Good Laboratory Practce {GLF).
Quelity assurance in the application of GLP principles

OataBeegeHua — 2013—01—01

1 OBnacTe NPUMEHEHWA

HacToAWKA CTAaHJAPT PACNPOCTRAHARTCA Ha NOAATHEY | 3a0a4u cnywb ofecneveHMa Ka4ecTea, NpKMme-
HAEMBEIE B HCNBITATENLHBIY LEHTDAY B COOTBETCTEMW & Tpebopanuas MNpuwauunoe GLP.

Mpusyne GLP O3CP gercreyvior Bonee 15 net [1]. MCNeITaTeNeHBE UEHTDb, B KOTODbIX NEMMEHANKCE
paHHee MprHukne: GLP, a Takke rocydapcTBeHHBIE ORTaHel, CoYWECTENABLLME MOHMTODKHT COOTBETCTENA
TpedopaHHAM MprHyrnos GLP, nonyYdny UeHHEE ONelT, B CEETE KOTOROrD MOryT DeiTe AaHk SONONHATE b=
HEHE YESIAHHA O DOMNA M OCYLLECTENEHKI B ACNBITATENLHELX WEHTDAX NPOrpamm oDecneseHHa KaYvecTES.

2 OBecnevyeHWe KavecTBa ¥ HaANeXalWwan HHEGPHTDPHEH NpaKTHKa

2.1 CCbINKA HA NporpasMmy obecnedeHia kavecTea B Npuayynax GLP O3CP

2.1.1 MNporpassa obEcnevYeHrd KaYecTEa oNpedenaAeTcs B nepecMoTperibi: MNpuHgknax O3CP no
HAONEWALWER NAGOPATOPHOA NPAKTAKE KAK NPOrpamMma padoT, BuNoNHASMAR HEIABHCHMBIM OT NDCRSOSHKA
HCCN240BaHMA N2PCoHAN0oM W HANPABNEeHHAA Ha obecnedaque aaMUHHCTRAUKEA MCNEITATENSHOIS LeHTRa
CobneasHWA NPUHUKNOR Hagnexalwen nabopaTopuol npakTiki [1] (noanyseT 1.2.2.8). B oGa3anHocTH a4 Mia-
HHCTPELMA UCNETATENEHOTO LEHTPS BX0AMT COZOAHME 8 MCNBITATENLHOM LEHTDE QoY MEHTHROBAHHOR Npo-
rpasmMel ofecnede s KaqecTed, YTo0s NpoRCAMMEIE B HEM WCCNEO0BaAHKE COoTReTCTROBANK MpUHULKnans
GLP [1] inepeqrcnesde THILT.12).

2.1.2 Kpome TOrg, agMUHACTDEAUMA MCNETATENLHOTO LEHTRE ACMEHA MApaHTHROEaTE, YT pYKOa0au-
TENk WCCNEOOBAHME NPSAOCTABKT NENCOHANY Mo SDECNBYeHHI0 KAYECTBa AGCTYN K YTREEHMASHHOMY NNAHY
uocneaosadna [1] (mepeducnednea ji11.1.1.2), a pykoBoAMT N e MCCNEA0BEaHua 00R3aH FApaHTHPOBATE, YTO Mep-
COHAN NO OSeCNeYeHUD KAHLCTEA MMEET KoMK NNAHA MCCNESOBAHKWA M CROSBDEMEHHO NONYHEHHEX NONPAB0L
K HEMY 1 HAXOAWTCA © COTRYIHUEAMMA B NOCTOAHHOM KOHTAKTE MA NPOTREEHKKA BCEMD WCCnefosarKa [1] (nepe-
qucneHde b) 1112, 2).

2.1.3 Taewe aaMUHACTRALMA VMCNBTATEeNLHOr0 UeHTpa JOMmEHa NpK NpoBegeHUd MConegosaqui Ha
HECKOMSKAY WCNBITATENBHLX NNMUAAKAY ODECNeYMaaTh NOCTORHMLIE HKOMTAKTE MENOY DYKOBCOUTENEM
HCCNE00BAHAA, OTEETCTEEHHEMK MCCNE0aaTENAMM, NEDCOHANGM No ODECNEYEHKID KAYESCTES ¥ CNeUHanKe-
Tanm, BENONHARLMMA JaHH0e neenedoeaqqe [1] (nepesrcnanme o) 11.1.1.2).

B nyueTe 1.2 [1] nepevicnessl crieayseulkne TpeboaaHna;

2.1.4 Obwme nonomeran [1] (nyaer 1L2):

« MCNBTATEMNEHEIA LEHTD QOMEEH HMETE ACKYMEHTAROBAHMHYIS NDOrpamMuy cHecnaqde s KAYeCTRA, YTo-
Ckd NPOBOOMMBIE B HEM MCCNEJOBAHKA COOTEETCTECEAN MNprHyknam GLP [1] (nysxT 11L.2.1.1);

< 33 BRNONHEHHE NPOrPAMBME COECAEHEHHUA KAHECTES OTREYA DT YNOMHIMOME HHBIE MALA, HAIHAYABMbIE
AAMUHKCTRAUMEA HCNBITATENEHONS LWEHTPA, HENOCREACTREHHD NOACTUETHEIE BMY 1 IHAKOMEE C METOOaMM
uooneaoceanad [1, nyukt 1L2.1.2];

MapgaHuwe ohuunansHoe
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- Mayolal, oTeeyawesne) 1a obecnedye e KEa4ecTaa, He AoMEHD k) GhlTE: BORNEYEHD B NpoBelsHne
vocnegoeaHus [1] (nyHer 11.2.1.3);

2.1.5 O8a3aMHocTd NEpooHana no obecnedeH o kadectsa [1] (myuer 12,2}

Nepconan no obecneyesyic Ka4ecTea ohR3ad BENONHATE, HE OrPaHKMYMBAACE MMK, HHEENE PEYNCeH-
Hele oy HELHA. [epcodan no obecnaded o kadecTea aormseed [1] (nyusT 11.2.2.1):

3l MMETE B HANAYHH IKIEMNNRDE BCEX yTESDMOEHHEX MNaH0a MCCNeJ0BaHHA W CTAHIADTHEE ONepawuK-
OHHBEE NPOUSAYD, ACNONESYEMBIX B HCNBITATENEHOM UEHTDE, W QOCTYN K TEEYIWEMY BADHAHTY OCHOBHOMG
nnaHa-rgaduka;

b} npoBepATE, YTOGR NNAH KCCNEQOBAHWA COgepMan MHopMaurio, HeobxoduMy AnA cobnooeHHA
Mparyanoe GLP. Jaxuan npopepra gonsHa OsiTe JOKYMEHTHUDORANA,

C) OCYWECTEMNATE CACTEMATHYECKHA KOHTPONE 38 NPOEE0EHHEM BCEX MCCNEO0BaHAR B COOTBETCTEHMA C
HacToAwmMK MprHuMnamu GLP W gocTynHOCTE NNaHoE MCCNEAoEHHA M CTRHADTHLIX ONE PaLMOHHbLIX Npo-
ugayp {COMN) nepooMany, BORNSYEHHOMY B NDOREOEHKE HCCNEn0BaAMKA .

MpeaycMoTpeHsl TP TUNA WHCMEKUMOHHBLX NPOBEQOK B cooTReTcTEMM o COMN, cnpegeneHHsisK B
nporpasme oGecnedeHH A KaYecTaa:

- NPOBEPEA OTAENbHLIX MCCNegosaHKHIA,

- NPOBEQEA MCNLITATENEHEX MNOWAN0K,

= NPOBERHA OTOENEHBIX NEOUETCOB.

MpoToRONE {OTYETRl ] NoACEHEX MHCMEKLUMOHH BIX NEOBEROE YHHHTOWEHHIO HE NOLNEHAT,

d} NpoEepATE SEKMNI0HYUTENBEREIE OTYETRL NOATEEDHMOATE, YT0 METoOLI, NPOUEOYPLl, HaGMOOeHHA «
PEIYNETATE MINOHEHL TOYHO M RONHOCTED W B NOAHOE MEDE OTRAMAKT NEDEHYHEE JAHHLIE MCCeO0BEHWA,

£} CEOeBPEMEHHC NPERCTARNATE PEIYNETATE 06 HHCNEKUWOHHLX NPOBELKAX B NMUChMEHHOM Brae
a0 HHACTRALKA MCRBTATENEHOMD UERTRA, DYKOBOOWTENK KCCNE0oRaAHHA, OTEETCTEEHHOMY bk ) HCNOMHATE-
Mo{AK ) H NpW HE0GX0gHUMOCTH DEYTMM DYEOBOOALLLKMM PAGoTHHEAM,

fl BHOCHTE B 3ZKNHYHTENEHER OTYET NOGroTORMNEHHOE K NOGNACAHHOE IAKNHEHRE O THNEX WHCMEKLM-
OHHBER NPOBEDOK 4 AATAX WX NPOBEOEHHA C HHDOopMaUWeld 0f aTane(ax) NpoOBEDAEMOID MCCNeJOBAHKEA U 0aTe
Nepeaaqdd pe3yNeTaToR KHCNEKTHDORAHMA AOMAHKCTPALMA MCNHTATENEHOMD UEHTDE, DYKOBOOUMTEMO HoCNEe-
OOBAHWA W OTBETCTEEHHOMY MCCNEO0BaATENKD, ITO IARMOHEHHE TRICEE GOMEHO Y OOCTOBEDATE, 4TO NEPBUHHLIE
OaHHLIE MCCNEA0BaHUA OTDAMEHE! B 3AKMNKYHTENEHOM OTHETE J0CTOREPHD.

2.1.6 PaGoranepconana no ofecne4yeHdio Ka4ecTEa 3akNK04aeToA B NNaHADOBAHKKA, COCTARNEHKA rpa-
KA NpoBe oK, NPOBEASHHA NECREROK, QOKYMEHTHDORAHWA ¥ COCTABNEHHK OTYETOR O NPOBEPKAaX M OTHOCHT-
CH EOOHOW U3 KATErDHA NatopaTopHOR O8RTENEHOCTI, ANA KOTOROA DOMN#HE MMeTeCA COM 1] inyueT IL7 4.5

217 3auniHHTeNeHbld OTHET 08 MCCNeO0BaHMM OOMNEH COOSRMATE CRE0EHWA O TUNAaX M DaTax Npone-
OEHHBX HHCNEKUWA, 3TaNkl HHCNEKLWA, JaTHDOBIHHLIE DEIYNETATE KHCNEKTHROBAHHA, KOTOPEIE GbiNK nped-
CTABNEHE AOMHHWCTDALWK MCNLITATENEHOND UBHTRA, DYEOBOQWTENM WCCNeOoBaHWA W OTERTCTESHHOMY
MononHUTENKD AR ) (MDA HeobxoaumocTi) [1] (myuer 1182 4). 374 nonoxedns HeoSXomuMiel ONa NogrespHe-
HWA TOMD, 4TO B 3akNOHHTENHOM OTYETE QOCTOBEDHD OTRaMEHE NEDEHYHEE JaHHLIE,

2.1.8 MNnavei-rpadHed 1M 3an4cH 000 Boex HHCNEKUWAK, BRINONHEHHBIX B DAMEAX NDOrpaMme no oGecne-
HYEHHID KANECTEA, CNeOYeT XDAHUTE B apXHBAX B TEYEHKE NEPWOLa BRPemMEHH, YCTAHOBNEHHOMD COOTRETCTRYID-
LM cprasamu [1] (nepeuncnewme b4 101}

2.2 CeAlk co cNYXOOH oBecneYeHua KaYecTea

221 AOMHHMCTPAUMA MCNHTATENEHOTS WEHTEE HECET OCHOBHYID OTEETCTEEHHOCTE 3a 0GecnadeHne
pADoTel HONBTATENEHOND UEHTPa B COOTEETCTEBWA C MNprHyMnamd GLP. ADMAHACTRAUMA WCNBETATENBHOND
UEHTPA Mo#ET AeNerHposaTe JeATENsHOC Ty N KOHT oMK NOCPeqcTBoM NHHERHORA YIPasNakwe d oprad9ia-
LMK, HO BCEM 03 COXpaHaaT 23 CoDoN 08 Wy OTEETCTEEHHOCT L. BakHon obR3aHHOCTEID 3AMUHHCTRALMK MCNkE-
TATENLHMOMO  USHTRA SBMAAETCA  HaddadeHws KW afderTHEHAA Opraddsaurs OoCTATONHOMS  HUcna
HEAMNMEWLWDCRAHHEIX W ONBITHBIX COTRYAHKKOR MCNBTATENsHOMD LEHTDA, B TOM YMCNe TeX, KOTODbLIe TP yrT-
C:8 ANA BeNGMHEHHS GYHEUAR No ofecneqes o Ea4ecTas.

2.2.2 Oonwed GbiTe Y8TEO ONPegeneH Dy KoBCaUTeNs, HECY KA OCHOBHY IO OTRETCTEEHHOCT: 3a GLP. B
OGASAHHOCTH JAHHONS NHUYE BXOGUT HEIHAYEHKE COOTRETCTRYIOWEND KEANHEMUHMPOBAHHOND NERCOHAna Kak
ONA NPOEELEHAA IKCTEPUMEHTANSHOR NDOrPasME, TAK W BEINONHEHKE HEZABWCHMOR DyHELMH Na oGecnede-
HW IO K4 CTEE.

Mepegada cnyswbe obecnedYeHHA KAYECTEA 33034, OTHOCALWKXCA K YNDaENeHHIo cornacHo NDHHLmMnanm
GLP, HEe OonwHa CTaBWTE NoG YTPoay HeJaBHcHMOCTe paboTel ciybsl obECNEYeHWA KEAYECTES W HE QONHHA
MeBNeYs 3a coboH NDHYACTHOCT R NEPooHana no 0BeCneqe K KAHECTES K NPOBELEHHID MCCIEO0BAHKA, KDOME
KA B PO NHLY, OCYILECTRNAMLLAX KOHTDO:.

2
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Nwyo, HaaHaderHoe OTEETCTEEHHEM 33 obecneyeHie KaYecTea, SOIEHD MMEeTe HeNoCPedCToeH KA
SOCTYN K PAINAYHEIM YPORHAM YNPABNEHAA, B YACTHOCTA K BLICWEMY YPOBMKI YNBEAENEHHA WCNETATENsHEIM
LEHTROM.

2.3 KpanugMiauWwa nepcoHana no obecnedveH D KadecTea

MepcoHan no b cneaYe it Ka4ecTEA A0NMEH MMETE TOATOTOBKY, CNEUManbHEE 3HAHKE W ONBITHA Ypoa-
He, HEoDXOOMMOM ANA BeINONHEHAA CROMX obAIaHHOCTEA. COTEY QHWEN JOMEH L DT AHaKoMBl © NpoUeaypa-
M HCNETAHKWE, CTEHOARTAMA W CHCTEMAMM, HCNONBIYEMEMHA B CAMOM WCMBTATENLHOM UEHTPE WK NpK
NEOBELEHAK paGoT B HHTEDECAX HONbITATENLHOMO LEHTRE (HanpuMep, patoTel No cyEBNoapAay, KOHTRaKTY).

NMya, HasHAYEHHBIE INA BREMRONHEHWA @YHEUHE NS oBecneseH o KaHecTRa, JoN%HE NOHHMATE OCHOR-
HENE KOHLENUAM, NEXallke B OCHOBE NOOBERranweEAcA MOHUTORHHMY JERTENEHOCTH, & TAKKE KMETE NONHOE
npedctasnedue o MNpuHwknax GLP.

B cnysae OTCYTCTEWA CREUMANbHBIX IHAHKA WNM NDH He00X0QUMOCTH B NONYSEHAA BTOROMD MHEHKA
cnyvwbe oBecnedetna KaYecTsa PEKOMEHLYETCA 3aNPOCHTE NOMOLWE CNEUHancTa.

AOMHHUCTRALWA MCNBTATENEHOMS LEHTRE OOMKHA TAKKE FApaHTUDOEATE HANKYHE QOKYMEHTHDOBAHHO A
nporpaMmisl 00y4eHHA, OXBaTeIBAOWER Boe acnekTe paboTel cnysbe cbecnedenna wavectea. MNporpamma
COYHEHWA JONHHA NO BOIMIHHOCTA BEMOYATE SOY4YeHHE Ha paboden MecTe N0 HabnioLeHHeM KOMNETEHTHO-
ro W KBANHMUH pOBaHHOM Nepcorana. NoCeWeHne CEMAHAD0E KW KYPCOR, ORTAHMA0BEAMHBIX MCMEITATEN MM
LEHTEOM MAW CTOPOHHMMKA CPraqi3aUMdamil, MOKET TaKHE CKASaTLCR NoNeaHEM. HanpuMep, AENABTCA Uene-
COOBpAIHEIM OBYYEHWE TEXHUEE O0WEHKA M PaIDeLLIeHAA KOHPNUKToR. OByYeHHE O0MEHD BbiTe MOCTORHHEIR
H NOOEEQrATECA NEPUOOHYECKOR NDOBEDKE,

Coyuerde nepcoHana no obecnedenkd KaYecTea QOMKHD JOKYMEHTHROBATECA, 3 Bro HOMNETEHUKA
DON#HA NogBepraTeeA cueHEe. JaHHee 38nUcK CNnegyet NoCTOARHD aKTYaNHIMpoBaTL M COXPAHSTE.

24 Yyactme cny#bul ofecneyedusa KavecTBa B pazpadoTHe CTAHOAPTHLIX onepaunoMHLIX

Npoueayp v NNAaHoB ACCNenoBaMMA

AOMUHACTPALWMA WL TATENLHOM LEHTEA HECET CTEETCTEEHHOCTE 33 T0, 4Tobs checneynTs CoagaHre,
BLINYCK, PACCeINKy ¥ coxpaderie CON. Nepooran no oBecnadeHd il Ka4ecTea ODkIYH0 He YUaCTEYET B paspa-
Gotee COMN, ogHaks Menartens o, 4Tobel 0 paccMatpyiean COMN nepad NpAMEHSHUER © LENEID OUEHMTE WX
YETHOCTE, A0X004MBOCTE M cooTReTCTEME Mpruymnam GLP.

AOMUHACTPALWMA MCNETATENSHOMD LEHTRA JonHHa 0GecneyreaTs, YTode nNaw Hecneaoeanna Bein aoc-
Tyned cnywte obecneYeHts KAHeCcTEa 00 HA4YANA NPORSOSHWA JLCHEDMMENTANLHOT0 HCCNeAsRANKA. 3TO
MO3IBONKT cnywbe cbecneYeHdA KaYeCTRA:

- CNefWTe 33 COOTRETCTBHEM NNaKa necheaoeamHHa NpuHupnans GLP;

= OUEHUBATE YETEKOCTE M NOCNed0EATEN EHOCTE NNAHA MCCNEL0BAHHA,

- ONQEAENATE KPMTHHYECKUE ATAMNLI KCCNEAGRAHKA |

= MAAHWRCBATE NPOTREMMY BMOHATODMHIA B 3ABMCHMOCTH OT MCCNeqoBa KA.

HEeaapucHMo OT TOMO, K3 1M KOr4A BHOCATCA MAMEHEHWA B NNAH KCCNeaoBAMKA, WX KOMWA J0NHHE GeTe
nepedamsl cnywbe cbecnederis Ka4ecTea ONA COQeRCTaHA e THRHOMY KOHTROMIO WCCMEOOB3MH A,

2.5 MHcnekund cny#bel oGecnevysHHA KavYecTRa

2.5.1 THnkl AKCNEKLMA

Mparpammbl oBecneqeHia KA4eCTEa YacTo OCHOBEIBAMTCA HA CNEgYIOWHX THNAX HHCTIEKLHA

= MHCMEEUMK OTABNSHEIX MCCNegosanmid. DM NNaqMpyIoTcA B COQTESTCTEMM C XPOHONOIWEH JaHHoro
HCCNE408aHAA, O0LIMHO NYTEM NEPEOHAYANLHOMD ONEE0ENEHHR KPUTHYECKMX ITAN0E WCCNEdoBaAHHA,

© MHCMEELAW ACNRITATENbHBIY NROWAR0E. OHM HE OCHOBBIBAIOTEA HA MHCMBKLKAY KOHEPETHRIX HCCneno-
BAHWHA, HO OXBATHIBAGT MHCMEKLWA OCHOBHBIY WCNBTATENEHBLIX NROWAGOE 4 BAO08 DEATENLHMOCTH B DAMEAX
HCNLITATENEHOMD UEHTRS [MOMTaN, BCNOMOraTeNsHui@ CNyshel, KOMNLOTERMAVDOBAHHLIE CHCTEME, Obyqa-
HIE, MOHHTODMHT OHDYHAIOWE R CReabl, TEXHUYeCKD2 clcnywrBaHue, kanwbposkan 7.4},

= WHCMEKUMW OTASNsMEIX NLOUECCOR. 3T MHCNSKUHH TAKE BeINONHRINTCA HEIABACHAO OT KOMERETH bIX
HoCNefonauda. O NRPOBOORTCR C USNsLK MOMHTODHKME NDSUEnYD | NPOLSCCOs | HOCALLME NORTORAMILLMACH
HAPAKTED W, KaK NPASMN0, CCYLWECTRNAINTCA HA BbGOPOYHOHE 0CHoBE. [aHHbIE MHCNEELMA NPORCAATSA B TEX
CINYYAAX, KOTAA CAMH M TOT ME NPOUESE B MCNETATENLHOM UeHTRe 0Cy WEeCTENASTCA OHeHE YACTS, BCNedcTBMe
YEro NpOBeaeHHME MHCNEKLWA OTORNLMLIX MCCNEdoBaHKA CYUMTARTCA HEIEeKTUaHEIM MMM HELenecooEpai-
Mtk . CRegyeT NPWIHATE, 4TO MHCNEKUMWM OTOSNsHbLX NPoLSCcCon B DAMKAX KOHEDET Mkl 3TAN0E, OCYWECTRNAR-
MulX OHEHE HYACTO, MOMNYT NPWBECTH K NOABMEHWMKD HEKOTOPBX WCCNEdoBaHWi, HEe NPOBepeHHEX B
HHOMEMOYANEHOM MORADKE B X008 IKCNE PUMEHTANLHEIX ITAMN0E.
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2.5.2 MNnannpopanme 1 oBoCHOBAHME ABATANLHOCTH M MeToO0B oBacneYeHA KAYecTEa

Crny#=Ga obecnedeH-a Ka4ecTea JOMmHa NNaHWpoBaTs Ca0 patoTy QoNxHLIM 0OPazZ0oM, NO3TOMY Npo-
Ueqypes NNaHKpoEaHUA, a Taske paboTa nepcoHana No 0Gecneyqe Ui KEa4eCcTea NEK BLINCIHEHKW, OOKYMEHTH-
POBAHKA W NOGAYE OTYETOR 00 MHCNEELMAY O0N#HHL ONUCkBaTecs COM. Cnecol 3annadupoBadibix ¢
OCYLLECTENASMEX HCCNeqoBaHKE Qomsed BeiTe coxparad. Crywba obecnedyeHia Ka4ecTea JOMNMHa HMETE
OOCTYN K AKTYANMIMPORaHHOR KOMHE CCHOBHOMD NNaMa-rpadisa. Nogobuei cnscoy MecBxodui 0nA nnaHupo-
BAHKA QEATENEHOCTH CNYHOE 0GECNESEHAA KAYECTEA M OUEHKK pABCYel HArpYaKd No 00aCnedaHiig Ka4acTaa
B HCNETATENLHOM LEHTRE.

Kak 1 B cnydae nobeix gpyrvx patouny npouenyp, oxpateeaesex Npuduwname GLP, nporpamma
HHCNEKUMA W ayauTos chy#bsl ofecnedeHHa EEYecTea JoEHa GuTe NPedMaToM NPOBEDEE 34MHUHACTDAaUMM
WCMSTATENLHOMD WeHTPa. Hak nepcoman no obacnede i KaYecTea, Tak i DYHoaofcTeo cny:kbsl oGecneseH1a
HAYECTES OOMEH bl BbTe B COCTOAMKK 0D0CHOBATS METOOS, BLBPAHHEE WK ONA BRNONHEHWA COOMY 33034

2.6 OTYeThl HHCNeKUWA cNy Bkl 00eCcneYeHHA KaYecTEa

HauWoHansHele Opraqsl MOHHTODMHE cooTaeTCTEMS NpuHduyMnan GLP MoryT 3anpociTe digopma kg,
HACAKLLYHCA TUNGE MHCTIEKLMA U 08T #X NPORSOEHKA, B TOM YHMene aTanalon] MHENEETADYEMOro Hecneaona-
HeA. Tem He seHee obpYHo CoOgepHaHMe OTYETOR O NPCEEOEHIN MHCNEEUMA CNynDel obacnedanna kaYecTea
HE JOMEHO DACCMATDHEATRECA HALUMOHANEHEIMKA OPFaHaMH MOHUTORAHNE, NOCKONBKY 3TO MOMET NDENSTCTRS-
BaTh Chy#Ge obecnededds kadecTea B NOGroTOEKE OTYETOR 08 WHCNekLKMH. Tek HE MEHEE HALWOHANLHLIE
OPTAHE MOHMTODMHNE MOMYT BREMA OT BReMedd TpeboBaTe O0CTYN K COQEDMaHMIO OTYEToR O MHCNeKUMM B
LEnAx MoOATESQHAEHHA HaONeKawero OYHELWOHHMPOBARKA chyHbbl cbecnedYeqds kavecTea. OpraHsl MOHHTS-
pHHra cooTeeTCcTEMA NpuHusnan GLP He 0on#MHE HCNonNsaoBaTe 3T OTHETE KAk NPOCTOoR CNocod MaeHTHdM-
UMpPOBaTE HEOOCTATEN NPOEEOeHHEX MCCNEd0RaAHMA.

2.7 AyOnTel AaHHLIX W 2aKMIOYHTENLHLIX OTYETOR

PaccsoTpeHde cnywbb 0BecnedeHMA KaYecTBE NEBMYHbIX AaHHEIX HCCNEQ0BaAHMA MOXET Dbl Te DCYLLE-
CTEAEHD HECKONBEHAMKA CIOCobamy, Hanprasep, 3anscH soryT Dbl Te PACCMOTREHS| B X0QE JKCMEDHMEHTANBHEX
ATANoB MHCCNeaoBaHUA, B X008 AHCNeKUWHA NPOUSCcoa MNW B Xo0e ayiWToR 3aKMN0YHMTENbHbIX OTHYETOR.
AOMHAHACTDEUWA HCNBITATENLHOMD UBHTPA QoNHHA obecnednTe, 4ToDE BOE 3aKMMYETENEREE OTHETE, GNA
KOTOpEX TpebyeTca cooTEeTcTEMe [MpyHurnar GLP, BbinW nog@eprEyTel ayouTy criyeSor obecnedeHus
kadecTea. JaHHsL ayQuT SonHeH NECROIRTECA HA 33KMOYHMTENEHON CTAOWA NOGroTOBRKA NPOSKTA OTYETA, Kor-
Oa cobpank Boe NePBAYHLIE JaHHLIE KCCHEOoRAHUA M HE MNAHKPYETCA BHOCKTE KAKME-NTHME0 3HAYMTENEHLIE
HAMEHEHHA.

Mpumesasne— B MNpusumnas GLP nepedyHe e SJasHse ONpeIenRAKTGA KEK OP@IrAHANE SANHCEA W DORYMEH-
TOE WCNe TATENEHOMD LEHTRA HIW HE 33 BEREHHEE KONMHH, OTPAKEH WHE pEIYNETATH HEBNNOSHER W NPoLEdyRbl, NPOEETEH-
HulE B0 BPSMA HCCNES08EHHA, [TepBAYHE MK O3H HbiMH HCCNS00B3HEA MOMYT SbiTh: POTONPAT WM, MHEPOPUNEME, MAKPOD-
ABHEM, X KONWH, OWCHETH @ KOMNakT-guced, pafiouse 2andce, SKnWMEA 38NMCH NOK33aHUMA ABTOMATMIMDOSEHHLIX
NEMECpoB, N QPYrHe HOCHTENK JasHsIE, KOTopR e obecnau«eanT Ge30NacH0s XPAHEHRE HHIDOPMALUNWY B TRHSHRE DNpeaa-
AEHHoM Neprons spemedn 1] (nepeqsdcnennea ¥ L2 5

Llenss ayauTa 3asmoHUTENsHOro 0THETa RENASTCA ONpegEne e TOro, 4To.

= WMCCNenoBaHke DeNe NPOEESEHD B COOTRETCTREHK C NNAHOM WCCNeaoBaHHA 1 SO,

- WMCCNegoBaHke DeNc TOHHLIM B NoNHLIM COpasomM OTRaMEHD B OTHETE,

- OTYET COOSP#HT Boe anNaMeHTe, Tpatyvenslie Npruusname GLP,

- OTYET XAPAKTEPHAYETCA NOCNE0BaATEN EHOCT B0 W BHYTREHHER HENPOTHEODEYHBOCTEI,

= NEPBHHHBIE JaHHEE CODPaHL NONHOC TR KW B COOTRETCTEXK C TpEeDoBaHKAKK [MpHHuKWnos GLP.

CoTpyarukan cnysbe cbecneYeris Ka4YecTEa MOMHD PEKOMEHS08ATE COCTARNATE IAKNKIHUTENEHLIA
OT4eT 06 AYQWMTE KakK MORHo NoapoGHes, GnA Toro 4Tobsl GRNa BOAMOMHOCT b PEROHCTRYHDOBATE AYAKT.

Mpouegypel QONHHEl BETE YCTAHOBNESHE TakwM obpazoss, YTobe COTPYOHKMEW Chysbe obecneveHa
HAYECTES BbiMK B KYDRCE BOEX OONOMHEHHA AN MIMEHEHWA, BHECEHHBIX B JaHHBE WCCREIoBAHMA M oTYeT 0f
HCCMeqoBaHKHK B X00 3Tana ayauTa.

Mepen noanMcaddem JakneHenna cnysba obecneYerna Ka4ecTBa JondHa checneYnTe Haanemawes
PACCMOTREHWE B JAKMOHUTENLHOM OTYETE BCeX BONPOCOB, NOQHATLIX 8 Xogde ayauTa cnysie obecneseH9a
HAYECTES, W NOATESLHDEHHE TOMD, YTO BCE NPEJEARHTENBHG COMMAcOBAHHEE JERCTEMR DulNK 3aBepLUeHEl |
YTO B OTYET HE BblIN0 BHECEHD HHEAKHE H3MEBHEHWA, TRE0YIOWHX JansHeRwWers ayguTa.

MoGble HCNPABNEHHA WNK ASNONHEHHA 3aBE0LEHHOND 3aRNINYUTENBHONS OTHETA AOMMHE CTATE 06 LEK-
TOM AYOUTA CO CTOPOHEl CRYHREE cbecnedeHia KavecTEa, nocne Yero DygeT HeobxoguMo NPELoCTABWT b NEDEe-
CROTREHHOE WA GONONHATENLHOE JARM0YEHRE CNysts 0BecneYe A Ka4ecTaa,

]
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2.8 3akmouyenme cnyxbel obecneyeHMA KAYeCcTEa

281 Mpuausne GLP 1] TpebyioT BENOYEHHA NOOMACZHHOM0 33KMTI0YeHAA CMywGs oDecnaYeH s Kaqec-
TES B JAKMKHATENLHEIR OTHET, B KOTOPOM YEIIHBAKTCA THL WHCMEKLLWA M QAT WX NDOEE0EHKA, B TOM YHCTE
NEOWHCNEKTHROBAHHEE 3TANL MCCNEA0BAHKWA, W, 8CNd HeoBXoAMME, 0aTk NOOAYA PESYNETATOR MHCOEELHA
AAMUHHCTRALMH MCNBITATENEHOMD WEHTDE, DYKOBOLKTENRID HCCNEA0BARMA H OTRETCTEEHHOMY MCCNENoBaATE-
nefAs) [ 1] inepedyrcnanie 173 11.2.2 1 nepegyncnedwe 4 11.9.2).

OTEETCTEEHHOC TS 38 NPOUESAY DB, TAPAHTHDYIOWHE, 4T0 OAHHCE 3aKN0YEHHE OTLAKAST COrNACHE CIyH-
Okl 0BECNeYEHWA KAYSCTREA C IAKNMOYEHEE R DYEDROOMTENA MCCNESOBaMKE O COOTEETCTEMK Mpruyknan GLFP 1
COOTEBETCTEYET BIMYLYSHHOMY SAKMIOHUTENEHOMY 0THeTy 0f MCCNedoBaHMK, HECET AOMUHUCTDAUNA KCNETa-
TENLHOMD WEHTRE.

2.8.2 TopmaTt 3aENI0YeH A cny bk 0Becnede A Ka4ECTEA OOMTHEH YU TEIBATE CNeUWDHYECKAE 3CNak=
Tl oT4eTa. Hecbhxogumo, Y4Tobkl JasmoUeHMe BENKYano NonHyn MaedTrdmeagnorHyio medopmagme of
HCCNEOCBARWH, 03Tk H 3Tankl COOTBETCTEYIOWMHX MEDOMPHATIAN [0 KOHTDOMK Chykbsl 052 CNEYe HWA KA%ECTRA.

B cnysanx, Koroa MHCNeKUHK OTLENbHBIX MCCNEQ0BaHMA HE ABNSINTCA YACTED 3aNNaHMpoBaHHOR Npo-
rpass el 0GeCNEYEHWA KAYECTEA, OBAIATENEHD HAMKY ME 3aKMN04EHHA, NoAPoEHO OMACEBRMLLETD KOHTROMH Y-
OLHE AHCNIEHUKA, HANPUMED, B CNY48E KPATEOCDOYHEIX MCCNeNoBaHWEA, KOrga NoBTOOR OWHECA MHCMERLHK
K000 Hecnedosanna HeadihekTUEH LI MK HENDAKT 4B

PeromeHayeTeq, 4ToSE 3akmodeH e cnywbsl obecneseHya kaYacTaa DeEne 3asepWeHo TONBKS Torga,
Korga OygeT noaTEEpEOeHD I3AENEHNE DYRORGOWTENA WCCNedoBaH A 0 Co0TEETCTEWA [NpuHuKnam GLP. 3ak-
nEgHeHre Ny b 00eCcnedeHrA Ka4ecTaa TaKKE CIYMHNT NoQTEEDHAEHNEM TOMY, 4T0 33K TENLHBIA OTHET
OTPAXAST NEPEHYHEE JaHHEE. 32 pYROBOIHTENSM KCCNEN0RAHKA OCTASTCA OTRETCTESHHOCTE 232 obacneyea-
HIAE TOMS, 4TOGE B 3AKMNKYHTENEHOM 0THETE GRnd Bedenett 0BNacTd MCCNeQoBaHHA, He COOTRETCTRY KW HE
MpuHuKknas GLP.

29 Cnywba obecnedyeHMA KaAYECTEA W WMCCNeoBaHWA, He perynypyesMibic HOpMATHEHLIMH
TpeSoEaAHHAMMK

CooteeTcTere MNpusyunar GLP ApNASTCA HOPMAaTWRHLIM TREGOBAHWEM OMA NRAHATHA ONDEEEneHH bix
HCCN24083aHKMA. TEMm HE MEHEE HEHOTOPLIE HCNLITATENEHEE UeHTDE NPOBOOAT HA O0HON NNOWA0KE KAK MCCME-
LOBAHKA, COOTRETETEYMIWME HOPMATHEHbIM TREOORAHMAM, TAK W UCCNeOoRAHKMA, HE NPEIHAIHaYEHHBIE ANA
NOOaYH PEryNHRYIOWKKM Opradam. Ecnv HCCNedoBaH A, He PErYNMpYEMESE HODMATHBHEIMA ToeboBaHHamM,
NPOE0ARTCA HE 8 COOTRBETCTEWM CO CTaHOaDTaMK, CONOCTARMMEIMK C MpHHudnanye GLP, aT0, Kak npasuno,
HEMATHRHO BNWAST Ha COOTEETCTEHE nocnefosaHui MprEurnam GLP, perynvpyemMely HOpMaTHEHEIMK Tpebo-
BAHWAME,

B cnucxax MoccnedoBaHki, xpaHawnxcs 8 cnysibe odecnedye na Ka4ecTea, oonmHel BeTe HaeHTdHLm-
pOBAHLI HCCNEAOBARWA KAK PEMVIADYEMBIE, TAK M HE DETYHMDYEMEE HOPMATHEHBIMA TREBOBAHUAMK, YTODE
NOABONWTE NPOBSCTI HAANEKALLYI0 OUEHEY Dabodel HAMDY KK, NDHIOOHOCTH KON TATENBHER UEHTPOB M BO3-
MOMHOE BIAMMHOE BNUAHKE B NDOWECCE NPOBELEHHA HoNITAHWA, [LNA BeINoNHEHWA JaHHoR Jagaqs cnysia
ohecnaqentn KaYecTEa QONHKHA HMETE A0CTYN K AKTYANHAWDOBAHHOMY JKISMNNARY OCHOBHOMD NRaMa-rpadn-
Ka. ABNASTCA HENPHEMNEMBIM JAABNATE O CoOTEETCTEMH MNprHuknas GLP y#e HadaToro nccneqoBaqdn, He
cooTReTCTEYoWers Tpebosannam Mpuaywnoe GLP. Ecnv npoeedenna woccnegoeadua, 0BosHaqeqHor e
Ka4ecTee cooTaeTeTaywero MpuHuknas GLP, NpogorsaseTc Kak WCCNefoBaHHe, He COOTRETCTRYHILES
MerHypnas SLP, 370 A0NMHO BRITE SETED GOKYMEHTHROBAHD.

210 Cnywta obecnedeHdA KANECTEA B HEBONLILWE HCNBITATENLHLI LEHTPAX

AOMHHWCTRA LA HEBONBWMX MCNBITATENEHEX LEHTROE MOMET DT NDAKTHYECKM HEBOIMIMHO NoALED-
HHBATEOTEENEHEA WTAT COTPY.OHMECE, paboTakwMs MCKNDYMTENREHD B oBnacTr obecnesedua kavectaa, Tem
HE MEHEE 3OMAHWUCTDAUMA HCNBITATENEHOMND LEHTDE OMKHA HaIHAYHTE N0 KPARHERA MeDe 0OHOMD COTRYOHKMKA
[Dase No CoRMECTUTENSCTEY ), NOCTOAHKD OTEEYAHWEND 33 KOopOrHad e dyH KUKk oDecnadyer A KadecTea.
[ng HaKonneHHA 3HaHHE K ONbITa, 8 Takse oBecnededna cooTRETCTEVIOWER MHTEDRNPETALWA HENaTENEHA
ONPELENeHHaA NPEeMCTEEHHOCTE NEPCoHana No checnede kK KaYecTea.

NMvya, y4acTeyoWwre B MCCNedoBaHAK, cooTReTCTRY WS MNprHurnas GLP, MoryT BeiNcnHATE qyyHE-
UK checnedeHis KA4eCTEa MCCNEJ0BaHHA, TAKKE COOTRETCTEVIOWHMX Tpabosandan MpuHywnos GLP, nposo-
DA ADYTAMA NOAR33AENEHWAMKA HCMNBTATENLHOTO LEHTRA.

HKpome Toro, B03MOMHD NDABNEYEHHE NOCTOPOHHETD NERCOHANE, HAHWMMAEMOTD 33 NPELENAMK UCNBTa-
TENLHSMD LEHTRA, BNA BeiNGAHEHWA GYHELUKA 0GECNeY8 WA KAYECTES B CNYSaAX, SCN- 3T MoMeT obecneYn Ty
HEOEXOOKMYI0 3P DERTHEHOCTE paboTel, Tpebyemyio ANa cooTRETCTEXA MNprHyunam GLP.

HaHHan KoOHUENWHA MOMET SkiTe QONONHWTENLHS MNPUMEHEHE K WCCNegoBaHHamM, NDOBEOOUMBIE Ha
HECKONEKAX MCNBTATENEHEX MNOWAAKEX, HANDHUMED KCCNEA0BAHMARM B NONEBEX YONOBKAK, NPH YCNOBHK, 4TO
HETKD YCTAKOBNEeHa oDWan OTBETCTEEHHOCTE 38 KOODIMHaUMI0 paboT,
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