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Mpeaucnoswne

Llenu, OCHOBHEE NP HUANE K OCHOBHOR NORALOK NPOBE0eHKA paboT No MexrocydapcTEEHHOR CTangap-
THaayMH yeTanoanede MOCT 1.0—582 «MexrocygapcraesHan CHCTema cTaqgapThaau iy, OCHOBHEIR NOMoHe-
HHAx W TOCT 1.2—2009 «MewrocynapcTEEHHAA  CWCTEMAa  CTaqiapTdiauWd.  CTaqgapThi
MEHIOCYOAPCTEEHHBIE, NDAEKNA W DEXCMEHIALMIA ND MEXMCYIADCTREHHON CTAKAAPTHAAUWK, TpaeKna pas-
pAGOTEA, TPUHATHA, NPHMEHEHHA, OOHOBNEHMA M OTMEH

CeeoeHWA o cTaHOapTa

1 NMoArCTOBRNEH:

Peiepankibid rOCYIAPCTBEHHLIM YHUTAPHBIM NPEOnpUATHEM «BCapocCUACKWA HayqHo-HoCneaoaa-
TEMECHMA UEHTD CTAHOapTHIAUKK, KHOODMALWA 4 CepTHRHKAUWK ChiDBA, MATEDHANCE M BalWecTas (Pl
sBHHLICMB» ),

TEXHAYSCEAM KOMATETOM NS CTAMJARTHAAUMK TK 339 «BeaonacHocTe CRPBR, MATEDWanos 4 BElWEsTE
PeaepanLHoro areHTCTES NO TEXHWHECKOMY PEMYTIMDOBAHAID M BETRONOTIW,

Mesrocy 1apCTEEHHBLIM TEXHHUHYECKMM KOMATETOM N0 CTAHJAPTHAAUMA TK 339 «Be3onacHocTe CalpbA,
MaTEpHanos W BEWECTES

2 BHECEH ®egepansHbil aréHTCTEOM M0 TEXHWYECKOMY PENYTHPOBAHKKD K MEeTDOmornH

3 NMPHUHAT MexrocynapcTEEHHBIM CORSTORM MO CTAHOAPTHIAUM A, METPONOMKE B CEPTADMEALMK [Npo-
ToRCM oT 9 HoAbpAa 2012 1. Ne 53-T)

3a NpUHATHE CTAHOAPTA NPOroNoCOBanA;

KDH TEDE AAMMEHOEAH S CT DA E -':-:p. CTpdHu EDHPEI.I.;I’.'HI\.DE' HIWMEHOBYHHE HELADELMEHOrS DRprads
no MK {ACT 2186 ) 004 —47 na ME (MSO 3166 004 —047 M CTAMDA0THIALHE

ARMEHARA Al MHHIKOHOMMEN PecnyGnues ApMesna

Benapyce BY MoccTanaapt FecnyBnukn Benapyck

Esiprei3cTax K& HeipreiacTavgapt

Monnoea MO Mongoea-CTRHOART

Fococvackan degepay«n RU FoccTaHgapt

TEAMHEHCT AR Tl TanMHKCTannapT

4 HacToAwWKA CTAH0ART MOBHTHYEH MexdyHapodHomy aokysedTy DECD series on Principles of Good
Laboratory Practice and Compliance Monitoring — Mo 2 — Revised quides for compliance monitoring
procedures for good laboratory practice: 1995 {MepecaoTpeHHRIE DYKOBOOCTEA NG NPCUESOYDaM MOHMTODHHIa
COOTEETCTEMA Hagnexalen NabopaTopHoR NEaKTHEA: 1995, Ne 2 W3 CepHi 40RyMEHTOE Dpraqd3audi JKoHD-
MUSECKOMND COTRY HWHECTE M paisnTHA (O3CP) o MNprHyywnax GLP 4 MOHWToOpKHNe CoOOTRETCTEMA .

MexgyHapogHsi JokyMedT paspatoran Patosed rpynnoi O3CP no GLP.

Mepeaong c aHrNMACKONS A3kKa (en).

DBHLMANEHEIR JEISMINAD MEMAYHADOOHOMO 0K MEHTS, HA OCHOBE KOTOROMD NOGIOTORNEH HACTORLLIAA
MEMICCYIAPCTEEHHLIA CTAHOAPT, MMeeTea B PejepansHom areHTeTEe N0 TEXHWSECKOMY DeryNHpoBaHM D W
METDONOTHN.

CTengHs COOTEETCTEMR — WoeHThsHanA (10T

B HAcTOAWKA cTaHOapT BHECEHD CNEeqyIowes pelakUModHOS HAMEHEHHE HEMEHEHT HAWMEHOBANE
CTaHaapTa.

HavmeHoeaHme HACTOAWErD CTaHdanTa WIMEHEHO OTHOCHTENLHD HAMMEHOBAHWA MEwOyHapogHOM
OCKYMEHTS B CEASM C 0CODEHHOCTAMK NOCTROEHAA MERTOCYIARCTEEHHONA CHOTE MBI CTAHGABTHIALMK

5 Mpuikazom PegepansHors areHToTEA NO TEXHWYECKORMY DENYNHPOBIHHI0 1 METRONOTHK 0T 27 aekabpr
2012 1. Ne 2149-c1 MeRrocyfapcTEeHHBIA cTangapT MOCT 31879—2012 apegeH B A8 ACTEWE B KAYSCTES HAL K-
oHaneHOro cTangapTa PocckickoR Segepaumnn ¢ 1 Aadeapa 2013 .
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6 BEBEOEHEBMNEPELIE

Hucghopaayus of USMEREHURX K HaCmORwary cmardapmy nybnukyemca & exesodio ba20asasidon
UHODMAYLDHROM Frazamene s HaluoManstee cmaddapmee, & MEKCT UIMeReMLD U ToNpaeor — & exena-
CAYMO UIFARaeMEY URDODMALUONNEY YRATAMENAX v HayloHaneHee cmandapme s B cnyuae nepecampa
(FAMEHED) LAY OMMaHL HECMOALWESD cMandapma coamaamomeyiiyes yaadomMnesus Bydem onyBaLuKoaaHo
8 @XSMECAYHG UadasaaMom unghopMayuoNHomM yrazamens « Hayuoranenee cmandapmeis. Coomesmomay-
WA UHoPMAYLUR, yaedoMIEHLE U IMEKCTE DaIMBIWanmcR Mmakske 8 unihapialuolinod cucmeame obiwaan
NOTEI0EIHUA — Ha OhuyuansonM cadme PedepansHoso a2eHmMomas No MEXHUYECKOMY DeSyNUDOaaHUN U

MEMPANoEUL 8 cemu MRMepHem

S CTannapTaHdopes, 2013

B PoccHidckod TeaepauMid HAacTOALLMA CTAMAAPT HE MOEET DT NOMNHOCTR IO KK YacTUYHO BOCNpoKMane-
OEH, THDAMWPOBAM 1M DACNPOCTRAHEN B KAYECTae ODHUMANEHOMS KagaHKA Bel paipewerdA DegepansHors
ArEHTCTES NO TEXHWHECKOMY PErYNHPOBAHKIO W METPONOT MM
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BeepeHwne

MpuuaToe s 1987 r. Pewerde CopaTta 03P 0 83adMHEOM NPUIHAKWA gaHHex [C (8130 (Final)], cornac-
HO KOTOPOMY PYKOBROOAWMA goxywmedt «OECD Series on Principles of Good Laboratory Practice and
Compliance monitoning — Mo 1 — OECD Principles of Good Laboratory Practice (GLP) (Cepua QokymMenToR
O3CP o Mpuuyunax nagnexaweil nabopaTopHon NEaKkTHEN M MOHATORAMHME CooTRETCTaNA, Mo 1. NpuHLMne
Hannemawean nabopatopron npakTkn O3CP GLPYs [1] (ganee — MNprHukne GLP) ABNReTCA 8ro HEoThem-
MER0A YACT R0, BEMYaaT B ceba MMCTpyELWio O2CP no NpoBe 48 KD MERONDHATHR, NOIECNAIWWE 00nerdyae
rAapMoHHIMPOBAHHEIE HE MENIYHAPOAHOM YDOBHE NOOxo0s GNA ofecnedyeHns cooTBeTCTEHA NpUHULKNENM
GLP. BcnegcTeMe aToro, B Uenax cofedcTEMA BHEQDEHHA CONOCTARMMEIY NRPOUEAYD MOHKTODHHIA COOTRE-
TeTEHA Mprsyrnar GLP, a Take NpHUHLHNEG MeddyHapodHoro NoHHATAA CTRasamMi — dnedamn O3CF, B
1883 r. CogeT OICP NpUHAN DEKOMEHDALMID O BIAWMHEOM NPUIHAHWHY COOTBETCTEWA [1pMHUMNEM HAONENa-
Wl natopaTopHol npakTes [C (83) 85 (Final)], s koTopo#d onpegene el CCHOBHEE X8 DakTepUCTHEA NpoUsgyp
MOHWUTORHHIa CooTESTCTEMA MNpuHusnam GLP.

Pabouyan rpynna o BaavsHoM NpUadasky cooTeeTcTErA Mpurusnam GLP (ganee — Pabouas rpynna)
Oeina coagasa s 1985 1. — nog npegocenatenscTeom npod. B, Cwnano, Wtanua (B. Silano), 4yrofu cogeicTan-
BATE NPAKTHYECKOMY BHEODEHIK akToB CoaeTa No GLP, eeipabaTteinaTe 00WWe NOAXO0E: K TEXHWYEBCKHM K
AOMUHHCTEATUEHIM NEOONEMaM, CEAIAHHLIM C MOHKTORWHIOM CooTEETCTaMA MNpuayrnam GLP, a Tacse paa-
pabaTHBATE MEXSHKNAME ANS BIAKMHOTS NEWIHAHWA NPOLE LY D MOHHTORKHME cooTReTCTEMA MNpuHuunan GLP.
B PaGouel rpynne NpAHand yHacTHe NpeacTaguTend cnegy o ws CTREH W 0prasusadmia; Aactpamaa, Bensmmu,
Kanagsl, Daxun, Pegeparvaqci Pecnybnuen Nepmadug, Duunasgey, dpanuyuu, Mtanume, Ancodun, Hopeerue,
Hunepnavgos, MopTyranye, Monakne, Weeguay, Weeigapas, Benvkobputaududuw, CLA, KosMKucoHl eapomaii-
CEx cooblecTe, MexoyHapooHoR OPradHaalEE No cTaHiapTHIauxl, KoHaedunys no fapMauenaTmeeckoi
HHCMEKLMM, 8 Tase BoeMupHod opraikaayuM«3 3apapooxpasdediaa (BO3).

PaGodan rpynna paspaboTtana, 8 4acTHOCTH, «PykoBOACTEO NG NPOULEOYRaM MOHWTORWMHE COOTBET-
CTEWA Hadnekaled NabopaTopHoR NPaKTHES Y, KOTOP0E KACAETCA AQMHHACT AWM, NEPCOHANE d NPOrDa Mk
MonKTOpHKra cooTaeTeTaMA MNpruuyunam GLEP. Jaduvoe pykosogcTeo Beino nprcoeguHeno Kk PeleHdin-peko-
MeHgayud Copeta O3CP no cooTeeTcTERD NpuHdknas GLP B 1985 r [C (89) &7 {Final)].

Mps npuHATHE 3Tom Pewenna-pesosmergayun Coset O3ICP nopydwn KoMuTeTy No OXpaqde okpywar-
WeR Cpegisl i ¥Npasnaioweny KOMUTETY CReLrans:HoNn NporpamMsel Mo KoHTRONK XHMAYECEUE BREWECTE NEK
HEOEXOOQUMOCTH OGHOBNATE DYROBOSALHME DORyMENTE O3ICP no GLP « Pykop0OCTES NO NDOUE DY PaEm MOHWTO=
PHHME CooTBETCTEMA MNpruHuknas Hagnesawen nabopaTopHoR NPakTHEKX: W «PYEOBOGCTED NO NpOBEZEHMID
HHCNEKLWHE NabopaTopui M ayaQuToOR MCCNedoBaaHnAe CYUeTOoM MHEHWA 4 ONpTa CTRad — dYnedos O3CP, a Tax-
HE COOTRETCTEYHILEA QEATENLHOCTH DY I MEXIYHADOOHBIX ODTAHUAALKA.

Mpynna akcnepros O3 CP no GLP paapaboTana npeanomeH i 0 BHECEHWK NONPaBok K oKy MaHTy « Pyko-
BoACTEO NG oBMedy MHRopMaUHMeR & HALKMOHANBHEIX NPOTPAMMAY MOHUTORKHME CODTRETCTEMA TTRIHLKMNaM
Hannemawer NabopaTopHoN NPaKTHER . © UWENLH BKMICYEHAA 3TOr QosyMedTa B « Pyk0acgcTeo 4NA Oprakos
MOHWUTODHKME HAONexawe il NaGopaTopHo NEaKTHK No NOAroTORKS EXerodHex 0530 p0B NEOUHENEETHDOBSH-
HBIE MCTBITATENBHEE LEHTROR: . JTH QOKYMENTE GbiNd yTEEp®OeH peweHden Cosata O3CP: «BuaceHie
HaMEHEHHA B PewaHde-peromeHgaumo Copeta O2CP o cobmnngeddy [NprHLMnos sannesawed naboparop-
HOW NPaKTUEW:  NPMHATEM 2 mapTa 1995 1 [C (95) 8 (Final)].
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M E X 0 C ¥ O APG CTIBTEUHHGB H C TAHOAPT

NPUHLMNLI HAONEXALUEA NAEOPATOPHOWM NPAKTUKM (GLP)

PykoBoacTeo No Npousaypam MOHHTORWHIA COOTEETCTRMA

MpuHuwnam GLP

Frinciples of Good Laboratory Practoe {GLEF).
Guides for compllance monitoring procedures for GLF Principles

Oara eeeneHun — 2013—01—01

1 OBnacTe NnpUMeHEHWA

HacToAWMWA CTAHOART YETAHRBNKEAET MEXAHUAMb! M NPOLUE LY LR, KOTODL M HEODREAW MO CNeOcaaTE NEK
COZTAHMN HAUHMOHAN BHELX NPOMPAaMM | OPTaH0B MOHWTODMHME COOTEETCTEWA MNprUHLMNam Haaonewaw el nabo-
paTOPHOA NPaKTHEN, 3 TAKKE DEKOMEHOYET OPraHH3aLMK COOTBETCTEYWLEA CTOYRTY Pl

OnA cogencTada NPoUecey BIaUMHONG NPAIHAHMA JaHHB (DeIYNETATOR ) HCNEITAHWA, NDCKIBETEHHLIX
OnA NpeOcTARNEHMA B perynvpyiowe opradel GLP cTpad, AENAIOWKMICA KaK YneqamMu, Tag M He LneHamm
O2CP, BankHOE IHAYEH HE MMEET FTADAMOHHIALME NPOUESAYD, NEWHATLX ONA MOHATORHHIE COOTRETCTEMA [TPIH-
Lrnam Hagnexawen NatopaTopHoR NPaKTHEK, @ TAKHKE CONOCTABKMOCTH MK EA4eCTEa M TOYHOCTH, G TemM 4Tobk:
HAUMOHANEHEIE NPOrPaMEl COOTEBETCTEHR NpHHUMnan GLP sorny BeiTe NDHEMNEMBIMIA HA MEXLYHADOZHOIM
YOOBHE.

CneayeTt NogYepEHY TE, YT0 CTRaHE SOMNEHE NEHHRMaTE NprEukng GLP | yeTasaBndeaTe NpoUegypel
MOHKMTOpHKM cooTeeTcTeMA MNpuHurnam GLP, ocHoBRIBAACE HA HAUMOHANEHONA NPABCECH 1 AOMUHKCTRATIR-
HOW NEAKTHKE W NEHOPHTETaX, HANEHMEPR. B 0GNacTH NeEPBOHAYaANLHOrD U NOCNegyowWero OXeara KaTeropHi
AHMAHECKHY BELECTE W THINOE HCNBITAHWA, Tak Kak OTOeNsHAA CTPaHa MOMET CO303BATE HECKOMNEKD ORFaHos
MOHMTODHHIE COOTEETCTEMA [NplHuMnas GLP, 0CHOBRIBaACE HA CEORA NPABOB0W CHCTEME, KaCAKIWERCH KO-
TRONA SAMAHECEAY BELECTE, OHA MOWET TAKKE COI0aBaTe U BONee 0OH0N NDOrpaMMEl COOTEETCTEXA MpHHLM-
nam GLP.

2 TepMHHBLI H ONipegenedHnA

B HacToRWwen CTaHLApTE NPHMEHEHE CNEQYIOWHE TEDMUHEl C COOTEBETCTEYIILMMIA CNPeOene AR

2.1 NprHuMnesl GLP (GLF principles): NMpyMal@ne Hagnexaweid nabopaTopHol NpakTie-, KoTop:e
cornacyiTes o [1]

2.2 moHuTopMHr cooTeeTeTEMA MpuHuymwnam GLP (GLP Compliance Monitoring): NMepuogwyeckoe
HHCNEKTUPOBAHWE MCNETATENEHEX UEHTRPOR WANK 2y 8T MCCNeqosanti ¢ Uenbi NOATESDKIE HWA coGrone-
HIA Mpuuuanoe GLP.

2.3 [HauWoHaneHan) nporpamma cooteetcTEdA MNpuHuWnam GLP [{national) GLP compliance
programme}; Onpegenesdan CXema, YyCTaHoBNeHHAA N8 MOHWTORMHIE COOTRBETCTENA WCNBITATENLHBIX LWEHT-
poe Mp@HuWnar dagnesxawed NafopaTopHod NPaKTURY B NEeJenax CEoSA TepPUTOPKHH, NoCOeacTROoM
HHCMEKUAA W ayaWMTos #ooNegoaanma.

24 [HAUWOHANBHEIA) oprad MoHuTopHra GLP ((naticnal} GLP monitoring authority): Oprau, oTeaqa-
KLY H 38 MOHKTODMHN COOTBETCTEMA MCNETATENLHOro eHTpa Npuiurnan Hagnexawed nabopatogHold Nnpak-
THEW B NPEQENAY CEBOEH TEDDHTODWH 1 BRINONHEHHE O0YIAX NOL00HE X GYHEKLKA, KACAMKWHACA HaQNea e i

MagaHue ohMUuHansHoe
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NaBopartopHoN NPEKTHEM, KOTODLIE MOTYT BelTe anpeldenakl Ha HAUWOHANEHOM YpoRue. CNnegyer oTMeTHTh,
YTO B CTREHE MOMET GRITE COR0AH0 HECHONBHD TAKKE Opraqoa.

2.5 MHCAEKUHA HCNLITATENLHOrD wenTpa (test facility inspection): MNpopepka npousavp W HOpMaTUBOR
Ha NMOWAAKAX MCHETATENBHOND LEHTRA ANA OUEHKA CTENSHK CooTReTCTEXA Mpriurnan GLP. B xoae uHcnek-
UKFA NPOBEPAKT CTRYETYRY YNPABNEHKA W ONEpALKOHHBE NPOLEOYDE HCNBITATENEHOMG WEMTRE, NROBOOAT
COBEcegoBaHue CENKDHEBLIM TEXHHYECKHM NEDCOHANCM, CUEHHEAIOT Ka4eCTB0 M WENOCTHOCTE SaH B, Nory-
HEHHBIX MCMNbITATENbHBIM LEHTROM, M NOOrOTARNKEANT OTHET.

2.6 ayoWT vccnegoeaMia (study audit) CpapHeHHe NepaMYHE X JaHHBIX M COOTRETCTRYEILL MY 3AMACEM
CIDOMERYTOYHSLIM M AKNKNYA TENLHBIM OTYETAMM, C TEM UTOGL ONEEAENHTE, BLINK MM Ne PEWYHEIR 03 HHEHE TOY-
HEO OTREMEHE B OTYETaX, DBiNG MA MCNWTaHKE NPOBEOEHO B COOTEETCTEMM C NNAHOM MCCNEJOBAHKA MCTaHaap-
THLIMA  ONEpaUMoHHEIMK - Npouedypas, HYTobol  NoONyYTe  QONONHATENLHYKD  MHOODMaLKE,  He
NEedcTaBneHHYI0 B OTYETE, 3 TAKHE YCTAH08WTh, SEH N HCNONBACEaHE B PORMADCEIHMH DaHHbIX HODMaTH-
Blsl, KOTOPEIE HAHOCHNH Gl yulepd WX OCTOBSDHOCTH,

2.7 wncnexrop {inspector): INWuo, KOToOPOE NPOEOOWMT WMHCMEKTURORAHWE WCNBTATENLHOID LEHTES M
ayOuTE MCCNEOoBaHHA OT HMEHW (HALWOHANEHOTD ) Oprada MoHTop9Era GLP.

2.8 craryc cooTteetcTeMA GLP (GLP compliance status). CTeneHe COOTEETCTEWA WCMBETATENEHOND
ugHTpa Mpursygrnas GLP no oyeHee (HauuoHans|oro ) opraqda moduTopuira GLE.

2.9 perynEpyroWMi oprad (regulatory authority): HausoHansHsld Oprad, Hecyliyi opuoM-ecky s
OTBETCTEEHHOCTE 33 ACNEKTE KOHTDONA XHMAYECKNK BEWEeCTR.

3 KoMnoHeHTbl Npouedyp MOHUTOPWHIA COOTBETCTBMA
MNpuHuKnam Hapnemaweh NnabopaToPHOH NPAKTHKK

3.1 AOMHHWCTDALHA

3.1.1 Hauwodanewaa nporgamsa cooTeeTeTEWA MMpuHyunas GLP ponwHa umets dryHELmrKe Haanesa-
LA OB LEA0K COZOAHHOMND, HMEDLETD KPHUIHYECEMA CTATYE OPraHa, KoTODbIH YECKMNNEKTORRH KOMNETEHTHEIM
MNEQLCoHAnoM K paGoTaeT B YCTAHOBNEHHEX 30MAHKCTDATABHELY DamMELX,

3.1.2 CTpaHbl, AENAKWWECA AMK HE ABNAKWKWECH YneHamn O3CP, aonsie:

- ODECNeYHMBaTE, YTo0R (HAUWoHaNBHBIR) Oprad MoHUTODKMErE GLP HEC NDARMYKD OTEETCTREHHOCTE 33
KOMOETEHTHYIO ¢ KOMAHOY » HHCNE2KTORoR, 00Naganwmy HEoE KoM Ml TEXHNHECKIMM/ HAY Y HE M OMETOM, WO B
KOMEYHOM CHETE OTRETCTEEHHOCTE 38 TAKYID «EOMaHTY» |

= MYBNAESBATE O0KYMEHTEI, OTHOCALWWECA K NpuHATHIO MNprEddnoe GLP B npeaenax vx TEppHUTOpHE,

- NyBNWECRATE OOKYMEHTEL. NPEOOoCTARMAKWKE 0ETANK (HALUMOHANBHON) NPpOrEaMsl CoOTEETOTEMA
MpdsgAanas GLP, axniosas digopsanqeo o I OHYeCrAy N9 30 HKCTPATHEH X DaMEAX, B NPEOenax koTo-
Pl NporgaMsa paboTasT, M CCHRNEM HA ONYSNMECBAHHEIE 35T, HODPMATHEHBIE DOKY MEHRTE {(HANPUMED, NpABMH-
na, ¥00ekck NPoUedyp), pYKoBSOCTES No NPOBEOSHHK HHCTEKUMK, MHCTDYEUMK, rpadiiEi Nepruogu-HoCTH
MPCBEOE HIKA MHCIEKLMA WIANK KPATERHE NPOBELEHWA MHCNEKUHA W T. 4.,

- COXPAHATE JAMMCKH NPOHHCIEKTHDORAHKEIY WCNBITATENbHBIE UBHTRODR (M CTaTyca WX COOTBETOTEMA
Mpdasunam GLPY, nogeeprHy Telx ayauTy HCCNedoBadni QNA HALHOHANEHEX 1M MEKDYHADOOHLIX LEned.

3.2 KonduaoeHuManLHoCcTk

3.2.1 BCEAIWCTEM, 9T0 (HALWOHANEHLIE ) OpraHs MOHWTOpKHra GLP ByoyT MMETE GOCTYN K KOMMERYac-
I AHAYMRMOR HHDODMALKA, B HEKOTODEX CNYHAAK MOKET BOIHHKHYTE HEODXOQUMOCTE B MIBATHIA KOMMEDHET-
HIA BAKHELL DOKYMEHTOR M3 HENBITATENEHROMND LEHTPA AN AHHYTHPOSAHKKA NOGPOGHER CCLINOK HA HWX B OTYaTax
HENBITATENLHOTO UEHTPA.

3.2.2 CTpaHbl, RENAKDLWECH UMK HE ARNAKLWKWECA “neHami O2CP, 0onkHe:

- NEPEOYCKMATPUEATE COXPAHEHHE KOHDWMEEH UHANBHOCTIA HE TONEKD HHCNEKTODAMM, HO M MIOBRIMKM A0y TH-
MM NALERMIA, KOTODEIE NONYYaKT A0CTYN K KOHEWOeHUHansHoR HHQOopMaLng B peayNsTaTe AeATENEHOCTH No
MOHATOPHHTY COOTEETCTEMA [MprHuxnan GLP;

- TAPAHTHPOBATE, 470, BCNHHE BEA KOMMEDHECKH BAKHEA K KoHPUIEHUMaNEHAR HHDOPMA LKA YOaneHa,
OTHETE: 00 HHCTEKUMAX WCNBITATENBHOMD UEHTRA K aya9Tax WCCNedoBa e SormeHsl Dsle QOCTYNHE TONLKD
ParynUpyKWKHM Qprasan | 8 cnysase HeclxodMMoCTH MCNLITATeNkHEM LEHTRAM, B KOTODRIX NpoaegeHsl
HHCTIEKLMA MNH COOTBETCTEYHEILLWE Sy 0WMThl, WHIK CNOHCODaM HCCNeaoBaHmuiE.

3.3 Nepconan W obyyeHWE

3.3.1 HauxoHankeHEE Oprads MOHMTOpHAra GLP QonsHsl rapadTUpoORATE, 4TO Sy 0eT NpeascTaaneHg
OOCTATOHHOE YACTO HHCNEKTORGE,

2
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Hucno TpebyeMbis HHCNEKTOROR 33BMCMT OT.

i} YHCNa MCNBETATEMNEHEBX LEHTROR, BENIOYEHHRIX B (HAUMOHANEHYIO) NROramsy COOTESTCTEMA MNpHHUK-
nam GLFP;

i) NeEpHOOMYHOCTH OUEHEW CTATYCE COOTEETCTEMA KCNBITATENEHOM WeHTRa Tpebosankan MNpuHUHnos
GLP;

i) Yecna W CRoMHOCTH MCCNEa0BAHKA, NDOBCOMMBIX MCNETATENLHBIM UEHTDOM,

W) HHMCNA CIELHANEHEX MHCREKLKA MW ayOHTOS, ZaNPAWHBISMEL DEMyIAD RO LA ODTaHOM.

3.3.2 HauwoHansHse opraqde MosuTopuHra GLP gomsHsl rapasTHROo8aTh, YTO MHCNEKTOD B MMEInT Ooc-
TATOHHYK KEANKUGHEALHID M NOAreTOBKY.

MHCNEKTODE AONMHE MMETE EBANUEHKALAID W NPAKTUHECKWA CNBT B CANacTH HayYHelX OACUMMIIHH,
OTHOCAWMACA K MCMETAHKAM XAMAYECKHY BEWECTS . HaUWOHANBHE S ORraHsl MOHWTORARME LONHHSL

i} rapaHTHPOBaTE, 4TO NDEONDHHAMATCA Mapk ANA COOTEETCTRYIOWEN NOAroTOBKA HHCNekTopas GLP
C YHETOM HX MHOQWEH DY ANLHOR KBANWHWKALWA ¥ ONBITA;

i) NOCWRATE BOHCYNETALMOHHES MERONPUATHA, B TOM Y9MCNe B onyHae HeohXoaRMOCTH COBMECTHRE
YHEDHEE MEDONDHATHA C COTRYOAHMEAMK (HALMOHANEHEX ) ORTaHoR MOHMTODHHME GLP Dy rdx CTpaHd-4neH oo
UENex COOeRCTRHA MENOYHADOAHOH FAPMOHNIALMH NPA MHTERNPETALMK W NpMMaHe iy Npauugunoee SLP
MOHUTODHHIE COOTEETCTEMA 3T NDHHLMNAM.

3.3.3 HaunoHaneHee Oprads MOHUTORWHIS OoAHHE TAKKe:

= TADAHTHUDOEATE, YTO MHCNEKUKMOHH LA NEDCOMAD, B TOM YHCME IKCNERTR, PAaBoTaMWWE No KOHTPAKTY,
HE WM T IMHAHCOBIX AW APYIHE MHTEDECOR B HENbITATENEHEK U8 HTDEX, NOABSDrASMbIX WHCNEKTHROBAHMIO
H ayOuTyY HCCNeaosaHMA, KN UDMaX, CROHCHDYIOWHY TAKWME HCCNeJoaaHika,

= NPEGOCTABNATE MHCNEKTORAaM COOTEETCTEYHIWES CPEdcTEO MOBHTAgMKALKKM NHYHOCTH (HanoHMep.
YOOCTOBEDEHME NAHYHOCTH HMW MOEHTHHESUHOHHYIO KADTY ).

334 VHConesTope: MOoryT:

= pafoTaTe B HAUKOHANEHO: Oprade MoHrToprEra GLP B Ka4ecTBE NOCTOAHHBIX COTRYGHMKDD,

- paboTaTh BEAYSCTEE NOCTOAHHOMD COTRYOHHES BODRraHe, HE CBRAAHHOM C OpraHaM MoHrTeprHra GLP,

- paboTaTh NO KOHTPAETY [KNA HCNoNLA0BaTE SRYI0H cnocob paboTe ) B HAUMOHANLHOM ODRTaHE MOHWTO-
piHra GLP ona ocywecTENe HUA HHCMEKUWE WK aYa9TOR MCCNEZOBaHKA MCNBTaTENsHOTO LERTRA.

B nocnedHuy aays CNyYaax HALKOHaNsHLIA Sprad ModUTopHHra GLP ponmed HecTd NonHye oTeeT-
CTREHHOCTE 33 ONPEOeneHHE CTAaTyca COOTEETCTEWMA WMCMHTATENbHEX UEHTROS, Ka4YecToaNpHemMIEMocTH
aygwta wconegoeanki Mprsudnam GLP ¥ NpuHATHRS HEoGXoOUMBIX ZEACTEMA, OCHOBAHHLIX Ha pelyNLTaTax
HHCNEKTURCBAHWA WINH 8y QUTA MCCNENoBAHKWA.

34 HauwmoHanbHele nporpammil cooTeetcTEuA Npyuuuunam GLP

341 MonatopuHr cooteeTcTEMA MNpuHuunam GLP npraegan yeTadaanueats, peanyacsand M Monera-
TENbHBIE UEHTPE MRpUHL NG GLP Npu Npoaggesdk MCCNeNoBadineg, 8 TAKMe CNocOSHE NE OHA TapasTHpoEaTE,
HTO NONYYEHHLIE JAHHLIE HMEOT HALNEHAWESS KAYECTED. Kak 0TMEHAN0CE Bbllle, CTRAHE SOITHHBI NyBNHAK0-
BATE NoAPCEHYD MHPOPMALIG O CEBOWMY HALKWOHANBHEIX NROTPaMaY cOOTRETCTEHR MpuHuWnas GLP. Takas
HHEOPMALWA OOMEHA, B YacTHOCTH, onpelenaTe ofnacte W saclwTabel NpOrpamMmsl COOTEETCTEWA
MprHyWnas GLP.

3.4.2 HauuowaneHas nporpamsa cooTeeTeTedA MNpdEudnan GLP mMowmeT OXBaTRBaATE NHED TOMBKD
CrpaHMYeHHEI QUanasoH XMMUYECKHY BeWECTE, HANPHMED KHMHYSCKHE BELECTEA NPOMLILLMEHHOD Ha3Ha-
HEHWA, NECTHUKAL, apMaleBTHHECKAE NPENapaTel W T. M., NKEC MOMET BEMI0YATE BOE KHMHYECHHE BEWECTRA.

CHONacTe MOHMTOPMHra cooTeeTeTanA MNpuruxMnan GLP gomssa onpegensTe K3k KaTeropii XHMEHecimx
BELWECTE, TaK H THME HCNBTaHAA COBERTOR, HANPUAMED DHIMHECKRE, XHMAYECKHE, TORCHESNOTMSECHRE WA
DROTOKCHEONOTHYE CEHE.

343 HauuoHane«as NporgamMaa MOoHATOpHEra cooTeeTCTEMA MNpdkuxnan GLP Mo®eT NpeaocTaBWTE
YESIAHWA, NOCPEICTEOM KAKOMD MEXAHNIMA MCNEITATENEHBM WEHTDEM CNEayeT BBOAMTE NDOTpamMBy COOTEET-
cTaua MNpusgknam GLP.

Mpuresedda MNMpusyrnoe GLP AnA MegHUMHCEDR 1 380nN0rddeckor BesonacHoCTH C HCNoNeI0BaHHE M
DAaHHER, NPOMIESOEHHEX C LENB0 Derynupoeadra, momeT Owite obaaatTensHsiv. Jomsen DolTe QOCTYNEH
MEXEHKSM, CNOMOLWLLI0 KOTODOMD MCNETATENLHEIA LWEHTD MOKET NONYYATE CTATYS UEMTRE, COOTRETCTREYHILLErD
MpuHuKnas GLP, Ha CCHOBaHHK DE3YNBETATOR MOHWTODHHTE COOTEETCTEYIOWME HALMOHANEMEM ODIaHM
moHmuTopHira GLP.

344 Hauwouanesas nporpasmma cooTeeTcTEMA MNpuHygrnam GLP moxeT npegocTasmTe Magopmaumio
O KATETOPHAK MHCNEKUL WA HCNBITATENbHLIX LEHTROE U Y QUTOR KCCNSa0BaHA.

HauWoHansHas nporgamia CooTeeTeTERA NowHuMnan GLP gonsHa BknoYaTe B ceba:
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i} ofecneYeHne MHCNEKUMA HCNBITATENEHOMS WEHTPa. 3TH HHCNeKUWd BKnioyanT B ceba kak obwne
HHCMEKLMA HCNBITATENLHCID UEHTDE, TAK K aYAdT OOHOMD MM HECKONbEME TEEYLLHE WK 38ESpWEeHHER Hoone-
OoBAHME,

i) checnedYeHke CNeUWansHu WHCMSKLWA WCNBTATENRHOMD UeHTES W ayguToR HCCnedoRaHdia no
IANPOCY PErVIRDYWETD OPrada, HANPHMED, BalBAHHONS JANDo00, CBAIAHHKEIM C NPEOCcTARNEHHEM DaHHIX
B DMy DYWL KA Oprad.

3.4.5 HauwoHankeHadA nporpasua cooTeeToTanA NpuHdenan GLP gonsHa onpedenaTes NonHOMoYHA
WHCMEKTOROS OMA NOCEWLEHAA MCNBTATENLHLIX UEHTPOB M QOCTYNA K JaHHEIM, S0aHALWMCHE B MCNBTATENsHBIX
UeHTpaX (B TOM Jyucne K obpasuam, cTasgapTHEM CRepayMoHHEmM npouegy pas (COM), apyrof gokysseHTanma
WT. M.

MHCNEKTORE, KAK NDABMNG, HE XOTAT NOCELWATE WCNBITATENBHER LEHTDLI, BCMK NPOTHE 3TOMD BOSpaMaeT
PYKOBOOCTES LEHTRA, HO MOMYT BOSHMKHY TR 0BCTOATENLETBA, KOMAA NOCELLEHHE HCNBITATENEHOND LUEHTRS K O0C-
TWN & O3HHE M RENROTCA HEOBXOOMMERMA ONA 23 1WLWTE 30000 05EA HACENEHWA 1 OKRPYIKAKWEN cpedkl. B Tasmy cny-
YA A0NRHE BBITE SET KO QN P2 R e i NOMHOMOYHA, MMEIOWHWECH Y HAUWOHANBHOTS ODFa HA MOHMTODHKMA GLP.

346 HauvoHankHasA nporpamma cooTeeTeTEHe MNpreuknam GLP gonmuHa OnNdceIBaTe NROWeDyDbl
HHCMEKTHRPOBAHHA WMCNETATENEHONS LEHTRE W ayaMTa WCCNefoBaqH i ana NoOSTEepKOEHWA CODTEETCTEMA
Mpesusnam GLP.

B aokyMeHTax QonsHe GkiTe yEalares NPoOUedyDbl, KOTOPBIE MCNONE3VIOT ANA NPOSERKW KaK SpraHwaaum9-
OHHBEE NPOLECCOR, TAK W YCNOBMA, B COOTEETETEMKA C KOTOPBIMA NNAHWPYIOT, BhINOMHANRT, KOHTRONWDYIOT ¢
pErdcTpUpyT HoCnegosalnA. B rasecTes pyRoBodCcTea No TAEHWM NpoUeOypaM MOMET ABNATLCA «PyKoaog-
CTEO NG NRPOBELEHA MHCNEKUL WA MCNBITATENbHLIX LEHTROR W 8y QMTOR MCCNeaoBannis (oM. pasaean 2).

HayuoHankeHaa nporpamaa cooTaeTeTeMS Npuaglnan GLP omsHa onvckiBATE D8WCTEWA, KOTODBIE MOMyT
NPEanpHHUMaTECA ANA OCYLUECTENEHHA HHCIERLMA MCNBITATENEHBX LEHTPOE ¥ Ay AKTOR MCCNedoBaHWA.

3.5 MNpoeegeHHe MHCNEKUMA M AYOWTOR HCCNEOOBAHWA HCNLITATENLHEIX LEHTPOR

351 Korga MHCNEKLMA MK 8y 0T MCCNeSaoBaHWA HCNBITATENEHOMD UEHTPA 3AKAHYUBAINTCA, MHCREKTODR
OONHEH NOArCTOBHTE OTHET O PE3YNLTATAX B NACEMEHHOR Qo pRe.

3.5.2 CTpaMbl, AENAKOWMECA YNEHAMK UMK e dnedasi O3CP, oomesHsl NpegnpaHiMaTe ISRcTEWA B
CyYaax OTKNoHEHHA oT MpkHukrnoe GLP, obHapymeHHbx B NPOUSCCE WK NOCne NPpoBEgeHHA HHCNEKLA
HCNEITATENLHOTD UEHTEA MK ayAWMTa HCCnegoRaHuA. CooTRETCTRYHWHE JERCTENA QoM el Dbl Te CNWCaHL! B
OOKYMEHTEX HAUKOHANEROND OPraHa MOHHTOPHHIE COOTEETCTEMA NprHUMnam SLEP.

ECnv MHCNE2KUWNA HCNBITATENLHOID LEHTPE WNK 3y QT HCCNea0BalrA BeIABNAKT NHWE HEIHAYMTENEHLIE
oTknoHeHna oT Mpyuagunoe GLP, MCnisTatensHeld LWeHTp 0083aH YCTRaH M TE Mx. Heped onpenenaH s nepuon
BREMEHH KHCNEKTORY ByaeT HeobXoauMo BEPRYTECA B MCNEHTATENEHBIA WeHTD, YTobE yDEOMTRCA B TOM, 4TO
MONPABKK GblMd BHECE Hixl.

3.5.3 Ecn# oTKNOHEHWA He 0BMapyieHsl Mk obHapy e NHLL L HE3HAHM TENLHEIE OTHNOHEHHA, HALMO-
HANBHEIN Cprad MoHUTOpUHra cooTeeTcTEMA MprHumnan GLP sowet.

= BBINYCTHTE JAKMKYEHKE O TOM, 4TO HCNBTATENLHEIA UEHTR NPOHHCTEKTHDOBEH M YCTAHOBMNEHS, 4TO OH
patoTaeT 8 cooTeeTcTEMM © MNprHurnas GLP. MNpy HeoDxoaumMoCTi B HEMND J0N#MHE DT BEMNOYESHE 0aTa
MNECBEAEHIKA HHCNEKLMK W KBTETOPMH MCNBTaHRA, NPOWHCNEKTHROBAHHES B MCNBITATENLHOM LUEHTPE B ATOT
nepHon BpesMeHyd. TaKWe 3akmoYeHHA MOryT BbiTe HCNONLICBAHE 4NA NPEISCTABNS HUA HHMDOPMELIKA HALHO-
HANBHEIM ODTaHaM MOHUTOPKHNE cooTaETCTEMA MpuHunnas GLP gpyrix cTpas,

= NEPEOoCTABWTE DEMYNHEYIWLMM CRraHaM, K0TOPEE D8NanK 3angoc Ha NpoBedeHHME aya9Ta KCCneaona-
HAWR, OBTANEHEF OTYET O DEIYNETaTaX.

3.5.4 Ecne oBHapy#eHbl 3HAYHTENEHLIS OTENOHEHKE, OPraH:l MOHHTODMHMA COOTRETCTEXA MNDHHLHMNaM
GLP gonsHel NpeanpiHATE QEACTBMA, KOTODEIE J3BMCAT OT KOHKDETHEIX 0BCTOATENLCTE B KaM30M OTOENEHOM
CAYY2E W IOPMAWHECKHME WK AGMHHACTDATHBHEX NONOKEHWA, COMNAcHD KOTOPLIM OPraH MOHHTOPWHIA COOTRE-
TeTEWA MNpuHygrnan GLP Geincoagad B gaduoM rocygapetee. NpeanpudEsMaesie NefcTEA MOy T BKNIDYaTE B
CcehA, HO HE OMPaHHYMBATLCA HMKA.

- Bblgady 3asnioYeHHA ¢ noapoBHEKM AHANKMIOM 0BHADYKEHHBIX HEQOCTATHOR MNKH HEWCNPABHOCTEN,
KOTOPEHE MOMYT BNHATE HA A0CTOREPHOCTE MCCNEO0BAHWR, NDOBEOEHHBIX B MCNETATENEHOM LEHTDE,

- BLINYCK PEECMEHZALWA DEMYNWDYHWMWM OpradomM, KOTORER OTENOHAST MoCNedoBaHMA;

= NPHOCTAHOBMEHWE HHCIEKUAW MCTIL TATANLHOMD WEHTEE WK 3y 0UTa MCCNeO0EaHHA W, HANPHMED, BChK
ATO BOAMOMHO © AOMAHKCTRATABHON TOYKK 3DEHWA, YOANEHHE KCNBITATENEHOM LEHTHA KA HALWOHANBHGH NEo-
reamssl COOTEETCTEMA MNpHHUMnan GLP MK 43 CYIecTRYIOWETD CNHCKE MIK DEECTPA HCNLITATENBEHEK LIEHT-
OB, MOONEKALLMY WHCNEKUMK cooTreTcTEMA Mpuuuunam GLP,

= TpeBoBaHWe O TOM, YTODB 3aKNIOYEHKE & NOODODHD SNBCEHHEIRMA OTENOHEHHAM K BBNo NPHUEDENNEHD K
OTHETAM O KOHKDETHBX MCCNeOoBaHHAX,
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- QERCTEWMA YEpes cyd. ecni aT0 ONpaplaHe 0BCTOATENLCTBAMK W IOPHOHYECKME S0 MY HMCTRATHEH IR
NpoUEgypel NOIE0NAINT 3TO COENaTE.

3.6 NMpousgypil anennauue

MpoBnemsl MMM PAIHCTNACHA MEMOY AHCNEKTOPSEMA H S0MAHUCTPAUMEN HCNBITATENBHOMD LeHTDA, Kak
NPaBUNo, PAIPSLWAKTCA B X008 MHCNEKLMKA WNK ayauTa MCCNeAoBaHWA MCNeTATENLMOrD eHTpa. OaHako e
BCEA COTNALEHHE MOKET BTk JOCTUIHYTO. JonkHa cylecTEORATE NpoUaAYPa, B COOTBETCTEMH C KOTODOR
HCTIBITATENEHEA UEHTD MOKMET CASNATE IAABNEHNE B OTHOWEHHAA PEIYNLTATOR MHCMEKLMK MCTEITATENBHOMD
LEHTPS WK aYAKHTa HCCNegoBaHKe HA GCHOBAHWA DEIVNLTATOR MOHWTORKHNE COOTEETCTEMA MpuHurnan GLP
WM B OTHOWEHWA OEACTBWA, K0TOPRIE NpEAnaraeT NpaanpuHATE No ATOMY BONPOCY Oprad MOHKTODHHIA
CoOOTEETCTEMA MpuHuMnan GLP.
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MpunoseHuea &
[peHoMEHAYeMOR]

Powenue-pekomeHgaumnn Copeta O3CP o cooTeeTcTEMM MNpHHLMNAM HaOmekawe
natopatopHod npakTrik [C{B3)ET(Final)]

(MpasaTo CopetoM OACP Ha 717 -0 3aceqads 2 oktadpn 1938 )

NMpdHAMAR B0 BHUMESHE:

- cTaTed 5 &) 5 b) KoseeHydn of Opraddisauise 3EoHOMMYMECKONO COTPYAHRYECTER @ palaMTud oT 14 aekabpr
18607,

- PerkoMendaywn CoBSTEOT F Hana 197 ¥ r. 0 coafadie pyEoRodA KR NPUHLMNOE B OTHOWSHAM NpoUeayn W Tpebo-
BaHHI ANA NPSA0TE PEWEHEA B0308ACTEHA XAMWYECHHE BELULACTE HE YSNoBELA ¥ CEpyRa Wy cpeay [C P TF) 97 (Final)j;

- Pewesne Copeta o7 12 wmaa 1987 r. ¢ B38MMHOM OPMIHEHWW JAHHEX NP@ CUEHES XUMASECKHY BEWECTA
[Ci81)30{Final)] #, 8 HEACTHOCTH, PEEOMEHIELUHK CTRAHAM — wnesam O3CF npuiepeueaTsch NprHUSNCE HEGNEXAL e
nafoparopHol NpaaTeln D3 CF NpW HENBITEHUH XMMHSECEHE BELWBCTE, MANOMEHHEX B NPUNOEEHEM 2 KATOMY PEWaH@m;

- PeroMesdagH o CoseTa o7 26 wana 1983 . 0 83BMMHOM NPWIHAHKK COOTEETOTEEA HAANeaWed NaBopaTopHOA
nearkTHed [Cla3050Final)j;

- BHEOLE TRETESMD COREWEHHA B3 BelCOXOM ypoBEHE [ RyNnNE No XHMAHSchiM BewacTaan [D3CF Mapus, 198471,

- weofroouuccTe obecneqeH s Tor, YToSs QEHHEIE HCNETEHWA XAMWYSCREE BELLSCTE, NPELCTEBNEHHEIR B pETY-
MHPYHILLAE OETEHE GN# GUSHEW W PeweHna Npobned. CEASEHHEN C OXDAHOA 300008ER YENOBEKE H OKPYHEIDWESE CRadsl,
MMENM BRICOKOE Ka4acTEn, SeiNW 0CTOER PHBIME M HAJESHE MH;

- HEOBEEOMMOCTE CEEOEHNA K MUHAMYMY DYENHPOBIHAA HCNeiTAHEA REMHECEME BEWECTE W, TEM CRMsIM, Bonee
S ST HEHOMD WEMGNEI0BEHHA HONRTETENEHEIE LEHTROE W NWHHOMD COCTAAE CNSUMBNWETOR, 3 TAKKE COKDA LB HHA YHCAa
HHEOTHE K, WONONE3YSME B HCNBTESWA, 3 TAKSE YIWTSIBAR, 4TO:

- MPHIHAHWE NPOUEOYD MOHWTOPHHTE COOTEETETEWA HAANEsaWaA NadopatopHol npakTuke GyaeT cnoceboTao-
BATEBIZMMHIMY NDM I3 HAKD AARHE X W, TEM CAMEIM, CHMHE HU O YPOBHA Ay BNAp0BEHMA ACN B TEHME XHMUYE TR BEUBCTE]

- QGHOBEHWEM GNA NDHIHAHUA NPOLEOYR MOHWTODMHIE COOTEETCTEMA MpHHLMNaM GLF ABNASTCA NOHAMAHRE W
AOBEQWE & NPOUSAYPEM B CTRESE — «nede D3CP, rae nony-ese pACCMETRWERAMEE O3HHEIE,

- FAPMOHAZHDOEIHEEE NOOXO0E ¥ MOHWTORRHIY COOTESTETERA MoWHUMNaM HEANeWEWER NaGopaTIPHOA NREET HEA
B IHAMHWTENEHOA MEps COOeRcTEYRT POpMEpoSaHHa seobitlrMoro QOBERHA K NPOUEdYRaM Opyrid cTpad, Co2et no
MEEANOHE HW K COBMECTHOMND COBEWEHHR ¥NpEENAKLATs HOMUTSTS CREUWANEHOW NPOrpaMMEl HOHTRONA KM AYScEEs
BEWSCTE M [pyniel Mo EMMEYSCHRM SeWecTraM, 000GpeHHoro KoM TETOM NO OXpass OLpysaDWed cpehsl, NPWHAN
HH#ECNEAYHOILEE.

Yacte | — MpuHusnel GLP 0 MOHWTO PUHI COOTBRTCTEHRA

.1 CoBeT NOCTAHOBNAART, 4TQ CTREHE — YneHsl O3 CF, 8 HOTOPLIX OCYWACTENAKTCA MCNEITAHWA KHMAHECKHR
BELWSCTE ANA WX OYEHEH B LEMAX OXNDaHL! 300 P0ELR YENOBELE U DEpyEE W Eed Cpedbl 8 CoaTERTCTaRM © [pHHUMNEMK HAL-
nexawed nabopaTopHOR NPEATHEA W EOTOpPsIE cornacyTcd © [PMHLMNEMA HEANEXEWweA nalopaTop=s0A NEaKTHER
D3CF, nancHeHHsIMA B NRpANoHeHn 2 K Pewesnn CopeTa [C(B1] 30 (Final)], aonmsse:

1] YCTAHDBMTE HALMOHANEHE E NPOLEDYPhl MOHWTOPUHTA CODTEETETENA Mprsunam GLP, 0cHOBAHHLIE HE MHENE K-
UMAx Naboparopui @ AyQHTEY CCNe00BEHHA;

] HEZHAMATE OPraHis] 4NA SENONHeHHA GyHRYHA, TRESYEME X NPOUEAYPAMHY MOHUTODHWHTE COOTEETCTAHRA,

i} noTpefoEats, HTobsl pyKOBOACTED HENLITATENEHOMG LEHTPE B ONPEAENSH X ciy4aax onyGnrgosano geknapa-
LMD O TOM, 4TO MCENE0EAH#EA NPOEGORTCA B COOTEETCTEWH C TpeHUsNaMU GLF 4 gpyrimMy NoNoMe @AM, YCTAaHOENSHrE -
MM HAUWOHAMNBHEM 3BKOHOGATENRCTEOM WNW BOMAHWCTOATHEHEMM NPOUEOYDAMA, HMEKLIWMHA OTHOWEHHE K
HELnexaWwen NEE0PATORHON NPEETARE.

1.2 CoR2T pPEKOMEHOYST CTPa3HEM — 4nedam O3CPF npu paspafoTde W BHEGEPEHUM HALMOHANSHBIE NZOUSOYp
MOHUTORHETE COOTESTCTEWA MplHuMnaM GLP npuMesaTe «Pysoponetas no NpoUedypas MOSHTORWAHIE COOTEETCTEMA
Hagnexawen nadopaTopHOR NPaKTHEES W 4P yLOBGACTEO MO NPOESOEHMID WHENEKUMA NAG0PATORWA W 3YONTOE WCoNeno-
BEHHA®, HINOHEHHEE (COOTEETOTESHHD] 8 NPANOHEHHAY L ||, KOTOp R E ABNAKI TCR HE0TEEMNEMOA HACTEH JAHHOrS Fe e-
HHA-LELOMEHOELMH.

Mpumedsane—MNounoxende | e CEDET(FinalyRevised in C{B5)8(Final) wanoweno a [2].

Yacte | — Npridnadme cooTEeTCTEMA GLP cTpanams — anedams O3CP

111 CoReTNOCTAHOEBNAST YTOCTRERE — HNeHE O3CP NoWaIsanT FAPaHTHM JRYIoA CTREHE — YneHa O3 CF, koto-
pEA NONY4EST JaHHEE |PE3yNeTETE) UCNEITEHWA 8 COOTEETCTEWM ¢ [MpuHuwname GLP. ecns OBEHHEA 4pyras cTpe-
HE — vneH DACP cooTEeTCTEYET “acTu | M nyHeTy 112,

&
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1.2 CoseTnoCTAXDENAST, 4T0 B WENAE NPWIHAHME COOTESTCTENA NYHETY L1 CTRaHsl — 4neHe O3CP aonsHe!

- HEIHAYMTe OPrad{k )} ANA MEHAYHAROLH O CEASH M MCNONHEHHA ODYIHE B YHELMA. OTHOCA L WECA K NFA3HEH Hs D3H-
Hhid, WANOHEHHE K B HACTORUWEE YACTH W NPHNOHESHAY K HACTOA LMY Fell sl D-pelomM e HLa UMW,

- OPrasWInEaTe C APYIMKMA CTREHEMKH — “nesass D3ICP cived vHpopMaUReR, KACEDWERCR NPOUBOYD MOHKATO-
DMHFA COOTEETCTEMA, WANOME HHE X B A0KyMEHTE s PyKoBEOOCTE0 N0 NPoUSOYREM MOHATORMHME CooTRaTeTEUA GLP . nano-
weH=OM B [C(85) 8 [Final)]:

- BHEQDHTs NpOWedypel, © NOMOWEH KOTOPRE X, BONH CYWEcTEYET OS0CHOBIHHEIE NP@YEHE, WHEOpMELHD, KEC3HI-
WYHCH COOTERTCTEMA WCNBTAETENEHOMD ueHTRa MpeHuwnean GLP (BENI0YEA MHROPMELWE O KOHEPETHOM HCCNELoBaHMM ).
MOHHD HCEATs B APyroA cTpase — dnese D3CP B npegenak e 0pucoH L@,

1.3 CoBeTnOCTAHOBNAET, 470 PEHOMEHOAUWA COBETE O BEAHMHOM NPAZHEHAE COOTESTOTEMA HAAMERAWER Naka-
paTopHOA npakTHrke [C (83195 {Finalj] aonsHa H6iTh OTMEHEHE.

Hacre lll — Meponpaatea O3CF B Gyaywem

A CoserO3CP nopyuaeT KOMHTETY N0 OXpaHE OEPYEA0IWER Cpags 0 ¥NPAaENADLWEMY KOMHUTETY CREURANEHOR
MpOrpaMidE NO KEHTRONK $AMWHECEWE BRI ECTE 10 MEPE HeoSE0aWMoCTH 0OHOENATE W PACWKMPATE « Py EOBCACTE0 NO NE0-
WEAYPEM MOHWTOPWHTE cooTaeTeTanA Mpusunnam sagnexawed nabopaTopHOR NPEKTHEM s W« PyEoBOACTEO NO NPoBS 8-
HME WHCNEKUMA NnaBopaToped W aKaWTOE MCCNenoBaHWR:, AanoMedHee B [1]. [2]. ¢ yy4eTom paapaboror W oneiTa
cTpas — WneHob O3CF ¥ cooTESTCTEVIDWER ABATENEHOCTH APYTWE MERLYHEDOOHGIX OpTaHHIaEUA.

.2 CoperO3CF nopyqaaT KOMHTETY N0 OXDEHE OEPYEAKWER Cpadsl M ¥NPaERADLLSMY KOMHTETY CREURANEHOR
NpOrpaMidsl Mo EEHTPOMNK XEMHNECEWE BEWECTE NEOOORHHTE paSoTY NROrEaMMsl, HANPEBNSHHOA HA COOSACTBHE BHEODE-
HMK HECTOAWEMD FeLeHMA-DeoMesda5MH, A TakEE AN oSacneqe A NOCTOARHORD 0B MaHa MHPODMaURERA U ONETOM No
TEXHAHUSCHEM W A0MAHACTRATUEHEIM SONPOCEM, CEASAHHEM £ Np#raHeHren NMpuHyunoe GLF W BHegpeH@em npouenyo
MOHWTOPWHIE COOTEETCTAMA HAANexaWead NaBopaTopH=0A NPEKTHEE.

1.3 Cozer O3CP nopyuaeT ROMWTETY N0 OXPEHE OEPYEA0WER Cpabs W ¥NPAaENADLLSMY KOMHTETY CNEURANEHOR
MPOrpaMidEl N0 KOHTPON D HMAHECEHE BEWRCTE DACCMAETPHEETE MEDSl, TPSANPUHATHE CTREHAME — YneHaMn DHCF B
COGTEETCTEMM C HACTOAWWM FelWeHUEM-DEKOMEHZALMER.
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MpunoxeHne B
[peHoMEeHAYEMODE )

MepecMoTpeHHoe PYKOROOCTEC NO oBMeHy WHOpMaALMER 0 HALWOHANLHBLIX NPOrPaMMax
MOHHMTODHHIA CoOOTEETCTEHMA MpHHLKNaM Hagnexawead NabopaTopHOR NPAKTHKA

[(Mpunosense I« [C(BD) 87 (Fmal)linepecMoTpedsoe npinoxedie e [C (95} 8 (Finglj))
{B penakune CoaeTa ot 9 sapra 1085 1)

YacTe |l nyskT 2 3akoHa Copera O3CP copepsnT pewsHhne ob clMmedHe Mexpy cTpaHams — dneHaMun O3CH
MHPOpMELWER, OTHOCALWEACA K UX NPOFPaMMENM MOSHTOPHHTE cooTEeTCTEMA [peHUukMnas GLP. JadHos npunoxeHde
NEeOocTAENAST PYKOECOCTED OTHOCHTENEHD THNOE MHPODMALUH, KOTOREMA HEoDXodumM o ofeHHBEaTECA. ECne wH@op-
MELWA, KECA A ARCA BCEX ACNEKTOE, OXNBATHAASME R « PYKOBOLCTEAMA NO NPOUESYREM NPONZAM M MOHATODWHIA COOTEET-
CTEMR HAANEsE WeR NAB0PATORHOA NDAKTHEE », WMEET OTHOLWEHUE K NOHEMAHU KD NPOTSEMM MOSWTORAHTE COOTEETCTEMA
Mpusunnam GLP gpyris cTpad — vnedos OACP, ccobos aHasesue aMesT ONPeLaneH Hsle THNL WHE opMad@u,

OHKW BRRYEa0T B cebR:

- MpuHy#ne GLP, npMsA TS HE HELWOHANEHOM YROEHE,

- ofinBcTe NPHMEHSEHWA HELHOHANsHOA NPOTpaMMsl MOSHTOPHHIE CoDTRETCTEMR MpuHysnas GLP ¢ Tousn 3paHEn
OXBATE THNOE XHMUYECKAN BELLSCTE W THNOE MCNETERAAL

- WABHTHYHOCTE, SIPMAMYECHUA CTETYC W ODFEHMIAUACHHYK CTPYETYDY {HALWOHENsHOMOHELWOHANEHSIR] Opra-
HE(OB) MOHUTORRHME GLF,

- APOUESYPE, NPAMEHAEMEIE B £008 NPOEEEHHA MHONSEYWA W 3YOWTOE HCCNEA0BAHAA MCNEITATENEHON LEHTRE, &
TEHHE NEPHGAHY HOCT & MHCNEHUEA KIWNK KPETERHA TPEHEOE WHENE KWHA,

- HACGNG W EESNWEMEE UMK HHCNEKTO PO

- BERCTEWA, KOTOoRkE BYAYT NPEANPHHATEI HAUMOHENEHEIMY ORTAHEMW MOHATORHHFE GLP B cnywanx secodnmoge-
HWA TpeGoaadkd MpdHydnoe GLP, B To0M Y@cne, Npd HeofsodWMocTi, B0IMGHE0CTE MHPOPMWDOSETE ODYIAe CTPE-
HE — sinesk O330F 0 peayneTaTax WHONEXUWRA HCNBITATEABHOMD WEHTRE M By 0HTOE HCCNEA0SEHWR,

- WEPH N0 IBWATE (oHPUABHLWENEROETA MHOODMEYWH,

- MPOUESYDE ANA MEWUHYPOESHAR @ NPOBESSHAA RHONEELWA HCNBITATENEHOS YEHTRE M 8 YOWTOE MCCNEI0EaHUA, 8
TEEHE NOArOTOERY OTHETOE NO WE PEIYNETATAM N0 3ANPOCY QRYIMY CTREs — wneHoe O3CP;

- MPOUEGYDE 4NA NoNy4esUdR MHOODMALHK OF WCNeITaTeNneHBE UEHTPEY, KOTOREE BN NpodHCNEETASDEaHEI
(HAUWOHANEHE MH) OPTrEHEMK MoHETORMHra GLP opyrod cTpasel — vnede DICFE, B ToM 4Mone CTaTyoR COGTEETCTERA
TEEWY WeHTROE;

- THN CEpTARUKALME @CNETATENEHOMND WEHTRE, B KOTOpOM OeiNK NpoBEA&HEl HCCNEAOEAHEA, COOTEETCTEYH LWHE
Mpusuunam GLP.

B cnyvae, ecnd ByayT HEAQSHE CEP=E3HEE OTENOHEHEA, K0TOPRIE MOrne Bw NOBNWATS HA KOHEPSTHEIE MGCCNe 08 E-
HHA, {HELHOHENsHER ) Dprad ModdTopusra GLP Qonsed paccMoTpeTe BONpoc o #eolao0MMocTi MHDODM MPOEATe O CBO-
Mi BRBOLGAR COOTERTCTAYVDLLHME [HELMOHAN=HEIE | Opreqss MOHUTORpHEra GLP gpyrus cTpas — dnedoe O3CF.

HauMescEaHEA 00 BEETOR MCNBITATENEHEE USHTDOE, OGNS EW ML ARCNEKUAY B WCNe TATENBHEIX LEHTRAX B PAMEEX
HALMOHaNsHOA NporpaMMel cooTEETCTEMR MpnHuMnam GLF, ypoBSHE WX COOTEETCTEMR HEUMOHANeHEM MpeHynnes GLP
M DaTe(k] NpOESOEHHE AONMHE E=EerogHo NPedocTAENATRCR [HEGWOHANEHSIM) ODrasam MOoHnTopdHra GLP gpyris
CTpaH — unedHos O3CF no vx sangocy (oM. npenoxedie G} MpMsHEH e HBGMOHANEHEE NPOrPAMM COQTERTCTEaNA [TpHH-
UMnam GLF MoMeT NocTynHTE OT QP YIHE CTREH — “neHoe D3 C P He cpaay. CTpaHsl — Ynede D3 CP nonsess DelTe roToEsl
PEWaTE CYWeoTARYOWME NPoENeMEl, ARACTEYA COMMABCOBAHAC. BNoNHS BOIMOMHE, 4To cTpasa — Yned O30F He MoseT
CYAHTE O NPHERNEMOCTH NROrpAME CoOTESTCTENA MprAuMnam SLP gpyrod CTRAaHs BCENIDYATENEHD HA OCHOBE THOEMEH-
Horo obmers iHrapaaUred. B Takk cnyqans cTpaHsl — Ynese D3CP moryT TpefoBea Te rAPaHTUH NYTEM KOHSY N ETALHA W
obcysAeHEA C COOTRETCTEYHIL MMM HEUWOHINEHE MW ODMEHEMA MOHATOpHArA GLP. B aton ceass O3CP npegocTeanreT
Pyt Gna OB CYHOEHHA M PEWEHUA NPOGNEM. OTHOCALLRECA K TEDMOHY 33U NE U NEUEATHI DPOrpaM MOSWTOpAEIE CoOOT-
gaTcTans [pusunnas GLP HA MERIYHEROGHOM YIOEHE.

Ona cofedcTEMA BRIBHTHE MEMOYHAPOOHE Y CEBRIEH W NpoaonEeHHn oOMeHd WHPORMALHER BMEET BUEBHOHIE
MEEWMyLYECTES COIGEHAS e0WHOrD OPraHa MOMMTOPAHIE GLP, oXaaTHAEHK WEaTrs 8 cTpade — unene O3CF s neaTene-
HOCTE B COGTEETCTEMM ¢ HAANE=AWEA NABOpATOPHOA NPEKTHEGA .

Ecnu cyluecTayET HECKON:ED OPraHos MosuTophsra GLP, cTpasa — dned O3CF 0on&HEa rapaHTHPOEETE, HTO OHH
PREOTEHT HAAOCTOARHOW OCHOBE M MMSIT BHANOMMMHEIS NDOTREMMEl CO0TRETCTEWR MpuHUuanas GLP Opras wnd cpradsl,
OTEEMAH L WE 38 MEMAYHAPOAHEE KOHTAETH, AONKHE GETe ONpejeneH CTRAHAMY — wnesami O30P.

ForyT BOIHWEHY Th CATYEUWM, KOTLE H3UACHENEHEA PEMYNARYHWWE Oprad CTpaHe — “neda O3CH gonsed sanpa-
WHEATE MHDOPMELWID © CTATYCE CoOTBSTCTEMA Mpusunnan GLP WoneiTaTensHoro USHTpa, PACNonoHeHHoro 8 Apyron
CTpaHe — wneHe O3CF.

g8
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B penras cnydais i 8CnW CyWacTEYET BECKEA NPUYUHE, PEFYNHPY UMM OPradoM Gpyrod cTpaHsl — snesa O30
moeT GeiTh OCYLLSCTENEH IBNDOC HE NPOREJ&H#E ByQWTE wocnedosasui. Qonkdsl OeTe NEEOyCMOTPEHE MEQH, C
MOMOU S KOTOREX 3TH 33N00C0H MOryT BeiTe SRNONHE K. & PEIYN=TATH B BWES OTHETE NPEACTASN EHE JANPAWHEA DL MY
LErY NEP YL E MY ORraHYy.

Ans obseda HHPODMALWE R MEKOY ORTEHaMY MOSHTOPEHTE GLP gon#sk BeiTe CO308HE 0 HURANEHEIE MeKOyHa-
DOHBIE BOHTARTE. DOHARG 3TO HE CNEOYST NOHUMATE HEK NPEa0TEPALLSHWE He hOPMANbHE ¥ HOHTAKTOE MEMAY PEryn«Epy-
MILYEM ORTEHOM @ ORTAHOM MOHWTORpEATE GLP apyrof cTpadsl — wsnesa O3 CF 8 7oum offbene, kKOTopeid OeiN NEWHAT ANA
TAKME KOHTAKTOE 3BWHTEPSCOEAHHEMW CTRAHAMK — HneHasms D30,

HaynoHaneH e Opradel GLP Lon#He PRE3ETR, 4TO ORTaHE Apyioh CTPEHE — YneHa O3 0P, BoIMOMHD, NoXEnanT
APHCYTCTECESTE NPW WHCMEKLWA MNW 3YANTE MCCNBoBEHAA WCNBI TATENEHOMD LEHTPS, OHOTOROM WNA fEYE B UX CNeyWans-
MM 3ANPOCE, MNA THY MOTYT ROXENaTe, HTobM NpegCTABUTENE (MPESCTAEMTENN) CTRAH — uneHos O3 CP npueyTCTEOEA-
N B X008 NPOERAEHWA CHEUMENBHOE MHCNSKGHA HENBITATENEHOMD YEHTPE AW 3YINTE MCCHed028HWA. B TakeE Cnywans
cTpasel — vneHe D3CP QonsEHe A03800ATE MHCNEBKTOPAM SDYIOR CTRpEHE — dneda O3CP y4acTEOESTE B NPOSESEH MM
WHEMSKYMH BCNETETENSHOMD LEHTPS W BYAMTE HCCNEROBEHWA, DCYWECTENASMEIS WX GRraHOM MOHUTORWHETE GLP.
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Mpunoxenne C
|pEEOMEHAYEMOR)

PyrkopoacTEO ANA OPraHoE MOHWTOPWHNE cooTReTCTEMA MpyMHUMnam Hagnexaed natopaTopHor
NPAKTHEK NO NOAFOTORKE AXEroaHors obiopa NPOMHENEKTHPOBAHHLIX UCNLITATENLHLIX UEHTROR

[Aonondedns & npunoweda Il |CESIETFInal)nepecmoTpeHHOE AGNONHEHRE K npanoserdn ) [CE5E{Finall))

Ofaope aocnekyswd GLP gonsHe pAcNpocTRaHATECR CP2u MNeH0E TPpynNs accnepTos no GLP O30P W cekpaTa pe-
8Ta O3CF emarogHo 40 KOHLE MAPTE. CRegy oWl MEHAMANEHS A HEEOD WHDOPME UMK GONHEH NO3BONATE TARMOHHIMpO-
B&TE 0H30P0l, KOTOPEIMK 0l MEHHBRO TR Mew Ly cobof HEYHOHANEHEIE CPraHsl MOHMTOprHTE GLP.

1 WaeHTH q!ll'l HAUWA AHCMEETHDYAMOrD MCNLITATENBHOMD LEHTRA

Ana Toro uTodel WOSHTHEDEKAWMET HCNETETENSHOMS USHTRE MOosHO Buno G NpoBSCTH KOPREKTHD, HEobXOO@MO
MMETE O HEM JOCTITOHHGE KONWSELTEO HHRODMELWA, @ WMEHHD HEWMEHDESHWE WCNEITATENEHOMNS WEHTRE, FOpOQE W CTRa-
HE, B KOTOROM OH HEXOAMTCA, 8 TOM YMCNE AHCNEKULM A 28 DyGesomM.

2 OaTel NPOBSSeHWA WHCNEHLWE @ NPHHATHRA PE LEHAA

Mecall ¥ rog NposeqeHEa HHENEKUMY, W NpY HeoBKo0dMOCTH D3TA NPHHEATHR OROHYETENLHOMD PEWEHWA O CTATYCE
cooTERTETEMA [MpeHusnan GLP.

3 XapakTep HHCNEHLHH

,U.I:I-J'I}HI.'I.E BETE “aTHAA WHPOpPMELHA O TOM, TPOBOOUMNECE MW MHENEEUMA COGTAETCTEMR I'Ianunn g GLF 8 nonsom
ofbame wiH TONGKES AYAWT ACCNe00BEaH WA, BTAKHE ABNANACE MW MHCNEKUAA By THRHEGA I:ﬂ Nasos0W | KEXHE MMEHHD Opradal
GriNK BEOBAEYEHE B 3TOT NPOLEBCE.

4 Obdnacri AHCMEDTHI NPOWHECNEKTHPOBAHHOMD WCNBTATENBHOTND LEHTRE

T &k kak cooTEETCTE Me MNpuHyunam GLP cBAIAHO CHCNeI TAHWA Mid, IPOBEELEHHE MW WCNBITATENEHE M EHTPOM , B BHE-
rogHke ofaope Q0mHHsl OwliTe SKNW4EsEl 0ONACTH ALCNSPTHAR NPOWHCTEKTHROEAMHEX WCMBTATENHEIE LEHTPOR ©
MCMNONEIDBIHHEM NERSYHA CNEAYIIL M CCHOBMHEX HETEMOP@E;

1] PHIAEO-% AMAE CRAE MCNR TAHWA;

2] MCCNenoBaHWA TOKCHMHOGTH,

3] WCCNefoBaHWA MYyTATEHHOCTH,

4] SHONOTAYSCERE HCCNAa0aEHHA TOKCHYMHOCTE HE BOAHEX M S33I8MHel% OPTRHHaMax;

5] WCcocnenoBEaHWA NOBENEHEA B BOAE, MOMSE @ BOIAYXE, BACE KKy MyNALMA;

B] WCCNenoBaHWA OCTRTROE,

71 WCCNEeSOoBEaHHA BNAAHKA 48 MSI0E0CMEl @ NPUPOLHEE 3K0CHCTE M|

B KHMEKD-BHENWTHHSCKRE W XdMHKO-KNdHHYSCEHE HONETARWURA

Q) ApYTWE MCCNEeQoBaHWA [YR3ZETR).

Heolx0lMMO NoOO4eDEEYTE, 4TO 3TH KATEMNDEHHE UCNONb3YIOT HE MMBKOA 0CHOER B KEWOOM KOHKRETHOM CIYYAE W 4TO
UENeH #ENASTCA NPELCCTARNEHRE MHPODMAELMN, OTHOCAWSACA K CODTRETCTEMD GLP HCNeTATENEHOMD USHTRA, 0TORERA
GyQeT NenesHoR ANA APYTHE HEUWOHBNbMEE GPraHOE MOHHETORHHNE.

5 Craryc cooTEETCTBHA

OnAaaTmieTa o eTaTyoe COOTESTCTEWA WENE TETENEHIMD UEHTPE CAEYET WCNONb30EATh CRS0Y L HE TEW KA TEM0DH U

- COOTEETCTEYET,

- HE CODTEETCTEYET]

- HapaccMoTpeHMed (pending}, ¢ oBocHoBaHWER.

B caere Toro, “To apendings (HA PACCMOTREHUM) TRAKTYETCA NO-PAIHOMY CTRAHAMA — uneHamn D3CF o uTo pas-
MUY HEIE TP3E0BEIE W 3AMAHHCTRATUEHEE CHOTEME HE NOZECNANT rANMOHMEY POBEHHOID WCNONB0BEHHA 3TOTS TEQMMWHA,

10
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HACNONB3I0EEHUE CTATYCE apendings LON#HO CONPoECHABTEEA 00k ACHEHMAMK B HAUWOHENEHOM 083008 WCNBITATSNEHE X
waHTpos. Takie ob e ACHEHWA MOMYT BKNAYETE 8 cebn, wanpuMep, spending renspachons (Ha pACCMOTREMWH A0 NOETORHOR
AHCMakLMK), spending responses from testfaciitys (HE pECCMOTPEHEW 00 NONYHEHWA 0TEETA OT WCNETATENSHOTO UEHTRA),
spending completion of administrabive procedursss (a8 PRCCMOTREHWA 00 33BEPWEHHA A0MAHNCTRATHEHEIX NPCUSLYR) W

T.4.

B KoMMEHTRRPHM

Ecne HeolxoguMo, nanes MmoryT DelTe DEHE KOMMEHTIDHR.

T IHAYMMUTENBHLEIE HEJOCTATEA

B exerogHsx of3opas o NDOMHCNEKTHPOEAHAR S MCNEITATENEH BX UEHTPAX AONMHE Gl Te NPEeRCTARNExbl KA MAHH-
MM HHOMBEWAYAENEHEE WCCNEOOBSHAA, ONA HOTODEIX B X008 AyAWTa necnenoEasuA Heing olHapyHedsl CYIBCTESHHLE
HEOOCTATHE W HOTOREE, CNEL0EATeNLHD. A0NHHEE BhTh OTENOHAHE OPTEHAKMH PETHCTREULNWA B NEHEME MBEOpMALHA.
DOHAaED, NOCKONEEY MHOMME MCCNEJ0BEAHWA NPSACTRENAK TCA ORrEHAM B DAOS CTPEH B OGH0 @ TO HE BPEMA, DEKOMEHTYET-
ci, 4Tobe TAKoM pOO8 WHEOOPMAYWA pECOPOCTRAEHANACE CPEQWE HAUMOHANEHEE OPraHoE KK MosHo OecTpes HE
CAAURAaNsHOA OCHORE, 8CNH 3TO HE0BXOAWMO B QONCAHSEHKE £ exXerogHun obzopam.

8 JBHNHIYEHWE O COOTEETCTEMM

Ecne 3aKnoHeH e 0 ConTESTETEME NEEOOCTABNRETCR MONETETENEHRIM LE HTpEM HEUHOHEN=HBIMW ODTEHBME MOsKH-
TOPHHIE, OHW QONFEHR WCNONB3I0EETE T H& CAMaIE TEPMUHONOMMED @ KATETODHA, HTO B BREMDGHOM o AopE.

9 PacnpocTpaHeHne eMerogHelx oBiopos

Ofacpel AONMHE PECAROCTPEHATECA SMEIDAHG 00 KOHUA MAPTA CRefW YNeHDB rpynnsl no GLP @ cekpeTapsata
OACP. 3713 naropyauus MoeT BkiTh b Ha poa0aaHa No CNeYWANEHOMY 330N POoY.
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Butnuorpadgua

[MEMYIMC/CHEM (28T OECD senes on Prnciples of Good Laboralory Fractice and Compliance
Monitorng — Mo 1 — «Principles on Good Laboratory Practices (Capya QOKyMEHTOE
O3CP oMpuayunas: HEGNeRAW A NEGopa TORHOA NPAKTMER ¥ MOHU TORMENE COGTERT-
cTemA. M 1. allpUHYMNel Hagne=awed nalopaTopsHoR NPEKTHEM )

[2] OCDEMSGDIB5EE QECD seres on Principles of Good Laboratory Practice end Compliance
Monitoring — Mo 3 — Revised guidance for the conduct of taboralory inspections and
study audits; 1995 (PyroBOLCTED N NPOBELEHAKD WHENEELMA NADOpETORHA W By JUTOR
HocneaosaHMA Me 3 1995 wacepiu gokymenTos O3 CF o NMpuHudnas GLE W MoHdTo-
PUHTE COOTERTCTEMA )
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