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Mpeancnoswne

Llend, OCHOBHBIE NEAHUME M OCHOBHORA NORRACE NPOBEOEHKA PAGOT NO MEXTOCYIAPCTREHHORA CcTaHaap-
THaALMK yoeTadoanede MOCT 1.0—592 sMexrocynapcTeasHan CUCTEMA CTAHOARTHAAUNAK. OCHOBHEIS MONOHE-
HAA® W MOCT 1. 2—2009 « MenmrocyJapoTEEHHAA CACTEMA CTAHOARTHAIAUKK,. CTaHdapTel MEXRIOCY AADCTEEHH bid,
MPABANTE # DEECMEHSALA K NO MERMCY QapeTEEHHOW CTaHLapTHIaU MK, MNpaBrna paipadoThK, NPHHATHA, NPHME-
HEHMA, COHOBNEHHE W OTMEHLD

CeepeHna o cTaHOapTe

1 NoAroTOBNEHR:

PelepankHBM MOCYLapcTBEHHEIK YHATADHSEIM NPEONDHATHEM « BOepOCCHRCKHA Hay-HHO-HCCNeaoaaTeNk-
CKMA  UBHTD CTaHOJapTHIauMd, WHbDopsMausn W cepTWHKaUMK  ChpER. MATEPWanos W BEWEecTE:
(YN «BHHMUCKME»);

TeXHAYECKHM KOMHTETOM NG CTAMAAPTHIAWWK TK 339 « Be30nacHocTe CHpPER, MaTEpWanos 4 BRWeCTE
PenepaneHoro areHTCTES NO TEXHUSECKOMY DaryNUpOBAHA # METDOMON M,

Mexrocy 1apCTEEHHBEIM TEXHMYECKHMM EOMUTETOM No cTaKgapTraaymy TK 338 «beaonacHoCTe ChIpLA,
MaTepHanos W BEWSCTE

2 BHECEH TegepaneHbi areHTCTESK N0 TEXHWHYECKOMY DEMYNADOBAHAID M MaTDOoNor kA

3 NMPHUHAT MexrocyapcTESHHBIM CORSTOM MO CTAHOAPTAIAUAK, METPONOMH ¥ CEPTADMEALNA (Npo-
Towon oT & HoAGpa 2012 r. Mo 53-1)

3a NpUHATHE CTAHOaPTa NPOronoCoEanii:

!!I'.IETKIIIE HAHMEHOBAHWE CTR®EH & H;IIIFI_ CTRARE M |:"S-I.l'.h]LIH‘.‘IIHIIIH HAREEHISAHAE HAAOHANeEHDIO JRrada
na MK (KCO 3166 004 — a7 MK [WCO 3164) D04 —57 no CTAHGapTMIALNN
ApMeHER A MsHIRCHEMAER Pacnybinued ApmeHdn
Benapycs BY MoceTeHAART Fecnylineks Benapyce
KeiprsiacTas K3 KB preiacTEHASRT
Monooaa MD Mongoae-C1aHgapT
FPococriackan Fegepayun RU FoccTasnganTt
Tan#MEWCTEH rd TanxwkcTasaapT

4 HacToAWMA CTAHOAPT MOSHTHYEH MEMIYHApoaHoMy aokyseHTy OECD series on Principles of Good
Laboratory Practice and Compliance Monitoring — Mo 13 — Consensus Document of the Working Group on
Zood Laboratory Practice — The Application of the OECD Principles of GLP to the Organisation and
Management of Multi-Site Studies 2002 (KoucercyoHei gokymenT Pabouei rpynnel no tagnexaweik nabopa-
TOPHOW NPaKTHES W MOHKTORMHNY COoTReTCTRWA. [TprseHerine MNpradgqnos O3CF no GLP ona oprasdsauudE M
YNPARNEHHNA MCCAES0BaHKAMK, NPOBOOUMEIMK HE HECKONEEME MCNBETaTeNsHEIX MAoWankax 2002, Ne 13 na
CERMM QOKYMEHTOR OpradHIagmi IK0HOMHYECKOT0 CoTpYOHMYecTEa M paaeuTra (O3 CP) o Mpuuganax GLE k1
MOHHTODHHIE COOTRETCTEMA).

MexgyuapogHsli gokyMenT pazpaboTtad Fabovel rpynnoid O23CP no GLP.

Mepeaod o aHrmWEckore AasKa (en).

DEHHLMANEHEIR 3KISMINAD MEXAYHAPOOHOMD ASKYMEHTA, HE OCHOBE KOTOROMS NOOrOTORNEH HACTORLLLAA
MEMICCYIAPCTEEHHLIA CTAHOAPT, MMEETCA B PegepansHom areHTeTae No TEXHUYSCKDMY DEryINHDOBaHMID W
METDONOrKHK.

CTeneds COOTBETCTEMA — woeHTHyHan (IDT).

B HAacToAWKA cTaHOapT BHECEHD CNEeqyiowes pelakuMotHOe MaMEHEHHE. HAMEHEHT HAWMEHOBAHWE
cTaHaapTa.

HavmeHosasme HACTOAWESID CTaHdagTa HIMEHEHD CTHOCHTENLHD HAMMEHOBAHWA MEXIyHapOoHOMD
OCKYMEHTA B CEAIK C OCODEHHOCTRAMK NOCTROEHMA MEKMIOCYDADCTEEHHOR CHCTEME CTAHOARTHIALMK.
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5 lMpurkasow TegepantHoro argHTCTES N TEXHHYECKOMY DEry NMPCEAHMK # METRONoraK oT 27 gexatpa
2012 1. N2 2157 -cT MewrocyfapcTeeHibil cTadpapt FOCT 31890—2012 spane B JEMCTEWE B KA4ECTEE HALK-
oHaneEHors cTasgapTa Pocckackon Pegepauru ¢ 1 Aveapa 2013

6 BBEAEH BIMNEPBLIE

MuchopMayuna of USMSHEHUAX K Hacmofwany cmardapmy nybnuryemca & axesodto u2dasackiomd
UHBOOMAYUORNOM FEa32amene « HauuoMansHee cCmaddaomen s, & MeKcm UaManeHul 4 Nonpaeoy — & Sxoume-
CAYMO Ladasaombly uHDOOMALUONHEIX YEadamenax vHaylonanessie cmandapmes. B ciywae nepecMampa
(FAMEHEI) UL OMMEkb! HACMOALEED CMandapma coamaamomeyoiles yaedomMnesis Bpdem cnyBnukoeana
B SXSMECAYHO UAD3838MOM UNEOOMAYUOHHOM Yrazamens sHayuoHanewsie cmasdapmsis. Coomeemcmay-
OWER UHGDPMALUR, yaedoMResUIE U MEKCMie DasMeWaomes makse 8 uihapialiuolHol cucmeme ofwasn
NOMLI0EFHUA — Ha odhuyuansHoM cadme PedepansHoso a2eHmemas No MeXHUYECKOMY DeSyNUDoaaHUM U

Hempanosuy @ cemy Humepwem

& CrangapTdidropss, 2013

B Poccviickol Pegepald HACTOALLME CTAHOADT HE BMOMET BiTh NOMNHOCTEM MM YACTHYHD BOCNROMa-
BE0EH, THDARMPOBAH 4 PACMPOCTDAHEH B KaYeCTRE S@UUMaNEHOrd W3aanna Bes paipawesus DegepansMors
AreHTCTES NO TEXHWYECKOMY DEYNADORAHMID 1M MeTDONITHI
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BeepeHwne

Boe Sonee pacnpocTpaHe HHsIM CTAHOBHTCA NPOBESEHKE HEKNMHHYECKME MCCNedoBaaHne MedMUKHCKOR
H 3KONOTHYeCKoW DEI0NACHOCTH Ha HECKONLEHMX MCNBTaTeNsHslX NNoWankax. HanpyusMep, KoOMNasKug sMoryT
HENCNEA0BATE MCNEITATENLHEIE LEHTPLL, KOTODEIE CREUHANMIHEYIOTER B PANHYHEE BHOAK GEATENEHOCTA K
pPACHONATAKTEA B Da3HEX CTPAHEK, WM MOrYT NPOBSAMTE NONEELIE WCNEHTAHHA ArpoXMMEKETOR Ha PEIHbIX
EyNETYOax WK THREX NoYB, PACNONOMEHHLIX B DAINAYHBIX PEMAOHAX MW CTRpaHax. T a8 MOMeT BOSHUEHYTE
HEOGXOGUMOCTE NPOBEOEHAA ATANOE TOKCHKONCT MHECKHK MCCNEQ0BAH KA PAINKYHEIMK NOORa30ENEHKAMK TOR
HE CAMOHR ODTAHWIAUMK, FOE NPOBOOWMTCA TOKCHEOMNOMHYECH0E MCCNEN0BaAHHE, KW NOOPA30ENEHAAMN JDYIHX
KORIMTAHWAA .

B pamrax eToporo KoHCEHCYCHOMD chumnoawyma O3 CP no Hagnexawen nabopatopuon npakTuke (GLP),
cocToRBwerocA 21—23 man 1991 r. e r. Bedn, wrar Konopaao, 28cnepTel OSCyOMnd @ JOCTMINA KOHCEHCYCa
OTHOCHTEMBEHD NpUaHedia Mpadgdnoe GLP & decnegoaaddaM B NONEskRY YoNoaMas, KOHCEHCYCHBIA O0KY-
tenT O3CP allpsmesedue Nousuwnos GLP K nccnedosadyas B NONeBLE YoNosMAxXs BROCNegeTemy Bein
onyoneKoBaH B 1992 r. ¥ nepecMoTped B 1999 1 [ENWV/IM MIONO (99) 23] [1]. Hapagy ¢ SpyTAsiAa NOHATAAMA B
OaHHOM JORYMEHTE GhlNg BEESEHD NMOHATHE X OTRETCTEEHHEIN MCCNEZOBATENL:, KOTODEIA MOMET NPHHATE Ha
cebn generipyamMyio OTBETCTREHHOCTE 38 NECEBSOEHHWE 3Tana NONeBOrs KCCNEqoBaHHE Ha HCNBITATENLHOA
nnowaare, recrpafrYecin yoaneHHoR 0T MECTa HAXOKOEHHR PYKCEOOMTENA HCCNedoBaHKkA. XoTA NOHATHE
HOTEETCTEEHHEA MCCNeaoBaTenss DuINo NEpeoHaYanLHo paapaboTako ANA OKAIaHKMA MOMOLWW B NPoBeZEHHK
NONEBLIX HCCNEQOBAHHA, BRMIOYAKWKHE HCNL TAHKMA B HECKONEKHE DPASHLIX MECTAX, OHO B DABHOR CTENEMH NPW-
MEHWUMO K MoDomMy TUNY MCCNEOoBaHRA, NPOBSGWMONG Ha HECKONEKHE HCNLITATENLHLIX NNOoWaKax.

OnyGnuEceEanHee B 1997 r. nepecuroTperddee MNpuHgune O3CF GLP [2] y4rTeBamnT Do OTEETCTBEH-
HOMD HCCNEACBATENA NPK NPOBEASHKAKA NKGOID HCCNEeZoBAHKA HA HECKOMNBKME MCNETATENbHLIX MNoWaOKAX,

HMoocnenopaHve MoReT NPOBSGMTECA HA HECKON BHUE HCNBITATENEH B NNAOWAARAX NS pAAY NEdYiE. Nho-
Wanka, Ha KOTOROH NPOROAKMTCA MCCNeAoRAHKE, MOWET HE COCTRETCTROBETE QOCTATOHHOMY YROBH TEXHM-
HECKOH NOArSTOBNEHHOCTM W KOMMETEHUWMH  HAWM  BOIMOMHOCTAM, He0GXoOWMeEM ONA  BuINGNHEHKA
OnpELEneHHOR 3a0a4H, B TAKOM CNYy4Yas JaHHaA paboTa BeINCNHASTCA HA OpYToR HCNBITATEN EHOR NNOWAORE,

CRoHcop, KOToOPLIA paIMELaaT HCCNEA0BAHME B HAYYHO-HCCNEZOBATENLCKON ODTAHWIA LMK NO KOHTPaK-
Ty, MOKET NOTpeS08aTeE, YT0ER ONpEaene HHLIE BM 05 MCCNEOOBATENBECKOR QeATENBHOSTIA, TAKME Kak BHUOnorn-
HECKHH aHANK3, NPOBOLKNHCE HA KOMTRAKTHON OCHOBE B ONpedensHHod NabopaTopud, KN CROHCOD MOMKET
noTpeboeaTe, 4To0sI NPOOLI GRNY BOIBPALLSHE EMY AN AHaANKaaA.

Uens OaHHON J0KyMEHTS — NESAocTABNEHWE DYKOBOOCTEA NGO BONPOCAM, KOTODLIE BOSHHERIOT NEW
NAAHKPOBAHKK, BbIMONHEHWA, KOHTRONE, SErMCTpauMy, ODOooMIEHHK OTHETOE M ApXMBHDOEaHMK WCCNenoaa-
HIRA, MPOEoOHMEX HA HECKONEKME HCNeITATENBHBIX MNCWankax, JokyseHT Gain paipaboTad Ha YeTBEeRTOM KO-
CEHCYCHOM crmMnocanyme O3CP B Xopni (Horley), Bendkobputadua, 8 wiore 2001 r. MNoake gadHsii GoEyMeHT
Obin yTRepxged 8 gekabpe 2001 r. Pabodel rpynnod no MNpuHuunass GLP 1w enocneacTensd B despane 2002 1.
HE COBMECTHOM 3ACEOaHuy KOMUTETE NO XMMUYSCcKuM BeWecTeaM 1 Pabodeid rpynns No XMMAYLCEAM BRLLECT-

BAM, NECTMUMZAM W SHOTEXHOMNITHIA.
OokyseHT Gbin pACCEKpEYEH NOO MMO0A reHepansHOrD cekpeTapd. JaqHos pyKOBOOCTEO DXOOMT B

ceproackymMeHToR R3CP « MprHurn sl Ha4nexawen NaSopaTopHON NDEKT MKW M MOHRTORHHI COOTRETCTRHAR.

FOCT rocCT31890-2012 Crpanuua: 5/16

ERI[dd GostExpert.ru


http://GostExpert.ru/gost/gost-31890-2012
http://GostExpert.ru
http://GostExpert.ru

FOCT rocCT31890-2012 CrpaHuua: 6/16

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-31890-2012
http://GostExpert.ru
http://GostExpert.ru

rocT 31890—2012

M E X 0 C ¥ O APUG CTIBTEMHH b W CTAHOIAPT

NPUHLMNE! HAONEXALUEA NAEOPATOPHOW NPAKTUKM (GLP)

OpraHMzauma W YyNPpaBneHye HCCNeaoBaHWAMKA, NPOBOANMEIMH H3 HECKONLKMX HENLITATENEHLIX
MAOWanKIK

Frinciples of Good Laboratory Practice (GLP). Organisation end management of multi-site studies

Oara epegesmnA — 2013—01—01

1 QBnactb NPUMEHEHHWA

HacTOAWMA CTAMAAPT YCTAHABNUEAET NOMNOMEHHA QNA OPraHHIALHA | YN DARNSHWA HCCNegosaHiAmMEA,
NpOoEOOMMEMK HE HECKONERME MCNBITATENEHEX MMOWaaxax.

HacTOAWMEA CTAMAAPRT CNegyaT WCNoNs3oeaTk NEW NNAHWPOEAHKW, BRINCMHEHKA, MOHWTODHHME, pEFHC-
TRawHn, CPopMNEHA OTHETE W ADXHBHPOBaHHKH NeDsiX KCCNEO0BEAHWA, NPOB0SMMELE Ha HECKDMBEAX MCNTa-
TeNbHBEX MNoWAaLKas. PysoBOACTEO pACipoCTRaEHRETCA Ha BCE BAOLI HEKNAHWYECKWE WoCNegoBaddi
MEGWUMHCKON W JX0N0OrMYeckord DeIonacHocTi.

2 ¥YnpaegneHve W KOHTpPONb NPOBEAEHWA MCCNeNOBAHMA HA HECKONbBKWUX
HCNMBITATENBHBIX NNOWaOKaX

21 O8WwHe NonoxeHKWa

2.1.1 Np# NNaHWpoBIHKK, BEINOMHEHHAH, MOHKTODMHIE, DETUCTRALWH, 0DOPMIEHAK OTYETOR H SDXHEN-
LOBHKK HCCNEQ0BAHMA, NPOBOOMMER HA HECKONEKKE MCNBTATENLHEIX NNOWAGKaX, BOIHMEAET PAL NOTEHLM-
ANbHbIX NEOBNEM, KOTODLIE CNEgyeT PacCMOTPETE, YTODE NpK NPOBE ZEHAH MCCNEg0BaHHE HE GLING HADYWEHD
CoOTEETCTEAE MNpuHuKnanm GLP.

2.1.2 Tot doakT, 4T pasnHyHbEe Budsl HCCNeaoBaTeNLoKDW JEATENLHOCTH NPOBCOAT HA PadHbIX NN0-
WaOKAK, 0IHAYAEST, 4TO NNAHAPOBAHKE, CBAIL K YNPABNEHWE ACCNEZ0BAHMEM KMEINT HHUIHEHHD BAKHOE 3H3-
HEHWE. XOTH HCCNEOoBAHME HA HECKONLEMXY WCNBTATENBHEX NNOWAagKax cOCTOMT Wi patoT, KoTopwe
OCYLWECTENRIOT KK B MCNBTATENEHOM UEHTRE, TAK M HA BCEX MCNBITATENLHBIX NNOWAOKAX, GHO NPEICTABNRET
Ccofol eQMHoe MCCNeoBaHMe, KOTOROE CNegyeT NPoBoOHTE B COOTRETCTEHK ¢ NprHuKnam O3CE no GLP.
ATO 03HAYAET HANHYKE COHOTD NNAKA YCCNefoBaHkA, QOHOMD DYRKOB0OUTENS HCCNedoBaHUs U OOHOTD 33KNK-
YHTENBHOMD OTYETA. [oaTOMY OYeHE BAMHO, YTOGL B NEpaYI0 o4epeik DbiNk COCTABNEHE: NNAHE NPOBEOEHIKA
HCCNEACBARWA, NEPCOHAN M AgMHUHUCTDAUWA COTRYOHMYAMWLME NNoWagor SNy ocBeqoMNeHl, 4TO BLINGA-
HAEMaR HMK pab0oTa ABNAETCA YACTEID HCCNEJOBAKKA MO YNPARNEHKUEM PYESBOOWTENA MCCNEN0BaHWA, & HE
CCYLWECTENRETCR Kak OTLeNLHOE MCCNegoaaHue.

HKparHe Bamto, 4700k paboTa, BeINONHASMAR Ha PaIHBER NNOWaakax, Dena HeTEs ONpedenaHa Ha pas-
HER CTAGWA NNAHMPOEAHKA, © TeM Y9To0bl OaTe BOAMCHKHOCTE JAMHTEDECOBAHMHEIM CTOROHAM COrMACOBaTE
HEOGXOOMMEIE MEDEI KOHTRONA NEpel JapeHueHes paapaboTrk NNaHa KoCNeaoaanna.

2.1.3 Muorve v npobnem. CBRIAHHEIX C NPOBELEHHEM WCCMNEQOBAHHA HA HECKONBEKKK NNOoWagrax,
METYT BbiTe NPEQOTERALEHE NYTEM YETHOMD pacnegeneHya obRsaHHocTel 1 addeKTHEHCID BIaUMo0EH-
CTRWA MEXDY BCE MK CTODOHAMM, YHACTEYKWMME B NOCBEOEHUA MCCNEZ0BaHKA. K YHIIAHHLIM CTODOHAM OTHO-
CATCA  CROHCOPR, DYKOBOOQWTEMNE WCCMEOOBAHHA, A&0MHHHCTRAUMS, OTBETCTESHHEE WCCNeOoBaTeNs
(Mccnegoeatenu), cnywba cfecnayeHna K3a4acTea M NepcoHan No NPoOREJeHMIc MCCNedoRaHMA Ha Ka¥aon
HCTIBITATEMEHON NIOWagKE.

MagaHuwe ofprMuUMaANLHOE
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214 MNpr NpoBegerny MCCNEO0BAHKA HA HECKONEKME MCNBITATENLHBIX NNCWANKax B PAIHBK CTRaHax
BCE YEASEHHLIE CTOROHE D0MHKHE BRTE OCBSOSMNEHL] & BEDOATHOCTIA BOSHUEHOBEHWA QONONHATENBHbIX NDo-
Bres 13-28 DasnHYii B ASLKE, Ky NbTYDE W HAUAOHATNEHE NPOMRaMMaX BMOHKTODHIE COOTEETETBHA NEHHLM-
nas SLP. B TaeWx cHTYaUMAX CNegyeT 0BpariTeCh 38 KOHCYNeTALWER K HALUAOHANEHOMY GRraHy MOHHTORHHa
cooTaeTcTerA MprHyunanm GLP ToR cTpase, Ha TeppUTOpWM KoTOROR pacnonoxeHa Nnowagea.

2.2 OCcHOBHLIE NOHATHA

221 Moo vecnencpaHuerd, NPOEoOWUMBIM Ha HECKOMLKUY WCNBTATENLMLX MNOWanKay, noH9MaeTes
nedoe WCENedoBaHUE, ITANK KOTOPOMD NPOBOLATCR HA Bonee Yem oaHol nnowanke. HeoGLoaumocTes B TAKKK
WCCNEO0BAHWAY BOIHAKAET QM MCNONEI0BAHAK NNOWAL0N, KOTOPEE Y OANEHE N0 reorpadnHeckony npuaHa-
Ky, ODTAHWAALWOHHO OTOENEHLL WKW DA3AENEHE MHbR 0DpaionM. B TakoM cny4as oauu 0TOen Opraduaanig
O2ACTEYET B KAYSCTEE MCNLITATENEHOA NNOWaNKY, B TO BREMA KAK DPYIron OTLeN TOA Me CAMOoA OTraHvIanm9
BECTYNACT B KAYSCTEE MCNLITATENEHOMD LEeHTRa.

2.2.2 3tan WoccnegoBaqds NpeacTasnaeT ool onpeaenaHHibA B OeATENsHOCTH WNM EOMONERE
MEpONPUATHR, NPORODMMEX NP HCCNESOaaHMA.

223 Pewesne 0 NpoReaeHHM WCCNSO0RAHMA M3 HECKOMEKWX HCNLITATANEHEN NEOWAOKAK SOMEHG
BT TWATENEHD PACCMOTREHO CNOHCOPOM COBMECTHD © AOMAHHCTPAUMER MCNBTATENLHOTD LEHTRE, HAIHa-
YEHHOR CNOMCOROM 00 HAYANA MCCNEL0BaHKA. MCNoNB3I0BAHKE HECKONEKAX MCNBITATENbHBIX MASLANDK YRE-
NMUMYKBAET CAOMHOCTE 33034 MNECSHTWRCBAMWMA K YNPABNEHWA WCCNedoBAHMEM, 4TO NpHUBogMT K
OoNONHUTENEMEM PHCEaM 0NA WENOCTHOCTIA HCCNe 0BaHUA. [TOITOMY CUeH BANKHO, YTODL BEE MOTEHUMA k-
Hul@ YTROAsl WeNOCTHOCTA MCCNeoBaHWA HA OCHOBAHEM NPedcTasneHHod CTRYKTYPE MCCNedoBaHus Ha
HECKOMEKAY WCMETATENEHLX NNOWAAKAX DenW oueters, 0BAIAHHOCTH BN HeTED DacTpegeanessl, 8 QHokM
CEEASHLE K MUHABYMY. [oneHsl BelTe BCECTOPOHKE PACCMOTREHE TEXHUHECKARAMAYYHAR JKCNEpTUIA, CTATYC
cooTaeTcTanA Mpuuuunar GLP, pecypcl ¥ peHTabenbHoCTe BCEX NMAHARYEMEIX K HCHONBISEAHA D HCTNLITA-
TElEHBY MNGLWA0K.

2.3 CepAlk W 0BMeH MHPOpMaULHer

231 Ang yocneWw ors NpoBeaeHia HCCNeqoRAHNA HA HECKOMNLKWY ACMBITATENbHbIX NNMHUAAKAY KPAAHE
BAWHO, 4TO0R BOE BOBMNEYEHHBHE CTOPOME IHAMK O CRoUE 0BAIaHHOCTAX. [INA Toro YTofk BRINONHATE JAHHLIE
ODAIAHHOCTH W CNPARNATLCA G MDRMK CODLITHAMK, KOTOPEIR MOTYT NOTpeboBaTe DACCMOTDEHWA NDW NpoBE-
OEHWA HCCNEA0oBAHKA, NEPROCTENEHHOE IHAYEHWE MMeaT OOMeH MHDopMaLWeEi M appekTHEHDE B3aMMoaeH-
CTEME MEeMOy CNOHCOPOM, 3AMUHACTDAUMER MCNEHTATeNsEHLX NNOWAnos, DYKOS0OQUTENasM MCCneloBaHWa,
OTEETCTREHHLIM DYKOROOMTENEMIAMK]), cnywbod 0GecneYeHda KAYecTRa U NERCoHANoM Mo NDORE0E AW
HMCCNEgoBaHua.

2.3.2 Mexandiu obrMena MHDOPMAUKER, CEAIAHMHOW C KCCNeAoRARWERM, NoNHeH DuITh JapaHee Corna-
COB2H 1M DOKYMEHTHDORAN. PyrosoguTens HoocnedonaHud Jonses GuTe B KYPCS NPO2emeHua Moeneqoea i
HA BoEx MNoWanKax.

2.4 ¥YnpapneH4e WCCNenonaHHAMKA

241 CnoHcop pasMelasT MCCnedoBaH e Ha EOHKPETHOH MCNBITATENLHOE NASWAaKe . AOMUHHCTRALMA
WCMLTATENEHCTO UeHTPE H3IHAY38T DYKOBOOUTENE MCCNEdoBaHWA, KOTOROMY HeoBAIATENEHD HAXOOKUTECA Ha
Mowanke, roe NgoBodiTeA BONEWaR YaCTh IKCNERAMEHTANLHOR paboTel, PEwenks o NpoBedeHHH MCCneao-
BAHHA HA JPYTHE HCNLITATENbHbIX MG AN KDY, K8k TPABHN0, NPHHAMBETCR 80MAHMCTRAUAEA KCNBITATENEHOMNS
UEHTPA COBMECTHD © DYREOBOOWTENEM HCCNEZOBAHKA W CNOHCODOM [NDH HEoDXOOMMOTTH).

242 Ecnd pyeoBOOWTEN: WCCMEedoBaHMs He cnocobed BeiNONHATE CBOW ODAIAHHOCTA Ha HCMLITa-
TENEHOA MNOWADKE 13-33 reorpad HHeCkon Y OANEHHOCTA MM OPraHE 3B0W0HHOMD Da3geneqns, BoaHHkaeT Heob-
KOOMMOCTE HAZHAYEHMA HA TAKYK{HE ) MCNBTaTENsHYI0{Ra ) NNowWaasy(1} 0TEETCTEEHHOM LIX) HCCnegoaaTe-
NAlER). B HEROTOPLIX CNYy4Y4ass BeiNonHedne cnyxebHplx 05R3aHH0CTE R HEBDIMOEHD, HANDHMED, H3-13 TOMD,
4TO Ha NPoe3d KMecTy paboTel TRaTHTCA MEOMD BREMEHK, H3-33 PEAHLIX 43008 LIX NOACOR WK CNOKHOCTEN, CBR-
JAHHELR C NEPEROO0M C OOQHOMS R3kiKa Ha Apyrof. Pasgenedne no recrpadiMescromy NoUaHaey MoxeT BelTe
CRAIAHC C YIANeHHBIM PACNONOHEHKEM MMM HECBXOOHMOCTE YOENATE BHAMAHHE CAHOBPEMEHHD HECKOME-
IS MECTEM DACMOoNOHEHNA MCNBETATENLHLIX NNoWanokK.

243 AOMWHWCTPAUME WCNHTATENEHOTD UBHTRA O0NHKHa CcnocoboTaoeaTe YeTaHoBNeH o Heohxoad-
Mkl DADOHMX OTHOWEHHR C A0MAHKCTRAUMER MCHETATENEHEX MNOWAN0K GNA ODeCnede A LenoCTHOCTH
Hecnegopaqus. NMpeanaqTeHWA PaINKYHEX BORNEYSHHBLIX FEYIN WK KOMMERYECKKE COrnNawesis M cornaie-
HAA O KOHDHDEHURANEHOCTIA HE JONHHE NPEnaTCTEORATE OB Mery MHQopMaUsel, HeobxooWuMoW Ana obecne-
YEHMA HAANEMALLETO NPOBSOEHKA MCCNEQoBaHHA.

2
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2.5 Ponu w obazanHocTH

2.5.1 CnoMcop

Pewerve 0 NpoBedeH CCNeZoaaikna Ha HECKDNLEMX NNoWaakax J0NHHD GeTE TIWATeNLHD PACCHOT-
PEHC CROHCODOM CORMECTHO ¢ AAMHHKCTPALUMER HCNLITATENBHSMD UEHTRA 00 HaYana ecnedosaHus. CnoH-
COp Oonded yEazarte, TpebyeTcA nv cooTEeTCTEWEe [lpuagdnan GLP O2CP W CyluecTRyIOWEMy
HALMOHANEHROMY 3AK0HOQATENLETEY. SNOHCOD OOMMEH MOHWMATE, 4T MTOTOM NPOREOEHHA KCCNEICBaAHWA HA
HECKOMNLEWX WCNBTATENEHBX NNOWAOKaX QONHEH CTaTe e0WHbIR [O0HH-EQHUHCTREHHER) ZaKNOYHTENEHBIA
OTHeT.

CNoHCop Don#eH SeTe CCEEO0MNEH, YTO BCNK HA 8ro WCNeETaTeNs ol NMNowaaxke NpoEsaAT 3Tan ki)
HCCNEaoBanvA, NPOBOAKMMOTO Ha HECKONBEWMX MCNLITaTeNbHEX NNOWaAKax. 70 asnonHAeman pabota w
COTRYOHWEM, YYRCTEYHHE B WCCNE0BaHAK, NOANEKAT KOHTROMK SO0 CTOROHE PYKSBOOMTENA MCCNe JOBaHKE .
B KOMKRPETHON CHTYAUMK O8HHBIA BOHTRONE MOKET BalDEHATEEA B BROES MOCELLEHARA MNOWADRN 80 MAHHCTDELME A
HCNLITATENEHOND ULERTPA, DYROBOOWTENEM MCCeO0BaHMA WKNK NDCEROEHWEM MHCNEEUMA cnysbor obecne-
YeHKWA KaqecTea. PyropoadTens MCCNeqosatis OomeH YEaaLIBaTe CTENeHs COOTRETETBMA HoCNeZ0BaHInA
MpuHyWnas GLP, B Tow duche noGol paboTel, NPOB0GHMOR CROHCODOM.

2.5.2 AQMHHHCTPALWA MCNEITaATENEHOTO LeHTRA

AOMHHUCTRALWA MCNBTATENEHOMD LEHTRS ACMMHE yTEERAKTE BelB0OD MCNETATENLHLIX NNOWaNoK. K Tpa-
BYIOLLMM PACCMOTDEHKR BONDOCAM OTHOCRTCH, HE OrPaHHYHEARCE HMH, NPAETHYHOCTE CBAIM, A0SKEATHOCT
MEXEHKIMOE 0GeC@HeHA KBYECTES, HAMWYHE COOTBETCTEYIOWETO 0D0pYATBAHWA M ONBITA. AJMUHWCTRAU WA
HCNBITATEMEHOMND LEHTDA A0NMHE HEIHAYATE BEAYLWENS COTEYAHKKE chvHbbl 08eCcneYeHHA KaYecTBa, KOTOPBIA
HECET 0GWYIo OTEETCTEEHHOCTE 38 ODECNEYEHHE KAYECTEa BCEMD HCCNeaoBaHKA,

AOMHHMCTRALNA HONBITATENLMOrD UEHTPE JoM#Ha MHdopMupobaTe chywbel obecneveHus KavecTea
BOEX MCNLITATENEMEY NNOWATOK O MECTE HAXOKIEHHA BEOYLWEro COTRYIHWES CNywle oBacnaqerua rEqecT-
Ba. EcnK BoavrkaeT HeobXoanMmMocTe MCNONEI0EIHKA WCNETATENEHOR NNoOWa0KH. HE BRMIKYEHH0A B HALWo-
HANBH Y MRPOTPAMAY MOMUTORHMHIE cooTRETCTEWA MpuHurnanm GLP, oGocHoBaHke BelBopa gassoi NNowagkmn
OONHHD DbiTe GOKYMERTHPOEAHO. ASMAHACTRALWA WONBITATENEHOMD UEHTRE JOMEHa YEEGOMNATE a0MAHKC-
TPAUMID MCHLTATENEHGA NIOWAGK O BOIMOKHOCTH NPOBEIEHNA WHCMZEL WA HALMOHANEHEM CPraHoM MOHW-
TOPHHTA COoTREETCTENA MNpuHyanas GLP ToR cTpaHkl, Ha TERRHUTODMA KOTOPOR DacnonarasTos Mon e TaTen:EHan
nnowagaea. B cnyyae oTCYTCTEMA B CTRAHE OPraHol MOHWTORKMHNE cooTaeTcTeMA Mpuruxnan GLP nonwTta-
TENLHAR NROWanKs MomeT ObiTe CYyDBLEKTOM WHCNEKTAPOBAHWA ODTaHOM MOHHTORWHIE COOTBETCTEWA
MpuHuknas GLP cTpade, NPHHAMaKLLER PeIynNbTaTel MCCNEdoBaHuA.

2.5.3 AQMWHHCTRALUWA MCNLITATENLHOR NNOLWARKKA

AOMHHWCTRA LKA MCNBTATENLHGR MNCWANKKE HECET OTEETCTREHHOCTE 33 NPELOCTABRNEHWE DOCTATOYHBIX
pPECYDCOD ANA NpOBEgEHHA WCNETAHEA W 0Ll 00D OTBETCTRE HHOMH bIX ) MCCNeOoEaTENA A ) COOTEETCTEYIILLER
KBANHpHMEaLMA. ECNK BO3HHMKAET HE0S X0 MOCTE 3aMEH LI OTEETCTEBEHHOMND HCCNEA0BATENR, A0MHHUCTRAL WA
HCNBITATENEHOW NEOWagKH COBMECTHO CO CNOHCODOM, DYROBCIWTENEM MCCNEdoBaHHA # aOMUHHCT paUHeRr
HCNLITATENEHOND UEHTPA NP HECEXOAMMOCTH HAZHAYAET JIaMELLaKWErD OTEETCTEEHHOID MCCNedoBaTENS.
Mogpobas HHOOEMAaLKWA JoNHKHa DelTe CEOBBPDEMENHD NPEOCTARNEHA DYKOBOOWTENK WCCNEdoBaHHA ©
UeN:i BHECEHHA NONPAB0K 8 NNAH KCCNEAcEARWA. 3aMEllADWHA OTEETCTEEHHLIA MCCNEA0BaTaNk JOMHEH
OUEHWBATE CTene s CooTBeTCTEWA Mpyduwnan GLP Tex pabor, KoTopbie Dbill NpOSegeMbl 00 MOMEHTa
JAMEHE.

2.5.4 PykopogWTenk ACCNenoBaHKa

2.5.4.1 PykopoauTeNt HCCNEZo8anna JOMKEH rapaHTHROBATE, YT0 BoGpaHHHe MCNBEITaTENsHBIE NNo-
WaAKK ABNRIOTER NEWERNEMEIMKE ONA NPOBSLEHARA HCenegoeaddd. 0nA YyeTAHOBNEHWA JaHKone dakTa Heod-
HOOWMD NOCELWATE WCNETATENEHEE NNOWaAgKA M BCTREYETECA G WX NEpooHanoM.

25042 Ecni¥ pyEOBOOMTENE WCCNEIOEAHWA CHMTAET, 4TO NPOBOOMMAR HA WCNBTATENEHOR NNOWanKe
paboTa MOHET CODTRETCTEYIOWHM 0GRaI0M KOHTRONHEOBATLCA MM CaMUM, D83 HAIHAYEHHE OTEETCTBEHHOID
HCCNEAoBATENS, OH ACNHKEH NPOKOHCYNETHROBATLER 08 3TOA BOAMOMHOCTH ¢ A0MAHUCTRAUWEA HCNLITATENb-
HOMD LEHTPa. AQMUHACT DALKA MCNBITATENEHOND LEHTDE, B CEOM CHEDEL, A0NMHE 0DECNeYHMTE COOTBETCTRY K-
WHA MOHATODHHEN oDeECneYeHMA KaYyecTea Ha aTod nnowagke. MoHWToOpHHE MOXET NpoBodWTe chnysba
ofecneqdedita KaYacTBa QaHHOR NNoWaOKkE WK BEOYIWHA COTDYAHHE 3TOR CnywGe.

2.54.3 PyropoguTelts MCCNEOoBAHWA HECET OTEETCTEEHHOCTE 33 YTEEDHAEHIME MNaHa KCCNeJOBaHKke,
B TOM HACNE BENKYEHKE yYACTHR OTEETCTREHHES MCCnaqoaTenad. PyRoRoOMTENE MCCNEQ0BaHWA YTRE DX GE-
8T WBHOCHT NONPABKA B NNaH WCCNenoBaMHa M NOGTEEDHAAST OTKNOHEHWA OT NNEH3 WCCNeOoEaMHA, B TOM YKC-
e ceAaHHLIE ¢ paloToR, NPoRCIUMOR Ha NNoWankax. PyEoBoadTeNs KCENENoEaHHA HECET OTRETCTEEHHOETE
33 ODECNEYEHAE YETKOMD NOHUMAHHA BCEMK COTPYOHHEAMK TREEOBaAHKA K NDCBEOEHMKD HCCNEA0BAKKA W 23
HAMHYKE NNaHa HCCNedoBaAHKA W NONPABCcK K HEMY Y BCEMD COOTRETCTRYIOWETD NepeoMana.
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2.54.4 PyiopogWTenk HCCNedoBandua QoMMeH yCTaHaBNveaTy, MCNelTe ATy W NOLAAePHABATE COOTRE-
TETBYIOWNE CHETEMEI CRASH MEMOY HHM M K24 OTBETCTEEHHEM HoCNeaoeaTenes. Hanpusen, uenecood-
pA3H0 NpOBeRaATe TENedOHHEE HOMEDS W 300eca IANeKTPOHHOA NOYTEl © NOMOWED TRAHCNALAA TECTOBRIX
Aporpass, STobL: paccMOoTPET L BONDOC O CHNE CHIHANAa Ha CENBLCKOX0IARCTREHHEX NOMNEBEIX CTAHUMAK M T. 3.

Lok GolTe NDHHESTE BO BHAMAHWE 1 DaINWHKME B 4AC08EX NoRcax. PYKOBOOWTENE ACCNeI08aH|A O0n-
HEH NOSEOHHEATE CEAL HENGCPEOCTBEHHD C KAMOLIM OTBETCTEEHHEIM HCCNEO0BATENEM, 8 HE YepEa NoCDeD-
HHKE, KpOME CNYHAER, KOr0a 370 HEMIGENRHO (HANDHMED, 8CnY CYWeCTEYET NOTPeOHOCTE B NEpeB0aHHEe).

2545 PyiopogWTens WCCEenoBaHHEA JoN¥eH OwiTe NETKs QocTyneH OTEETCTESHHIM MCCNenoBaTeNAM
HA BCEM NEOTREEHKA NPOBEIEHKA HCCNeQoBaHMA. PYKDBOOMTENE HCCNeqOBaHKA QOIKeH cnocoboTaoRaTE
KOG EOAHALAM 1 CHHEDOHWIAUWH COBRTHR, NepeMeyaHian Npeh, 0SpaIuos Wk DaHHBE MEsDy NNoWAIKA MK |
OGECNEYHMBATE, 4T00BI OTEETCTEEHHBIE HCCNEAGBATENH NOHHUMANK LENoYEyY BeNONHREMER NEOLSOaYD.

2.54.8 PyiosogWTenk MCCNedoBsaqus OonNHeH NoddeprBaTs CBRIL C OTEETCTEEHHBIMK MCCNegoaaTe-
NAMK MO BONPOCY BeBOOoE 0 oDeCneYeHMK Ka4e8CTea Ha KCNBITATENEHON NNOWanke NP« HeohXoanMOCTH.
Boe NpoUscohl CBAIKM MEKIY PYROBOAWTENEM WCCNEd0BAHKE, OTEETCTEEHHEIMK HCCNES0BATENAMM MM STy H-
Bol ofecnedYedHds KaYecTEa MCNbITATENBEHOW MNOWAOKK, OTHOCAWMECA K 3THM BblBogass, Cchedyet
OOKYMEHTHPORATE.

2.54.7 PyropoguTents WCCNedoBadiA QONsed fapaqTHPOBaTL, YTO JawmoYuTensHen otyeT Oyoet
BKNIDHATE B CE0R OTYETE BCEX OTRETCTEEHHBIX HCCNEeJoBaTeNed. PYEOBOOHTEN b MCCNENO0BAHMA JOMMEH TakK-
HE rapaHTUDoBATE, YTO 3aKMKKHHTENH BIE OTYET Gy 0eT HanpasneH BEdyLUE My COTRYOHKEY cNysbel oGecnedye-
HAA KaqecTEa Ans npoBepkd. PyEoBogMTENs WCCNedoBaHWHA QOMeH NOONMHCEIBATE W OaTWPOBATE
IAKNKYATENLHLIA OTHET, NOQTEEDWAEA TEM CAMBIM, 4TO OH NDHHKMAET Ha cela OTEETCTBEHHOCTE 33 A0CTo-
BEQHOCTE OdHHLIX, @ TAKKE YE3ILIBATE, B KAKOW CTENEHW HoCNeaoeanme cooTeeTcTeyeT MNpuHuxnam O3CP
GLP [2].

B LUESHANDHMEHHOE MOHKET YACTUHHO OCHOBLIBATLCA HA NKMCEMEHHORN FTAPAHTAR, NPeacCTARNEHKON OTRET-
CTEEHHLIM HCCNadoBaTEnemM{ anA).

2548 EcneHa MCnHTaTeNsHbIX NNoWankay He Dbl HasHaueH OTEETCTRE HHEK HCCNENoBATENE, PYED-
BOOWTENE WCCREL0BAHWA J0N%EH NOQASpHMEATE CEAIL HENOCPEQCTEEHHD C NepocOHanomM, NPoBRoIALLMM
pafoTel Ha JaHHEX NNoWwankax. Jaddsin Nepcodan cnedyert YEadkBaTe B NNaHe MCCNedosaHna.

2.5.5 OTReTCTEEHHELIA HCCNEOoBATEN L

2.5.3.1 OTEeTCTEEHHLIH HCCNeNoEaATENL OERCTEYET OT KMEHH DYKOBOWTENA HCCNeaA0BIHWA B DaMKaX
OenerpoEadHong aTana v HeceT OTBETCTBEHHOCTE 38 obecnedenmre cobmoaenna MNpuduknoe GLP B xoge npo-
BEOSHWA AaHHOMNG 3TaNa KCCNeaoBalKA . BakHoe aHAYEHWE MMEET COrNacoBaHHOCTE ASRCTEHA K OTKDLITOCTE
pADOYHX BIZMMOOTHOLWEHMA MEKIY OTEETCTEEHHEIM WCCNEN0BATENEM W DYKOBOOMTENEM WCCNEd0BaHKS.

2.5.5.2 HeoDxogdo HanuMe OoKyMEeHTHPOBIHHOMD QOrCaopa O TOM, 4T OTRETCTEEHHEIR HCCneaoaa-
Tenk BygeT NpoBCa|TE JENErMPoBaHKHEIA @My 3Tan B COOTEETCTEMM G NAAHOM MCCedoBaHEA | TDHHLANE M
GLP. MognucamHsid oTAasTeTEEHHEIM WCCNe0oBaTENas NNaHd KCCNedoRARMA ABMNAETCA YACTEM O0MYCTHROM
OCKYMEHTALHH.

2.5.5.3 OTENOHEHWA OT NMNaHa HCCNeqoaaHig WK CTAMIAPRTHBIX ONepaTHBHbiX npodeayp (COMM), M-
LYMX OTHOWEHAE K KCCNEA0BIHMKD, JOMHEl DEiTe A0KYMEHTHROBAHL Ha MCNETATENEHOW NNOWaage, NogTRER-
HOEHEl CTESTCTEEHHLIM MCCNEO0BaATENEM M CROEEDEMEHHD HANPARANEHEl DYKOBOAWTENRID MCCNEdoBaHHA 48
MO0 TESDHOEHKA,

2554 OTRETCTEEHHBIR HCCNEADEATENE OONKEH NPEJ0CTARMTE DY KOBOQUTEMD MCCNeqoBaHHMA KHDop-
MaUHIo 08 MCCRedoRAHHAX HA JaHHOA NNOWSGKE, NoO3EONAKLYIO HAYATE MOATOTOBKY IAKMIHMTE T HOMD OTYE-
1a. JanHan iHhopmMauina DoMHa BENKYaTE B G208 NHCaMEHHY TADaHTHKD OTEETCTBEHHOMND MCCNegoBaTenA,
NoOTESDHOANWYK, 4Te pafoTa, 38 KOTORYR OH HECET OTBETCTREHHOCTR, COOTEETCTEYET MNMpuHyMnam GLP.

2.5.5.5 OTReTCTEEHHER MCCNeq0BaTENs QOMEEeH FARaHTHPORaTE, YTO BoE JaHHEBIE M NPODE, 33 KOTOpDLIE
OH HECET OTEETCTEEHHOCT b, NEPEAAK TR PYKSBOOM TN 0 MCCIEA08AHKA KW DXMBADYOTCA COrMACHD ONKCaH-
HOH B NNade docnegoeanka npodedype. Ecnn danHsie @ o8pasuel He Negedadsl PYRORoOWTeNo Hoeeneaosea-
HWA, TO OTEETCTEEHHEIN MCCNEdoRATENE AONHEH YESATMATE DYKOBOAWTENA HCCNEA0BARKMA O BREMEHA M MECTa
apxMBpoBaHus. B o008 HocnegoBaHks OTEBETCTEEHHER MCCNeNsEaTENE HE HMEET NPaBa YAanATs mobbie
ofpaidkl Bel NpeLEapHTENEHOMD NHCEMEHHOTD DAIDEWEHHA PYROBOOAHTENR KOCNEOoBaHA,

2.5.6 MepcoHan No NPpoOBEOSHWID WCCNeOoBaAHKA

2.5.6.1 MpuHgnne GLP TpeSyoT, 9 Tobsl ANR acex NpoecCHOHANEHBIX M TEXHWHECKWX KAOPOoB, y4acTay-
FOLLMX B NPOBEASHH HCCNEZ0BARKA, MMENWCE JOMKHOCTHAR HHETDYELMA W 3ANKCKH O nOAroToske, keanddimka-
UKHH W ONBITE, KOTODBIE NEXAT B OCHOBE WX CNOCOGHOCTIA BeINCNHATE BOSNOKEHHEE Ha HAX 333844, Ecnu
WCCMEQoBaTENLCKKA NEpCoHan QorseH cnegoaaTe SO, yTREDHM O HHEIM Ha JDYT0A MCNETaTENBHOE NoWan-
KE, NPOXoHOEHWE HEoSXOQUMOR QONONHATENBHON NOGrOTOBKH O0MKHD BbiTE GORYMEHTUDOBAHG,

4
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2562 HasekoTopslX HCNBITATENEHEIX NNOWASKAX CNPpedenaHHBe CTa0NM MCCNedoRaHnA BelNONHAeT
ppeMEHHBIA nepooHan, paboTaKWHA NO KoHTPAKTY. B Tex CNy4ass, Koraa Aadied NHUa @opmMdpyssT MK BBo-
OAT MEQBHYHEE JaHHBE, WK OCYWECTENRKT QEATENLHOCTE, OTHOCAWYKICA K NPOESOEHW WCCNeJoaaHns,
HEOGXOOUM0 COXPaHATL 3IAMMCK 00 MK KBanAduEanKMy, YpoEHE NoOroToesd ¥ oNeTe paboTh.

2.5.6.3 Brexcny4yanx, KOroa JadHisE NAUa NPoRooAaT DY THHHEIE ONEPaU Wi, TAKKE K3k paboTa ¢ 0omai-
HIMMH HHBOTHBIMK, NOANEHALARA HAZA00Y CO CTOPOHE Dones kBanviHUMpoOBaHHOMD NEpooHana, HeobxomM-
MOCTE XPaHEeHWa JANKCeR JaHHslX 0 NepocoHans oTnagasert.

2.6 OBacnevyeHWs KAYecTEA

COECneYeHHe KaYecTEd HCCNed0BaHKHA, NECBOOALLMYCA HA HECKONBEHXE MCNETATENbHLIX NNoWaaKax,
TpeGyeT TWATENLHOMD NNAHKPOEARUA KW OPraskaaunn, s ToSs obecnesreaTe 0GWes COOTBETOTEHE HOCNEeR0-
panrA Mpuruunanm GLP. Nockonsky Mocnegosadine NEOB0AAT Ha HECKONEKME MNSWANKaX, TO MOMyT BO3HKE-
HYTE NPOGNEME C YNDABNEHIAEM HECKONBKA X ODraHHIaAUAH W NporpasMMan oSecnade 1A KaYecTea.

2.6.1 OBAIaHHOCTH DYKOBOOWTENA cNy#Bikl oGecnevYeHHA KaYecTBa

2.6.1.1 Begywuh coTpygHHk cny=G6 obecneveHHa ka4vecTaa Jonked Nooaep+=HeaTe CBRdkL © CNBTa-
TENLHSH NNoOWANKOH, 4ToGb0 CEeCNEYHBATE A08KBATHOES NOCESASHWE MHENEKUWHA 0DECNEYSHKA KAYECTRA HA
MPOTAMEHAR BCETD MCCNEL0BaAHKE.

Coobos BHUMalKe cneayeT obBpaTHTe Ha QYHELHOHHUDPOBAHWE W 0Ky MEHTHDOBAHWE BIAHMOOERCTEHA
MEMIY MCNBTATENBEHEBMKA NRCWAARAMA, DEAIZHHOCTA N0 0Becnederne Ka4ecTBa padoT Ha Paanv-HLIX NNo-
WanKaR J0MHHEl GeTE ONDEeneHsl G0 HAYANA SECNePHMEHTANLHOR paBoTel HA AAHHEX MNCLAOKA.

2.6.1.2 PyropoguTens cnywte obecneveqHmka Kka4ecTea JoMHeH rapgadTHDoBEaTe, 4TO NNaH Mocnegoaa-
HKA BRINOGMHAETSA, 8 3AKNIDHKHTENBHER 0T8T NPoREpAGTCR Ha cooTReTeTEHe Mpuvuqnam GLP. Mpoeepka
FAKNOHWTENEHEXY OTHETOR COTDY QHUEAMK CNyHb bl 0SeCcnede HUA KaYeCcTEA QOITEHA BRITI0YATE NOOTES DM OEHKE
TOM, 470 MHEopMauna of CCNEQoBaH KK, NONYHEHHAA OTEETCTEEHHEIM HCCNE0oBaTENEes (B TOM SWMCNe Qoka-
AATENECTES OBECNEYEHHA KAYECTEA Ha HENLITATENEHOR NNOoWaaxe), QonEHLKM obBpasom yqTeda. Pykopogu-
Tens chywbel 0GeCneYeH A KA4eCcTEa JOMEeH FapadTHpoRATE, Y4TO JaKNKYeHse cnywbe obecnedeHina
KAYECTEA NOOrOTOENEHD B OTHOWEHWE paboT, NDORedeHHBIX MCNHTATENBHEIM LIEHTROM, M BEMKYAEST MNK CChl-
MAETCA HA 3AKMIOHEHHA CNyHD obecneYeHks KaYECTBa BCEX HCNBITATENBHEN NNCWAO0K,

2.6.2 ObazaHHoCTH cNyRB6I 0BECNEYSHWA KAYECTREA HCNLITATEMNLHOA NAOLWANKK

26.2.1 ADMAHUCTRPAUMA KaMA0H WCNBTATeNsHoR NNoWanky 0oEYH0 HECET OTRETCTREHHOCTE 33 TO,
YTobbl oBECNEYHBATE HAONERALLES KANECTRO TOR YACTH UMCCNEA0BAHKMA, KOTOPEA NEOBOAKTCA Ha WY NNoWaa-
K. CoTpY OHMEN CNywDe 0GecnedeHiA KE3YeCcTRa KA O0H MCNETATENsHOH MNOWaNKH O0MHHE PACCMaToHBaTE
paagens nnasda KCcNegosanna, CBAIaHHEE © ONePaLKaMK, KOTODRIE CNEayeT NPOE04NTE Ha WX NNOoWagKe.
DMt ONHHE MMETE B HANWHAA KONWMKD yTREDROEHHOTO NNaHa HCCNEQOBAHKA W NONDABKA K HEMY.

26.2.2 Cnysha obecneYeHis FaYecTea MCNMTATENEHOR MNoWAaLKE OonsHa NpoeepsTes paboTy, ceA-
FAHHYID C NDOBEAEHKEM WCCMEJOBAHHR HA CEOEA NNOWAAKE, B COOTBETCTBHA CO CEBOMMH CODCTEE HHBIMK COT]
(BT WHoe HE TPeBYETCA PYKOBOOMTENEM CNyxb0 0BECneYeHna KAYECTEA ), HEFAMEANUTENLHO B NHCEAMEH-
HOM BUOE co0BWATE O peayNeTaTax nobod NpoBEpKK OTEETCTEEHHOMY WCCNEA0BATENM, AOMAHMCTRALHK
HCTIBITATENEHOR NNOWaAnKA, DYKOBOOWTENK WCCNeaoBAHKA, AGMHUHACTDEUNA HCNBITATENBHOMD LeHTDa K
PYKOBOOMTEND chywbe obecnedverna saqvecTea.

2.8.2.3 CnyxGaobecnedyedna LadecTea MCNHTATENEHOA NNoWAOKH 4oMHHa NPCBEPATE Y4acTHe OTEET-
CTREHHOMD WCCNeasBaTend B ICCNegosanni B CooTBRTCTEMH C© coboTEeHH piMd COMN nenemaTensH oW NNowan-
K H NPBAOSCTABNATE 3AKMKHYEHHE 0 JeATENLHSCTH No obecnededHid KadecTas, ooYWECTENAEMOW Ha
TERRHTODHK MCNBTATENEHONR NNGWATEN.

2.7 OCcHOBHEIE NNaHbI-rpadivKku

2.7.1 Bonyyas HaiHaseHHA OQHOMD MM HECKOMEKHXY OTEETCTEEHHED WCCNe00BaTENEd ONA NpOBEOeHHA
HCCNE00BAHWA Ha HECKONBKAKX MCNBITATENLHBI NNOWAKEX JaHHOE MCCME00BAHWE 00N GhiTh DBHECEHD B
OCHOBHON NMNaH-rpatMk BCeX WMEIOLMX K HEMY OTHOWEHWE NNOWaA0K, AOMAHKCTRAUWA MCNETATENRHOTD LEH-
Tpa W HCNEITATENEHOR NNOWa0KA HECET OTRETCTEEHHOCTE 38 0GRCNEYEHWE OaHHBIX QEACTREME.

2.7.2 BoCcHoBHOM NnaHe-rpadree kanaod NNoWagEn, BEMICYIWE M NEReKPECTHEIE CoLINMKKM Ha KOBHTI-
frKaTopH DAHHOR WCNBITATENLHOA NNOoWASKK, OOMMHE COOSpMATECA YHUKANEHAR MOEHTHUOHEILUOHHAR
HHBopMauWA 0b Mocnegoaanid. B ocHOBHOM NNaia-rpadiMike GomseH STk YKEIaH Py KOB00MTENs HCCNego-
BAHWA, B NNaHe-rpadrke Kam oo MCNeTaTeNLHOR NNOWagKk — OTBETCTBEHHEIA MCCNEnoEaTE k.

27.3 [Jate Hayana v 3apepwedna 3TanaloB) MCCNEfqosaHKe, 33 BINCHEHNE EOTOpOro|{blx) HECET
OTBETCTBEHHOCTE AMAHMCTRALMA HA BCEX MCNBITATENLHBIK NNOWALKEK, N0MHHE GbiTe OTRAWMEHL B COOTBET-
CTEYIOLW MY NNaMax-rpadmika.
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2.8 MNnax neccnegosaHmMa

2.8.1 MNpoeegeHde HCCNEOoBaHNA Ha HECKONEKME MCNuITATENHBIX NNoWankas ToebyeT HAanKYKMa eau-
HETS NNAHA HCCNE0BaHKA, B KOTODOM CNEqYeT YETHS YEAILIBATE HEWMEHOBAHWA K A0PECA BOEK HCNETATENE-
Hilx NNoWanoK, rog NpeqycMoToeHo NpoReeHnE KCCNedoBaHHA.

2.8.2 Bnnade KConeaoBaHdna CNeayeT yr2asBaTe HMeHa W a0peca Boex OTEETCTBEHHbIX MCCnegoaaTe-
nel M NepegaHHbE WM 3Tans MCCNeLosaHKA. PeKoMe 0y eToA BENIDHEHHE D0C TATOMHOS KOMNHYECTEa MHop-
MALHIA, HEODXOOWMOR ONA HENOCDe JCTBEHHOMD KOMTAKTA C DYKOBOAUTENEM WCCNELOBAHHA (HAN PUMERD, HOMED
TenedcHal.

2.8.3 B nnake WCCNedoBaHna CReayeT yEalkiBaTe, Kakui oOpaiIoM JaHKsie, NonyYeHHLIe Ha KCnkITa-
TeNbHEX NNoWagkax, GyayT NpeaocTabnNersl PYyKOBOOUT 2NN HCCNeAoBannA GNA BEMHHEHKA B 3asI0HHMT ek
Huld oT4eT. Ecnd aTd W3BecTHO, MOMET CK33aTRCA MONesHbM ONWCAHAE B NNade HConedoBaHWA MEecT
PAIMELLEHAA NONYHEHHBR HE PasHbiX NROWAAKAX GaHHbIX, 06pasUoR ANA KCNLITAHWA K CTAHOARTHEK 05 bEekK-
1o (ofpazyoa) v Npoh, KoTopse JomEHb DRy CoOXpaqeHt,

284 PeoroMEHOYETCR CIHAKOMHTE OTBETCTECHHBIX MCCNeOCEATENEH G NPOE KTOM NNEHA MCCNeJoBaHKA,
YTOGOEI OHX HMENW BOSMOMKHOCTE PACCMOTPETE M NOOTEEDOWTE CEROK CNOCOBHOCTE NPCBECTA NOPY-EHHYIO MM
patoTy W NoK HEODXOOMMOCTH BHECTH CNEUHANKIMEOEAHHEIE TEXHWYECKME 3a8MEYAHKA B MNaH MCCNegoBaHna.

2.8.5 MNnauycocnegosasus o0sYHO COCTAENASTEA HA HALWOHANLHOM SakKe . [pW NpoBEae M MCCNaao-
BAHHA B paiHblx CTRAHAX MOKET NOTRe00RATECA HAOAHKE NNAHA MCCNEZ0BAHKA HA HECKONEKHX AZbiKAX, 3TO
HAMEREHWE JOIEHO ObiTh OTDAMEHD B NEQBEOHAYANLHOM NNaHe HCCNedosanna, NepesedeHHosM nnaxeiax)
HECMEQOBAMHA, 8 AJLIK ODUIMHANA Jormsed GelTe YEa1ad BO BOEX BERCHAX.

2.8.6 CnegyeT npegycMaTpHBaTE MEXAHAIM INA NOATESOHASHHA TOMHOCTH W NONHO T N2EEBe0e O
nraHa Hecneassadna. OTEETCTEEHHOCTE 38 TOYHOCTE NEQEROOA MOKET BbiTe ASMNEMMPOBEHA DYKOBOOHTENEM
HMECMEO0BAMME JHCNERTY-NUHIBACTY (Nepeaogsrey ), W udgopmaddn of 3ToM cneayeT QokYMERTUOORATE.

2.9 NpoeegeHue KococneaoBAHKA

C uensk NpegocTagnesnA NoONesHors pyKoBogCcTEa No OpraHuaauny WCCNeqoBaHHi Ha HECKONBKMK
HMCNBEITATENLHBIX NNOWAGKAX B JaHHOM paagens NPUECLATCA Hanbones BawHble TRE0oRAHKA, HANOKEHHEIE B
MpHsynax GLP, M pekomMes aniE, WanokeHHse 8 [1]. 3T JOKYMEHTE DOMTEH b BbiTe BOCTREDOBAHE B KAYECT-
B2 OONONHATENEHOR MHpopMaLmMK.

291 MNomeweHda

2.8.1.1 BoamowHbl CNy4an, KOrga nocTOAHH IR NEPCoHAN HE MOMET NPHMCYTCTEORATE HE MCNEITATENLMHONA
nniowangke 8 TedeHrne scere padosweros QHA. B Takol cHTyauUXK cnegyeT npegnovHaTe AoNoNHUTENBHE S BMED I,
YTOSE NOAOe#aTE PHIMYEcKyD BEI0NAcHOCTE TECTURYEMEIX 0B LEKTOR (0BPaIUoE), NPOS W JAHHBIX.

2.9.1.2 MNpH HeobxoOWMOCTH NePeasqA DaHHEX N MaTEDHaNos Mesy NNoWankaMd cnegyeT coana-
BATh MEXaHWIME AN GEECNEYEHHA MK UENOCTHOCTH. Jeoboe BHUMaHKWE A0nHH0 BkiTe YOS NeHD NPW Nepeaaqe
OAHHBIX B IMELTROHHOM BHZE (MO INeKTROHHOE NodTe, METepHaTy U T. 0.1

2.9.2 OSopypoBaHne

HMenoneayerMos 8 HCCNeaoBanvd 0Dapy00BaHKe QOMHHO Dbl T NPARSGHS ANS 870 NPAMONS HAAHaYEHWA,
MogobHee TReboBaHMA TAKKE NPAMEHAME! K KPYMTHEIM MEXAHHYECKHM 00LERTAM MNH BRICOKD CNEUMANMINDo-
BaHHOMY COORYO0BAHHIO, KOTOPRIE MOTYT BbiTh HCNONBEA0BAHE HA HEKOTOREX MNGWANKAY. HeoG 2o aueo, 4To-
Bl ANA Takoro oDOpYACEAHKWA BEMWCE IANKUCKH O TEXHHYECKOM ODCTYHHEAHHK W KEANWEDORKE, KOTODLIE CysaT
ANA Nogreepkaesa ero {0GopyaoBalna ) « NPWMoOHOCTH ANS HCNSNEI0BARKA N0 NPAMOMY HasHaYedwo . [nA
HEKoToporo 0BopyaoBaHKMA (HaNDMMep, Takoro 0SopyYAOBAHKA, BIATOMD B NHIMHT WM apeddy, k3K BEckl GNA
BABSWABAHWA KDYNHBLIX MHBOTHLIX M AHANKTHHECKoE DOy Q0BaAHHE) MOMYT HE NOOQASDMHBATECA 3AMKUCH O
MERHOOMYECKOR NOBERRE, NDOUESYPaX YEOOa, TEXHHYECKOM OBCTyYHHBAHWK W KanWGpoake. B TakHx Crnydans,
YToBE NPOOEMOHCTOMPOBATE wNDUMOOHOCTE ONA NPAMOTD  HAIHAYeHWAR, HWHGOPMAUKME O0MEHa BeiTe
JANHCAHE B NEDBHYHEBIX GaHHEX KOHEPETHOMD WCCNEO0BaHKS.

2.89.3 HoHTponk M y4eT MaTepHanoBe uccnegonaHna

2931 OdonwHe BeiTe YCTAHOBENEHE NPOUESOYPE, obeCneYHMBal e CEORBDEMEHHYI0 OOCTABKY MaTE-
PAANGE HCCNEaoBaHWA HA MCNBETATENEHEIE NIOWAGEA.

2.8.3.2 Mogoepwandke LenocTHOCTWETaGHNEHOCTH MaTEDHANDE WCCNEd0BaHKE NDW TRAHCNOPTHDOBA-
Hidk HMEET BAKHOE AHAYSHHE, MOITOMY HCNONEIOBAHAE HALEHHEX CPEACTE TRAHCNICRTUDOBRHHA W QOKYMEH-
TAUKMKM © WEeNoYKe NOCTABEM [QOCTABKWM) WMEET PEUAKLes IHAYCHAE. HaTko onpegeneqHybe Npouedy sl
TRAHCNGPTAROBAHMA M OTBETCTEEHHOCTE ONPEQENEHHBIX MAL 38 3T0 TAKKES HMEET BAMHOE AHAYEHME.

2.9.3.3 Kawoyn 4oCTasxy MaTepuancs CcnNefoBaHkua CnedyeT ConpoBEoKaaTeE HaaNewalleW Ooky MeH-
TauMed, COOTEETCTEYVHILWLEN NPHMEHREMEIM 3AKOHOAATENEHEM TR DOBAHKARM, HANDUMED, TEMOMEHHOMY 28 K-
HOOaTENBECTEY, 3AK0OHOIATENLCTRY MO OXPAaHe J00PCELA W GEI0ONACHOCTH. JaHHan QOEYMEHTALWA DOMNHHa
TAKKE NPEOOCTABWTE COOTEETCTEYIOWYH WHIDODMALKIO, A0CTATONHYIO ANA ACKAZATENECTEA TOMD, 4T0 MaTEDH-
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an WCCNedoBaHdA NOgESadT ONA KCNONLICEAHWA N0 NPAMOMY HAIHEYeHWID cpaly no NpHboiTrk Ha nobyio
HCNBITATENEHYID NRowagky. B OTHOWEHWH BRIWENEDEYHCNEHHER ACNEKTOR J0MHHE SblTe NPHHATE
KOHEDETHEIE DEWSHKA 00 OTTRYIE MAaTEPWanNos HeonedosaHna.

2934 Ecnv Wateépuanis HCCNegosaqds NepepoddT Mekay NNowankaM B o0 oA NapTHE ToRapos,
CUYEHE BawHD 0DECNEYHBATE HAONEMALEE DAINENEHHE 1 HEEeHTREHEALMD BO H3IDEMAHHE CMELLMBAHKA UK
NeperpecTHOND AarpRIHEHMA. ITO HMeeT 0coBoe SHAYEHHE, BCNK MATEPHUANE ANA HECKONBEKME HCCNaqoBaH KA
NepeEBacsAT BMECTE.

2935 Ecnn nepeacanmele Martepuans MoryT NOgEepratkcA HeraTHEHOMY BO3IOSNCTBEMED YoroBHIA
OKPYHAKLLEN cpedil, BOIHHESMWMY NEKW TPAHCNOPTUOOBIHWH, HE0SR0gusM0 paspataTelBaTe NpoLedypli,
obecnedHBaIoWWe KX LeNocTHOCTE. BosmomHo, ByoeT uenecoobpatibii NpoB0aHTe MOHHTODMHT, NOOTEED-
HOAOWKA NogOepEanne HeohxoauMelx YCNoaMia.

2936 Tamke cnedyeT YOenaTe BHEMAHWE XDaHEHKHI0, BOABDATY W YOANeHWd WADRTES TECTHRYEMEBLX 1
CTAHARTHEX OBDa3U0E, MCNONLIYEMBIX HA HCMNLITATENLHbLIX NIOWagKax.

210 OTYeTHOCTE O PEIYyNLTATAX MCCNeOOBAHHA

OnA kaspore WCccnedoBaqdKa, NPOBOOHMOrD Ha HECKONBEKWE WONBITATEMNbHBIX NNoWankax, chnegyert
COAGANATE BOMHBLIA 3aKMKYHTENLHEIR OTYET. 3aKNKHUTENLHLIA OTHET JOMHMEH BENICYaTE B ceba aanHpe, Nomy-
HEHHBIE NPW NPOBEAEHMK BOEX 3TAN0A KCCNSOOBAHWA, HTO MOKET NOMOYEL OTEETCTEEHHEM HCCMEgoBaTENAM
NPA NOAroTOEKE NOGNMCAHHOTD W DATADOBAHHOMD OTHYETA O JENErHpOBaHHOM Wi 3Tane WCCNeaosadua ans
BEMIOHEHHR ATHE JAHHEIX B 38 KNIOHUTENeHEA OTHET. [odroToBneHHLIE OTYETR GONKHbL BRNI04aTe B Ca0 8 GoKS-
AATENECTEA TOMD, 4T0 HA MCNMTATENBHOA NNOWALKE BeINONHANCGE COOTRETCTEYIOWMHA MOHKTODHHN ohacnaqe-
HIKA KEAYECTRA, 3 TAKKE KOMMEHTARWH, DOCTaTOYHBIE ONA TOro, 4To0E DYRCBOOUMTENL MCCNEN0BaHAA HAaNKCan
oBOCHOBANHEIN OTHET, OXBATLIBA DLW WA BCE KCCNedoBaHne ., KpomMe Toro, NepadYH bie JaHHbIe oy T OpiTe Nepa-
OaHbl OTBETCTEEHHBIM WCCREACBaTENEM PYKCROOMTEMN0 HCCNEA0BAHWA, KOTOPREA nonwed ofecnedrBate,
4ToDBI ATH QaHHbIe BuiNK NPeacTARNEHE B A3KMIOHYHTENEHOM OTYETE,

2101 B aaknoudTeneHoM oTYeTs, NoqroToanes oM TakdM obpasot, DoneeH SeiTe HOIeHTHHLHMDoBaH
OTEETCTEBEHHBIAbIE) MCCNEOoBATENEIM) ¥ 3TAM(E), 33 KOTOPRIR{EE] Ol HECET OTESTCTEEHHOC TR,

2102 OTRaTCcTEeHHBE HCCNeaoBaTen JOMKHb YEaIkiBATE CTENEHE COOTBEBETCTEMA BOANOWEHHON Ha
HHX paGoTe MNMpuHudnan GLP ¢ npegcTaenaATe QOES3aTeneCTEa NPOEE0eHA Ha MCNLITATENEHOA NNOWaaKe
HHCNEKUWHA obecnedenna kadecTea. JanHan HHECDMALKA MOKET DblTh HENOCREOCTREEHHD BKMIDYEHA B 33KNK-
HHTENbHBIR OTYET, MNKHE0EX00MMBIE ASTANK MoryT Bkl Te MIBNEYEHE] M BRNEYEH B IAKMOHEHWE PYKOBOOHMTE-
NA Woccnedoeadis Mne cnysbsl oDecneYeHdA KaYecTea o COOTEETCTEMA [puHUuKnan GLP, koTopee Tamke
BEMIOHANT B 33KM0HWTENEHBIA OTHeT. ECNd NPOMCKOOMNT HaaneYyeHH e nHdopMani, 8¢ HCTOHHME CnegyeT
YEAALIBATE K COXDAHATE.

2.10.3 PyxoRogaWTent MCCNenoBalna SOTEEH NOCTAEBNTE NoO 2aKMCYUTENEREM OTYETOM JaTHROBaH-
HYRD MOONKCE, STO YEEILIBAET HA NPUHATHE UM OTEBETCTREHHOCTH 38 ACCTOREPHOCTE BEEX AaHHLIX. CTeneHs
cooTEeTCTEWA MNpuuuknan GLP gomesa BulTe YEa3aHa © MCNoMs308aHHEM KOMEDESTHEX COBNoK Ha NprHLMni
GLP O3CFP « npaguna, cormacHo EoTopsIM NOATEEpHMAASTCA coaTeeTCcTREME GLP.

NaxHoe noaTEepEgeHHe COOTRETCTEMR GLP oXBaTHEART BCE ATANE MCCNEQ0BAHKE W QONMEHO COOTBET=
CTROBATE WHOpMaULKK, NPEACTAENEHHON B JaKNHKHEHHAX OTRETCTEEHHOTD HocneaosaTensa. Mnowagku. He
cooTeeTcTEvoWwWe MNpuHuknas SLE O3CF, gonmis BeiTe YEE3aHE B 33804 TENEHOM OTHaTe.

2104 B aawmsoudTenkeHoM oTYeTe JonHD BeiTe yE32aHo MECTOo(a) XpaqHeH A NNaHa MCoCNegosanna,
TECTHRYEMER M CTAHAAPRTHEX obberTor (obpazuce), Npob, NepERHYHEX JaHHBIE W ABKNKHHTENBHOMO OTYETa.
OTHaTel, NOAroToEMNEHHEES GTRETCTEEHHLIMIA HECNEZOBATENAMM, A0MKHE BEMOHYATE MHPOPMALKIO O XpaHe-
HIK MATEPKAN0A, 38 KOTODLIE OHH [OTEETCTEEHHLIE MCCIEO0BATENM) HECYT OTBETCTBEHHOCTE.

2.10.5 MonpaskK B I3KNOYHTENERER OTHET MORET BHOCHTE TONEKD DYKOBOOWTEN: MCCNeJo0BaHWA. ECcniK
HEOGXOOHUMEIE NONPABKH OTHOCATCA K aTany, NPCECAMMOMY Ha NE0R MCNBTATENsHOA NNoWaOKe, pYE0BOGH-
TelNk MCCNEeqoBaHKs CEAALIBASTCA C OTEETCTEEHHBIM HCCNEQOBATENEM ¥ COMMacoELHBAET COOTEETCTRYHKILKE
KOPDEKTHRYIOWWE OeRCTEHA, KOTORbBIE DOMMHE BbiTh NONHOCTER O0KYMEHTHROBIHSI,

2106 Ecnn oTEeTCTEEHHLIA MCCNBOoBaATENE MOTORMT OTYET, TO JaHHLIA OTYET NpH HeobXoQMMOoCTK
DOMHEH COOTEETOTROBATE TEM e TPEGOBAHHAM, KOTOPLIE NEPEOLABNAKITEA K AAKMKHHTENBHOMY OTHETY.

211 CranpapTHeIe ONepAUMOHHBIE NpoUeaY Pkl

2.11.1 MpuHukne GLP TpebyicT paspadoTi o coGNgGeHMa COOTESTCTEVISWKE TexHkYeckk obocHo-
paHHx COM. Huse nprBeeis NDMMEps NPpOUEOYR, XapakTepHbix QNA WCCNeqoBaHqi, NPpoBOOKMBX Ha
HECKOMRKAXY WCNHTATENLHEIX MNoWankax:

- BRIGOD W MOHHTORHHT MCMETATEMNsHBE TNOLWLEO0K,

= HAIHAYEHHE W JAMEHT OTEETCTEEHMBIX MCCNBO0BATEMEA,
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- Nepefa“a JakHsx, 0GpaItoe v NEeh Mexay NNoWwankamm,

- BEPUEHEALHA UMK YTREDHOSHWE NEDEBOOa NNaH0E MCCNEN0BaHWA WM COMN ¢ MHOCTRAa HHBIX AILIKOER,

- ADAHEHWE, BOIBPAT HNKW ¥EANeHAe TECTURYEMEL MMM CTAHLAPRTHLIX 00 bekToa (060asucs ), MCNonNL3ye-
MbL% HA OTOANEHHBIX MCNETATENEHEX MACLWEOKIX.

2112 NMpumyune GLP TpedyoT, 4Tobe COMN Guink gOCTYNHE MCCNE8aoBaTeNLCROMY NERCOHANnyY, Kak
TONEKD OHA NPRCTYNAT K OCYLLECT BNEHMK KAK0W-NKEC A8 ATENEHOCTIA, HE3E BHCHMD OT TOND, FOE OHA BRINONHS-
KT paboTy.

PekoMmeHayeTca, HToDs NEQCoHAN MCNETaTeNsHOHE NNowanxy cnegosan COMN, pajpaboTadHsIM Ha OaH-
HMoE nnowanke. Ecne nepcodan 08A3RBa0T BRINOMNHATE ADYTHE NPOUSOYPEl, YEAILIBASMEIE PYECBOOHTENEM
HecnegoeaMus, Hanpumep COMN. NpegocTaBNEHHbIE A0MAHKCT PALUKEN HCNLITATENLHOMRD LEHTDA, JAHHOE TEe-
GoRAHKE AOMEHD BRTE YEI3aHD B NNaHe HCcnegosanka. OTEETCTREHHEIA KCCNegoRaTeNs HECET OTEETCTREH-
HOCTE 33 TO, 4TOGL NEpCOHAn WCNLITATENEHCH NNoWaakd G 03HAKOMOEH © NPOUEaYPasMy, KOTODkRIM
HAOQNERHT CNEO0BATE, W HMEN QOCTYN K COOTREETCTRYINWEN OOKYMEHTALIKK.

2.11.3 EcnunepcoHan HonbiTaTe oM NEoWa g aonised cobningate COMN, npeaocTaene s a0 6=
HACTRAUMER MCNETATENEMOTD ULBHTRA, TO AAMUHWCTRAUMA MCNEHTATENEHOA NNOWAOKY A0MHHE DaTk COOTBET-
CTBYWEE NHekMEHHOE cornacke. Ecnd COM MeNBITATENEHOND LEHTRE BRINYCEAIDTCR ANA MCNoNLS08AHKE Ha
HMCNBEITATENLHOH NNoOWAgKE, TO AdMAHHMCTPAUKA WCNBEITAaTENLHOMD UeHTpa Aonkia obecnequaarte, 4Tobk
nofsle nocnegynwre kamededus COMN, nporasefedibe B X008 HCCNEeAoBaHKA, TAKKE Gol N STNPaaNeHs Ha
WMEMETATENLHY K MNOWAAKY, 8 3ameiaesble aepoud CON yganere 43 ynoTpebneqda. OTae TCTREHHLIA Hoone-
OCBaTENE QOnsed obecnedyeaTe, 4Tobkl BEck NEPCOHAN HONBITATENEHOA NNOWAOKH 3Han o naMeHaHnAx
COM W ven gocTyn K TeRyWwed sepold. Ecng COM MeneMTaTensHoro WeHTDE A0NHHE COBNKOAaTRCS Ha WCki-
TATENLHGHE NNOWagke, TO NPA HECGXOOMMOCTH OHK JOMEHEl DblTe NepeBeOeHEl Ha MEKIYHADOOHBIE A3bIKH.
B 3TOH CHTYaUHK O4eHE BaMHo, 4ToDkl Mobsie nepepodsl TWAaTeNsH0 NpoBEDANMCE, 9T00E yO8OWTLCH, 4TS
HHCTRYHLMK M 3HAYEHWA PAANMHHLIX ASHKOBRK BEDCHA OCTAKOTEA MOSHTHYHLIMK, FIbll CRpUrMHANa Don=eH
ObiTE YE33AH BO BCex nepepogax COML

212 YonoeWA M NepHod XpaHedMA JanMced W MatTepdanon

2.12.1 BoBapemManNposeOeHHA HOCNeAoBaHnA Ha HECKOMNBEKHXY MCNETATENEHBK NNOWAARKAX HEDXOOHMT
YOENATE BHUBMAHKE BREMEHHOMY XPAHEHKIO MATeprance. [ToMeweas ua ANA XpaHeHus JonsHs Owme beaocnac-
Hial M BOMEHL 3AWKLLATE LENOCTHOCTE CBOSTD COAe DRHUMoro. Ecnv adie e XDadsTeR BOANA 0T KCNETATENk-
HOMD LeHTpa, Heobdiogumo obecnedydeaTte NepcoHany NNowagkd BOIMOMHOCTE ONEpaTHaEMOrD NonyHaHnA
OAHHBI, KOTOPRE MOMYT BblTh HEOBXOOMME! EMY ONA NPOCKMOTRE.

2122 3andck W MartepHantl cnedyeT KpaHddTE B cooTEETeTEMIA ¢ NMpuku-nani GLP. B Tex cnyyan, Kor-
03 NOMELWEHWA GNA KPAHEHNA MCNBITATENEHOR NNOWa KA HE YOOBNETRORRKT HAGNEaAW MM 0Spaicm Tpeho-
gaHuad MNpuagdnoe GLP, 3andcid W MaTepuans 0on#He BeiTe NEQeHeceHsl B apXME, COOTRETCTBY LA
Mpusydnam GLP.

2.12.3 AOQMHHWCTDALWA HCNBITATENLHOW NNOWaAKK GOMNHE 0BeCHeYMBEaTE QOCTYIHOCTE COOTRETCTEY-
FOLLME 33MACER, JEMOHCTRURYIOWMY YROBEHL YUACTHA MCNBTATENLHON MNOWaNKY B MCCNEa0BaHMM.
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(1] ERWIMMON O[S0 DECD Sernes an Frinciples of GLP and Compliance Manitoring — Mo & — The application of
the GLF principles to fleld stedies (Cepea nokysiedTos O3CF o NprHuMneas: Hagne®awed
NEfapETOPHOW NPAKTHEM W MOHWTORHHTE COOTEETCTEME. Mo 6, 1899, MNpuredsdne MpdHLK-
noe GLF K #ccnegosasuAmM E NONEERE YCROEWAN)

() EMNVIMCICHEMBANT  Principles on Good Laboratory Practice — OECD series on prnciples of Good Laboratory
Frackoe and complhance manitoring — Mo 1 {MpeHusne sagnexsawed nafopaTopHol npak-

TwkH. Cepen gokyMedToe O3CF o MpuHyunax: Haanesawen nabopaTopHod NPAKTHEN @
MOHHTOPHHTS COOTRETCTAEWA. Me 1, 1803)
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Knsodenbie cnopa: N prsu s Haanesaled nabopaTopHoa npakTike, GLP, HekndHrYeckie CnETaq A, obec-
Nederie KaqecTea, NoNesse WCCNeqoBaHMA, WCNBETAHHE HA HECKONLEMX MNOoWAOKaX, MHOTOWEHTROSLIE
WCCNEOoBAMHKE

Pepaktep FF. Fogepdoeckar
TexH«u4eckMA pegactop B Y. Noycaroas
Koppektop M.B. EpuHaR
KosnewoTepHaa sepctea A4, Kppeosod
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