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MNpenucnoewe

Lenu 1 npeHymnel CTasgapTuiagiK B Poccriickod egepau iy yeTaHoaneHsl GegepantHei 3aKcH0M oT
27 pekabpa 2002 r. Mo 184-03 «0 TeXHWYECKOM DENYTHPOBAHWKY, 3 NPABKNA NPUMEHEHWA HALWOHANEHEX
cTasnapToR Pocowickod Tegepaumi — MOCT P 1.0—2004 «CrangapTvaayra B Poccyicroi Daegepaue.
CoHOBMEIE NONOKEHAR

CeaaeHMA O CTAHOAPTS

1 MOAMOTOBRNEH AccouMauMed MesnyHapogHLI (hapMaUsBTHYECKWE NpoWaBogMTanal (AIPM), Meok-
OyHapogHon koHdegepayken obwecta noTpebuTenai (KoudyOln), PoccHbcsoi ALaaesiei sMeqUMHCKMY HayK
(PAMH) no coGcTREHHOMY ayTEHTIHHOMY NEPEECGY, YEAAHHOMY B MyHETE 4

2 BHECEH TexHuYeckiM KOMHTETOM No cTaugapTiaaund T 450 «llekapcToeHibie coegcTBan

3 YTBEPHOEH lMNpukasom PaigpankHors aradTcTEa No TEXHWHECKOMY DaryNHPOBAHWK i METRONoIMK
oT 27 cenTASpa 2003 r. Me 232-cT

4 HacTtofwmi CTAHOADT WIeHTHYEeH PYKOBSOCTEY NO HALNEWALEHA KNIHAYeckoi nparkTke (Consolidated
Guideline for Good Clinical Practice) MexayHaponHod KOHDeDeHUME No rApsoHRIALWMH TExHWYeCKHE Tpebo-
BAHHA ¥ pEMMCTPALMA hapMaUeaTHYECKHE NPOAYETOR, NPeHATHIUSHHEE MR NPUMEHeHna yanosexom (Inter-
national Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for
Human L=e; ICH)

MpW NpAMEHEHNY HACTOALLEND CTAHOAPTA PEKOMEHTYETCA MCNONE3I0BATE BMECTO CObMOUHED MEN(IYHa-
pOAHEL CTAHOAPTOR COOTRATCTAVIOWIME KM HALWOHANEHEE CTAMAA0TE Poccuiickod Denapaiimm

3 BBENEH BMEPELIE

Highopmayun of usMesesuas ¥ HacmoaweMdy cmakdapmy myinukyemca 8@ axesoino usdassemon
LMEBODMELILOHHOM YKasamene «HaLuoNankHse cmaddainis 8 IMaKcimn UMeMalLUl U TOTDaaos — & eWewe-
CAYHD Uadasasmes UHDODMAUUGHNEIX WKasamenax «Haluoranbkise crmandapmeds. B cayuae nepecMompa
(FANMEHE] LA DIMMeHE! HACIMoALWLEss cmandapma coomeemomeaypowee yeedoMneHus Sydem omybnuxogano
8 ENSMECAYHD UITSEIEMOM LUNDODMALLORHOM Ykasamens «Hayuonanessse cmardapmels. Coomaamoim-
AYHOLYEnR UHDODMaLULR, YeedoMITEHLE U MENCITIE DAIMELEIIMCR MakMe 8 UHhopMaLuosHol cucmene obue-
20 MONBEI0EIHLUE — M OPUUUSNBHOM calme HayuoHamsHo2o opsada Pocculickod ®edepauuy o
candapmuIanLy & cemny MrmepHam

6 MNEPEM3OAHWE. Asrycr 2006 r.

r CravgapTuHdiopn, 2005
@ CradgapTrHdopm, 2006

HacToAwmid cTasaapT He MOMET GhiTe NOMHOCTED MMM YACTMYHO BOCNPOMABENEH, TURAKHDOBAH U pac-
NPOCTRAMEH B KAYECTERE 0ChMUMANEHOMD MagaKuA Baa paspelleHiA DanepankHoNo araHTCTRS N0 TEXHUIBCKDMY
PErYNMDOBAHUD K METDONOTA
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BeegeHne

Hagnewallas knuHv<eckas npaktiia (Good Clinical Practice; GCP) npegcrasnaet cobol mexayHapon-
HEH ITHYECKHA M HAYYHEBIR CTAHAADT NNAHWDOEIHWA W NPOBEOEHAA WCCNeA0EaHHA C YYACTHEM HanoReKa B
KAYECTEE CyDREKTA, 8 TAKHE JOKYMEHTANLHOND CROPMIEHHA M NDEOCTARNEHHA PEIYIETATOR TAKWME MCCMeno-
BAHMHIA.

CofnoaeHie YEaiasHoro CTaMgapTa cnys T gna ofWecTea rapadTdel Torg, 4To npaea, GeacnacHocTe
¥ Brnaronony4ne cyDberTos CCNEASRAHKA 3ALKMILEHE, COMAEcYIOTCA C NPUHLMNEMH, 3AnNOHEHHBIMIA XEMNs-
CHHECKDN exnapalmeld BremrpHol MaquUMHCHDi accounatn (BMA), W 4To DaHHBe ENHHHUYECKONS HCCneao-
BAHMA A0CTOBEDHSI.

Lieneso HACTORAWETD HALWMOHANEHOTD CTAHAAPTa ([Janee — HACTOAWMA CTAKOAPT) AEMNASTCA YCTaHOa M-
HHE BOMHEX CO CTpaMamn Eaponeickoro Comaa, CoeguHedHbibg LTaTasmm AMepaes i ANcHHen npasun, 4to
QON#HO CNOCOBCTEOBATE B3AMMHOMY NPUIHAHKI0 JaHHLIX KTAHHHYECKKY WCCNeaoRaHial . ynenHOMOSEHHBIMK
Opradami HAIBaHHLIX CTREH.

HacTorwWid crannapT noextryed [ICH GCP — PykoBoOcTEY MO HAONEWMALEA KNWHWYECKDE NpakTHE:
(Guideline for Good Clinical Practice) Mesgyrapodsci KoHdepeHlMH N0 rapMoHHIanm9 TEXHHYecsny Tpebo-
BAHMA K PErMCTRaLMH apMakeBTuYeckus NPOOyKToR, NpeiHAIHAYEHHEIX 4NA NPUIMEHEHHA Senceakom {Inter-
national Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for
Human Use; ICH), koTopos, B CEOK 0Mepe s, pa3paloTaso ¢ yJeTosM JeRCTEY WM TpeSonaHWi HaonemaLeid
KNUHHYaCKoR NpaxkTyid Eerponedckoro Cowaa, CoequHenHsi LLUTaTos AMepHER M AnoHuW, a Takke ABCTRanu-,
Kanage i BoemupHow opradmaadiin agpasooxpadeqdn (BO3).
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HAUWOHANBHBIA CTAHOAPT POCCHMWUCKOW ®DEOQEPALUUM

HAONEXALLAA KNWHWYECKAA NPAKTHEA

Good Clhinical Practice [GCH)

Dara seeneHWA — 2006—04—01

OBnacTe NnpUMeHEHWUSA

HacToswKn cTangapT Heobxogumo cobnoaate NpK NPOEESEHNH KNMHAYECKMY HCCNER0BaAHWA, JaHHbIE
HOTOPRE 3aNNAHMPOEAH0 NPEOCTARMTE B YNOMHOMOYEHHLIE OpraHkl.

MpUHLKNE, YCTAHOBNEHHEIE HBCTOALMM CTAHOADTOM, NEHMEHHMB] TAIONE 1 K HHEM KTAHHHECKAM ACCHe-
OOBEHHAM, KOTODBIE MOMYT OK83ATE BIWAHKE HA Be3onacHoCTeE W GRaronony4Ke HenoBeka, BalCTYTIANWEnd s
KAYECTRE CyueKTa.

1 TepmuHbI U ONpegeneHnA

B HacTofwenm CTaH4apTe NPHMEHAKTCA CRegyle TERMWUHE © COOTESTCTRYIOW MMM ONDEeaameHnAMIA:

1.1 ayauT (audit). KomnnekcHan i HE3aBMCHMARA NPOBEPKa OTHOCALWMKCA K HCCNEQ0BaHMIC QEATENEHOCTH
W AOKYMEHTALMM, NPOROJMMER ONA NOJTEEDHOEHMA COOTEETCTEWMR 3TOW OEATENLHOCTH, 3 TAKME Npoueayp
cHopa, aHANKIA W NPeOCTABNEHHA J3HHEN NPOTORGNY, CTAHAAPTHEEM ONERALMOHHEIM NPOUSOYDaM CNOHCODE,
Hagnesawed KnuEwdeckol npaktike (GCP) i HOpPMATHEHEIM TReboaaHHaM.

1.2 Bnarononyure cybwekTos HecnegoeadKa (well-being (of the trial subjects ) ©@UaHYBCKOE W NCHMXK-
YECKDE 300P0BLE CYDLEKToR, YYACTREYIOLMX B KNHHWHECKDM MCCNe0BaHHM.

1.3 Bpouwsopa woccnenoeaTena [investigator's brochura ) CeoaHos HANoMeEHME PeyNETATOR KNMHMHEC-
KOTD W OOKNMHWYECKOND MIYYEHMA WCCNenyamoro NpoaykTa, SHaYMMEX ONR 8ro WCCNeqoBaqua Ha Yenonele
(CM. paanen 7 HacToAWEerD CTaxgapTa).

1.4 perosop (contract): JaTHpoBaHHoe | NOGNMCAHHOE COMMALIEHWE MEsOy OBYMA “NK Bonee cTopoHa-
MK, KOTOPDE YCTAHABMWBAET QOMOBODEHHOCTH, KACAKNUMECA pacnpenensHnA ofbema paboT 1 oBA3aHHoCTeN
NpK NPOBELEHWH KNHHHYSCKOND MCCNedoaaHnn, a TAHe, 8CH YMaCcTHD, DUHaHCoBkEE BonpocoR. CCHOB0N
OOroBopa MOMET ChYHHTE NROTORON MCCNeaoBaHKA.

1.5 nokymeHTaNLHLIA cnea (audit trail): okyseHTanns, NoIsonAnLEaR BOCCTAHR0ENTE 00 CODRITHE.

1.6 gokymexTauua (documentation): Boe aanscd B noboil dopme (BEMNKYAA 3anNdcK Ha GyMamHBIX,
AMNBKTPOHHBIX, MATHHTHEE MNH OMTAYGCKHY HOCHTENAY, CRAHOTDAMBME, DEHTIEHOBCEAE CHUMKW, INeKTRoKap-
OUOTpaMMEL 1M TN}, KOTOpPBIE ONWCHBAOT NWED DETHCTDHUPYIOT METOOL, OpTaHMIaLII0 WunK pesynbTaTkl
KMMHUNECKOID WCCNBA0BAHMA, 3 TAKES BNUAKDLLKME HA HCCMNEJoBRaAHNE GaKToRE 1 NPHHATEIE MEDbI.

1.7 saknioMeHHe (MPUMEHHTENBHO K Heaapucumomy aTHYecKomMy KomMuTeTy) (opinion {in relation to
Independent Ethics Commitiea)): 3akmoyesye wiany peromMeHaauin HesaauciMors ITHYECKDND KOMUTETA.

1.8 jakoMH@ npeacrasuTens (legally acceptable representative). TUIMYHECKOE WAK I0DHOWYECKOES
AALG, WK UHOA cyERerT NpaEa, WMED LMK B CHITY 3880HA NPass DABaTe COMMACHE Ha YHacTHE B KMAHMNECKOM
HCCMENOBAHWH OT MMEHH NOTEHURANEHIMD CyBbEKTa MCCNEAoEaHNRA.

1.9 uoeHTHGHKALMOHHLIA Kog cybwerTa (subject identification code ). YHURANEHEE KOO, NPUCBAMEIE-
MBIA HCCMBO0BATENEM KEXIOMY CYOREKTY HCCNEaoBaHKa ONA obecnedsHna koHgWOEHLWANEHOCTH 80 Nii4-
HEIX JAHHBIK W MCNONEAYEMBIR BMECTO HMeHH CYyERekTa B OTHYETAX N0 HEMENATENEHEM ABNEHHARM HHMHA GpYTix
AAHHEX, OTHOCALWLWECH K HCCNedoBaHueD.

Magauue ohryMansHo2
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1.10 MHaMBEKOYansHan parncTpauroHHan kapra; MIPK (Case Report Form; CRF): OosymedT Ha Gysiam-
HOM, INEKTROHHOM UMM ONTHYBCKOM HOCHMTENE, NPSOHAIHAYEHHLIR ONA BHECEHWA BCel NPEnyCMOTREHHON
NpOTOKOROM 1 NOANEKALEN NepedaYs cNoOHCoDY HHDOopMAaLMK NO KEEE00MY CYBLERTY MCCNenoBaHKA.

1.11 mucnekuna (inspection): DefcTErE yNONHOMOHEHHEX OPraHoB, I3KNOHA0WeecH B oduMansHo@
NpoEepKe OoEYMaHTaL MK, cBopya0saqua, MHBX MATEDHANCE, MMEHLLWE, N0 MEEHWID YIONHOMOHEHHLIX Opra-
HOB, OTHOLWEHKWE K KNAHWSECKOMY MCCNEfoBaHqo M HAX0NALMECA B MCCNBA0BaTENLCKDM LBHTPE, B MOMELLIE-
HAAX CAOHCOPA MMM KOHTDEKTHOR HCCNeQOBATENECKON ODTAHKIALIMK, 3 TACKE MHLX ODraHMIaLNAK, MMEIOWIHX,
Mo MHEHAKD YNONHOMOYEHHEEX GOTAHOR, OTHOLWEHWE K MCCNEeQoBaHNE.

1.12 wnpopuuposadHoe cornacue (informed consent): MNpouegypa QOSPOBONBEHONS NOATBEEEOEHNA
CYBLaxToM CEOEMD COMMAcHA Ha YYACTHE B KOHKDETHOM MCCNafoBaHUH NoCne NonyHedHA wHbopmanys obo
BOEX IHAYWMBIX ONA NPAHATHA W DeWe e acnekTax ocnenosadus. MHdopMEpoBaHHOE Cormacke OoKyMEaH=
THPYETCA NOCDERCTEOM NOONWCAHMA W ASTHDOEAHKS (DOpRE MHDOOMA DO EIHHOMD COrMACHA.

1.13 Mecnegoeatans (investigator) @WaMYecKkos NWLG, HECYWSE OTBETCTEEHHOCTE 338 NPOBSaEHWE
KIAHKHECKOND MCCNENOBAHKMA B MCCNeSoBaTENLCKOM LeHTpe. B cny4as NpoReneHna MCCnagosaHna B Mcone-
OOBATENLCHOM LEHTRE MPYIINCH NUL MCCNenossaTenas (MaBHbiM HCCNeqoBaransam) ARNABTCA DY BOOHTE s
Py . S, TAKE TEPMUH cconccneaoBateness {1.54).

1.14 mecnegoBatens-koopaMHaTop (coordinating investigator): Mocnegosatens, oTEE4AIOWWA 38 KO-
OpOMHALMI0 AEATENEHOCTH HCCNEOOBATENSA BOEY HOCNEAGEATENLCEWY LEHTDOR, YHACTEYIOWHY B MHOTOLUEHT=
pOBOB KNUHAYSCKOM BCCIEgoBaHHA.

1.15 mecnegoBsatens/opranMaayma (investigatorinstitution): Tepsud, oasaYaow i cMCCNEQ0BATENL
WIKMNK OpTaHK3AUMA B 3ABRCHMOCTH 0T HOPMATHEHEEX TRebOoBRAHWA Y.

1.16 HccnepoBaTeNLCKHA WeHTp (frial site): CakTHUYECKOE MECTO NPORETEHAA KNUHWYBCKOTD MConenn-
BaHWA.

1.17 necnaayemsid npoayeT (investigational product): NexkapcTeeHHas OPMa SKTWAHOND BEWECTEA MK
nnauebo, MIyHaemMan uny MCNoNBEIYEMan ONA KOHTPONA B KNWHUHSCKOM HCCNeqoBaHMY, B TOM YMCNe 3aperi-
CTRPHPOEAHHEIA NEKADCTEEHHEA NPOOYET B CNYYae, &Ciid Cnocob erc NPUMEREHMA OTNMHaBaTCA OT YTRED#OEH-
HOMD, 8 Takke NDW erc WCNOoNLICEIHKMKY N0 HOBOMY NOK3IEHWE WNM ANA DONYYeHWA  OoNoMHUTENEH0R
WHROPMAL MK N0 YTEEOHDEHHOMY NOKE3IAHM0.

1.18 KNUHAYeCKOR MCNITaHKHe MeconegoBaHWe (clinical trialistudy): Moboe wococnegoBsaHKe, NDOBGOK-
MO2 C YHACTHEM YENOEEKa B KaYecTEe CyOBEKTa ANA BLABNEHWA WNW NOOTEEDWASHHA KNHMHAYECKAX WANM
DapMaKoNoraHecsMy 3PMeEKTOR WCCNBaY MBI NPOOYETOE WHNA BLIRENEHWA HEMENATENEHLY PEIKLWA HA
WCCTeOyeMEBE NPOOYETE, WHTKM MIY4eHWA 1KY BCACHMEAHWA, PAcNpeqensHinA, METASONMIMA 1 BhlBEOEHWA C
LEMNBID OUSHATE WX BEa0NacHoCTE Wiknd aduPe THBHOCTE.

TepsanHi «KTHHNYBCHOS MCNBITAHKE: K KTMHHYSCKOR WCCIeAoBaAHME ABRNAKTCA CHHOMHMAMA.

1.1%9 KOHTpaKTHAA MCCREeAOBATENLCKAA opraHMiauwa [confract research organization; CRO): ©uan-
YECHOE MWLUG WK Oprady3auMA (KOMMEPYECcKan, HaYy4HO-MCCNeNoBaTENBCKAnA MNK MHAA), KOTODaR B pamkax
OOMOBORE CO CNOHCOPOM BRINONHAGT O0HY MM Gonees W3 ero obRzaHHOCTal W DYHKLKEA, CBAJaHHBIX C NpOaE-
OEHWEM KNMHWHECHorD MCCNenoRaHna.

1.20 KoHTpONL KaYacTBa (guality control, CC): MeTokl 1 MepEl, ARMAIOWHWETHA YACTEED CHOTEME 00aC-
NEYEHWA KAYECTEE W KCNONEIYEMBIE ONA NPOBEDEH COOTRETCTEMA BRNOMHABMEIX NDH NPCRSLEHWA MCCIEan-
BaHWA NpoUenyp NPeqbRENAEMEM TREO0BaHNAM K WX KAHBCTEY.

1.21 HoopoMHaUWOHHLIA KomATeT (coordinating committea ). KoMUTET, KOTOPRIA MOMET DiiTe OpradMan-
BaH CMOHCOPOM ANA KOOPAMHALWA NPOBSNEHWA MHOTOUEHTROBOTD KNAHMYECKOTD WCCNEN0BaHNE.

1.22 kondnageHuManeHocTe (confidentiality): CoxpareHye 8 TaRHE 0T HEYNONHOMOYEHHEX MUY KAdop-
MAUMH, NPUHAGNEMALEA CIOHCOPY, MKW MHOODMAaUMK, NOIECNAINWER MoeHTHgHUMpoBRaTE CyDLEKTa HCCne-
OOBAHKA.

1.23 MHOTOUBHTROBOR KMHHHYECKOS Hecnagoaandue (multicentre trial). KnWHUYeCKoR HCCNBO0RAHKE,
NPOB0OHMOE N 80MHOMY NEOToRONY BONEE Yes B OOHOM HCCMNEqoBATENECKOM LEHTDE W, IHA4UT, Gonee qes
O HKM HCCNENOBATENEM.

1.24 MOHATORMHHr (Monitoring): JeaTensHOCTE, 2AKNYAINWAACA B KOHTPOME 38 X000M KNMHHYeCckonD
WoocneaoeasuA, oBecnedyaH i ero NpoBeaeHKA, cOopa gaudHsIX W NpeqCcTARNEHHA PesyNETATOR B COOTBETCTEMK
C NPOTOKONOM, CTRHAARTHEMA CNepauMoHHEMK NPOUETYDaMH, Haanexalwead NMHHYeckon npakTieci (GCP)
W HODMAETHEH BN TReboBaHHARMK.

1.25 Hapnexawan KNUHUYeckan npakTika (Good Clinical Practice;, GCP): CTtanoapT nNaqvpoBaHKa,
OPraHM3an@d, NPOBENEHAA, MOHWTODMHIE, ay0WTa, BOKYMEHTHROBAHWA KNHHWYECKAX HCCNEN0RAHKWA, 3 TAHE
AHANKAA W NPEACTARNEHAR KX PEYNETATOR, CRYHALME APAHTHER NOCTOREDHOCTH W TOYHOCTH NOMYHeHHLX
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OAHHEX W NPEOCTARNEHHEX DE3YNETATOR, 3 TAKKE 0GECNEYWEA0ILWA JALLMTY NPAER, 3B0P0BEA M KDHHDEHL M-
ANBHOCTH CYELEKTOR MCCNEO0BAHWA.

1.26 HexenaTensHan peakuwa; HP (adverse drug reaction, ADR) OTHoCUTENEHD NpeaperMcT paumMoH-
HOMD KNWHHYECKOTD NDWMEHSHKA HOBOTO NEKADCTRSHROM NEOOYETA WM Mo NPUMEHEHRA NGO HORBIM NOKAIAHW-
AM, 0COBEHHD BCNH TEPANSBTHHECHHE A036I TOHHO HE YCTAHOBNSHL, — BCE HEMATHUBHEIE DEAKLMW, CEAIAHHbIE
C NpUMEssHnen Mobol 0036 NeXapcTBEHHOIS NPOAYETA. TEpMAH «CEBAISHHBLIE C NDHMEHEHHEM NEKAPCTEEH-
HOMo NPOAYKTaR 0IHAYAET, YTO CYLLBCTEYET XOTA Bbi MUHAMANEHAR BOIMOMHOCTE HANMYKMA NDWYMHHO-CNeaCT-
BEHHON CBAIW MENOY NeKapCTEeHHLIM NPOOYETOM M HEMENATENLHLEIM ABRNEHWEM, T.8. BIAMMOCBAIL HE
WCRITHYE HA

Ans 3aperucTpUpoBaHHLIX NEKAPCTBSHHEN NPOSYETOE 3TOT TEEMUH 0IHAYAET BOB HETATHEHEE DEAKLIMH,
CERIAHHEE C NPWMEHEHHEM NEKADCTEEHHOND NPOOYETE B 0BRMHBX 038X, MCNOMLIYEMED 4NA NPOUMaKTR,
OWATHOCTHER MK NeYeHnd 3aboneBaHti, a TAKHE ONA HAMEHEHNA DHIMoNorHYeckny PyHELMA (cM. Pykoeog-
cTao ICH aQugHxa gadHsiX No KNMHWYEcKon De30nackocTH, TEPMUHONOIMA M CTAHOAPTE 3KCNPECC-0THaT-
HOCTH S ).

1.27 HewenaTensHoe Aenende; HA (adverse event; AE): Mioboe BeIABNESHHOE Y NALUMEHTA MM CyinerTa
KMAHWHBCKDTD MCCNeAnaaHMA NoCne NPUMEHEHWA NEKAPCTRESHHOND NPOoyETa HeBnarcnpuATHOE C MEQWLKH-
CRON TOYKK IPEHWA COODRITHE, KOTOPOE MOXET 1 HE HMETE NPHUYWHHO-CNE0CTREHHOH CEATIH C 870 NMMEHEHWEM.
Tarus oBpaiom, HERENATENEHOE ABNEHKE [HHA ) MomeT NpeqcTaEnATE cofoi NGol HadNaroNPUATHEIA CHBM-
TOM [BEMIOYAR OTKNOHEHHE NEbo0aToOpHOND NOKAIATENR OT HOP#ME ), #anaby 1Wnk 3a50NeEaHKe, BREMA BO3HHE-
HOBBHWA KOTODOMD HE WCKNOYAET NEWYHHHO-CRECTREHHOH CBRIW © NPUMEHEHWEM NesapoTEeEHHOTD
(MECREnyesMora) NPOOYETa BHE IABMCHMOCTH OT HAMWYMA WK OTCYTCTEWA TAKoH CBAIM (CM. pykosogcTao |CH
wOLUEHES JaHHLIX N0 KTHAWYECHOE BeaonacHocTi TERMHHONOTHA M CTAH0ADTE IKCTIPECC-0THETHOCTH S .

1.28 HesapWCHMBIA KOMHTET MO MOHWTORWHNY AanHsi; HEMO (Independent Data-Monitaring Com-
mittea; IDMC (Data and Safety Monitoring Board, Monitoring Committee, Data Monitoring Committea)): Heaa-
BACHMBIA KOMMTET, KOTODBSE Mo#eT DwTe OBpazoBad Mo MHWLKATWEE CNOHCOpa ANA MepHoOWMYECcHKDTo
PACCMOTPEHWA XOA3 KNUHWYSCKOrD MCCNeqoBaHHA, QaHHLX Ne BeIoNacHOCTH KWWNK OCHOBHEE NapaMaTpos
ADDEKTHEROCTH, 3 TAKMe ANA BeIpACOTEA DEKOMEHOAUMA CNOHCoDY O WenecoobpaHocTi NpOOormEeHne,
NEEKPaLLEHHA WCCNEZ0BAHWA WKW BHECEHHA B HETO MWIMEHEHHA.

1.29 Hezagrucrmbid aTHYecKuid KomuTeT; HIK (Independent Ethics Committee; IEC). HeaasucumMsiA
OpraM (IKCMEpTHEIR COBET MKW KOMWTET, QEACTEVIOWWA HE YDORHE OPraHHIBUHHA, PEMMOHANEHOM, HEUNOHAM k-
HOM MMM MENOYHAPOOHOM YPOBHE], COCTOALLMA M3 MEOWUMHCEWY paBoTHHEDE, 3 TAKKE NAL, HE MBI
OTHOLWEHWA K MEOMUMHE, KOTOPLIA oDeCNedHBaeT J3WMTyY npas, GeacnacHocTd W Bnarononyyna cybeekTon
MCCMNEROBAHMA M BeICTYNAET ANA 0BWeCcTBa rapanTomM Takod 3allMTel, B HACTHOCTH NyTEM PAcCMOTDEHMA,
YTEEDMOSHWAIO0BDEHMA NPOTORONA WCCNefoBaHWA, KaHOWOaTYD WCCNefoBaTensgd, WoCnegoBaTankoruy
LeHTpoSE, 8 TAKHE MATEDWANOE ¥ METOO08, KOTOPLIE NPeqnonaragTcs NCNoNs308aTs GNA NONYYEHUA W O0Ky-
MEHTHROBAHWA HHIOPMHPOBAHHOTD COMMAcHA CyDLEKTOR MCCNeaoaaHin.

MpaeoBol CTATYC, COCTAR, OYHKLWA, OEATENLHOCTE HEZ3BHUCHMEIX ITHYECKWY EOMHTETOR, 3 TIKHE OTHO-
CALLWECA K HHM HOpMaTHEHLIE TPEEOBAHKMA MOTYT PAINHYATLCA B PAIHEI CTRAHAX, TEM He MeHaa, HIK JonsHel
PyHELMOMMDORATE B cooTBETCTEMM © GCP.

1.30 HeaaMHTEpECOBAHHLIN CERWOeTENL (iMmpartial wilness): PUandeckos NMUD, HENPHYSCTHOE K NPpoREa-
OEHVHD KNWHWSSCKOND MCCNeqosaqMa, Ha KOTOPOE HE MOMNYT OH23aTh SABMEHWME YHACTHUEN KNMHHYSCKONe NC-
CNegosaHyA | KOTOPoS B CNYYae, 6CNd oy berT UCCNeqoBaqHa WK aro 3aK0HHBIN NDe0CTABKTENL HE YMEET
MK HE MOHET HUTATh, NPMCYTCTEYET BO BREMA NONYHEHHA HHDODMAPOBAHHOND COTMACHA, 8 TAIKE 3a494ThIBART
TEKCT MHDOPMUPOBAHHOTD COMMacHA W NobesIe OpyTee NDESOCTARNAEMEIE CyDRERTY WCCNEROBAHWA NKCHMEH-
HElIE MATEPWanb.

1.31 poknuHHYecKHe Wococneaosanma (nonclinical study) BHOMEOWLWHCKHME HCCNenoBaAHKA, NPOBOaK-
Mil2 B23 yHacTUA YeNoBEKa B KAYeCTEe cybhaxTa.

1.32 HENpeapuOsHHAA HEMENaTENLHAA peaKkU WA (Unexpectad adverse drug reaction): HesenarensHan
PEAKUKWA, CY LHOCTE MNH THAECTE KOTODGH HE COMMNAcyeToR ¢ HABacTHON HHpOpMaLHMeR o NpoayKTe (HanpHMen,
C BROWIOPORA KCCNEfoBaTeNns ANA HEJADErHCTRHPOBAHHOND HCCMNEYyeMons NEoOYETa MK C NUCTHOM-BENA0k0-
WM CEOAHON XAPAKTEPHUCTHEDN NEK3pCTEEHHOND NDOOYKTA B CAYYAE IADETHCTDMPOBIHHOMD NPOOYKTa) (oM.
pyroeogcTao ICH «Ouanxa gaqHbX No KNHHKYSCKOR BeIoNacHOCTH TEPMHHRONGTHA W CTAHGaDTEl IKCMPECC-0T-
YETHOCTHE ).

1.33 HopmaTuBeHsie Tpebosanwa (applicable requlatory requirement{s)): Boe 3aK0HL W NOOIAKOHHEIE
SKThE, PEMYIADYIOLHE NEOBEAEHKE KNHHWYECKWMYE MCCNeRoBaHHd WCCNeayeMsX NpoayEToE.

1.34 abecnayenMe KavecTea (guality assurance; OA): COBOKYNHOCTE CHCTEMATHYECKIAK 4 NNEHOMEDHELE
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OSHCTEME, KOTODSIE WMEIOT Lensi 0becne2ynTe COOTBETCTEME NDOREIEHHA MCCNEqoBaHWA, chopa, perdcTpa-
LMK 1 NPEOCTABNEHWA OaHHBX HAAMEAWER KNHHrYeckoi npaktike {GCP) 4 HOpMaTHBHBIM TRebosaHHaAM.

1.35 oprannaauyma (megryuHeran) (institution (medical)): MoGas oprasyaauna BHE I8UCHUMOCTH OT &2
OpraHH3aUWSHHO-NRAROESH (OpsMBL NWED MEOWLMHCEK0E, NWE0 CTOMATONOTWYSCKOS NOGPAIAENEHHE, T8 Npo-
BOAAT KNAHWHECKDE WCCMEaoRaHeE.

1.36 opUrMHANLHLIE MaOWMUWHCKWe 3ankck (original medical record); Ol TEPMWH «NEPBAUHAR O0Ky-
MeHTauMas [1.41)

1.37 ocHOBHBIE OOKyMeHTR (essential documents) JokyMEHTEL, KOTODRIE B COBOKYNHOCTH WAH MO
OTOEN=HOCTIA NOIBONAKT OUEBHATE X000 KMMHUHNECKOrs WCCNeOoBaHnA W KEHECTED NoONYYEHHEE GaHHLIX [(CM.
paagen B HacToAwero cTasgapTa).

1.38 oryer moMuTopa [monitoring report): NMUCeMEHHBIA OTYET MOHKWTODa CNOHCOPY NOCNEe Kawgoro
BAINTA B KCCNEgoBaTeNkCKNA UeHTD MKMW KOHTAKTa © MCCNeqoRaTanaAmMy B COOTEBETCTEVM OO CTAHOAPTHEIMK
OnNEgaunoHHBesE Npousaypass (CO7) cnoscopa.

1.32 oryet of ayguTe (audit report): MUCEMEHHOE JAKMNIOYEHWE AYOWTOPa CNOMCODE O PEIYNLTATAX
ayoWTa.

1.40 oTYeT O KNUHWYECKOM WCNLITAHWWMCCnegosadKK [clinical trial/study report): OTYeT B NUCEMEH=
HOW dpopMe, NpeacTaEnANWWA coboi oNKCaHWe KNAHWYECEDTD WCNHMTAHWAMCCNS0BAHKA KaKoro-nHbo Tepa-
MNEBTHHECKOTD, NPOQMNAKTHYECKOrD WK OWarHOCTHHECKDND COeOCcTEa C YYacTHEeM YenoBexa B KadecTee
CybearTa, 06RegHUHAMLLWA KNAHWYECKDE M CTATUCTHYECKOS ONWCAHWA, NPEACTARMSHWE DAHHLIX M WY aHanKa
{ca. pykoBoQcTED ICH «CTpYETYDa M COOBQMIAHME OTUETOR O KNMHMYSCHOM MCCMENoBaHNA ).

1.41 nepBUYHaAR QOKYMEHTAUMA (2ource documents ) MCxoHee Q0KYMEHTE, JaHHEE W 3aMKcH (HanpH-
nep, veTopri BonesHn, ambynaropHeie KapTe, NA00paTODHEIE JAMKCH, 3AMETHA, THEBHRKKM CYELEKTOR MCCne-
OOBAHWA, BONPOCHWEK, HYPHANE  BbOAYH  MEJWEIMEHTOB, 3JanWcd  ABTOMATHYSCEMX  YCTDOHRCTE,
BEPWDHUWDCRAHHEIE W 3ABEDEHHLIE KIMWW WNE BLINWCEM, MAKDOdMILK, DOTOHETATHEL!, MUEDCNNEHKA WA
MATHHTHEIE HOCHTENH, DEHTIEHOBECKWE CHIAMEM, MODLIE 3JANUCK, OTHOCALLMECH K NALUMEHTY, B TOM YHCNE XpaHA-
WHECA B anTeke, NaGopaTopuax W OTOSNEHHAX WHCTPYMEHTANEHON OHArHOCTHRK, HCNONEIYEMBIY B KNTHHAYEC-
KO WCCNEROBaHAM ).

1.42 napErdHEIa gaHHLIe (source data): BoA MHdopMauna, CONep#aLlLARCA B OpMIMHANBHGLIX MEOMLWH=
CHYX 3ANMCAK M MX 3IABEDEHHBX KOMWAX, ONWCHBA0WLEA PE3yYNETATS KNMHHWHECKHX HabnooeHui, obcne 0oaarnuA
W OpYrofR GeRTENLHCCTH, NOIRCNRINWAR BOCCOI0ATE X004 KAMHWHECKOND MCCNeaoEaHHs U oUeHnTe ero. Mep-
BHYHEIE OaHHEIE COOBDMATCA B NePEXHHON AOKYMEHTALMK (NOONHHHAKAY KNK KX JAREDEHHBI KOMEAR ).

1.43 nonpaeka (K npotTokany) (amendment (to the protocol)y. Cu. TEDSMHH «NONPaBKa & NPOTORONYS
1.44).

1.44 nonpaeka K nporokony (profocol amendment): ODopMNEHHOE B NMUCEMEHMHOM BULE ONWCAHKE
HAMEHEHHH KNY oOUUHANLHOE PETRACHEHKE NPOTOKONE.

1.45 npenapar cpagreHrA (comparator (product)): Meconegyemsii MN9 3aperMcTpUooEasHeIR NekapcT-
BEHHBIA NPOOYET (T.8. aKTUBHERA KOHTRONE) NMEo nnayebo, HenoNsIYeMbIR|{0e]) K3K KOHTPONE B EITHHAWE CHOM
WECTIEO0RaMHMM.

1.46 NPOMEMYTOYHLIA OTHET O KNHHWYECKOM HCNLITAHWW KCcnegoBakKM (interim clinical trialistudy
report): OTYET O NPOMERYTOYHEX PEIYNIETATAX M ME OUEHKE, OCHOBAMHEIA HA NPOEESQEHHOM B X008 KNHMHMYECc-
KOrD MCCNEOoREIHKA aHANKIE OaHHBIX.

1.47 npororkon (protocol): JokyMesT, KOTOREIE ONUCHIBAET LENW, AX3ARH, METOOONOMK, CTATHCTHYECKME
ACTEKTE W Oprady3aune Mccnefosaqua, Momuso 3Toro NpoToson 0BkMHO COO8PHMT NOMyYeHHLIE paqes
OaHHBE ¥ 0BOCHOBAHME MCCNEOOBAHMA, DAMaKD 3Ta WHpopMalWA MoweT BTk NPEOCTABNEHA W B OpYIHX
OOKYMEHTAY, HA HOTOPLE CChIMAETCA NPOTORCN HOCNEnoBaHHA. MNpUMEHWTENLHD K HACTOALLEMY CTaAHJAQRTY
TEpMMH NPOTOKCMA Y NOQPAIYMEBEReT KAK Car NPOTORCN MCCNEoBaHMA, TAK M NONPABKK K HEMY.

1.48 npamoi gocTyn (direct access). PazpelugHMe Ha WaYYeHWE, aHandd, Nposepsy § RonNHpoBaHne
MoBklx 3anUced 1 OTHETOR, HeoBXOONMEE ONA OUSHKH KNHHRYECKOND MCCNEqoeaHKA. [Hua, Maewwe Npaso
NEAMOro GOCTYNA (HANPUMED, NPESCTABMTENM HALMOHATLHLIX WM MHOCTRAHHEE YIONHOMOYEHHE OpraHos,
MOHUTODE! W 3YOMTODE CNOHCORA ), A0NHHE! NDHHWMATE BCE DAIYMHBIE MEDEI ANA CODMOOEHHA HOPMATHEHEL
TpeGoEaHWA N0 IAWMTE KOHEUASHUWMANEHOCTH WHEOPMALUKY, NOIBCMAKUER HOeHTHPUUWPOBRETE CybbEKTOR,
H HHROPMALMK, NDWHAONEXIWENR CROHCORY.

1.49 panpomuaauwa (randomization): MNpouecc pacnpeqensHna CySBEENTOR MCCREnoBAHKMA MO TEYNnam
NEHEHWA AN KOHTROMNA CNyYai s 050a3oM, NoOIBCNAKILLMA CRECTH K MAHWMYMY CYObasTHRHOCTE.

1.50 ceprvdikar ayouTta (audit cedificate), JokyMeHT, COCTARNEHHEIA AYOWTOPOM B NOOTREDE0EHWE
DaETa NpOBEAEHWA Y IHTA.
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1.51 cepbeaHoR HEXENATENLHOE ABRNeHWE; CHA WHNK CepLBIHan HEXenaTensHan peakumn; CHF
[zerious adverse event, SAE or serious adverse drug reaction; serious ADR): Moboe webnaronpluatHOS sMEIM-
LHHCHDE CODMTHE, KOTOROE BHE JAEWCHMOCTI OT 003k NEKADCTEEHHOND NDOOYKTA:

= MPUBEND K CMEQTW;

- NPEACTABNAST COGON YIpoIy ANA HMAIHH,

= TPEEYET rOCMMTANKIALWH WM 88 NpoOneHda;

= NPHEBENG K CTOMKONH MMM 3HAUMTENLHOE HETPYROCNOCOEHOCTI WK MHBANMOHOGCTH

M

- NpEACTARNAET COGoNH BROMOEHHYIO aHOMANWK MM DEDERT DoMIeHHR

(cu. pyeosogeTeo ICH «OueHka gasHsix No KNHMYeckod DEI0oNacHoCT . TEPMUHONONMA W CTaHaapTsl
DKCNPECC-OTHETHOCTHS ).

1.52 cnenol meTog/mackupoBra (blinding/masking): MeTog, Npe NpHMEREHMK KOTOPOMD OOHOR KK
HECKONMBEAM YHACTEYIOWNM B KNAHWYECKOM WCCNEN0BIHKA CTODOHAM HEMIBSCTHO, KAK0E NEYSHWE HAIHAYEHD
cybberTy ncenegopasus. MpocToi cnenoi MeTon NPeaYCMaTRHBAET HEOCEELOMMEHHOCTE O HAIHAYSHHOM MM
BUOE NeYeHHs CyBbexTon MCCNeqoRaHHs, B T BReMA KaK NBOHHON CNEnoM Marcd noapasyMesasT HeocRe-
OOMNEHHOCTE CYOBEKTOR KCCNER0BAHWA, MCCNBAOEATENEH, MOHWTODOE ¥, B HEKOTOPBIX CIYHAAX, MWL, BINOT-
HAOLLAX CTaTHCTHYECKYIO 0BpaboTey gaHHLIxX.

1.53 cobniogexHne TpeBoBAHMA [NPUMEHUTENLHO K KNAHHYECKHM HCCneaoBaHuam) (compliance (in
ralation to rials)): CnegopaxKe BCeM CRAIAHHLIM C KNTAHHYECKHM MCCNEgoBaHHas TpeDoBaHMAM, HAONexaLaR
KNHrYackol npakmiee (GCP) 1 HopMaTHBHEIM TReSOBAHHAR.

1.54 couccnegoearens (subinvestigator): Nwbod 4yned KCoNefoBATENLCKOMD KONNEETHEE, HAIHYEH-
HBIH MCCNENoRATENes M OCYLUSCTRIAKNLIMA NOJ 8ro KOHTDONEM IHAYMMEE NPOLEAYDEl KIMHWSSCKOND MCCe-
OOBEAHKMA B MCCNEN0EATENLCKOM LUEHTRE [HANPYMMED, WHTEPH, OROWHATOPR, HAYYHBE COTDYOHKMK). TM. Takwe
TEPMHH «lCCneqoaarenss (1.13).

1.55 cnoxcop (sponsor) PHaK4YecKoe WNE IKPHAONYECKDE NMULD, ABNAKWEECH HHHMLMATODOM KNHHHYeC-
KOMO MCCMNEOOBRAHWA ¥ HECYLEE OTBETCTREHHOCTE 38 M0 OPraHNIaLMio Wung uHaHcuposaHMe.

1.56 cnoHcop-HCcCReaoBaTeank {sponsor-investigator). My, KOTORoS CAMOCTOATENBHD WIW CORMECTHD
C ADYTARMIA NALAMA HHMUAHPYET W MPOBOOWT KNUHWHECHSE HCCNaJoBaHWE W NOL HENOCPESCTEEHHEIM DYHOB0T-
CTBROM KOTOROTD MCCNegyemilid NpoaysT nubo HaadaduanT, nuio BelganT cybbLexTy MCCnefoaaHnR, Nbo noc-
NEOHKE NpUMEMMaeT ero. CNoHcoposM-ucCNenoBaTenam MOKeT BulTe TONBKD GUandackos nuyc. O0AIaHHOCTH
CNOHCOPA-UCCNEA0EATENA BINHaoT B cefn 0DAIAHHOCTH KaK CNaHcopa, TaK v MCCNegoeaTens.

1.57 cTanpapTHeie onepauvoHHikie npousaypsl; SO (standard operating procedures, SOPs) MNo-
ApOGHEE NUCEMEHHEE HHCTRYELMH, NPEOHAIHAYE HHEE ANA GOCTMKEHKR 8AWHODDDAIHA MW OCY W CTENEHHH
CNPEASNEHHOR NEATENEHOCTH.

1.58 cyBuerT/icyiLanT HecnaaoBaduA (subjectirial subject): @UAINYBCKOE NMWMUD, YYACTEYIOWIEE B K-
HWYECKOM HCCNEJOBaAHNY B COCTABE MRy, HOMYYaied noonegyemsid NPoayKT, Nyvbo B COCTaRe KOMTRONE-
HOM DY

1.59 ynonHoMoveHHLIg opradel {regulatory autharities): Oprasel, cOnagasc e NpEaeom ooy IWECTBNATE
perynupyiowme dyHEurE. NpHMEHHTENEHND K HACTOALWEMY CTEHOADTY TEQMUMH oyNONHOMOHEHHLE OpTaHbly
BENIOYAET B CE0A MHCTAHUWK, YIONHIMO4YEHHEIR DACCMATDUMBATE NPEACCTARNEHHLIE W KNHHAYECKWE OaHHLIE,
a TasE NPOBOGHTE MHCNEKUMK (Cu, 1.11). 2TH OpraHe TAIKE WHOTDA HA3EE0T KOMMETEHTHEIMI OPraHaMH.

1.60 yTeepHaeHue (NPUMEHHTENLHO K IHCNEpTHOMY CORETY opradMaaumd) (approval (in relation to
Institutional Review Boards)): MpuHATOS 3KCNSDTHLI CORETOM ODrasuaaUmiK (3C0) 3akmoyaHie, NoOTREDH-
gares hakT NEoEeOeHHs IKCNEpTHakLL KNMMHWYECKOrD KCCNegosaHHa 1 RENAKRILESCH DaIDeILBHWENM HE aro
MpoBEaeHWe B JaHHOA OPraHvIaliy B cOOTBETCTEMM C MHCTRYRUMAMK 300, HODMATHEHEIMH O0KYMEHTAMM
MEOULMHCKOH OPraHdIaunGg, a TRoHE HAONERAWEH KNHHMYeckod npasTykcd (GCP) 1 HOpMaTHUBHEIMK TpEGD-
BAHMAM.

1.61 yRapuMbIe cyBLeKTs! Hooneqosanua (vulnerable subjects): Nuua, Ha Ybe KeNaHWe YHACTEOBATE
B KNMHMYECKOM MCCMNENORIHNKY MOXET OHAZATE YPEIMEDHOE BIHUAHKE MIaHKe (D00CHOBAHHOE WK Heobo-
CHOBAHHOE] TEX MMM MHBIX MPEMMYLLECTR, CARAIAHMLIX C YHACTHEM B MCCNET0BIHMKN, MMM CAHKLMW BhILUIECTOR-
Lx B Hepapxud Nuy B CNy4ae oTHala oT Y4acTHR. B Ka4ecTee NPUMEDa YNEHOB WapapXHYeckidy CTRYKTYD
MOYT BbiTh HAZEAHL YYALLWECA BhICLIMY W CHEOHMX MESWLMHCKHY, DapMalea THYECKWE ¥ CTOMATONOMAHECHY
yuehHLX 3apeneHHl, MNaJWKWE NegcoHan KNWHWE 1 Naboparopwid, cnysawue apmaueBTHHeCKMy KOMNaHni,
BOSHHOCTIYHALLAE M IaKNDHeHHBE. K yAIBHMEIM CYELERTam UCCNEA0EaHMA TAKKE OTHOCATCA GONbHbIE, CTRa-
OAKLKWE HEWANEYWMEBK 3350NEBAHKAMM, MWL, HAXCORWKWECE B OOMAaY NO YEOOY, HEWWe W GespaboTHbie,
NALWEHTEl, HAXOOAWKECA B HEOTNOMHOM COCTORHWK, NPEACTABMTENH HAUMOHANLHBEY MEHBLLWHCTE, Beano-

i
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MHLIE, KOHEEHAEH, BEMEHLL], HECOBEDWEHHONETHWE W NMLE, HAXOOAWWECA NOD ONEKDH MMH NONEYHTENBCTEOM,
3 TAKKEe NYUa, HecnocobHBIE 0ATE COTNacHe.

1.62 IKCNepTHLIA coBeT opradnzauny; JC0 {Instiiutional Review Board; |IRB): Heaapucusasiih oprau,
COCTOAWMKA WA ML, paGoTanWKE B OBNaCTH MEOWUMHEL, B TOM YHCTE HAYHHOE, 3 TAKKE HE OTHOCALLWKCA K
MEAMLMHE CNELMANBHOCTEN, KOTODEIE 0BECNEYHMBART 3ALLMTY Npan, Ge30NAcHOCTH 1 BNaronomyyYua cyOLeKToR
WECNBA0EAHKA W NDEN0CTARNAST ODIECTEEHHYIO FTADAHTIAK TAKOH JALMTEL, B TOM YHCNE NYTEM DACCMOTREHWA,
YTREDHMAEHWAOOOODEHHA NPOTOKONE HCCNEOOBAHWMA W NONPABCE K HEMY, 8 TAKHE MATEPWANDE W METOOOB,
KOTOPGIE NPEANGNAraeTes MCNoNEI0EITE AR NONYYEHHA W JOKYMEHTHRORAHWA KHDODMWDOBAHHGND COrMacka
CYOLEsTOR MOCMEN0BaAHNAA_

2 MpuHUMNblI HagNeXawen KNMHUYEeCKoN NpakTukn (GCP)

2.1 KNeHEYecsie WCCneqoEaHKe OOMHE NPOBOOMTECA B COOTEETCTEWM C ITHYSCKMME NPHHLMNEMIA,
JANoEEHHBIMA. XeNsCHHKCKOR nexnapauyein BMA 1 oTpaseHsiMA B GCP 1 HODMATHEHEX TpeSOBaHMAX.

2.2 (o Hadana Woccnenosasus AomsHa BuTe NPoBeJeHa OUEHES COOTHOLUEHWA NPOrHOIWDYEMOrD DHCKa
W HeyOoBCTE © oMUOaeMOH NoNE30R gnAa cybnesTa meonegosanya 1 obwectea. Vccnegnoaaqse soweT BolTe
HAY4ATO M NPOOMEEEHs TONBKD B TOM CNYyHAE, BCNH OXHASEMAA NONE3E ONPABALIEAST PHUCK.

2.3 MNpaga, SeaonacHocTe i Gnarcnonyque cyGbexTa MCCNeq0BaHUA MMEIOT NBPA0CTENEHHOE IHAYEHHE
W ACNHKHE NPEEANMPOBATE HA MHTEDECaME Hayid KW oBWecTaa.

2.4 MupopMayra (QOKMHHAYSCKIA W KNMHAYSCKan ) of wocnegyemos NpoayKTe AomsHa GeiTe J0CTATO-
HOM ONA oS0CHOBEAHWA NPEONoNaragMors KNAHMHECHoro MCcnajoBa A,

2.5 KnHHWwdeckne NCCNenoBanns JOMNKHE O0TBEYaTE HaydHbIM TReboaaquam 1 ObiTeE YETED 1 NogpobHo
OMUCaHE! B MPOTOKOME.

2.6 KNWHWYECKDE WCCNenoBaHue OONMHD NDOEOOWTECA B COOTBETCTEMM C NPOTOKONOM, YTBEDHOIEH-
HeMOOoOPeHHEIM FKCNEPTHRIM COBBTOM CpraHuaaumK (3COVHEIZBUCHMEM ITHYSCKHMM KoMuTETOM (HIK).

2.7 OTBETCTEEHHOCTE 38 OKAALIBASMYH CYEBEKTY MEOMUMHCKYI0 NOMOWE U NPHHATHE DELSHKA Mean-
LIMHCKOrD XapasTena HecaT Bpay.

2.8 Boe NpHBNEKAEMEIE K NPOBESE HKXKD WCCNEO0BAHKA NALE O0MHHE HMETE COOTBETCTEYIOWME 0Bpaio-
BAHWE, NOOroTOBKY W ONLIT ANA BEINOMHEHWA BOANIMEHHLX HA HHX 32034,

2.9 DobposoneHoE WHCOODMUPOBaHHOE COMMAcKE O0MHHO BeTE NOMyYeHD v KakOoro cybeeTa oo en
BHMHMHEHMA B HCCNEN0BaHuE.

210 Bowr NonyHeHHYI0 B KNWHWHECKOM WCCNefosaHHl MepopManmio Heohxodnmo pericTpHpoRETES,
NEPENABETE ¥ XDaHHTE TaKHK 08pason, 4To0 ey oSecnedeHbl TOYHOCTE W NDEEMNEHOCTE 88 NpeCTaRnG-
HWA, HHTERMPETALMK 1 BEpuddMKaLMN.

211 KoHibWagHUWaNEHOCTE 3an4Hced, NoIBoNANWAY WoeHTHRMUKMpoRaTE CyDLEKTOR WCCNeqosaHna,
OonsHa Beme obecneyeHa ¢ COGMIDOEHWEM NDABa HA YaAcTHYI0 MWIHE W I3WMTY KOHDMOSHUMANLHOCTA 8
COOTEETCTEMK C HOPMATHEHEMK TREb0BaHHAMN.

212 MNponaecdcTas ¥ ¥paHeHrE MCCNenyeMslX NPOOYETOR, 8 TAK«e obpawess © HUMIK Heobxooumo
OCYLECTEMATE B COOTEATCTENM C NpaABHNaMIA HANNEXMEWEH NPOHIBOACTEBSHHON NpakTAka (good manufacturing
practice; GMP). Miccnenyemele NpoaysTel SONMHE NPUMEHATECA B COOTEETCTEHN C YTEEDELEHHEIM NDOTO-
KOTIO8A.

213 Ana oBecneseHA KAYECTEE KEwOoro acnekTd HCCNegoaaHuA GoMmeHesl ol Te BHEOPEHL COOTRETCT-
BYHILYME CHCTEMEl M ONepaLBOHHEE NPOUEayYRE.

3 JKcnepTHLIA coBeT opraHu3auxu/HezaBUucHMbIR
atTuyecknid komurtet (ICO/HIK)

3.1 O5A3aHHOCTH

311 SJHcnepTHLI CORST OpraHM3aUH HeIaBHCMEI STHYSCKHWA ROMUTET NPHIEaAH 3ISWWLIATE NPaBa,
BeacnacHocTe W Bnarononyyue ecex cybbesToR Hocneaoaamya. MIcCnegosaHyam C y4acTHeM yRIBHMex Cyhh-
EKTOR AomMHD OeiTe yoeneHs ocoboe BHHMaHHE.

3.1.2 3COMHIK aomsed Nony4Y|Te Cregyiolne oKy MEeHTsl

= MPOTOKON MCCNeA0Ea KA NONPanKkK;

= MACEMEHHYID DOPMY WHDODMUDOBAHHOMD COMMACKA W 88 NOCNeayoWWe PEAIKLWA, NPeanarasMse
WCCNBOCEATENEM ANR WCNONLEI0BAHWA B MCCNEL0BAHMA,

B
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= ONWUCAHKE OERCTEHIA, HANDARNEHHSLIX HA NPWUBNEYEHWE CYDLEKTOR K YHACTW B MCCNEdoBaHW [HANM-
MED, PEKNaMHERE 00 BARMEHMAY,

- MMCEMEHHBIE MATERWANL!, KOTOPEIE Oy OyT NpegocTaBpneHel CyELeKTam,

- BpowKey MCcnenoeaTens,

- MABBCTHYI) MHEODMALWIO, KACAIOLWYIOCH DEI0NACHOCTH,

- MHIPOEMAUMIO O BEINAATAY W KOMIEHCALKAY CYyDLEKTaM HCCNELOBAHKA,

= TEKYLYIO BEPCHKD HaydHoR Guorpadiu. nconegoeatens (curriculum vitae) Wung gpyrse MaTepuant,
NOOTEEDHOALWME B0 KBANWDHEALKIO,

- mobsle OpyTHe QOKYMEHTE, KOTODEIE MOrYT NoTpebosaTtech ICO/HIK ana BsMonHeEHHA ero obasan-
HOCTER.

SCOMHIK pormosesd paccMoTpeTe BONQoc O NPoasieHrH NEeanarasmorg KNMHHHECKoro MooneqosaxMa a
PAIYMHBIE COOKN K SOKYMEHTANEHO ODOPMATE CEOE MHEHWE, S8THD HOEHTHEMUMPYR HCCNEnoBaHNEe, DACCMOT-
PEHHEE OOKYMEHTE K DATE NPW BEHBCEHWHA CNenyIoWHE PELISHWE!

- YTBEPHASHAR O O0D PEHMA,

= TpEboBaHKA O BHECEHKM HIMEHEHHE, HEOOX0OMMBIX ONA NONYYSHWA YTEERHIEHHA/CQ00 e A,

= OTPALATENEHOMS 33KNI0HSHUAHED 06 DEHWA,

= OTMEHEINPHOCTAHORNEHMSA JAHHLIX PAHEE yTREpHAEHWA/DOobpeHHA.

3.1.3 3COM3K gonwes OLeHHTE COOTBETCT RS KEAMNWPMESLMK MCCReaoRaTena NPennarssmMony MoCne-
O0BAHWE HA OCHOBAHWK 2o Hay4HoH Buorpadmy (curriculum vitae) wiang Opyrod CooTBeTCTRYIOWEN JOKyMEH-
TAUKWH, 3anpotweHHod 200HIK.

3.1.4 3COVH3K gomwed paccMaTprBate KKO0e TERYLLEE MCCNEefoBaHne C NeEPUOAMYHOCTE, A0eKBaT-
HOH pUCKy ONA CYyBLeKToR MCCNedoBaqHA, HO HE DEME OOHoMD pasa | rog.

3.1.5 3COH3K moxeT noTpeboeare, YTobsl cybikekTam MCCHeaoEaHMA NOMUMD KHEODMaLMK, YEaZaH-
HOW B 4.8.10, BNy NPpedocTaaneds ANONHATENEHEE CREOEHUA 00 WCCNeqoaaAHUK, BCIMN, N0 BMMHEHAK
FCOMSK, a1a WHDODMAELIMA NOABONHT CYLWBTTEAHHD NOBLICHTE CTENeHE JALWTE NPas, Ge3aonacHoCTH WiWNKH
Gnaroncnyuns cyieekToR.

3.1.6 Ecni cornacke Ha yyacTve cybbekTa B WCCNedoBaHWK, HE CEAIAHHOM C NedeHren, DasT erc
FAKOHHEKA NpegacTaeuTent (oM. 4.8.12 1 4.8.14), DCCO/HIK gomked ySeauTeCcA, YTo NpegocTaRnes bl NpoTo-
KM WKNK Opyran JOKYMEHTAUMA COOTRETCTEVIOT ITHYECHMM HODMEM W HOPMaTHEHEIM TREGCEIHKAM GNA TAKKY
HCCNeqoBaHKA.

3.1.7 Ecne npoToson NpegycMaTpeBacT HEBOIMOEHOCTE NONYYaHHA COMAacka Ha YyYacTWe B HCCnenoea-
HHK Y CyOREKTa MK o IZKOHHOMD npeacTasnTena (cM. 4.8.15) oo MomenTa BKxnioYednA cybeekTa B wocnego-
paume, ICOMHIK gonked yBeguTecA, YTO NOeQOCTARMNEHHBE NPOTOKCN WHNKM Jpyras Q0KyMeHTaLMA
COOTRETCTEYHIT ITHYECKAM HODMAM W HODMATHEHLIM TPEOORAHKAM ANA TAKWY HCCNEZOBAHWE (HANDHMED, NDW
HEDTNOWHEEE COCTORHWAR).

3.1.8 DCOYH3K paccuaTpHUBEAET Paasep WM NOPALOK BeNNAT CySBeKTY MCCNEaoEasua, YToSre yieguTeCA
B OTCYTCTEMM HEoOOCHOBAHHON 3aMHTEPECORAHKOCTH MK NPUHYHMOEHNA cybbekToR uocnegosadqs. Pasmep
BeINNAT cybbeKTam omeeH GhiTe JApaHes ONPEqensH M He OOMEEH USNWECM 33BWCETE OT TOrD, 33 B8 DLUIAn
CYyEBEKT MCCMEOOBARKME NOMHOCTRRY MKW HET.

3.1.9 3COMH3IK gonwed yEeOuTeCca B TOM, YTO HHDOPMALHMA, KACADIWAACA BRINAAT CYySBeKTam Woone-
OOBEHWA, BEMIOHAA METOOAL, CYMME! M TPaPUE BRINNAT, OTDAMEHE B NMCEMEHHDH HOpas HHpPOpMEDOBEHHOND
COMMacHA W MIOGoR Opyrol NMCEMEHHON rEMOpMAaLKMK, NPpeJocTaEnAEMOon CyDekTam. Jonumuo BuTe yEazano,
KAk 0Gpasos ByneT onpefensH pasMen BsInnaT.

3.2 Cocrag, thyHKUKM W NopAOoK paBoTe

3.2.1 3COYH3K gonked MMeTe B CEBOEM COCTABRE OOCTATOYHOE YWCNo NKY, CyMMapHs obnagamilns
HEDOXKOOMMBIM ONLITOM W KBANMEWKALWER ONA OUEHKH HaYHHBE, MEOWUWHCKMX W ITUYECHMY ACTEKTOR Npen-
naraesorn Kecnenosadks . PeroMengyetca, Ytobe B 3COHIK axonrng:

a) HE MEHSE MATH YNeH0E,

G KAK MUHUMYM OOHH 4NEH, SeH MHTEDECH NERAT BHE CHEpLl HayKH,

B) KK MUHWMYM OOWH YNEH, KOTOPEIA HE 33EMCHT OT Opraqd3alruwMccnafoBaTeeCKorn UeHTpa.

MonNocoBaTeBRPaKATE MHEHKE NO HCCNeqORaHWID WMEKDT NPEED TONBKD Te YneHx ICOVHIK, koTopse
HE JABMCAT OT WCCNeqoBartans W CNoHCopa JaHHors Wocnedosarks. ICOH3K aon+ed BECTA CNWCOK CBOMX
HMEHOB C YEAIAHHEM WX KEANWDHKaLWM.

3.2 2 3COH3K gormkes ooylWecTENATE A8ATENEHOCTE B COOTRETCTAWM C MACEMEHHLIMK MPOUBOVDEMA,
OORYMEHTHRORATE CECIO pafaTy, BECTH NpOTOKONE! 3acenaHrd, a Takwe cobnogate GCP @ HoOpMaTHEHLLE
TpeboaaHHA.
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3.2 3 3COMHIK NprHMMaseT pelugHUA Ha 05bABNeHHBD 33CE0AHWAX NDH HANHYMW KBODYME, YCTAHOBMNEH=
HOMD 870 NWCHMEHHEMW MPOLEIYDaEMM.

3.2.4 Mpapo ronocoRaTh/BLICKAILIBATE CROE MHEHME WHNKH DEEOMEHOALMA WMEKT TOMNBKD Te YNeHbl
BCOMH3K, KoTopsle YHacTEVIOT B PACCMOTDEHMKA JOKYMEHTALMK W 0DCyHOEHNH.

3.2.5 MiccnegoBarents MOMeT NPeaocTaanaTe MehopMalymio no Noei ACNEKTaM WCCNeOoaaHtd, HO He
MOMET YYICTEOBATE B NDEHHAX MNK B roNocoRaHvW BEipatoTie MeHna IC0H K.

3.2.6 3COM3IK moweT ofpallaTech 33 NOMOLWEID K IKCAEDTAM, HE ABNAIILWMMCH S0 WNEHIMH.

3.3 Npoueaypisi

SACOWHIK nonsed paspaboTaTe, SOKYMEHTANBHD ODOpMUTE 1 COBNOATE CROM NPOUSOVDE, CNpege-
MALLAE:

3.3.1 Ero cocTae (hamMynvi 8 KEanNWEILMID YNeH0B) M YHPegWaLLIKA 8r0 OpraH.

3.3.2 MNopAgok HazHaqdeHna 3Iace0aHi, CNOBELWEHA ero YNeHos 0 NESgCTORWME 3ACe0aHHAX, 3 TaKe
OpraHH3ALAID 3ACE0AHKA.

3.3.3 MNopaook NePEWYHOND W NOCNEnYIoWErS PAcCMOTPERWA O0KYMEHTALMA N0 HCCNEA0BaHMKD.

3.3.4 MeproguyHOCTE NOCNENYIOWEND PRCCMOTREHHA JOKYRMEHTALKK N0 HCCNENOBEIHWI.

3.35 Mopagok, COMMacHD HOPMATHBHEIM TRESOBAHWAM, YVCKODEHHOTD PACCMOTREHWA W YTEEDWOE-
HUAMOOOGDEHKA HEIHAYMTENEHED MAMEHEHME QNA MCCNEO0BAHNA, DAHEE YTREOWOEHH BN O00DDENHED Wk HE.

3.3.6 HegonycTMMOCTE BN IO4EHMA cyE=eiToR B MccnedosadKe oo torg, kak 3C0MHIK eegact nMceMe-
HOE YTEEOHOEHWE/DA0GDEHWE HA NPOREASHKE WCCNBNoBIHKE.

3.3.7 HegonycTUMOCTE OTENOHEHHE OT NPOTOKONS MMM &8N0 MaMeHeHWA D3 NDegBaApMTENEHOND YTBE D=
Aevus/onobpaqHa COOTEETCTRYIOWMX Nnonpasor ICOVHIK, kposme Tex cny4ass, korga Heobxoanmo yoTpaHuTe
HEMOCPRACTREEHHYID YTPO3Y CyEBEKTaM NoCNedoBaHKA WK KON0Ea HIMEHSHHA KACAITCR TONBKD A0MUHWCTRE-
THBEHEX UMW TEXHWYECKMX ACcNeKToR MCCNeaoaaHuA (HANPHMEeD, 3aMeHa MOHNTODE, HIMBHEHUE HOMEDA TEMNE-
dhoma) (ca. 4.5.2).

3.3.8 OGR3aHHOCTE HCCNEJoBATENA HeJaMedNHUTENEHD CoobiwaTe ICOMHIK:

A) o OTHACHEHWAY OT NPOTOKONA MNK U3MEREHIXAY NPOTOKONS, NPOUIEEIEHHEIX ANR YCTRAHEHWA HEno-
CRPEACTEBEHHON Yrpodsl CcyOLEKTaM HoonesoeaHua (cv. 3.3.7, 4.5.2 4547,

5] 08 HIMEHEHWAX, YERITWYHBR IOWMX PHUCK A CyDLeKTOR WMNK CYLLBCT B2 HHO BAMAKLLME Ha NPOBEdeHue
vocnegoBadua (cm. 4. 10.2);

a8} 0B0 Brex HEMENATENEHLIX PEAKLUWAX, KOTOPRIE RENAKTCA OOHOBDEMEHHD CEDBEEIHBIMK W HENPEOax-
OEHHEIME,

I} O HOBLIX JAHHLIX, HOTODLIS MOTYT CEMOETENLCTECGESTE O BOIPACTAHWA HMCKE ONA CyOLEKTOE WK
HEBNArONDUATHS NOBRNWATE HA X00 MCCNenoaaHiEn.

3.3.9 O6aanHocTs FC0MHIK HesamenMTeNsHD B NMUCEMEHHOM BHOE Co0GLLaTs HCCNE0BaATEMO 0pra-
HAIAL:

Aj O CEROMX PELEHWAN IAKMOHEHKAY, KACAKLMECA WCCNenoaaHun,

G) O NPMYKHAY NPUHATHA DELEHNH A AaKNI0WEHAA;

a8) 0 nopAgke OBMaANoEaANKA Br0 DELLEHHR3aKMNYEHHA.

3.4 JoxkymeHTaumA

SCOHIK gonses XpaHdTe BOg AOKYMEHTE (HANDUMED, CROM NPOUSOYDE, CNMCKN WIEHOR C YHAIAHWEM
poOa DeRTeNEHOCT K MECcTa paboTel, NPE4CTABNEHHLIE HA PACCMOTPEHNE OOKYMEHT b, NPOTOKONR 33CE03HUA
W NEpendcry) B TeYEHHME MUHUMYM TPEX MeT Nocne IS0epleHUA WCCNefoBaHus W NpegocTABNATE WX No
JANPOCY YNOMHOMOYEHHEX GDranos. Mocnedosareni, CRoHCop, YNONHOMONEHHENE DDTaHL MOMYT JANPaWHEATE
y FOOHIK ero npouenypel 1 CNMCKH YNeHon.

4 Wccnepoepatens

4.1 Keanudmkauma 1 obAzaTensCcTEa HCCNenoBaTens

4.1.1 Mconegoearene JOMLEeH KMeTe obpalonaye, NpodecCHORANBHYIO NOGroTORKY 1 ONGIT, NOIB0NAK-
wre emMy NPMHATE Ha cefA OTEETCTEEHHOCTE 38 HAONEHAWes NPOBRASHHE KNAHKYECKOND WCCNEQ0EaHMA.
Keanudukayia MCCneaosaTana 0oMsHa CooTEETCTBOBATE HOPMATHUBHEI TREGoBaHKAM K BRITE NogTEEpHAE-
Ha 8T0 HayqHoH Buorpadored (curriculum vitae ) niinn Opymisn QOKYMEHTARMA, KOTOPRE MOMYT DRTE 3anpoweHis
CnoHcopom, JCTOHIK Aiing yNoNHOMOYEHHEIMKA ODraHamMMu.

4.1.2 Mcocneposaraie JOMKeH JeTankHo IHATE, KaK NPHMEHATE MCCNE0YEMBIA NPOOYET B COOTRETCTEMM
C MPOTOKONGM, TERYLLEA DefarUMel BpoWpel MCCNeJoaaTansd, WHDODMALKMER O NDOOYETE M ADYIAME WCTOM-
HAKAMIA, NPEQOCTABMARMEBIMA CHIGHCODOA.

4.1.3 Mconegosarenk SOMeKeH aHaTte W cobnogate GCP W HopMaTHBHBE TpeOoaaHKa.
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414 WoonegosaTens'Dpradiaagia #e JorosHel NPenATCTECEATE MOHWTODMHNY W aYOWTY CO CTODOHS
CTIOHCOPA, 3 TAKHE WHCMEKLAARM YNIONHIMONEHHLIX OpraHos.

4. 1.5 Mconegoeatens QOMEeH BECTH CNMCoK oSnaqakwmy HeobxogMmMon KBanvhHiaumen Ny, KoTogbIe
NG 8ro NoOPYYEHHI0 CCYLLECTENAKT ONDEganeHHyIo AeATENEHOCTE B DaMEaX MCCNedosaHHH.

4.2 CoOOTRETCTREYIOWME PECYPChI

4.2.1 ViccneaoaaTtens Jomses SeiTe cnocobes NpogeMoHcTRHpOBaTE (HANPUMED, HA OCHOBAHWK DaTpo-
CTIEKTHEHLIX OaHHLIX) BOIMOEHICTE HAG0PA B TEYEHWE OrOBODEHHOMD NEpHoOa TpebyemMoro KONHYeCTEa Nog-
HOAAWME CYEREKTOR WCCNBQoBaAHHA.

4.2 2 MconegoBatenk QoMEgH MMeTs J0CTATOYHOS KONHWYESCTED BOEMEHH, YTOBL Hanemal kM oopasom
NEOBECTH W 32BE0WHTE MCCNEoRAHKE B TEYEHWE OTOROPEHHOND Nepuoda.

4.2.3 McocnenoBaTens GOMEEH DAcnonarate A0CTAaTOYHEM KONHYECTESM KBANKDHMLHPOBaHHRIX COTpYa-
HHKOE W MaTEpHANBHLE DECYPCOR (NoMBLLEHWA, 0BODYOOBAHKME) B NEPHON WCCNEAOBAHWA, ANA TOMD YT0SR
NEOBECTH ITO MCCNEOBAHWE HAANEWALLKMM ¥ DeacnacHeIM oOpazom.

4.2 4 Meocnegopatens OTBEY3ST 33 To, YToDkl BCE 33HATHE B KMHMHWYECKOM WCCNeaosaHue CoOTRYOHM K
GbANy XOPOL0 IHAKOMB C NPOTORONCM M HCCNENYe MM NDOOYVETOM, 8 TRKHE CO CEOMMKA YHELKAMA 1 00R3aH-
HOCTAMM.

4.3 Orazanne MegHUAHCKOR NOMOLWK CYDLEKTaM HCCNeJoRaHHA

4.3.1 AansoWWAcs WCCNedoBATENEM WNW COWCCNENOBATENEM BPAY HECET OTEETCTEEHHOCTE 33 B8
NPHHAMAEMBIE B DAMEAX ACCMEA0EAHWA PELLIEHHA MELWLMHCKOND XapakTepa.

432 Bo BpEMA W NO 32BSDWEHHE YUACTHA CYHREKTa B WCCNeqoBaHMM MCCNeaoRaATENs/ODraHKAALMA
LON#HE obecnesnTe OKasaHHe cybbesTy weoDxoaMMod MEIMUHMHCKOR NOMOLLM B CnyYyae NoDeE CRAIAHHEIX C
HCCMNESOBAHWERM HEXENATEMbHLIX ABNSHEA, BEMTOHAR KTHMHASECHA IHAYNMEE HIMEHEHHA NaBopaTopHEX NoKa-
satened. Moonegnosatens/opradM3agna ofaaassl WHPOpMHPOEATE CYOREKTa O CTABLWME WABBCTHEIMK MCCnE-
OOBATEMID HHTEDKYDDEHTHBX 3350NEBaAHWAX, TREOYIOLLWY MEIHUMHCKGA NOMSLLA.

4 3.3 Mconegopateno peRoMeHgyeTen coobnTh NeYaleny Bpayy, civ TakoaoH MMeaTcs, 0b yIacTiH
CyBLEKTa B MCCNeqoaanyi NpM YCNoBMK, Y4T0 CyDLEKT HE BOIDAMAeT NPOTHE HHOPMUPOBAHWA NMEYallens
Bpada.

4.3 4 Xo71A cySbexT e 0bA3aH coobluaTe O NpHYMHAY, NoBYOUBLLMK 80 JOCOOYHO NPEKRATHTE YHaCTHE
B MCCMHeqoBaaHkK, HCCNedoBaTE Nk OOMKEH NONLITATECH YCTAHO BHTE 3TH NPHYKHE!, NEORAENAA NEE 3TOM NONHOES
YBEAMEHUE K Npapam cybnexTa.

4.4 KontarkTel ¢ ICOMH3K

4.4 1 Mepeg Tém KaK HAYATE KCCNEQOBAHWE, MCCNeOOBaT AN GPTAHKNIALME QOMTEHbI MOMYYHTE MHCHMEH-
HOE W JATHpOBaHHOE yTRepwaeHMa/oqobperwe JC0OHIK npoTosona MCCNeqoBaAHWA, MHCEMEHHOA Okl
HHDOPMUMDOBaHHOTD COTNACHA W 88 NOCNBOYOWME DEgaKLHMIA, MEP, HAaNPaBNEHHEX Ha NDWENEYEHWE CYDLERTOR
K YHACTHIO B MCCMESOBAHWY [HANPWMED, PEKNAMHBLIX OB LABNEHWA ), M MNOGEIX ApYTAX MUCEMEHHEBIX MATEDWANOE,
HOTOpRIE NPESNonarasTch NpegocTasnTe CyihakTam.

4.4 2 BMacTte © Qpyrimg QOsYMEHTIMH MCCNeqoBaTens/OpraHuaaunmMs AomeHs NpegocTapuTe FCOHIK
NOCNEaHN0 De0asLMio GRoWopsl MCCNefosaTena. Ecnd Bpoiopy HCCNeqonaTans JoNonHANT B X008 WCCne-
AOBAHWA, WCCNEnoBaTENLOPradkuiaus obAszans npegocTasyTe ICOHIK Hoay pefakuKio GRoLnopEl Wo-
CnegoBaTansa.

4.4 3 B TedsHMe WCCNenoBaHua HCCNeqoBaTaens opraMvaayns AonHHeE NpeaocTaenAaTe ICOMHIK soe
NOQNESALLME PACCMOTDEHMID 0Ky MEHTE.

4.5 CobniogeHne NpoToKona

4.5.1 McocnenopaTeNk/OpraHHaauMa QomeHsl NPoROGMTE MCCNEAOBaHIeE B COOTBETCTEHW C NPOTOROIOM,
COMMACOBAHHLIM CO CMOHCODOM M, NPK HECDXOOMMOCTH, C YNOMHOMOYEHHEMK OPraHamd, W yTBEpHWOEH-
HbimooobparHem ICOMHIK. B noaTeepHAeHWE JOMOBODEHHOCTH WCCNegoRa TEN OPraHrIadla W CnoHcoD
NOQMACEIER DT NPOTOKON MK OTLENbHLIA JOorosop.

452 MoocnenoBatens HE SOMHEH OTENOHATHCA OT NPOTOKOMA WNKM BHOCWTE B HETD WiseHexda Dea
COMMacHA CnoHcopa | Ges NpegEapUTEnbHOND PACCMOTDEHKA 1 GOKYMEHTANBHS ODOpMISHHOrD YTREDHE-
HA'onobperrA nonpaaxi Kk ngoTokony JC0MH3IK, kpome Tex cnydaes, Korga HeoSxoqumo YeTRaHHTE Heno-
CPencTREHHYID YyTpody CyBbexTam HCCNeqoBaHnA MMM HOrga MInMe HEHHA K3CAMTCA TONBKD aaMUHUCTRAETHEMHbIX
MMM TEXHWHBCKAY ACNEKTOR WCCNEqOBaAHKA (HANDMMED, IAMEHA MOHKWTOPRA, HAMEHEHKWE HOMEDa TenahoHa).

4.5.3 Mconegoeartenk MNW HAIHAYEHHOE WM NMUS OOMNMHD O0LSCHATE M QOKYMEHTANEHS OPopMNATE
MDGEE OTKNOHSHIAA OT YTEEDHIEHHOD NDOTORGNA.

4.5 4 VconenoBaTens MOMET OTENOHETECR OT NPOTORONA MKW BHOCHTE B HETD MIMEHEHWS ANR YCTPaHEHWA
HENOCDBACTREHHON VPO cyDwekTam Wocnegosaqua 083 NpeasapuTensHors yTEepHOeHHA'00obpeHHA
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ICOMHIK. B Kpatyafluve cposd ONWCAHKE OTENOHEHHE MMM WAMEHEHWR C YVEIIAHHEM WX NEWYKMH W, NPl
HEOGXOQUMOCTH, NPENNAraeMbe NONDARKY K NQOTORONY A0MHHL BETE HANDABMEHE.

a) ACOWH3IK ana paccMoTpesla W YTEEDRIEHWA/OO0BDEHUa;

6] CNOMCOpY ONA COrMacoaaHna ¢ HMM,

) YIONHOMOYE HHEM OPIraHam, Bcni HesbXoqumo.

4.6 Hccnegyemiie NpoayKTi

4.6.1 OTEETCTREHHOCTE 33 YYaT WCCneayemely NPOAYKTOR B WCCNedoBaTeNsCKOM LEHTDE BOIN0HEHS Ha
HCCIEA0Ea TENA ODT 3HM IALMIO.

4.6.2 Ecnu aTo paspelleHo/Tpedye T, HoCneNoBEaTeNs/ODrAHKIALMA MOMYT QONMHE NEPEnaTh HEKOTO=
plIE MNK BoE O0AIAHHOCT MCCNEeOOEATENA/OPraluIauWi No YHeTY MCCNenyesMBxE NpoOYKTOR B MCCNEN0BATE b=
CHOM LBHTPE anTaqHomy paboTHHEY MKW WHOMY NWLY, NOOKOHTPONEHCMY WCCNegoBaTenk/opraHvaaLWin.

4.6.3 Mconegopatens/Spradnaagms WAMK anTeYHeid paGoTHHK MM WHOE YIONHOMOYeHHOe WoCnenonsa-
TENSM/OPTAHNIALWER NHLO0 JOMEHLl BECTH YYaT NOCTABOK NPOOYKTOR B WCCNeJoBaTenboKiA UeHTR, WX akTi-
YECHOTO KOMNWHECTRE B LISHTPE, MCNONB30BAHWA KaManLM CyDnexTom, a TaKWe BoIBpaTta cnoHcopy nubo MHor
pACNOPAKESHKA HEWCTONLI0BAHHEIMK NPOOYETAMK. 3aNWCcH Mo YYETY JOMEHE BENCYATE B Ce0R GaThl, HOMHYE-
CTEC, HOMEDA NADTHACERWA, CROKW MOOHOCTH (T8 NPWAMEHAMO) 4 YHEKANEHEBIE KoL WCCNEayEMBIX NPOOYKTOE
W CYyBLEKTOR MCCNEA0RAHWA. Mconenosatens JOMKeH BECTH 3aMWcK, NoOATEEDKAINLWE, YTO CYERLarTsl Nomny=-
yAMNY MCCNegyemsie NpoaYKTe B 033K, NPeqyCMOTPEHHLIX NPOTOKONOM, B KOMWHECTEAX, COMMAacyOLMECh ©
OELLMM KOMANECTEOM MCCNEOyesbx NPoOOYKTOR, NOMyYEHHEIM OT CNOHCORa.

4.6.4 Mccnegyemela NpogysTel CNeOyeT XpaHnTe B COOTEETCTEMH C WHCTDYELMAMK cnodcopa (oM. 5.13.2
W 5.14.3) ¥ HOpPMATHEHLIMK TREGOBIHAAMK.

4.6.5 Moconegoeatens gomies obecnedu T, YToDR MCCNeaye e e NPpoOYETE BbliM MCRoNe30aaHs TONLKD
B COOTBETCTEMH C yTEEDHOEHHBIM NPOTOKDMOM.

4.6.6 MccnegoBarant MK yRonHoMOHEHHDE KoCNeoBaTeNneM/opralnaan el nuuo JonxH0 05 eACHUTE
HEROOMY CyOREKTY NEEEMNE NPHMEHEHRA MCCNEOYEMbIX NPOOYKTOR W HEDE3 NDHeMIEMEIE WHTEPEANL BREME-
HI (B 33BHUCHMOCTH OT WCCNER0BaHNA) NPCREDATE COBMOOEHNE ATHX MHCTRYELMA KK aBRM CyDberTom.

4.7 PaHOOMHWIALMA M PACKPLITHE KOO3

ViccnenosaTens Aomsed cobnonats NPeaycMOTPEHHYI0 B WCCNENOEIHWK METOOMKY DaHOOMAIALLMM,
ECNM TaKoBaA MMEeeToA, W oBecnNeuuTE PACKPRTKE KOOa TONLKD B COOTEETCTRMM C NpoTokonos. Ecnw mcone-
AOBAHKWE NPOROOWTCA CNEnbild METOOOM, HCCNEN0BATEN: BOMNMEH HEIAMEANHT ENEHD 0Ky MEHTANLHO othop-
MKTE ¥ OOBACHWTE CNCHCODY MoG0e NDEXISENEMEHHDE DACKDLITHE KOO KCCNENYeMsIX NPOAYKTOR (HANPHMED,
CMYHAHHDE DACKDETHAE KOOE, DPACKPETUE KO3 B CEAIM © CEPBEIHBIM HERENATETLHLIM SRMNEHHEM).

4.8 MudpopmuporanHoe COrNacHe cybLekTon HCCneoBan A

4.8.1 MNpK NoNyYeHd U QOEYMEHTANEHOM DDOpMITEHRN KHEDOPMUDOaAHHOID COTMACHA MCCNe1oRaATENs
Oon#ed cobmogaTe HOpMaTHEHBE TpeDoaauua, NpYIepHHEaTECA GOP M 3THYECKHE NPUHUMNoE, 38N0eHHBX
B8 XenscuHickon gexnapauuy BMA. [o vadana vccnedoealna MCCNenoBaTans JOMKEH NoMyHMTE NHChMEHHOE
yTeepfeHralogobperwe  ICOHIK nucemeqHod Qopaie MHOODMWDOBRAHHOID COMAacka | NSk ApYIHX
MACEMEHHLIX MATEPWANOER, NPELCCTARNREMEX CYOLaKTaM.

4.8.2 MNMucesmerHan gopua MHQOPMAPOBAHHOND COMAcHA 1 NIoBLIE ADYIME NMCEMEHHEE MATEDHENE,
npenocTaenseMsle cybbexkTam, cnegyer AonNonHATEMCNPABNATE No MERe NOABNEHWS HOBOW BaHON WHpop-
MALWM, KOTOPAA MOHET OKAIATECE CYLLECTEEHHON ANA cormacka cybwexTa. MNioban gononHeHHan/MCnpaBneH-
HaA nuceksaHHas fopma HHDOPMHUPOBAHHOTO CoOrnachA W nwie OpyTve QonNonHEHH:IE BCRPABNE HHEIE
MACEMEHHBIE MATEDMANL], NEPEO0CTARNASMBIE CYyORERTaM, DOMHKHE BulTe yTREpRASHEVOAOEpEHL ICOMHIK
A0 MK WCRONLI0BAHWA B MCCnedosaniin. CyBbesT wnM ero 3akoHHeIE NpEacTaguTens JoNHeH BbiTk CROERpE-
MEHHO CIHAKOMNEH C HOBOW MHDopMaUkel, cNOCoBHOR NOBNHATE HA HenaHWe cyBLerTa NPoacNHaTe YYacTHe
B MCconeaoaaHue. DAkt nepeaadu 3Tod MRQODMALKWN OoMHeH BkiTe O0YMEHTANBHD COpMNEH.

4.8.3 Hu ncocnegoaatens, M ADYIWe 3aHATEE B HCCNeJoRaHMK NWUE e JOMN#HBl NPHHYX0aTE Cy0eeKTa
WM WMCNONLIOEATE MHEE HEHDPPEKTHEE METOOM BO3OSACTEMA C LENLID CHNOHMTE Bro & y4acTuio nudo npoaon-
HEHHIO YYACTHA B MCCNENoBaHMNA.

484 Hu ycTHAR, HW MHCuMEHHAA WHOODMALMA, KACAKWAACA WCCNeNOEaHMA, BEMIOYEA NMCHMEHHYIO
chopaty HHOODMWDOBAKHKCMD COMACA, HE JOMMHE COOEpHEaTe HOPMYNHPOBoK, NPAMD KN KOCBEHHO CHNOHA-
WM CYOBEKTA KNK 8ro A3KoHHOMD NPEACTABWMTENA OTKAIATLCR OT AAHOHHE NPAR, 3 TAKKE QoMY NKPOBOK,
NPARMD WNM KOCEEHHD OCBROGONMOA0WKE HCCNaqoRaTany, OpraqHIanunike, CNoHCoORa MK KX NDeCTARMTaNen oT
OTBETCTEBEHHOCTI 38 KANaTHOCTh.

4 8.5 MconenosaTens Wik HAaZHadeHH0e M MWL JOMTEH0 B NONHOH Mepe NporHpopsMupoaaTe cybbeKTa
Wk, 2Nk CyBLEekT He cnocobeH 0aTk MHDODMHADOEIHHOE COMACHE, 80 JAKOHHOTD NPEACTABKTENA 060 BoEX
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IHAUHMBIX ACNEKTAY MCCNBADBAHKWA, B TOM YACTE OIHAKDMWTE C NMMCEMEHHDH WHROPMaLWeR 08 KoCnNegoBaHHH
H oot paHHeM/ NoNoEMTENEHBIM 3aknndessan FCOHIK.

4 8.6 YCoTHan ¥ nMceMeHHan MHDopmauyka ob MCCNeaoBaHny, BEmo4an NACEMEHHY D opmy nitopmn-
POBAHHONG COMACKHA, JOMEHA COOBDMATE KAk MOMHO MEHLLLE CNeUMANsHBE TEDMWAHOE W ObiTe NOHATHA
CYyDBEKTY MK, B COOTEATCTEYILLMX CIYHaAK, Mo JAKGHHOMY NPeACTABUTENKD W HEIAWHTEDECOBAHHOMY CBW-
DETEMD,

4.8.7 Nepaq nomydeHHenM MHOODMADCBARROMD COMAackHa WCCNeOoEaTaNs MM HAIHAYEHHOE W8 NHUD
OOMHHD NPEQOCTABMTE CyDBLEKTY UMM 810 IAKOHHOMY NPENCTARMTENG GOCTATOMHOE KOTMYECTED BPEMEHA M
BOIMONHOCTE ONA NoNyYesHHs Bonee NogpoGHoR MEqopraginy o HCCnedoBaHun | NPHUHATHA peLUeHKA ob
YHACTHA B HEM MMM OTEA3S OT TAKOMS yHacTHA. CyOLerT WNi ro 3aKoHHBEA NPEqCTARHTENs JOMHEEH NoNYYrTE
HCHEDMNLIERKILME OTEETEI HA BCE BONPOCH 08 HCCNEqoBAHMK.

488 o vasana y4acTydA B WCCNefoBaHne CybbesT Mne end 3akoHHLIA NPEOCcTaBdTeNns, a Takke Nuuo,
NPOEOOMBLESE PATBRCHATENEHYIC BeCeny, OOMKHE NOONHCaATE M CODCTREHHORYHHO JaTUPOBATE MHCEMEHHYID
popry MHODMM POBAHHOND COrNAacKA.

4.8.9 Ecni cyTberT W9 eno 3aKoMHbIA NpeqcTaEETent He CnocoGeH YUTaTk, TO B TeYe e BCEH pasdbAc-
HHTEMNEHOR BECEIE AOMHEH NDMCYTCTECEATE HE3AWHTEIECOBAHHLIA CEMABTENE. MOCNe TOrD Kak CySbEakTy WM
B0 IAXCHHOMY NPECTABMTEMD NPOYATAN ¥ DATLACHWNKA NMCEMEHHY DODsY MHDOPMUPOBAHHOMND COTTACHA
W OPYTHE NpELoCTABNAGMEIE CYTREKTY NHCEMEBHHEE MaTEDWANE! ¥ NOCNE TOMS KaK CyihelT WK 8ro 3aK0HHLIA
NpeOCcTAEMTENL Gan YCTHOE CONAcHE Ha YYacTHe CybbenTa B MCCNeaoRany W, BCny cnocobes, NoOgnucan M
COBCTEEHHODYYHD JATWPOEAN NUCEMEHHYIO QOpMY HHBOOPMUPOBAHHONS COMMAcHA, CRUOATENL OOMKEH &8
NOONACATE ¥ COBCTEEHHOPYYHO AaTUpoBaTe. Noanuckiean hopMy COrmMackHa, CEMIeTEeNs NOOATEGDHOAET, 4TO
HHDODPMALMA, COOEPMALAACA B (DOPME COMMackA | BOEX ADYTUX MACEMEHHLIX MATEPHWAnax, OsNA TOUHO
pATLACHEHA W NOHATA CyDLEKTOM MNK Bro 3AK0HHBIM MPESCTABATENEM M YTO COMAacHe Ha YY4acTWe B MCene-
QOBAHMA OaHD CYyEBLEKTOM MK 8r0 3aK0HHBIM NPEOCTARN TENnas Nobp0BONBHO.

4.8.10 Kak B X088 palbACHUTENEHOR Bece b, TAK K B NHCEMEHHOR GopMe MHbopMUpOBaHHONS COMMacHi,
a Takke MoSex ADYTHE NKCEMBHHBIX MATERKANAX, NDEROCTABNAGMED CYTHEKTAM, GOMKHD GblTe DATEACHEHD
cnegyowee:;

a) McocnegoBaHne HOCKT KCTEDMMEHTANbHEIA XapaKTag.

G} Uene wccnegosaHMA.

B} BapHMauTel NEYeHHa B NpOUEcce MCCNenoBaHny ¥ BEPORTHOCTE CNYHaAHOoro pacnpeieneHya B ogHy
W3 Ty MEYeHuA.

ri Mpoueoypsl MCCNEQOBAHWA, BEMNOYASR BOE WHEAIMEHEE NMPOLUESTY P,

A) DOR3aHHOCTH CyDLerTa.

&) Te acnesTsl HoCNBOOBEAHWA, KOTODEIE HOCAT JKCNEDHMEHTANEHEIN XaDakTep.

#) OwHpaessid pUck WnK Heynobotea ana cybbeKTa, a Takse, B COOTRETCTEVHGLLME CRNydYyanx, ona
aBpHoHa, MNeoa WNK rpyasore pebedsa.

3) Ouoaemels BEIroga Whine nonsaa. Ecnn nonsasl ¢ MegULKHCKOA TOYKM 3DEHMA HE NpegnonaraeTcH,
TO CyDBEKT JomueH ObiTh NOCTARNEH OO0 ATOM B MABBCTHOCTE.

1) FiHEI2, NOMUMO NPegyChOT PEHHSI B HCCMNEQOBAHWK, NPOLEOYEEL MK METOOE TEYEHWA, KOTODLIE MA0rYT
BTl QOCTYNHBE CYDBERTY, 3 TAKKE HX IHAYHMBIE NOTEHLWANLHEIE BRINGOA WHAK NONB3A, a8 TADKE PACK.

K} KomneHcaums wiung neqeqHue, JocTyNHRE CyDbLERTY B CNy4as NpUHMHEHWA Bpena enc 300p0oBhLe B
PEIYNETATE YHACTWA B MCCNE00Ba KA.

n) MNnasupyemMse BeINNaTe cyfReKTY 38 arg yYacTHe B MCCNedoBaHM M, SCcn TAKORLIE MPE0y CaoT DeHb,

) MnaHupyemse packodsl CyTLeKTa, 8cnd TAKoBLIE OHMOAINTCA, CEAISHHEE C 80 YYaCcTHEM B WoCne-
GOBIHWH.

Hp YyacTe cyfeerTa B WCCNedoBaAHKA AENASTCA AoDPOBONLHLIM, W OH MOMET OTEAJATLCA OT YYICTHAR
WM BBIATIA W3 HCCNeOoBaAHMA B NOGoR MOoMeHT BG83 KaKNE-NHE0 CaHKUMA Ang ceba WwnM NoTepl NonomeHHsxX
BhIra.

o) MowuTope:, ayanTopes, SCOMHIK 1 ynonHoOMOYeHHLIE Opradsl B TOR MepE, B K3K0d 3To QonyCKaeTcA
IAKOHOOATENECTEOM, DyOYT WMETE NPAMOH JOCTY K ODWINAHANLHLM MEOWLWHCKAM 3anUcRM cyiwaxkta qna
NPOBERKA NPOUSIYD WA JaHHLX KNAHWHECKIND MCCNEqOBRHNA, HE HEPYLLAA NPH 3TOM KEoOHDHOEHUMANLHOC-
TH OAHHEX CYTLEKTA, W Y4T0 CYDLeKT WNW 8ro 3aKoHHEA NDeOCTIEMTENs, NOANWCEIBARA MKCHEMEHHYE DopLy
HHDODMAPOEAHHOND COTMNACKHA, JAST PAIPELUISHEE Ha TAKMH Oo0CTyn.

n} Jarucd, noeHTuduyupyiowre cybserra, GyoyT coxpaqeHbl B TARHE M MoryT BeiTe PACKDBITE TOMNBKD
B TOW MEQE, B K3KOH 370 JONYCKAETCA JAKOHOOATENLCTECH. Mo NyBnuKaumy peayneTaros KCCNEgoEaHMA
KOHOW IS HLMANEHOCTE aHHBx cyiberta ByneT coxpaHaHa.

ik
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Pl CyDBEKT WNK Bro JAK0HHBIR NPEQCTABKTANL CYO0eT CROSEDEMEBHHD DIHAKOMMEH ¢ HOBON MHdOpMa-
UHer, cnocoBHOR NOANKATE Ha MenaHve CyELakTa NPOJoNMaTe YYAcTHE B WCCTIe N 0B 3HM .

c) Muua, K KoTopEIM MOKHS 0BpaTUTECA ONA NoMYYeHHA QONOMHUTENRLHOR MHdopMaumK of necnegoaa-
HAKM W Npasax cyieeiTos MCCNegoaaHyA, a TAKHE B ClyHae NpWHUHEHHA BpE0a 3N0P0OR0ID CYyDLEKTE B paIyTh-
TaTE &0 YYACTHA B MOCMEO0BAHKNA.

T) BoamosHsg 0GCTOATENBCTRS WIANKA NPWYMHEL, NG KOTODLIM YHacTHe CyDBeKTa B UCCNBaosaHKA MOMET
BT NPEEpaLLEHD.

v} MNpegnonarassas ANUTENEHCCTE YHacTHA CYELeHTa B MCCNedosaHMM.

) MprBNUakTensHoe KoNMHecTes cybLexToR, KOTORoe NPEqNonaraeToA BEMCYHTE B HCCNaqoBaHIe,

4.5.11 MNepeg BENOYeHrEM B HCCNEO008aHWE CyDLEET MW 8ro 3AK0HHBIR NPESCTABMTENE QONMHEaH NoMy-
YKTE NOAMKCAHHER M JaTUPCEAHHE JLISMINAR NUCEMEHHOH DOPME MHDODMHPOBAHHOMD COMMACHA ¥ Boa
ADYTHE NPESOCTARNREMEIE CYDLETaM NMUCMEHHBE MaTEDHank. Bo BpeMA yYacTHA cyBeerTa B Moeneaoaa-
HAM CYOBEKT MNH 80 33K0HHEIR NDEACTABWTEN AONKEH NOMNYYATh NOOMWCAHHES W 0aTWDOBAHHLIE IKISMNNA=
pll Bogx NoOCNegyiowny peaakumd opae MHOODMWDOBAHKCIO COMNACKA 1M KOMNMK BCEX NONPAB0K K ODYTHM
NYCEMEHHSLIM MATEQWANAN, NPEA0CTABNAEMENM CyBnexTam.

4812 Ecnv B KNAHHHECKOM HCCMNED0BAHMA [CEAIAHHOM NMG0 HE CEAIAHHOM C MeYaHHeM | yHacTayioT
CYOLEKTRl, HOTODKRIE MOMYT GhiTh BEMIOYEHE! B HCCMSO0BEHHE TONLKD HA OCHOBEHWA COMMACHA WX J8K0HHEL
NpaocTagdTenad (HanprMep, HECOBERILEHHOMNeTHHE, NALUWMEHTE C BRIPEIKEHHLIM cnaboymwan), To cyDberT
AorseH BeMe NpoMibopMupoEaH 08 MCCNEqOBAHWM B COOTEETCTEMY C 810 CNOCoBHOCTRI0 NOMATE 3TY MHop-
MALMED, W, BCNK CYEREKT B COCTOAHKM, OH JOMMEEH NOOMNMCaTeE KW COBCTREHHODYHHO OaTWDOBATE MKCHIEHHYIO
dopsdy HRDODMUPOBIHHOTD COrNACKSA.

4 8.13 Kpose criyyases, ondcadHsy B 4 814, B 4coneqosaHne, He CEAIAHHDE C NBYaHWaM (T.8. HConeno-
BaHWE, B KOTOROM HE NDESNONArasTea HENOCPERCTEEHHON C MEQWUKHCKOH TOMEM 3IDaHWA NoNbL3IsE ANA Cyiher-
Ta), MOryT DbiTe BEMMHEHL TOMLED CYOBLEKTE, KOTODLIE NEYHG O30T CEOE COMacHe W coBCTBEHHODYYHD
NOANKCRLIBAMT M JATHPYIT NUCLRMEHHYID OpMY MHDODMUDOBANHOID COrNacka.

4814 B vccnedoBalia, He CERIAHHKIE C NeveHues, cyfbesTel MoryT OuTh BEMOYeHE © COMMAackn |y
JAKOHHLIE NPEACTABHTENSA NDH COBNMOEHHK CREOYIOLMY YCIOBWA:

A} Llens MocneaonaHd a He MOoryT ObiTe A0CTAMHY TR NOCPEACTEOM HCCNeN0BEaHnA C YIaCTHEM CyDbEerToR,
KOTOPBIE MOMYT JaTh CEOE COrMacke M40,

G} Cemgacsieid pyucK ANs oy BRexToa HeIHAYHTENaH,

8) OTpUUaTENEHDE BOAOEACTRME HA 100P0BLE CYOLENTa CEROAHD K MAHKMYMY M HEIHAYUTENLHO.

r] Miccnegoeanye He 3anpewe o 3akoHo0aTenCTBoM.

01 OnA eEnoYeEHHA Takuy cyDLerTon Jonmeo BTy 3anpoweso cneyransHoe yTeepsoe naiogobperme
ICOHEIK, vauTeBADWEE 3TOT ACNEKT.

Mogobusie HCocNeQoBaHKA {33 KCEMOYEHMEM 0D0CHOBAHHEIX CNYYER) QON¥HE NPOBOOWMTECA C YHACTUEM
NALMEHTOR, MMEIOWHMX 3350NeBaHme, ANS NEYeHHA KOTOPOro NpeaHasHaqeH iccnenyemei npogyeT. Cybbexms
B TEKWX WCCNE0oBaHay 0MTHHEl HaX0OQMTECA NoG oCoBo TIWAaTeNbHEIM HaGMooesHyan, M WX yHacTHE GOMKHD
GalTe NpeXpaLLEHo, BCNKY ECTE OCHOBAHMWA NONAraTs, YT0 0N HCNBITHIBANT HRe3MepHbIR QUMCHongopT.

4815 Mpy HEOTROEHSLIX COCTOAHWMAX, KOrda 00 BENKOYEHWA 8 WCCNEO0BAKKE HEBOIMOEHD NOMYYHTE
COrMacke camoro CybLesTa, OHD J0MHHD OeiTe 3NPMLUSHS ¥ B8N0 IAKOHHOMD NPESCTIRMTENA, SCNH TAKOBOH
NPWCYTCTEYET. ECni NpeasapuTansHOe CornackHe CaMond CyDhEeRTa HEEDIMOMHD M OTCYTCTEYET 80 3AK0HHLIA
NPEOCTAEMTENS, TO ANA BEMNIOYEHWA CyDREKTa B WCCNedoBEaHMe NomiHEl ShiTe NPEONPAHATE NDEIYCRMOTDEH=
HEIE NEOTOKONGM WHNH ODYTHMI BOKYMEHTAMK W yTEE D OeHHER 0go0pesHse ICOMHIK Mepel, HANpaRNEH-
HEBIE HA 3AWWTY Npas, BeasnacHocTi W Bnarononyyva cyiberTa, a Takke oGecnevyvBamllWe COOTEETCTRWE
HOPMATHEHEIM Tpebopaniam. CyDBEKT MNK 8ro 3aK0HHEIA NPEOCTABHTENEL ACMEEH CbiTe B KPATYUARWIKE CROKK
NOCTARMEH B WABBCTHOCTE 00 WCCNEROSAHMK, W ¥ HEMD JOMKHD OBITh 32NPOWEHD COrMAackHe Ha NPOOMTHE HWE
VHACTHMA B MCCNEA0BAHMA, 3 TAKKE ApyToe COrnacke, Kak 3To nonomeHo {ocwm. 4.8.10).

4.9 3an4cH M OTYETEI

4.9.1 MccnegoeaTtene Soned checney BaTe NpaBMNEROCT, TONHOTY, pasbopYMBocTe M CEOSRpEMEH-
HOCTE MPEOoCTARMEHWA CNONCODY DaHHBx, coOepsawmxc B MPE » B0 poex Tpedyemsin oTHETax.

4.9.2 Nannese & MPK 0omsHsl COOTEETCTEOBATE NEPBHYHON JOKYMEHTALMH, M3 KOTOROH OHH NepaHaceH I
MMEIOWHECH DACKOMOEHNA OOMKHE BbiTe OBbACHEHEI.

4 9.3 Nobele M3MaHEHUA MNK venpaeneHHA B MPK qonxee GeiTe NOANACAHEL, A8THRPOBAHE!, OBBACHEHEI
(Mpy HeoGXoOUIMOCTH) M HE BONMHEl CHPHMBATE NEPEOHASANEHYIO JANMCE (T 2. QOMMEH GhiTh COXPAHEH «O0KY-
MEHTAMNLHBIA CNENE ) 3TO OTHOCHTCH KK K MUCEAMEHHEM, TAK W K 3NEKT DOHHBIM WIMEHEHAAM WKW HCNDaENE HWARM
(ca. 518 .4, o). CnoHcop gomEeH NpeaoCcTARMTE MCCNEROBATENAM HIANK KX YNONHOMOYEHHBIM NPEOCTABMTE=
MAB WHCTRYHLMID O NOPASKE OODMMSHWA TAKHX MCNDABNeHHE. CNoHCOD O0MHaH MMETs MMCEMEHHLIE NDoLE-
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Oypbl, NPEOYCMATRUBIAMLLIMWE, YTO HIMEHEHHA WKW WCnpaeneska B VMPK, BHOCHMBE 8ro yNonHOMOYEHHBIMK
NESACTABMTENAMA, J0XYMEHTANBHO bOPMNAKITCSA, ABNATCA HE0BX0OWMBIMA ¥ 0N0BPAKTCA MCCNENoRATE-
new. Mcocnegosatens JoMeH XpaHTe 3anscy of 3THE MIMEHEHWMAR M MCTIPEENEHHAAX.

4.9 4 Vconegoeatenk/opradmaalma DoMmeHE BEcTH JOoyMEHTALM MO MCCNeqosaHiio COrmacHo paageany 8
HACTOALETD CTAHOAPTA W HOPMAaTHEHLIM TpeboBaHWAl. WocneqoBaTens/OpraHiIagUs Don#Hs NPHHWMATE
MEDLI, NPEAOTEDALLAINWME CIYYARHOE WNH NPEXOEBDEMBHHOE YHRYTOMEHWE ITHE DOKYMEHTOR.

495 OCcHOBHBIE O0KYMEHTE QOMeHLl XPAHWTLCA HE MEHEE OBYE NET NOCNE YTEEMWOSHWA NoCnegHeH
IAABRKM HA PEMACTPAUMIO Npenapata B Pocoun wnn cTpane — yyacTikue ICH » ao Tex nog, Noka Hu ogHa ma
3AR00K He GyQeT HaxoQuTECA HA PACCMOTREHMK K He ByOeT NNasMpoBaTECA HOBRE IAAB0K, MK HE MaHae JBYX
neT Noche ofUuNansHoro NPeKpaLEHHR KNMHMHECKoH paiapatoTe MCCNegyamors NpoayrTa. ITH GOKYMEHTk
OOMHHE XPAHWTECA BoNes ONHTensHER CRoK B CNyYae, ecniki 370 NPedyCMOTReH0 HOPMaTHBHEIMHM Tpedosa-
HHAMM WM JOTOEODOM CO CNosMcoposd. OTEETCTESHHOCTRID CNOHCOPa SENAETCR MHMDOPMWDOEaHHE MCCNEnD-
BaTenAloprasMIause ob HCTEYEHMK COOKa XDAaHEHA OoKyMeHTauMM (cm. 5.5.12).

4.9.6 CUHAHCOBRIE ACNEKTH WCCNEN0BaAHWA A0N#HE GhlTe OTPAMEHE B OOTOBODE MENDY CNOHCODOM M
HCCNenoBATENE M ODraHn3aLBEIA.

4.8.7 Mo aanpocy MoHKUTORA, ayauTopa, ICOMH3K wnu yRonHoMoYaHHOND ORrada Becnafosartens/opra-
HH3ALMA OOMHHE OGECTEYWTE NPAMOE SOCTYN KD BCEM ZAMWCAM, GTHOCAWMMCA K WCCNEnoBaHMeD.

4.10 OryeTel 0 X008 HecneqoBaHMA

4.10.1 HMccnegoeaTenk AoNMed NpeactaenATe IC0OMIK kpatsve NMchMEeH b2 OTYeTE ¢ KOO8 MoCne-
DOBAHAA EXMEMIOHD WK 4ale, ecny aTore Tpebyer ICOMH3K.

4 10.2 Mccnegoeatene SOMEEH HEIaMelnATensH0 NPpeaocTaanATe NMChMEHHEIE OTYETEl CROMCORY,
JCOM3K (caa. 3.3.8) ¥, B CODTRETCTEVIOLMX CMYyHaAY, OPraHKIaLKMA O NIOGLIX HIMEHEHWAK, CYLUECTBEHHD
BNWAKLLME H3 NPOBEEHHE WCCNea0RaHAA WIAMNK YEENMTUHWBARIOWLIWYE DWMCKE ONA CYOLEKToR.

4.11 OTueTHOCTE No G830NaCHOCTH

4.11.1 Obo pcex cepuEaHLlX HEeXEnaTensHelx Aanednuax [(CHA) neobxogrmo Hemegnesso coobilatk
CROHCOPY, 38 MCKMIoYeHnas Tax CHA, KoTopbIe B NPOTOKONE WNK B OPYTOM O0KYMENTE (HanpuMep, B Spowope
HCCNEqoBaTena) onpegenaisl KaK He TReByIoWKMe HEMEONEHHorD CooLeHA. [OCnEe NEPBKYHOND HERE LN H-
HOTo CoDDWeHHA HEODXOOMMO B KpaTYail#e CooKK NPEOCTABHTE NOASOOHEIN NHCEMEHHEK OTYaT. [NeperdyHbi@
¥ NOCNeayIowLmMe OTHETE A0MEHE MOEHTUGHLMDOBATE CYDLEKTOR MCCNedoBaHMA Mo NPUCEoEHHEIM MM YHH-
KAMbHEM KOOEM, 8 HE N3 MMEHaM CyDLEKTOR, NEPCoOHANEHEM MIBHTHDUKALKBOHHEIM HOMERaM WMk agpacan.
Mococnenoearens 4onmeH Tk cobMiogars HOpMaTHEHLE TREBoBAHKA, PErMaMEHTHRYIWWME NpeqocTAEN2HWE
CTHETOR O HENPELEHOEHHbLIX CEPBEIHLY HEMENATENLHEIX PEAKLMAX YNONHOMOYEHREIM opradan 1 JC0OHIK.

4.11.2 060 acex HeMenaTeNbHbE ABNSHEAX WM OTKNOHSH AR NAG0RaTODHEX NOKAIATENEN OT HODMEI,
ONPEAenaHHED. NDOTOKONOM KaK KpWTHUeCKHE 0NA ouexkk BeaonacHocTi, seofxoaumo coobilyaTe cNoHCoDy B
COOTRETCTBWA © TRESOBAHWAMM K OTHETAM 1 B CROKM, ONPENENEHHES CNOHCODOM B NPOTOKOME.

4.11.3 MNMpw coobweHnax o CMEPTH MCCRenoRaTans obAIad No aanpgocy cnoscopa v JCOMHIK npegocTa-
BHTE MIOGYI0 SONONHATEMEHYKD HROODMALHID (HANDWMED, NDOTONON BCEDLITHA M NOCMBDTHEIA INHEDMI).

4.12 NpexgespeMeHHOS NPEKPALLEHHE MMM NPUOCTAHOBRKA HCCNeOOBaAHKA

Ecnw no kakod-nvdo NPUHYUMHE WCCNEOOBAHWE NPEsOespeEMEHHs NPEKPalLEHs HNE NPHOCTAHORMEHD,
HCCNeqoBaTens'opraHnaIagUs QonHHe HEIAMEANWTENBHD WHEOPMUDORATE CYyBLEKTOR MCCNenoBaHWA, obec-
MEYHTE MM CODTBETCTEYIOWEES NEYEHHE M HABNIDOAeHe KW, BCNW NPEIYCMOTREHRD HODMATHBHLIMK TPEGoBIHWA=
M, HHPOPMUPOBATE YNONHOMOYEHHEIE Oprade. Kpome Toro:

4.12.1 Ecne vccnenosatens NpesasapeMeaHHs NPEKDALLEeT MK NpUHOCTAHABNMESaT neonegosaHye Gea
NpeASaMTENLHOND COMMACHA CROMCDPAa, OH OoMWeH CoDBWMTE O ITOM OpTAHKWIALMK, TO8 NDUMEHKMO, W
HCCMNeJ0BaATEN OPraHnIaLMA JOMMHE HEIAMEANUTENEHD NPOMHDoDMUDOBATE 00 3ToM cnoxcopa W 3C0/H3K
¥ NpEgoCTasMTeE cnoxcogy W ACOVHIK nogpobuoe nUceEMeHHoe ODBRCHEHHE NEHYMHE NPUOCTAHOEEA MM
NPELpELLEHWA KCCNET0BAHWA.

4. 12.2 Ecnn CNORCOp NDSKPALLEasT MM NPHOCTaHaanMeast wocnedoparue (oM. 5.21), woconegoeatent
Oon¥EeH He3aMegnuTensHo cooBmTe o8 3TOM ODTraHMIaALIMK, [OE NDMMEHMMO, i MCCNEN0BaTEe Nk OprasuIaLMa
O0M#HE HEFAMEANWTENEHO NEOMHBODMHpORATE 06 aToM ICOHIK 1 npegocTasuTe ICOHIK noopobHoe
NUCHMEHHOE OOBACHEHWE NPUHMHEB NPUMOCTAHOBEN WNA NPEKPALEHMA MCCNEnoRaAHKA.

4 12.3 Ecni SCOMHIK oKOHYATENEHD WM BREMEHHD OT3HBIET yTEeEOeHHe/oaobpeHKne Ha NpoBaa-
HHE HConegosanus (cm. 3.1.2 W 3.3.9), wccnegosatent GomseH coobuuTe ob 3ToM opradkaau i, roe npHame-
HHMGO, 1 MCCNEa0aaTENWOPraHUIaLUNAa JOMEHE HESAMELNUTENEHD NPOWHEOPMUPOBATE 08 3TOM CNOHCORa M
NPEOoCTABNTE CIOHCORY NOGPOGHOE NMUCBMEHHOE OBBLACHEHWE NDWHHHL NEWOCTIHORKA WU NPEKpaLIeHua
HCCNETOBaAHWA.
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4.13 MroroBslid 0TS T MCCNeOOBATENA

Ecnu TpebyaTch, NO 33BEDILUEHKKE HCCNEN0BAHWA MCCNEROBATENL AOMEEH Co0bLWTE 0f 3TOM OprasMaa-
LM, MCCNEnoeaTeNk' OpraMy3auma DonxHe NpeoocTasuTe HOOHIK kpatiii oT4aT of nTorax nceneJoBpaHHs,
a Tarke Bo ToelyeMsle OTYETR YINONHOMOUYE HHEM ORraHam.

5 CnoHcop

5.1 ObecneYeHHe KAYECTEA M KOHTPONL KAYeCTEA

5.1.1 Cnoscop OTREYAET 33 BHEODEHWE W NOOOEKAHHE CHCTEM OD8CnEYeHHA W KOHTPONA KaYacTea C
NACEMEHHLIE COTT, KOTOPEIE MMEIOT CEOSH BNk DOBCNEY|TE NPOBESEHNE WCCneqoaaqun, cBop, percTpa-
UMD 1 NpedcTAENEHHE JaHHEX B COOTBETCTEMM © NpoToRoNoM, GCP W HOPMATHEHEIMA TReGoRaHHAMH.

5.1.2 Cnoxcop oTBEYacT 3a obeacneweHWe COrmacka BCeX BOBNEYEHHBY CTOPOH HA NPeA0cCTaBneHse
NpAMoro AocTyna (oM. 1.21) B0 Boe YUACTEVIOLWHME B MCCIe 0B HKM LBHTDE], KO BCEM NeparYHEIM DEHHLIMIO0-
KYMEHTAM ¥ OTHETAM B LENAX WX MOHMTODMHNE 1 ayoWMTa CNOHCOPOM, 3 TAKKE MHCTIEKLAWY HAUWOHANBHEMEA 1
MHOCTDEHHBIBAK YIOAHCMOHEHHEIMM ODraHaMM.

2.1.3 KouTpone Kad4ecTaa cnedyeT OCyWaCcTRNATE Ha BoeX aTanax paboTel C GaHHbIMKA, 4ToBR 0Becne4HTs
WX QOCTORBEDHOCTE W NPaAUNEHOCTE 0GpaboTM.

2.1.4 Jorosopsl Mexay CnoHCOROoM M MCCNEA0BATENEM OPrasHIauned MM MoSol goyrol yHacTRYIIWER
B MCCNBOOBAHKWH CTOROHOW ACMsHsl ObiTh COCTABNEHLI B NMWCEMEHHOE QODME KaK YacTe NpOTOKOMNa WKW B8
KAYECTEE CAMOCTORATENBHELY QOKYMEHTOR.

5.2 KOHTPaKTHaA WCCNeaoBATENLCKAR OPraHK3IaLMA

5.2.1 CRoHCOp MOMET NOMHOCTENY WKW YacTU4HO NepedaTe obBRaaHHoCTH M QyHKLMK, CEAIAHHLE C
NPOBEOEHMEM WCCNEdoRaHWA, KOHTRAKTHON MCCNefoBaTenLCHoR OprasaaUmr, OOHAKD CTEETCTEEHHOCTE 38
KEHECTED W NOMHOTY NOMYEHHBIX B X008 WCCNeaosaqun JaqHbIX BCerqa NesnT Ha cnodcope. KouTpakTHan
WCCNBACEATENLCKAA ORrAHWMIALWA OOMEHS OCYIWECTENATE MEps Mo 0GacnaqeH e 1 KOHTRONID KEYECcTRA.

5.2.2 MNepenaqda KOHTPAKTHOE WCCNEQOBATENBCKOR OpPraHy3atne mobsix CEBRIAHHEIX C HCCNEO0BaHWEM
OBAIAHHOCTER W YHELWA JOMeHE BT JOKYMEHTANEHD ODOpMNEHa.

5.2.3 Boe caAlaHHkbie C MCCNegopaHrest 0BA3aHHoCTH M DYVHKLKK, HE NepedaHH B KOHTDAKTHON noone-
OOBATENLCKOH OPraH|3aliiyg, OCTAKTCA B KOMNETEHLMWK CNOHCODa.

5.2.4 Boe, 4To B HACTOALLEM CTAHMOAQRTE KACASTCA CNOHCODA, TAKKE NDHMEHKMO K KOHTRAKTHOW Moone-
AOBATENECKORE OPraHnIaLMKe B TOW MEDE, B KOTOPOH KOHTRAKTHAR MCCNEf0saTENBECEAR ODFAHKIALMA NPKHAMaBT
Ha cebf o8R3aHHOCTIA W dYHELMK CNOHCODa NO NPOBEAEHHID HCCNE00BaAHNA.

5.3 MegvumnHcKan keanvuKanmra

CNoHCop A0MKEH HaaHa4 M Te 0BNagaoWw i COOTBETCTBYFOLER MEQMUMHCKOH KEANMDHEAUMER NepcoHan,
KOTOPGRIA QOMEEEH BeiTe BCETOA JOCTYNEH GNA PELEHWA CRRAIAHHEIX C MCCNEQOBAHMEN BONDOCOE BB LRLNHCKOMD
xapakTepa. Npd Heobx00MMOCTH ONA ITOH Lend MOryT BhiTe NEHENEHEHE BHELLHWE KOHCYNLTAHTE.

5.4 Ou3aainH WocneaosaHma

5.4.1 CnoHCOp AOMEEH NDHENEKATE KBANWERWLMPOBAHHEE WL (HanpuMep, SHOCTATUCTHKDR, KNMHHYEeC-
KHX PapMakonoros, Bpaded) Ha BoEx atanax WCCNefjosaHyvs — OT paspaboTed npotokona, MPK 4 nnaka
CTATHCTHHYECKDID aHANKaa 00 NoQroToskr NPOMENKYTOHHONS ¥ OMHANBHOMD OTYETOoA.

3.4.2 Tarme cM. paanen & HacTOAWEro cTangapta, pyroeogoTes ICH «CTpykTypa W COgepMaHne oTHeTa
O KMAHMY4SCKDS MCCNegoaaHHMHs M ADYIHME COOTRETCTEYHWME pykopoacTea [CH no graaduy, npoTokony |
OpTaHMIALNK HCCNENOBAHUA.

5.5 MeHaoHMeHT MCCNegoBanMA, padoTa ¢ AaHHbIMA W BedoHWe QOKYMEHTALWK

5.5.1 Cnodcop obaRsad NDUBENEKATE GONaJaKLWKE COOTEETCTEYVIOWEH KEANNMEALWER MMy ONs oSWero
DYKOBOACTEA WCCNeaosaqHyed, paboTel © JAHHBMEK, BERWDWKALWMA OaHHBE, NPOBSOEHKR CTATHCTHYECKOrD
AHANKAA 1 NOGrOTOEKY CTHETOR 00 WCCMEnoBaAHMN.

5.5.2 Cnoscop MOoMeT NPpUHATE pewenne ob 0DpasoBaHMK HEIABWMCUMOrD KOMMTETE N0 MOHMTORMHMY
OanHbix (HEMO) ona paccMoTpe A X003 KNUHEYECKOND KCCNegosaHya, BKMIOYaA DacCMOTREHWE QaHHLX Mo
B&30NACHOCTH W OCHOBHLIX NapaMeTpos HPhekKTHBHOCTH, @ TaKse ANA BRpaSoTHd pekoMEHIaALMA CNOHCODY
0 UEnecoobpaHocTi NPOJoNMeEHta, NPEKPALLeHHA MCCMNEO0REIAHKA WK BHECEeHWMA B Hero wamereHri. HEMO
OOITHEH MMETE NACHMEHHEE ONEPALKOHHEE NEOUEOYPE M BECTH MMCEMEHHLIE IANWUCH BCEX CROMX 3aCeaHHA.

2.2.3 MpK MCNONEI0DEAHKI INEKTROHHEX CHCTEM GNA paboThl C 0aHHEIMA UCCNEQOBaAHMA WIANH 3NEKTROH-
Hil¥ CHCTEM YOANSHHOMD J0CTYNA K QaHHLIM CHOHCOD OOMHEH

a) OHecnsunTe W QOKYMEHTANEHD GQOPMKETE COOTRETCTRWE CHCTEM MNEKTROHHOR 00paBoTEM AaHHBX
YOTAHOBMNEHHEIM CNOHCOPOM TPEEOBAHWAM K NOMHOTE, TOUHOCTH W HANEKHOCTA AaHHLI, 3 TAHE CTAOWNEHOCTE
OOCTHHEHWR TRROYeMoro peayNsTaTa (T.6. BanugaumMio).
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G) MmeTe COM No “cnONBICBAHWMKID ATHX CHCTEM.

g) ObecneddTe paboTy CHCTEM TakuM oGpasom, JTOO0H MOMHD GRNG HIMEHATE OaHHBIE W NPW 3TOM
BHOCHMMBIE MaMEHEHKHA BuinK Obl 3300KYMEHTHROBAHE], 4 PAHER BEEOEHHEIE JaHHLIe He Benk Bul yoaneHs
[T.&. MMENCA JOKYMBHTANBHBIA Crea).

r} MsdeTs CHCTEMY 3ALLW TSI, NDE0TEPAWLAIOWYID HECAHELMOHADOBAHHLIA BOCTYN K DaHHBIM,

O) MMeTE CIMcok MKy, HaOeneHHbIX NPaBosd BHOCWTE HWaIMEHEHWA B Daddse (oM. 4.1.5 4 4.9.3).

g} OSecnadyrBaTe A0eKEATHOE DEIEPEHOE KONWPOBAHME 03 HHEL.

#) COXpPaHATE MACKKMPOBKY B WCCNENOBAHWAK, NPOBOOMMEIX CNENsM METOO0M (T.8. COXPAHATE MACKA-
POBEKY NpW BRO0E W 0GpaboTie QaHHeK).

5.5.4 Ecnn B npoyecce oSpaboTs aHHbie TRpaHcopMEpyIoTcR, BCEr0a Q0MHHA CYLLECTEORATE B0 MOMN-
HOCTE COARHEHWA MCXOOHBLIX JaHHLX C ODpafoTaHHEIM M.

5.5.5 CnoHcop QOMNMEH WCNoNBIoEaTE YHMEANEHEIA MOSHTHDWEAUWMOHHBIA Kod cybwexTa (cm. 1.58),
NOZBONAKALMWA HOEHTHEMUMDORATE BCE JAHHEE MO KAKOOMY CYDBEKTY.

5.5.6 Cnoxcop Ny apyrke BNanansdsl GaHHBR GOMTEHEl XPEHNTE BOE OTHOCALMECR K CNoHCORY OCHOR-
HEIE JOKYMEHTLI NO MCCNEnoaaHMIo (CM. paanen 8 HacToRLLErD cTanaapTa).

5.5.7 CNoHCOp ACITHEH XPAHWTE BOE OTHOCAWMBCA K HEMY OCHOBHE DOKYMEHTSI NO WCCNefoaa ko B
COOTRETCTEMW C HODMATHEHLIMK TREDOBAHKAMY TeX CTPEH, B KOTOpRE NPOOYET OO00peH WKWK B HOTOpRIX
CROHCOp cobUpasToA obpaTHTECR 3a oaobpasHHen.

5.5.8 Ecnu cnoscop NpeKpalasT KMMHASSCcEY D paspaboTky MooneayeMore NpoaysTa (Mo ooHomMy wd
BCEM NOKRIAMWAR, MYTAM BESOEHMS, NEKapcTBeHHBIM DOopMaM), 0H OOMMEH XPaHUTE BCE OTHOCALWECH K
CNOHCOPY CCHOBHBLIE OOKYMEHTE! N0 MCCNEA0BAHMI0 B TEYSHWE N0 KPAAHER MEDe OBYX NET C MOMEHTa oduLX-
ANBHOM NEEKNaLEHNA pRIpaboTM 1Ny B COOTRETCTEMK C HOPMATWAHEIMK TPEGOBEIHMAMMK.

5.5.9 Ecnu cnoHcop NpeKpalasT KNAHWHECKYH: paipaGoThy WCCneqyesmoro NpogyeTa, ol A0ITEeH coad-
WkTE of 3T0M BCEM YYHACTEYIOWMM B MCCMNENOBAHANY MOCNEaoaaTEnaAm/ opraHIguuam 1 yNonHOMOSEHHEM
CpraHan.

5.5.10 Nwban nepegada npae coBCTEREHHOCTH Ha JaMHee 0OMmeHa BeiTe JOBEOEHA 00 CRE0EHWA YyNon-
HOMOMEHHEIX OPraqon B COOTRETCTEMN C HOPMATUEHRIMK TREeGOBaHWAMIA.

5511 OTHOCALWMECA K CNOHCODY OCHOBHLIE OOKYMEHTEN A0MHKHL XDAHWTHEEA HE MEHEE OBYX NET NOCne
YTEEDHOSHWA NOCNE0HeR 3aREKd Ha perMcTpaunmno npenapaTa B Poccyd nnn cTpade — ysacTHuue ICH » oo
TEX Mop, NOKa HA OOHA W3 3a8B0K HE BY18T HAXOAMTECA HA DACCMOTDEHWK K He BYOeT NNaHWDOBATECH HOBLIX
IARBOK, KNW HE MEHEE JBYX NaT NocNe shUUMansHorD NpEXDEaWeBHna KNMHKYEcKol fases paapadoTin nocne-
OYEeMOors NpoEYKTa. 3TH JOKYMEHTEl ACITHHEl XPaAHMTECA BONEE ANWUTENEHLA CROK B CNYYae, 8CnM 310 NpEgyc-
MOTDERD HOPMATHBHEIMM TPEGOEIHMAMK WK HEDBXOOUMO CROHCOPY.

5.5.12 CnoHCcop GON#ed B NMCEMEHHSH hopMe nHDopMHMDORaTE MCCNegoeaTeneiioprannaaumn o Heob-
XOAMMOCTH XPAHEHWA CBAIAHHLIX C UCCNEAOBAHWEM JANUCER, 8 TAKE NUCHMEHHD HIBECTWTE WX, KK TOMLHKD
HEDOXOOMMOCTE B ankHERLLEM XDAHEHKK 0TNA0ET.

5.6 BeiBbop nccnegosaTens

5.6.1 CnoHcop HECET CTRETCTEESHHOCTR 338 BMDOp MConegosaTeneiopradaauni. Kaxgmi wecneqoea-
TNk OOMKEH HMETE KEANWMKALMGD, ONBIT M DECypchl (ca4. 4.1, 4.2), 00cTaTOUKBIR ANA NPOBEOEHMA HCCNEa0-
BAHWA, ONA KOTOPOrs OH Bebpad. Ecnk B sMHOMCUeHTROBRD WCCNEOOBAHWAX HE0OXOOMMO OpraHHICBaTE
HOODOMHALMOHHBN KOMWUTET Wiine BeiBpaTe KOODOMHATODOR W3 YWCMa MCCnenoRaTensd, TO aTo AENRAETCA
OBAIAHHOCTRIO CMIOHCORA.

5.6.2 Jo nognucasKa OoroBopa C MCCNenosaTenas/oprad-zagned Ha NpoRageHrE MCCNeqoaaH A CnoH-
COp AOMEEH NPpeaocTaBuTs MCCNeosaTenio/0praHuaaLHMe NRoToRON W BpoWoDY WCCNEOoBRATENA B TEKYLIeH
PEOSKLMH W 03Te HCCNefoBaTeno0pradyiagqy JOCTaTOuH0E BpEMA ONA OIHAKOMMNEHHA © NPOTORONOM M
NpeaocTasnasHHon nHopMayMei.

5.6.3 Cnoxcop SOormkeH NoNyYuTe COrMacke MConeqoBaTenA/opraHMIamgvA;

a) NpoBcOWTeE WCCNEqoBAHWE B COOTEETCTEMH C GCP W HopMaTHaHuIMKM TpebosaHuamMe (cu. 4.1.3), a
TAKHE C NPOTOKONOM, COrMAcoBaNHBIM CO CNOHCOROM M YTEEDHKASHHEM 0a0BpeHHEM SCOHIK (ocm. 4.5.1);

G) cobmogats NPoUenypsl PEMTHCTRALMATNPESCTARMEHHA DaHHbIX;

B} HA NPOBEOSHKE MOHUTODWHIE, ayOUTa W MHCHeKuKniA (cM. 4.1.4);

I} XPAHUTE CCHORH LIS OOKYMEHTE], CEBAIAHHLIE C WCCNEO0BAHMES, 00 TEX N0D, NOKa CNOHCOD HE CooBmMT
HCCMNEROBATEMODDTAHWIALMK, YTO 3TH AOKYMEHTR Bonswe He TpebyioToa (ov. 4 9.4 1 5.5 12).

CNoHOOP ¥ HCCNEQOBATENE/OPTAHWIALMA OOMEHE NOANKCATE NPOTOKON WK WHOW JOKYMEHT, NOOTEE -
OEKHUKA 3TO COTMACHE.
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5.7 PacnpeganaHue oBA3aHHOCTER

[o Havana WCCNeqoBaHnA CoHCOD AOMEEH YCTAKROBWTE W DACNPEISNHTE BOe CEAIAHHLIE © WCCneacaa-
HUEM DBAZSHHOCTI 1 Y HELMK.

5.8 KomneHcaukKy cyDLeKTamM 1 HCCNeaoeaTanam

32.8.1 Ecni npeaycMOoTREHD HODMaTHRHBIMA TPeBoBaAHKAMK, CNOHCOP GONMed oDecneyHTe CTRaxoRa e
Wi TApaHTUDO8aTE I0PHOWHECKYID 1 DUHAHCORYIO NOOLE MKy MCCNeqoEaTENA/ORraHuIanui B criy4as npedh-
ABMEHWA WA NPETEHIWA, CEBAIAHHER © HCCNEROBAHWEM, 33 MCKMIYEHHEM TEX NPETeHIME, KOTOPLIS BOIHHETK
B pEIyNsTATE YMBICNA WK HEOCTOPOMHOCTH CO CTOROHE MCCNE2do0BaTENA KN YWISHOE WCCNEqoBaTaNsLCKoro
KOMNMEKTUBE.

5.8.2 MNMpaesna w NpoUEdYPL CNOHCOPa SOMHHE NPELYCMaTRMBEATE BOIMELLEHWE DACKOOOB Ha NeYeHns
CYOLEXTOR B CMyYae NpWHMHEHWA BpE0a W 30000860 B DEIYNETATE X YYACTHR B MCCNEASBAHKWK B COOTRET=
CTEHM C HODMATHEHEIMH TPEDOBAHHAMK.

5.8.3 Ecnu cy B bakThl HCCNEJ0BaAHMA MOMYYAKT KOMNEHCALMIO, NODAZOK M CNOCOG KOMNEHCALWK QONHHE
COOTRETCTRORATE HOPMATHEHLIM TReboBaHMAM.

5.9 DuHaKncHpoBRaHKE

TUHAHCOBLIE ACTEHTL WCCNegoBaHnA OOMHHEl DuiTe OKYMEHTANLEHD OOOPMNEHsl 8 BUOE A0M0BOPA
MERIY CIOHCOPOM M MCCNedoRaTenem/ opraHHIaynen.

510 YaegoMneHWe ynonHOMOUSHHLIX OPraHoa/nogaya IaaBkH B yNoNHOMOYeHHER OpraHisl

[o Hauana KNMWHWYeCKOro MCCNBnoBaHKAa CoHCOD (MNK CROHCOD COBMEBCTHD © WCCNEAOBATENEM, BCNK
3TO NPEAYCMOTPEHD HODMATHEHbIMKY TPEGOBAHMAMKM] OOMEEH NoAATE B COOTESTCTEYHILWE Opradbl BCE
Tpebyemele IAABKK 4NA WX BPACCMOTREHKA, NDPHHATHA HIATK NOMYYEHUA PAZQEWEHNA HAYATE MCCNEO0BaHNE
(B 38BMCHMMOCTH OT HOPMATHEHLX Tpebopaddi). Boe yBEEOOMNEHWAMRAABKA O0MEHL ObiTh JaTWpORAHBEL K
COOGBDHATE AOCTATOMHYID MHDODMALWKD ONA $OEHTHOMKALWM NPOTOKOMNS.

511 Nogreepwaedde paccmoTparua ICOH3IK

5.11.1 CnoHcop Acn#eH NoNyYqTeE 0T MCCNeaoRaTena onraHu3assn.

a) HauMenoeanke 1 agpec JCOMHIK noonegoeaTenA/oprasuIaLmMy;

G} nogTeepsaeHne oT ICOM3K Toro, YTo OH OpraduMIcean v gedcTeyer cornackHo GCP W cooTBaTcTRy-
FOLLLEMY SRKOHOOATEMCTRY,

a8) QOKYMEHTANEHO ohopMnexHos yTEepHoaHMe/onobperre DCOMHSK 1, no TpeboBaHMn cnoHCopa,
KOMAK TEKYLLEH BEPCHM NPOTOKONA, NWChMEHHOR opMel HRDODMUPOBAHHOND COrMackA M MIOGEK ApYTHX
NPEOoCTARNAEMbY CYyDLEKTAM MUCEMEHHLIX MATEDWANOS, 4 TAKKE ONWCAHWE SEACTEMA NO NPHBENEYEHKI0
CYDBEKTOR K yYACTHH B WCCNBJoBaHMK, OOKYMEHTOR, OTHOCALLMXCA K NPegycMoTpeHHs 0nA cybbekTos
BLMNMATAM ¥ ECMIEHCALMAM, ¥ NOGEX HHBIX DOKYMEHTOR, KOTODLIE MOMMK BkiTe JaTpeboparsl ICOMHIK.

3.1 .2 Ecnu 3C0O/H3K 06y cnoanyeasT Begady CEOEMD YTREDMIEHMA/OG0DDeHHA BHECEHHEM MIMEHEHHA
B Karde-NuGo acnekTs HCCNEqoBaHWA, HANDUMED B NDOTOKON, MWCEMEHHYIO DOpRY WHODMHDOBEIHKROMD o=
MACKA UMK MoBLIE HHLIE NPEACCTARNAEMBIE CYDLEKTAM NUCHEMEHHEIZ MATEDWANE WUNK OpYrMe Npoueaypel,
CTIOHCOD OONMEH MoNy4dTE OT WCCNEdoBATENAORrAHHMIALKMK KOMWK BCEX WIMEHEHHER AOKYMEHTOE W JaTy
NONYYEHHOND YTREEpHIeHHA/ogobpeHna ICOH3K.

2.11.3 Cnoscop gorses Nony4dTe oT WCCNedoaaTena/opraskaaUMy JOKYMEHTaLMI0 ¥ JaTe mobkix
NOBTORHLIX yTEepEIe A /ogobpeHni ICOMHIK, a Take peweHHd o OTILIBE UMW NPACCTAHOBEKE DaHee
BLOAHHOND YTREDH ISHUARIDO00DEHNA.

5.12 Mndpopmauma ob vocnagyemsnd NpoayKTax

5.12.1 Mpe NNAHWDOBEAHKM KCCNegoBEaHME CNOHCOD JOMEEH PacnonaraTe JoCcTaToqHb M OO BEMoM Nomy-
UEHHBIE B OOKMHHWYECEHX HIANH KNHHMYECKHY HCCNEd0BaHWAY OaHHEE N0 Ge30NacHOCTH W MDEKTHRHOCTI,
ONPARLEROLAE NDWMEHEHWE HCCNEOYEMOTD NEDAYKTA C HCNONBIOBAHKWEM COOTEETCTEYIOWWK MyTeH BBEnG-
HIAA W 003 NpW COOTEETCTEYIOWER OMUTENLHOCTIA W B COOTEETCTRYHILEA NOMyNALKIA.

5.12.2 CnoHcop AormseH of HOBNATE Boolepy HCCNea0BaTans No Mepe Nomy<eHUA HoOBOR CYLLECTREHHOM
MHpOopMaLK (CM. paigen 7 HacToRLErD cTangapTa).

513 NpowaepoacTRo, YNAKOBKE, MADKHWPORKS W KOAWPOBAHWE HCCNaayeMiiX NPOOYKTOR

3.13.1 Cnodcop gonses obacnednTe, YTobk MCCReOyeMbIe MPoOyETE (BENKYaR, B COOTEETCTREY IOLLHX
CMYy43AK, aKTHEHEIE NPEN3DaTLl CPAAHEHHA W MNEueto) HMEnK XapaKTepdcTUEY, COOTRETCTEYHOWWE CTAOMH
paipaboTEK AaHHLX NRPOAYETOR, DENY NPOMIBE0eHsLl B COOTEETCTEBHK C NPUMBHHMEIMKY TRebosaHHAmMK GMP
W, B COOTRBATCTEYIOWMY CNYyYany, JI8K00UD0EaHE U MADKKPOBAaHE! TAKWM 0Bpa3om, YTobM oBecneqY T 3aLLMTY
MACKADOREM. Kpome Toro, MapidpoBKa O0NMHA COOTRETCTEOBATE HODMATHRHLIM TREGOREHIAM.

3.13.2 CnoHcop Jomses onpeieniTe ANA WCCNaayemMsx NPpoaYKTOR TeMNepaTyRy XpaHeHnd, YCnosua
KPAHEHWA [HANDHMED, B 3AWLLSHHOM OT CBETa MECTE), CPOK XPAHBHWA, DACTROPWTENH W NPOUSOyDE ANA
paIseneHna M BOCCTAHOBNEHWA, 8 TAKHE, 8CITH TAKOELIE NDENYCMOTDEHLI, YCTROMCTES ANA BEEOSHWA NDOIYE-
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Ta. Cnoscop J0Mmsed HehopMUpOBaTE Of aTHx TRPEGOBAHWAY BCE BORNSUSHHERE CTOPOHE (HANPHMED, MOHMTO=
OB, MCCNENOBATENEA, NEOBKIDPOE, MWL, OTEETCTEEHHLIX 33 KPaAHEHWE ).
5.13.3 Vlconeayemole NpoayKTe GONMHE BRTE YNakosaHes! TaK, YTobp NpeqoTRpaTHTE MK ZJarpaaHaH e 1

ODECMHEYMTE KX COXPAHHOCTE (MPMIOAHGCTE ) NPK TRAHCNODTUDOBKE W XDaHEHWA.

5.13.4 [ina wccnedosadki, B KOTOPRX MCNoNkIYeTCA CNencd MeTod, CMCTEME KOJHPORaHWA MCCnenye-
MOMD NDOOYETA OOMHHA BEMNOYATE B Ce0A MEeXaniasnM, NOIBoONAKLLME, B 3HCTPEHHLIX CMyYaax, BeICTRO WOSHT -
PHUMPOBATE NPOAYKT, HO, B TO Me BPEMA, HE OO0V CKAWHA BOIMOMHOCTH HEISMETHD DECKDETE KOO,

5.13.5 Ecnwn nekapcreeHHan opma wocnegyemMoro NPoayKTa MnK NpenapaTa CRaEHeEHA Ha KNMHMYEC-
KO 3TANE WIYYEHWA BLiNa CYLLECTESHHD MIMEHEHA, TO 00 KCTIONBI0BAHMA HOBOH NERapcTBeHHOR fopMel B
KMAHMHECKHY HCCNEQOBAHWAX Q0M#HHE BTk NONYYEHE PEIYNETATE NI0GsX J0NONHATENEHEY BCCNEL0BAHUA
OAHHOA NekapcTeeHHol GopMel Npoaykra (Hanpumep, cTafunedocTd, pacTBOpUMOCT, BUoLoCTYNHOCTH),
HEDOXOOMMES ANR OUBHEW TORD, CNoCoDHE NA J3HHES HIMEHEHIA CYLLBCTESHHD NOBNWATE Ha DA pPMAKDKHHE -
THYESCKMA NDOdANE NEOGYKTA.

5.14 MNocTaeka MoccnegyeMulx NPOOYETOR M NpABMNA 0GpAIEHHA C HUMMK

5.14 .1 Cnoxcop oTEEYAET 3a NOCTARKY MCCNEOoEaTeN'ODIaHHIaUNH HCCNEqYeMonD NEoayKTa.

5.4 2 Cnoxcop He AOMeEeH NOCTARNATE KCCNegyeMbli NROAYKT WCCNeaosaTenyopradiaaLmin 0o Tes
Nop, NoOKa He NonyddT Bck Tpebyemy: QokyMaHTauue (Hanpusep, yTeepsaedmne/ogobpenre ICOMIK M
YIOMHOMOHEHHBIX OpTaHoB).

5.14.3 MNucaMeHHbe NDOUSOYDsl CROHCOPa JOMHKHE BEMNCYATE B CB0A MHCTRYELKMK OANA ACCNenosaTe-
NA/OPrasKsaLlHe No NpaBKnaM XpaseHiid MCCNeqyaloro NPOgYETa W oGpallaHKA G HAk, 8 TAOKE N0 BEgEHHK
COOTRETCTEYHOLLEA HoKyMeHTauWY. MNpouefypsl LONKHE ONWCHBATE G230NacK0s NOMYYEHWE WCCNemyemons
NEoayKTa, oDPALLEHE C HWM, 870 XPAHBHWE W BEOAYY, HILATHE HEMCNONLIOEHHOMD HCCNEIYEMOro NPoOYyKTa
¥ CyOBEKTOR 1M BOIERAT 8M0 CNOHCOPRY (NME0 WHOE PACNOPREEHHE HEHCNONEIOBAHHEIM NPOOYKTOM, 8L 3T
CAHKLMOHWPORAHD CNOHCOD0M W COOTBETCTEYET HOPMATHEHEM THEb0RaHWARM).

5.14 4 Cnoxcop Qomses:

a) obecnEyiTe CROSEDEMEHHY IO NOCTABKY MCCNE0YEMBIX NPOAYKTOE WCCNEeA0BaTenan;

G) DOKYMEHTURORATE NOCTABKK, NOMNYHYEHWE, BLOaYY, BOIBPAT K YHAHTOMEHHUE (MWGD HH0E pacnopRMe-
HHE} HCCMEQYeMBalX NPOAYKTOR (Cs. paigen B HacToAWErD cTannapTa),

B} MMETE CUCTEMY BOIBPATA HCCNEIYEMONs NPOOYKTa M SOKYMEHTHROBAHWA NOAoGHOMD KIBATHA (HaNEKR-
MED, OT3kEa DpakoBaHHOrD NPOOYKTA, BO3BPATA NPOOYETA NOCNE OXOHYAHMA WCCNEA0BAHMA WK N0 MCTEYEHUK
CROKE rogHOCTIAY,

I} MMETE CHCTERMY YHRCUTOREHHA [NWED MHOTD PACNORAHEHUR ) HEWCTONBI0BAHHEIX HCCMEYEMBIX NPOIYK-
TOBR W OOKYMEHTUROBAHWA NOA0ODHOMND YHHUTOHEHKA (MMB0 MHOMD DACNODAMERMA ).

5.14.5 Cnoxcop SOnH#aEeH:

a) MpuHATE MeEpsl Mo 0BECNEYEHWID CTAGMNEHOCTH WCCNeayemMbiX NEOOYKTOR HA NPOTRHEHHW BCETD
NEpMoaa MCNoNeEI0BAHKA.

G} FMIMETE OOCTATOYHOE KOMNWYECTED MCNONLIAYEMOTD B WCCNENoBaHHAR HCCNedyemors npodykra, YTodil
NoATEEDOWTE, B CNy4as #eobiX0aMMocT, 8ro COOTRETCTEME CNEUMWDVKALMANM, 8 TAKKE BECTH YY8T AHaNHIoE
W XapakTepacTHi oGpasyose NpodykTa M3 NapTHik. B 3aByCHBMOCTH OT CTAGMNLHOCTH oBpailbl OON#KHE GHTE
COXPAHEHE! MWB0 B0 OXOHYAHWA SHANKA JaHHBR N0 MCCNeqoEaHng, NUEC B TEYEHWE CROoKE, ONPedeneHHons
COOTRETCTEYHLL MM HODMATHEHLIMIA TREE0BAHWAMIW, HCXOOA W3 TOMD, KAKDH Nepuod fEnAeTes Bones QJnN|Tens-
HEsl M.

5.15 JocTyn K 3anucam

5.15.1 CnoHcop OonweH NpegyckoTpaTs 8 NPOTORONE M MHOM MACEMEHHOM COMrMallatuk ob83aHHoCcTE
HCCNeaoBaTENAOPraHnIalHMy 0SecnedrTe NPAMOR QOCTYN K NePBAYHEIM J3HHEM QOKYMEHTILMA ONA Lened
MOHHTOPWHE, ayauTa, 3cnepTiie 2C0MH3K, a Tawse HHCNEHUKMKY CO CTOPOHE! YNOMNHOMOMEHHLIX Opraqos.

5.15.2 CnoHcop gorsed yOequTecA B TOM, Y4TO KEa¥OsE cyBeekT 0an NUCEMEHHOE COTMAcKE Ha NDAMON
OOCTYN K 80 ODErMHANEHLIRA MEOHLENHCKEK 2aNUCAM ONA WEned MOHUTODKHNE, ayanTa, skcnepTras JC0MH3K,
A TAKKE HHCTIEKLMW G0 CTOROHE! YNOMHOMOYEHHEY ORTaHoB.

5.16 WHdropMaumA, OTHOCALWAACA K BelonacHocTH

5.16.1 Cnoxcop OTEEYAET 33 NOCTORHHYIO OUSHKY BeI0nacHocTH MCCneqyeMsix NPoayKTos.

5.16.2 Cnodcop Q0mHeH HEIaMeanUuTensHD YBEL0MHTE BCEX 3aHATLIX B MCCNEd0RaHng MCCneqoeaTe-
NER/SRraHWIALMA, 3 TANKE YIOMHOMOYSHHLIE OPraHs! O NONYYeHHBIX QAHHER, KOTODEE MOMYT HEGNAroNpHATHD
OTRAIVTECA HA GE3I0NACHOCTA CyELEKTOR, NOBRNWATE HA NPOBEISHKE HCCNEOOBAHWA NWS0 NIMEHNTE YTREDH-
penvedopgobperne ICOH3IK Ha npoaorEeHle WCCNe qoBaHHA.
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517 CoofuweHKa O HEXENATENLHBIX DBAKLIWAX

5171 Cnoscop QOMEEH B BOAMOMHO DONee KOpoTEMA cpok COOGWATE BOEM YYACTEYIOWKM B HCCnenn-
BaMWH WoconenoeaTenAmoprasMaausam, ICOMHIK, roe a1o TpebyeTon, a TAKE YNOMHOMOYSHHLIM OpPraHas
0f0 BCEX HEMENATENEHEX DEIHLWAX, KOTODBIB OQHOBDEMEHHD ABNAIOTCA CEPBEIHBIMA 1 HENDEIRHMIEHHBIMA.

5.17.2 Takve IKCNPEcC-0TYETEl A0MEHLl COOTBETCTROBATE HOPMATUEHEIM TREGOBIAHWAM W DYHOBROOCTRY
ICH «OueHEa QaHHBIX MO KNTWHWYSCKOR Be30NacHoCTH. TEPMHUHONOMNAA W CTAHJAPTE IKCAPECC-0TYETHOCTAS .

5.17.3 Cnoscop Aon#ed NpeJcTaEnaTe Ha PACCMOTDEHHE YNONHOMOYEHHLIM ORraHaM BCE HOALIE OaH-
HEIE 1 NEDUOOHYECKNE OTHETR NO BEIoNACHOCT HCCNEnYeMoro NpOOYyKTa B COOTEETCTRMK C HODMATHRHEIMH
TpeGoRaHNAMM.

5.18 MoHUTOPHHT

5.18.1 Uens

LNk MoOHWTODKHNRE WCCNeJoBaHWA ABNASTCA NDOBEKEA TOMD, YTo

a) Mpasa w onarononyyise cyibekToR 3aULMILEHSI.

6} MNpeocTanne HHEIE DaHHBEE ABNAKTCA TOHHBIMA, NONHLIMK M NOOTESDHLAKNTCA NEREMYHOR TOKyMEHTa-
Lve.

8) McocnegoeaKye NPoOBOOMTCA 8 COOTRETCTBAM C YTREDHOEHHOR TEXVILEN BEpCHEN NPOTOKONA NONpasoKr,
GCP W HopMaTHREHBBAW TREDOBaHUAMA.

5.18.2 BuiGop MOHWTOROR W KX KBANWGHKAL WA

a) MosMTops A0MHHE HAZHAYATECA CIOHCOPOM.

G) MOHWTODE! A0MEHBl KMETE COOTEETCTEYHOLL VIO NOOroTOBKY, a Tamke 00NanaTe HaydHbIMW HIKMK KNA-
HAYECKMME 2HAHWAMK, HEODXOOUMEMA ONA NDOESIEHHA HAONEXAWETD MOHHTOPUHIA MCCnagosaHnA. Keand-
DHEAL WA MOHWTODOR OOMHHA GbiTe NOATESDHIEHA OOKYMEHTANBHO.

&) MoHKTODB GONMHE O8TANEHO IHATE HCCNENYEMEe NPOAYKTEL, NPOTOKOMN, NHCEMEHHYR (Dopsay MHbdOoD-
MUDOBAHHONS COMMAcHA ¥ BCE OPYTHE NPEACCTARNAEMbIE CYDLEKTAM NYCEMeHHBE MaTepuan, COMN cnowco-
pa, GCP » HopmMaTUBHEE TpeSoBaHnA.

5.18.3 Obweam v cogepaHHe MOHHTOPMHra

CNosHcop AomseH oDecnednTe HaONEMaALL WA MOHKTODUHT MCCNeacBanki. CNoHCcop GONKeHd onpeaeniTe
HEODXOIMMBIE 00LEM W COOEDEAHME MOHUTODWHIA KCXOAA M3 Uenel, 3a0aqy, METOA0NOMAK, CNOMHOCTIA, Mac-
KMpCERK, 00BEMa W OUEHWEAEMBIX NADaMETROE HoCneqoeanA. Mo obiweny NPaBMTY, © LENBI0 MOHHTORKWHE
TpEByaTCR NOCeWATE MCCNeQoaaTeNLCENE UEHTPR A0, BO BREMA M NOCNE OKOH4EHWA nCCneaoBanua. OoHaKo
B ACHMHOMMTENEHBE CRYHAAX CNOHCOD MOMET PELWMTE, YTO MOHMTODMHT G832 BUIWTOR B WCCMNEO0BATANLCKWE
LUEHTPLl B COMETAHWMK C TAKMMH NPOUSIYVDaMH, KAk TREHHHT W NPOBEOEHWE COBELAHWA WCCNENoBaTENeH,
NPEOCCTARNEHWE Wi NOAPODHOND NMCEMEHHOND PYKDBOACTEA MOWET rAPaHTUPOBAHHD ODBCTIEHMTE HaaNesa-
wWee NpoasgeHie WCCNenoBaHHe B COOTERTCTENY ¢ GCP. CTaTHCTHYECKH ONPEaenfeMse KOHTRONEHEE Bhl-
GOprH MOTYT CIYHNTE NPMEMIEMEIM METOL0M 4NA OTE0PE NpoSeLARMEIX DaHHLIX.

5.18.4 OBAAHHOCTH MOHKWTOPA

MoHWTOD, B COOTRETCTEWM C TPEOOEAHWAMKM CNOHCODA, NOMKeH 0GECneaYiTs HAONEHALES NPOBEOSHWE
W OOKYMEHTANLHOE OMODsMNeEH s HeCnenoeaHua. C 3TOR UBNE MOHWTOD, KOM0a YMECTHO M HeobxXoqumMo o
YHETOM KOHEPETHOMS WCCMEOoBaHHA W WCCNefoBaTeneLCckoro YeHTpa, BeINONHAST HICKENeDednCIIeHHEIE
OeRCTEMA:

a) BeicTyNaeT B KAYECTEE OCHOBHOND CEAIYIOWEND J8EHa MEMTy COHCODOM M HCCNaqoBaTanen.

G} MpoRapReT B Ha4ane W Ha NPOTAMEH K BOETO HCCNad0BaHWA A0EKEATHOCT b KEANKDHKALIMI W PECYDCOa
vocneaoeaTenn (cm. 4.1, 4.2, 5.6), a Takme ACCTATOMHOCTE AMA Se3onacHoro M Hagnesawlens NposeaeHua
WCCNBAOEAHMA HMEIDWWECA MHOACKWME W MATEDHANBHEX DECYDCOR, BrMoYan naboparopud, obopyaceadue 1
nepcoHan.

8} B oTHOWEHAW KCCNEnyessl NDCAYKTOR MOHWTOD NPOBEDAST CRenyiowes:

1) CPOKW W YCNOBWA XPAHEHHA NPWEMMEME! W KONWYECTED QOCTATOUHD A0 KOHUS WCCNenoBaHus;

2) nconenyambie NPoayKTe NONYHaKT ToNBRD TE CYyBhakThl, KOTOPEM OH HAIHaYeH, M B g03ax, yCTaHoR-
MEHHLIX NPOTOKOMOM,

3) cybbekTam NpeaccTaRNe b HEQDXOgUMEE HHCTRYELEM NO NPABUNEHOMY MPMMEHE UKD MCCIeOyehbX
NEOOysToR, oOpALLEHHID C HHMKH, KX XDAHSHHIO M BOIRDATY,

4] nony4eHde, NPUMEHEHWE 1 BOIBPAT KCCNegyeMalX NPOOYKTOR B MCCNef0saTensChonM LeHTDE Q0M-
Hisiv SOpA30M KOHTRONUEYIOT W ODODSMNAKT 0Ky MEHT AMNLHO;

3] YHASTOMEHWE (NWE0 KHOE DACNODAMEHHE) HEHCNONEIOBAHHER WCCNEeOYEMsIX NPOOYETOR B MCCNenn-
BATEMNLCKOM LEHTPE OCYLWECTENRIOT B COOTEETCTAMM C HOPMATHAHEIMK TREE0BEIHMAMM 1M N0 COrMAcOBaHKMK CO
CTIOHCODOM.
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r} NpopepaeT cofnioaeHde MCCNENoRATENEM YTREDHOEHHOMD NDOTONONA W BCEX YTREDHOEHHEIX Nonpa-
BOK K HEMY, BCMA TAKDRLIE HMEHTCH.

Al MpoeepreT, 4To0L MMCEMEHHOE MHDODMWDOBRAHHOE COMrMacke KExooro CybbexTa Beino Nony4weHo 0o
HAYANA YHACTHA B MCCNENOBaAHMM.

g) OEeCnedrBasT HANWYWE Y WCCNBAoBATENA TEKYLLEA peaakumMd SGpowkopkl MCCNeqoBaTand, BCay Opy-
rHX JOKYBEHTOR W METEpWaNos, HE0SXaOMMEX ANA NPOBEOSHWA MCCNEOoaaHiHn HAONEMALIWKM 05Pa30M 1 B
COOTEETCTEMA © HODMATWEHLIMK TPECOBAHMAMI.

#) OBecneqwaasaT 1o, 4ToDbl MCCNeqoaaTens W 8ro COTPYOHMERN, 3aHATEIE B MCCNEO0aaHIK, Belne gocTa-
TOHHD HHEODMHPOBAHEN O HCCIenoBaHWA

3} [poBERAET, HTO MCCNBACBATENE W 80 COTPYAHWEMN, JAHATHIE B HCCNEN0BAHUH, BRINCNHAKT CEAIAHHLIE
C HCCNEgoBaHWe 0BAIIHHOCTH B COOTEETCTEWN C MPOTOROMOM M BOEMH ADYIHMA NKCEMEHHEIMKE COTMalleHInA-
MU BMEXTY CNOHCOPOM W MCCNENoeaTenas/opraHiksalMed 1 He NepeaalsT BRNOMHEHE CROMK DY HKLMA Heynon-
HOMOMEHHLIR MMM,

1) MpoaepReT cobmoleHKe KCCNegoRaATENEM KpUTEpHeR OTHODa NpW BIMOHEHH CyDBEKTOR MCCnNegqo-
BAHMS.

k) CoobwaeT o ckopocTH Habopa cyfLekToR B MCCNeqoaaHme.

N NpoeEepasT NPEBHNEHDCTE, NONHOTY K CROEBDEMEHHOCTE PEMMCTRALLA M AHHER B NEREHYHEBIX M JDYIWX
OTHOCALMECA K MCCMNeqoaaHiio JOKYMEHTAX, 8 TAKE NOPANOK WX BEOEHWA.

W) MNMpoBepAET, YTO WCCNEACBEATENE NPENOCTARNAST BoE TREOYEMBIE OTUETEI, YEEASMMEHWA, 33NPOCH K
NOGOGHLIE JOKYMEHTEL M YTO OHKM ARMAKITCA NPABKMNEHLIK, NOMHBIMKE, CEOEADEMEHHLIMEA, PAIBOpYHBBLIME,
OATADOBAHE 1 MASHTWDHLWDYIOT UCCNEeq0BaHuE.

W} MpoeepAeT NPABMMNLHOCTE W NONHOTY QadHeEx B MPK, nepedusHbix SOKYMEHTAX W QDYVIME OTHOCALMXCH
K MCCNenoBaHWe 3aMHCAL MyTes CONOCTARNEHWA X MEXdy cobBol. B ocoBeHHOCT, MOHUTOD AOMMEH NPOBE-
pHTE CNEOYIOWEE:

1} NpaBUNEHOCTE BHECeHWA TpelyeMelx NpOTOKONOM OaHHeX 8 MPE A Mx COOTBETCTEME JAaHHBIM B
NEPEMYHOR QOKYIMEHTALNA,

2} mobbie WAMEHEHWA B03kE HIANK TEPANKK YETED QOKYMEHTANEHO GROPMMRAKITCA ONA KAaMAoro cyibexTa
HCCMNEeqoBaAHNA;

3} HERENATANBHEIE ABNEHWA, CONYTCTEYIOLLES NEYEHWE M HHTEDKYDREHTHEE 3AG0N8EAHMA DEMACT MDY=
wreA 8 MPK B coOTBETCTEMM C MPOTOKONOM,

4} Npony W EHHSLIE CyBLEETOM BUIWTE, HENDOBEEHHLIE AHANKIE W HEBBINONMHEHHLE OBCNEROBAHMA ACHD
oTpasessl B MPK kax Takcesia;

5} BCE CYyHaKn BCEMIOHEHNA M BRIDEHBEAHNA CYDREKTOR H3 MCCMNEA0RaHKA 33 DEMMCTRHPOEAHE! W 00 LRACHE HEl
B WPK.

o} CooBwaeT MConeqoEaTens o mobex Jomnywenksx 8 MPK ow«brax, nponyckax W Hepazfopqmraex
sanucax. MosuTop DonweHd NpOCNea|Ts 33 Tes, YToDsl COOTBETCTEVIOWWME MCTIDaRNeHWR, QODABENEHHA KM
BiI4EpEHMBEAHKHA DY CO2naHbl, JaTHPOo8aHEl, 0D EACHEHL {BCMK HEDDXOOMMO) M NOONHCAHLl CAMUM MCCIE0-
BaTenem nubo YyNonHoOMOYEHHBIE HA NOONWCAHKE 33 Hero WanmeHeHwd B MPK yneHom noonelosaTenscloro
HOMNEKTHEA. JaHHbIE NoNHEMOHNA DONHHE BbiTe 3aKpEnneds o8y MEHTaNsHD.

n} Mpopepser cobmogewds cpokoR COODWEHMA O HEMENATENEHLIX ABMNEHUAX, onpeaeneHHex GCP,
npoTokonom, ICOHIK, cnoHcopomM 1 HODMATHBHLIMK TRESOBAHWARMIA.

p} MpoBepAET BEGEHHE MCCNeO0EATENEM OCHOBHED OOKYMEHTOR [CM. Ba30eN 8 HACTOALLErD CTaHaapTa).

c) Coofwaer vccnegosateno ob oTKNoHeHWAx oT npotokona, CON, GCP 4 HopMaTHEHEX TReDoRaHKEA,
a TAaKHE NPeanpMHUMasT HeohXoOMMee DBACTEMA © LEnsi NpedoTEPaTUTE NOSToRe e NogoGHbIX OTENoHE-
HMIA.

5.18.5 Mpoyuegypkl MOHMTORWHIA

MoHuTop Qonsex cobmogate NUceMeHHee SO0 cnodcopa, a Takse Npouegypel, CneyransHe onpege-
MEHHEIE CNOHCIPOM AMA MORWTOPMHTE KOHKPETHOMD MCCNBaoBaHKMA.

5.18.6 OTueT MOHMTODRA

a) Mocne Kawaoro BWIWTA B WCCNBAoEaTENLCKWE UBHTD WNW CBASAHHOND ¢ MCCMEnoRaHnEM KOHTaKTa
MOHHTOD AOMHEH NPEACTABWTE CIOHCOEY NMChMEHHLIR OTYET.

Gy OTHeTs DomHE BEMOSaTE B CeGA NaTy, HAWMEHOBAHWE LBHTPE, MMA MOHWTOPA, WMA MCCNEQOEaTENA
MMM MHOIO MTHUA, © KOTOPEBIM COCTOANCA KOMTAKT.

B} OTYETE JOMHKHE COOBMKATE KPATEOE GNUCAHKE DO LEKTOR NPOBEDKH, CODGLLBHWE MOHHTODa O CYLLLE-
CTBEHHBIX AaHHBIXDEKTAX, OTKNOHEHWAX M HEAOCTATHAK, BEBOAL, ONWCAHME NERCTRWA, NPEANDMHATRE NWEo
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MNAaHKDYEMBIX WHNW peKoMeHTyeMbIX ANR obecnederdn cobnoaexqa Tpedosanwi npotokona, GCP 1 ynon-
HOMOYSHHBD ODFaH0E.

r) MNpopepra cRCHCOPOM OTYETA W NOCHSOYHHUME ASHCTEWA N0 HeMYy OOMHHE DbiTe OONYMEHTANBHO
ODODMNEHE! YNONHOMOYEHHEM MPEACTABMTENEM CNOHCopa.

5.19 Ayawur

Mpw npoeeaeHWH 3y SUTA B NPEOENax Mep, HANPAANEHHESE HA ERCNEYEHHE KAYECTREA, CIOHCOPH OOMHHGI
YU TRIBATE:

5.19.1 Uens

Leneio CNOMCOPCKOro ayauTa, NEoESOWBMOrD OTASNEHD W HE3AAWCHUMO OT PYTHHHEE DYHKLWA N0 BMOHA-
TORMHTY 1 KOHTRONK KEAY2CTES, ARMRETCA OLEHER COOTBETCTEHA NPOBOOMMOND MCCNeqosaHKnA npoToxeny, COIT,
GCP W HopMaTHRHEM TPEDOoBaHMARM.

5.19.2 Buifop W KBANMMEALMA ayaHTOpOR

a) [InA npoBeneHda ay0MTa CRoHCop GOMMEH HAZHAYHTE MHL, HEJABWCHMED OT KNWHAYSCKHE WoCneno-
BaHWA.

&) Cnodcop obAaan yOOCTORBEPUTLCA B TOM, 4TO ayaMTopR 08NaganT SocTaTo4H0N HeanuduEagmen, 1.6,
NOArCTORKOR M ONBTOM, ANA NPOBESEHNA yAMTa Hagnemawms obpalom. Keanudmekayma ayduTopa SonsHa
GilTe NOATRELHOEHE NOKYMEHTANLHO,

5.19.3 MNpouenypii ayoUTa

a) CnoMcop gonxed yoenuTeEcA, 4To ayauT KNMHEeCkHE NCCNenosaHsik Nporgamu NpoBoIWTcA B COOT=
BETCTEAM C MECHMEBHHEIMK NECUEOYDAMW CNOHCODE, ONPEJenA0WHMKY 0GREKT ayOnTa, METOOE! NPOBESEHUA
AYOuTa, HacToTy ayQuToa, a Taoke DopmMy W CoOepHaHne OTYeToR 0b ayauTe.

G) PaapaboTaHHLIid CNOHRCOROM NNaH ayOuTa ¥ NpoUegype 8y0|Ta HCCNedoBaHKa OonsHe GeiTe onpe-
OEMNEHE IHAYMMOCTERD OaHHOMD MCCNeNoBaHMA ONA NOJ34H IaAB0K B YNONHOMOHEHHLIE ODTaHL, KOMAYECTROM
CYBREKTOR, YHACTEYVIOWWX B WCCIIEOoRAHKM, THMOM M CNOMHOCTR0 HCCN2J0BaHWA, CTEMEHEID PUCKa ONA cybh-
EKTOR MCCNEoBaHMA, 8 TAKKe O0NEHE BbiTh NPMHATE B0 BHUMAaHWE MIODLE BRABMEHHEE NPODNasl.

@) JaMEYaHHA ¥ BRIBOOE &Y ONTA JOMEHbl SbiTh HROpMAEHE SOKYMEHTANRHO.

r) Ans COXPAHEHAA HEIABKCHMOCTIA W UEHHROCTH dYyHELIHA 3y 0MTa YNONHOMOYSHHBIE OpraHdbl HE DOMHH]
B pYTHHHOM MOBAOKE 3aNpallvBeaTe OT4eTel 0F ayguTe. YNonHOMOYeHHES ODraHkl MOoryT ofpawatscA aa
AONYCKOM K OTY4eTamM 00 ayouTe, Bcnd WBMEKTCeS CBMASTEMNLCTEA CRPREIHOND HecooTeaTeTEMA GCP, MM &
chydae cynebuex paibupatenscTe.

o) Ecnw ato TpebyeToA COOTRETCTBYIOLIMAM MECTHEIM 3AKOMOIATENECTEOM MITHM NOAIAKOHHEIMK SKTaNM,
CTIOHCOD MOMKEH NEEOCTABHTE CRUOETENLCTRD O NPOSENEHHOM aYIWTE.

5.20 HacobnooeHHe NpUMEHHMBIX TPeSoBAHKA

5.20.1 Hecobmogerwe npotokona, COM, GOP #/nM COOTEETCTEVIOWME HODMATHEHEE TpeboBaHui
WCCNEACEATENEMOPTAHMIALWER WK COTRYAHWKOM CNIGHCODa A0MEHRD BECTIA K BeasTnaraTensHeM A8 HCTERAM
CNOHCORE, HANPAANEHHEM Ha oBacnedeHne M coBnioaeHuA.

5.20.2 Mpi 0GHARYHEHAA B X008 MOHWUTORWHNE MKW aYQUTa CEPBEIHBE WHMH NOBTORRIOWMXCA CNY4Yaen
HECOBMIOO8HWA NPUMEHUMER TEREE0BaHWA CO CTOPOHEI MCCNEL0BATENAICRrAHKIALMK CNORCOD SOIMHEH Npa-
KPATHTE YHACTHE WCCNELOBATENR/OPraHnIaLny B ncenegoceanui. Ecnu y4acTue ecne oBaTenalocpradnaagmwm
NPEEPALLEHD B DEIYNETATE CEDLEIHEN WIANK NOBTOPAWMECH CNYHASE HECODMOOeHHS NpHMEHMMEL Tpebo-
BAHWA, CNOHCOP A0MHeH BEIoTNAraTeNsHo YESQOMATE 0F ITOM YNONHIMOHEHHLIE ORIaHE.

5.21 JocpouHos NPeKPALEHME WK NPHOCTAHOBKA MCCNegoBaHHA

Ecnu uccnegosaHve AocpoYHO NPEKPaLLEHo MK NEXOCTAH0BNEHD, CNOHCOP JOMHEH HEZAMEINHTENLHO
COOBLUMTE MCCNEROBATENAM/ODIAHAIALMEM W YNONHOMOYSHHEM OPMAHAM O NPEKDALLEHKA WNA NPHOCTAHOBKE,
A TAKHE YEAIATE NPUHMHE! NPEKPALYEHHA MNKM nprocTadoery, ICOH3K Takske gomsed BeiTe HEMELNEHHD
WHONGPMHMBOBRH CROHCOPOM WM WCCNEJ0BATENeMOpraiisauuel (B coOTRETCTRMK © HODMATHUEHEIMK TpE0o-
BAHUAMMK), B TOM YWCNE W O NPHHUHAX NPEEPaLEHUA MK NEHMOCTAHOREN WCCMNES0BaHNA.

5.22 OTYeT O KNMHAYECKOM MCCNenoBaHMM MCNLITAHHKA

Heaaaucumo oT Tone, Geino MW KCCN2foBaHne IARepLUEHD NO NPOTOKONY WK NPEKpaWess OoCpoYHO,
CTIOHCOD BONMEH OGECNEYUTE COCTARNEHWE W NPEACTABNEHKE B YTIONHOMOYE HHBIE OpTaHsl (B COOTRETCTENM C
HOPMATHAEHEIMK TREBOBAHUAMK | OTHETOR O KNUHHYECKOM WCCnedosanui. CNoHcop TAKKE Oonses 0Becnaqn T
COOTBETCTEME OTHETOR O KNMHWHECKD MCCNE0BaHMM, BXOOALME B COCTAR 3aABKK HA PEMECTRALMIO, CTaHAapTam
pykopogcTea [CH « CTRYKTYRA 1 COOSDMAHME OTYSTOR O KNWHWYECKOM Hooneqosadvis (MpumevyaHne —
Pykoeogeteo ICH «CTpyrTypa W COQERMaHME OTYETOR O KMHMHWHECKOM WCCNegoBaHdMHe: YE3ILIBAET, 4TO B
OTOENEHEY CNYYaay MOryT BT NPHeMMeMbl COKPAILIBHHEE OTHYETH. )
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5.23 MHoroUueHTpOBLIE MCCNeOOBAHKA

MpH MHOMOUEHTROBEEX MCCMEN0BEIHWAY CNOHCOD N0NKEH 00ECnEYHTE CRE TR EE.

5.23.1 Bee vocneqosaTend NpoESOAT MCCNedoBaHME B CTPOMM COOTEETCTEMM C NPOTOKONOM, COMMaco-
BAHHBIM CO CNOHCODOM M, 8Cn TPEBYaTCA, C YNONHOMOYEHHEMA ODraHaMK W Y TEEDHLEHHEIM OO0 DEHHEIM
SCOMH3K.

5.23.2 WPK paapaboTadel Tamam oGpazom, 4Tobe cobpate Bce Tpefyembla JaHHBE M3 BCEX LEHTROR,
YHACTEYIOWHY B MHOMOUEHTROBOM WCCNEOoBaHuK. Tesd HCCNegoBaTensmM, KOTOpEE COBMPaKT JonNonHHTENE-
HbIE DaHHLIE, JONKHE BRTE TARKE NpedocTasngHs QononHuTensise MPK, paspabotasswe gna chbopa go-
NONHATENEHBE JAHHBIK.

5.23.3 OBA3aMHoCTy MCCNedoRaTenan-KoopaUHaTOPoR M OpYIkE MCCNEOoEaTaneld QOKyMEHTANEHD 33-
KpEnnesHs 00 HAa4ana WeCNejoBaHWA.

523 4 Beam Hoccne0oEaTaNAM NpegoCcTARNaHE! WHCTRYELWK No coBMOOeHIKD NPOTORONA, S0MHBLIX CTaH-
OAPTOR GUEHKA KMHHWYECKHE W NaGopaTopHeIX JaHHbIX, 8 TAKHE Mo 3anonHeHnn HPK.

5.23.5 CaAas mesay MCCNENoBaATENAMW HE 3aTpYIHEHA.

6 "FIQTGHIDH EMMHHWYeCKOTO MCCNnegoBaHKA W NONpaBEM K NPpoOTOKONY

Mo obwemy NPasKny, CONEMANKNE NPOTOKNE WCCNEOCRAHKA BOMKHD HMETE YRAIIHHYH HIHE CTRYETY-
py. OOHaKD HHDoPMAaLHA, MMEKHLAR OTHOAUEHWE TONBKG K SOHOMY WCCNEO0RaTENLCKOMY LEHTEY, MOWET BkITe
NEedcTARNeHa Ha OTAENEHBE CTRAHWMUAK NEOTOKONE WNM COOSPMATRCA B OTAENLHOM COMALWaHHN, 8 YacTk
NPpUBEOEHHON HIDKE WHpODMaLWMA MONWET TAKHE COOBDMATRECA B ODYIAX OO0KYMENTEX, CChUNKN HA KOTODGRE
HMEHITCA B NPOTOKRDNE, HANPWMED B DPOWMHIpE WCCNE0oRATENA.

8.1 O6wan WHopMaLWKa

6.1.1 Hazgauue NpoOTOKONE, WOEHTHhOHKAUHOHHENR HOMED NPOTOKONa ¥ gaTa: Moban Nonpaeka Taoke
OOMHHA HMETE HOMED NONDARKKM W JaTY.

£.1.2 Haumerocaade Ma 1 agpec CNoRcopa ¥ MOHHTOPE (2CNM OHK PaInu4ainTca).

6.1.3 MiMA ¥ QOAMHOCTE ALY, YNOMHOMCHEHHED OT MMM CNOHCOPA NoONMCLIBATE NPOTOKON W NONDEBKA
K NDOTORGMNY.

5.1.4 M, QonsHOCTE, a0pec ¥ HoMeD TENSHOoHa HaIHAYEHHOND CNORCORoM METNLMHCKOND JKCMHepTa no
OaHHOMY WCCTNER0BAHID.

6.1.5 MmA 1 gonEHocTE MCCNeqoBATENE N, OTEEYAIOWWX 33 NPOBEOEHAE MCCNeqoBaH A, 3 TAICKE anpeca
H HOMEDE TENSEOHDE KNHHAHBCEHY LEHTPOR.

5.1.6 M, QoNMHOCTE, 3008 M HoOMED TeneoHa KEanuuLMpoRaHH0ro BpaYa, OTEEYAKLWETND 38 Npd-
HATHE BCEX DEWEHWE MEQWLMHCKOTD XADAKTEPa (SCNW JAHHOE NMUWLUD HE AENSETCA KCCNeqoBaTaNeM).

6.1.7 HanmMeHoBaHWA ¥ agpeca KMHHWYECKHY NatopaTopyid U ADYIHX MeOHUWHCKHE WIAMK TeXHHYeCKnx
CIYHD WHNK OprasK3aumMi, BOBMNEYEHHLIX B MCCNegoBaHne.,

6.2 OBbocHOBRaHME HCCREOOBAMNA

£.2.1 Haapauue W oNMcaHne KCCNenyeMblx NpOogYETO8,

6.2 2 CRogHOE MancHEHWe NOTEHUHANEHD MMEIOLWNY KNHHEYECEYI0 3HAYHMOCTE PEIVNETATOR OOKMNHHM-
HECKWX HCCNEOoBaAHMK, 8 TANKE PaiyNeTATOR KNAHKYESCKWY MCCNeqosaHyd, IHa4MmMbix ANA JAHHOMD HCCNeno-
BAHMA.

6.2 3 KpaThoe ONUMCAHKE WIBECTHLIX M NOTEHUWANBHEX PUCKOB W NONL36 ANA CyEBLaKT0B MCCNaqoBaHnA,
ECNK TAKDBEIE HMEKTCA.

5.2 4 Onucanke v obocHoBaMKe cnocoba RREgEHWA, OIMDOBKH, PERAMA QOIMPOBIHNA W KYPCa NEYaHMR.

£.2.5 Yeazauue Ha TO. 4To CocnegoBaHqye SYOeT NpoRoOMTECA B COOTEETCTaMM © npoToxonom, GCP «
HOPMATHEHEIMA TREBoRaHHAMH.

5.2.6 OnUucaMdne MCCnenyeson Moy AL ME.

6.2.7 CobiNew Ha NWTEPaTYPHEIE HCTOMHWEW W JaHHBIE, CYIWECTBEMHEIE ONA WCCNBO0BAHWA W NpeaCTas-
NAKWHE Cobol 0G0CHOBAHWE J3HHOM WCCHEO0RAHKSA.

6.3 Uenu W 3anaud MCCnegoBaHna

JeTansHoe onycaqMe Lenei 1 3agays Mecneaosaqus.

6.4 OraadH HconegoBaHWua

HayuwHanA 0SoCHOREHHOCTE HCCNEO0REHHA W JOCTOREPHOCTE NOMNYYEHHEN B MCCMNEqOBAHNM 0aHHBR Ty
WECTREHHD IARMCAT OT QHAARHE MCCBO0RaHMA. ONMCaHe OUIARHA MCCNenoBaHHA A0MTHHD BENIOYATE 8 caba:

641 Yeaaasue OCHOBHEN M QONOMNHATEMNEHEX (MEKH HAMWUWK ) MCCnenyeMbsx NapaMeTpos, KoTopse GyayT
OLEHHEATLECR B X008 MCCNEa0EaHHS.

6.4.2 OnucadMe THNA AMAaHHa NpoacqMMOoro MCCRenoBaHMA [HANPDUMEeD, JBCHHOE Cnenoe, Nnayebo-KoH-
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TRONKMPYEMOS, NARANNENEHIE] W IPahHYECEYI0 CXEMY QWIaHHA MCCNEJoBAHWA, NPOUENYD W 3TAN0E WCCNeno-
BaHWA.

6.4 3 Onycasye Mep, HanpasneHHEE Ha MAHUMAZSLMYUCKTIOYEHWE CyDLEKTHBHOCTI, B TOM YHCe:

a) paHgoMIaLLMHK;

G} cnenorc MeToaaMackipoBKA.

6.4 4 Onucanye WCNoNLIYeMors B MCCNeqoRaHMK NEYEHHA, DOIMPOBKH M CXEME! NPUBEHEHMA HCCNELy-
eMbEx NpooyeTos. Takse BRNoHaeT & ceba onucadve NnekapeTaeHHod Gopmbl, YNAKoBKK M MADEMDOBEM MCCne-
Oy EMBE NDOOYHTOR.

6.4.5 Oxugaesas NpogonsHTensHocTe Y4acTHA CyDREKTOR B MCCNegoBaHnH, onWcaHdye nocnegoea-
TEMNBHOCTA W NPOAOMEHTENEHOCTH BCEX NEPUOLOE WCCNEA0BAHWA, BENIOYAA NepUn Nocneayiowero Habnio-
OEHHA, B8CNK TAKDESHE NPEOYCMOTDEH.

6.4 6 Onucadye «NPasnn OCTIHOBKW S WK «KDMTEDWESR MCKMEOYEHHR S ANA OTAENLHBE CYyTBLEKTOE, YacTEH
HCCIIBAOEAHKR MNW MCCNeO0BEIHWA B LEnos.

6.4.7 Mpouedypsl y4eTa WCCNeaveMsx NEOOYKTOR, BKMOYARA, NpHM Hanwdwlh, nnageto v npenapatis
COABHEHWA.

6.4.8 Xpaseque paHaoMAIaLHOHHER KI006 1 NEoUEOYDEl X DAcCKpETHA.

6.4.9 NepeveHe BCEBX DAHHBX, PEMCTRHDYEMBIX HEMNOCDEOcTEEHHO B MPK (1.2, Gaa npenpapuTensHon
FAMUCKA B NACEMEHHIS WM 3NEETROHROM BHOE) W PACCMATEUMBIBMBIX B KAYSCTEE NeDEWIHEI JAHHBX.

6.5 OrBop W HCKNIDYeHHe YD LEKTOR

6.5.1 KpuTepu BRMoYeHWA cyDLerToR.

6.5.2 KpuTepud HeRKNYEHNA CyOBLEKTOR.

6.5.3 Kpurepud uocknioHeHda cyDeekTon (T.e. OCHOBaHHA NPEKpAWEHHA NDHMEHEHHA WCCIE0YeMoro
NPOOYETAMCCNEIYesoro NeSeHa), 2 TaKse NpoLenyDsl, ONpene nakiLe:

a) Koraa o kak cyBeekToR MCKNKYaTe M3 MCCNEfosaHuA NEYeHMA HCCIEOyaMbIM NEOOYEToM.

0) Kakve JaHHEE 1 B KAKME CROKM JOM#HE BalTe CODDaHE MO MCKMOYEHMHEIM MEAUMEHTaM.

B8} JaMEHEHE MK W Kakm 0bpaioM BellblBLUKE CYEBEKThI.

r} Mocnegyowes HaGnofoHde 38 cyfberTamy, WCHMoYeHHBIMA 13 NEYBHWA WCCNeyemMbib NpogyE-
TOMMCCIEOYEMEIR NEYEHHEM.

6.6 NevyeHwe cybLelToR

5.6.1 OcylecTanAe MoOE NEYEHUE, BENIOYAR HAIRAHKMA BCEX NPOAYKTOR, MY OOIMDORKM, YacTOTy NPAEE,
MyTWenacobel BEEOEHWA, 3 TAKKE NPOACMTEMTENLHOCTE NEYEHKA, BENKHEA Neprodsl NOCNeayIiowears Habnw-
OEHHA ONA KE00A FPYNNe NEYaHHA HCCNadyemMbiii NpOSYKTasMM.

6.6.2 ledapcTea/cnocobel NEYEHUA, NDHMEHEHKE KOTODbLIX Da3palleH0 (BRNKKYan HeoTNORHYIO TERanMK)
WIMTH HE PEIPELEH0 00 WWNK BO BPEMA MCCNEJ0aaHMA.

6.6.3 Metogr kouTponA 3a cobmnogessen NpoueaypD CyDbeKTami.

6.7 OueHka 3 e THEHOCTH

G6.7.1 NepadeHs NapamaTpod 3HOEKTHEHOCTH.

6.7.2 MeTogr 1 cpOKKM OUSHKH, PEFMCTRALKK 1M aHaniaa napameTpos ek THEHOCTI.

6.8 OyexHka GeaonacHOCTH

6.8.1 MNepe4eHe NapameTpos Ge3nnacHOCTH.

6.8.2 MeTogk 1 CPpOoKK OUSHKK, PEMICTPALWA M aHANK3A NapamMeTpos Ga3onacHocTy.

6.8.3 TpeSoBarHiA K OTYETaM, NPOUESYRE! N DEMMCTRAUWE M COODWLEHWAM O HERENATENBHLIX ABMEHHAX
W MHTEDHYDDEHTHES 3aB0nesaqnax.

6.8.4 MeTog 1 npoaomEMTENsHOCTE HA0MoNeaHMA 332 Cy D BEKTAMIA NOCNE BOIHHKHOIBEHWA HEXENATEBEHBIX
ABRMEHHA.

6.9 CraTucTHKA

5§.9.1 Onucanne CTATHCTHHECKWK METOO0B, KOTODRE Npegnonarastci MCnoNsIoEaTE, BEIMCHAA CROKN
KERO0M0 MNAHWDYEMOND NPOMENRYTONHOID SHANKWAA.

6.9.2 MNaHkpyelMoe KONMYEcTBo cyDeerTol. B cny4as MHCroLeHTRORRIX HCCNegoBamHuHd JoNHHD BblTe
ONpEfeneHs NNaSHUDYyeMoe KONHYecTRO CyTREKToB B kawaom uedtpe. DGocHoRaH®e pasvepa Bebopel, BRMK-
HAR PACCYHIEHAA WK BEHUCNEHWA ONA o50CHOBAHWA CTATUCTUHBCKDH MOLUHOCTA MCCNEN0BAHWA W KNMHHHYEC-
KO NEABSMEDHICTH HCCNEoBaHNA.

6.9.3 TpHme HAeMBIH YDOBEHE IHEYKMOCTH.

6.9 4 KpuTepu NDeKpalieHUa MCCneqosaHna.

6.9.5 Mpouenypsl YY4eTa OTCYTCTRYIOWWE, HE NOONEMaALHY SHAMWIY W COMHUTENBHBE JaHHBIX.

6.9.6 Mpouenypsl cooblueHUA O NGk OTHMOHEHWAK OT NEPECHAYANBHOND CTATHCTUYECKDMO NNaHa [(Boa
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OTHNOHEHHA OT NEPESHAYANBHOND CTATHCTHHECKOND NNaHa SonHHb GbiTe OMACAHE W 0B0CHOBAHKE B NPOTOKONE
WM DHUHANBHOM oTYeTe 06 HCCNBaoRAHKIA).

£.9.7 Orhop cybrwexTon ANA asannaa (Hanpysep, Bee PaHgoMUIMDORAHHLIE CYDbLEKTR, BCE CyDarTh,
NoNyY«BWHe xoTH Gkl 00y 003y HMCCNegyemMons Npenapara, Boe CyfherTel, COOTEETCTEYIOWMWE KPUTEDHAM
oThBopa, cyfberTkl, 0aHHEE KOTORBX MPUMOGHE QTR OLaHEM ).

6. 10 Mpamoid QocTYN K NEPRRYHEBIM OaAHHLIM/DOKYMEHTILHK

CnoHoop AOMEEH NpeqyckMoTpeTs B NPOTOKONE MMH HHOM NHCEMEHHOM COrMawesy 00A3aHHocTs We-
CNegoBaTansn/opradniacUqii He NPENATCTBORATE NEAMOMY A0CTYNY K NEPBHYHEIM J3HHBM/OOKYMEHTALMWK 4N
NEOBENEHKEA CEAIIHHY C WCCNER0BaHHEM MOHWTODHHIE, 3YAWTA, ITHYSCHEA IKCNEDTHIL, 3 TAKHE MHCMEKLWH
CO CTOPOHS ¥MONMHOMOHEHHEIX OPFaHOE.

5.11 KonTpone KayecTea v obecnevyeHWe Ka4ecTeEa

6.12 ATuka

OnMCasHHe ITHYECKMX ACTEKTOR MCCNagoBaHIA.

5.13 PaboTta ¢ gaHHLIMK M BEOAEHWE JANWUCER

6. 14 PHHAHCHPOBAHWE M CTRPAXOBAHWE

PAHAHCHDOBAHWE M CTRAXOBAHWE, BCTTH OHK HE ONHUCANE B OTOENEHOM OOM0Rome.

5.15 MySnuxkaumKm

MoNKMTHES B OTHOLLEHWH MyENMKaUMWIA, BCNH OHA HE ONWCAaHa B OTOENLHOM OOroB0ope.

6.16 MpunowerHua

Mprumeyanne — TOCKONEEY NPOTOKDN WCCNEGUSEHHA W OTHET O KNMHHYECHOM HCCNEADBEHEAMENLITAHMH
TECHD GER3AHE!, ANA OONOMHWTENEHDA Mhdopragwl o, pykogogctan ICH « CTpyeTypa v cOQapHEHNE OTHETE O KIMHHYEs-
KOM WCCNEnOBRHAMS |

7 Bpowwpa uccnegoBaTens

7.1 BeegeHve

Bpowkpa wocnegosarens (BA) npenctasnaet cOGON CROOHDE WANOKEHHE KNMHAYSCKWX H OOKMHHHYEC-
KX JAHHEE NO MCCNEOyesomy NEOOYETY, KOTODEIE MMEINT IHAYBHAE ONA 8ro H3YYeHWA © yHacTHes YBnonea
B ka4ecTee cybbenTa nccnedoeanna. Haasaqenen BY ABNAeTCA NpeoCTABNEHWE MCCNEN0BATENAM W ODY-
THM MALENM, BOBMEYEHHLIM B NPCEE0EHWE MCCNeA0EAHKA, MHOPMaLWMK, NoOMOTIOWER NOHKMaHMKD M cobnio-
OEHAH MHOTWE CYLUECTEEHHLIX NONCEeHKA NPOTORONA, TAKKMX KaK 003a, 4acToTaNe puodMYHocTe J0a, Cnocobil
ERENEHIA, 8 TAIKKE NPOUE0Y P MOoHMTOpUHIE GesonacHocTy. BM Tamwe obecnedyeaeT NoHMManke, cnocobcT-
BYIOLWES KNHHAYECKOMY BE0aHHD CyDLEKTOR MCCNEQOBaHNA B TeUSHWE KYDCa KNWHWHYECKOrD MCCNedoadHWa.
MudsopMatna gonkHa GulTe NDpEOQCTABNEHA B EDATESH, NPOCTON, OB BEKTHEHON, BABALWEHHON W NALLISHHSHE
DEKNAMHOMND OTTEHKA (hOpPME, NOIBONAIOWENR KNAHALKCTY WNK NOTEHUKANBHOMY MCCNEqoBaATEM0 NOHATE &8 H
chopMIpOBaTE CROW CODCTREHHYH 0T LEKTHUEHYD OLEHEY LENaco0BpasHOCTH NPEANarasMoro MCCNeaosaHHa
WCHOOA M3 COOTHOLEHNA DMCKE M NoNe3E. [To 3Tol NpryvHe B pegakTipoeakny BH obemMeo gormses NpUHUMaTE
YYRCTHE MEOHLMHCKHI 3KCAERT, HO cogepwandve B gomsss BuiTe 0gobpers cneyuanucTam9 Tex cbnacred,
rge Belne NOMy-YeHbl CNHCHIBAEREIE 08 HHE.

HacToRWKWA CTaHgapT ONpegenaeT MAHMMans e oDbem MHGOPMAaLKK, KOTODaA O0MeHa GolTe Bnowe-
Ha B BM, 1 gaeT perOMEeHIALWA MO CTPYKTYDE WANOMEHMA OadHoi vadopMadid. MNpeononaragtea, Y4to
xapasTep W obkeM JoCTYNHOH MHQOPMAaUME BYOYT HIMEHATECA B IABMCHMOCTH OT CTAAMH paipaboTiK nocne-
AyeMoro NnpoayxTa. Ecni vecnadyesisifl NPOaYKT HAX0MWTCA HE PRIHKE i BONLLWHCTBY NPAKTHEYIOLWIAX BRaqed
XOPOWS HIBECTHE 8ro dhapmakonoriueckne ceorcTea, BH momeT Beme Mexee nogpobHoi. Qe ato gonycka-
BTCH YNOMNHCMOYEHHEIMIW Cpradasy, BMecTo B MornyT BeiTe MCRONL3caaHsl MATEDHAN, COO80MALLIME OCHOB-
HYW WHpOpMaUMI0 O NPOGYKTE, NACTOR-BENAALIL MMM HHEODMALUHA Ha ITHUEETHE NPW YCNOBWA, YTO
ANLTEPHATHEHBLIFA BAPDWAHT COOBDMKMT AKTYANRHYID, BCECTOROHHIND W Nogpobuy WHgopMaguo obo acex
KADAKTEPHUCTHEAX WCCNEyeMoro NPOayRTa, KOTODBIE MOTYT DbiTh BamHe ONA ACCNEO0RATENA. ECnd 3aperd-
CTPMPOBAHHBIA NDOOYET WCCNeqyeTeA Ha NpeaMeT HOBOMD NPMMEeHEHUA (T8, No HOBE0MY NokazaHne), B
Oon#HA OkiTe COCTARNEHE © YYBRTOM HOBOIO NpUMEHeHuA. B cnegyaT NepecmaTpUBaTh HE DENE OOHOMD pasa
B rog W, Npd HeoOXoQUMOCTH, DONONHATE B COOTBETCTEMM C MUCRMEHHEIMK NPOUEIYDaMM cnoxscopa. B 3apu-
CHBOCTH OT CTAOWHA paszpaloTy NPoayETa | No MERE NOCTYNNEHHA HOBOH IHaYMMOR MHhopaaukke B mosHo
OONOMHATE | Bonea 4acto. OOHaKo B COOTERTCTEMM C HAANEKALER KNWHWYeckol nparT«eed (GCP) soean
HHDOPMALMA MOMET BhiTh HACTONEHD BEMHA, 4T0 88 HEODXOOUMO CO0BWMTE HCCMBRO0RaTENAM W, BOIMOMHD,
SCOMHIK wiiand yNonHOMOUYEHHBIM GRraHaM 00 &8 BKNI0YSHAA B HOBYIO pegakUHin B,

Kak npasuno, cnoHcop OTBEYAET 33 NPefoCTARMNEHWE WCCNefoBaTenAM asTyansHod peqakuvd B, a
HCCNenoBaTand OTEREYAKT 38 NPEOOCTARNEHWE AKTYansHOA penaruwk B cooTeeTcTEVIOWwEMy FCOMHIK.
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Ecnd cnoHCOpOM MCCNEOOBAHWA SENABTCA MCCNEOOBATENE, OH NOMKEH YAOCTOREDUTECA, AOCTYNHA nKW Bpo-
LIDPE KOMMEDYECKIND NPOWIACOKTENA. ECMH MCcnenyemslid NpogyET NPEacCTARNASTCA CaMIAM CNOHCODORM-HE-
CMEO0BATENEM, OH J0MEeH NOBECTH HeoBxoQuMy HHDOoDMaUWID 00 CEEASHKHA JAHATHD B WCCNedoBa KA
nepcodana. Ecnu oTCyTCTEYET NPaKTHYEcKan HeolbXoaMMocTe cocTaaneHkna B cTangapTHoro ropMara, B
HEYECTES ANBTEPHATHEL CNOHCOR-HCCNEQOBATENE GOMMEH NPEqCTARMTE MUHWMANBHEIE O0baM aKTYansH0H
HHCDOPMAL WK, ONWCAHHOR B HACTOALLGM CTAHOAPTE, B DACIIWDEHHON Da3fens 0GOCHOBANKMA MCCNeqoaaHHA.

7.2 DBWwwWe NonoweHuA

BM gonxna Brknodate B ceba:

T.2.1 TUTYNLHBIA NWCT

JonwHed BeiTe YE33AHE HAMMEHOBAHWE CNOHCODEA, WOSHTHEVKATO R KA O0M0 HCCNeQyemors Npoaykra
(T.8. HOMED WCCNEO0BAHWA, XHMMYECKOE MNW OO0BpEHHOE MEHEDWHECKOS HAZBAHKE, 3 TAKHE TOProBbIE
HAIBAHWA, TJE PRIPELLEHD IFHOHOOATENECTEOM M N0 MENAHHID CNOHCODE) 1 1aTa pagakyud B, Pekomangy-
ETCA YEaZRIBATE HOMED BEpchr BM, a Tamke Homep W JaTty npeasigywed pegakuqe 5. MNouwmep npueeded B
npunosesad 1.

T.2.2 Yeazanne Ha KOHDUOBHUWANEHOCTE

Mo Menaxkug CNoHcop MOKET BKTHYHTE B B yBeOoMNeHWe WCCneaosaTenaiNonydaTenai o TOM, YTo
OHW OOMMHE PACCMATPHBATE B KAk KoHDHASHLWANBHEIR JOKYMEHT, NDEIHAIHAYEHHLIR HCKMOUHTENEHO ANA
OIHAKOMNEHWA 1M MCNONLICEAHKA HCCNeaoaaTanLCKMM EoNnexTuacss 1 JCOH3K.

7.3 Copepxanne Bpowopkl MCCNeaOBATANA

BEM gonsma umeTs cneqyiowve pasgens, Kasnsi 13 E0TopeX, (08 NoOxX0aMT, cnegyeT conpoBogaTs
CTIMCEOM COBINOK HA NATEDATYDHEIE WCTOUHMKM

7.3.1 OrnamneHne

Mpw¥Mep orNaaneH s NPUBELEH B NPHNOHEHKNA 2

7.3.2 Peawome

[onwro BelTe NpeacTARNeHs KPaTHOE PRIKME HMENaTeNsHD, HE NPEBBILLAKKLEE OBYX CTRaHML) OoCTyn-
HOW MHPOpMEUMH O DUIMHECKAN, XHMAHECEE, apMaLEETHHecE, DapMakonorHEckiy, TOKCHKOMOIMSECc-
KHX, DapMMAKOKHHETHYECKIK, MeTABONUYBCKMY W KNMHHMYECEMX CBROACTREX, COOTEETCTEYIOWEH TEKYLLEA CTAOMIA
KINHHWYECKOH pa3paboTHd HCCNeqyeMoro NPoayKTa.

7.3.3 BeopeHne

B kpatiom BROOHOM PAINENE SOMHHE DRTE YEE3aHE XHMHHECKDE HAIBAHWE (3 TAKKE [HEHEDHYECKDE 1
TOProRoE HAIBaHWA, 8oy 00o0peHsl) HCCnaenyeMoro NpoaysTa, BCe AKTUEHLIE WHIPBOKEHTE], rapMakonont-
YECKAA MPYNNE, K KOTOPOW OTHOCWTCH MCCMagyeMblid NpogyT, W MECcTS, Ha KOTOpRODE OH B Hed npaTedayer
{HANpUMED, NpEMMyYLLECTRES ), 0B0CHOBAHMWE ONA MIYSEHNA MCCNEOYEMOrD NDOOYETR, 3 TAKKE Er0 O¥MIAeMEIR
NEOEENAKTUHECHHE, TEPANEETHHECEHE WM OHArHOCTHYECKME NOKA3aHWA. KpomMe Toro, B BEOOHOM pasdens
Aomsed Bele cpopMyndpoead 0SwWKA NoOxog K oUEHEE MCCNenyemMon NpogyrTa.

T.3.4 DHINYECKHE, XHMAYECKHe W apMaleBTHYECHHE CEBORCTEA W NeKapcTEaHHan dropmMa

OonwHel BuiTe NPEACTARNEHE ONWCAHWE KOMINCHEHTOB WCCNEOYEMOrD NPOAYKTA {BRKMIA XHMHYECHKEE
WHNK CTRYRTYDHEE OopeaynE), 8 TAKKE KPaTKAR CNDAEKA O 80 CYLLBCTESHHEE DUIHYECKWY, XAMWYBCKHE W
DapaUEa THYESCKWY CRONCTEAX.

OnA checnedeHus a0sKeaTHeX Mep Be30NacHoCTH B X008 MCCNedosaHus A0KeH BeiTh YRasaH W, BCin
TpeGyaTcs, 0GOCHOBAH COCTAR NEKADCTEEHHON (BOpME, BKMNYAA GONONHATENBHBIE BRLECTER. TAKE JON#HB
G&lTe NPESOCTARMNEHEI HECTPYELHH MO XDAHEHWID ¥ HCTONBI0BAHMKD NEKADCTBEHHBE (0.

CneayeT yNoMAHYTE MoG0E CTRYETYDHOE CXOACTRD C OPYTHMH MABECTHLIMK BEUSCTHIAMA.

T7.3.5 [JoknuHuyecKHe HCCNeaoBanMa

BeegeHue

LonwHe: BeTe NpeOcTABNEH:l B KPATKOW DOpME paayNbTaTel BCEX CYLUBCTEEHHEY QOKMAHKYECKAX KC-
CRaaoeaHKE hapMakonarvHeckny CEONCTE, TOKCHHHOCTH, (apMaKkoKiHETHRA W METAB0NKIMa MCCNEaYEmMong
nponysTa. Oonws SeiTe ONACaHbE WCNONBEIDBIHHEE METOOLL, NPEOCTARMEHE NONYYEHHEIE DEIYNBETATE, a
Takse Mx OGCYROEHWE B CEAIM C WCCREOYEMBIMH TEDANBETHYECKHMH W BOSMOMHBIME HelbnaronpuaTHbimK
atppErTamMy y Henoeera. B 3apHcumMocTi 0T HanMYuAGoCTYNHOCTH MHROPMAUKY YEAIMBII0T CIemyioues:

MenonsaoaaHHeie B HCCNeJoBaHnAY Bkl HHBOTHLIX,

KonvqecTeo W NON $MBOTHEE B KaT0R TRynneg.

EQrHmLE naMepEHHA D03k (HANDUMED, MAMMAIDaMMIENONRamM (ke

KpaTHoCTe BRESOEHHA.

MyTe BEEQEHWA.

ONWTENLROCTE KYDCE DREDEHHH.

MHDopMayua, 0THOCALLAACH K CHCTEMHOMY DaCnpESeneH i io.
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Mpoaon#UHTENEHOCTE NOCNEAYKHLERD HaBNIOAeHWA NOCNE CHONYaHKA BREEHHMA NPEnapara.

PeayneTaTol, BEMOYAR PACKDETAS CRETYHLLAY SCMNEKTOR

- XApAKTEPa 1 HACTOTR (RADMAKONCTWIECKHMX MK TOKCHYECKUY adwherTon;

- BlDEaMEHHICTH WKW CTENEHK TAMECTH (DapMaKonorHECckny M ToRCHYecky adherTos,

- BOA03IABACUMOCTH pdekTon;

- BpEMEHH 00 HACTYINeHWA aduberToR;

- oBpaTHmMmocTi adperTos,

= NPOACTEMTENEHOCTH M peKTos.

Ong Gonesed HArNAOHOCTH OaHHBE CRSOYET, N BOAMOKHOCTH, NPEOCTABNATE B BOe Tabnuu/cnuckom.
MocnegyiowMe pasfens! oNKHe cogepxars obcywoeHe Hanbones BakHBK DEIYNLTATOR MCCNeS0BaHKE,
BEIIOMER A0303aBMCUMOCTE HaGnngaessix 30perToR, WX ILCTRANCNALMIO Ha YeNOBEKE, 8 TAKHE MobRe WHEE
BCMNEKTRI, TRPEEYIOWME HCCNeosaHus Y Henoeeka. Tam, roe HeoBxogumMo, JormsH BieiTe NPORELEHD CRABHEHHE
AHEKTHEHEE M HETOKCHHECKWX 003 NEenaparta Ha HMWBOTHRIY OOHGMD W TOMD MEe BAOA (T.8. HeoBxooumMo
NpeaccTapnTe obcyHaeHHe TepaneaTHHECKOrD MHOekca) CnegyeT yraiaTe, KAk 3TH OaHHLIE COOTHOCRTCA C
OOAAD0BKAMK, NPESNarasMisIMK GNA NPUMEHEHWA ¥ Yenoeera. Bo pcex cny4any, rie BoamMosHD, NpK npose-
QEHWH COABHEHHA DEKOMEHOYETCA YHAZMBATE KOHUEHTREUWA NpEN3pata 8 EpoEdTEaHM, 8 HE BoINDOBREM,
BEIDAHEHHGLIE B BN

a) fosnuHrweckan gapMakonorva

Janbii painen oonkeH BEmoYaTs B oeda KpaTeoe onucadie GapMakonoriyackus CBORCTR nocneaye-
MO NDOOYKTa W, BChM 3T0 BOIMONHO, 8N OCHOBHBE MeTabonuros no pesyneTATAM WCCNegosaHud Ha
HHBOTHER. KPATHOR ONUCAHHE AOMNMHD BINMCHETE B C20R MCCNeqoBaHuA No OLUEHKE BOIMORHM TEpanaaTHYaC-
KO SKTHEHOCTH {HanpyMen, 3hMesTHaEHOCTE NP IKCNE DAMEHT ANLHOH NaTONOMWE, NAFAHO-PELSNTORHDE B3d-
HMOOeACTENE W CneuMWUHOCTE eACTEMA), 4 TAKEe WCCNedoaaqda No oueHKe BeacnacHOCTH (HanpumMeap,
CRELMANEHEIE NCCNEO0BaHME DA MIYHEHHA MHBX, HE MMEI0WKK TEPanNeaTMYEckol HanpaanesHocT, dapsa-
Konorr4eckds addertor).

G) DapMaKOEMHETHES 11 METAOONKMIM NPOSYETS ¥ HHBOT HbX

Oavubid painen gonses BEnoyaTs B celbn ipatiee onvcadve apMakokMHETHEM, MeTabonuama v pac-
NEEAEneHAA WCCNBOYEMoro NPOOYETS B TEAHAX ¥WBESTHEX BOBX BAOCHE, HA KOTODLIX NPOROOMNWCE HCCMEN0RA -
HuA. JonsHe! BbiTe OCREIEHE BCACLIBAHKE, MECTHAA W CHCTEMHAR DUOQOCTYNHOCTE HCCNESYEMOND NpooyETa
W Bro MeTatonMToR, 3 TAKKE WX CEAIL C AaHHLIMK GapMaKonorMHECKHE ¥ TOKCHEONOMMHECKHY BCCNEnosaHURA
HA #ABOTHBIX.

B) TOKCHKONOTMS

Hamueld painen gonyes BeoYaTe 8 ceba kpaTioe onvcaHne TokcuYeckks adekTos woonegyemoro
MEOAOYKTa, BRRBMEHHE B KCCNESOBAHUAX HA MWBOTHLIX PA3HLX BUOOE. CNegyeT, No Bo3MOMHOCTH, NpWEep-
HHBATHCA HHMENDUESOEHHDE CTRYKTYDE CINABNSHWA Ja3HHROMD Da3gena:

- TOHCHYHOCTE MW OOHCKDETHOM BEEIEHIM.

= TOKCHYHOCTE N MHOTOKDATHOM BEESIEHMH.

= KaHUeporaHHoCTE.

- CNeyHansHse WCCnenoaaHdA (HAaNDHMED, MECTHO-DaI0PaMAI0LEE W ANNEPIHIMDYINWLEE NERCTEHE].

- PenpooysTHEHAR TOHCHYHOCTE.

- [EHOTOKCHYHOC T (MY TarHHOCTE).

7.3.6 [ledcTanae ¥ Yyenosaka

BeagggHue

B atom paagens nogpobHo obBoymaaioT WagecTHee 3pdekTel MCCneayemors NpogykTa y Yenceessa,
BEMIOYAR KHPODMALMIO, OTHOCALWYGCA K DAPMAK0KMHE THEE, METAGoNHIMY, hapMakoJMHAMUES, NO303ABACH-
MOCTI aduberToR, BEICNACHOCTI, HHDeKTHBHOCTI, & TAKKE APYTHMM BIOaM DaDMak0noriueckod SKTHBHOCTH.
Mo BoamMoEHCCTH, ACmEHD BolTh 0aHO KEPATHKOE ONWCAHWE KEaXO0M0 JABERLUEHHOMD KNIMHWYBCKOrD HECNenoRa-
HHA. Taoke JonHHa GeTeE NPEaCTaRNEHa MHROPMALKA O Pa3yNLTATAX NKGOr0 HCNONEIORAHWA KCCNEdyemMors
NEOOYKTa BHE DEMOE KNHHUHECKHE MCCNEN0BRHMA, HANDUMED CEENEHWH, NONYYEeHHEE BO BREsMA NOCTRErMcTpa-
LHOHHOMD NPAMEHEHAA NEOOYETS.

a) PapmakokMHeTHES 1M MeTabonKam y Henopeks

Jasubli pasnen AoMKen COOepaTe KpaTEYIO MHDOPMALMKD, OTHOCALLYIOCR K EpMAaKoKHHETHEE WCChe-
OYEeMOoro NpoayrTa, | BEMcYaTes B ceba cnegyowees (B 3a8MCHMOCTH OT HANWYMA JaHHLIX):

- DAPMAKOKUHETHEY (B TOM YWCNe MeTaton«am, BCackBaHHe, CERIHBAHWE C BanKaMy NNassme, pacnpe-
OENEHWE W BLIBEOEHAG ).

= BHOOCCTYMHOCTE HCCNEaYeMOoro NPOGYETa [aGCoMOTHYIO, MOS8 3TO BOIMOMHED, WIANK OTHOCHTENLHYKD) C
HCTNONBI0OEIHWEM ONPEJENSeHHOR NeXapCTEeHH0R DODMMEl B KAYSCTEE CPIABHEHWA.
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= CyBnonynAuMKr HACENEHUR (HANPUMEeD, PAINUYMA No NNy, BO3DACTY KWNK HADYWeHWAM hYHKLMA
OpraHoR).

- BaaumogeRcTBrA (HanpyMmep, NerapcTEEHHBE BIAWMOOSACTENA ¥ BNHAHMES NPUEa MALLM).

- Opyree gadHse no hapMakoMHETHES (HANpUMep, DEIYNLTATE NPOBEEHHEX B DEMEEN KITHHHYSCHIX
HCMETAHKA QapMAKOKHHETHUECKMN MCCMNBA0BAHNA Ha PAANHYHBLIX rpynnax).

6] BeaonacHocTs W 3GEKTHRHOCTE

KpaTio Jom#Ha OsTeE NPEACTaABNSHa MHEDODMALKA, OTHOCALLARCA K BEI0NacHICTH, DapMakaIuHaMUKE,
PDeKTUAEHOCT KW J0303ABHCHBMOCTH 3ddekToR NCCREnyYemMOoro NPoAYETa (1M ero MeTabonuToR, BcnK 8Tk
OAHHBIE ), NOMYHEHHEA B X008 NPOESOEHHLE KNAHKYSCKWY MCCNedoaandH (¢ yHacTUen 3000086 A06p0B0 -
LEB Wi« nayuedTos). Jonssa BuiTe NpeOcTa8NeHa WHTERNPETALKA 3THX OaHHBR. EChi 43cTh KITHHUHBCEMX
WCCNEOoBEaHMA yHE 3aBsepliesa, onA Gonege ACHOMD BOCTIPHMATHA JAHHLX DEXDMEHIYETCR NPEacTaguTe NO
FAKOHYEHHEIM MCCNBA0BAHMAM CBOOHLIE OTHETE N0 ADMEKTHEHOCTH 1 BE30NACHOCTH HCCNEOYEMOro NPoOYKTa
Mo OTOENEHEM ROKEIAHWAM Y DEINHHHBEX oMY NALWA . Taoke PELOMEROYETCA MCNONEICEATE CBOOHbIE TAEMNMUE
HEMENATENBHEX PEAKLMA NG BOEM KNUHAHECKMM WCCNEN0BaHMAM (BKNKDYaA MCCNegosadya Ans mobsix way-
YABLKECE NoKasaHWi ). JonwHe BeiTe OCREILEHE: IHAYHMBIE DAINMHWA B XaPaKTePE YAcTOTE HEKENaTENEHEL
peakuEd KaKk ONA Paanu4HeEx NOKEIaHuR, Taxk i SNA PasnAHHiR NONYIALMA.

B B gon#He! DT GNMCaHE! BOIMOMHES DHCEH M HEMEMNATENEHLIE DEAKLMM, KOTOPBIE MONHD MDA TR,
OCHOBHBIACE HA HAKONMNEHHOM ONbiTE NPUBMEHEHHA KaK WCCNENYEMONs NPOOYETa, TaK W CHOOHEN C HIAM Npo-
OyrTos. JonsHel DeTE TACKE CNUMCaHBl MEDLI NPEROCTOROMHOCTH MNH CNEUMANEHLIE METOOR HaBMOIeHHA,
KOTOPGRIE HEOEXOOMMO NPHMMEHATE NPY HCNONEISEAHWN NPOGYHTA C MCCNEO0BATANLCKHME LIBTIRMH.

a8} [MocTRErMCTRAUMOHHEN ONBIT NPUMEHEHHA

B B gonseel GeiTe yKadaHsl CTREHE, B KOTODB MCCNEOyehblid NPOOVET YHE MMEETCHA B NDOOSHKE HNK
Guin aapervcTpiposad. Mobas sHauMMan HHOPMaLWA, NONYYeHHan B X008 NOCTRErMCTRaUMOHHOMD NpHME-
HEMWA MpoOyKTa, gonsHa OeiTe npegcTasnedsa B obofWwesHoM Bnge (HanpuMep, NexapcTBeHHEE DopmMil,
A0IMPOBKK, NYTH BEEOSHWA W HEXENATENbHLE pearuqd). Taoke B B ponsmsl SwTe yiazads cTpaMs, 8
KOTOPGEIN 3AABMTEMO BuiN0 OTK3IAHS B GO0G0eHMA/DErdcTRaUMA NDGEYETS ANA KOMME JYECKOND MCNONE0RIHKA
WIMTH ME [EIPELUEHWE Ha NPOSANY/ CEMLETENLCTED O PEMMCTIAUWA GRN0 aHHYNMWPOBAHD.

T.3.T7T OGcywasHue JaHHLIX W HHCTRYKLHKW ANA KCCNeqoBaTens

B atom pazgene AomHo OkiTs NPEACTARNEHD ODCYHOSHKE OOKNWHWHECHKE M KNMAHMHECKWY JaHHLIX K
ofofWEHa MHDODMALMA, NONYYSEHHARA W3 DasHBE HCTOYHHEDR NO DARIANWYHLIM CEOACTEAM WCCNEOYEMOrD Npo-
Oykta. Takum 0Bpaszon, WCCNefosaTend NPpedocTasnAnTcA Hanbonee MRDoPMaTHEHAA MHTEPNPeTaUMA
WMBIOWMXCH NAHHBE, 3 TAKKE BhIBOOL O IHAYMMOCTA 3TOW WHDOPMALMK AN NOCNEOYIOWHK KTH HAHB MY
WCCIeaoaaHi.

OonwHe: BeiTe OCBEWEHE OMYBNUECEaHHBIE PABOTE MO CXOOHEM NpOOYKTaM, CMA TAKOBLIE UMEKTCR.
STO NOIBONNT KCCNEQOoBATENK BeiTE MOTORKIM K HEXENATENEHEM PEAKLMAM MM GRYTHM Npobneman, KoTopke
MOTYT BOIHHKHYTE B X008 KMMHWYSCEHXY WCCTBn ORaHKA.

OCHOBHAA LENs AAHHOND D33AENa 33KNI0HaBTCR B TOM, 4ToOk NOMOYE WCCNEN0BaTEN K NONYYHTE YeTHOS
NPeOCTAEMSHWE O BOIMOGKHEX DHCKAX H HEHENATENEHEN DEIKLWAK, A TAKKE O CNEUHANEHEX TECTAX, METOAAN
HABMIOOEHWA # MEDEX NPEJoCTODONHOCTH, KOTOPRIE MOMYT NoOHANOGMTECA B X008 KNHHWYECKOND MoCnegoasa-
HHA. 3TO NPEOCTARNEHWE O0MKHD BT OCHOBAHD HA AOCTYNHON WHOPMALMKA O (OHIMYSCKAE, XMRMKISCKMX,
DEapMaLER THHSCKWY, DapMakONorHeckdx, TOKCHESNOMAHRCKHY M ENAHWSE CEHX CBONCTERY MOCNEOyeMoro npe-
OyKTa. KNMHMYECKOMY MCCNENOBATEMNO TAKKE A0MKHEL BbiTs NPEAOCTABNEHEl MHCTDYELMK NG OHATHOCTHEE
NEHEHKID BOIMOEHLIX NEPESOIMDOSOK M HEXEBNATENEHLX. DEAKLMHA, KOTODBIE OCHOBAHE! HA NDEOBIAYLLEM KMNH-
HUHECKOM ONBITE i (APMaKONOTMHECKNY CROACTRAK MCCNEdyYEMOrD NPoOOYKTa.

T.4 NpunoseHue 1

THTYNEHBIF TWMCT (npuwep)

HAZBAHWE CNOHCOPA

MpopysT:

Hossep MecneqoBadua’

Haxsauue(a) xMMAYeckos, OeHaDAYeckoe (SCnv NOOX0OMT), TORroBOE HAJIBaHWE [BCnK DaIpeLeHD
JAKOHOOATENECTEOM M N0 WENAHW0 CIoHCopa)

BPOWKORPA MCCNEJOBATENA

Hosmep pegakLmiE:

[ata sepciin:

ZaMEHRET NPEOEAYLYID DEAIKEKD HOMED!

Data:
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7.5 MNMpunoxeHns 2

OMMABNEHKWE BPOLIKOPEl MCCNEOCBATENA

(npimep)

YiazaHue Ha KoHQUOIEHUNaNEHOCTE {HE0ER3aTENRMHD |
MoanucK {HeotrRIaTENEHD )

1 OrnaeneHne

2 Pesione

3 BaegeHne

4 DHIHUECENE, XUMUYECKHE, (DADMALSETHIECKNE CRONCTEE W
NekapcTeEHHan opma

5 NoxNUHAYECKRE MCCNeaoBaHMA

5.1 OoknuHuyackan dapsiakonorin

5.2 PapMakoKWHETHEA M METaDONHIM NPOOVKTa ¥ HMBOTHEIX
5.3 TokcwronomnA

& SdhdesTsl ¥ Yenoseka

£.1 CapMakokHHeTHEa 1 MeTabonuanm v Yenoaexa

0.2 Be3onacHoCTe M 3PesTHEHOCTE

6.3 MNMocTRperMcTPaUMOHHEIA CNBIT NEHAMEHEHIA

T OBCy#OeHHe OaHHBLIX 1 WHCTPYELKA ANA WCCNedoRaTEna
Coniniud Ha:

1 MyGnMeag mm

2 O

JasHbie CObnEd oMmEHs ObiTe NPWBEENEHL B KOHLE Ka¥ oW Massi.
MprnoseEHHa (N HANHYHR)

8 OcHOBHbIe A0KYMEHTEI ANA NpoeefeHHA KNWHWYEeCKOro HCcnegoBaHuA

8.1 BeegaHune

OCHOBHBIMW AOKYMEHTAMW RENADTCA TE JOKYMEHTEl, KOTODEE BMECTE WM N0 OTJENLHOCTA NOIACNAKT
OLEHHTE NPOBEAEHHE WCCNEN0EIHWA W KSYECTEO NONYHEHHBX OaHHBX. 3T QOKYBMEHTE] CNYHAT J0KAIATENb-
CTBOM CODMOOEHHA MCCNEOBATENEM, CNOHCODOM M MOHWTODOM CTAHOAPTOR HAONEXALLEH KTHHWYECKOH Npak-
THEM [GCP) W sopmaTHBeHE TpeboaaH9i.

DOCHOBHEIE JOKYMEHTEl TAKHE CRYHAT DONBWOMY YMCNY MHBIX BAMHEX Lened. CROSBDEMEHHOE NOMELLE-
HHE OCHOBHBIX OOKYMEHTOR B DNk MCCNefosaTenAopraHIayyy W CNOHCOPa MOMET CYLUBCTREHHO Crnocob-
CTBOBATE YCNELUHOMY BMONHEHWID B DaMEAK KNHHWYECKOND MCCNe00BadMA CEOME {yHKLWMA MCCNEaosaTanam,
CIOHCOPOM M MOHWTOROM. KPOsME TOrD, 3TH AOKYMEHT b 05LNHG RENAKTCA 00LEKTOM HEIABKCHMOTD AyOWTa CO
CTOQOHL CNOHCORE W WHCNEKLWA CO CTODOHE YNONHOMOHSHHLIX OPMaH0E KaK YacTH NpOUecca NoaTEEDH e HR
AAKOHHOCTH NPOBEOEHAR WCCNeJ0BaAHMA W AOCTORERHOCTH COBRAHHEY [aHHLIX.

Hiuse NpuBegeH MUHMMANBHER NepeYsHb OCHOBHE A0KYMEHTOB. [LoKyMEHTEI CTRYNNWPOBAHLL B TR
pA3AENa B I3AWCUMOCTH OT CTAOWW KNWHUYECKOD WCCNBN0BAHME, Ha KOTODROH OHW ODBMHG CO0aKTCR!

1) nepen HAYANOM KNUHWISCKOR askl MCCnegoBaHMA;

2} BO BPEMA KNWUHWUHECKoW Dadsl HCCNeqoRAHNA;

3} nocne aasepLIEHHA MK NPEROEEDEMEHHOND NPEKDALLEHWA HCCNELOBAHMA.

HOawmo ofkAcHeHnE LENEA KAMIO0To SOKYMENTE, YKAIAHO, M08 OOKYMEHT OOMKeH XDaduTeCA: B hannax
HCCMNefoBaTenAopradnIagmy nubo cnoxcopa, nubo B obSoux mectax. JonyckaeTch 00hegHUHEHAE HEKOTODkY
OOKYMEHTOE NDE YCNOBHK, H4TO OTASNBHEE INEMEHTE NETHS MO8HTHMUMPYHOTCH.

Painsl MCCNEAoRaHKMA OONKHE ObliTh COA0aHEl B HAYANE MCCNE0OBAHKMA HAK B MECTE HAKOWISHWR
WCCNEQOBATENROPraHWIALWH, TAK W B 0DMCE CNOHCopa. Mocne oaaH|e MOHO CHMTATE 3ABEDHLUEHHEIM TONBKG
NOCTE TOMD, K3K MOHWTOPD NPCBERMT Maink ¥ WCCNEfoBaATENADPraHMIaLMK, U CNOHCOPA W NOGTBEPOWT HaNW-
YHe BCeX HeoBXoOMMEX JOKYMEHTOR B COOTRETCTBYIOLMY ainax.

MepesucnedHL e B HACTOALLEM CTAHAAPTE JOKYMEHTE KE3K N0 OTOENBHOCT, TAK ¥ B COBORYTHOCTH MOTYT
OkTl NOABEOIHYTE @YONUTY CIOHCORE M WHCTIZKUWMK YIICNHOMIYEHHES SOTAH0E 1 QOMHHE BHTE NPEOLARN EHb
Nk NPOBEAS UK TAKOBLIX.

8.2 MNepen Havanom KNMHHAYECKOR dadkl HCCNeJoBEaHMA

Ha craguy nnasdupofadyds WCCNefoBadvA 00 ero (PopManeHoro Hadana gonskbl BsiTe CO3gaHe M
NoMeweds B Qain cneayiowmWe GokyMenTh .
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HawMerosanse QokyMeEHTa

Ljene

Haxogurcs b dafnax

WCTM S0 s TERR
TR E BT

CNoHCOpE

£.2.1 Bpowsopa MoCnenoBaTEnA

OokyMEHTANEHO I23KpEnMTe Gaer ne-
pEOAYN MCCNeOoBRaTEmD HeohxonMmmMoE 1
BETYAMEHOA HEYHOR MHhopraypsn ob we-
CRsayEm oM MPOSyRTE

X

X

B.2.2 MNognucadHeld NpoTokon 4 no-
MPEBKA K HEMY [BCNKN TARORLE MMEHITEA),
obpaiey HHOMBMAYANLHOR DEMMCTRELWOH-
HoA xapTal {(FPK)

OokyMEHTANLHD IJHKDSNWTE GEKT Y¥T-
BE{HOEHMA  CNOHCOROM M HCCNEnoBEa-
TEmaM npoTorana/nonpasox v VIPK

B2.3 Mudopmauwn, npaaocTasnne-
MAR CyERERTY HOCNEQOBAHIMA

- opma  wHGOpMUPDOBEHHOMD Cor-
nacuA [(exniqar  sce  HeoDxagumMes
PAIBACHUTENEHEIE MATSRHENE)

- NMuoban gpyTaR NWCLMEHHEA HH-
rIpaaLHE

- PenamHele 00LREMEHWA QA Nps-
anaueHnE cyDLEeKTOoR B MCCNegosaHds
{ECNA MENONLIYEITEH)

DokymeHTansHd athopante takt no-
My<eHHR RGO DMMPOBEHHON COMNECHR

[okymMEHTaNEHD NOOTESQOUTE, Y10
cybwaaTAaM DYOeT NpEOoCTAENEHA CoaT-
BETCTEYVHILAR (& TOHMM IpaHHA COOSpmE-
HAR W ADCTYNHOCTH ANS  NOHAMEHHA]
NWCEMEHHEA MHCIOPMEBLIAR, NOMOFREIWERA
MM 0AaTe COMMACHE HE OCHOBE NoNHOA

HHEDOPMUPOBAHHOCTH

[oRyMEHTENEHD NOOTERQOMTE,  HTO
MEPLI N0 NPHERSHEHWD CybLaKTos anas-
BETHEI M OTCYTETEYAT ANEMEHT NDWHYH-

OEaHWR

B.2.4 DuHaHCcoBRIE aCnSkTH MoCneao-
BIHMA

OokyMEHTAALHG 38Xpan|TeE UHAHGD-
BOE COFNELEHNE N0 MCOREA0EaHHED ME-
Oy CNOHCOPOM W WMCCNEODEaTENSMOPTE-
HHAELMER

B.2.5 Crpaxosoe obrzaranscran
{acnu Tpebyarca)

[oryMEHTANEHO  NONTREDONTE, HTO B
CIy-E8 NPMYKWHEHUA Yepha, CER3aHHOMN
C wocnaaoeaHweM, cybwekram  Dyget
OOCTYNHA KOMNSHCALWA

2.26 MoanvcadHos COrMAalsHHE BO-
BNEHEHHBY CTOPOH, HANPWMEBL:

- MEHOY MCCNEQOBETEnNsWopraHwIa-
LER W CAoHEOPoM

- MEHOY HCCNEQ0ESTENSM OpraHwIa-
U8R M KEOHTPAKTHOR WCENBOOBATENLCKOA
CPTEHUISUMER

- MENOY CNOHCODOM W EOHTDEKTHORA
MCCNEAOEATENLCHOR OpTEHWISIMER

- MEHOY MCCNEQ0BEATENSM OPraHWIE-
LMER W YNOMHOMOYEHHLIME - OpraHamH
{acnu Tpebyartca)

J:I_DH}'MEHTEI'IEHCI 3HEPEnATE COrTEaLLe-
HFHA

X

X [eznmn
TpabyeTcR )

X

B8.2.7 DaripossasHod U 0Ky MEHTANEHO
ohoprnaHHos  yTEEp®OsHWE oqoipeHs
SHCNEpTHRIM - COBETOM  OprEHMZSE0MK
[BCONVHEZARMCAMEIM  3THSECKAM KoM=
TeToM (HEK) chegyowms aokyseHToe:

- NPOTOEDNE @ mobibix NonNpapok

- VIPHE {ecnw TpabyatcH)

OokymeHTansHo noOTESQSHTE,  HTO
AaHHoe wccnegoeane BLino  pacowar-
peEHO K yTREpHOgeH aoobpana FO0MHIE
VHAILIBAKT HOMED BEpCHMM M DAty Oo-
Ky MEHTS
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Haxoguren 8 dhadnas

HanmesoBan e Jooy MEH T Uenk |
HLCE A TEmn A
CNOM OO
QPraFdIaugan
- doprs MHEOPMADOBAHMHOND  Cor-
nAackA
- NKDoA Apyron IMCEMEHHOA MHBop-
MELMH, NPESOCTARNREMOR cyDbexTam
- PEENSMHLIY ODLRENEHWA ONA Npd-
BREqeHUA CyDLEKTOR B WCCNEOO0EAHAE
|G MENONLIYHTER |
- WHDOPMALMK 0 KOMNEHCEUWK
cyBeeETaEM (NpH HEMHYMM)
- Neabeix  WHEN §TESPMOEHHLK Q00
PEHHBI AOKYMEHTOE
B.2.8 Cocrag 3JECNEpTHOID CoOBETE JowyMeHTANLHD ISKPENATE COOTEET- X A (ros
oprasqaaunw HazasHocnmorn  3TvHeckoro | crewa cocraga J00OH3E Tpebozasnam TpedyeToR)
KOMMTETH GEP
B2 9 Pajspawsnuwalonobpedia npora- OoxymMeHTanbH0  NOOTESPONTE,  4TO X iroe A (ros
RONa'yBEHOMMEHNE O NPOTOXGNES OT yNon- | MpW HENWYAK CODTBETCTEYIWMXE  HOP- TREDYETCR) TpebyeToR)
HOMOYEHHBI OpraHoB [roe TpedyeTca) MATHEHBIX TpeboBaHWA  pazpewesns
OO0 pEHME YESAOMNEHWE  YIONHOMAOYEH-
Hbld OPrEHOE NOOYHEHD 00 HAEYAMS Wo-
CIEOBEHAR
8.2.10 Curriculum vitas wann gpyme LOoysaHTANEHD NOATESPOMTE KBAMH- X x
OOEYMEHTEI, POOTEEMHOAKWME kEanUgM- | EUEaLMID ¥ NDMIoOH0CTE BNA NEOBS0EHNN
KEUMES WECABODBATENER H COMCCNens- | MCCNEenoBaHNA HIMNK CCYILBCTENEHUR Ma-
BATEMEW OULMHCEON HabmogeHnA 338 cyDhekTamu
8211 HopransHeA QWANA30H IHE4E- DoxymEHTRNEHD BEEPENATE HODMAaNL- X X
HWA GAA NPegycMoTpaHHER NPOTOXONoM | Heid OWANA30H adadeHnd  gnR  nabo-
MADHMUAHCEMX NAT0DATODHEN TEXHWECKNE | DATODHRX TECTOS
NPOWsyp Wik TECTOE
8.2.12 Magwumrcewe/naboparopres! JoEysMeHTaENEHD NOATEEPSWTE NPHrog- Airoe x
TEXHHECKHE NPOoUBOY DL TECTE . HOCTE oDOpYOOBSHWA ONF NPORSOEHNA TREOYETCH)
Tpabyeme TECTOE W ODECTIEYEHWR Ha-
- ceapTyhuRaLMA
OEHHOCTH PEIYNLTETOR
- MW EHEPEaMTALMR
- WMME BHYTPEHHWE WA BHEWHAR
KOHTROMN: Ka4ECTED
- HNW OpyrHe METodbl NONTESEEEHHR
[roa TpebyaTeR)
8213 ObBpajubl 3THEETOK HE yNakoe- JoEysasTaNEHD NOATeepaMTe cobnm- X
KaX MECHEOYEMELY NPOOYETOR HEHWE COOTESTCTRYMILME TRADOBAHWA K
MAPKHDOERE MCCEaYEMOnD NpEnapara W
MMM HOE T WHET PyEUWA 4NA cybserTos
82,74 MucTpyEumA no obpaweHusn o DosyMeHTANLHD JARDENUTE HHCTDYE- X X
MECNEAYEMEKN NPOOYKTAMA W pacxoa- | gud  anA  obecnausHrR  HaanasalEo
HEIRA METEHANEMA [BCNM HE BRNKYSHD B | XPEHEHUR, YNAKDEKM, pacnpegenaHHq W
NPOTORON M BROWEpY HOCNEQOBEATANA] | YTHNWNIEUAY . BECNaayamsx NPpOayRToe 1
PACKOAHLIE ME TEQHANDE
8.2.15 Y4BT noCTaBO® WMOoCREOyEMEX DosyMeHTANLHD  JaXpenyTe OaTe W x X
NPoayYKTOE M PACKOOHL MaTEpHaENGE crocol NOCTABKA, HOMEPS CEOWA WMoona-
OyEMLE NPOOYRTOE M PARCKOOHLE MaTE-
pranoe. MoIsanAsT  OTCNEgNTE  CEpUi
MpOOYETE, KOHTRONWPOEETE YCNORMA Na-
CTABKM W BECTH YHET
24
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I
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Haxogurcs b dafnax

BHINTE

CAHAKOMNEHHR WCENEO0BATENA W 38HA-
TOrD B MCCAEO0BaHEK NEpooHana ¢ npa-
LEOYDEMA MCCNegaaaHME (MosaT OulTh
oiwaauHano c 8.2 15)

Hawwenosanwe QokysenTa Lant N ,
HoonsEnasaTEns £nDHEDpA
OpraHasEg Ee
52168 CeprwipumaTel AHANWAO0E nNo- JokyMeHTANEHD NOOTESpOWTE  NOg- x
CTREMBEHHEE WECNE0YaMelY NPOSYHTOR AMHHOCTE, HHCTOTY W KDEMYECTEEHHOE
COOSPHEBHWE SHTHEHOND BEWSCTEA (Q03M-
POBEY) HECNBAYEMBLIX NPOAYHTOE
8217 MNpousoypbl pacEpETAA HOAA NokyMEHTANLHD IEKPENRTE NPOUSTY- x X {8 coaT-
ONA WECHEN0BAHNE, NPEOBOIMMEDR CMENEM | Py SHETPEHHOA voaHTWhHEALWH MaCkipo- BETCTEYHILLMK
METOm0M BAHHOM  WOCNegyemors npogykra Gea CIMy-EAE,
HAPYILEHHA MACKAPOERH ONA OCTRNEHEIN TRETERA
cybeexToa cTopoHa)
8.2 18 Panoomd3a0HaHHLIR CRWACOE DoryMeaHTanbHD  3AKPENWTE  MBTOO & X (8 coor-
PAHOOMAIAYMH CyTLERToe HOCNENOBAHMA BETCTEVHILLIMY
CIyEAE,
TRETER
CcTopoHa)
8218 OmeeT MoHWTOpa O nNpegea- DakymeHTansHo NOOTEERAMTE NPWEm- X
PUTENEHOM BH3MTE NEMOCTE  WCCNBO0BATENLCKOND  U&aHTPA
OMA JSHHOTD WCCNE00BEHMA [MOKET DelTe
ohaguHaHo © B.2.20)
8220 OmiaT MOHATIpE O CTAPTOEOM DokyMadTansHd nogrespauTe et x x

8.3 Bo apemMA ENMHAYECKOR hadkl HCCNeqoBaHnA
B nogreepsgedye Tong, 4To BCA HeobxooMman HoBaa WHopsMaUmMa 0oKyMEHTaNLHD ofopMnseTca no
MEDE &8 NOCTYNNEHWA, B QONOMNHEHWE K BRILLSNSDEYUCNeHHbI QOKYMEHTIM, HMEKLLWMCA B daline, no xoay
WCCHEeaoBaHMa HeobxoaWmMo QoCaRNATE CIVE QY ILLIWE 0Ky MEHT B!

Haxogares o chafnax

ohopaMneHHos yTEapHasHHe/oaqnbpeHns
FWCNEpTHLEIM - COBETOM  OprEHM33LMK
{200 HedaaHCMBIM STHYSCKAM ROMUTE-
o (H3K) cnegyowme gokymaHTos:

- NONPAS0K K NPOTORDTY

PECCMOTREHHA W YTEEpHasHWR ogobpe-
Hap JCOIHEK nonpasok Wint HOBLIX
PEOAKUWA. YRESEIBSHTCA DENSKLKWA 1 08-
Ta QOKYMEHTA

HanMarosanae qokyMenTa Uenk
HCI:HEAGHETE."IFI"
Rl = e]at]
OpraHuIanA
B.3.1 DbHosRaHHEIS BapoKy BPoWwnpis DoxymeHTansHD 3akpenuie  daer x X
MECNEROEETENR CHOSBPEMEHHON Co0BLWEHWA MCCNEn0ea-
Tang  HeobopnmoR  WHbopMAaLEn  no
MEQE &8 NOCTYTINEHMA
8.3.2 haboe nameHeHME: OokyMeHTANEHD 3AEDANHTE  MIMEHE- X X
HWA HHELE SOKYMEHTOR, NpOWISanaH-
- npoToxonamnonpasok u MPK AR ™ e
HelE BO BPEMA MCCNEAoBaHIA
- dopae MHEOPMMDOBAHHOMD. Corha-
KA
- neoBal gpyrod NMceMEHHOR nHdop-
MELMK, NPS00CTAENASMOA CyDeakTam
- pEHnamHLx obwABNSHUWA ans npw-
BnadeHie CyDLERToE B MOCNEnosaHME
(BCNK MCNGNSIYIOTCR]
8.3.3 NarvpoeasHoa W QOKYMEHTANEHD OokyMeHTANEHD NOOTESPOWTE dharT X X
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Haxaguror b dannax

HanmesoBane JooyMEen T Lasie ]
WCCNEqoBaTEnRA criaHoena
T A A
- HOBLIX PEgaRUHa:
- thopmbl MHHODMUDODEAHHON COrMa-
CHA
- NpEOOCTaEnAemMel cyfbeaTan mMa-
TEpPHENGE
- pEXNEMHEE ODBRENEHWA ONA- Np4-
BRE-4EHHR CYDLEKTOR B WOENESoeaHne (ac-
M HENONE3IYaTER)
- OpYriE yTEEDHOaHHLINOOOEDEHHEX
AOKYMEHTOR
- PEIYNLTATOR NEPHOIMYECKONT pac-
CMOTPEHMA OOKYMEHTALHA MO WoCheno-
BaHW [fga TpebyaTes)
8.34 o rpebyatcA. pazpewesds’ OOoryMeHTANEHD SKPENHTE CODTEET- X (roa X
oooBpeEHNE YEEO0MIEHWE YIOMHOMOYEH- | ETAWE HOPMATHMEHEM TpabosaHMAm Toebyarcs)
HilZ DpraHoe Qna:
- MONPEBOE K NPOTORONY M ODYrdy 0o
KYMEHTOR
8.3.5 Hay4Hye Guorpadiaw (curricu- Cm. B.2.10 X X
lum vitas ) HoBRX MCCNBOOBATENSA WHNK
concocnenoeaTanai
836 MamaHaHis HOpMENLHORD gua- JoryMaEHTANEHD ZFHDEMHTE ROPManks- X X
NBIOHE IHAYEHWA ONA NPEAYCMOTREHHE | HBIR OWANBI0H SHEYSHUA TeCToE, W3-
NEOTOHONaM  MEQWUUMHCKWO TADOPATOP- | MEHEHHEY B XONE WOCNEOOBAHWE [GM.
HELU TEXHAYSCHAE NEOue0ypTecToR 8.2.11)
B.AT MamoseHWA B MeEOWLMHCKA DoxymMeHTansHD NOOTESRONTE, YTO X (roa *
nabopaTopHE TEXHUSECKNE TpoUsnypax | TRCTE NPOSHTEADT OTEEYETE TpeDosd- | Tpebyarca)
TECTaR: HHAM B TEMBHHE NEPHOOEA MCCNEO0BEHMA
{on B.2.12)
- CEpTHHKaL MR
- MW SREPEOMTALMR
- MW BHYTPEHHAR WANK BHELLHWA
KOHTROMS $a4EcTE
- AW OPY e METODE NOOTEEHIEHWR
[roe TpedyeTcR)
B_3.8 JowymaHTalma o nOCTAsKAaM ME- Cm. B 215 X A
CNEgYEMEX NPOOYETOR M PECKOOHEEE ME-
TERHANGE
8.39 CeprrdmiHaTs! AHANWIA HOBEX Cm. B:2.16 X
CEOWA HoCNBOyaMelE NpOgyRTos
8.3.10 OryeTsl MOHWTOROE O BA3MTAN JowyMeHTANEHD 33KPEMHTE BAZNTH X
MOHWTORGE M WY PEAYNLTaTHE
8.3.11 CywecresHHele MR  WCcne- OowymMEHTANLHG  ZFHDETHTE  NKORE X X
A0BAHWA NEPErOBOPENEPEnMcES [NOMY- | COFNEWEHWR MME0D CYWEcTREHHLE Nepa-
MO BRNTOR ) rOB0PEl, KECAHALMECH BONPOCOE Npose-
EHAR WMCONBOO0BAHWMR, aro a0MAHACT-
- NEpenWwes a Ho ' 2
CATHEHLIX BCTIBXKTOR, HAPYLIEHWA NpoTo-
- 3EMNKCH BCTREY EONE, OTHETHOCTH N0 HEEENETENLHLIM
ABNEHHAM
- 3anKcH TanadorHeE NEparaBnpoa
31
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Hapwenosaxme AOEYRERTE

LUene

Haxpgurca 8 chafnax

8312 MNognvcadxee deopasl madiop-
MAPOBRHHOND COMNBEMA

DokymadTansHa nogreepaMTs, 410
COMAacHe KEaxnong cybsesTa monyyYeHo B
coareaTcTEMn ¢ GCP W npoTokonosm 0o
HAYENA YYACTWA B WCCNegoeaHn. Kpome
TOrG, - SOKYMEHTENEHD ASKPENATE Paapa-
LUEHWE Ha NpAMoR aocTyn (cwm. 5.2.3)

5313 MNapaiHan SokyMEHTAEUWA

NakymaHTansHo MOgTeapaWTe axT
cyllecTeoeaHHA CybeeKTa W aocToBep-
HOCTE COOPaHHLIR SaHHER. BRAOHMT: M-
AOOHEIE  OOKYMEHTEL, OTHOCRLWECH H
WOCMEnDEEHU, NEHEHMH W AHAMHE3Y
cybeexTa

8314 Janonsaddeie, DaTipoBaHHERS
M NOONACEHHBIE WHOMEWOYEMEHRE pe-
MACTRAYWAHHEIE KApTE (HPE)

NowymadTansio  ofopMnTs Nogr-
BEHNEHAS WCCNEODBATENSM WM yIon-
HOMOHEHHEIMK  COTRYOHUKEMA WECREa0-
BATEMA 3APErvcTRRPOBEHHLD DEHHLI

8315 NorymeHTHROBaHNE MENDaBnE-
Hu# B MIPK

JokymEHTANLHD 3AKDENWTE BOS HIME-
HEHHWAIOOMONHEHHA WM NCNPABMEHHS,
caenaHHee B MPK nocne aanwoK nepaa-
HAHAMLHEX [aHHEX

53016 YeamomMneHwsa CrnoHcopa wotne-
OQBETEMEM O CEPLEIHEI HEHENATE MEHBIX
ABMBHEAN W COOTBETCTEYHILLME OTHaTR

YeSqoMMeHHa CHoHCOPE WoCnSqoea-
TENEM O CAPLEIHLEN HENENATENEHEIX AE-
MEHWAE W COOTEESTCTEYHILUME OTY4STh
cornacHo 4.11

B31T YeegoMneHWS  CROHCODOM
HIMNM HECNB00BSTENSM (HTO NEHMEHEMG ]
yNoNHOMOHBHHRE opraqog W F00H3E o
HENPEOBMABHHEIL  CEPLEIHLY  HEMENa-
TEMNLHLE PESKLYWAX W O gpyTol vstbop-
MELMIA Mo DeannacHoCTI

YESROMASHWE CROHCOPaOM WHNH WG~
CABOOBATENEM (HTO MOMMEHNMD) YIon-
HOMOMEHHEE oprados W 3COHBK o
HEMNPEOBEUOEHHEY CEpbS3HLIY HEMEna-
TENbHLX fEaKUMAY B cooTeeToTEMK . 517
w4111 w0 gpyrod wadiopManMe no
BEIORACHOCTH B COOTEBATETEMM & 5.16.2
4.11.2

8318 CooBuaHre cnoHCOpOoM WoEneEs-
OoBATEMH BHROpMaUMK No Ba30nacHICTH

CoofllaHie CcROMCODOM  Hoohego-
BETENK MHPDPMALMK NO GE3onNacHoCTH B
COOTRETETEMM ¢ 5. 18.2

B39 MpoMesyTOYHEIE WK MOG0e5IE
aT4eThE. NpegotTagnAemes FCOMHIK 1
YNONHOMOHEHHEM OpraHam

MpoMeEyTOMHEIE MAW FOA0DELIE OT-
HaTe, npegocTaanaemes FCOH3IK B
cooTEETETENK G 4. 10 1 yNonHoMOHEHHBIM
GPraHam B cooTeaToTerM ¢ 5173

8320 ¥y pHan crpvHeHE SybsakTos

DoryMaHTansHo  JaKpENMTE - HOSHTH-
dhrkaLnG CybRSERToR, NpOWEALIKY Nepen
WECNEMOBIHHEM CHPMHEHT

5:3.21 Crwicok MgeHTWDHKELMOHHEIX
wonos ocybwexToa

DakyMEHTENEHD NOITEERONTE, 4TO HC-
CNEO0BATENE ORrEHMIALUMA XPaHAT HKOH-
HAOEHUMANLHLIR  CNWCOK. MMEH  BOoSX
cyOLEKTOR, KOTODEM NP BENHHEHHA B
WCCNEQOEaHME DeINK NPHCBOBHE! HOEHTH-
HHAKBLMOHHERE Kode, MNo3sonaar wocna-
OOBATENHOPraMMIaL0MK HOEHTHEALM-
poBate noboro cybearta

8322 MypHan pErvcTpaune Bxro-e-
HuA CybeerTOR

DokyeHTANEHD ISKPENUTE XpOHOMO-
FHHECHYED NOCABO0SATENEHOCTE BRMHYE-
HMA CYELEETOR M0 WOEHTHCMKELMOH L

KOZaM

WEC e poaa e nviendpa
CRFaHAIALAA
X
X
X x
{konuA) {cpunaHan)
X X
(koA {opUrAaHaR)
X x
X {rog X
TpedyeTon)
X x
X X (rog
Tpebyatca)
X X (roa
Tpebyatca)
X
X
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Haxaaurcs & dadnax

BHONOrMYECENE  SMOROCTERTHEHER [BCnM
WMEHITCR]

HOMOBHWE W WOSHTIDMEALMD XPaHALM-
cA obpaiyoe B cnydas HeoBxaOuMocTi
NPOESIAHHA NOSTODHL AHANM30E

HaumeHoBaHae QokyMeRTS Hens e
CNaHcoaa
DRpraResagsHe
B.3.23 Yuat vccnegyemara npagykTa B JoxyMBEHTANLHO JAKDENWTE KENOMEI0- x X
WCCNagOeaTansCLom LaHTRS BEHHE WOCNSOyemMonn NpoayeTa 8 coor-

BETETENN C NPOTORDMAOM

B.3.24 Nnct abpayos nogndcend JoryMEHTENBHD FHHDENHTE ODPpa3aULI X X
NOOAMEER 1 MHWLMANO0S  BCEX MWL,
WADMHOMOHEHHE Y BHOCHTE DAHHLE HIKm
venpaaneqdns 2 MIPK

B.3.25 Yuar spaHAwMzcR obpaayos [DoxyMEHTANLHD ZAKDEMNATE MEBCTOHE- X X

8.4 MNocne aapepuUe KA KNA NPAKPALLEHKA KCCNeaoBaHHA
Mocne 33aE2plUIsHHA WK NPEEpalLeHna MCCNegoBaHnA BOE OOKYMEHTE, Nepeducneddse B 8.2 1 8.3,
Q0B COOBDHaTEEA B haing MCCnNefoBaHWA BMECTE © HYHEYKAIAHHBIMK O0KYMEHTIMM!

Haxogures o hamnax

HadMmerosahne gQoeyMeHTa Yene MEENEGDEATENR]
OErAHA A LA Bl
B.4.1 Yuer woonegyemoro NpogykTa B Ooky MEHTANLHD 38XKMEMATE WCONEI0- X X
WECNEA0eaTansCRom LaHTRa BaHWE HCCNEOysmMard NPpogykra 8 coor-
HETETEMN © npoTokonom. JokyMEHTANLHA
JAMPENMTE PEIYNLTATE OROHYETEMSHOM
NOQCHETE  KONWHECTES  WOCNEgyeMara
NPOOyKTE, NONYHEHHOND HOCNEO0BETE M-
CHAM LEHTROM, BeIGEHHOM CyDwakras,
BOABREUEHHOM CyELBRTaMM W BOREPA-
LYEHHOM CHOHCORY
B4 2 JoeymeEHTauMA N yHAH TOMEHH OokysMedTansHo aaspenaTe  anr X lacnu A
WECNETPEMaND NPoaaykTa YHUHTOMEHHR HEWCNONEI0SEHHER HCCNE- | YHUHTONEH B
OyamMes NPOAYKTOR CNOHCOPOM WMNM 8 | KMMHHYSCEOM
MCENEN0BATEMLCHOM UEHTRE LEHTPE)
B.4.3 MrorBeid ciicok MOosHTHduER- Coaname BO3IMOMHOR  wdsHTAge- X
LHOHHLE ko0os cybsarTon KELMH 808X BRMKMHEHHEX B MCCNBO0SaHHE
cybrarToR B cAyyYas HEODXOOWMACTH KNI
nochnagymaros  Habnwooede.  Cnucok
OOITEEH  XPEHWTECA  ©  cODnoosHwam
TREDDEEHWA KOHPUOBHUWANEHOG TH B TE-
HEHWE COFMACOBAHHON CROKE
B.4.4 Cepridwkar ayduta [ecrn [okyMEHTANLHD A3HDEMWTE AT mpo- X
WMEETCR]) BEOSHWMA 3yOMTa
B.4.5 Or4eT mMoHWTOpE O 3a88p- OokyMEHTANLHD 3AEPSENATE  OHOHYE- x
LUBHILLEM BHIHTE HWE BCSX MEPONPUATHR HECNE00BSHWA,
HEODEOOMMED A 3R8a0IUERKILIEND BHIM-
Ta, M HANWHHE KONHIA DCHOBHEIR SOy MEH-
TOB B COOTEATOTEYHIWME dhannax
B.46 NoymaHtaumd no  pacnpege- BozepallaeTcA CNOHCOpY ONA SOEy- X
neHwl cyBLaKToE No rpymnas W pac- | MEHTENLHOMD  JSKPEnNEHAR  MMEELIn
KREITHED EOO08 MECTD CNYY288 BCHPEITHR KOO0
B4, T Mroroskm oT4eT WocnenoeaTany, OokyMEHTANLHD ASKPENHTL 38BBPLLE- X
npegocTaanAEmeid JCOVHIK (Bcnn Tpe- | HWE BeCnenqoeaqHis
ByaTCA) M yNONHOMOYEHHEM Apradam (roa
NP AMSHMMO )
B.4.8 Omyet O ENWHAYSCKDM HOChe- OokyMEHTANLHD 2FHPENWTE PEIYNLTE- X lacnu X
OOEAHHN Tl MCCMES02AHNA M HX HHTERNPETALME MIPMMEHAMED )
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YOK 615.038(083.74):614.253:006.354 COKC 11120 PZ2d OKM 93 1000—583 7000
18.020

HnioYeskis CRoOBa: KNAHAHSCHWE WCCNeN0BAHNA, WCCNENYEMER NDOOYIT, WCCNENoBaTANE, CYOBEKT HoCneao-
BaHWA, 3ALMTA Npas cyTLeKTOR WCCNegosaHA

Pepacrop .5 Agraracenss
Taxrwuecki peagaktrop LA Cposas
Kappesrap M.C. Kabaowoaa
Komnemrepran sepomia H.A. Manefxuwdd

Maoanvcana s nedats 25 07 2006, dopmar 80 = 84"y, Eymara opretnan. Capharyps Apusn,
Mévate adcetdan. Yon nedrs. 488 Y -ka0 n 4,60, Tapas 26 sea. Jak. 203, C 3102,

P «Crangaprurcdropae, 125095 Mookea, MpanatHeid negp., 4.
waw . gosinfo.n infogd postmfo.ru
Hafiparo o ornevartadn ao @MY «Cranpaprendrope s
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