HACTHOE YHPEXXAEHME OBPA3OBATEAbBHAA OPTAHM3ALIMA BbICILETO OBPA3OBAHMA
«MEAMLIMHCKMM YHUBEPCUTET «PEABM3»

COIAACOBAHO YTBEPXAAIO
MpeaceaateAb AOKaAbHOIO. ITUYECKOTO KOMMUTETA PexTop
MeanumHckoro yumnsepy m!évra «PeiBun3» Meanumnckoro, »,*rl/usepcnrgra «PeaBu3s»

|

CynuabHuKOB A.A. Abico H.A.

CTAHAAPTHAA OINEPALIMOHHAA NPOLIEAYPA
AOKaAbHOIO 3THYE€CKOro KomMmTeTa MeAMUMHCKOro yHusepcutera «PeaBus»
Homep COIl: 04
Bepcua COIl: 01
Aara BcTynaenns B Aevicteue: 1 ceHTa0psa 2017
HasBaHue: JxcnepTu3a MUCCAEAOBATEALCKUX MPOEKTOB (MEXKAYHApOAHble
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LleAb - OnpeAeAnTb, COOTBETCTBYET AU TAaHUPYyEMOE OMOMEAULIMHCKOE MCCAEAOBaAHME, B
TOM 4YUCAE KAMHUHECKOE UCMbITaHNE AEKapPCTBEHHOIO CPEACTBA MAM MHAA MEAMUMHCKas
TEXHOAOIUA, YCTAHOBAEHHbLIM 3TUYECKNUM Tpe6OBaHl/I$|M. PaCCManMBaIOTCﬂ M BbIHOCATCA
3aKAKOYEHUA MO NMPEACTABAEHHBIM AOKYMEHTAM.

OTBETCTBEHHOCTb - ANUO, MPOBOAdLLEE SKCNEPTU3Y, OTBETCTBEHHO 3a €€ Ka4€CTBO.

B 06s3aHHOCTM cekpeTapsi BXOAMT MNEPBUUYHOE O3HAKOMAEHME C AOKyMEHTaLMen npu
npuemMe 3asiBKM OT 3asiBUTEAs, PErncrpaums MOAyHeHUst AOKYMEHTALMM B XKYPHaAe,
NnpoBepKa COOTBETCTBUS MPEACTABAEHHbIX AOKyMeHTOB TpeboBaHusam ADK MeanumHcKkoro
yHuBepcuteta «PeaBu3», MH(popmMpoBaHMe 3aMHTepecoBaHHbIX 4aeHoB ADK o
MOAYYEHHOM 3asiBKEe, PEermMcTpaums pPe3yAbTaTOB MOAYYEHHbIX 3KCMEePTM3, XpaHeHWe
AOKYMEHTaLMK, NpeAcTaBAeHWe npoekTa [lpeacesaTeAld ars BKAOYEHMst B [TOBeCTKy AHs
Tekywero 3aceaaHuns ADK, npuraalieHne Ha 3aceaaHuMe BCEX 3aMHTEPECOBAHHbIX AMLL.
dopma 3asBKM pa3pabaTbiBaeTCs M yTBEP>KAAETCS Ha 3aceaaHun ADK.

B o6s3aHHOCTM cekpeTapuata ADK BXoAMT nepeuyHoe odopmaeHune POPMbl OLIEHKM
MCCAEAOBATEALCKOTO MPOEKTA, B KOTOPOM AOAXKHA COAEPXKAThCS MHpOpMaLns O:

® HA3BAHWU MPOEKTa,;
®  WNMEHU NNaBHOIO NCCAEAOBATEAA,
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* (puHaHcHpyloLLeit opraHu3aunm (eCAU NPUMEHNUMO);

® BMAE MWCCAEAOBaHMS (3nMaeMMOAOTMUECKOE, HAOAIOAATEABHOE, OCHOBAHHOE Ha
AOKYMEHTALIMK, FEHETUHECKOE, COLMAAbHOE, MPEAYCMATPUBAIOLLEE MEAWULIMHCKOE
BMeLLIATeAbCTBO U AP.);

e O00lWeM uMCAE YYACTHMKOB WCCAEAOBAHMSI U TMAQHMPYEMOM YUCAE B AQHHOM
MCCAEAOBATEABCKOM LIEHTPE;

® AAUTEABHOCTM UCCAEAOBAHMS;

® LIeAM UCCAGAOBAHMS U €ro CyTu;

e HaAMuuM nAauebdo;

®  BKAIOYEHWM YA3BUMbIX KOHTUHIEHTOB;

®  HAAMYMK FEHETUYECKOTO UCCAEAOBAHMS B PaMKax 3asiBAEHHOTO MPOEKTa;

® HaAMUMe CTPAXOBKM (CPOKM, UUCAO 3aCTPAXOBAHHBbIX);

® paspelleHnst LLEHTPAAbHBIX OPFraHOB Ha MCCAEAOBAHME (UMCAO YHACTHUKOB).

AAst TOrO 4TOObl AaTb APryMEHTUPOBAHHOE 3aKAIOYEHMe MO 3TUYECKMM acrekTam
NAAQHUPYEMbIX MCCAeAOBaHMI ADK AOAXKEH:

e yOeAUTbCS B TOM, YTO MHC(pOPMALIMS, MPEACTABAEHHAsi OpraHu3aumnen UAU AMLIOM-
3asiBUTEAEM, AOCTATOUYHA AAS TOrO, YTOObI BbiCKadaTb OOOCHOBAHHOE CY>XAEHWE O
COOTHOLUEHUN MEXAY PUCKOM U MOAB3OM AASI AULL, MOABEPTAIOLWMXCS UCTIBITAHUIO;

® OLEHUTb HEOOXOAMMOCTb MPUBAEUEHMSI HE3ABUCHUMbIX SKCTEPTOB;

® OLEHWTb BO3MOXHOCTb MOAYYEHWUSI HEOOXOAMMOTO 3aKAlOYeHMs NO 3PPeKTUBHOCTH
n 6e30NacHOCTM OUOMEAMLIMHCKUX WCCAEAOBAHUI C MPUBAEYEHUEM MEHBLLETO
YMCAQ YHACTHUKOB MCCAEAOBAHMS;

® [pPOAHAAM3MPOBATb  OMPABAAHHOCTb  MPEACKA3yeMoro  pucka U APYrux
HEXEAATEAbHbIX MOCAEACTBUI AASl YHACTHMKOB WMCCAEAOBAHMSI MO CPaBHEHWUIO C
0XMAAEMbIMU OAQTOMPUATHBIMU AASI MALIMEHTA AW APYTUX AWLL PE3YAbTATAMM;

® OLEHWUTb BO3MOXHYIO NOAB3Y AASl MALIMEHTA OT Y4aCTUSI B UCCAEAOBAHWM;

e yOeAUTbC B TOM, YTO noTeHUMaAbHas dPeKTUBHOCTb, PUCK M HeyAoHCTBA OT
MPUMEHEHUSI HOBOTO AEKApPCTBEHHONO CPEACTBA, TEXHOAOTMM OLIEHMBAIOTCS MNPU
CPaBHEHUW C  AYHWMMM K3 yXKe  CYLEeCTBYIOWMX  AMArHOCTUYECKUX U
TepaneBTUUECKUX CPEACTB MAU CXEM AEHEHMUS;

e ybeAUTbC B KOMIMETEHTHOCTM WMCCAEAOBATEAEH, B TOM, YTO OHWU WMEIOT
COOTBETCTBYIOWYIO  KBAAM(PUKALIMIO M AOCTATOUHbIA  OMbIT B MPOBEAEHWM
OMOMEAMLIMHCKUX MCCAEAOBAHWMI HAa OCHOBaHMM u3ydenusi Curriculum vitae
MCCAEAOBATEAEN;

® OnpeAeAuTb, COOTBETCTBYIOT AM  UCCAEAOBATEAbCKME  LIEHTPbl  HEOOXOAMMBIM
TpebOBaHUSAM AASI MPOBEAEHUSI MAAHUPYEMOTO WMCCAEAOBAHMS, BKAOYAsi HaAMuue
BCMOMOraTeAbHOTO  MEePCOHaAa, HeoOXOAMMOro  0OOpyAOBaHMS U CPEACTB
MPOBEAEHUSI HEOTAOXKHBIX MEPOMPUATUIA;

® OLEHWTb AAEKBATHOCTb W YCAOBMS BO3MELLEHUS BpeAQ 3AOPOBbIO, HACTyMaloLero B
pe3yAbTaTe OMOMEAMLIMHCKMX MCCAEAOBAHUIA, M FapaHTUK BO3MELLEHMSI PACXOAOB HA
oKa3aHue HeOOXOAMMON MEAMLIMHCKOM MOMOLLM, B T.4. CTPAXOBbIX MOAUCOB;

® YAOCTOBEPWUTBCS B TOM, UYTO MaUMEHTAM TapaHTUPOBAHbl A€YEHWE  W/UAM
KOMMEHCALMK B CAyHae HaHEeCEHUs! BpPeAa MX 3A0POBbIO B XOA€ OMOMEAMLIMHCKOTO
MCCAEAOBAHMS.

AAs pelueHust BONPOca O COOTBETCTBMM BO3MOXHOCTEN MCCAEAOBATEABCKOIO LIEHTpa

(kAMHMYeckoin 6a3bl) TpeboBaHWsM npotokona MMKM Ha 3aceaaHne Mo nepBUUYHOMY
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PACCMOTPEHMIO  3as9BKM HA MPOBEACHUE KAMHUYECKOTO WMCCACAOBAHMA  MPUIAALATDH
NPEACTaBUTEAS AAMUHUCTPALIMKM KAMHUYECKOM 6asbl (Npy1 HEOOXOAMMOCTH).

[Mpu paccMOTPEHUU U BbIHECEHMM 3AKAIOYEHMSI MO KOHKPETHbIM AOKYMeHTam (IpoTokoa
nccaeaoBarms, bpoluopa mccaeaosatens, MIHPOPMaLMOHHBINA AUCTOK NaumeHTa u hopma
MUCbMEHHOTO MH(POPMUPOBAHHOTO COMAACUSI) PACCMATPUBAIOTCS CAEAYIOLLIME (PAKTOPbI:

B lNpoTtokoae nccaeroBanms —
Ha COOTBETCTBME (POPMBI U COAEPIKAHMS KAMHUUECKOTO MCCAEAOBAHMS €70 LIEASIM;

BO3MOXXHOCTU TNOAYHEHUA HEOOXOAMMBIX 3aKAIOYEHUIA C NMPUBAEHEHNEM MEHBLLIETO YUCAQ
Y4aCTHUKOB UCCAEAOBAHMUAA;

KOAMYECTBO TMAUMEHTOB, MPUHUMAOWLNX y4aCTne B KAMHUYECKOM NCCAEAOBAHUU;
KpUTEPUN BKAIOHEHUA N HE BKAIOHEHUS MAUMEHTOB B MCCACAOBaHUE;
KpHUtepnmn AOCPOHHOIo NCKAIOYEHKA MNMaUMEHTOB N3 YNCAA YHACTHNKOB;

KPUTEPUM BPEMEHHOM  MPUOCTAHOBKM  WMAM  MOAHOIO  MpPeKpalleHnss MCCAEAOBAHMS,
METOAbl OObEKTUBHOIO KOHTPOAS;

npeackaszyemble Nobo4yHble 3ppekTbl 1 HeyaoHCTBA.

BO3MOXHOCTU NPUMEHEHNS naauebdo ¢ Y4ETOM B3BELWEHHOIO COrNOCTaBAEHUA PUCKOB U
0€30MacHOCTU MO OTHOLLEHUIO K Y4aCTHUKaM UCCAEAOBAHMs.

B bpouwiope uccaeaoBaTeAss aHAAM3MPYIOTCSt CBeAeHMs, Kacatowmecs Oe30nacHoOCTU M
XapPaKTEPUCTUK UCMbITbIBAEMbIX ACKAPCTBEHHBIX CPEACTB MAM TEXHOAOTMI, A TaKXe AaHHbIe
O pe3yAbTaTaX KAMHUYECKMX MCCAEAOBAHWI, MPOBEAEHHbIX HAa MOMEHT PacCMOTPEHMUS
3a8BkM (Hanpumep, B (popMe MOCAEAHUX OMYOAMKOBAHHBIX HAYYHbIX CTaTel, ApPYrux
OMYOAMKOBAHHbIX AQHHbIX, KPAaTKMX XapakTePUCTUK UCMbITYeMOro npenapara).

OueHuBasl AOCTAaTOYHOCTb, MOAHOTY, SICHOCTb, YE€TKOCTb M 3TMUYHOCTb WHOpMaLIMK,
KOTOpasi AOAXHA OblTb AOBeA€HA AO CBeAeHMsl CyObekTa WMCCAEAOBaHWSs, AMOO ero
3aKOHHOIO NPEACTaBUTEAS] B MUCbMeEHHOM popme “VHdopmaummn aas naumeHTa ¢ hopmoit
MH(POPMMPOBAHHOTO COTAACUS”, aHAAM3MPYIOTCS CAEAYIOLLME PA3AEAbl, KOTOPbIE AOAXHbI
MPUCYTCTBOBATb B AQHHOM AOKYMEHTE:

LUEAb 1 3aAa4MN MCCAEAOBAHWA;
XapakKTePUCTUKA MCCACAYEMOTO AEKaPCTBEHHOTIO Tpenapara AU TEXHOAOT NN,

O6LLleﬂp|/IH9ITbIe BUAblI A€KapPCTBEHHOIO WAM HE MEAMKAMEHTO3HOIO A€YEHUsA, KOTOpPbIE
MOryT ObITb Ha3HAY€eHbl MCIMbITYEMOMY, a TaKXXe MX NOTEHUMAAbHbBIE NMOAb3a U PUCK;

BEPOSITHOCTb MOMAaAAHMUsI B OAHY M3 FPYMN MCCAEAOBAHMS, B TOM YMCAE M TPYNny naauebo;
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OOLEKTUBHO OXKMAAEMast MOAb3a AAS MCMbITYEMOTO;

HeyA0OCTBa M OObEKTUMBHO MPEACKA3yeMblil PUCK KaK AASl UCMIBITYEMOTO, TaK U AASI MAOAQ
WA FPyAHOTO pebeHKa;

NPOUeAypPbl MCCACAOBAHUS, BKAIOHAA MHBA3UBHbBIE METOAbI;

00513aHHOCTH AMLUa, NoABepratowerocs UCrbITaHMAM HMAU MCCACAOBAHUAM (l/I/\M NnauneHTa,
HO HUKaK He MCﬂbITyeMOFO),'

KOMMeHcauusa I/I/I/IAI/I A€YEeHME, Ha KOTOpble AMUO, NnoABepratoweecs MCMbITaHUIO MAU
MCCACAOBAHUIO HNAM TIAUMEHT, MOXET pPaCCHUTbIBATb B CAy4a€ HaAHECEHUs BpeAa €ro
3AOPOBbLIO B XOAE€ UCCAEAOBAHMUSA;

3asBA€HME O TOM, 4HTO Y4HaCTne B WUCCACAOBAHUUN ABAAETCA AO6pOBO/\beIM, 1M AMUO,
noABepraemoe MUCCAEAOBAHUIO, MOXET B AOOO MOMEHT OTKas3aTbCst OT yd4actmna B
MCCAEAOBAHUU MAM BbIObITb M3 HErO 6e3 KaKMX-AMOO CaHKUMI MAU YWEMAEHUA €r0 MPaB Ha
ApPYyrue BMAbl ACHEHWUSA;

3asBAEHME O TOM, YTO MCCACAOBATEAW, AayAMTOPbl, KOMUTET MO 3TUKe M paspellnTeAbHble
MHCTaHUMM  MOAYYaT HEMOCPEACTBEHHbIM AOCTYN K MH(oOpMauMuM B  MEPBUYHON
MEAMLIMHCKOWM AOKYMEHTALIMM UCTILITYEMOrO B OObeME, ONMPEAEAEHHOM COOTBETCTBYIOLMMU
3aKOHAaMM M MOA3AKOHHBIMM  aKTaMM, AAsl MPOBEPKKU  MPOLIeAYp W/MAM  AQHHBIX
KAMHNYECKOIO MCCACAOBAHMS, He Hapyllasi NPy 3TOM aHOHUMHOCTb UCTMbITYeMOro;

MOANUCHIBasi (POPMY MUCbMEHHOTO MH(POPMUPOBAHHOTO COTAACUS, AULIO, MOABEPraloLLeecs
MCCAEAOBAHUIO MAM UCTIBITAHWIO, UAM €r0 3aKOHHBIA NMPEACTaBUTEAb (ECAM 3TO MPUMEHUMO)
AQIOT pa3peLleHne Ha AOCTYM K ITOM AOKYMEHTaLMK;

3asiBAEHME O TOM, YTO CBEAEHMSl, MAEHTUPULMPYIOLME AMYHOCTb AMLIA, MOABEPIaIOLLErOCs
MCMBITAHUIO MAM UCCAEAOBAHUIO, OYAYT COXPaHsTb B TalHe M MOTYT OblTb PACKPbITbl TOABKO
B NMPEeAeAax, YCTAHOBAEHHbIX COOTBETCTBYIOLWMMM 3aKOHAMMU U/MAM MOA3AKOHHBIMM aKTamMK;
npu NyoAMKaLMK Pe3yAbTaTOB MCCAEAOBAHMSI aHOHMMHOCTb Takoro AMLA OyAeT COXpaHeHa;

3adaBAEHME O TOM, YTO MCﬂbITyeMbIIZ UMAM  €ero 3aKOHHbIN MNPEACTaBUTEADb 6)/A)/T
CBOEBPEMEHHO O3HAKOMAEHbI C HOBbIMM CBEAEHUSMU, KOTOpblE MOIYyT TMOBAUATbL Ha
KeAaHne UCTIbITYEMOTO MNMPOAOAXUTL YHaCTUE B MCCAECAOBAHNN;

CMn1COK AUL, K KOTOPbIM MOXHO O6paTI/ITbC9I AASI TIOAYHEHUSA AOMOAHUTEABHOM |/|Ho|oopmau|/||/|
00 WCCAEAOBAHUU U npaBax WUCNbITyeMOro, a TakKxe cneunaAsnctos, C KOTOPbIMU
MCFIbITyeMbII7I MOXET CBA3aTbCA B CAy4H4ae HaHECEHUS BpPEAa €ro 3A0pPOBbIO B XOAE
MCCAEAOBAHWA;

YCAOBMSI, MPU KOTOPbIX y4aCTUE UCMBITYEMOIO B MCCAEAOBAHMU MOXET ObITb MpeKpalleHo
0e3 ero coraacus;

npeanoAaraemMas AAUTEAbHOCTb YH4aCTUsA B UCCAEAOBAHNA;
ﬂpM6AM3MT€AbHO€ YNCAO UCTIbITYEMDIX.
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AOKYMeHTaLlMﬂ, noAaBaemasi B 3TMYECKUIN KOMUTET AOAXKHA UMETb AMOO MOAHbIN NEPEBOA,
AM60 KpaTKl/Il7I nepeBoOA C NMOAHOUEHHbIM OCBeLlleHNEM BHECEHHbIX B AOKYMEHT U3MEHEHWUH,
3aBepeHHbIl71 MOAMUCBIO TAABHOTO NMCCACAOBATEAA.

ADK MoxeT notpe6oBaTb, YTOObI UCMbITYEMbIM, MOMUMO MH(POPMALIMK, YKa3aHHOW BbillE,
ObIAM MPEAOCTABAEHbI AOMOAHWUTEAbHbIE CBEAEHWMSI 0O MCCAEAOBAHWMM, €CAM, MO MHEHMIO
ADK, 3T0 HEOOXOAMMO AAS 3aLLMTHI MPaB M 3A0POBbS UCMILITYEMbIX, @ TAKXE AASl FapaHTUM
nx 6€30MaCcHOCTU UAN AASI AYYLLIETO MOHUMAHUSI UMW OTAEABHbIX MOAOXKEHUI KAMHUYECKOrO
MCCACAOBAHMS.

MoAyyeHMe coranacusi AOMyCKaeTCsl TOAbKO B NMUCbMEHHOM hopMe.

MHpopmaums aas naumeHTta (MHOpPMALMOHHBIA AMCTOK) M (hopma MH(POPMUPOBAHHOTO
COTAACUSi AOAXHBI OblTb HamMMCaHbl Ha PYCCKOM si3blke M MO NPOCbOE MCMbITYeMOro
nepeBeAeHa Ha ero pPoAHOW si3blK. MHpopMaLms AAS MaUMeHTa AOAXHA ObITb HammcaHa
TakMM $13bIKOM, MOHMUMAHMWE KOTOPOro He TpebyeT MEAMLIMHCKOTO 0OPa30BaHMUs UAW 3HAHMS
npuHumnos KauectBeHHon Kaunnuueckon [Mpaktukn (GCP). PekomeHayetcs usberatb
CMELIMAABHBIX TEPMMHOB, AAMHHBIX CAOXHbIX MPEAAOKEHUI W YTBEPXKAEHMI, KOTOpbIE
MOryT OblTb HEBEPHO MCTOAKOBaHbl MCMbITYEMbIM WAWM BBECTM ero B 3abAyxaeHue. B
MH(pOPMALIMOHHOM AUCTKE AAS MaUMeHTa U B hopmMe MH(POPMUPOBAHHOIO COTAACUSI He
AOAKHO ObITb (POPMYAMPOBOK, KOTOpble MOTYT 3anyTaTb WCMbITYEMOro, U TeM CaMblM
BbIHYAMTb €r0 OTKa3aTbCsl OT CBOMX 3aKOHHbIX MPaB MPUHSTH Y4acTUe B MCCAEAOBAHMM, UAU
oKa3aTb AABAEHME Ha MaLMEHTA MPU MPUHATUMN PELLEHUSI.

OHM  Takke He AOAXHBI COAEpPXaTb 3aSBAEHWI, OCBOOOXAQIOWMX MCCAEAOBATEAS,
MEAMLIMHCKOE Y4YpeXAeHue, CMOHCOpa MAM ero NpeAcTaBUTeAeil OT OTBETCTBEHHOCTM 3a
AOMYLIEHHYIO ~ XaAaTHOCTb,  WMAM  (DOPMYAMPOBOK,  MO3BOASIOWMX  MOAOOHYIO
MHTepnpeTaumio.

MHpopMUpoBaHHOe corAacMe U Apyrue, NPeAOCTaBAsIEMblE MUCMBITYEMbIM MaTepHaAb,
nepecMaTpuBaloTCsl MPU MOSIBAEHUS MHpopMaLmM, CMOCOOHOM MOBAMSITL Ha COrAacue
ucnbiTyemoro. HoBble  peaakuMn  MHGPOPMALIMOHHOTO  AMCTKA, MH(POPMMPOBAHHOIO
COTAACUSt U APYTMX TMPEAOCTABASIEMbIX MCMbITYEMbIM  MATEPUAAOB  MPEABAPUTEAbHO
ytBepxaatotcs ADK  MeanumHckoro yHusepcutera «PeaBu3». McnbITyembld MAM  €ro
3aKOHHbIA  MPEACTaBUTEAb AOAXHbBI  OblTb  CBOEBPEMEHHO O3HAKOMAEHbl C  HOBOM
nHpopMaLmer, CNOCOOHOM MOBAMSTb HA >KEAAHME WCTIbITYEMOTO MPOAOAXKMTL yHacTHe B
nccaeroBaHun. MakT coobuieHns 3Torn MHGOPMaLMKU  AOAXKEH ObITb AOKYMEHTAAbHO
MOATBEP>KAEH.

B caAyuae, ecan [1pOTOKOAOM MPEAYCMOTPEHO Yy4vacTMe B  WMCCAEAOBAHWM
HECOBEPLIEHHOAETHUX, KOTOPble MOTYT MOHSTb CMbICA TMPOUCXOASILLEFO M AdTb CBOE
corAnacMe Ha yyactMe B MCCAeAOBaHMM, MH(POpMaALMOHHBIM  AMCTOK M hopma
MH(POPMUPOBAHHOIO COTAACHSI AOAXHbBI ObITb HanNUCaHbl B MOHSITHOM/AOCTYMHOM AAS
HECOBEPLIEHHOAETHUX (POpPMeE, KOTOpYlD OH/OHA COOCTBEHHOPYYHO TMOAMMUCHIBAIOT U
AQTUPYIOT B AOMOAHEHWMM K TOAMMUCKM WX 3aKOHHOTO MPEACTaBUTEAs. AAS  KaXKAOW
BO3PACTHOM rpynnbl  (A€TM, MOAPOCTKM) AOAXKHbI ObiTb MPEAYCMOTPEHbI  OTAEAbHblE
MH(POPMaLIMOHHbIE AVICTKM COOTBETCTBEHHO BO3MOXHOCTSIM BOCTIPUSTHSI.
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MHpOpMaLMOHHBI  AUCTOK M MH(POPMMPOBAHHOE COTAACME AASl POAUTEAEN/ONEKYHOB
AOAXKHO cOoAepxaTb Ty e MHGopMaumio, HO Ha 6oAee NPOABUHYTOM YPOBHE AOCTYMHOM
AASI TOHUMAHUS HEMPOhECCUOHAAOM.

B cayuae HeobGxoammocTn ADK mmeeT npaBo noTpeboBaTb OT MCCAEAOBATEAS/3aIBUTEAS
AOBYIO  AOMOAHUTEAbHYI0 MHopMaumio. Ecan Takas MHpopmMaLlmst He NMPEAOCTaBASIETCS B
cpokun, onpeaeaeHHble ADK, ADK He paccmMarpuBaeTr AOKYMEHTbl MCCAEAOBATEAbCKOIO
npoeKTa.

ADK  MOXeT 0AOOPUTL MPOBEAEHME KAMHUYECKOTO MCCAEAOBAHMS TOABKO B TOM
CAy4ae, eCAM MNOTeHLMaAbHAs MOAb3a AASl MCMbITYEMbIX MPEBLIWAET BCE WM3BECTHblE U
NPeACKa3yemble BUAbl PUCKA AAS HUX.

AAS KCNEePTU3bl MCCAEAOBATEABCKOrO MpPoekTa OObIMHO — Ha3HavalTcs  Tpu
3KCNepTa: BHELWHWIA He3aBUCUMBIA 3KCNepT M ABa YAeHa ADK — MeArK M He MeAMK.
3aKkAlOUeHMEe MepPBOro 3a4MThIBAETCS Ha 3aceaaHun ADK cekpetapem (eCAM 3KCMepT He
NOCYMUTAA HEOOXOAMMbBIM  AMYHO TMPUCYTCTBOBATb HA  3aceaaHuu), uaeHbl ASK,
NMPOBOAMBLIME SKCMEPTU3Y AOKAAABIBAIOT AMHUHO.

He3aBUCUMBIN 3KCMEPT AOAXKEH AaTb 3aKAloueHne 06 3ppeKTUBHOCTM M Ge30MacHOCTH
AEKapCTBEHHOIO CPEACTBA HA OCHOBAHMM 3HAHWI O MPUMEHSIEMbIX B MPAKTUKE aHAAOTOB
UCMbITYEMOTO  AeKapCTBEHHOIO CPEACTBA W CBEAEHWI, NPUBOAMMBIX B  Opolutope
MCCAEAOBATEAS, YKa3aTb KAKOB CTAHAAPT A€YEHWSI AQHHOTO 3a0OAEBaHMs, MPUHSTHIA B
Hallel CTpaHe M Kakoe Ae4eHMe MOAy4aA Obl GOAbHOW, €CAM Obl He OblA YyHaCTHUKOM
MCCAEAOBAHMS, @ TaKXKe B YEM PA3AMUME MEXAY CTAaHAAPTHOM CXeMOM AedeHus (KOTopylo
6OAbHOM MOAYYaA Obl, €CAM Obl He ObIA YHAaCTHUKOM MCCAEAOBAHMS) U MPEAAAraeMon npu
npoBeAeHun 3kcriepumeHTa. OH AOAXKEH OLEHWTb HeOoOXOAMMOCTb M 6e30MacHOCTb
AOTOAHUTEABHBIX MPOLIEAYP (Ae4eOHbIX M MCCAEAOBATEABCKMX), KOTOPbIM OYAET MOABEPrHYT
Y4aCTHMK 3KCNepUMEHTa, XapakTep HeyAOOCTB, KOTOpPbIM OyAeT MOABEPrHyT MauMeHT,
OLIEHWUTb MPEACKa3yeMblii PUCK M APYrMe HeXeAaTeAbHble MOCAEACTBUSI AASl YHACTHWUKOB
MCCAEAOBAHUS MO CPABHEHUIO C OXKMAAEMBIMKU OAQrONPUSITHBIMU AASI MALIMEHTA UAM APYTUX
ALl pe3yAbTaTaMM U MOAb3Y MOAb3a AASl MAUMEHTa OT y4yacTus B MCCAeAOBaHMW. [lpu
OLIEHKE KCMEPT AOAXKEH YOEAUTbCS B TOM, YTO MOTeHUMaAbHast 3pPeKTUBHOCTb, PUCK M
HeyA0OCTBa OT MPUMEHEHUS HOBOMO AEKApCTBEHHONO CPEACTBA OLIEHMBAIOTCS  MpU
CPaBHEHMM C AYHWMMM M3 yXe CYLIECTBYIOWMX AMArHOCTUYECKMX W TepaneBTUYECKMX
CPEACTB MAU CXEM AEYEHMUSI.

[Mpn npeaBapuTEAbHOM 3KCMEpPTU3e MCCAEAOBATEALCKOTO mnpoekta 4YAaeH ADK
IKCMEPT-MEAMK AOAXKEH o00paTUTb 0cCobOe  BHMMaHME HA MEAMUMHCKWME aCheKTbl
nccaeroBanus  (6e3onacHoCTb,  3(PPEKTUBHOCTb,  COOTHOLWIEHME  PUCK/MOAB3A  AAS
OTOMPAEMOro KOHTUHIeHTa, MMHUMM3ALIMS BPEeAQ AASl YHAaCTHUMKOB MpPOeKTa, aA€KBAaTHOCTb
YCAOBUIM MOHMUTOPUHTA.

B 3asaun skcnepra He MeAMKA BXOAMT TWATEAbHbIA AHAAM3  BO3MOXXHOCTM
HaHeCeHWs BpeAa Y4aCTHMKAM MCCAEAOBAHMWSI B CAyYae pas3rAdlleHusi KOH(PUAEHUMAABHOM
MHdOpPMaLMKM, HEAAEKBATHOWM 3alUMTbl HYACTHOWM >KM3HWM, OCOOOE BHUMAHME OH AOAXKEH
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obpaTMTb  Ha  OGecnpucTpacTHOCTb ~ OTOOpa  MaUMeHTOB,  (POpMy  MOAyYeHMs
MH(POPMUPOBAHHOIO COMAACUS, 3ALUMTY YSI3BUMbIX KOHTUHIEHTOB.

B cAyyasix, ecAn nccaearoBateAb OTKAOHWMACS OT [NpoTokora 6e3 npeaBapUTEAbHOIO
paspeweHns ADK C LeAblo YCTpaHeHMs HEeNOCPEACTBEHHOWM OMAaCHOCTH, YrpoXKaloLlen
MCMbITYEMbIM, OH B KpaTyanulme CPOKM AOAXEH MPEACTaBMTb OMUCAHWUE AOMYLLEHHOTO
OTKAOHEHMUSI C YyKa3aHWMeM TMPUUMH M3MEHEHMs, a NMPU HEOOXOAMMOCTM W MOMPaBKM K
['poTokoay:

KOMUTETY AASt pacCMOTPEHUst U 0AOOpEHUS;
3a9BUTEAIO AAS COTAQCOBAHMS;

pa3pewnTeAbHbIM MHCTaHUNAM, ECAU HeO6XOAI/1MO,'

AIK nocAe paccCMOTPEHUst MPEACTAaBAEHHbIX AOKYMEHTOB MO WMCCAEAOBAHMIO Ha
CBOEM 3aCeAaHWM NMPUHUMAET OAHO M3 CAGAYIOLLMX PeLLeHNI:

® 0AOOPUTH NPOBEAEHME UCCAEAOBAHMS O3 3aMevaHuii;

e 0AOOpPUTb MPOBEAEHME UCCAEAOBAHUSI TMOCAE YCTPaHeHWs 3amedaHuit  6e3
MOBTOPHOIO PACCMOTPEHUS MPU YCAOBMM OTBETOB HA MOCTaBAEHHblE BOMPOCHI M
BHECEHWSI PEKOMEHAYEMbIX M3MEHEHWI WM/MAM AOMOAHEHWI B paboyem nopsiake. B
3TOM CAyYae WM3MEHEHHble AOKYMEHTbI M/MAM AOMOAHEHHbIE AOKYMEHTblI AOAXHbI
ObITb  OAOOPEHbl MPEACEAATEAEM MAM 3aMECTUTEAEM TMpPEACEAATEeAs ITUYHECKOro
KOMMTETa;

® [OBTOPHO paccMoOTpeTb Ha 3aceaaHnn ADK nocae BHECEHUS U3MEHEHWIH B
NpoLeAypbl M MaTepuabl UccaeaoBarms. Mpu 3tom ASK uveTko hopmyanpyet Bce
BO3HMKLUME BOMPOCH! U NPETEH3UMU;

® He pa3peLnTb NPOBEAEHME UCCAEAOBAHMS (C YKa3aHWeM NPUUMH OTKa3a).

ADK pacCMaTpHUBAET MPEACTABAEHHbLIE MPEABAPUTEAbHbIE 3aKAIOYEHUA 110 3SKCNEepTHnse
MCCAEAOBATEALCKOIO TMpPoeKTa He3aBUCMMOTO 3KCNneprta U 4HYAEHOB ADK: Meanka n He
MEANKa U NMPUXOANT K O6OCHOBaHHOMy peweHuto.

Ecan ASK nporoaocoBaa 3a BHeceHMe MOMpaBoK B AOOON M3 AOKYMEHTOB, cekpeTapuart
OMoBellaeT 3asiBUTEAss B MUCbMEHHOM (POpMe MO MOBOAY KOHKPETHbIX M3MEHEHWH C
npocbOOI BHECTM MOMNPABKM U MOBTOPHO NPEACTaBUTb AOKyMeHTbl B ADK.

Mo pe3yabTaTaM OOCYXAEHMSI B XOA€ 3TMYECKOM 3IKCnepTusbl  KomuTeT  MoxeT
chopMyAamMpoBaTb BOMPOCHI K 3asBUTEAI0 M pPeKOMEeHAALMU. PekomeHAaUMM AOAXKHBI
ONMMPaTbCA HA MOAOXKEHUS XeAbCUHKCKON AekAaapaunn, GCP 1 AeIMCTBYIOWNMX HOPMATUBHbIX
aKToB. BOonpockl U pekoMeHAaLMKM AOAXKHbI ObITb HArMpPaBAEHbl HA CO3AAHWUE YCAOBUIA U Mep,
obecrieunBaiolnx 6e30MaCHOCTb MalMEHTA, MOAb3Y OT €ro y4yacTusi B WMCCAEAOBAHWM,
0ObEKTUBHOCTb, MOAHOTY M AOCTOBEPHOCTb WH(OPMaLMKU, HA OCHOBAHWW KOTOPOW
MOTEHLIMAAbHbIM CYObEKT MCCAEAOBAHMS MPUMET pelleHne 00 y4acTUM B UCCAEAOBAHMU MAM
oTKase oT Hero. KOMUTET AOAXeEH yBaxkaTb NMPaBO MCCAEAOBATEAEN HAa CBOOOAY HayYHOro
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nmoucka Mpu YCAOBMM , TO 3TOT MOMCK He 3aTparnBaeT OAAronoAyumsi CyObeKTOB
nccaeroBanns. OH  AOAXKEH COAENCTBOBATb 3asBUTEAID B BbIPabOTKe  pelleHui,
HanpaBAeHHbIX Ha obecriedeHne npas, OAArornoAyuMst M UHTEpecoB CyObeKTOB
MCCAEAOBAHMS. DTUYECKMII KOMUTET 00si3aH obpallaTb BHUMaHME 3asBUTEAS HA acrekThbl
AM3aHA W/MAM AOKYMEHTOB AOCbe, He COOTBETCTBYIOWMX AEWMCTBYIOWMM MPaBOBbIM U
3TMYECKUM HOPMaM.

B cAyvae OTKAOHEHMS! MCCAEAOBATEABCKOTO MpPOeKTa HEOOXOAMMO YyKas3aTb Ha MPOLEAypy
aneAAsiLMK NyTemM MUCbMEHHOTO obpalleHnst Ha uMs npeaceaateas ADK ¢ M3AOKeHMEM
apPryMeHTOB AASl aNeAASILIMM.

Cekpetapp AJK obecneunBaeT apxMBUPOBAHME AOKYMEHTOB MO WMCCAEAOBATEAbCKUM
NpoeKTam, NPOTOKOAOB BCex 3aceaaHnin ADK.

CexpeTapb HeceT OTBETCTBEHHOCTb 3a OrMOBeLIeHNe 3asBUTeAEH, AOBEAEHWE A0 UX
CBEAEHWI PE3YAbTAaTOB PACCMOTPEHMS MPOEKTOB, YTO (PUKCUPYET B COOTBETCTBYIOLLIEM
KypHaAe.
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