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e - ONpE/IEUTE, COOTBETCTBYET JIM IUIAHHpYeMOe OHOMEIHIMHCKOS HCCTICA0BAHHES
YCTAHOBJIEHHBIM STHYSCKAM TpeboBanmsaM. PaccMaTPHBAIOTCHA W BRIHOCATCS 3aKIOYEHHS MO
[peICTABICHHBIM IOKYMEHTAM.

OTBeTcTBeHHOCTEL - BCe uneHsl HKO.

B 06$3aHHOCTH CEKpeTaps BXOJMT IEPBHUHOE O3HAKOMIIEHHE C MOKYMCHTAlMEH IpH
npueme 3aspierns ([IprnoxkeHde 1) OT 3asBATEI, IPOBEPKA COOTBETCTBHS IPEICTABICHHBIX
jokymenToB TpeGopanmsM HKD, sabnarospementoe HHQOPMHPOBAHHC 3aUHTEPECOBAHHEIX
yiego HKD 0 MoiydeHHOM 3asBICHMH, PETHCTpAlHs Pe3yIbTaTOB MONYICHHBIX IKCICPTH3,
XpaHeHHe JOKyMEeHTALHH, IpeIcTapNente npoekra [IpeaceaaTeo st BRIOICHHA B [ToBecTKy
mEst Texyniero sacepanus HKD, mpurnaiicHue Ha 3acejaHue BCCX 3aHHTCPECOBAHHEIX JIALL

dopMa IOJAuHM IOKYMEHTOB — Ha SNIEKTPOHHOM HochTene. JIOKyMeHTays, nofapacMas B
STHYCCKUH KOMHTET JOJDKHA WMeTh NHOO TONHEIA IIepeBOf, JHOO KpaTKWd IEepeBoll C
MOTHOIEHHEIM OCBEIIcHAEM BHECEHHBIX B IOKYMEHT H3MECHCHHUIL.

CrHcoK JOKYMEHTOB, IIPEI0CTaBISIEMBIX HA SKCIICPTH3Y:

1 Iloamucansoe 3agBHTEIeM U JaTHPOBAHHOE 3asBIICHUE;

2 TIpoTOKOI KITHHHEECKOTO HCCTICOBAHES Ha AHITHHCKOM (€CITH IPHMEHHMO) I PYCCKOM
SI3BIKE AKTYAILHOM BEPCHH,

3 MuopManmoHtbi JMCTOK MalieHTa/106poBoibia ¥ popma HHYOPMUPOBAHHOTO
COTJIACHS HA PYCCKOM M aHIJIMHCKOM (€CITH IPHMEHMMO) SI3BIKAX;

4 Komwust CTpaxoBOro IOMHCAa H JOTOBOpa CTPAXOBAHMA NAIMEHTOB/JOOPOBOIBICH
YIACTBYIONHX B HCCIIEIOBAHUH (ECITH IPUMEHHMO);

5.JlHCBHHKM, aHKETE H JpyrHe JOKYMEHTEI, KOTOPBIC TPEACTOMT 3alOJHATH
manueHTam/ o0 poR0IIbIAaM-YJaCTHHKAM HCCIIEAOBAHN,

6.5pommopa pecenoBaTeNs Ha pyCCKOM H aHTTTHACKOM A35IKe (€C/IH IPHMEHHMO);

7.Matepuanel, BKIIOYas peKIaMHble, HH(pOpMEpyIOMEe 00 WCCICJOBaHMA U
HCIIOJB3yEMBIe IS IPUBJICYEHHUS IAIACHTOB (CCITH IPHMEHIMO);

8.HpopManus © BEIIATAX W KOMIEHCAIMSX YYAaCTHHKAM HCCICAOBAHMSA (ECIH
OPHMEHHAMO);

9.Pestome ['maBHOTO HCCISIOBATENA B TEKYIEH PEMAKIIIH;

10.CHCOK B CBEICHMS O MEIUIMHCKAX OpraHHu3aluax (HCCIe0BaTeIbCKHX [IEHTPax), B
KOTOPBIX mpeanonaraeTca [pOBeleHHe KIHHUYECKOTO WCCIIeIOBAHUS/HAyqHO-
HcceoBaTelbCKoi paboTel (IpH HATMIHH);

11.Konus omo6penus Stugeckoro Komurera Munsnpasa Poccuy (eciu Hpum EHHMO);

12.Komus paspemenust Pocagparazzopa Ha MPOBEIACHHE KIHHAYECKHX HCCIeOBaHHH
JIeKapCTBEHHBIX TIPENapaToB JUIs MeIMIHHCKOTO IPEMEHEHHs TH60 KIMHHYCCKHX HCIBITAHUMI
MEIHIHHACKOr0 H3/1e/ist (€Clii MPUMEHHMO);

13.JI0 YCMOTPEHMIO 3agBUTels HA DACCMOTPEHME MOLYT OBITh JONOTHHUTEIBHO
IPEICTABACHb] JOKYMEHTEI, HMEIOIHE 3HAUCHHE U1 COOMIOICHHS ITHIECKHUX HOPM BEINIOIHEHUS
WCCIIEJIORAHUSL.

Jlng Toro 9TOGBl JATh APTYMEHTHPOBAHHOE 3aK/FOYCHUE MO ITHICCKHM aCHeKTaM
mnanupyemeix ucecnenopanuit HKD nomxen:

e yOemuThCS B TOM, UYTO WHGOpPMALMS, TpE/CTABIEHHAs OpraHW3aliedl WIH JHIOM-
3agBATENIEM, AOCTATOYHA /Ui TOro, 9To0BI BHICKA3aTh OOOCHOBaHHOE CYKACHHE O
COOTHOIIEHHH MEKY PHCKOM | II0JI30# [UIA JIKII, IIOABEPratomMXCcs HCIIBITAHATO;

® OIEHHUTE HeOOXOAUMOCTh NPHBJICYEHHS] HE3ABUCHMBIX JKCIIEPTOB;

® [POAHAIM3HPOBATE ONPABIAHHOCTH IPCACKA3YEMOI0 pPUCKa H APYTHX HEKEIaTeIbHBIX
OOCJICACTBHM JUII  YJaCTHHKOB HCCIEIOBAHHA II0 CPABHEHHUID C  OXHUITAEMBIMH
GnaronpHUsTHRIME JIJIs1 [AITACHTA WA APYIHX JIUI[ Pe3yJibTaTaMH;

® OICHHTH BO3SMOIKHYIO TIONB3Y JUIA NallHEHTa OT YIacTHS B HCCIISIOBAHHH;



o yOemuTECS B TOM, UTO IOTCHIMAIbHAA > PeKTHBHOCTE, PHCK U HeyobCTBa OT MPUMEHCHH
HOBOTO JIEKAPCTBEHHOTO CPE/ICTBA, TEXHONOIMH M Jp. OLCHHUBAIOTCH NpA CPaBHCHUH C
JYHIIAMHE W3 yKE CYIIECTBYOMAX TMArHOCTHHECKIX 1 TepaneBTHIECKUX CPEICTB HITH CXEM
JIeYeHust;

e yOemuTHCS B KOMIIETEHTHOCTH peceopareseif, B TOM, 9T0 OHH HMEIOT COOTBETCTBYIONIYIO
KBaMMGUKAIMIO [0 COOTBETCTBYIOIMM CHENHAATLHOCTAM  H IOCTATOYHBIH ONBIT B
poBeJeHIN OHOMEIHIUHCKHX]

e OIpEJIENUTE, COOTBETCTBYIOT JIH HCCIEOBATEILCKUC LICHTDE] HeoOX0aUMBIM TpeDOBAHKAM
JUIS IIpOBEMEHHs IUIAHHPYEMOIrO HCCIEeZOBAHMA, BIIIOUAL HATMYHE BCIIOMOIATEIIBHOIO
mepcoHana, HeOGXOTMMOro 00O0pyZOBaHHA H - CPEACTE TpOBEICHUS  HEOTIOKHbIX
MEpOINPHATHA,

e OUEHWUTH AJEKBATHOCTH W YCJIOBHA BO3MEIICHHS Bpena 3I0POBLIO, HACTYIIAOMIET0 B
pesynbraTe OHOMEIHIMHCKUX HCCIeIOBAHMH, B TrapaHTuy BO3MEIIEHHs pacXolioB Ha
okasanue Heo6X0UMOM MEIUIMHCKOH OMOIIIH, B T.9. CTPaXOBBIX HOJIHCOB,

e YIOCTOBEPUTECS B TOM, 4TO [AIMCHTAM TapaHTHpOBAHEL jedenye W/iim KOMIEHCALUT B
cilydae HAaHECEHH Bpe/ia UX 370POBBIO B X0OIE HHOMETHIIMHCKOTO HCCIEAOBAHHS,

e ONCHHTP pasMep W HOPANOK OCYIIECTBICHMSL BBULIAT YHACTHHKAM KIHHAIECKOTO
HCCTIEOBAHMS C TETBI0 BHIABIEHUS HeOOOCHOBAHHOW 3aHHTEPECOBAHHOCTH yIACTHHKOR
KTAAMICCKOTO HCCIEOBAHWS WM TPHHYKICHWS HX K Y4acTHIO B KIIHHHYECKOM
uccnenopanyud. Vadopmarms, Kacaiolascs BBEIIAT  ydacTHHKAM KIHHAIECKOTO
HCCHeNOBAHMA, BKIIOYAs METOMBl, CYMMBL H rpad@K  BBIUIAT, OTPAKAETCs B
uH(pOPMAIHOHHOM JIACTKE MAIHCHTA.

TIpy PaccMOTPCHHH H BBIHECCHHH 3aKIIOUECHHS IO KOHKPETHBIM nokymenTam (ITporoxon
HCCTeI0BAHKS/IPOTPAMMA  MCIIEITaHus,  bpommopa — HCCICOBATEI, pezioMe  IIABHOIO
mecneqioBarend, MHQOpMAIMOHHENA  JIACTOK — MalHCHTa  H dopmMa  IMHCHMEHHOTO
urdopmuposanHoro cornachs, UPK, [HEBHUKM 1 BOIPOCHHKH, KOTOPEI® IPEACTOUT 3aMOIHATE
HCCIEIORATENAM, ONHCAHME JI@HHBEIX 1O Ge30MacHOCTH MEMIHHCKOro M3NENHs, 1 TaK K€ €ro
TEXHUYECKHE XAPAKTEPUCTHKUM M JAHHBIE TOKCHKOJOTHICCKHX HCILITAHKM, ONHCaHHe BCX
KOMITEHCAIIAH 34 Y4acTHe B HCCIEIOBAHWM, CTPaXOBOH IIONHAC YTAaCTHHKOB ACCIIeIOBAHIA)
paccMaTpUBAIOTCS CIEAYIOMMe (aKkTOpHL:

B IIporokoie Hccae 0BAHAS —
e Ha COOTRETCTBHE (GOPMEI B COEP/KAHHA KIMHHICCKOTO HCCIIE/IOBAHIA €I0 NEILIM,
e BOBMOIKHOCTH IIOJIyUeHHsS HEOOXOAMMBIX 3aKMOYeHHH C IPHBIEUCHUEM MCHBIIETO HHCIA
Y9aCTHHKOB HCCJIE/[OBAHN;
KOJMYECTRO AMEHTOB, TPAHAMAIONIHX YJaCcTHE B KITHHHYECKOM HCCIE/I0BAHMM,
KPUTEPHHN BKIFOYCHHAS B HE BKIIOUCHAS IMAIHEHTOB B HCCICNOBAHAC,
KPUTEPHH JOCPOYHOTO HCKIOYEHHS [IAHCHTOB U3 YHC/Ia yIaCTHHKOE;
KPHTEPHH BPeMEHHOH TPHOCTAHOBKH MM OTHOTO MPEKPAINCHI HCCIeIOBAHNA, METO/(BI
00BEKTHBHOI'O KOHTPOJIA;
npesickazyemble o0oIHbIe 3 DEKTE 1 HEYI00CTBA.
e BO3MOJKHOCTH NPHMEHEHHs Ianefo ¢ ydeTom B3BCMICHHOIO COINOCTABICHH: PHCKOB H
6e30MacHOCTH 10 OTHOIIEHUIO K y4aCTHHKaM HCCICAOBaHUA.

B Bpomnope HCCIEHOBATENls AHATH3HPYIOTCA CBEACHHI, Kacarormuecd 0e30lMacHOCTH H
XAPAKTEPUCTHK MCIBITHIBACMBIX JIEKaPCTBEHHBIX CPE/ICTB HIK TEXHOIOTHI, a TaKKe JaHHBIe O
pezyabTaTax KIMHUIECKHX HCCJIeIOBAHMI, MPOBEJCHHBIX HA MOMEHT pPacCMOTPEHHT 3AiBKH
(manpuMep, B popMe HOCTETHAK ONyONHKOBAHHEIX HAYTHAIX cratel, Apyrux omyOIMKOBAHHBIX
MAHHBIX, KPATKHX XapaKTePUCTHK HCIBITYEMOTO npemnapara).



OleHuBasl TOCTATOYHOCTD, MONHOTY, SICHOCTB, YETKOCTh H OTHYHOCTHL MH(OpMAIMH, KoTopas
JOMKHA ObITh JOBEJeHa IO CBENeHHMS CyOBEeKTa WCCle/IoBaHms, MO0 €ro 3aKOHHOTrO
IpencTaBuTENs B OMCBMEeHHOH Qopme “Mudopmanmm A DaqueHta ¢ dbopmoi
AH(QOPMHUPOBAHHOTO COITACHA , AHAIA3MPYIOTCS CIeAYIONHMe PpasJIeNbl, KOTOPbIC NOIDKHEI
PUCYTCTBOBATH B JAHHOM [IOKYMCHTE:

* TIeJb W 337aYH MCCIIEIOBAHNAS;

*  XapaKTCpPHCTHKA HCCIeAyeMOro JIEKapCTBEHHOTO IIPenapaTa Hitkh TEXHOJIOTHH,

+ O6menpHHATHIE BHIBI JEKapCTBEHHOIO MM HE MEHKAMEHTO3HOTO JI€UEHHUS, KOTOPBIC
MOr'YT OLIT HA3HAYEHB! HCITEITYEMOMY, 8 TAKKe HX IOTCHIHAIBHEIC II0Nb3a H PHCK;

* BEpOSTHOCTE TIONAJIAHUA B OJHY M3 TPYIIN HCCIEAO0BAHNUS, B TOM YKCIIE H IPYIITY mranebo;

* O0BEKTHBHO OKHJaeMasi II0JIb3a s HCOBITYEMOTO,

+ HeyZoOCTBA H OOBEKTHBHO IPECKa3yeMblH PUCK KaK JUIS HCIBITYEMOT0, TaK | JUI 1102
WK TPYIHOrO pedeHkKa,

*  IpPOLEIYPbI HCCIEIOBAHHESA, BKIIIOYAA WHBA3HBHEIC METOMIEL,

»  00A3aHHOCTH JIMIIA, TIOABEPTatOIErOCs HCIBITAHHAM HIIH HCCIIESIOBAHMAM;

» KOMIEHCAIMS W/WJIH JI€YEHHE, HAa KOTOpHIE JHIO, IOJ[BEPraromeecs HCIBITAHHI0 WK
HCCIIe0BaHM0 (MM IAaMCHT), MOXKET PacCYMTEIBATE B Clydae HaHECEHHS BpeJa €ro
3[0POBBIO B XOJI€ HCCIIEOBAHHS,

* 3agBJIEHHE O TOM, YTO y9acTHe B HCCJICIOBAHHMH ABJAETCS JIOOPOBONBHBIM, H JHIIO,
MO/IBEpraeMoe HCCIICOBAHAIO, MOXKeT B OO0 MOMEHT OTKa3arkCsi OT ydacTHs B
HCCIICIOBAHMH MM BEIOBITH U3 Hero 6e3 Kakux-1ub0 caHKIHH WK YIICMIIEHH €I0 IIpaB Ha
IOpyTHE BUIEI JICYCHH;

* 3ag4BJICHHE O TOM, YTO HCCJIe/IOBATeNIH, ayAMTOpEl, KOMHTET 10 3THKe U paspeniHTe/IbHbIC
HHCTAHIMH TIONydaT HENOCPEACTBCHHEI JOCTYN K MHGOpMamMd B ICPBAYHOH
Me[HITHHCKOH IMOKYMEHTAIHH HCIEITYeMOIO B o0Beme, OTpeaeIeHHOM
COOTBETCTRYIOIMMHE 3aKOHAMH H IIO/[3AKOHHBIMH aKTaMH, JUTS IIPOBEPKH IPOLEYp /Wi
JAHHBIX KIMHAYIECKOTO HCCIE0BaHUS, HE HApyIas IIPH 5TOM aHOHHMHOCTE HCIIBITYEMOI0;
HoANMMCEBas (JOPMY ITUCEMEHHOT0 HH(OPMHEPOBAHHOI0 COITIACHS, JTHIIO, TOJBEPrarOLeeccs
HCCITEIOBAHMIO HITH HCIBEITAHHIO, HIIH €0 3aKOHHEIH [IpeICTaBATeNb (€CIH 3TO IPAMEHHMO)
JIAlOT pa3pelleHue Ha JOCTYI K 3TOH JOKYMEHTalluu,

s 3agBIIEHME O TOM, UTO CBEACHHS, HICHTHGHIUAPYIOIIHE JTHYHOCTS JTAIA, IIOIBEPratoIIerocs
HCIIBITAHHEO HJIM HCCIIEHOBAHMIO, OY/IyT COXPAHSTE B TAifHE H MOTYT OBITH PACKPHITEI TOIBKO
B HpefieNnax, YCTAHOBJIEHHBIX COOTBETCTBYIOIIMMH 3aKOHAaMH H/HIHM IOA3aKOHHBIMH
AKTAMM; [IpH [yOIMKAIMM Pe3yIbTaTOB HCCIENOBAaHWA aHOHUMHOCTh TAKOIO JIHMIA Oyzmer
coXpaHeHa,

* 3aSBNCHHE O TOM, HYTO HCHBITYEMBIH HJIH €ro 3aKOHHBIH IIPeNCTABHICHL OYyIyT
CBOEBPEMEHHO O3HAKOMJIEHEI C HOBBIMH CBEJEHMSIMM, KOTOPHIE MOIYT IOBIHSATH Ha
JKeJIAaHHE UCITBITYEMOTr0 IPOAOILKUTE YUacTHe B HCCIIETOBAHMH,

* COHCOK JIMI, K KOTOPEIM MOMXKHO OOpaTUThCS Ul IOJAYYeHHs JONOJIHHTEIEHON
uadopmanun 00 HCCISNOBAaHWM M IPaBax MCHBITYEMOro, a TaKKe CICHHAIHACTOB, ©
KOTOPBIME HCITBLITYEMEBI MOJKET CBA3aTECS B CIIydae HAHECEHUS BPE/a €ro 3/I0POBEIO B X0/(€
HCCIIeIOBAHILA,

*  YCIOBHS, IIPH KOTOPHIX yY9ACTHE UCIIBITYEMOTO B MCCICIOBAHAH MOJKET OBITh IPEKPAIEHO
Oe3 ero cornacus;

* mpejanoiaraeMas JUIMTeNIbHOCTh YJaCTHs B HCCIIEIOBAHNH,

*  IpUOIH3UTENBHOE YHCIO HCIIBITYEMBIX.

HKD moxker morpeboBarb, 9T0OBI MCUBITYEMBIM, TOMHMO HH(OpMaunH, yKasamHOH
BBINIE, OEUIH MPEOOCTABICHEl OMOTHHTENbHEIE CBEIeHH 00 HCCIEeOBAHUM, eCiiy, 110 MHEHHIO
HK?D, 310 HeoOX0AuMO IS 3aI|Thl [IPaB W 3I0POBEA MCIBITYEMEIX, & TaKKC IJIA rapaHTHH HX



6e30MacHOCTH WIH UL JIy9IIero HOHHMAHHS MMH OT/IENBHBIX NOJIOKEHHH KIMHHIECKOTO
HCCIIeIOBaHMS.

[loyuenne corachs JOIyCKaeTes TOMBKO B MMCBMEHHOH (dopme.

Wadopmanus s nanuenta (MEGOpMaTHOHHEIA JTHCTOK) H dbopma HHOOPMHPOBAHHOTI'O
COTJIACHS JIO/DKEEL GBITH HAITMCAHBI HA PYCCKOM s3BIKE H IO IPOCEOe HCIBITYEMOro NepeBeicHa
Ha ero pomgHOM s3bik. MadopMarus Ui MalKMeHTa A0JDKHA OBITh HANMCAHA TAKHM SA3BIKOM,
[OHHMaHHE KOTOporo He TpeOyeT MEIMIMHCKOrO 00pa3oBaHMs WM SHAHHSI NPHHIHIOB
Kagecrsenuoil Kmmauueckoit Ilpaktukm (GCP). Pexomenayercs u3berarsh CIeHalbHBIX
TEPMHHOB, INHMHHBIX CJIOKHBEIX NPSUIOKEHMH U YTBEP)K/ICHHH, KOTOPBIE MOTYT OBITH HEBEPHO
HCTOMKOBAHE! MCIIBITYEMEIM HJIH BBECTH ero B 3abmyxzeHne. B MHHOPMaIMOHHOM JTHCTKE AL
anuenTa ¥ B hopMe HHGOPMAPOBAHHOIO COTNACHs HE JOIKHO OBITH (hOopMYITHPOBOK, KOTOPHIC
MOTYT 3aITyTaTh HCIIEITYEMOTO, H TEM CaMbIM BEIHYUTh €0 0TKa3aThCA OT CBOHX 3aKOHHEBIX [IPaB
[IPHHATE YIACTHE B MCCIEOBAHMIE WM OKA3aTh JABIICHUC HA NIAIIACHTA [IPA IIPHHATHH PEIICHHA.

OHM TalKke HE JAOJUKHEL COAEpIKATh 3asABICHHM, OCBOOOXKIAIONIMX HCCTEIOBATENS,
ME/IHIIMHCKOE YIpeXKIeHHe, CIOHCOpa HIM €ro MpeJCTaBUTENICH OT OTBETCTBEHHOCTH 3a
JIOTYIIEHHYIO XaTaTHOCTh, WM (JOPMYJIHPOBOK, MO3BOJIAIOIMX [OA00HYIO HHTEPIPETALHIO.

B nrdopMAnHOHHOM JHCTKE 0053aTeIRHO JODKHA OBITE MHGOPMAIS U KOHTAKTHI B
HKD. koTopslii OyieT OcyIIecTIBIsATh KYPAIHIO TAHHOTO HCCAEOBAHMI,

NudopMupoBaHHOe cOTTacde ¥ APYrHe, MPEeIOCTABIBIEMBIC UCIBITYEMbIM MAaTCpUATIbL,
[epecMaTpUBAIOTCS TP MOABJACHHH HHGMOPMAIHH, CHOCOOHON MOBIHATE Ha COIJACHe
ucnsrryemoro. Hopere peakius WHGOPMALHOHHOIO JHUCTKA, WHOPMUPOBAHHOTO COTTAacHA H
JPYIUX NPeIOCTaBIIEMBIX HCIBITYEMBIM MATCPHAIOB NPEABAPHTEIBHO YTBEPHKAAIOTCA HKD.
MCIEITyeMEIH HITH eT0 3aKOHHBIHA TIPEeICTaBUTENE JO/DKHEI OBITh CBOEBPEMEHHO O3HAKOMIICHEI C
HOBOM mH(pOpManue, criocoOHOH MOBIMATE Ha XKEMAHHe HCIBITYEMOr0 NPOAOIKHTE yIACTHE B
pecnenopanun. (MakT COOOIIEHHS 5TOM HH(pOpPMAIMH HOLKEH OBITh IOKYMEHTaTBHO
MOATBEPKIEH.

B cnyuae, ecam IIpoTokomoM — NpeyCMOTPEHO — y4acTHe B HCCICHNOBAHWU
HECOBEPHICHHOJIETHUX, KOTOPhIE MOTYT IOHSTH CMBICII IIPOMCXOIIIEIO M 1aTh CBOC COTTache Ha
yaacTHe B uccienopannn, MHQOPMAIHOHEBIH THCTOK ¥ (hopMa MHGOPMHPOBAHHOIO COTIIACHS
JIOMBKHE! GBITH HANHCAHB! B TIOHATHON/MOCTYIHOM /UL HECOBEPIIEHHONETHUX (opme, KOTOPYIO
0H/0Ha COOCTBEHHOPYHYHO MOMANKUCHIBAIOT H JIATHPYIOT B AOTMOIHCHHH K MOAIHCH HX 3aKOHHOIO
npeacrasurend. Jma KakAOH BO3PACTHOM TPYOOEl (Z€TH, MOAPOCTKH) IOJDKHEL OBITH
NpeyCMOTPEHBl  OT/eNbHBIE HMH(OPMAIMOHHEE JIMCTKH COOTBETCTBEHHO BO3MOXHOCTIM
BoCTIpHATHA.  MHpopMauMOHHBIM  JHCTOK M HHGOPMHPOBAHHOE  CcOIjacke ULl
POIHUTE el t/ONeKyHOR JOIDKHO COJepkarh Ty ke MH(opManuto, HO Ha Oonce NPOABHHYTOM
YPOBHE ZOCTYIIHOM JUTsl TOHUMAaHHA HEIPO(YECCHOHAIOM.

B ciyuae neo6xommmoct HKD mMeet ripaBo notpeboBath OT HCCIISIOBATE/I/3a BATEII
mo6yI0 TOMOIHATENbHYIO HHGopMarmro. Ecix Takas HHGOpMaIi He IPeJOCTaB/IAeTCs B CPOKH,
onpenenennsie HK3, HKD ne paccmMarpuBaeT JOKYMEHTHI HCCIENOBATENLCKOIO MPOEKTA.

HKD mokeT 0100puTh NPOBCICHAE KIMHAICCKOTO HCCIECAOBAHHA TOIEKO B TOM ClIy4ae,
€CITH MOTeHIHAILHAS IONE3a IUIT UCIBITYEMBIX IPEBBINIAET BCE W3BECTHRIC M NPEICKA3yEMBIC
BUIBL PHCKA JJI HHX.

IIpH Tpe/iBapUTENBHOM HKCIEPTH3e HecIeIoBaTensckoro npoekta wieH HKD oxenepr-
MEIMK JOKEH o0paTuTh 0co00€ BHHMaHHE Ha MEIMIWHCKAEC aCTICKTBl HCCICIOBAHUA
(6ezomacnocTs, 3pdeKTHBHOCT, COOTHOIICHHE PHCK/NONL3A Juis OTOMPaeMOro KOHTHHICHTA,
MUHUMHA3AIMS Bpea Ui YIaCTHAKOR IIPOEKTa, aleKBATHOCTD YCIOBUH MOHUTOPHHIA.

B samaum 3KCrepra HE MEIMKa BXOMHUT TINATCIbHEIM aHAIH3 BO3MOKHOCTH HAHCCCHHS
Bpe/la YUACTHHKAM HCCIICJIOBAHMS B Ciyuae Pa3riaileHus KOH(UICHIHAIbHOK uH(OpMaImm,
HeaJCKBATHOM 3aldThl 9YAacTHOW Jkm3HM, ocoboe BHUMAHHE OH JO/DKSH OOpaTHTh Ha
GeCTIPHCTPACTHOCT, 0TGOpa ITAMEHTOB, (OpMY MONyYeHHS HH(POPMHUPOBAHHOIO COIJACHS,
3a0ATY YA3BUMBIX KOHTHHTE€HTOB.




HKD mocne paccMOTpeHHA MPEACTABICHHBIX AOKYMEHTOB II0 MCCIICOBAHHIO HA CBOEM
3ace/laH|H IIPUHUMAET OHO U3 CIENYIOIMX PEIIEHHH:

1. omobpuTh NPOBENECHUAE HCCIIEIOBAHHNS,

2. 0y100pHTE TIPOBEJICHHE HCCIIE/IOBAHMUS [IOCIE YCTpaHeHHs 3aMedanuit §e3 MOBTOPHOIO
pPACCMOTPEHHsS IIPH YCIOBHH OTBETOB Ha IIOCTaBJIEHHBIE BOIPOCHI M BHCCCHHS
PEKOMEHIYEMBIX M3MEHEeHW H/HIIM JIoNONHeHHHd B paboueM mopsanke. B arom ciydae
U3MEHEHHBIE JNOKYMEHTHI W/HiM JONOJHEHHBIC JOKYMEHTH! JODKHEI OEITH 0JI0OpEHEI
TIpeIceiaTeNIcM HITH 3aMECTHTEIeM IIPeAcenare/id STHIECKOro KOMUTETa;

3. moBTOpHO paccMoTpeTh Ha 3acemanuu HKO mocie BHECeHHs H3MEHEHHH B IIPOLEAYPEL H
marepuansr uceneposanus. [Ipu srom HKD geTko dhopMynupyeT Bce BOSHUKIINE BOIPOCED
U TIPETEH3UH;

4. He omobpPATH MPOBE/IEHHE HCCIENOBaHUS (C YKa3aHUEM ITPHYHH OTKa3a).

Ecira HKD mporonocosai 3a BHeCeHHE ITONPaBOK B M000H U3 JOKYMEHTOB, CEKpeTapHar
OIIOBEIIAET 3aIBUTEIISL B YCTHOM MO0 MUCEMEHHOH (DopMe 110 MOBO/Y KOHKPETHEIX H3MEHEHHHM C
Ipock00d BHECTH MOIIPABKU H IIOBTOPHO NpPeJCTaBHTE JOKyMeHThl B HKO.

[lo pesymbTaraM OOGCYXIEHHS B XOIe OITHYECKOH oKemepTusel KOMHTET MOXKeT
chopMyIHpPOBATH BONIPOCH! K 3asSBUTENI0 W peKOMEHIanuy. PexoMenIanuy JOJDKHEl OIMPaThCs
Ha mnonoxeHHs XenmbcuHKCKoH aeknmapanuy, GCP u gelcTBYFOMMX HOPMATHBHBIX aKTOB.
Bompocel W pexkoMeHAaluH JIODKHEI OBITH HANpaBI€HLl HA CO3JaHHE YCIOBHH H Mep,
obecrnieunBalomux Oe30MacHOCTE MMAIMEHTa, T0Jb3y OT €ro Yy4YacTHsd B MCCIICIOBaHHH,
OOBEKTHBHOCTH, IIOMHOTY M JOCTOBepHOCTh HHGOpPMAIlMHM, Ha OCHOBAHMH KOTOPOH
TIOTeHIMAIBHBIA CYOBEKT HCCICIOBAHKMA NPUMET pelreHue 00 y4acTHH B HCCACTOBAHWH HIIH
oTKaze oT Hero. KoMHTeT JO/MKEH yBaKaTh IIPABO HCCIIeI0BaTeNNei Ha CRO0OY HayYHOT O OUCKA
IpH YCIOBHH, TO 3TOT NMOMCK HE 3aTparuBaeT Ojaromonydus cyOBeKTOB HcclenoBanui. OH
JOJDKEH CONEHCTROBATE 3asIBHTENIO B BEIpabOTKeE pelIeHnH, HampaBIeHHEIX Ha obeclieueHue 1pas,
OIaronOIyTHs W MHTEPECOB CYOBEKTOB MCCIENOBAHHS. JTHICCKAN KOMATET 00s13aH 00pamars
BHUMAHHC 3asBHTENI HAa aCHeKTHl AW3aiiHa W/HITH JOKYMEHTOB J0CHE, HE COOTBEICTBYIOINHX
JEHCTBYIOIMM ITPABOBBIM H STHYECKUM HOPMAaM.

Cekperape HKD obecnieuriBacT apXWBHpOBaHHE JOKYMEHTOB I10 HCCIIE/I0BATENHCKAM
IIPOEKTaM, IIPOTOKOJIOB Beex 3acesanmit HKS.

Cexperaps IO OKOHYaHHM 3acelaHMsi, cooOmiaeT B YCTHOH HJIM NHCbMEHHOH dopme
HCCIIE0BATeMO (3asdBUTEM0) O NpWHATEIX Ha 3acefanmr HKD pemenusx, xacaromuxcs
KJIMHMYECCKOTO UCC/EIOBAHMS, H IPHYHHAX IPHHATAA PEMEHNH (TpH HEOOXOMMOCTH).

Brmucku u3 mpoTokona npomeiero 3aceganus ¢ pemennem HKD 1o npescrapnennomMy
IIPOEKTY BEIJAIOTCS 3adBHTENI0 KaKk MOXHO paHbIIE, HO He no3znee 2 paGoumx mHEH mocne
IIPOBEIEHHOr0 3acenaHus. [IpH HEOOXOOUMOCTH CeKpeTaps OpPraHH3YyeT OTIIPABKY BEIIHCKH 110
noute. Beiiada BeImucku UKCHPYETCS B XXypHAJIE.

Cexperapp HKD obecneunpaer apxuBHpOBaHHE JTOKYMEHTOB,
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Ilpencenareno/samecturemo ITpencenarens HKD npu I'BY3 MO MOHUKH um. M.@. Bragumupckoro

OT IIMaBHOTO HCCIICNOBATENA

3agBnenne

[Ipoury npoBecTH 3THYECKYIO SKCHIEPTH3Y MCCIIE0BATENECKOro MpoekTa ITpoTokor Ne

Haspauue

MPOBOTUMOTO (GUpmMoit-

CTIOHCOPOM Ha KITHHH9EeCKOH
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Crmcok npuiaraeMeIX JOKYMEHTOR

VKa3aTh KOHTaKTHBIE Tesle)OHBL

Jlata TTommice rTaRHOro UCcieNOBATEIIS



