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1. Ilear - ONMMCHIBAET MEXAHH3M OINpEE/NECHHA COOTBETCTBHS IUIAHHPYEMOTO MHOTOLIEHTPOBOIO
KJIMHUYECKOro wuccnenoBanus (nanee - MKUW) nekapcTBeHHOro cpeacTBa, M3ZeNHS MeIHUIMHCKOro
Ha3HAYCHHA WJIH TCXHOJIOTHH YCTAHOBJIEHHBIM 3THYECKMM TpeOOBAHHMAM C BBIHECEHHEM pEILCHHA
Komurera no Oruke (ganee - K3).

2. OrBercrBenHocTh - Okenepr u3 uuciaa wieHos KD, wiennt KD, pomxsoctHbie auuma KD,
He3aBHCUMbIEC KOHCY/IBTaHTRI.

. Ilnan-rpadpn

1 IIpuem 3aseok Cexkpertaps KD

’ DkcnepTH3a 3aABOK 10 3aceaHus | JlomkHocTHble nuia K3, DkenepTsl U3 4HUCIa WICHOB
K2 K9, Koncynbtantsl

3 OkcnepTusa 3asBoK Ha 3acefanun | JomkHoctHele muua K3, unenst KD, Koncynbraurst,
KD [pUrialleHHble TuLa

omxkHocTHBIE nHUa KD 1 unensl KD He uMero
4 ['onocoranue A . D o
KOH(IHKTa HHTEPECOB
5 MeponpusTus nocne ronrocoBaHus Cekperaps K3, ITpeacenarens KD

3.1. Ilpuem 3anBox
B 0043aHHOCTH CeKpeTaps BXOJIHT:

o  TNEPBHYHOE O3HAKOMIIEHHE C JOKYMEHTalHeil pH MpueMe 3asaBKH OT 3asBUTEIIA,

+  TNpOBEPKa COOTBETCTBHS MPEACTABIEHHBIX JOKYMEeHTOB TpebosanuaM KO u ®opmam
COI1-006-01, COIT-006-02, COIT-006-03 u COII-006-04;

o perucTpauus 3afBKH;

«  pasMeLIeHHE JOKYMEHTOB B 3aKpPBITOlf cHCTeMe AocTyna i wieHoB KO;

«  uHdopmuposarue wieHoB KO o nony4eHHOH 3a4BKe;

e  XpaHEHHE JOKyMEHTalHH,

«  TIpeAcTaBneHHe 3aABKH IIpe/cenaTento Jyif BKIKOUCHHS B MOBECTKY SKCTPEHHOIO,
TEKYLLEero Wid cleayrouiero 3aceaanns K9,

+  TIpHIJIAIICHHE HA 3ace/laHHE BCEX 3aMHTEPECOBAHHDIX JIHII.

3.2. JkcneprHsa 3agBOK
B ob6s3anHOoCcTH nomkHocTHRIX ui KD, wieHor K3, KOHCY/IETAHTOB BXOJIUT:

«  CcoOMIOeHHE COrTalleHUs O KoH(uaeHumanpHocTi/KoHkTe naTepecos (COIT-K3-002);

. ¢opmupoaHue crmcka KOHCYIbTaHTOB (MpH  HEOOXOAMMOCTH) MO  KOHKPETHOMY
MCCIIEIOBAHMIO JUTS €r0 MPEJICTARNEHNs EUHOBPEMEHHO MM MOCTOAHHO Ha 3acenanuix KO
(COIT-KD2-003):

o  BlajxeHue HHPOpMaLHEH 0:
1. Ha3BaHHe MPOEKTa;
2. WMEHH IJIaBHOTO HCCIEN0BATEN,
3.  ¢uHaHcHpymOllel opraHu3aluH (ecru MPHMEHHMO);
4. BUje U (ase UcciemOBaHU, _
5. ofOwmeM 4uclde YYACTHHKOB MCC/IENOBaHHA M IUIAHHPYeMOM HYHCIE€ B JAHHOM

MCCIIEIOBATE/ILCKOM LICHTPE;

6. JJMTEIBHOCTH HCCIEN0BAHHA,
7. LM MCCIIEA0BAHUA U €T0 CYTH;
8. HaHupe mianedo;
9,  BK/IIOYEHHE YA3BHMBIX KOHTHHICHTOB,
10. HaJHYHe reHETHYECKOrO MCCIe10BaHUA B paMKax 3asABJIEHHOTrO IIPOCKTa,
11. HIMYHe CTPAXOBKM (CPOKH, YMCIIO 3aCTPaXOBAHHBIX);
12. paspelleHHe LEHTPAIEHBIX OPTaHOB Ha HCCIEI0BaHKE (HHCIIO YIaCTHUKOB).
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B pesyabTare o3Hakom/ieHHA ¢ HHpopmanneii JoukHocTHbIe JHHA KI # wienm KD

AOJIAKHEI:

1.

10.

ybeauTscs B TOM, 4TO MHGOpMalys, NpelCTaBleHHas OpraHu3alued WIH JIMLOM-3asBHTENEM,
J0CTaTOYHA Ul TOTrO, YTOOBI BLICKa3aTh 0OOCHOBAHHOE CY)KIEHHE O COOTHOLIEHHH MEKIY PUCKOM
W MONB30# AN CyOBEKTOR UCC/IENOBAHUS;

OLIEHUTH HEOOXOAMMOCTH NpuBJieueHHs KOHCYIBTAHTOB U MPUTTIALICHHBIX JIULL;

OLIEHHTh BO3MOXKHOCTH MOJNYYeHHUs HEOOXOIMMOro 3aKiloHeHus Mno S(hQGEKTUBHOCTH U
Oe30macHOCTH OHMOMEOHLIHHCKHX HCCIEIOBAHMH C MPHBICYEHHEM MEHBLIEr0 YMCjia YYaCTHHKOB
HCCIIEIOBAHNA,

OLEHUThL BO3MOXKHBIE PHCKH /1A MCIIBITYEMOTO;

OLICHHUTh BO3MOXKHYK I[10JIb3Y JId HCHBITYEMOro M COOTHECTH €€ C pHUCKaMH OT YYaCTHA B
HUCCIIENOBaHHH,

yOeauThCs B TOM, 4YTO MOTCHLMAJbHas 3(P(PEKTHBHOCTb, PHCK M HEyJ00CTBa OT NPUMEHCHHS
HCCIIelyeMOro JIEKapCTBEHHOIO Ipenapara, UCC/eyeMOro H3Aenus MEAHIMHCKOro HasHa4eHHs
WIM TEXHOJOTMH OLEHUBAIOTCA IIPH CpPaBHEHHMHM C JIYYIIHMH H3 YXKE CYHIECTBYIOIIHUX
JIEKaApCTBEHHBIX MpenapaTos, H3JeHi MeJHLIIMHCKOro Ha3HA4YeHHA HITH TEXHOHOFHﬁ;

yOeauThCd B KOMIIETEHTHOCTH HCCJIENOBATE/]CH, B TOM, YTO OHM MMEKOT COOTBETCTBYIOIIYIO
KBUIM(PHUKALMIO W JOCTATOYHBIH OMBIT B MpOBeACHMM OMOMEIMLMHCKHX HCCIeIOBAaHMH Ha
ocHoBauuu u3yuenua Curriculum vitae uccenoBateneii, pe3ynbTaToB NPOBEPOK Ka4ecTBa padoThl
HcceaoBaTeel M HMEIOIHXCS OT36IBOB 3aKa34HKOB HCCIIEI0OBAHHH H CyOBEKTOB MCCIICIOBAHHI;
OMpEAETHTb, COOTBETCTBYIOT JIH HCCIEA0BATE/BCKUE LIEHTPEI HEe0OXOAUMbIM TpeOOBaHUAM Ui
MPOBEJEHUA [UIAHHPYEMOro HCCIIEOBaHMs, BKIIIOYas HAlIWYHE BCIOMOraTe/IbHOIO MEpCoHana,
Heo6XoauMoro 060py10BaHHA 1 CPEJICTB MPOBEACHHS HEOTIOKHBIX MEPONPUSTHIA,

OIEHUThL aJIEKBATHOCTE M YCJIOBHA BO3MEILLEHHA BPena 3JI0POBbIO, HACTYNAIOUWIETO B PE3YJbTaTe
6HOMEMLIMHCKIX HCCIIEIOBAHMIA, M FAPAHTHH BO3MELIEHHs PACXOJOB Ha OKa3aHHe HeoOX0auMOi
MeJAMLIMHCKO# MOMOLIY, B T.4. CTPAXORBIX MOJIUCOR;

YIIOCTOBEPUTLCSA B TOM, UTO MALMEHTAM TAPAHTHPOBAHBI J€UeHHE W/WIM KOMITEHCAIMM B ClTyyae

HaHecE€HHA Bpe/a UX 3/I0POBBIO B XOA€ HCCIICIOBAHUA.

Jlna pelleHus Bompoca O COOTBETCTBHM BO3MOXKHOCTEH HCCIIENOBATENECKOTO  LEHTPa

(xinHMYecKo# 6Gaswr) TpeGosanuam npotokona MKM ma 3acenanue mo mepRHYHOMY PacCMOTPEHHIO
3aiBKM HAa MPOBEJEHHE KIMHHYECKOrO HCCIENOBAHMA MOXET MpHUIJallaThCs —MpPEeACTaBUTEIR
aJIMHHICTPaLK KITHHAYECKOH 6a3bl (NpH HEOOXOIUMOCTH).

[Ipn paccMOTpeHMU ¥ BBIHECEHMM 3aKIIIOYEHHA MO KOHKPeTHbIM JOKymeHTaM ([Iporokon

uccrenoBanns, bpounopa uccnenosarens, MHhOpMaLMOHHBIN TMCTOK NaUMEHTa U (opMa NHCEMEHHOTO
MH(OPMHPOBAHHOIO COIVIACHS) PACCMATPHBAIOTCS ClIEAYIOLIME (PAKTOPBL:

B ITpoTokoJie Hecae 0BaHHdA:
COOTBETCTBHE (;)OpMBI H coaepKaHuA KIMHHUYECKOro UCCiieJOBaHUSA €ro LeJaM,

BO3MOHOCTH MOMYYEHHS HEOOXOJHUMBIX 3aK/IO4eHHH ¢ MpHBJIEYEHHEM MEHBLIEro 4uciaa
YYaCTHHKOB HCCJIEIOBAHHS;

KOJIMYECTBO TAIMEHTOB, NMPUHHUMAIOIIMX Y4acTHE B KJIMHHYECKOM HCCIE0BAHHM,

KPUTEPUU BKJIKOYEHHS i He BIUTIOUECHHSA NALMEHTOB B HCC/IEIOBAHNE,

KpHTep[/IH AOCPOYHOro MCKJIFOUEHHA MalMEeHTOB U3 YHCIa Y4aCTHHKOB,

KPUTEPHH BPEMEHHOi MPHOCTAHOBKM WM [OJNHOTO MNPEKPAICHUA WCC/IC0BAHHAA, METO/bI
00BLEKTHBHOIO KOHTPOJ1:;

npeckasyemble 0604HbIE 3(heKTs H HeYA00CTBA;

BO3MOKHOCTH IIPUMEHCHHA nnaueﬁo C Y4YeToM B3BELIEHHOI'O COTIOCTaBJICHUA PHCKOB H
6€30MacHOCTH 110 OTHOIIEHHIO K YYaCTHUKaM MCCIIe/IOBaHHA.

B Bpomope Hecae10BaTes AHAIH3HPYIOTCH CBEICHHS:
Kacaromecs 0e30nacHOCTH;
XapaKTePHCTHK UCTILITHIBAEMBIX JIEKAPCTBEHHBIX CPEACTB HIIH TEXHOJIOTHif;
pe3YJIbTaThl KIMHHYECKHX HCCIENOBAHHI, MPOBEJICHHBIX Ha MOMCHT DaCCMOTPEHHS 3asBKH
(Hanpumep, B (opMe TOCIeIHUX OMyONMKOBAHHBIX HAy4HBIX craTei, JpYruX OMmyONTHKOBaHHbIX

JIaHHBIX, KPATKHX XapaKTCPHCTHK HCIBITYEMOTO [penapara).
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B nmucemennoii (opme Hudopmanman a8 nauuenTa ¢ Qopmoii HHOPMHPOBAHHOIO
COrIacHs OUEHHBACTCH:
. JOCTAaTO4HOCTb;

. MOJIHOTA,;

& SCHOCT,

. YETKOCThD,

. 3THYHOCTH HHQOPMALIMH, KOTOPas J0/DKHA OBITH J0BeJEHA 10 CBEJeHHs CYOBheKTa HCClie/IoBaHu,

b0 ero 3aKOHHOTO NpeacTaBuTeIIA.

AHanu3upyioTes  clenviolyie pazjiefibl,  KOTOpble JO/BKHEBI _[PUCYTCTBOBATL B JAHHOM

JOKYMEHTE?

. 1€eJb ¥ 3aJ1a4M UCCIIEI0BaHNUS;

° XapakKTEpHUCTHKA UCCICAYEMOro JICKapCTBEHHOr O Mpenapara WjiHd TCXHOJIOI'HH,

. 06m€HPHHﬂTbl€ BH/BI JIEKAPCTBEHHOT'O HJIH HE MEAHUKaMEHTO3HOIO JICHCHHA, KOTOPBIE MOI'YT OBITE
Ha3HAYEeHBI UCIILITYEMOMY, & TAKKE MX MOTCHLHABHBIE 10J1b3a M PHCK;

. BEPOATHOCTD MONA/IaHUs B OJHY W3 TPYII KCCIE0BAHHA, B TOM YHC/IE U IpyIiy miauedo;

. 00BEKTHBHO OXKHMaeMasi I10J1b3a JJ1s HCIILITYEMOTO;

. Hey,aoﬁc:rna H 00BEKTHBHO npe,ucxasyemuﬁ PUCK Kak s HCIBITYEMOIro, Tak W AJid 111048 HIIH
rpyaHoro pedeHka;

. NpOLEaYPsl HCCIIeJOBAHNU, BKII0UAs HHBa3HBHbIE METOME,

. 00A3aHHOCTH JIMIIA, TIOIBEPraroilerocs HCIBITAHKAM WIH HCC/ICA0BAHHAM,;

. KOMIIGHCAILMA W/WIM JIeYeHMe, Ha KOTOpBle JIMLO, IOJBEprarolieecs HMCIBITAHHIO HIH

HCCTIEIOBAHMIO WM TTAIUEHT, MOKET PACCUMTHIBATL B CJIyyae HaHECEHMs Bpena ero 310pPOBbIO B
XO0J1e MCCIIeI0BaHNuA;

. 3asBIEHHE O TOM, YTO YUacTHe B HCCJIEJI0BAHMH ABJIsETCS JOOPOBONLHEIM, H JIHIIO, MOJBEPraeMoe
MCCIIEIOBAHMIO, MOJKET B JIFOGOI MOMEHT OTKA3aThCsl OT YHMACTHA B HCCNENOBAHHH WIH BBIOBITD U3
Hero 6e3 Kakux-1M00 CaHKIUii UK YIIEMJIEHHs ero Nnpas Ha Ipyrue BUAbI JICHCHHA,

. 3agBjeHHe O TOM, YTO HMCClegoBaTenu, ayautopsl, KoMurer 1o OTHKE M pa3pellMTE/IBHBIC
MHCTAHLMA TIONYYAT HETOCPENCTREHHBIH JOCTYN K MH(bOpPMALME B NEPBMYHON MEIMLMHCKOM
JOKYMEHTALMH MCTBITYeMOro B 00beMe, OMpeJeNeHHOM COOTBETCTBYIOUMMU 3aKOHAMH M
[10J3aKOHHBIMH aKTaMH, JUIA MPOBEPKH MPOLEAYP HW/HWIH AaHHBIX KIMHHYECKOro HCCICI0BAHNA,
He Hapyluas NpH 3TOM aHOHHMHOCTB HCIIBITYEMOTO;

. noanuceiBas (opMy MHCBMEHHOTO WH(QOPMHPOBAHHOrO COrJacHs, JIMLO, [OABEpratoueecs
HCCIIEOBAHMIO W HCTIBITAHKIO, WM €70 3aKOHHbIH NPeACTaBHTEb (€C/IH 3TO IPMMEHHMO) JafoT
paspeLIeHUE Ha JOCTYII K 3TOH AOKYMEHTalNH;

. 3asB/ieHHe O TOM, YTO CBEICHHA, MACHTU(QUUIMPYHOIHE JIMYHOCTb JIHMLUA, I[MOJBCPrarolerocs

MCTIBITAHHIO WM MCC/eJ0BAHUIO, OyIyT COXDPAHATh B TaiiHe W MOTYT ObITh PacKphITBI TOJILKO B

mpe/ienax, YCTaHOBIEHHBIX COOTBETCTBYIOUIMMH 3aKOHAMH /MM TIOJ3aKOHHBLIMA aKTaMIL; MPH

myGIMKaLMK pe3ybTaTOB MCCIeIOBaHUA aHOHMMHOCTE TaKoro JInla Oy/ieT coXpaHeHa;

3asBJIEHHE O TOM, YTO MCIIBITYEMBIil WM €ro 3aKOHHBIH NpencTaBuTens OYAyT CBOCBPEMEHHO

O3HAKOMJIEHEl C HOBBIMM CREJEHMAMM, KOTOpbhIE MOIYT IOBJIMATh HAa JMKEJIAHHC HCIBITYEMOTO

IPOJIOJDKUTD Y4acTHE B HCCIICIOBaHHH;

CTIMCOK /ML, K KOTOPHIM MOMKHO OOpaTHTHCS JUIs MOJMYYEHHs AOMOTHUTEIBHOM uHpopMauuu 06

HCC/IeIOBAHIH M NPaBax HCTILITYEMOro, a TAKXKEe CMelanucToB, ¢ KOTOPHIMU HCIBITYEMbIil MOXKET

CBA3aThCA B CiIy4yac HAHECCHUA Bpeda €ro 3[40POBBIO B XO/C HCCJICA0OBaHUAA,
YCJIOBHS, IPU KOTOPBIX Y4aCTHE HCIBITYEMOrO B HCC/IEJ0BAHHH MOXET GrITE npeKpaleHo 6e3 ero

COracus;
. npenoiaraemMas JUINTEIbHOCT Y4aCTHs B HCCIIEJ0BAHHH,
. NpUOIM3UTENEHOE YHCIIO HCTIBITYEMBIX.

KD MoskeT noTpeboBarh, 4T0ObI UCIBITYEMBIM, TIOMHAMO uHGopMaLK, YKa3aHHOH BblLlE, ObUTH
[peI0CTABIeHb] IOMONHATENBHbIE CRE/IEHHs 00 HCCIeN0BAHMH, €CIIH, N0 MHEHHIO KD, 310 HEodXoAUMO
JUIA 3AIMUTHI PAB | 30O0POBbA HCMBITYEMBIX, & TAKOKE JTA rapaHTHH HX 6e30nacHOCTH WJIH JUIA JTY4IlEero
[IOHMMAHHA UMH OTIETBHBIX TMOJIOKEHHII KIHHHYECKOro Hccnenosanud. Hampumep, €Ciid HCIBITYEMBIM
[UIAHUPYETCA BbIa4a KAKHX-THO0 CIOXKHBIX OTNPOCHHKOB HIIH obGopynoBaHus (TaXOMETpbl, TOHOMETPEI,
[LIaHUIETHBIE KOMIBIOTEpBl, CMapTOHBI, BECHl, IJIIOKOMETPHl H AP.), noTpedyeTcd BKIIOYHTH

nadopMarro 00 00y4EHHH NALKEHTOB U T.I1.
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Wugopmauus s naumvenra (MHQOpMAUMOHHBIA JHCTOK) M (opMa HHPOPMHPOBAHHOIO
COrIacHs JO/DKHBI ObITh HANMKCAHBI HA PYCCKOM sA3BIKE, MO MPOChOE MCIBITYEMOro NMEpeBeeHa Ha ero
pomHoii s3bIK. MH(opMauMs 1Uis nanueHTa OO/DKHA OBITH HANHCAHA TAKMM S3BIKOM, TOHMMAHHE
KOTOpPOro He TpebyeT MEAMLIMHCKOro 00pa3oBaHus Wi 3HaHus NpuHUMIoB KavecteeHHoii Knunuueckoit
[pakruxn (GCP). Pekomennyercs m36eraTh CrielHaIbHbIX TEPMUHOB, JJTHHHBIX CIIOKHBIX TIPeIOKEHHIT
M YTBEPXKAEHHIA, KOTOpbIe MOrYT OBITh HEBEPHO HCTOJNKOBAHBI HCIBITYEMBIM MM BBECTH €ro B
3a0myxnenre. B MHbopMaloHHOM JIHCTKE IS NALuenTa U B GopMe HHPOPMUPOBAHHOTO COTJIACHS HE
JOJDKHO OBITh (OPMYTHPOBOK, KOTOpble MOTYT 3alyTATh MCIBITYEMOrO, W TEM CaMbIM BBIHYIUTH €ro
OTKa3aTbCA OT CBOMX 3aKOHHBIX IpaB MNPUHATH Y4acTHE B MCC/IEAOBAHMM, WM OKa3aTh JaB/CHHE Ha
MalHeHTa MPH NpUHATHH pewieHHa. OHH TakXKe HE JOJDKHBI COAEPIKaTb 3asABJIEHH, 0CBOOOMKIAKOIIHNX
UCCIIeIoBATENs, METULIMHCKOE YUPEXICHHE, CIIOHCOpa WM €ro MpeACTaBHUTeNel OT OTBETCTBEHHOCTH 32
JONYLIEHHYI0 XalaTHOCTh, MM ()OPMYJHPOBOK, MO3BOJISIOLIMX MOAOOHYH) MHTEPNPETALIUIO.
HudopmuporaHHoe  cornacMe W JpyrHe, [peJOCTaBAfAE€MbIE  HCIBLITYEMBIM  MAaTepHAIEL,
TIEpECMaTPHUBAIOTCA MPH MOABJIEHMH MH(OpMaluH, cnocoOHO# MOBMMATH HA COrNIACHE MCIBITYEMOrO.
HoBbie penakumu  WHQPOPMALMOHHOTO  JIMCTKA, MH()OPMHPOBAHHOTO COTJIACHS W JOPYIHX
MPEIOCTAB/IAECMBIX UCTIBITYEMBIM MATEPHAJIOB MpEIBapUTENLHO YTBepxaatoTcsa KO.

McnbITyeMblii MM ero 3aKOHHBI NpeJCcTaBUTelNb AOKHbI ObITh CBOEBPEMEHHO O3HAKOMIIEHBI C
HOBOW HH(opMauueH, crnocoOHOI NOBIMATL Ha JKEJMaHHE MCIBITYEMOr0 MPONOJDKHTL Y4YacTHe B
uccnenoBanuy. Oakt coodiueHus 3Toil UHGOPMALIU JOJIKEH OBITh JJOKYMEHTANLHO MOTBEPIKIEH.

B ciy4ae ecim IIpoTokonom npeaycMOTPEHO Y4acTHE B MCCIEJOBAHHMH HECOBEPLICHHOJIETHHX,
KOTOpBIE MOT'YT IOHATH CMBICJI IPOUCXOAIIEr0 M JaTb CBOE COIVIACHE HA Y4YacTHe B MCCJIEJOBAHHH,
HHbopMalmoHHblif TUCTOK M (opMa HHGOPMHUPOBAHHOTO COINIAcHA HO/DKHBI OBITH HamKCaHbl B
NOHATHOM/IOCTYNMHON [Uld  HECOBEpLUEHHOJETHHX (opme, KOTOpylo OH/OHa COOCTBEHHOPYYHO
MOIMUCHIBAET M JaTHPYeT B JOMOJHEHHE K TMOAMMCH MX 3aKOHHOro mnpencrasutens. Jlnda Kaxiaoi
BO3PAcTHOM rpynmbl (AeTH, MOJPOCTKH) JOJDKHBI OBITH NPEIYCMOTPEHBI OT/AEIbHbIE HH(OPMAaIMOHHBIE
JIHCTKH COOTBETCTBEHHO BO3MOXHOCTAM BOCHpUATHA. MH(MOpMaUMOHHBIA THCTOK U HHPOPMHUPOBAHHOE
COIJIACHE 1A POAMTEIIECH/ONEKYHOB HOJDKHO COAEPKaTh Ty Xe HHGOPMALMIO, HO Ha 6oJice NIPOABMHYTOM
YpOBHE NOCTYITHOM AJIf NOHUMaHHA Herod)ECCHOHaJ]OM.

IMony4eHWe cornacus Jomyckaercs TONbLKO B TMCbMEHHOI (hopme.

B ciyvae nHeobxoaumoctd KO umeer mpaBo notpe0oBaTh OT HCCNIEAOBATENA/3aABUTEN JIHOOYIO
JOMOJIHUTENBHYIO HH(popMaumio. Eciu Takas undopmanis He NpeIoCTaBIseTCa B CPOKH, OTpe/e/IeHHbIe
K3, KO He paccMaTpuBaeT 10KYMEHTBI HCCIIEIOBATEIBCKOTO MPOEKTa.

KD moxer omoOpuTh MpOBEICHHE KIMHHHYECKOrO MCCIEAOBAHMS TOJBKO B TOM Ciy4ae, eclid
MOTEHILHALHAS TT0Jh3a JJIS MCTIBITYEMBIX MPEBLILIAET BCe U3BECTHBIE U MPEACKa3yeMbIe BI/IbI PUCKaA 1S
HHUX.

Jlns skcnepTuskl Hceneposaressekoro npoekra [peaceaarenem KO nasnavaercs skcnept (COIT-
K3-004), KonuuecTBO 3KCIEPTOR M0 KOHKPETHOMY HCCIIEIOBAHHIO HE PErJIAMEHTHPOBAHO.

3.3. DxcmeprH3a 3asBok Ha 3acegannn KD npu pacemorpennn MKH.
B cdepy orBeTcTBEeHHOCTH mAomkHOCTHRIX JHU KD, wienoB KD, KoHcy/bTaHTOB H

MPHITIALICHHBIX JIUL TPHCYTCTBYIOLIMX Ha 3acedanud KD exoaur:

« TIOATIMCAHUE M CJEJOBAHME COIVIAIIEHHI0 O KOH(UIEHIHATLHOCTH/KOH(INKTE HHTEPECOB
(COII-K2-002);
CBOEBPEMEHHOE O3HAKOMJICHHE C MOBECTKOMH 3aceiaHus M C NIPEIOCTABICHHBIMHU 3asBUTE/IAMH
JOKYMEHTaMH 110 HCCIIEI0BAHUIO,
cBOEBpEMEHHAas MOATOTOBKA K Joknany Ha 3acenannn KD cornacHo COIT-K3-003 unn COII-
K3-004 (ecnu npumenumo) u Hactosueii COIL;
COTNIaCHO TMOBECTKM 3aceqaHus wuim pacnopskeHua Ilpencenmatens KD  mposojures
obcyKaeHHe 3aiBKH;
B Hauase ob6cyxaeHus JoknansieaeT KOHCYIBTaHT H/WIIH 3KCTIEPT U3 cocTaBa 4wieHos K3;
KoHCynbLTaHT, OpPOBOMMBIIMIH HKCMEPTH3Y, IOKIAIBIBAET JIMYHO, €CIH KOHCYJILTAHT HE
NPHCYTCTBYET, PE3Y/IbTATl KCIEPTH3BI JOK/IA/BIBAIOT JODKHOCTHBIE Jiuia K3.
3KCMepT M3 cocraBa wieHOB KO, MpoBOAMBLIMH SKCIEPTH3Y, AOKIAABIBACT JIHYHO, €C/IH
3KCTIEPT HE MPUCYTCTBYET, PE3Y/IbTAThl IKCIEPTH3bI JIOK/ABIBAIOT JODKHOCTHBIC JIHLA KI;
pe3ybTaThl JKCIEPTH3sl MOTYT OBITH mepefaHbl B J00OH ynoOHoil (opme M JODKHBI
coorsercreoBats COIM-KO-003 wiu COIT-K3-004;
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o  TIOCIIE PACCMOTPEHUA NMPEACTARIEHHBIX JIOKYMEHTOB, 10K1ana KoHcynbTanTa W/ JKkcnepra
U3 coctapa wieHoB KD, mpuriameHHelx aul, oOCYKACHMS W MOJMYYEHMA OTBETOB Ha BCE
BO3HHKIIUE BONPOCH! 110 3as8BKe KD nepexoauT K roiocoOBaHHUIO.

3.4. TI'oaocoBanmue:

« TomocoBanue ocymiecTBIfeTCS TONBKO HE3aBHCUMBIMH OT MCCIEIOBATeNs W CHOHCOPOB
ucciaegoBanusa Ynenamu KD.

« K ronocopanmio pomyckatorca nomkHoctHele nuua KO u Unensl KO 0Oe3 koHdamnkra

HHTCPCCOB.
. MHeHHe BHEUIHETO KOHC)’J’IBT&HT& ABNACTCA COBCLIATEC/IBHBIM, CaM BHELIHHHA KOHCthTaHT B

roJl0COBaHNH HE Y4acTBYeT.

o [Ilepen ronocoBannem K3 moxer nmonpocuts NOKUHYTH 3ai 3aceqannsd KO KoncyneTaHToB 1
NPUITIALIEHHBIX JIULI

« IlpoBoauTCs OTKPBITOE rONIOCOBAHUE.

. Pernenue NMPHUHUMAECTCA GOJIBIIUHCTBOM I'OJIOCOB.

« B cmyyae paBeHcTBa TOJIOCOB NPHHUMAETCA PpeLIEHHE, 3a KOTOPOE MPOroJOCoBall
ITpencenarens KO;

. B cjydae eCJid mpH rojiocoBaHHH OBLTH NOMYYE€HBI pa3Iu4HbIE MHCHHA, OHH JOJIKHBI OBITE
3a(MKCHUpPOBaHEI B IPOTOKOIE.

ITyTem rojocoBaHus NPHHHMAET OAHO U3 CIEIYIOIMHX pelIeH ii:

0100pHTH NPOBEACHUE HCCIEI0BaHMA O3 3aMeYaHMii;

2. 0106pHTH NPOBEAEHHE UCCIIEA0BAHHIA C PEKOMEHALMAMH, TI0C/IE YCTPaHEHHA 3aMedaHuii Oes
MOBTOPHOIO PAcCMOTPEHHs MpPH YCJIOBHH OTBETOB HA MOCTaB/JECHHbIE BOTPOCHI M BHECEHHA
peKOMeHIyeMbIX H3MeHeHMit W/win aononHeHwil B paboueM nopsiake. B otom ciydae
J3MEHEHHBIE JOKYMEHTHl W/WIM JIOTIONHEHHbE JOKYMEHTBI [IO/DKHBI OBITb 010OpEHSI
npejiceaTeieM WK 3aMecTUTeNeM npeaceaarens Komurera no OTHKE;

3. noBTOpHO paccMoTpeTh Ha 3acefanuu KD nocne BHeCeHMs HM3MEHEHHH B Mpouenypbl M
matepuansl ucciaenosanus. [Ipu stom KD veTko dopmynupyer Bce BO3HHKIIHE BOMPOCH! U
NPETEH3UH;

4. TPHOCTAHOBUTL WIH OTMEHHMTh paHee BbIIAHHOE 3aKiIoueHHe 00 0A0OpEeHHH MPOBEACHHA

KIHHUYCCKOT0 HCCICAOBaHUA.

-H\

3.5. Ilocie ro;iIoCOBAHMS:

« wieH KD, HecoracHslii ¢ MHEHMEM GONBIIMHCTBA BIPaBE M3IOKUTH B THChMEHHOH (popme
cBoe 0coboe MHEHHe, KOTOpoe 0ToOpakaeTcs B MpoTokose 3acefanus K3;

e E€CIHM BBIHECEHO peleHHe «OHOOpUTH IMPOBENEHHE HCCICNOBAHHA I1OCAE YCTPAHCHHA
3aMeyaHHuii 6€3 MOBTOPHOIO PACCMOTPEHHAY, CEKPETAph OMOBELIAET 3asBUTE/IA B MHCEMEHHOM
dopMe NO MOBOAY KOHKPETHBIX 3aMedaHHil ¢ Mpocs0oif KX yCTpaHeHus (HanpuMep,
Tpe/loCTaBUTh paspelieHne MHHHUCTEpCTBa 3/paBooxpaHeHus Poccuiickoi Odegepayy Ha
NPOBEIEHHE KIMHUYECKOTO UCCIEA0BAHNA);

« ecnmi KD nporonocoBai 3a BHECEHHE MOMpaBOK B J0GOH M3 JOKYMCHTOB, CEKpeTapb
OMOBEIIAET 3aABUTENA B MHCEMEHHOI (popMe Mo MOBOAY KOHKPETHBIX H3MEHEHHIi ¢ IPOCBO0H
BHECTH MOIPAaBKH U NMOBTOPHO npeacTaBUTh JOKYMEHTHI B KD.

[lo pesynbTaTam oOCYKaeHns B Xoie dTHuUeckoil skcmeprusel K3 mosker chopMyIHpOBaTE
BOMPOCHl K 3afBHTENIO M peKOMeHJaluu. PekoMeHJamuu JOJLKHBI ONMMpaThCs Ha TONOXKCHUA
Xenscuukckoii aexmapaimd, GCP H J1eiiCTBYIOIMX HOPMAaTHBHBIX aKTOB. BOmpochl M pEKOMEHAAUHH
JIOJDKHBI GBITh HATIPABIEHbI HA CO3NAHME YCIOBHI H Mep, 00ecreyuBarolHX Ge30NacHOCTh NaLHMeHTa,
MoJB3Y OT €ro y4acTus B HUCCIICJ0OBaAHHH, 06’heKTHBHOCTI:, MOMHOTY H JOCTOBEPHOCTE HHq)OpMaLIHH, Ha
OCHOBaHHH KOTOPOI MOTEHUMAbHbI HCIIBITYEMbIl MPUMET peLlieHHe 00 y4acTHH B MCCIENOBAHUH Wil
oTkaze oT Hero. B cBoux pekoMeHpmauuax KD JopkeH yBakaTh MpaBo uccenoBateneil Ha cBoboxy
HAYYHOTO IIOMCKA TPH YCIOBHM, 4TO STOT TOMCK HE 3aTparvBaeT ONaromnojyuus MCTIBITYEMBIX. K3
JOJGKEH COAelCTBOBAaTh 3ajBHTENIO B BIpAOOTKE peLUeHHil, HaNpaBleHHBIX HA oOecrieyeHue Ipas,
GaronoNyuns M MHTepecoB HCmbiTyeMbiX. KO 00s3aH oOpamarh BHHMAHHE 3asBHTENA HA aClCKTbI
NM3aiiHa W/HTH JOKYMEHTOB HCCIEJOBAaHHA HE COOTBETCTBYIOUIMX JACHCTBYIOUIMM NpPaBOBLIM U

3THYECKHM HOpMaM.
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B ciny4ae HeomoOpeHHs MCCIIEN0BATENLCKOTO MPOSKTa 3aABHUTENb MOXET MOJATh ane/ULALKUIO
nyTeM NUcbMeHHOro obpaimenus Ha ums [Ipeacemarens KO ¢ usnoxenneM apryMeHTOB /11s aneuisauH.
Cekperape KD obecrieurBaeT apXUBMPOBAHHME JOKYMEHTOB IO MCCIENOBATE/ILCKMM TIPOEKTaM,
MPOTOKOJIOB BeeX 3acenanuii KD.
Bhimmicky U3 NpoOTOKONA TpOLIEAIero 3aceqaHus ¢ pemeHueM K3 1o npeicTapieHHOMY MPOEKTY
BBIIAETCH 3a5BUTENIO B CPOK He no3jHee 10 pabouux aHell nocie NpoBeIeHHOro 3ace1aHus.
Cexkperaph OMOBEILAET 3aABUTENEH O pe3yJibTaTe IKCIEPTH3EL.
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®opma COII-006-001

INpencenaremo Komurera no Jtuke npu
OI'bY «HMHL] onkonoruu um. H.H. ITerposa»
Munzapaea Poccun

A H. CemenoBoit

OT I'NIABHOI'0 MCCJIEA0BATEIA

3asBiicHue

[Ipoiy nMpoBecTH 3THHECKYHO SKCIIEPTH3Y
Hazpanue HCCJIeJOBaHHA:
Homep uccnenobanus:
3akasuMK UCcCleNOBaHH:
KoHTtakTHble 1aHHble 3aKka3uuka:  PHO, domicnocms, menegon, E-mail

Cpok npoBeieHH KITHHHYECKOTO HCCIIEOBAHHUA: C 201 _mo 201 _

HccneaosarensCkuii LEHTp:

Hanpumep: otaencHne _ OI'BY «HMWL] onkonoruu um. H.H. Ierposa» Munsapasa Poccan, 197758,

Cankr-TletepBypr, n. [lecounsiii, ya, Jlennnrpaackan, aom 68.

TnaHupyeTcs CKPUHHPOBATH M paHIOMU3UPOBAThH CYOBEKTOB B HCCJIEIOBAHHE B YKa3aHHOM
MCCJIE0BATEILCKOM LIGHTE.
[InanupyeTcs CKPUHHPOBATD W PaHIOMH3UPOBATH cyOBeKTOB B HcciienoBaHue B Poccum.

TTpescTaBNeHB CIEMyrONME TOKYMEHTBI 15 SKCTIEPTH3BI (C yKa3aHHEM BEPCHH H JaThl):

1. ®opMynap 3aj1BKU Ha NPOBECHHE NEPBUYHOMN IKCIEPTH3bI KIMHHYECKOTO HCCIIE0BAHNA,

2. CIIHCOK 4ICHOB KOMAH/IBI MCC/Ie10BaTeNel 10 YCTAHOBIEHHOH (opMme;

3. Texymas Bepcus Hay4Hoil Guorpaduu uccienosarens (curriculum vitae) o dopme Munzapapa
Poccun;

4. Paspemenue M3 PO Ha npoBe/ieHHe KITMHUYECKOro UCCIIEN0BAHHA HITH 3aAB/ICHHC C npoceboit 0
NPOBEACHUH KIMHIHYECKOrO HCCE10BaHus NPUHATOS DeiepalbHBIM OPraHoM HCIIOJIHUTEBHOI BIIaCTH,

5. [IpoToKOA KIMHHYECKOTO HCCIIEI0BAHHA;

6. ®opMa MHPOPMHUPOBAHHOTO JTUCTKA M (HOopMa HHPOPMUPOBAHHOTO COTJIACHS;

7. Bpoutopy uccnenoBaTes;

8.CeeleHMss O MEIMUMHCKHX OpraHu3anuax, B KOTOPBIX MpearnojiaracTca IMpOBCACHHC
KIMHUYECKOTO HCCNIEI0BAHMSA,

9. Koruu foropopa 06s3aTeNbHOTO CTPAaXOBaHMsA, 3aK/IHOYEHHOr0 B COOTBETCTBUM C TUIIOBBIMH
MpaBMIaMHM  00S3aTENBHOrO CTPAaXOBaHMA, C YKasaHHCM TIPE/ICTBHOH  HMCICHHOCTH  MAlHEHTOB,
YYaCTBYIOIINX B KIIMHHYECKOM HCCIIE/IOBAHIH,

10. Mudopmariis 0 cocTaBe JICKapCTBEHHOTO Nperapara,

11. Wi3BecTHYIO HH(POPMALHIO, KACAOIYIOCA 0€30MaCHOCTH;

12. O6pa3uis! pexTaMHO# NPOJYKIHH, eClTH NPHMEHUMO;

13.ITucEMeHHbBIe MaTepHabl, KOTOpEIe Oy YT NPenoCTaR/IEHEL cyOBbeKTaM, eciy NPUMEHHUMO;

14. Marepuansl 10 SJEKTPOHHBIM, JHATHOCTHYECKMM W IPYTUM yCTpOHCTBaM, KOTOpEIE OyayT
NpeaOCTaBIeHbl HCTIBITYEMBIM, €C/IH TIPUMEHAMO;

15. MaopMaLus o BHIILIATAX W KOMIICHCAIMAX HCTILITYEMBIM, €C/TH MIPUMEHHUMO;

16. Unbie nokyMeHTHI 10 TpeboBanmio KO.

[Toamuice []5(0)
JHarta
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®opma COII-006-002

DQOPMYJISAP 3ASIBKH HA MTEPBUYHYIO SKCNEPTU3Y KJIUHUYECKOIO UCCIENOBAHNUA

1 | Homep nccsienosanns

2 | HazBanHe KJIHHHYECKOIr0
HCCJIe0BaAHUNA

3 | Tun neciegoBanns

4 | ®da3za KIHHHYECKOT0
HCCICHNOBAHMSA

Ha3spanne HOBOTO Hcc/IeIyeMoOro
npenapara

6 | HazBaHHe 3aperncTpUpPOBAHHOTO
B P® nexapersennoro npenapara

7 | KoMnanus-nponssoanTeinb

Crnioncop uecnexosanus

9 | KontpakTHO-HCCIEAOBATEIBCKAS

OpraHu3anus
10 Hccneayembie npouesypsi
11 | Fpynnbl cpaBHeHnA ITnayeb6o

Cmanoapmuan mepanus

Cmanoapmuas mepanus +
uccreoyemulii npenapam

Cmanoapmuasn mepanus + niayebo

Monomepanus uccredyemvim
npenapamom

Hem zpynn cpasnenus

Jpyeue 2pynnel cpasnenus

12 | Bospacr cyobexToB
HCC/Ie10BAHAS

13 Hcekmouenune U3 unciaa

cyﬁbexron HCCJI€T0OBAHHSA

14 | MoTpe6HocTs B pecypeax Humencuenas mepanus

Ilepenusanue xposu

Tocnumanuzayus 6 Cmayuoxap

Jlevenue 6 amOyaamoprHom pexcume

CKT

MPT

Ocyomp 2uHeK0I020M

Ocmomp opmanvmonozom

Ocmomp JIOPom

InoocKonuyeckoe ucciedosanue

Hpyeoe

15 | JlabopaTopHbie yCJayTH Jlabopamopus

Tucmonosuueckoe uccredosanue

Lumonozuueckoe uccieoosanue

Mr4

Hrx
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16 | OTnpaBka B HEeHTPAILHYIO brnoxu
nabopaTopuio Cmexna
Apyeoe
17 | Anann3bi KpoBH Menee 250 mn/mecay
Bonee 250 ma/mecay
Hpyeoe
18 JlyueBas Tepanus
19 | ®unancoBbie NoTepn cydLeKTA
HCC/IeI0BaAHUS
20 | Iporpammbl noMomH cyobeKkTaM | Taxcu
HCCIeJ0BaHHA KO Bunemst
Asuabunemei

Tanonwvr na numanue

Onnama NPOJHCUBARHUA 8 2OCINMUHUYE

Hpyaoe

21

Crpaxoska

Cmpaxoeasn cymma:
8ce20/na Kaxjico020 nayuenma

Yucno 3acmpaxoeanivix

Cpoxu deticmeust cmpaxoeru

Cmpaxoeoe noxpvimue

Komnan UA-CIMPAXOCUIUK

22

HcenenoBaTenbekuii HEHTP
(aapec, Ha3BaHHe YUpeKACHHS,
oTAesieHHe)

23 | I'aBHbBI HecTeToBaTE b
24 | 3anonana popmy
25 | KoHTaKkTHBIE AaHHBIE JTHLA,

sanoaanBIero gpopmy

26

Hara
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CrucoK WieHOB KOMaHIbl HccliegoBaTeneii

®opma COII-006-003

Ne
Hazpanue nccienopanus:

Ne [ ®HO uccnenosarens | HomkHocTb Pone B E-mail JHara Hannuwue Oneit B

uccnenoBadun | TenedoH | mocnenHero GCP HCCIe10BaHUAX,
obyuenus |ceprudukara JIeT.
GCP Ha/Het

1 I'naBHbIi
HCCIEI0BATENb

2 HUccneposatens

3 Hccnenosatens

4 Koopaunarop

5 Koopaunatop

6 dapmanepT

7 ®apMauesT

8

9
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®opma COII-006-004

(@opma ananozuunas M3, 603moNCHO npedocmasienue kKonuu nooannol 6 M3)

PE3IOME
1 }itllamnmm: l
| T— .:T—t e —— i i e S R ——— — i i —————— q-..,...._m.....z,i
2 Hms, OTuecTBO: s
- + - ’ = - - LR BT ¥ e T A T n‘.-n-_-“.x-u-g
3 Jara poaaenus: 5
]
SRS BRI e A = |
!
4 Yuenas g
cTeneHb/3Banue:
e - i v ;
5 Tenedon cuyxebnbiii: ;
e e . e
6 | Tenedon moSubmbiii:
i7 | Pakc:
i b o IR S
8 Aapec 3J1. HOYTHI: :
1 S — - — e e - E
9. 3HaHHe HHOCTPAHHBIX A3BIKOB (1 - IVI0X0, S - OTJIHYHO);
HHocTpaHHBIii A3bIK Pasrosop Yrenue INucemo
Pycckmii poIHO¥
AHrnuickuii
10. OnbIT paboTEI (8 0OpaAMHOM XPOHONOUYECKOM ROPAOKE, 6 M. Y. YKA3AMb MECHO padonbl
HO COBMECIUMENbCIMBY 6 HACMOoAUee 6PemMs).
JomkHOCTD HazBanue ydpexacHns .
Hara (MecAw/ron) . Tonpasnenenue (otaeneHue) Agnpec |
c Jits e
11. Crax paboThi: 00IHIi: 10 CHENHATBHOCTH:

12. Boiciuee oGpazoBaHne, HHTEPHATYPA, OPAHHATYPA, ACHIHPAHTYPA, JOKTOPAHTYPa H KypChl

MOBBIIEHHS KBAIM(pHUKAINH, cIa4a cepTHPHKANHOHHBIX IK3aMEHOB
(6 0OpamHoOM XPOHOROZUYECKOM NOPAOKE):

Kpanudukamms HoMep Haspanue yupexnenus @axyeTeT
JHILIOMa, Jara (mecsw/ron) (oTnenenue) Anpec
ceprudmkara, . ORISR IEVSUROUI o N T IS SS LN O
Jarta Bblga1n Cc o =y =h ____ﬁ%
; o o ' o I
i
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13. YuacTne B ceMHHapaXx, TPEHHHIaX, Kypcax M0 BOIPOCAM NPOBeIeHAs KIHHHIECKHX
HCceT0BaHM (8 00pamHOM XPOHOIOZUYECKOM ROPAOKE):

HasBanue ! Jara (mecaw/ron) Hazpanue yuebHOro
3aBe/IeHUs/OpraHu3aluy, azapec
(ropon)

14. YyacTHe B KJIMHHYECKHX HCCIS0BAHNAX (8 0OPAMHOM XPOHOI02ULECKOM NOPAOKe, 8 MOM Yucie

8 HacmoAilee GPE’MH)J

Kom, Homep Obnacte Qaza Ponp (rnaBHBII Jlata (rox)
HCCNICAOBAHM  HCCICNOBAHMA  MCCNIENO HCCIENOBATENb, CO- P W e
1 BaHUA  HUCCJIE/IOBATENb, KOOPIAMHATOD, ¢ | 1o |
i (papMauEeBT U T.I1.) f
15. KoamuecTeo mybamkanmii:
16. Hayunbie paGoTbl (nepeyens Monozpagyuil, cmameti u m.n. no NPOQPUII0 KIUHULECKO20
UCCIeO0BANUSA, KOMOPOE NIAHUPYEMCA RPOBOOUTND).
Ne - IMepeueHb Hay4HBIX paboT !
TIOATMUCDE: | HATA: E s SIS ;
_(orpya) || e LR
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