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Iens — oxapaxkTepu3oBaTh IPOLEAYPY HA3HAYEHWs OSKCIEpPTOB M3 umcna wieHoB KO mis
SKCIIEPTH3bI U NPECTABICHUs UCCIISIOBAHMS Ha 3aceaHusX (fanee - DKCIepT).

O6aacte mnpumenenmsi: Bo Bcex ciydvasx pnesrensHoctd Komurera mo OItuke, koraa
HCCIIEI0BaHKE paccMaTpuBacTes Ha 3aceanuu KO,

OTBercTBeHHOCTh: IlpenjiockeHue KaHIMIaTyp OKCIEpPTOB Uil E€QUHOBPEMEHHOIO WX
MIOCTOSIHHOTO TPEeZCTaBIEHMs HcClenoBaHus Ha 3acegaHuix Komwurera mo OTuke MoxeT OpITh
uHuIMUpoBaHo wieHoM Komurtera mo Otuke. Hasnauenwe Oxcrepra BXOOWT B IOJTHOMOYMS
IIpencenarens.

Ynenst Komurera no Jruke:

IIpu 03HAKOMIIEHHMH C MTOBECTKOM 3acelaHus, He M03/1Hee, YeM 3a TpU paboyux AHS 0 3aceNaHus,
Unenst Komurera mo OTuKe MOTyT HHHLMUPOBATh CBOE Ha3HayeHHE OKCIEPTOM Ui
€MHOBPEMEHHOTO MM IIOCTOSHHOIO IIpEACTaBl€HMs MCCIENOBAaHMSI Ha  3aCeHaHUsIX.
IIpencenarens KJ:

B cnydae oTCyTCTBUS MHUIMATHBEL CO CTOPOHBI WwieHoB KO, He noszaHee, yeM 3a Tpu pabodux AHA
no 3acemanus KO, paBHOMEpHO pacmperneinser Mexxay wieHamd KO BoIpocsl, IIaHUpYyeMBIe K
paccMoTpenHo Ha 3acenanuu KO u coobiraer 06 3TOM B 37IEKTPOHHOM MHCHME.
Ha 3acenanuu Komurera mo Jtuke:

KD MoxeT omuparthes B CBOMX CY>KIECHHSIX OTHOCHTEIBHO PaCCMaTPUBAEMOro BOIPOCa HA MHEHHE
DKcrepra.

Pelenne mpuHMMAaeTCs KOJUIETHATbHO Ha 3acemaHusax KO, B ciyyae OTCYTCTBHS KOH(IHKTA
HHTEepecoB DKCIEPT NIPUHUMAET y4acTHe B FOJOCOBAHUH.

Cexperaps Komurera nmo Jtuke:

Hecer OTBETCTBEHHOCTH 3a BOIIPOCHI B3aMMOIEHCTBUS C OKCHEPTOM, IPENOCTABICHHE €My
JOKYMEHTOB IS 9KCIIEPTHU3bI, IIOTyYeHUE OTYeTa U NIPUIIIaIlleHHE A/ YIacTUS B 3aCeJaHUH.
Xpauut uHbOpMaLMIO 00 Okcnepre B cnenuansHoi mnanke (pestome no @opme COII-004-03,
JOrOBOP O KOH(pUAECHIIHATIBHOCTH).

OKkenepr:

DxcnepTamy MOTYT GbITh: JJOIDKHOCTHEIE Juiia M wiensl Komurera o Dtuke.

OKCnepT NMpOBOJUT OLEHKY BCEX MPECTaBICHHBIX JOKYMEHTOB M OTOBUTCS OTBETHUTH YCTHO Ha
Bompocsl o @opme ouenku ucciaenosanus IkcneproM (Popma COII-004-01) Ha 3acemanuu
Komutera o Otuke u 3anonuser @opmy otuera Dxcnepra (Gopma COII-004-02).

B cimy4yae HeBO3MOXKHOCTH DKCIiepTa JOJIOXKHTH Pe3yJIbTaThl OLIGHKU MCCIIeIOBaHKs Ha 3aCENaHuM,
9TH Pe3yJIbTaThl JOKIAABIBAIOT AOJDKHOCTHBIE Tulja Komutera no Otuke.

B cioyyae HEBO3SMOXHOCTM OKCIIepTa BBIIIOJIHHTH OLEHKY HCCIEIOBaHMS, €€ BBINOJHAIOT
nospxkHOCTHBIE Juia Komutera no Otuke.

B cnydae HEBO3MOXKHOCTH OKCHEPTa U JOJDKHOCTHBIX JIHI BBHIITOMHHUTE OLEHKY HCCIIEHOBAHMS,
npuBnekaTces KoHCyIbTaHTB! WM NpeCTaBUTeIM KOMaH bl HCCIIe0BaTelNeH.
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Popma COII-004-01

DopMa OLEHKH UCCIEA0BAHUS DKCIIEPTOM

SKCHepT B PE3YJIbTaTE OLIEHKH BCEX MPEACTaBICHHBIX AOKYMEHTOB 'OTOBHATCS OTBETUTH YCTHO Ha
CIIEIYIOLIHE BOIIPOCHI:
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MoxxHo /1 1o)Ty4uTs 3aKTOYeHke 110 3 ()EKTUBHOCTH 1 6€30MaCHOCTH JIeKApCTBEHHOTO CPeiCTEa
C NPUBJIEYEHHEM MEHBILETO YUCTIa CYOBEKTOB MCCIIE0BAHUS?

MmeroTest y mccneqyeMoro mpemnapara aHAIOTH M HCTIONB3YIOTCS OHM CerOfHS IS JICYEHHS
OOJBHBIX IaHHOW MATONOTHEH?

Kakoe nedenue nomyyan 6bl manuent, eciu 651 He GbLT YUaCTHHKOM HCCIIEN0BAHMS?

Kakoii crannapt neyenus nanHoro 3a6oieBanus NpuHAT B Poccuu 1 3a pyGexom?

B dem pasimaue MexIy CTaHIapTHOM cXeMOH JiedeHrs (KOTOPYIO MAlMEHT IOMyYal Gbl, ecid G5l
He OBUI y4aCTHHKOM HCCIIEIOBAHHKS) U TIPE/IAraeMoit Py NPOBEEHUH HCCIIEJOBAHUS?

KakoBbl nomonuuTenbHBle NpouEXyps! (JedeGHBIE M HCCIENOBATENbCKHE), KOTOpPEIM Oyner
TIOZIBEPTHYT YYaCTHUK IKCIIEPHMEHTA, KaKOBBI HEYI00CTBA, KOTOPBIM GyIET MOABEPrHYT MaLUEHT?
OrnpaBnaH 1 mpesnonaraeMelii PUCK M ApyrHe HeXelaTeNbHble IMOCIeCTBHS IS YYaCTHHKOB
UCCIIEOBAHUS 110 CPABHEHHIO C O)KUIAEMOM ITOJIB30M?

Kakopa Bo3MoyKHasI TO1b3a IS [TALMEHTA OT YUaCTH B HCCISIOBAHUN?

lorenumanehas 3QQeKTHBHOCTb, PUCK U HEYAOOCTBA OT NMPUMEHEHHS HOBOIO JIEKapCTBEHHOTO
CPeACTBa OLEHMBAIOTCA NPH CPABHEHWHM C Ty4YLIIMMHU U3 YK€ CYLIECTBYIOIMX JUATHOCTHMYECKHX H
TEpareBTHYECKUX CPEACTB MM CXEM JIeYeHMs?

Kaxkue dhunaHCOBBIE TOTEPH HECET NALMEHT, YYaCTBYIOIHI B HCCIIEAOBAHUN?

HMnpopmupoBaHHbIi THCTOK M GopMa MHGOPMHPOBAHHOTO COITACHS OTOGpaXKaeT UH(pOpMALHIO
ANA Mal¥eHTa B HeOOXOAMMOM O0beMe, Ha JOCTYIIHOM Ul He CHENHMalucTa YPOBHE COIJIACHO
STUYECKUM HOpMaMm?

I'maBHBIN (OTBETCTBEHHEIM) WHCCEOBATENh W KOMaHJA MCCIENOBATeel, BOBIEYEHHAS B
NPOBEJICHUE MCCIIENIOBAHMUS, COOTBETCTBYET 10 OMNBITY PabOTHI B UCCIEAOBAHUSIX, KBATU(UKAIIUH,
OCHALLCHHUIO U IPYTUM KPUTEPHAM UL POBEIEHMUS UCCIIeJOBAHUS?

I'naBHBIA KCcneioBaTeNb M €ro KOMaH/a BEIONHSIOT BCe HOPMATHMBHbIE TpeGoBanus Komurera 1o
OTHKe BO BPeMs NOATOTOBKH MPEACTABICHHOTO ¥ POBEIEHUS APYTHX HCCIIE[OBAHMNA?

I'maBHEIA HccenoBaTeNh M €ro KOMaH/a BBUIONHSIOT BCe HODMATHBHBIE TPEGOBAHMA BO BpEMs
paHee MPOBOJMMBIX HCCIIEOBAHMMN?

Ornen opraHusalyy NOKIHHMYECKHX M KIMHUYECKHMX HCCIIENOBAHHUE YUPEXKISHHS MPOBOIHI
TNPOBEPKY Ka4eCTBa paboThl HCCIIeI0BaTENeH, KAKHE PE3ybTaThl IPOBEPKU?

Kakoii craHzapT WCnons3yercs [UIs aHaNOrHYHbIX 9KCTIEpUMEHTOB B Poccuu u 3a py6eskom? (s
JNOKJIMHAYECKUX UCCIIeOBAHMIA)

KakoBa HeoGXOAMMOCTE BBINIONHEHHsI OSKCIIEPHUMEHTAa Ha OHMOJOTHMYecCKHMX Momemsx? (s
JOKJIMHUYECKHX UCCITeIOBAHHMN)

YCI0BHSs NIPOBE/IEHNS SKCIIEPUMEHTOB Ha GHOJIOTHYECKIX MOZIENAX COOTBETCTBYIOT HOPMATHBHBIM
TpeboBaHMAM? (U1 JOKIMHUYECKUX MCCIIE[0BAHMIA)

Jpyrue Bompocsl.
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®opma COII-004-02
®opma oTyeTa DKcrepTa

Hazsanue uccnenoBaHus:

Homep uccnenoBanus:
Howmep paccmaTpuBaemMoro Bompoca B IIOBECTKe 3aceqaHus: No

IIpencraBnenue uccnenoBaHus Ha 3aceqanusax KO:
1) EnvHOBpEeMeHHO
2) ITocTossHHO

KoHaukT MHTEpecoB 1Mo JaHHOMY HCCIeI0BAHHIO:
1) He umero
2) Umero

OkcrepTusa
1) nepBuuHas
2) BTOpUYHAs

3axoyeHue OKceIepTa:
HCCIIEIOBAHHE
1) pexoMeHIOBaTh
2) peKOMEHIOBATh C 3aMeYaHHAMH (3aMe4aHUs yKa3aHbl B 3aK/IIOUEHHE DKCIEpPTa)
3) He peKOMEHIOBATh B CHITY: »
a) BEICOKOH OIIACHOCTH /ISl YYACTHHKOB HCCIIEIOBAHUS
6) OTCYTCTBHUS aKTyaJbHOCTH, HAYYHOW HOBU3HBI, IPAKTHYECKON LIEHHOCTH
B) HEBO3MO>KHOCTH NPOBEICHHS Ha PEKOMEHIyeMol 6a3e CHIaMH YKa3aHHOTIO
IJIaBHOTO MCCIIE0BATENIS
I) Apyroe

3axmo4eHue DKenepTa

Hama Ioonucw
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Damunus
M4, oTuecTBo

N s e

JHata poxxnenus

VYu4eHas CTeneHsb, 3BaHUe (€CIIU IPUMEHUMO)
KonTakTHsIl Tenehon

AJIpec 3NeKTPOHHOMN MOYTHI

OmnbIT paGoTsl (B 06paTHOM XPOHOJIOIHYECKOM IIOPSIZIKE, ¢ yKA3aHHEM MECTa paboTHI MO

PE3IOME

COBMECTHUTEIILCTBY B HACTOSILEE BPEMS)

®opma COII-004-03

JormKHOCTE

Hara (ron) Hazpanue yupexxnenus, aapec

0

8. Crax paboTs! (061IMiA, 11O CHIELUATEHOCTH)

9. Ob6pasoBanue (cpeaHe-crielMaTbHOE, BEICIIEE, KyPCHI IOBBILICHHS KBATU(HKAIMH, OpAHHATYDA,
acIMpaHTypa, ca4ya cepTUQUKALMOHHEIX 3K3aMeHOB, noiyueHue ceprudukaros GCP) (s
0OpaTHOM XPOHOJIOIHYECKOM TIOPSIKE)

Hazpanue yupexnenus,
Kpanubuxanms Juniom, ceprudukar | Jlara momyvenus (rox) aapec
10. VwyacTue B KIIMHMYECKHX HCCIIEIOBAHUSX (€CIH IPUMEHMMO)
O01acTh HcclenoBaHUS ®daza uccrienoBaHus Pons (rnaBusIi Jlata, rox
HCCIIeIOBATEIT,
COMCCIIeIOBATENb)

11. ITy6nuxanuu (eciu MPUMEHHUMO, MOXKET ObITh MPEICTABIIEH CITHCOK)

Ne /1

ITepeuens myOmuxanuit

(MM CIIMCOK B NPUIIOXKEHUH)

12. YneHCTBO B HAIIMOHATBHBIX U MEKIYHAPOJHBIX aCCOLMALMAX U PODECCHOHATBHBIX
coobImecTBax (eciu NPUMEHHMO), IEPEIUCITATE

Ne i/

ITepeueHb MEXIYHAPOIHBIX ACCOLHALMIA

13. JlonomautensHas uHGOpMaIys (€ciu IPUMEHHMO)

I[MOAIIMChH

JIATA
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