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Iear — oxapakrepusosars MpoUeaypy HA3HAYEHHA SKCIEPTOB M3 uuena umeno KD jyix
OKCIIEPTU3bL H MIPEACTABICHHUA UCC/IENOBAHUA Ha 3aCEaHUIX (manee - Dxcnepr).

O6Gaacte npumenenns: Bo ncex Clyqadax nesrenbHocTd Komurera mo Druke, korma
HCClIle/IoBaHHe paccMaTpHBaeTed Ha 3acemaHum K.

OreercrBennocts:  [Ipeoxenue KaHIMNATYp OKCIEPTOB I €MHOBPEMEHHOIO MM
TOCTOAHHOIO IPEACTaBIeHHs MCCIeNOBAHMS Ha 3acemaHusx KomuTera mo DTuke Moxker ObITH
HHMIHHPOBAHO wieHoM Komurtera no Drtuke. Hasnagenue OKeniepra BXOJMT B IOJIHOMOYHMS
Ilpencenarens,

Ynennr Komurera no Iruke:

Ilpu o3HakoMiieHHMM ¢ mnoOBecTKOl 34CCHAHMS, He TIO3/Hee, 4eM 3a mATh pabounx aHeit 10
3acenanus, Wiensl Komurera no Druke MOTYT HHHLHNPOBATE CBOC HA3HAYEHHE DJKCIEPTOM JIs
CAMHOBPEMEHHOI'O MITH TIOCTOSIHHOTO TIPEACTABIECHNS HCCIIEI0BAHMS HA 3aceJaHMAX U OTIPABJIAIOT
JJIEKTPOHHOE MUCEMO 110 DopMe HHHIMATHBLOTO ofpaiierus wiena KoMuTeTa o DTuke (Dopma
COI1-004-01).

Ipencenarens KI:

B cayuae otcyrerBus mHMLMaTHBEL co cToponsl wicHos K3, He mosnuee, yem 3a mare paGounx
AHeH 10 3acepanus KD, pasHomepHo pacnipenenser MexIy 4wieHavn KO Bonpockl, rianupyemble
K paccMoTpeHHto Ha 3acepanuum KO, o uem wnanpapmser S7IEKTpOHHOE MHcbMo 110 Dopme
HasHaueHus Jxenepra (Gopma COTI-004-02).

Ha 3aceqannn Komurera mo Druke:

K3 Moxer onuparsest B CBOMX CyKIeHUSX OTHOCHTENBHO pPaccMaTPUBAEMOro BOMPOCA HA MHEHHE
Okcnepra. PelueHue NIpUHMMaeTcsl KOMTErHANBHO Ha sacenanmax KO, B ciywae orcyrcreus
KOH(IMKTA HHTEPECOB DKCIEPT IPHHAMAET Y4acTHe B FOJI0COBAHUY.

Cexperaps Komurera no Iruke:

Hecer oteercrrennocts 3a Bompocsi B3AUMOZIEHCTBUA € DKCIEPTOM, MPedoCTABIEHHE emy
AOKYMEHTOB JIJI1 SKCIICPTHU3BI, [IOJLy4eHHE OTHETa U NPUTIIAILCHNE 1S YUaCTHA B 3aCEJaHHH,
Xpauur uHGOpMaum0 06 OKCNepTe B CHELMATLHOM Nanke (pestome mo ®opme COII-004-05,
AOTOBOP 0 KOH(PUIEHIHATEHOCTH).

IKcnepr:

JKenepTaMi MOryT 65ITh: J{O/KHOCTHEIE Jmua 1 wiensl Komurera o Druxe.

IKCIIePT IPOBOMT OIEHKY BCEX MPENCTARIEHHBIX AOKYMEHTOB H I'OTOBHTCA OTBETHTL YCTHO HA
BONPOCH 10 DopMe OLIEHKH HCCIeNOBAHMS Axeneprom (Popma COTI-004-03) na 3acenadmnu
KomuTtera nmo ke u 3anonuser @opmy oTuera Dkenepra (Popma COIT-004-04).

B cnywae neposmoxHOCTH Dkenepra JOMOKHTE Pe3yIBTaThl OUEHKM UCCIIEOBAHHS HA 3aCEIaHIH,
9TH PE3YNBTATEI OKJIA/BIBAIOT NOIKHOCTHEIE Juia KomuteTa 1o Duke.

B cnydae wneBosmoskHOCTH OKCIepTa  BBIIOJHUTH OLEHKY UCCTICHOBAHNS, €€ BELIIOTHAIOT
AOIKHOCTHRIE Jinua KomuTtera nmo Druke.

B ciayuae nepozMoxHOcTH DKCIEpTa M MOMBKHOCTHBIX Il BBIMOIHATE OLEHKY HCCIEL0BaHMS,
npueiekaroTes Koncynsrantel uim npeacrasuren KOMaH/Bl HCCHeqoBaTelleH.
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®opma COII-004-01
Dopma MHUIIMATHEHOTO 0bpaluenus wiena KD
Ornpagnsercs 1o 3nexTpoHHOH mouTe Ha aapeca:
EC@GCP center win LEC@niioncologii.ru
Tema mucpma: «3ATTIPOC SKCITEPTA»

Hazpanue uccnenonanus:

Howmep ucenenopanus:
Homep pacemarprsaemoro sonpoca B noeectke 3acesiaHus: No
Ipencrasnenne ncenenoanus na sacemanmsax K-

1) EnunoepemenHo

2) IlocTosnHo

Kon(nukT unTepecor no nannoMy necenosanmio:

1) He umero

2) Umero

®HO skcrepra:

Hara:

®opma COII-004-02

®opma HasnaueHus Dkcnepra
Otnpagnsercs 10 s1eKTPoHHOH T10uTE ¢ aapeca;
EC@GCP center wm LEC@niioncologii.ru
Tema nuesma: «<HABHAUYEHHE SKCIIEPTA»

Haspanue uccnenosanus:

Homep uccnenopanuus:
Homep pacemarpupaemoro BOIIPOCA B IIOBECTKE 3acemaHus; No
Ipencrasnenne uccnenosanus na 3acemanusx KO3:

1) EnuHoBpemenno

2) Nocrosuno

D®HO sxenepra:

Hara:
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®opma COII-004-03

DopmMa OLIEHKH HCCIIe0BAHNS Skeneprom

BKCHCPT B PE3YJIbTATE OLICHKH BCEX MpeacTaBJIeHHBIX MOKYMEHTOB rOTOBUTCH OTBETHTE VCTHO Ha
CIEaYroHue BOIIPOCHI:
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MOHO JI TIOJIYYMTE 3aKITIOUeHMe 110 abdexTHBHOCTH U Ge30nacHOCTH JIEKapCTBEHHOTO CPe/CTRA
C NPUB/IEYEHHEM MEHBILIETO YUCNTA CYyOLEKTOR HCCIEI0BAHMA?

Wmetotes y wucenemyemoro Tpenapara aHajlord W HCTIOJB3YIOTCS OHM CErONHS AT JIeueHHs
OONBHEIX JAHHOH MATOOTHEH?

Kakoe neuenne nomysan 6ur mauuent, eciu 651 e 61 YYACTHUKOM HCC/IeIOBAHMSA?

Kaxoll crannapr neuenns nansoro saGonesanus TPUHAT B Poccnn u 3a pyGexom?

B 4em pasnnume mexnay CTAH/IAPTHOH CXEMOM JieueHns (KOTOPYIO MalueHT nony4dan Obt, ecnu Obl
He ObUT y4aCTHUKOM MCCNIENOBAHMS) U NpejlIaraeMoi NpH MpOBEAEHHH HCCIIe0Bans )

KaxoBbl  jgononsutensube Hpoueypel (Je4eOHBIE | HCCNENOBATeIbCKUE), KOTOPBIM Oyner
TIOABCPIHYT YHaCTHUK JKCIIEPUMEHTA, KaKOBEI Hey1o6CTRa, KOTOPBIM Oy/IET MOJBEPrHYT MalHeHT?
Onpaszan 1 npeanonaraempiii PHCK M JIpyrue HeKeNaTe/bHbIC NOCISACTBUS Ul YUACTHUKOR
HCCIICI0BAHUS 110 CPABHEHHUKD C O3KHIAEMOM MOJIB20i?

KakoBa BO3MOHas NOME3a 1718 NALMENTa OT YHacTHs B MCCIIeTOBAHUU?

Horenumansuas sddexrnsrocTs, PHCK ¥ Heyl00CTBA OT NPUMEHEHHS HOROIO JIEKapCTBEHHOr O
CPE/ICTBA OLCHMBAOTCA MPH CPABHEHUH C JTYYLIMMH H3 yIKe CYIIECTBYIOIMX AMATHOCTHYECKUX U
TEPANCETHYSCKHX CPEACTB MITH CXEM JeueHus?

Kaxue (punancossie norepu Hecer nauuenr, YYACTBYIOUIMHA B UCCIENOBAHHN?

Undopmuposannsiit mucrok u (opma uudopMuporanroro cornacus orodpaxkaeT HHGOPMALIHIO
AUIA TAIMEHTA B HEOOXOAMMOM 00beMe, Ha JOCTYIHOM s He CHELMAINCTA YPOBHE COITIACHO
9THYECKHUM HOpMaM?

I'naBubIi (oTBETCTBEHHBIN) HcclenoBaTens u KoMaHia wucclegosaTeied, BOBIeUEHHAsd B
TPOBEACHUE HCCIICNIOBAHMS, COOTBETCTBYET 10 OMBITY paGoTHI B HCCIICNOBaHMAX, KBaIM(UKALIMY,
OCHAIIEHUIO U JIDYIUM KPUTEPHAM JUIS PORENEHMS UCCIIEeI0BAHFHA?

I'naBHbIi MCCIIEN0BATENE M €ro KOMaH/A BEIIOIHAIOT Boe HOpMaTHBHBIC Tpeboranus KomureTa no
OTHKe BO BpeMs IOATOTOBKH IIPE/ICTABIEHHOIO 1 IIPOBENICHHMA APYTUX HCCIEOBaHU?

I'naBHBIA WccnenoBatent U ero KOManaa BHINOAHAIOT BCe HOPMATHBHEIE TPeOORAHMS BO BpeMms
paHee [IPOBOAHUMBIX HCCIIEA0BAHMH?

Otmen opraHMsanuu JOKTHMHMMGCKMX M KTHHUYECKUX MCCIIENIOBAHMIT VUpexIeHus: IpOBO/IHII
TIPOBEPKY KadecTBa paboTh! UCCTeIOBATENEH, KAKUE PE3YTBTATEL NpoBepKu?

Kako# cranmapr ucnomne3syercs s aHAIOrMYHEIX SKCMepuMeHToB B Poccuu u 3a pybekom? (s
AOKIMHHIECKHX HCCIICI0BAHMIA)

Kakopa neoGxomumocts BemosHeHus OKCTICDHMEHTa Ha GHONOrMYecKHX Mopensx? (s
AOKIHMHHYCCKHX UCCIIENOBAHMIA)

YeoBus MpoBeIeHNs SKCIEPUMEHTOR HA GHOJIOFHYECKIHX MOJEJIAX COOTBETCTBYHOT HOPMATHBHEIM
TpeboBaHMAM? (JUIs HOKITMHHYECKHX HCCIIeIoBaHUH )

Hpyrue Bompock..
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®opma COII-004-04
®opma oTuera Dkenepra

Haspanue uccnenosaums:

Howmep ucenenopanns:
Homep pacemarpupaemoro BOmpoca B MOBECTKe 3acenanus; Ne

Ipencrasnenue ucenenosanms Ha sacenanmsx Ko
1) EnuHospemenno
2) IMocTosnno

Kondmukr unrepecor no TAHHOMY MCCITIEA0BAHMIO:
1) He umero
2) Nmero

DKCriepTH3a
1) nepBuunag
2) BTOpUIHAs

3akmoueHue DKenepra:
HCCIIEIOBAHME
1) pexomenmoBaTh
2) peKOMEH/IOBATE ¢ 3aMEYaHUIMU (3aMeyaHus yKa3aHBI B 3aKITIOYCHHE Oxcnepra)
3) HE PEKOMEHJIOBATE B CHITY:
a) BBICOKOH OMIACHOCTH ISl YIACTHHKOB HCCITEN0BAHMS
6) oreyTeTBUS aKkTyansHOCTH, HAYUHOH HOBH3HBI, IPAKTHYECKOM HEHHOCTH
B) HEBO3MOKHOCTH MPOBE/ICHHUS HA PCKOMEHTYyeMOl 6a3e CHlaMK YKa3aHHOro
TIIABHOTO UCCTeNOBaTENA
r) apyroe

3axmoueHne Dxcnepra

Hama Hoonucs
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®opma COTI-004-05
PE3IOME

Damumus

Hmsa, otuecTro

Hara poxxaeHus

Vuenas crenens, 3panue (eciu MPHMEHUMOQ)
Konraxrasiii renedon

AJpec 5IeKTPOHHOM OYTHI

Oneit pabotst (B 06paTHOM XPOHOJIOrH1IECKOM MOPAZIKE, C YKa3aHHeM MecTa paboThl 110
COBMECTHTENECTBY B HACTOAILIEE BPEMS)

OJDKHOCTE ara (rox Haspanue yupexienus, aapec
yHap P

C 10

Crax paborsr (0bumit, no CIIeIHAILHOCTH )

Ob6pazosanue (cpemme-cnienmanbHoe, BhICLIEE, KYPCBI MOBBIIIECHH KBAIM(DHKALMH, OPAMHATYDA,
4CMHUPaHTypa, c/lada CePTUOHKALMOHHBIX SK3aMEHOB, nonyuenue cepruduxaros GCP) (s
obpaTHOM XpoHoIorHYecKom HopsAKe)

Kranmudukarms Hunnowm, cepruukar | Jlara noJay49eHus (rox) aapec

Hassanue yupesxnenus,

10. VYuactue B KIMHHYECKUX HCCIENOBAHMSIX (ecnu npumMenumo)

O6nactb necnenosanus | Masa ucenenopanus Pons (rnaBmslii Hara, rox N
HCCIIENIOBATE D,
CoMCCrIeIoBATENE )
—

I1.

IlyOmakanms (eciu NpUMEHHMO, MOXeT GBITE TPEJICTABNIEH CIIHCOK)

Ne n/m Ilepeuens ny6nukarmii
(MU CIMCOK B MPHIIOKEHAN)
12. YnencTro B HAMOHANLHBIX U MEHIYHAPOTHBIX aCCOLMANIUAX H TIPO(ECCHOHATBHBIX
coobmecTpax (eciu NPUMEHHUMO), NePEUUCIUTE
Ne o/

Ilepeuenn MesxyRapoaHbIx accommarmii
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13. JonoanurensHas MH(bOpManus (eciiu npuMeHHMO)

TIOJITTUCE

JATA
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