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1. Ilean - OMUCHLIBAET MEXAHM3M OIMpeieNieHHs COOTBETCTBUA IUIAHUPYEMOro MHOIOLIEHTPOBOTO
KIMHUYecKoro wuccienosanmua (nanee - MKW) nekapcTBeHHOro CpencTsa, M3ACIUS MEAHLIHHCKOTO
Ha3HAYEHHMA WIM TEXHOJNOTHH YCTAHOBIEHHBIM 3THYECKHM TPeOOBAaHHMAM C BbIHECEHHEM peLICHHA
Komureta no Jtuke (aanee - K9).

2. OTtBercTBeHHOCTH - JKcnepT w3 uucna wieHoB KO, unenst K3, nomkHocTHBle ymua K9,
He3aBHCHMble KOHCYIBTaHTBI.

3. Ihan-rpadgnk:

1 [1puem 3adaBok Cexperaps KO

2 DKcliepTH3a 3as8BoK J0 3acefanua | JlomkHocTHele nuia KO, DKenepTsl U3 YHC/Ia 4WIEHOB
K3 K3, KoHCYbTaHTEI

3 DKcnepTr3a 3asBoK Ha 3aceqanud | JlomxHocTHele ivna K3, wienst KO, KoHcynbTaHTHI,
KD MpUriameHHbIe JULa

4 T JlomkroctHele muia KD u unenst KD He umeroniue

KOH(JIMKTa MHTEPECOB
5 MeponpusTHs 110C/€ roJI0COBaHUA Cexkperapb KD, [peacenarens KO

3.1. Ilpuem 3afBOK
B 00643aHHOCTH CEKpeTaps BXOJIMT:
«  TEpBHYHOE 03HAKOMJIEHHE C TIOKYMEHTALel NpU MpreMe 3asABKH OT 3aABHTEIIA,
«  TNpOBEpKAa COOTBETCTBHA MPEJCTABIEHHBIX JIOKYMEHTOB TpeGoBaHuAM K3 1 @opMam
- COI1-006-01, COII-006-02, COIT-006-03 u COII-006-04;
«  perucTpanus 3asBKH;
.  pasMeleHNe IOKYMEHTOB B 3aKpBITOH cicTeMe focTyna ans wienos KO;
»  uH(pOpMupoBaHue wWieHOB KD o nonyt4eHHol 3agBKe;
. XpaHeHHE JOKYMEHTALIUH,
«  mpejcraeieHue 3aaBku [Ipe/icenaTeto 1id BKIFOUCHHUS B [IOBECTKY SKCTPEHHOTO,
TeKyILlero Uiy CIEIYIOLIErO 3aceAaHus KD;
. TpHrJalleHHe Ha 3ace/aHNe BCEX 3aHHTEPECOBAHHBIX JIHLL.
3.2. Dxkcnepru3a 3a8BOK
B 06s3anH0CcTH AonKHOCTHBIX Jmi KD, wieHoB K3, KOHCY/IbTAHTOB BXOJMT:
. CcoOMOMIeHHE CoralieH s 0 KoHbuaenumanbHocTn/kogukre naTepecos (COIT-KD-002);
. dopmupoBanne cnucka KOHCYIBTaHTOB (MpM  HEOOXOMMMOCTH) TO  KOHKDETHOMY
HCC/IEIOBAHMIO JUTA €10 MPEICTABNCHHS €IMHOBPEMEHHO WIH MOCTOAHHO Ha 3acesannx KO
(COII-K32-003);
.  BIageHue MH(popmauueii o:
1. Ha3BaHHE MPOCKTA,
2. HMMEHH INIaBHOTO MCCIIeJ0BaTENA,
3. (uHaHCHpYIOUIEH OPraHH3aLMHy (€C/TH IPUMEHUMO);
4. BUAE U (pa3e HCCIICAOBaHMUA,
5. oOwmeM 4YHCIe YYacTHHUKOB MCCJIEAOBaHUd M T[UIAHMPYEMOM 4uCie B JaHHOM
MCCIIeIOBATENBCKOM LIEHTPE;
JUTATEIBHOCTH HCCIIENOBAHHUAS
LM UCCIIEJOBAHUA U €TO CYTH;
Hay4ue rianedo;
BKJTIOYEHHE YSA3BUMBIX KOHTHHI€HTOB;
10. HaJIAYHUE reHEeTHYECKOro UcciaeJoBaHuA B paMKax 3ajdBJICHHOIO MPOCKTa,
11. HaJMYMe CTPAXOBKH (CPOKHM, YHCIIO 3aCTPAXOBAHHBIX);
12. pa3spelleHHE LEHTPAILHBIX OPraHOB HA HCCIIEI0BaHKE (YMC/I0 YHACTHHKOB).
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B pesyabTaTe o3HakowsienHs ¢ uHpopmanmeii gokHocTHbie Juma K9 m unennt KJ

AOJIKHBI

1.

10.

yOeauThCcA B TOM, YTO HH(OpMAalMs, TMpeACTaBlEHHAA OpraHM3alMedl WM JTULOM-3asBUTENEM,
JOCTATOYHA Uil TOTO, YTOOBI BhICKa3aTh 0OOCHOBAHHOE CYKIECHHE O COOTHOIICHHH MEKIY PUCKOM
H NIOJI30H 1151 CyOBEKTOB MCCIIEI0BAHMS;

OLEHHTh HEOOX0AMMOCTb NpHBIedeHHs KOHCYNbTaHTOB H NPHUITIAIIEHHBIX JIHLY;

OLIEHHTh BO3MOJKHOCThL IIOJIyUeHHS HeOOXOAUMOro 3aKmoueHus 0o 3PQPEeKTHBHOCTH H
6e30nmacHOCTH OHOMETUIIMHCKUX HCCNIEOBAHUH C MPHBIEYEHHEM MEHBLIErO YHMC/a Y4aCTHHKOB
HCCIICIOBaHNA,

OLIEHHUTE BO3MOXKHEBIE PHCKH U1 HCIBITYEMOI'O,

OLIEHUTH BO3MOXHYIO TMOJIB3y /I8 MCHBLITYEMOrO M COOTHECTH €€ ¢ PHCKAMH OT y4acTus B
HCCIIeIOBAHIH;

ybeauThcs B TOM, YTO MOTeHUHAbHAs S((EKTHBHOCTb, PUCK M HEYHO0OCTBAa OT NPHMECHCHHA
HCCelyEMOro JIEKAPCTBEHHOTO Tperapara, UCCIeLyeMOro W3Jeids MeIHUIMHCKOro Ha3Ha4YeHHs
WIM TEXHOJOTHM OLEHMBAIOTCA TPU CPAaBHEHMU C JYYIDMMH M3 YK€ CYLIECTBYIOUIMX
JNIEKAPCTBEHHBIX NMPENapaToB, H3Ae/ Ml MeAULHHCKOTO HA3HAYEHUS WITH TEXHOMOT ]

yOeUTECA B KOMIIETEHTHOCTH HCCIEOBATENEl, B TOM, YTO OHM MMEKOT COOTBETCTBYIOLLYIO
KBAIM(HKALMIO W JOCTATOYHbIH OMBIT B NPOBEACHHM OMOMEIMUMHCKMX HCCIICJOBAHUH Ha
ocHoBaHuM M3yuenns Curriculum vitae uccrienoBaTeneii, pe3y/IbTaToB MPOBEPOK KayecTBa paboTsl
ycciejoBaTeneii i HMEIOMHXCs OT3HIBOB 3aKa34MKOB UCCIIEIOBAHHI H CYOBEKTOBR HCCIIeOBAHIII;
OIpEee/NTh, COOTBETCTBYKOT JIM HCC/IEA0BATENBCKME LIEHTPHI HEOOXOMUMbIM TPeOOBAHMAM A
NpOBEJEHHs [UIAHHPYEMOTO MCCNIEJIOBAHMS, BKJIKOYas HAIM4YME BCIIOMOIaTENbHOTO MEpCOHaNa,
HEO0OX0MMOro 060pY/I0BaHHs H CPE/CTB NPOBEICHHS HEOTIIOKHBIX MEPOTIPUATHIA

OLIEHUTh aJE€KBAaTHOCTE H YCJIOBHA BO3MCLUCHHA Bpe€aa 340pOBBIO, HacTymnamwuero B pesyibTare
BHOMEHIMHCKIX MCCIENOBAHMI, W TAPAHTUH BO3MEIIEHHS PAacXOIOB HA OKa3aHWE HEOOXOTHMON
MEMLMHCKOM MOMOLIH, B T.4. CTPAXOBLIX TOJIHCOB;

YAOCTOBEPHTHCA B TOM, YTO MALKHEHTaM [apaHTHPOBAHEI JIEUEHHE W/HIH KOMIICHCALMM B cliy4ae
HaHeceHUs BPe/a UX 3[0POBLIO B XOJIE HCCIICIOBAHMS.

,HJ'IH pelmeHus Bompoca o COOTBETCTBMM BO3MOJKHOCTEH MCCIIEIOBATENILCKOrO ILICHTpa

(knuHMYecKoill 6a3bl) TpebGosanusMm mportokona MKHM Ha 3acefanue 1Mo mepBUYHOMY PacCMOTPEHHMIO
3a8BKH Ha MpOBEJEHHE KIMHMYECKOrO0 MCCICAOBaHUA MOXCT TNpHIIAIATECA — [PEACTAaBUTC/Ib

aJAMHHHCTPALIMH KIHHIYECKOH 6a3bl (NpH HEOOXOAMMOCTH).

led paccMOTpeHHMH H BBIHCCCHUM 3aKMIOYEHUA MO0 KOHKPETHBIM JOKYMEHTaM (l‘[pomxon

ucenenosanus, bpounopa uccnenoBarens, UHGOPMALMOHHbIH JTUCTOK NalyMeHTa U GopMa IMHCbMEHHOr0
HH(OPMHPOBAHHOTO COTTIACHA) PACCMATPHBAIOTCA ClIEAYIOIME (paKTOpBL:

B IIpoTokoJie HecIe0BAHAS:
cooTBETCTBUE (POPMBI M COAEPHKAHNA KIMHUIECKOTO HCCIIE/I0BAHMNSA €ro LE/IAM;
BO3MOXHOCTH TOJIYYeHHS HEOOXOIUMBIX 3aK/IIOYCHUH C MPHUBJICYEHWEM MCHBIIEro 4uUCIa
YYaCTHHKOB HCCJIENOBAHHA,
KOJIMYECTBO IALMEHTOB, MPHHUMAIOLIMX Y4acTHe B KIMHUYECKOM HCCIICNOBAHHH,
KPMTEPUH BKITIOYEHUS M HE BKIIIOYECHHSA NALMEHTOB B HCCIIEI0BAHHC,
KPHUTEPHH JOCPOYHOr0o HCKIHOYCHHA IMALUEeHTOR U3 4YHC/ia YYaCTHHKOB,
KPUTEPHH BPEMEHHON TNPHOCTAHOBKM HIM MOJHOTO TMPEKPALICHHA HCCICN0BAHUA, MCTO/bI
00BEKTHBHOIO KOHTPOJIS;
npejckasyemble 10G04HbIE 2pQEKTH H HEYA00CTBA;
BO3MOXHOCTH TPHMEHeHUs IUianebo ¢ Y4YeTOM B3BEWIEHHOIO COTIOCTABJICHMA pHCKOB H

0e301acHOCTH MO OTHOLIEHHUIO K YYaCTHUKAaM HCCIEN0BaHHA.

B Bpomiope nccieioBaTeNs AHAJTH3HPYIOTCH CBeCHHS:
Kacarompecs 6e30MmacHOCTH;
XapaKTePHUCTHK UCTIITHIBAEMBIX JIEKAPCTBEHHBIX CPE/ICTB HITH TEXHONIOTHIA;
pe3ynbTaThl KIMHMYECKHX HCC/IEI0BaHMI, MPOBEJCHHBIX HAa MOMEHT pacCMOTPCHHA 3aABKH
(Hanpumep, B (opMe MOCTENHMX OMyONHKOBAHHBIX HAYYHBIX CTaTeil, ApYrHx onmy0JIMKOBaHHBIX
AAHHBIX, KPATKHX XapaKTepHCTPIK HCIIBITYEMOTO npenapaTa).

Crpannua 3 u3 13



B nucemennoii gopme Hudopmammm a1s naguenta c¢ ¢opmol HMHGOPMHPOBAHHOTO
corjacus oneHHBaeTcs:

° JOCTATOYHOCTB,

» TOJIHOTA,

. ACHOCTB,

. YETKOCTh,

. 3THYHOCTb PIH(lJOpMaI.lHP[, KOTOpaa JO0JLKHa ObITh AOBEIEHA 0 CBEJCHUA cy61>e}c’ra HCCICI0BaHMA,

1100 ero 3aKOHHOTO NpEeaCTaBUTECIA.

AHEJIH?.HPV’EOTCH CIENVIOILIHE pa3lesibl, KOTOphIe JOJ/UKHBI TPHUCYTCTBOBATE B JAHHOM

JOKYMEHTE:

. Lie/b M 3a7a41 UCCJIEAOBaHKA,

. XapaKTepUCTHUKA UCCIIEyeMOro JIEKapCTBEHHOrO IIpenapara Uild TeXHOJIOrH;

. OOLIENPUHATEIE BU/IBI JIEKAPCTBEHHOTO WK HE MEAMKAMEHTO3HOrO JIEYEHHS, KOTOpbIE MOTYT GbITh
HA3HAYEHbI UCTIBLITYEMOMY, a TAKKE MX MMOTCHLHANBHBIE T0JIb3a M PUCK;

. BEPOATHOCTD MONAJAHKs B OJIHY U3 PYII HCC/IEI0BAHHS, B TOM YHCIIE M FPYNIy Ianeoo;

. 00BEKTHBHO OXKHaeMas I10J1b3a Ul HCIBITYEMOro;

. Hey00cTBa M 0OBEKTHBHO INPENCKA3yeMblid PHCK KaK Ui MCMBITYEMOro, TaKk M Ul 1JIONa HIH
IpyAHOro pebeHKa;

. MpoLeaypbl UCC/IeI0BAHNS, BKIFOYAas] HHBA3HBHLIC METO/IBI;

. 0043aHHOCTH JIMLA, NOABEPratoLLErocs HCIbITAHNAM UK HCCIICOBAHHAM,

. KOMIIEHCAllA W/WIM JIeYeHHe, Ha KOTOpBIE JIMLO, TOJBEpraiouieecs HUCNBITAHHIO HIM

HCCJIEJOBAHMIO WM TTAlIAEHT, MOXKET pacCUMTHIBATE B CITyYac HaHECEHHs Bpela €ro 3J40pOBbIO B
X04€ UCClICa0BaHHA,

. 3ajgBJICHHE O TOM, YTO y4acTHE B HCCICAOBAHHH ABJIACTCA .Z[O6POBOJ1]:HB[M, U JIMLO, IMoABEpPracMoe
HCCTIEIOBAHHIO, MOXKET B JTI060i MOMEHT OTKA3aThCA OT YYaCTHA B MCCIEI0BAHHH HIIH BBIOBIT U3
Hero 0e3 Kakux-11u00 CaHKLMA WK YIeMJIEHHs €ro NpaB Ha APYTHE BUABL JICUCHHA,

. 3adBJeHde O TOM, YTO HMCCJIEJOBaTeNd, ayauTopsl, KoMUTET 10 DTHKE M pa3pellUTE/IbHBIC
MHCTAHIMM MOJY4YaT HEMOCPEACTBEHHbIH JOCTYN K MH(pOPMALMH B MEPBHYHON MeJMUMHCKOMH
JIOKyMEHTAUMH MCILITYeMOro B 00OBeMe, OMpe/e/eHHOM COOTBETCTBYIOIIMMH 3aKOHaMH M
TO3AKOHHBIMM AKTAMM, I NPOBEPKH MPOLEAYp W/MIH JAHHBIX KIMHUYECKOrO MCCIEA0BaHMUA,
HE Hapyuias nmpH 3ToM AHOHHUMHOCTB HCIBITYEMOI'O;

. noAnuceBas (OpMy MHUCHMEHHOTO HH(OPMHUPOBAHHOIO COTJACHA, JIMLO, MOJBEprawomeecs
WCCIIeJOBAHUIO UM MCTIBITAHUIO, WM €0 3aKOHHBIH MpeACTaBUTe b (€CTH 3TO MPUMEHHMO) Jal0T
pa3speuieHye Ha JOCTYII K 3TOi JOKYMEHTALINH;

. 3afBJIEHHE O TOM, YTO CBEJCHHs, WACHTHQUIMPYIOIME JIMYHOCTH JIMUA, MOJABEPraromerocs
MCTIBITAHMIO WM MCCIIEHOBAHMIO, OYYT COXpaHATh B TailHe W MOIYT OBITh PAacKpbITbl TOJIBKO B
Tpe/ieNaX, YCTAHOBJIEHHBIX COOTBETCTBYHOLIMMH 3aKOHAMHM W/WIH MNOJ3aKOHHEIMH aKTaMH; MpH
My6IHKalMK Pe3yJIbTaTOB HCCIIEI0BaHHA AHOHMMHOCTb TAaKOT'o JIMIA OY/IET COXpaHeHa;

. 3afBJEHHE O TOM, YTO MCHBITYEMBbIH WIHM €ro 3aKOHHBII mpencTaBuTeb OyAyT CBOEBPEMEHHO
O3HaKOMJIEHBl C HOBBIMHM CBEJEHMAMHM, KOTOPble MOIYT MOBJIMATH HA JKEJAHUE HCMBITYEMOro
MPOJIOIDKUTE YHAaCTHE B HCCIICAOBAHHH,

. CNMCOK JIHL, K KOTOPBIM MOMHO OGpaTHThCS [T MOJyHeHHs JIOTONHUTENbHOM MHpopMaLu 00
MCC/IEIOBAHUN | MPABAX MCIBITYEMOT0, & TAKIKE CNELUATHCTOB, ¢ KOTOPBIMH HCIIBITYEMBIH MOXET
CBA3aThCA B Cllydae HaHECEHHs BPEa €ro 3J0POBBIO B XO/Ie HCCIIEIOBAHMUA,

. YCJIOBHS, TIPH KOTOPBIX YHACTHE HCTIBITYEMOTO B HCCJIE0BAHHH MOXET OBITh NPEKPALICHO Oe3 ero
corjacus;

. npeanonaraeMas JUTHTEIBHOCTh YHACTHS B HCCIIEIOBAHUM;

. NpHOMH3UTENBEHOE YHCIIO HCTIBITYEMBIX.

KD Moxer notpe6oBaTh, 4To0bl HCIBITYEMbIM, IOMHMO HH(OPMALMH, YKa3aHHOH BBILLC, ObLIH
MpeaOCTARNEHB! JOTIOIHUTEILHbIE CBEJIEHUS 00 HCCEIOBAHNUH, €CTIH, M0 MHEHHIO KD, 310 HeoOX0AMMO
JUIS 3ALIMTEI PAB | 30POBbA HCTLITYEMBIX, a TAIOKe JUTS TapaHTHM WX 6€30MacHOCTH MIH JUIS TY4LIero
MOHMMAHUS MMM OTIEJBHBIX MONOKEHHI KIHHHYeCKOro Mccaenosadus. Hanpumep, eCiid HCTILITYEMBIM
[UIQHHPYETCS BBIIAYA KAKMX-THOO COKHBIX ONPOCHHKOB WM 0GOPYIOBaHUA (TAXOMETPEL, TOHOMETPEL,
[IaHWIeTHBIE KOMMBIOTEPbl, CMAapTQOHBI, BECHl, IMOKOMETPBl H [p.), NMOTpeOyerTcs BKITIOYHTE

HH(pOopMaLUIO 00 00Y4EHHH MALKCHTOB U T.IL.
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Wndopmanus mwis nauuedta (MHbopMauMoOHHBIH JIMCTOK) M ¢dopMa HMHGOPMHPOBAHHOIO
coryiacha JO/DKHBI OBITh HamMcaHbl Ha PYCCKOM A3BIKE, MO MPOChOE HCIBITYEMOro NEPEBEJACHA Ha €ro
poaHoii s3bik. MHdopMaums ans nauueHta Jo/DKHA OBITE HamKMcaHa TAaKUM A3BIKOM, IIOHMMaHHE
KOTOpOTro He TpeOyeT MeAULHMHCKOro 00pa3oBaHKs WK 3HaHUA npuHLMNoB KauecTBeHHOi KiMHHuecKoi
ITpakruku (GCP). Pexomennyercs usberath creuMalbHbIX TEPMHHOB, JUIMHHBIX CIIOMKHBIX MPEITOKEHHI
W VTBEP)KAEHWH, KOTOpble MOryT OBITh HEBEPHO HCTOJIKOBAaHbI MCIBITYEMBIM KJIM BBECTH €ro B
3abnyxaenue. B MupopMaLnoHHOM JIUCTKE /15 NalueHTa u B hopMe HHPOPMHUPOBAHHOTO COINIAcUs HE
JOJKHO OBITH (POPMYNUPOBOK, KOTOpPEIE MOTYT 3aIyTaTh HCIBITYEMOro, U TEM CaMbIM BLIHYIHTE €ro
OTKa3aTbCA OT CBOMX 3aKOHHBIX TpaB MPUHATE YYacTHE B MCCIICNOBAHHH, HJIM OKas3aTh JaBJICHHE HA
MagueHTa npu NpHHATHH PELUCHHA. OHH TaKKe He JOJIZKHBI COAEPKATh BaﬂBﬂeHHﬁ, OCB060)K£[aK)H.lPIX
HCCleoBaTelis, MeUIIMHCKOE YUpeXIeHHe, CIOHCOpa UJIH ero NpejicTaBUuTeNeld OT OTBETCTBEHHOCTH 32
JONYLIEHHYIO XaMaTHOCTh, WIH (DOPMYIHMPOBOK, MO3BONAIOIMX MOAOOHYIO HHTEPNPETALMIO.
HubopMmupoBaHHoe  corjacue W JApyrue, [pefoCTaB/fAE€Mble  HCIBITYEMBIM  MaTepHABL,
MepecMaTpHBAIOTCA TIPH TIOABICHMH MH(OPMaUMH, CrOCOOHOH MOBIMATE HA COIVIACHE HCIBITYEMOro.
Hoeble pegakumu  MHGOPMALMOHHOTO  JIMCTKA, MH(MOPMHUPOBAHHOTO  COrNACHA M JPYruX
MPEAOCTABNSEMBIX UCTILITYEMBIM MATEPHAIIOB MPEIBapHTENLHO yTBepakaatoTes KO.

HcnbiTyeMbiil WM ero 3aKOHHBIH MPEICTABUTEND JOJKHbI ObITh CBOCBPEMEHHO O3HAKOMIICHBI C
HOBOIT MH(oOpMalMeil, CMOCOOHOA MNOBAMATE HA JKEJIAHHE HCMBITYEMOrO MNpPONOKMTb y4acTHE B
uccnenosanny. OakT cooblneHns 3Toit HHopMaLK JOJKEH ObITh JOKYMEHTAIbHO MOATBEPHKICH.

B ciyuae ecnu IIpoTokonoM mpeaycMOTpPEHO y4acTHE B MCCIIENOBAHUH HECOBEpPLISHHOJIETHHX,
KOTOpBIE MOTYT TOHATH CMBICH MPOMCXOAIIEr0 M JaTh CBOE COINIacHe Ha y4acTHe B HCCIIENIOBAHMM,
HUnhopMaloHHbli JHCTOK W (opMa HHGOPMHUPOBAHHOTO COIVIACHS JAOJDKHBI OBITH HAMVCaHBI B
NOHATHOM/JOCTYNHOM i1 HECOBEPIUEHHOJNETHHX (opMe, KOTOpyKO OH/OHA cOOCTBEHHOPYYHO
MOANMUCHIBACT M OJaTHPYET B MOIOJHCHHE K MOANHUCH HX 3aKOHHOI0 NpeACTABHUTE]IA. ,HHSI KaKIoH
BO3PACTHOM Ipymmel (1eTH, NOAPOCTKH) AOMKHBI ObITE MPEIyCMOTPEHEI OTIeNbHEIE HHYOPMALHOHHbIE
JIHCTKH COOTBETCTBEHHO BO3MOXHOCTAM BocmpHsaTHs. MH(pOpMaLMOHHBIH TUCTOK M MHOPMUPOBAHHOE
COryacke I PoaNTENIEH/ONEKyYHOB I0/KHO COAEPIKaTh Ty iKe HHPOPMALHMIO, HO Ha 6oJIee IPOABHHYTOM
YPOBHE JOCTYIHOM [/ IOHUMaHHs HENPO(EeCCHOHATIOM.

ITosnydeHue coracus J0nycKaeTcs TONBKO B TMCbMEHHOI (opme.

B cay4ae HeobOxogumoctu KO wumeer mpaso mnotpeGoBars OT uccneaoBaresa/3aaBuTens Jiodyio
JOTIONHUTEBHYIO MH(opMamio. Ecu Takas UH(pOpMAaLs He NPEIOCTaRAETCA B CPOKH, ONPEACTICHHBIC

KD, KD He paccMaTpHBaeT JOKYMEHTBI HCCIIE0BATEIBCKOIO NPOEKTA.
KD moxeT ogo0puTh NpOBEAEHHE KIMHMYECKOTO HCCIEN0BaHUsA TOJNLKO B TOM Cly4ae, €Ciu

DOTEHLIMANbHAS MOJb3a 11 HCIIBITYEMBIX MPEBBIIIACT BCE M3BECTHEIE H NMPEACKA3YCMbIC BHU/bI PHCKA JJIA

HHX.
Jlns sKcnepTu3bl HeenenosaTensckoro npoekrta [Ipencenarenem K3 HazHavaeTcs dKkcnepT (COIl-

KD-004), KoJ1M4ecTBO 3KCTIEPTOB N0 KOHKPETHOMY HCC/IC0BaHHIO HE PETJIaMEHTHPOBAHO.

3.3. Dxcneprusza 3asnBok Ha 3aceqannn K npu pacemorpennn MKH.
B cdepy OTBETCTBEHHOCTH MOMKHOCTHBIX jui KD, wieHoB KO, KOHCY/IbTaHTOB H
TPHUTJIALIEHHBIX JHL TPUCYTCTBYIOMMX Ha 3acefanui KO BXOuT:
. TIOANMCAHME W CJEJOBAHHE COMNAIIECHHIO O KOH(pWIEHUHATBHOCTH/KOHAIHMKTE HHTEPECOB
(COI-KD-002);
«  CBOEBPEMEHHOE O3HAKOMJIEHHE C TIOBECTKOM 3acelaHus U C NPEJOCTABICHHBIMU 3aBUTCIAMI

JIOKYMEHTaMU 110 MCCIIEA0BAHMIO;
CBOEBpPEMEHHas MOArOTOBKA K AOKIay Ha 3aCelaHHH K3 cornmacuo COIT-K3-003 um COIl-

K2-004 (ecnu npuMeHnMo) 1 Hactosweii COIT;

. COMJacHO TMOBECTKM 3acemaHus wid pacriopsokenns Ilpencematrens KD mpoBoauTes
ofcyKaeHHE 3aABKH;

« B Havaje 00CYKIeHUs N0KTa/biBaeT KOHCYTbTaHT W/WIIH SKCTIEPT U3 COCTaBa YIEHOB K3;

« KoHcyneTauT, npoBOAMBIUMI SKCIEPTH3Yy, AOKIAAbIBACT JIMMHO, €CJIH KOHCYIBTAaHT He
IPHCYTCTBYET, PE3Y/IbTaThI SKCMEPTH3bI JOKIAIbIBAIOT A0JKHOCTHEIE ua K.

« OKCIepT M3 cocTaBa wieHoB KD, NMpOBOMMBIIMI 3KCIEPTH3Y, NOKIAABIBACT JIMYHO, CC/IH
SKCMEPT He MPUCYTCTBYET, PE3YIbTaThl SKCNEPTH3bI JOKIA/IBIBAIOT HODKHOCTHBIC JIHLIA K3,

«  Pe3YNbTaThl 3KCIEPTH3bl MOTYT ObIThb TEpeNaHbl B JI00OH yAOGHOH (OpME H HOIDKHBI
cootsercroBath COIM-K2-003 un COIN-K2-004;
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«  TIOCJIE PACCMOTPEHHMS NPEACTARIEHHBIX JIOKYMEHTOB, 10Knaaa KoHcynpranTa n/umm Jkenepra
u3 cocraBa wieHoB KD, mpurnaieHHsiX ML, oOCYXKJIEHHA U MOJYYEHHS OTBETOB Ha BCE
BO3HHKILIME BONPOCHI MO 3adBKe KD nepexoquT K rojlocoBaHMIo.

3.4. T'osocoBanmne:

« TonocoBaHue OCYIIECTBNIAETCS TOALKO HE3aBUCUMBIMH OT HMCCJIENOBaTeNsd M CIOHCOPOB
uccrenosanus Ynenamu KO.

« K ronocopanmio pomyckarotcs mosbkHocTHele ymua KO u Unenst KD 6Ge3 xonduukra
HHTEPECOB.

«  Muenue BHemHero KoHcynsTanTa sBisieTcs: CoBeIaTeNbHbIM, caM BHelHHMA KOHCYNETaHT B
roJIOCOBaHMH He Y4acTBYeET.

« Tlepen ronocoeannem KD mMoxer nonpocuth MOKUHYTh 3a1 3acenanus KO KoHcynbTaHTOB 1
NpUIALIEHHBIX JIHLL.

o IlpoBoauTCA OTKPEITOE rOJIOCOBAHHE.

o Pemerne npuHumaerca G0NbIIMHCTBOM rOIOCOB.

« B ciydae paBeHcTBa TrOJIOCOB INPHHHMAETCA pelleHHe, 3a KOTOPOE MpOroJocoBal
[pencenarens K2;

e B cnydae eciiv npu rojocoBaHHM OBUIM MOJYYEHB! Pas/iMvHbIC MHEHHA, OHH JOJDKHBI OBITH
3a(DMKCUPOBAHBI B [IPOTOKOJIE.

IyTeM roocoBanns NPHHHMAET OHO H3 CJICTYIOIHX PemeH :

0106 pHTH MPOBEJEHHE UCCeJOBaHHA 0e3 3aMeYaHHif,

2.  0n06pHTH NPOBECHNE HCCTEI0BAHNS ¢ PEKOMEHALMAMH, TIOCTe YCTpaHEeHHs 3ameyanuii 0e3
TIOBTOPHOTO PACCMOTPEHHs TPH YCJIOBHMH OTBETOB HA TMOCTABJICHHBIE BOIPOCHI W BHECCHUA
PEKOMEHIYEeMbIX H3MEHEHHH W/WIM JonoiHeHuit B pabovem nopsake. B stom ciydae
M3MEHEHHBIE JIOKYMEHTHI H/WIM JOMNOJHEHHBIE JOKYMEHTBI [O/DKHbI OBITE ONOOPEHBI
npecenaTeNieM WM 3aMecTHTeNeM npejce/arens Komurera no 3THKe;

3. [MOBTOPHO paccMOTpeTh Ha 3aceiaHmn KD mocie BHeceHMA H3MEHCHHE B TpOUEAYpHl H
MaTepuanbl uccnenosauus. [Ipu stom KO veTko GopmyaupyeT BCe BO3HHKIIHE BOMPOCE! H
NIPETEH3HH,

4. [PHOCTAHOBMTbL WM OTMEHHTh paHee BBIIAHHOE 3aKIOYEHHE 006 omoOpeHHH NpPOBEICHHSA
KJIMHHM4ECKOTO UCCIIEI0BaHHSL.

ju—y
.

3.5. Iocae ronocosanus:
. unen K9, HecornacHslii ¢ MHEHHEM OOJIbLIMHCTBA BPABE M3/I0MKHTb B MMCbMEHHOH (opme

cBoe 0co00e MHEHHE, KOTOPOE OTOOpaKaeTcs B MPOTOKOJIE 3ace/IaHHA K9;

o €CIIH BBIHECEHO peIleHHe «0J00pUTh MPOBEJCHHE MCCICN0BAHMA MOCNEC YCTPAHCHHA
3ameuanuii 6e3 MOBTOPHOTO PACCMOTPEHHS», CEKPETAPD OMOBEIIAET 3asBUTEIIS B MUCHMEHHOH
dopMe TO MOBOTY KOHKPETHBIX 3aMeYaHHii C MPOCbOOH HX YCTpaHEHHs (Hanpumep,
NpeoCTaBUTh paspelieHHe MUHUCTEPCTBA 31PaBOOXpaHCHHS Poccuiickoii Pejepalud Ha
TpOBEAEHHE KITMHWYECKOT0 HCCIEA0BaHHA);

ecntu KD nporomocopan 3a BHeceHHE TOMPAROK B moboi M3 JOKYMEHTOB, CEKpETaphb
OMOBELIAET 3asBUTENS B IUCHMEHHOI GopMe Mo MoBOY KOHKPETHBIX H3MEHEHHIT C npocsb0ii
BHECTH TOMPABKM U MOBTOPHO MPEICTAaBUTh JOKYMEHTHI B K3.

[lo pesynsTartam OGCY:KIGHMS B XOfe STHHeCKol skcmepTussl KD moxer chopmynupoBaTh
BOTIPOCHl K 3afBHTEII0 M peKOMeHJauuH. PekoMeHJaUMH JIOJDKHBI OMMPATBCA HA  TONOKCHIA
Xenbcunkckoii aeknapaiui, GCP U JelCTBYIOIUX HOPMATHBHBIX aKTOB. Bonpocsl ¥ peKoMeHauuu
JOJDKHBI OBITH HAIpABJEHBI HA CO3JaHHEe YCNOBMH H Mep, oDecrevHBaroUKX (Ge30macHOCTh IALIHEHTA,
TOJIB3y OT €r0 y4acTHs B MCCNENOBAHHH, OOBEKTHBHOCTB, MOIHOTY M JOCTOBEPHOCTH uHGOpMALH, Ha
OCHOBAHHMH KOTOpOii MOTeHIUATbHBII UCMBITYeMEIil IPUMET PELICHHE 00 yJacTHH B HCCI€AOBAHHH WIH
oTKaze oT Hero. B ceoux pexomeriauusx KO fo/bkeH yBakarh MpaBo uccnenoareleii Ha cBobomy
HAY4HOTO TMOHCKA MpPH YC/IOBMH, YTO 3TOT TOMCK HE 3aTparuBacT Grnaromnoay4us HcibiTyeMbix. K3
NOJKEH COZICHCTBOBATh 3aABUTE/IO B BhIpaGOTKE PELUCHHH, Hanpas/ieHHBIX Ha obecrieueHne Ipas,
Graronony4ns W MHTepecoB HcmbiTyeMbix. KO o0s3aH oOpaliaTh BHMMaHME 3asBHTC/A HA ACMCKTHI
JM3aliHa W/WIM JOKYMEHTOB HCCNEOBAaHHA HE COOTBETCTBYIOMIMX JEHCTBYIOLUMM TMpaBOBHIM H

ITHYECKUM HOpMaM.
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B ciyuae HeomoGpeHns HCCIEIOBATENHCKOTO NMPOEKTA 3afBUTENh MOMKCET TOJATH AMCIUIALHIO
TyTeM NUChMeHHOTo obpatenns Ha ums [Ipencenarens KD ¢ u3o:KeHHEM apryMEHTOB [ aneJUIsIuH.
Cexperaps K3 obecrieunBaeT apxuBHPOBaHHE JOKYMEHTOB M0 MCCIIENOBATE/ILCKHM NPOEKTaM,

NpoOTOKOJIOB BeeX 3acenanuii KO.
BBINMCKH W3 NPOTOKONA MPOLIEAIIECTo 3ace]aHud ¢ pelleHneM KD no mpeacTaBleHHOMY MPOEKTY

BBIZIAETCA 3aBHTENIO B CPOK He mo3/Hee 10 pabo4mx AHel nocsie NpoBEACHHOro 3aCeJaHus.
CeKperaps ONOBEUIAET 3aABUTEICH O Pe3y/IbTaTe SKCIEPTH3EI.
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®opma COII-006-001

Tpencenarento Komurera no JTHKE npu
®I'BY «HMHL] onkonoruu uM. H.H. Iletposa»
Munzapaea Poccun

A.H. CemeHoBO

OT I'MTABHOTO HCCJICAOBATEIA

3adBiaeHHE

[Tpouy npoBecTH 3THYECKYIO SKCIIEPTHIY
HasBanmue uccnenoBaHus:
Homep uccnenoraHus:
3aka34yHK HCCleI0BaHHA:
KoHTakTHbIE JaHHbIE 3aKasunka:  PHO, domicnocme, meaegon, E-mail

CpoK npoBeIeHHs KIIMHUYECKOr0 HCCIENOBAHMUS: C 201 _mo 201

HccnenoBaTenbCKuil LEHTP:

Hanpumep: oTaenenue _ ®I'BY «HMHMUI] onkonornu um. H.H. [Merpoea» Munzapasa Poccnn, 197758,

Cankr-Tlerep6ypr, n. [Necounsiii, yn. JleHHHrpanckas, aoMm 68,

ITnanupyeTcs CKPUHUPOBATH H PaHIOMH3HPOBATH CYOBEKTOB B HCCIIEOBAHHE B YKa3aHHOM
HCCNEA0BATE/IbCKOM LIEHTpE.
[Tnanupyercs CKPUHUPOBATH ¥ PaHIOMM3HPOBAThH cyOBeKTOB B MccieoBaHue B Poccun.

[IpeacTaBeHbl CEIyIOMHUe AOKYMEHTBI [UTA SKCTIEPTH3bI (C YKa3aHHEM BEPCHH H JIaThl):

1. @opMyap 3as8BKH Ha IPOBE/IEHHUE MEPBUYHOMN SKCIEPTH3BI KIMHUYECKOTO HCCIEI0BAHMS;

2. CrMcOK 4IEHOB KOMaH Il KCCIIe0BaTeNel Mo YCTaHOBIEHHOM hopme;

3. Texyas Bepcua HayuHoii Guorpaduu uccienosatens (curriculum vitae) no ¢opme Munzapasa
Poccuu;

4., Paspemenue M3 P® Ha nposefieHHe KIHHHYECKOTO HCCIIEIOBAHUA WIIH 3aiBJICHHUC C npock0oii 0
TIPOBEJIEHHUH KIMHITYECKOTO HCCIIe/10BaHus npuHsaToe DesiepaibHbIM OPraHoM HCTIOJIHUTE/IHOH BIIACTH,

5. IIpoTOKOJ KIHHUHYECKOTO HCCIIEIOBAHMU;

6. ®opMa MHPOPMHPOBAHHOTO TUCTKA U (hopMa MH(HOPMUPOBAHHOTO COTTIACHS;

7. bpomtopy HcClieIoBaTeNs;

8.CeeeHus O MEAMIMHCKMX OpraHM3alMsaX, B KOTOPBIX TpPEAnojaraercsi IMpoBeICHHE
KJIMHHYECKOTr 0 HCCJIEA0OBaHUA,

9. Konuu JA0roeopa 00A3aTEBHOrO CTpaxoBaHu:, 3aKTIOUEHHON0 B COOTBETCTBHMHU C THUMOBBIMU
MpaBiiaMH  O0fA3aTENBHOTO CTPAXOBAHMA, C YKa3aHWeM TPEJCIbHOH  UMCICHHOCTH  NAallCHTOB,
Y4aCTBYHOIIHX B KJIMHU4YCCKOM HCCICA0BaHUH,

10. MHdopmaLs 0 cOCTaBe JICKapCTBEHHOTO NPEIapara;

11. M3BecTHYIO HH(OPMALIHIO, KACAIOLTYIOCA GE30MaCHOCTH;

12. O6pas3iibl peknamMHO NPOLYKLUKIH, €C/Ii MPUMEHUMO;

13.TTucLMEHHbIE MaTePHAEL, KOTOpbIE OYIyT MpPeoCTaBNeHb CyObeKTaM, €Ci NPHMEHHMO;

14. Matepuansl 10 SMEKTPOHHBIM, IMarHOCTHYECKMM M JPYTHM YCTPOHCTBaM, KOTOpBIC Oymyt
NpeaoCTaBJICHbI UCTILITYEMBIM, €CJIH NMPUMEHHMO,

15. UndopMaius 0 BeIILUIATAX H KOMIIEHCALMAX MCTIBITYEMBIM, €CITH IPUMEHUMO;

16. Unbie 1oKyMeHTHI 0 TpeGoBanmio KO.

IMTonmice OHO
JHara
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®opma COII-006-002

OOPMYJAP 3AABKH HA IEPBUYHY IO SKCINEPTU3Y KJIMHUYECKOIO HCCJIETOBAHUA

1

Homep ncciexosanus

2 | Ha3Banne KJIHHHYECKOr0
HCC/IeI0BAHIA
3 | Tun ucenegopanus
4 | Paza KIAHHECKOT0
Hcc/Iel0BAHIS
5 | Hassanme HoBoro HCC/IeYeMOro
npenapara
6 | HasBanue 3aperucTpupoOBAHHOIO
B P® nexapcTRenHOro mpenapara
7 | Komnanug-npon3BoauTeis
8 | Cnoncop HccienoBanus
9 | KoHTpaKTHO-HCC/IEA0BATE/IbCKAS
OpraHu3anusg
10 | Mccenyembie mpouexypsi
11 | Fpynnel cpaBHeHHS Inayebo
Cmanoapmuas mepanus
Cmanoapmuas mepanus +
ucciedyemblii npenapam
Cmanoapmuas mepanus + niaye6o
Monomepanus uccreoyemsim
npenapamom
Hem epynn cpagnenus
Jlpyeue 2pynnvl cpasHeHus
12 | Bo3spacr cy0beKkTOB » o
HCCJIeN0BAHASA iy R
13 | Hexmouenne us unca
Cy0OBEKTOB HCCIEJOBAHNS
14 | HoTpedHOCTL B pecypcax Humencusnas mepanus
Ilepenusanue kposu
Tocnumanuzayus 6 cmayuonap
Jlevenue 6 ambynamoprom pedxcume
CKT
MPT
Ocmomp cuHexon020M
Ocmomp ogpmanvmono2om
Ocmomp JIOPom
IHOOCKONUHECKOE UCCIE008aHUE
Hpyeoe
15 | JlabopaTopHbIe yCIYTH Jlabopamopus

Tucmonozuyeckoe Uccieo08aHue

Iumonozuuecxoe uccreoosanue

MTI'4

urx
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16 | OTnpaBka B HEHTPANBLHYIO Broxu
nadopaTopuio Cmerxaa
Hpyeoe
17 | AHann3el KPOBH Menee 250 mn/mecay
bonee 250 mn/mecay
Hpyeoe
18 JlyueBas Tepanus
19 | dunancoBbie NOTEPH CYObeKTA
HCCJIEIOBAHHS
20 | HporpaMMbl NOMOIIH cYOLeKTaM | Taxcu
HCCIeT0BAHUSA 3D Gameinet
Asuabunemui
Tanownwsl Ha numanue
Onnama nposicusanus @ 20Cmunuye
Lpyz0e
21 | Crpaxoska Cmpaxoeas cymma:
6Cec0/HA KANCO020 nayuenma
Hucino 3acmpaxo8anHbix
Cpoxu deticmeus Cmpaxoexu
Cmpaxoeoe noxkpbimue
Komnanusi-cmpaxosuux
22 | HccaenoBaTeIbCKHIE IEHTP
(agpec, nazBaHue yUpeKIeHHs,
oTaeieHne)
23 | I'naBHBIIi HCC/IEA0BATE b
24 | Banonnna gopmy
25 | KonrakTHbIe AaHHBIE JHIA,
3anoJHHBIIEro gopmy
26 | Tara
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CrnMcoK WieHOB KOMAaH B! uccaenoparenei

®opma COII-006-003

Ne

HazpaHue uccieJOBaHHA:

®UO uccnenoparens

JlomKHOCTE

Pone B
HccneI0BaHUH

E-mail
Tenedou

Jara
MOC/IeIHETO
o0y4eHus
GCP

Hanuuue
GCP
cepruduKara

Ia/Het

OIEBIT B
HCCIeI0BaHMAX,
JIET.

I'naBHEIH
HCClen0BaTeNb

Hcenenoparens

Hccnenorarenb

Koopaunatop

Koopaunarop

dapMauerT

dapmauert

Wlilw| |l |wn | |W|MN
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®opma COII-006-004

(Popma ananozuunan M3, 603MOX*CHO npedocmasienue Konuu nooawHou 6 M3)

PE3IOME

1 | PamuaHA: |
2 'Hnm, OTuecTBO: 3
: LSS
i3 JlaTa poxkaenns: E
i | Vaenas
CTeNneHb/3BAHKE:
IS5 Tenedon caymedunii:
6 gTe.ned)on MOOHIBHBII:
7 | dake: i
8 | Axapec 3. HOYTHI: 4

9. 3HaHHEe HHOCTPAHHBIX A3bIKOB (1 - MI10X0, 5 - OTIHYHO):
HMHocTpaHHBIH A3BIK Pasroeop Yrenue ITuceMo i

Pyccknii ponHoit

Aurnuiickuii

10. OnbiT PaboThl (6 0OPAMHOM XPOHOIO2UHECKOM NOPAOKE, 6 M.Y. YKAIAMb MECO Pabombl
O COBMECTUMETIbCMBY 8 HACMOSUEe 8PeMS):

JIO/KHOCTB Hassanue yupe:KIeHHs |
Hara (mecsr/ron) TMoapasaenenue (otaenenne) Aznpec |
c 10 1
11. Crax paGoTbi: 0OIIHIi: Mo CHenHAILHOCTH:

12. Boicmee o6pa3zoBanne, HHTEPHATYPA, OPAHHATYPA, ACHHPAHTYPA, AOKTOPAHTYPA H KYPCEI
NOBBINICHHS KBATHGUKANHE, Claua cePTHHHKANHOHHLIX IK3aMeHOB
(6 06pamMHOM XPOHONO2UYECKOM NOPAOKeE).!

Kepanudukaimus HoMep Hazranue yupexieaus @DakyJbTeT
JUMJIOMa, Mara (Mecaw/rox) (oTnmenenue) Anpec
ceprudukata, <o T S W L N = P

Jarta Bblaa4dH c a0
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13. YuacTue B ceMHHApaX, TPEHHHIAX, Kypcax 10 BONPOCAM NPOBeAeHHS KIHHHYECKHX
HccaeoBaHHH (6 0Opamuom XPOHONOSUYECKOM NOPAOKE).

Haspanue ' Hara (Mecaw/ron) Hazganue y4ebHOro
3aBeJICHUA/OpraHu3aliy, anapec
(ropon) |
c 1o !

14. YyacTHe B KJIHHHYECKHX HCCIEI0BAHHAX (6 00paAmHOM XPOHOJIO2UYECKOM NOPAOKe, 8 MOM YUcCe

8 HACMosAUuee 6pems).

Kon, Homep Ob6nacte ®aza Ponep (rnaBHBIH Hara (roxm)
HCCIIE0RAHH  HCCIIEOBaHUA HCCNeno McciegoBaresns, Co- L |
a1 ' BaHUS  UCCIIENOBATENb, KOOPAHHATOP, | 1o |
‘(papmanieBT M T.1.) ; g

15. Koan4iecTBo my0/anKanmii:

16. Hayunsle paGoThl (nepeuens MoHo2paguil, cmameii u m.n. 1o RPOGUNIO KIuHUYECKo20
UCCACO06ANUA, KOMOPOE HAAHUPYEMCA RPOSOOUINS):

Ng 1 Hepet{el{i: Hay4YHBIX pa60T_ 7 il
TOATMCh: | mATA |
(orpyxw) | _ | W
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