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1.

Ilens - ONMCHEIBAET MEXAHU3M OIpede/ICHHA COOTBETCTBUA IUIAHHPYCMOro MHOT'OLIEHTPOBOTO

KIuHMYeckoro uccnenosanua (nanee - MKM) nexapcrBeHHOro cpeicTBa, H3ZeNHs MEIHIHHCKOro
HA3HAYEHUS WIM TEXHOJIOTMH YCTAHOBJIEHHBIM JTHUECKUM TPeOOBAHMAM C BBIHECEHHEM PEIICHUA
Komurera no Otuke (nanee - K9).

2. OTBeTcTBEHHOCTL - OKenepT w3 uucna wieHor KO, unenst K3, pomkHocTHele ymna KD,
He3aBUCHMbIe KOHCYJILTAHTLI.
3. Inau-rpaduk:
1 [Ipuem 3asBox Cekperaps KO
2 DKcneprusa 3agBokK 10 3aceianus | JlomkHocTHbIe 11na KD, DKCnepTel U3 YHCiia YIEHOB
K5 KD, KoHCyNbTaHTEI
3 DxcnepTisa 3adBOK Ha 3acelaHHH HomxHoctHeie muua K3, uiensl K3, KoHCynbTaHTSI,
KD MpPUIJIAlIEHHEBIE N11IA
OJDKHOCTHBIE Jina KD
4 Tn— Pl C 11 1 uneHbl K2 He umeroume
KOH(JIMKTa HHTEPECOB
3 MeponpusTis Mocie roJ0coBaHHs Cexperaps KD, I1penceaarens K3

3.1. Ilpmem 3asiBOK

B 00s3aHHOCTH CeKpeTapa BXO/IUT:

NEPBHYHOE 03HAKOMIIEHHE C JIOKYMEHTALHEl! [IPH NpHEMe 3asBKH OT 3asBUTEJI;
MpoOBEpKa COOTBETCTBHS NPEACTABIEHHBIX JOKYMEHTOR TpebosanusaM KO u @opMam
COI1-006-01, COIT1-006-02, COIT-006-03 u COII-006-04;

perucTpaLus 3asBKu;

pasMeLieHHe JOKYMEHTOR B 3aKPBITOi CHCTEME JOCTYMA JUls WieHoB K3,
uH(popMUpoBaHHe WicHOB KO 0 nojiy4eHHOI 3aj1BKe;

XpaHeHue JOKyMEeHTALHH;

npejcrapjieHue 3asasku [Ipencenaresno 1/1a BKIIIOUCHHUA B OBECTKY SKCTPEHHOIO,
TEKYLIEro WK cleaytoiero 3acefanus KO,

NpUIrialeHie Ha 3ace/JaHie BeeX 3aHHTEPeCOBAHHBIX JIHLL

3.2. DxcneprTH3a 3aABOK

B o6s3anH0CcTH AomkHOCcTHBIX il K3, unenos KD, KoHCYIBTaHTOB BXOJHT:

cobmoieHHe cornalenns o KoHpuaeHmansHocTH/KoHpKTe HHTepecoB (COTI-K3-002);
dopmuposanne cmucka Koucynbrantoe  (npu HEeoOXOAMMOCTH) MO  KOHKPETHOMY
HCCIIEIOBAHMIO TS €TI0 TPEICTABNEHHS eIMHOBPEMEHHO WIH TIOCTOSHHO Ha 3acefaHmax K9
(COII-K2-003);

BiageHue uHbopmMalueii o:

1. Ha3BaHUWe NPOEKTa,

MMEHH I71aBHOTO HCCJIE/IOBATENS;

huHaHCHpYIOWIEH OpraHH3aI) (€CM PUMEHHMO);

BUJIE U (ha3e uccae1oBaHu,

obmeM uKcle YY4ACTHMKOB HCCIEOBAHWA M IUIAHUPYEMOM YHCIC B JIaHHOM
MCCIIeI0BATeILCKOM LIEHTPE;

JUTHTENBHOCTH MCCTIE/I0BAHNMA,

LEIH UCCIIEJOBAHHUA H €ro CYTH;

HajuuMe ranedo;

BKJIFOUEHHE YA3BUMBIX KOHTHHI€HTOB;

10. HaJMYMEe FeHEeTHYECKOro UCCNeIOBaHU B paMKax 3aABJIE€HHOIO MPOEKTa,

i1. HAIMYHE CTPAXOBKH (CPOKH, HHCIIO 3aCTPAXOBAHHBIX)

12. paspelleHHe LEHTPAILHBIX OPTaHOB Ha HCC/eI0BaHHE (HHCIO Y4aCTHHKOB).
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B pesyibTaTe O3HAKOM/IeHHS ¢ HHGopManueil 10KHOCTHbIE JHNA KD u unennt K9

AOJKHBI

1.  yOemutbcs B TOM, YTO HH(OpMALs, MpeacTaBieHHAsd opraHusaluueil Wid JIMLOM-3aiBUTEINIEM,
JIOCTATOMHA Ui TOrO, YTOOBI BRICKA3aTh 0DOCHOBAHHOE CYXKIEHHE O COOTHOIIEHHH MEKIY PUCKOM
¥ MONB3011 AN CYOBEKTOB HCCIIEIOBAHUS,

2. OLICHATh HEOOXO0AUMOCTD TipHBIcueHHA KOHCY/IbTAHTOB U NPUTTIAlICHHBIX JIHIL,

3.  OLEHUTb BO3MOKHOCTh [IOJNYYEHMS HEOOXOAMMOro 3aKMoYeHHs M0 3((EKTHBHOCTH H
Ge3onacHOCTU OMOMEIULIMHCKHUX HCCIENoBaHUil ¢ TMPHBICYEHHWEM MEHBLICrO 4YMCiaa Y4aCTHHUKOB
HCCIICIOBAHNA,

4.  OLIEHHTb BO3MOXHbIE PUCKH JUISl UCIIBITYEMOIO;

5.  OUEHHTb BO3MOXHYK MOJIb3Y Ul MCMBITYEMOrO M COOTHECTH ee C PHCKAMH OT y4acTHs B
HCClIeIOBaHHH;

6. yOeauThcs B TOM, 4TO MOTEHNHManbHad d(QEKTHBHOCTb, PHCK H Heyao0cTBa OT NpPHUMEHEHUS
MCCIIEYEMOro JIEKAPCTBEHHOTO TIperapara, MCCIeayeMOoro H3Jenus MEIUUMHCKOro Ha3HA4eHH:A
WIX TEXHOJMOTMH OLEHUBAIOTCA TIPH CPaBHEHHH C JIYYIMIHMH M3 YK€ CYLICCTBYIOLINX
JIeKapCTBEHHBIX MPENapaToB, U3/IC/IHI MEAHUMHCKOTO Ha3HaCHHUA HIH TeXHOJIOTHH;

7.  yGeauThcs B KOMIIETEHTHOCTH HCCNEIOBaTeNedl, B TOM, UTO OHH MMEIOT COOTBETCTBYIOULYIO
KBaMM(UKAILMIO M AOCTATOMHBI ONBIT B NPOBEACHHH OHOMEIHLMHCKHX WccneOBaHUH Ha
ocHoBaHuH u3yvenus Curriculum vitae uccienosarenel, pe3y/ibTaTOB POBEPOK KA1ECTBA paboTel
Jicc/IeIoBaTeeil ¥ MMEIOIUXCA OT3BIBOB 3aKa34NKOB HCC/IEI0BaHHIT i CYOBEKTOB UcCIeJ0BaHMIA,

8. OnpeaciuThb, COOTBETCTBYIOT JIHU HCCIIeNoBaTe/IbCKHUE LIEHTPbI HeOOXOTUMBIM Tpe60BaHHﬂM PIRIb |
NPOBE/ICHNs ILTAHMPYEMOrO HCC/e/I0BAHMS, BKIIOYAA HAJIMYME BCTIOMOraTe/IbHOro repeoHaia.
HEOBXO0AMMOro 0GOPYA0BAHHS H CPE/ICTB IPOBEICHHS HEOTIOKHBIX MEPONIPHATHI

9.  OLEHWTh 2JEKBATHOCTh M YCIOBMS BO3MEIIEHHs Bpeia 30POBLIO, HACTYNAIOIIEIO B pE3YJ/IbTATC
OGHOMEMIIMHCKMX HCCIIel0BaHMii, 1 rapaHTHH BO3MEIICHHS PacXoI0B Ha OKa3aHWE HeoOX0AUMOii
MEIULMHCKOM TIOMOLIH, B T.4. CTPAXOBbIX MOJIHCOB,

10. yAOCTOBEPHTBCA B TOM, YTO MALMEHTaM rapaHTHPOBAHBI JICUCHHE W/WIN KOMIIEHCALMK B Cliy4ae
HaHeceHMs BPeJa X 3JI0POBBIO B XOJ€ HCCIIe/I0BAHHA.

Jlnsn  pelleHMs BOMpoca O COOTBETCTBHM BO3MOMHOCTEH MCC/IEJ0BATEILCKOIO  LICHTPA
(kmuHp4eckoii 0a3bl) TpeOOBaHUAM IPOTOKONIA MKM ma 3acenaHue Mo NEPBHYHOMY PACCMOTPEHHIO
3adBKM Ha [POBEICHHE KJIHHAYECKOr0 HCCIeNOBaHHA  MOMKET npuraamarbCs l'lpC)]CT&BHT‘eJlI:
aIMMHMCTpAMH KITHHAYECKO#H 0a3sbl (MpH HEOOXOAUMOCTH).

TIpd paccMOTpEHMM M BBIHECEHHH 3AKTOYEHHA MO KOHKPETHBIM JOKYMEHTaM (ITpotokon
mcceaoBanns, bpoimopa uccnenonares, MudopmalmonHblii JIMCTOK NALHEHTA H dopMa MUCEMEHHOTO
UH(OPMIPOBAHHOTO COTVIACHS) PACCMATPHBAIOTCA CICAYIOMIUE GaKTOpLL:

B IlpoTokoJie HCC/IEI0BAHMS:

. cooTBeTcTRIE (HOPMBI M COLEPIKAHNS KIMHUYECKOTO HCCIEI0BAHNA €ro LETIAM,

. BOIMOJKHOCTH MOJIYYEHHs HEOOXO/MMBIX 3aKIIOYEHWI C TPHBIEYEHHEM MEHBIUETO HHCna
YYaCTHHMKOB HCCIICIOBaHHA,

. KOJIMYECTBO MALMEHTOR, NMPHHUMAIONIHX y4acTHe B KIMHMYECKOM HCCIIC/I0BAHNH,

. KPUTEPHH BKTIOUEHHS M He BKJIIOYEHNS NAIMEHTOB B HCC/IC/I0BAHUE,

. KPHTEPHH JJOCPOYHOTO HCKIIIOUEHHs TIAIHEHTOB W3 HHC/Ia yHaCTHHKOB;

. KPUTEPHH BPEMEHHON MPHOCTAHOBKH WM [ONHOrO MPEKPAIICHHA HCCJIEI0BaHUA, METOIBI
00bEKTUBHOTO KOHTPOJIA,

. npesicKasyeMble NoGOUHbIE YDDEKTRI H HeynobcTBa;

. BO3MOMKHOCTH TpUMeHeHMs [alefo ¢ y4eToM B3BEIICHHOrO  COTOCTABICHUA PUCKOB H

6e30MacHOCTH 10 OTHOLIEHHIO K y4acTHHKAaM Hccne10BaHuA.

B Bpomnope HCc/IeA0BATeNs AHATH3HPYIOTCH CBE/ICHMs:

. Kacarowecs 6e30nacHOCTH,
. xapak'repncmx UCTIBITHIBACMBIX J'lCKapCTBCHHle CpelIcTB WJIHN TEXHOJIOTHH,
o pe3yabTaThl KIMHHYECKHX MCCIIEOBAHMI, NPOBEIEHHBIX HAa MOMEHT PaCCMOTPEHHA 3a8BKH

(nanpumep, B Gopme MoCIeIHIX OIMy0/IMKOBaHHBIX HAYYHBIX CTATCH, APYrHX onyGIHKOBaHHBIX
JAHHBIX, KPATKHX XapaKTePHCTHK UCIBITYEMOTO npenapara).
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B nucemennoii gopme Mndopmauum xis naunuenta ¢ dopmoii HH(pOPMHPOBAHHOTO
cor;Iacus ONEeHHBAETCS:

. JOCTATOYHOCTD;

" MOMHOTA;

H SCHOCTB;,

. YeTKOCTE;

. 3THYHOCTb MHDOPMALIMK, KOTOpas J0JbKHA ObITh JOBEIEHA 10 CBENCHHA CYOBEKTa HCCIIeJOBAHHA,

1100 ero 3aKOHHOT0 npeacTaBuTEA.

AHUIM3HPYIOTCH  CICAVIOLIME  pa3Zienbl, KOTOPbIe JO/LGKHBL NPUCYTCTBOBATL B JaHHOM

JOKYMCHTC:

. ek ¥ 3aJauu UCCJICIOBaHUSA.

] XapakTCpHUCTHKA HCCIeaYEMOro JICKapCTBEHHOI'O npenapara Wil TEXHOIIOTHH,

. OGHIGHPMHHTBIG BH/JbI JICKAPCTBCHHOI'O WIH HE MeIUKAMEHTO3HOro JieueH!us, KOTOPBIE MOI'YT OBITh
Ha3HAYEHbI HCIIBITYEMOMY, a TaKKe HX MOTCHLMAJIbHBIC MOJIb3a U PHCK;

. BEPOATHOCTB NOMNAlaHKs B OJJHY H3 FPYII HCCIE0BAHHSA, B TOM YHC/I€ U IPYIIy rauedo;

° 00BEKTUBHO oXKujaemMas rnob3a U1 UCIbITYEMOTO;

. Heya00cTBa U 0OBEKTHBHO MPEACKasyeMblil PHCK Kak JUis WCTIBITYEMOro, Tak M A 1Jola WiH
TpyAHOro pedeHka;

. MpOLIEAYPbI UCCIIEI0BAHNUSA, BKITIOUAs HHBA3UBHBIE METO/bI

° 0053aHHOCTH JINLIA, no,uaepratomeroca UCTILITAHUAM WJIH UCCICIOBAHUAM,

° KOMIIEHCAUus W/UIH JIeYEeHHWe, Ha KOTOpBIC JIMLO, MnoABCpraroueccs HCIIBITAHUKD HWJIH

MCCIIeIOBAHMIO WITH TIAIMEHT, MOJKET PAaCCUYMTHIBATL B C/Iy4ae HAHECEHHUS Bpela €ro 310pOBbIO B
X0/4e HCCICA0BAHNAL

. 3asIBJIEHHE O TOM, YTO Y4acTHe B HCC/EJI0BAHHH SBJIAETCA J0OPOBOJIBHBIM, H JIHLO, MOJBEPracMoe
UCCIIEOBAHMIO, MOKET B JIH00OI MOMEHT OTKa3aTbCd OT Y4acTHsA B MCC/IEJ0BAHUH WITH BBIOBITb U3
Hero Ge3 kakux-ubo caHKUMH WIH YIIeM/IeHUs ero rnpas Ha Apyrve BUABI TCUCHUA,

. 3asBJCHHE O TOM, YTO MCCIeoBaTeNH, ayautopbl, Komurer mo OTtuke M pa3pelIHUTENbHBIC
MHCTAHIMH TIONYYAT HETOCPENCTBEHHBIH JOCTYN K HH(OpMauud B NepBUYHOA MEIULIMHCKOM
JIOKyMEHTALMK HCTILITYEMOTO B 00BbEMe, ONPE/IENCHHOM COOTBETCTBYHOLIMME 3aKOHaMH H
NMOoA3aKOHHBIMH aKTaMH, JJ1s NMPOBEPKH IpoUCAYP u/unu JIAHHBIX KJIHHHYECKOI'O HUCCIIeJOBaHUA,
He HapyIas Npu 5TOM aHOHUMHOCTb MCIIBITYEMOTO;

o noanuceiBasgs ¢GopMy IHUCBMEHHOTO HHGOPMHPOBAHHOIO COrnacus, JIMIO, MOABEpraromeec
HCC/IEIOBAHMIO WM MCIIBITAHMIO, WM €T0 3aKOHHBIH TMPeJCTaBUTENb (ecsd 9TO IPUMEHNMO) JAI0T
paspelueHHe Ha IOCTYI K 3TOM JOKyMEHTaLHH,

o 3agBICHHE O TOM, YTO CBEJEHMs, HMICHTHQMUMpYIOUHEe IHYHOCTb JIMNA, MOABEPratolIerocs
UCTILITAHUIO WIIM MCCNeIoBAHMIO, Oy/yT COXpaHATh B TaiiHe W MOryT OBITE PacKpHITHE TOJIBKO B
npejenax, YCTaHOBJIEHHBIX COOTBETCTRYIOIIMMH 3aKOHaMH W/ WIA TOA3aKOHHBIMM aKTaMH; IMpH
nyGIMKAIMK Pe3y/IbTaTOR MCCIIE0BaHIA aHOHHMHOCTb TAKOTO JIMLA OyzaeT coxpaHeHa,

. agBJE€HHE O TOM, YTO MCIHBITYEMBI WIH €ro 3aKOHHbIA MpPEACTaBHTEIb OyayT CBOEBPEMEHHO
03HAKOMJIEHbl C HOBLIMH CBEJACHHAMH, KOTOPBIC MOIryT IOBJIHATH Ha JXeJlaHWue MCIBITYEMOro
MPOAOKHTE y4dyacTHue B HCCIIeJOBAHUHNL

. CIIMCOK JIHI, K KOTOPHIM MOXHO 00paTuThCs JUIA MONY4eHHs JIOTIONTHUTE/bHOIT MHpOpMaLuK 00
MCC/IEOBAHUM U NPaBaX MCIBITYEMOTO, & TAKKe CIEUHAIMCTOR, ¢ KOTOPhIMA MCIIbITYEMBII MOKET
CBA3ATbCA B CJTy4ae HAaHECEHHs BPEJa €ro 310POBLIO B XO/IE HCC/IE10BAHNA,

s YCJI0BH3, TIPY KOTOPbIX Y4acTUC UCTILITYEMOrO B HCCIIEI0BAHHU MOXKET 6BITh NpexpaiieHo Oe3 ero
cornacus;

. npejnonaraemMas JUIMTEIbHOCTb Y4acTHA B NCCIICIOBAHHN,

® HpH6JlP[3HTGJleOG YHUCJI0 UCIIBITYEMBIX.

KD moxeT norpeGoBaTh, YTOObI HCIIBITYEMBIM, MOMHMO uH(bOpMaIuy, YKa3aHHOH BbILIe, ObLTH
NpPeOCTABeHb! JIOTIONIHATE IbHBIE CBENEHNs 00 HCCIIEOBAHMH, ECITH, MO MHEHHIO KD, 310 He00X0AUMO
JUIS 3aIIHTHI IPAB U 370POBbS HCIBLITYEMBIX, & TAKKE /1A rapaHTHU UX 6€30MaCHOCTH WITH JUIA JIyYLIEro
MOHUMaHHUA UMH OTACJ/IbHBIX MOJIOKEHUM KJIMHUYECKOro HMCCIeA0BaHHA. I-lanpnmep, €CJIM UCMBITYEMBIM
[IAHUPYETCs BbIIaua KAKMX-THOO CIIOKHBIX ONPOCHUKOB WM oGopyoBaHHA (TaXOMETPbI, TOHOMETPEL,
[IAHMIETHBIE KOMIBIOTEPH, CMApTAOHBI, BECh, TTIOKOMETPbl M Jp.), notpedyercs BKIOYHTD
HH(OpMAaLIo 00 00yYEeHHH ALMEHTOB H T.IL.
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Undopmaumss m1s manmenta (MudopmaumonHsiii nuctok) u  dopma MH(MOPMHUPOBAHHOIO
coriacis JO/DKHBI OBITh HAMMCAHBI HAa PYCCKOM f3bIKE, MO MPOChOE MCIBITYEMOro MepeBeieHa Ha ero
pomHoil a3bik. MH(popmaumss WS nalueHTa NO/DKHA ObITH HAmMcaHa TAaKMM S3BIKOM, TOHNMAaHUC
KOTOPOTO He TpeGyeT MeMIMHCKOro 00pa3oBanms i 3HAHHA PHHIMNOB KayecTseHHOM KiHHU4ecKOH
Ipakruku (GCP). PekomenmyeTcs u3Gerars CrieLMaIbHBIX TEPMUHOB, [UTMHHBIX CIIOXKHBIX MPe/UTOKEHHH
M YTBEPKIEHHWH, KOTOpbie MOrYT ObITb HEBEPHO MCTOJIKOBAHBI MCIBLITYEMBIM WM BBECTH €ro B
3a6myxieHue. B MHGOPMALMOHHOM JIUCTKE Ui NALMeHTa U B opme HHGOPMHUPOBAHHOTO COTTAcHA He
JO/KHO OBITH (POPMYTMPOBOK, KOTOPhIE MOTYT 3aMyTaTh HCIBITYEMOrO, W TEM CAMbIM BBIHYIHTH €r0
OTKa3aTbCA OT CBOMX 33aKOHHBIX IpaB NPHHATL YYacTHE B HMCC/ICAOBAHMM, WM OKas3aTh JaBJICHHC Ha
NalMeHTa NPH NPUHATHH pelleHds. OHM TAKXKe HE JOJDKHBI COJEPIKaTh 3asBiCHHI, OCBOOOKIAIOLMX
HCCNleaoBarensa, MEIHIHHCKOE YUPEKICHHUE, CIIOHCOPpa WIH €ro Hpe,[ICTaBI/[TeI[eFI OT OTBETCTBEHHOCTH 3a
JONYIIEHHYIO XallaTHOCTh, MM (DOPMYJIHPOBOK, TO3BOJIAIOMMX NOAOOHYIO HHTEPIPETALMIO.
UndopmupoBanHoe  cornacie W Jpyrue,  NpeloCTaBjifgeMble  HCTBITYEMBIM — MaTepHalbl,
MEPECMATPHBAIOTCS TP TOsBJIEHHH HH(OpMalMH, CnocoOHOM MOBIHATE Ha COINIACHE HCIBITYEMOro.
HoBble pepakuuu  MHQOPMALMOHHONO  JHCTKA, MH(GOPMHPOBAHHOTO  COrJACHA M JAPYrHX
MpeI0CTAB/AEMBIX HCTIHITYEMBIM MATEPHAIIOB NPEIBAPHTENBLHO YTBepKAatoTes KO.

HcnbiTyeMblii MM €ro 3aKOHHBIH NPEACTABUTEND JO/LKHBI ObITE CBOGBPEMEHHO O3HAKOMIIEHBI C
HoBOi uH(opMalmell, cmocoOHOI MOBAMATE HA JKEJIaHHWE MCIBITYEMOro MPOJAO/DKUTE Y4acTHE B
uccnenoBanud. Maxt coobuieHns 3Toit HHGOpMaLMK JA0/KEH OBITh TOKYMEHTAIBHO MOATBEPHK/ICH.

B ciaydac €Clii HpOTOKOJ]OM HPeJIyCMOTpeHO y4dacTue B HCCIIEJ0OBaAHHUH HGCOBeplI]eHHOJ'IETHHX,
KOTOPBIC MOT'YT MOHATDH CMBIC/T MPOHUCXOIALIEIO H JaThk CBOE CcorjlacMe Ha y4vacTHE B HUCCJICOBAHHUH,
VnbopMaLMOHHE NHCTOK 1 (opmMa HHAOPMHPOBAHHOTO COTMACHA JOKHBI OBITH HAIUCAHBI B
MOHATHOW/IOCTYIHOR /14 HECOBEPUICHHOJNETHHX (JOpME, KOTOpYK OH/OHa  COOCTBEHHOPYHYHO
MOJNKMCHIBAET M JATHPYET B JOMOJHEHHE K MOAMMCH HX 3aKOHHOrO mpeicTaButend. Jlis Kax10H
BO3PACTHO IpyMIbI (IeTH, NOAPOCTKH) AOLKHBI ObITh [PEYCMOTPEHBI OTEIbHBIE MH(pOPMALHOHHBIE
JIMCTKH COOTBETCTBEHHO BO3MOKHOCTAM BOCTIpHSTHA. MHGOPMAIMOHHBIH JIMCTOK M MH(DOPMHPOBAHHOE
coryiace JUI poaHTeNei/ONeKyHOB JO/DKHO COIEpIKATh Ty Jke HHPOPMALIHIO, HO Ha Oonee MpOABHHYTOM
YPOBHE JIOCTYITHOM U1 IOHUMAaHHs HETPO(ECCHOHATIOM.

TTony4eHHe cornacus J0IYCKAeTCs TONBKO B IMCHMEHHOM QopMe.

B cnysae HeobxomumoctH KO mHmeer mpao morpebosath OT HcceaoBaTens/3asaBuTens o0y
JoTMoNHHTENbHYIO HHpopMawo. Eci Takas nHdopManis He NPeaoCTaB/ISeTCs B CPOKH, ONPEICIICHHBIC
KD, KD He paccMaTpHBaeT JOKYMEHTBI HCCIIE0BATENBCKOTO MTPOCKTA.

KD moxer 0100pHTh MpOBEACHHE KIMHMYECKOTO HCCIICIOBAHHA TOJBKO B TOM Ciy4ac, €CiH
NOTeHIMATbLHAS TI0JIb3a /1 UCIIBITYEMBIX TPEBBILIAET BCE U3BECTHBIC U MPEACKA3yEeMbIC BU/bI PHCKA JUIA
HUX.

Jlns SKCTepTH3bI HecnenoBatensekoro npoekra Ipescenarenem K3 Ha3HAUAETCA SKCIEPT (COII-
KD-004), K0oIMYeCTBO SKCMEPTOB MO0 KOHKPETHOMY HCC/IEI0BAHMUIO HE PErIAMCHTHPOBAHO.

3.3. DxcnepTusa 3asBOK Ha 3acegannn KO npn paccMOTpennu MKH.
B cdepy OTBETCTBEHHOCTH JOJDKHOCTHBIX JIMI K3, unenoe KD, KoHCylbTaHTOB H
TPUrIAIIEHHBIX JML IPHCYTCTBYIOMHX Ha 3acefanun K BxoauT:

.  TOANHCAHME W CJIEJOBAHHE COMIALICHHMIO O KOHQHICHIMATLHOCTH/KOH(IMKTE HHTEpECOB
(COIT-K2-002);

«  CBOEBPEMEHHOE O3HAKOMIIEHHE C MOBECTKOI 3ace/laHHs H C NPEOCTaBIEHHBIMU 3aABUTEIAMHU
JOKYMEHTaMH 110 UCCIIEI0BAHUIO;

«  CBOEBpEMEHHas IOJrOTOBKA K JOKIaay Ha 3acelaHuH K7 cornacuo COII-K2-003 unu COIl-
K3-004 (ecru npumennmo) 1 Hactoseii COIL

.  COMIacHO TMOBECTKM 3acelaHus i pacniopsokenns [lpencenarens KD mposoauted
obcyKaeHNE 3aABKH;

. B Hauane obcykaeHns JokaapiBaeT KOHCYIbTaHT WM 9KCTIEPT U3 COCTaBa 1ICHOB K9;

.  KoHcynbTant, npoBoMBLIMII SKCTIEPTH3Y, MOKIAABIBAET JIAYHO, €CM KOHCYJIBTAHT He
MPUCYTCTBYET, Pe3YNbTATh SKCIIEPTH3bI JIOKIA/IBIBAIOT NOUKHOCTHBIC JILEA KD3.

« OKCHEPT M3 cocTaBa wieHoB KD, mpoBojueidii SKCmepTusy, AOK/IALbIBACT JIHTHO, €CIH
SKCIepT He MPUCYTCTBYET, Pe3ybTaThl SKCMEPTH3bI JOKIAIBIBAIOT JODKHOCTHBIC LA K3;

«  PE3YNBTAThl SKCMEPTH3bl MOTYT ObITh MEPElaHbl B moGoil  ynoOHOH (opMe H JODKHEI
cootsercTBoBath COIT-K2-003 win COIT-KD-004;
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«  IIOCIE PACCMOTPEHMs MPEACTABICHHBIX JOKyMEHTOB, oknana KoHcynbranta w/unu DKcnepTa
u3 cocrapa wieHoR KD, npurjialleHHbIX Jul, 0OCYKICHHA W MOJNY4YeHHA OTBETOB Ha BCE
BO3HHKIIME BOMPOCHI 10 3adBKe KD nepexoaut K rojlocoBaHHIO.

3.4. Toaocosanmne:

« Tonocopanme oCylIECTBIAETCA TOJBKO HE3aBHCHMBIMH OT WCCIIEZ0BaTeNss U CIIOHCOPOB
nccnenoranus Ynenamu K3.

« K romocoBaHuio nomyckaroTcs momkHocTHele nuua K3 u Unenst KD 6es kondmukra
MHTEPECOB.

. MHeHHe BHENIHETO KOHC)/III:TaHTa ABJIAETCA COBELIATEIIBHBIM, CaM BHCILITHHIH KOHCYJ'IBTaHT B
TOIOCOBAHMH HE Y4aCTBYET.

. Ilepen ronocosanuem K3 MoxkeT nonpocuts nokuHyTs 3ai 3aceanus KD KoHcynbTaHTOB U
MPHIIALICHHBIX JIALL.

o [Ilporogurtcs OTKPHITOE TONOCOBAHHE.

o Pemenune npuHEMaeTCA OOJILIUMHCTBOM I'OJIOCOB,

. B cjliy4ac paBe€HCTBa TI0JIOCOB NpHHUMAaCTCA  PCIICHHEC, 3a KOTOpOE€ MNporojocoBal
[Npencenarens K3;

« B ciyuae eciu npH rofocoBaHMM ObUIM MOJMYYEHBI Pasin{Hble MHEHHA, OHH JOJDKHBI OBITh
3a()MKCHPOBaHbI B IIPOTOKOJIE.

IlyTem roiocoBanusi IPHHAMAET OJHO H3 CIIETYIOIUX PelneHumii:

0106pHTE MPOBEIEHUE HCCIeJOBaHUS O€3 3aMeYaHuit,

2. ono0puTh MpoBe/ieHNe HCCIEI0BAHNA C PEKOMEHIALMAMH, T10C/I€ YCTPaHEHNA 3aMeyaHuii 6e3
MOBTOPHOTO PACCMOTPEHHUA MPH YCJIOBHM OTBETOB HA MOCTABJICHHLIC BONPOCH! M BHECCHHA
peKOMEHIyeMBbIX W3MEHeHHIl W/WIM JOMNOJHEHHil B padoyveM MOpAIKE. B 3TOM Ciyuae
M3MCHEHHbIE JOKYMEHTHl H/HIH JOIOJHEHHBIE JOKYMEHTBI JO/KHBI OBITh 0100peHbl
npeacenaTeneM Wiu 3aMmecTuTeneM npeacenarens Komurera no Druke;

3. MOBTOPHO paccMOTpeTh Ha 3acedanu KD rocie BHeCeHHS M3MEHEHHH B MPOLERYpPHl U
MaTepuaisl uccienosanus. [lpu sroMm KD wetko (opMyaupyeT BCE BO3HHMKLIME BOMPOCHI U
IPETEH3HMH,

4. TPUOCTAHOBHThE MM OTMEHMTL paHee BBIIAHHOE 3aKIIHOYCHHE 00 omoOpeHHH NPOBEIEHHS
KIIMHUYECKOr0 UCCeTIOBAHUA.

=)
.

3.5. Ilocae rojocoBanus:

o wieH KD, HecoryacHelif ¢ MHeHHEM OOJIBIIMHCTBA BMPABE H3JIOKHUTH B nucbLMeHHOI (opme
cBOe 0coBoe MHEHHeE, KoTopoe oToGpaskaeTcs B npoTokone sacenanns K3,

. €ClH BBIHECEHO pelleHHe «O0f00pHTh NpOBEJEHHE MCCIEI0BAHUS TOCie yCTPAHCHHA
3ameyannii 6e3 MORTOPHOTO PACCMOTPEHHA», CEKPETaph ONOBEIIACT 3aiBUTE/A B NMUCbMEHHOMI
dbopMe MO MOBOMY KOHKDETHBIX 3aMeHaHHii C MPOCBOOH HX YCTpaHEHHA (Hanpumep,
NpeOCTaBUTL paszpenieHe MEHHCTEPCTBA 3/1paBOOXPAHCHHA Poccuiickoii ®enepanuy Ha
NpOBeJEHHE KIHHNYECKOr0 HCC/IE10BaHHA);

. ecnu KD mporonocoBan 3a BHeCEHHEe TNOMPABOK B JIODOH K3 JOKYMEHTOB, CEKpETapb
OIIOBEIaeT 3agBUTEIS B MHCBMEHHOI (OPME I10 MOBOAY KOHKPETHBIX H3MEHEHHH C npockLOoi
BHECTH TONPABKH ¥ MOBTOPHO NPE/ICTABHTH T0KyMeHTbI B KO.

Mo pesynsrataM OOCYXIEHHS B Xoje STHHecKOi skcrmeprusbl K3 momer c(opMy/IMpOBaTh
BOMPOCHl K 3afBHTENI0 H PEKOMEHHalyu. PEKOMCHJALMM JO/IKHBI OMUPAThCA Ha [OJIOKEHIN
XenbcuHkckoii aexnapauuu, GCP u JeiicTByOIUX HOPMATHBHBIX 4KTOB. Bompocsl ¥ peKoMeHIalHH
JOMKHBI ObITh HanpaejieHbl HA CO3JAHME YCJIOBHI H Mep, obecrieynBalolMX 06e30MacHOCTh MALMEHTa,
[0/IL3y OT €ro y4acTHs B MCCIEIOBaHHH, OOBEKTHBHOCTE, MOJHOTY U JI0CTOBEPHOCTH uHbopMaLy, Ha
OCHOBAHUH KOTOPOH OTEHIMATBHBII HCTIBITYEMbIil IPUMET PElIeHHe 00 YHacTHH B HCCIE0BAHMH HIH
orkase oT Hero. B cBoux pexomeHmauusax KD nomkeH yBaxaTk MPaBo ucceoBateneil Ha cBoOoLy
HAYYHOTO TOMCKA TIPH YCJIOBMH, YTO 3TOT IOHCK HE 3aTparnBacT Gaaromomy4ust ucnbiTyemsix. K3
JOMKEH COIEICTBOBATh 3asBMTENIO B BhIpAbOTKE pelieHuii, HanpaBleHHBIX Ha obecrmeueHue IpaB,
Gnarononyuns M MHTepecoB HcmeTyeMbix. KD obssan obpaiars BHUMaHHE 3a4BHTENIA Ha ACICKTHI
au3aiiga WM JOKYMEHTOR MCCJIENOBAaHMA HE COOTBETCTBYIOIIMX JEHCTBYIOLM TPAaBOBBIM H
ITHYECKHM HOpMaM.
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B ciyuae HeomoOpeHHs MCCIENOBATEILCKOTO MPOEKTA 3aj4BHTEIE MOXKET MOJATh anesuIsUmio
MyTeM NMUCBEMEHHOTO obparnenus Ha ums [Ipencenarens K3 ¢ m3noxkenueM apryMmeHToB 15 aneursanun.
Cekpetaps KD ofecnieunBaeT apxvBMPOBAHHE JIOKYMEHTOB MO MCCIIEJ0BATEILCKHM TIPOCKTaM,

MPOTOKOJIOB Beex 3aceanuii KO.
BhinucKu M3 NPOTOKONA MpOLIEIero 3aceanus ¢ pemenieM KO o npeicTaBieHHOMY NMPOEKTY

BHIZIAETCA 3aSBUTEIO B CPOK He mo3zHee 10 pabo4MX JHEH nocie npoBeICHHOrOo 3aceianus.
CekpeTapb OTIOBELIAET 3aABHTE/ICH O Pe3y/IbTaTe IKCIIEPTH3BI.
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®opma COII-006-001

Tpencenarenio Komurera no ITuke mpu

®I'BY «HMHLL onkonoruu um. H.H. [lerposa»
Munsapasa Poccuu

AH. CemeHOROI

OT I'JIABHOI'O UCCIIEI0RATEN

3asBJICHHE

[Mpoury NpoOBECTH ITHYECKYIO IKCIIEPTH3Y
HaspaHue uccieaoBaHus:

Homep uccieqoranus:
3aka3zuuK HcCleI0BaHu:
KOHTaKTHbIE AaHHbe 3aKazunka:  PHO, domncnocmv, menegpon, E-mail

CpoK NpoBeACHHA KIMHHYECKOTO HCCIICI0BaHUA: C 201_mo 201 _

HccnenosatenbeKuil LEHTD:

Hanpumep: otienesnne _ PIBY «HMHL] onkonorun mm. H.H. Tletposa» Munsapasa Poccun, 197758,

Cankr-TTetepGypr, n. [Tecounsiii, yn. Jlenusrpaickas, 1oM 68.

[Inanupyercs CKpUHHPOBATH M paHAOMH3HUpPOBaTh CYOBEKTOB B HCCIIE/IOBAaHWE B yKa3aHHOM
HCCIIeJOBATEILCKOM LIEHTPE.
[T1aHupyeTcs CKPHHUPOBATh ¥ paHIOMH3HPOBATh cyObeKTOB B Hccie0BaHHE B Pocchu.

Tpe/cTaneHsl CAEAyIolLHe OKYMEHTBI 1S SKCIEPTH3bI (¢ yKasaHHeM BEpCHH U JaThI):

1. dopMy.1dp 3a9BKU HA POBE/IEHHE MEPBUIHON SKCNEPTH3BI KIMHUYECKOTO HCCIeA0BaHKA,

2 CIHCOK “WICHOB KOMAH/IbI HCCIIENOBATENEl N0 YCTAHOBJICHHOH (opMme:;

3. Tekymas Bepcus Hay4Hoil Guorpaduu HccienopaTens (curriculum vitae) no ¢popme Mun3apasa
Poccuu;

4, Pazpewienne M3 P® Ha mpoBejeHHe KIHHHUECKOrO HCCAEA0BAHMA UIIH 3asBJIEHHE C npock00ii 0
poBeIeHHNH KIHHUYECKOr0 MCCIICI0BAHHS MPUHATOE DeiepasibHBIM OPraHOM MCIIONHUTE/IBHOM BIACTH;

5. [TpoTOKOJ KIIMHU4ECKOTO HCC/IEA0BaAHNA,

6. ®opma UHPOPMUPOBAHHOTO JTHCTKA H (opma MHGOPMUPOBAHHOTO COTJIACH S,

7. Bpournopy McclieIoBaTeNns:

8. CBeleHMA O MEAMLMHCKMX OPraHM3alMsX, B KOTOPBIX MPEANOIaracTes NpOBE/ICHHE
KJIMHHYECKOrO HCC/IEIOBaHHS,

9. Konuu J0TOBOpa OBA3aTE/LHOTO CTPAXOBaHMA, 3aKIIOYEHHOTO B COOTBETCTBHHM C THIOBLIMH
npaBuiamMu  00A3aTEILHOTO — CTPAaXOBaHHA, C  YKasaHHEM npeaeNbHOll  HMCIEHHOCTH  NAUMEHTOB,
YYaCTBYIOLIMX B KIIMHHYECKOM HCC/IEI0BAHNI;

10. UudopMaLya o cOCTaBE JICKAPCTBEHHOTO TPenapara;

11. U3recTHyIO HH(POPMALIHIO, KACaOLLYIOCA 0e30MacHOCTH;

12. O6pa3iibl pexaIaMHON POAYKLIHH, €CIIH IPHMEHHMO;

13.ITucsMeHHBIe MaTepHaJIbl, KOTOpbIE OY/1yT MPE/I0CTaBICHBI cyObeKTaM, eciii MPUMEHHMO;

14. Marepuasibl TI0 SMEKTPOHHBIM, MAarHOCTUYECKHM M JPYTHM ycTpoiicTBam, KoTopbie OyayT
TIPEOCTARIIEHb] HCTILITYEMBIM, €CITH NPHMEHNMO;

15. Uadopmauus O BHIILIATAX H KOMIIEHCALAX UCIBITYEMbIM, €CJIH NPUMEHHMO;

16. Unble qokymenTsI 110 TpeGoanuio K3.

Toanuck OUO
Hara

Crpanuua 8 u3 13



®opma COII-006-002

®OPMY.JISIP 3AABKM HA IEPBUYHYIO 3KCIEPTU3Y KIMHHUYECKOTO UCCJIEJOBAHUS

1

Homep uce/eioBaHusd

2 | Ha3panue KIHHHYECKOI0
Heele0BaHMs
3 | Tan ucenexoBanus
4 | ®aza KIAHHYECKOT0
HCc/e10BaHMsA
5 | HasBanme HOBOTO HCCIIETYEMOTO
npenapara
6 | Haspanue 3aperacTpHpPOBAHHOIO
B P® 1exkapcTBeHHOro mpenapara
7 | Komnanug-npoH3BOANTENb
8 | Cnoncop nccie10BaHHA
9 | KoHTpaKTHO-HCCIe10BATEe/ILCKAS
Oprasu3anus
10 | Mceaenyemble mpomeaypobi
11 | Tpynnel cpaBHeHHs ITnayebo
Cmanoapmuas mepanusi
Cmanoapmuasn mepanus +
uccreoyembulil npenapam
Cmandapmuas mepanus + niayebo
Monomepanus ucciedyemvim
npenapamom
Hem epynn cpasHenus
Jpyeue zpynnel cpasnenus
12 c
Bospact cy0beKTOB c18 | 1m0 80
HCC/IeJ0BaHHA
13 | Mckniouenne n3 ancia
cy0BLEKTOB HCCICI0BAHM
14 | loTpeOHOCTL B pecypceax Humencusnas mepanus
Ilepenusanue kposu
Tocnumanuzayus 6 cmayuoHap
Jeuenue 6 amby1GmMopHOM pedcume
CKT
MPT
Ocmomp 2UHeKoI020M
Ocmomp ohmaneMoi0eom
Ocmomp JIOPom
ndockonuyeckoe uccreoosanue
HApyeoe
15 | JiaGopaTopHbie YCJIYIH Jabopamopus

Tucmoaozuuecxkoe uccIeoosanue

Ifumonozuueckoe uccieoosanue

MI'A

urx
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16 | OrnpaBka B HEeHTPAILHYIO EBnoxu
JabopaTopuio Cmexia
Hpyeoe
17 | Anananibl KpOBH Menee 250 mn/mecay
FBonee 250 mn/mecay
Jlpyzoe
18 JlyueBasn Tepanus
19 | ®unancoBbie NOTEPH CYOLEKTA
HCC/IeI0BAHHS
20 | MMporpammsbl HoMoOmH CyObeKTaM | Taxcu
HCCAe0BAHMS WD fumeni
Asuabunemuol

Tanroust Ha numanue

Onnama npoXCUEAHUA 6 20CMUHUYe

Hpyeoe

21

CrpaxoBska

Cmpaxoeas cymma:
8Ce20/Ha KaxXco020 nayuenma

Huco 3acmpaxoeanisly

Cpoxu Oeticmeus cCmpaxoeku

Cmpaxogoe nokpvimue

Bce y4acTHHKH
HUCCIICI0BaHUA

Komnanus-cmpaxosiuux

22

HecenenoraTebCKHil HEHTP
(axpec, Ha3BaHHE YUpexIeHHS,
oTJETeHHE)

23 | I'napubI# HecaenoBaTENb

24 | 3anoauna gopmy

25 | KonTakTHbIe JaHABIE JHIA,
3ano HHBIIEro popmy

26

Hdara
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Cnucok 4IeHOB KOMaH/Ibl MccieaoBartenei

®opma COII-006-003

Ne

HasBanue HcclieA0BaHHA:

®OUO uccnenopareis

JIOMmKHOCTB

Ponb B
HCCIe0RAHHN

E-mail
Tenedon

Hata
nocueaHero
00y4eHHs
GCP

Hanwnuue
GCP
cepTudHKarTa
Ja/Her

OrneIT B
HUCClIeI0BaHUAX,
JIeT.

I'nagubIii
UCCIeIoBaTe b

Hccinenorarens

Hccnenopatens

Koopaunarop

KoopauHarop

®apmauesT

dapmauesT

Clee| A (|| &L (D
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®opma COII-006-004

(Dopma ananozuunas M3, 603M0ICHO NPEOOCMAGIEHUE KONUU nooarHoi 6 M3)
PE3IOME

1 Pamuans:

2 Hmsa, OTuecTBo:

3 Jdara pokaeHms:

4 VYuenas
CTeneHb/3BaHHe:

5 Tesedon cayKeOHbI:

6 Tenedpon MOOHILHBI:

7 Dakc:

8 Anpec 1. IOYTLI:

9, 3HaHHe HHOCTPAHHBIX SI36IKOB (1 - 110X0, 5 - OTIHYHO):

WHocTpaHHBIi A3bIK Pasrosop Yrenne [Tucemo
Pycckuii pOIHOM
AHIIUIACKHA

10. OnsiT paBoTsI (8 0OPAMHOM XPOHOTOUYECKOM NOPAOKE, 6 M. Y. YKA3AMb MeCImo pabombl
HO COBMECHIUMETbCHIBY 8 HACMOAWee BPeMs).

JIOMmKHOCTE HassaHue yupeKIeHHs
Jlata (MecsAL/rox) TMonpasaenenye (oTaenenne) Aznpec
c 10
11. Ctax paGoThi: o0mHii: Mo cneuHAaAILHOCTH:

12. Boicuee 06pa3oBanne, HHTEPHATYPA, OPAHHATYPA, ACHHPAHTYPA, AOKTOPAHTYpa H KyPChI
HOBBIEHAS KBATA(GHKANIME, CA4a CePTHPNKATHOHHLIX IK3AMEHOB
(6 0GpAMHOM XPOHOIO2UYECKOM ROPAOKeE):

Kpasmdukauus HoMep Hazpauue yupexenus @DakyjibTeT
JUILIOMa, Jlata (mecsu/ron) (otaenenne) Anpec
cepTuduKara,

Jara Bpljaud ¢ (s}
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13. YyacTHe B ceMHHAPAX, TPEHHHIAX, KyPCax Mo BONPOcaM NpoBeJIeHHs KIHHHIECKHX
HCC/Ie0BAHNI (8 06pAMHOM XPOHOAOZUHECKOM NOPAOKE).!

Haspanue Jlara (Mecaw/rom) Haspanue yueOHOro
3apeJeHus/opraHmsaliy, aapec
(ropoxn)
c 1o

14. YuacThe B KJHHHYECKMX HCCIETOBARNAX (6 0OPAMHOM XPOHOIOLUUECKOM NOPAOKE, 6 INOM YUce

6 Hacmosiujee apems).

Kox, Homep Ob6nacts ®aza Pons (rnaBHBIA Jlata (ron)
WCCEOBAHN  MCCIIEIOBAHUS ~ HMCCIIEAO MCCIeoBaTenb, CO-
' paHUA  HCCIIEN0BATENb, KOOPAUHATOP, ¢ 1o

(hapMaLEeBT H T.11.)

15. KoanvecTBo mMyOAHKANMIL

16. Hayunnie paboTsi (nepeuens MoHozpagyutl, cmame u m.n. no npPOMUTIO KIUHUHECKO20
ucc1edo6anus, KOmopoe NIAHUPYeMcs RPoGoOUNb):

No [lepeyeHs HAy4qHBIX padoOT

MOAIUCH: JATA:

(oT pykn) JUL/MM/TTTT
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