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Ilepeuens coxparnenmii, UCMONB30BaHHBIX B nanHOM COIT
COII - crangapTHas onepanuoHHas NpoLenypa

JIOK - Jlokanbhelii sTHYECKNMI KOMUTET pH HOBOKY3HEIKOM rOCY 1aPCTBEHHOM HHCTHTYTE
YCOBEpILEHCTBOBaHUS Bpaueil — ¢uamane ¢eneparbHOro roCyaapCTBEHHOIO OGOIKETHOTO
00pa3oBaTeNbHOTO  YYPEXIEHHs  JONOJIHUTEIBHOTO  NPOGECCHOHATBHOIO  0Opa3OBaHH
«Poccuiickas MeAMIMHCKAs aKaAeMHs HENpPepbIBHOIO MPOGECCHOHANBHOTO OOPa30BaHKS»
MunucrepcTsa 3apaBooxpanenus Poccuiickoit denepanun

1. Bo Bpems 3acenanms uneHamu JIDK 3acnymuBaercs cooblieHue OT WieHa
Komurera, noarorosusimero coobmenue no pacnopsxenuio Ilpeacenmarens JIDK.
Coobmenne MOMKHO OTPaxKaTb ClHEAYHOUIHME AaCIeKThl HCCIENOBAHMS, HO HE
OrpaHUYUBATHCS UMH:

- KpaTKas XapaKTePUCTHKa MCCIAEIOBaHUA/MCIBITAHUS (PaHIOMU3MPOBAHHOE, CleENoe,
OTKpPBITOE U Ap.), pasa uccnenoBaHus, ero uejad, METOALI, AU3AHH U T.IL.;
XapaKTEePUCTUKA KOHTUHI€HTAa UCIBITYEMBIX;
CTpaHbl, B KOTOPBHIX MPOBOAMUTCA HUCCIEOBAHNE, KINHUYECKHE LEHTPHI;
BpauH-HCCIEOBATEH,
XapaKTEPUCTUKA NMPEAMETA UCCIENOBaAHNA;

OXHAaeMasi MO0Jib3a OT MCCIEAOBaHMA (Hay4yHas [eIeCOOOPa3HOCTh, BO3MOXKHBII
couuanbHbli 3QQeKT), pUCKH AJ1s1 MaMHUEHTOB, CBA3aHHLIE C HCCIENOBAHNEM,
- NOMOJIHUTENIbHAs HArpy3Ka Ha MallMEHTQB B CPAaBHEHHHU C TPANUIMOHHBIMM METOJAMH
nedeHus (B TOM 4HCIe, NPU mianebo-KOHTpoe),
- MHGOpMAIHs JUIs ALMEHTOB ¥ HHPOPMHUPOBAHHOE COTIACHE,
- TapaHTUU 00eCHeYeHNs MHTEPECOB U MPAB YYaCTHUKOB UCCIEIOBAHMUS,
- ofecreueHne METULUUHCKON TIOMOILY [OCIE NPEKPALIEH s YIACTHS B HCCIEIOBAHUH.

IIponecc 3THYECKOH 3KCMEPTHU3bI U OLIEHKH MJIAHUPYEMOTIO
HCCIE0BAHUS/MCTIBITAHUA 3aKI049aeTcss B obcyxaennu unenamu JIDK muanmpyemoro
HCCIEeA0BaHNs ¥ OOMEHEe MHEHMSMH Ha OCHOBAHHHM uMeromuxcsa y uneHos JIDK komwmii




OOKYMEHTOB M NOJly4eHHOU 13 coobmenns nunpopmanuu. Kaxaerit us unenos JIOK moxer
BBICKa3aTh CBOK TOYKY 3PEHHS U MOCTABUTh BO3HUKIIME BOonpocel. UneHsl JIDK nomxHbI
CTPEMHUTBCS MPOBECTH MEXAUCUHUIUIMHAPHYIO OLEHKY HCCJIENOBAHUS C YYETOM €ro
MEOULIHUHCKMX, HAYYHBIX, ITUYECKUX, MPABOBBIX, KYJIbTYPOJOTHYECKUX U MEHTAIbHBIX
acCIIEeKTOB.

3. IIpu >Tuyeckoil OSKcmepTU3e KIMHUYECKUX HCCIEAOBAaHUI JIEKAPCTBEHHBIX
CPEACTB ¥ KIMHUYECKUX MCIBITAHUN MEAMIMHCKUX U3IENHil MPOBOAATC!
- He3aBHCHMas JTHYECKash JKCIEePTH3a MAOKYMEHTOB ILIAHUPYEMBIX KIMHMYECKHX
UCCIENOBAaHUM JIEKAPCTBEHHOrO IMpernapara [ MeAHIMHCKOIO0 NMPHUMEHEHHUs COTrJacHO
COI1;
- 0OOBbEKTHBHAS U HE3aBUCHUMAs OI[€HKa 0€30MacHOCTH M COONIONEHMs NpaB YeloBeKa Io
OTHOIIEHWIO K MCIBITYEMBbIM Ha CTAAMSAX IUIAHUPOBAHHUS WU NMPOBEACHHUS KINHUYECKOTO
UCCIIeOBAHUS, “
- pacCMOTpEeHHE KaHOUAATypbl MCCIENOBATENs, OTBETCTBEHHOrO 3a IpOBEAEHUE
KIMHUYECKOrO MCCAENOBAHUS JIGKAPCTBEHHOTO Tmpemapata JAJsd MEOULUHCKOTO
NpUMEHEHHS UKW MEQULIMHCKOTO U3/eNus, OLleHKa COOTBeTCTBUs [IpaBuiiaM npoBeneHus
KauecTBEHHbIX knuHu4Yeckux ucnbiTanuii (GCP) kBanmudukamum ucciaegosareneit (co-
HCCIeNoBaTeei), TEXHHYECKOT0 OCHALIIEHUS HCCIEeN0BATENBCKOTO EHTPa (CTPYKTYPHBIX
noapasaeJeHnit MeAMLHHCKMX W 00pasoBaTeNbHbIX OpraHu3auuii, Ha 0a3e KOTOpBIX
IJIAHUPYETCs MPOBeAeHNe HCCIeA0BaHUS), IPOTPAMMBI [IJJAHUPYEMOTO UCCAENOBAHM;
- pacCMOTpeHHE MPOTOKOJAa  KJIMHHYECKOr0  HCCIENOBAHHA  JIEKAPCTBEHHOIO
npenapaTta/MeAULHUHCKOTO U3ENUs AJII MEJULIMHCKOTO MPUMEHEHHUS,
- paccMOTpeHHe MpUHLHNA OTOOpa MaLMEeHTOB, KOTOPbIE€ M0 MEIUIMHCKUM MMOKa3aHUAM
MOTYT OBITb MPHUBJEYEHBI K YYaCTHIO B KJIWHUYECKOM HCCIIEIOBAHUHU JIEKAPCTBEHHOrO
npenapara A MEAMLUHCKOTO MPUMEHEHUS WIH MEJUIMHCKOTO M3eus;
- paccMOTpeHHEe BO3MOXHOCTH U I1eJ1ecOO0pa3HOCTH IPUBJIEYEHHST K YYacTHIO B
MCCIIEIOBAHNN MEIULIMHCKUX OpraHu3anuii, Ha 6a3e KOTOpBIX MIAHUPYETCS MPOBENECHHE
UCCIIENOBaHMUS,
- 3HAKOMCTBO C pe3yJIbTaTaMH JOKIMHUYECKOTO HCCIeN0OBaHUs IEKAPCTBEHHOTO CPENCTBA
UM MEAMLUHCKOrO HM3JeNus, COAEPXKAI[UMHUCS B OpOIIIOpe HCCIeNOBaTeNs, MPOEKTOM
IIPOTOKOJIA KJIMHHUYECKOTO HKCCIEeNOBAaHUs JIEKAPCTBEHHOrO Mpenapara/MeAHIMHCKOTO
U3AENUs U MEQMUUHCKOTO MPHUMEHEHHs, CO3JaHHBIM Pa3pabOTYHKOM JIEKAaPCTBEHHOIO
npenaparta/ MEQULIMHCKOTO U3AENHS WM WHBIM IOPUAHYECKUM JIMLIOM, IPUBICKAEMbIM K
OpraHu3ali{ INPOBENEHHUs] KIWHUYECKOTO MCCIENOBAHUs/UCIBITAHUS JIEKAPCTBEHHOTO
npenapata/MEOUIMHCKOrO H3AeNus MU MEeOUIUHCKOrO MpPUMEHEHHS, W APYTUMH
MarepualaMH TaKOrO MCCIENOBAHUS.

4. B npouecce sTuyeckoi sxcneptussl wieHsl JIDK obpamarnT ocoboe BHUMaHuE Ha
CIEeAYIOL[HMEe aCMEeKThl KIMHUIECKOTO UCCIeNOBAHM/UCIIbBITAHHUS
- ou3aiiH U XOA UCCAENOBAHMS C TOUKH 3PCHUS,
- 000CHOBaHHS MJIAHUPYEMOIO PUCKa U HEYROOCTB, NOMONHUTEIbHBIMU 110 CPABHEHHUIO CO
CTaHAAPTHBIMUA METOJAMH JIEYEHWsS Harpy3kaMd Ha Y4YaCTHHUKOB MCCIEAOBAHHMS IIO
CpPaBHEHHIO C 0KHUAAEMO¥ MOJB30H I YYaCTHUKOB UCCIEOOBAHUS U 001EeCTBa,;
- 000CHOBAaHHOCTH MCIOJIb30BAHHS KOHTPOJIBHBIX IPYII U IPUMEHEHHS Manebo ¢ TOYKH
3penns 6e30MacHOCTH MALMEHTOB;
- KpUTEPUEB BKJIIOYEHUs B MCCIENOBAHNE, UCKIOYEHNS, IPEKAEBPEMEHHOTO BHIBOMA M3
UCCIeNOBaHMs, OOecrneueHus aNeKBaTHOW MEOULIMHCKOM MOMOIUbIO MOCJIE OKOHYAHHUS
y4acTus B HCCJIEIOBAHUH,
- cmoco6oB Habopa MalueHTOB/y4aCTHUKOB UCCICOBAHUS,
- nHGOPMUPOBaHUS YYaCTHUKOB O XOJ€ W O pe3yjbTaTax HCCIeNOBAaHHUSA/MCIBITAHUS,
HHGOpMUPOBaHUS HAayYHOU OOLIECTBEHHOCTH (NMyOIMKaLum);
- cobmromeHus. koHQumeHHMadpbHOCTH  HMHPOpManuu 00  HCHBITYEMBIX  H
HENPUKOCHOBEHHOCTH WX YaCTHOH XU3HH,

e



- MOPAAKA W Pa3MEPOB BHIIUIAT UCHBITYEMBIM, €CIM TaKOBHIE MPEAYCMOTPEHBI, C TOYKH
3pEHHs OTCYTCTBMSL MOTHBOB HEOOOCHOBaHHOM 3aMHTEPECOBAHHOCTM B YYaCcTUH B
HCCIIEOBAHUY, & TakKe CIOPaBeJIMBOTO BO3MEILIEHUs CBA3aHHBIX C Yy4YacCTHEM B
HCCJIENOBAaHUU PACXOJ0B;

- obecneyeHne KBaMMPUIUPOBAHHON MENULIMHCKOM MOMOIIM B MENSX TapaHTHH
0€30MaCHOCTH UCIBITYEMBIX;

- JIOK nomxeH ybemuTbCcs B TOM, 4YTO BPauM-HCCIENOBATEIM HMEIOT COOTBETCTBYHOLIYIO
KBaNTM(UKALUIO U HeOOXOMUMBIH OTIBIT MPOBEACHMS KITMHUUECKUX HCCIIEOBAHUIT,

- JIDK pomxeH yGeauTbhCs B COOTBETCTBHMA BO3MOJXKHOCTEH KIMHHYECKOTO LEHTpa
HNOTPEOHOCTAM OKa3aHus HeoOXoAMMOH MeAMUMHCKOW noMomu (B TOM 4HCIE,
HEOTJIOKHOM).

5. JIDK moxer ogo6puTh IpOBEIEHHE IUIAHUPYEMOTO HCCIeJOBaHMS/UCIBITAHUS
TOJILKO B TOM CJIy4ae, €CJIU PUCK AJIs YYaCTHUKOB HMCCIEJOBAHMS CBEIEH 10 MUHUMYMa,
y4TeHbl BCE BO3MOXHOCTHM TapaHTHPOBAaTh HMX O€30MaCHOCTb, MMEETCSI HECOMHEHHas
IONb3a OT y4acTHs B HMCCIENOBAHUM, ¥ OHA ‘CYL€CTBEHHO MPEBLIMIAET PHCK, YYTEHBI
MHTEPECH M 3alIUIEeHbl IPaBa YYaCTHUKOB UCCIIENOBAHUS, KaK MAHNEHTOB, TaK U BpPa4eil.



