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ITepeyeHb OCHOBHBIX COKPAIleHUIl, MOHATHII U ONpeaeIeHH I

K9 - Komurer no stuke
NC - napopmupoBaHHOE coracre
BO3 - BcemupHas opranuzanys 3paBoOXpaHeHUS

bunostuka - CBOJ IMPUHIHUIIOB U HOPM, ,Z[CI‘/’ICTBYIOH.[I/IX Ha OCHOBC TpaaAMIHUOHHBIX
TYXOBHBIX IIEHHOCTEH B OOJACTH 3[0POBBS U 3[PAaBOOXPAHEHUS U PETYIUPYIONINX B
3TOM chepe B3aMMOOTHOIIICHHUSI TOCYIapCTBA ¢ OOIIECTBOM, CEMbEH M JIMYHOCTBIO, &
TaK)Ke B3aMMOOTHOIICHUS MEAUIMHCKOTO pPa0OTHHKA M TalueHTa B CBSI3U C
MEIUIIMTHCKHM BMEIaTeILCTBOM

MCIII/IHI/IHCKOC BMECIIATCIbCTBO- BO3IICfICTBHC Ha OpraHru3M 4€JIOBEKa MEIUITMHCKUMU
METOJaMH MU CPEACTBAMU B MLCIIIX O310POBJICHUA, HpO(bI/I.]'IaKTI/IKI/I, JNarHoCTHUKH,
JICUCHUSI, peaGI/IHI/ITaHI/II/I, Hay4YHOI'0 UCCJICAOBaHUA

OTHYeCKHE MPUHIUIBI - COBOKYITHOCTh TPEOOBaHMH, HPABCTBEHHO OPUEHTHUPYIOIINX
JIESITENBHOCTD B 00JIaCTH 37J0POBBsI UENIOBEKA

KivHuueckue WCHbITaHUST — ONBITBI  HAa  JIIOJSX, BKJIIOYAIOIIUME  MEIUKO-
OHMOJIOTHYECKHE MCCIIeIOBaHUS, IETbI0 KOTOPHIX SIBIISIETCS MPOBEPKA BO3EHCTBUS Ha
Oopranm3M OOJILHOTO  4YeJOBeKa HOBBIX (HE  HCIIOJIB30BABINUXCS — paHEe)
MPOOUITAKTHIECKAX, TUATHOCTHISCKUX MIIH TEPAIEBTUUCCKUX METOJIOB M CPEIICTB

KoH(uukT MHTEpecoB — BO3HHMKAaeT B TeX CIydYasx, KoOrja 4WieH (WU YICHBI)
Komurera mo STHKE HMEIOT OIpPEAEICHHbIE HHTEPEChl II0 OTHOIICHHUIO K
NpPEICTaBICHHON Ha pacCMOTPEHME 3asBKE, KOTOpble MOIYT MOBIUATH Ha HX
CIIOCOOHOCTD BBIPa3UTh CBOOOJHYIO M HE3aBUCHMYIO OLIGHKY MCCIICIOBAHUS B IUIAHE
3alIUTHl YYAaCTHUKOB HccnenoBaHus. KOH(QIUKT MHTEpecOB MOXET BO3HHKHYTH,
ecmn  uireH Komurera mo 3THKe wWMeeT (HHAHCOBBIE, MaTepUANIbHBIE,
OpTaHU3aIMOHHbIE WIN COLHAIbHBIE HHTEPECH], CBA3aHHBIE C NCCIICAOBAHNEM

Y4acTHUK UCCIIEOBAHUS — JIMIIO, KOTOPOE MPUHUMAET ydacThe B OMOMETUIIUTHCKOM
HCCIIEIOBATEILCKOM  TMPOEKTe, JH00 KAk  CyOBEKT  HEMOCPEICTBEHHOTO
BMELIATEIbCTBA (IPUHUMAIOUINI HCCIEAyeMbI MPOAYKT WM MOABEPraronuics
WHBA3MBHOHM TMpoleaype), JTUO0O KaK yYaCTHHK KOHTPOJIBHOH TpYIIBI, JHOO Kak
CyOBEKT, HAXOISAIMUNCS MO HAOMIOMeHUEM. TaKkuM JTUIIOM MOXET OBITH 3JI0POBBIMA
YEJIOBEK, KOTOPHIH JTOOPOBOJHHO COTJIAMIACTCS MPHUHSITH YY9acTHE B HMCCIICIOBAHUM,
WIA YENIOBEK, b€ COCTOSHUE 370POBBSI HE CBSI3aHO C XapakTePOM IPOBOIMMOIO
UCCIICIOBAHAS W KOTOPBHIM JOOPOBOJBHO COTJIAIIAETCS TIPUHATH YYacTHE B
WCCIICIOBAHNN, WIN CYOBEKT (OOBIYHO TAIMEHTHI), Ybe COCTOSHHUE 3I0POBbS
OTHOCHTCS K MCIIOJIb30BAHUIO UCCIICYEMOTO MPOIYKTA MU K U3y4aeMbIM BOIIPOCAM

Komurer mo OmodTHKE — HE3aBHCHUMBIH OpraH, ICHWCTBYIOUIMHA Ha YpPOBHE
HAyYHOW OpraHu3aldyd B OO0JIACTH 3JPaBOOXPAHEHHS WIH KIHHHYECKOH O0a3bl
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BBICIINX MEOULMHCKHAX OpraHu3aliii oO0pa3oBaHMs (JIOKaIbHBIN), PETHOHA CTpPaHEI
(pervoHanbHBI), rocygapcTBa (HALMOHANBHBIA) WM COOOIIECTBA TOCYIApCTB,
COCTOSILMH KaK U3 NPoeCcCHOHATIOB (MEANILMHCKIX, HAYYHBIX CIICLUAIUCTOB), TaK U
npeAcTaBuTeNe OOIIeCTBEHHOCTH, KOTOpPhIE HAa OCHOBE IIPOBEICHHS AITHUYECKOM
9KCHEepPTH3Bl IPHU3BAHBI TapaHTHPOBATh YYACTHUKY WCCIEIOBAHUS M OOIIECTBY
coOmofieHre TpaB, O€30MacHOCTH W OXpaHy 3/0pOBbS  YYacCTBYIOIIMX B
MCCIIeIOBaHNH JIMLI;

WudopmupoBanHOe coriacue — MOATBEPXkAEHHE YYACTHUKOM HCCIIEIOBAHUS
CBOET0 /J00pOBOJILHOTO COIJlacusi Ha y4YacTHE B KOHKPETHOM HCCICAOBAHUM Ha
OCHOBE 03HAKOMJICHUS ¢ MH(OPMAIMEH 110 UCCIEIOBAHUIO;

broMequuMHCKOE MCCIENOBAaHHME HA YeJ0OBeKe M HA JKHBOTHBIX -
UCCJICIOBAHAE C YYacTHEM 4YeJIOBEKa, IMPOBOJAMMOE C IICNbI0 W3YYEHUS HOBBIX
MUATHOCTHYCCKUX, JICUCOHBIX W/WIN TPOPMIAKTHUCCKAX CPEACTB M METOIOB,
MOyYEHUSI HOBBIX 3HAHWN MO (PU3UOJIOTHUU U TICHUXOJOTHHU YEIIOBEKa B YCIOBHIX
HOPMBI, TIATOJIOTHH M JKCTPEMAaNbHBIX CHUTyalnii. bruomenuuuHcKue UCCIIeOBaHUS
MOTYT MpeIyCMaTpUBaTh MHTEPECHl KOHKPETHOIO YYACTHHKA HCCIICAOBAaHUS, TaK H
OCYIIECTBIIATHCS ~ 0€3 HEMOCPEICTBCHHON MOJB3bI JJIA JIMIA, yYaCTBYIONIETO B
HCCJIEIOBAHUH;



BBenenune

B mocnemnme necatwieTHss BO BceM MHpe OypHO pa3BHBaeTcsi OHOITHKA -
MEXIUCHUIUTMHAPHAS, OHOJIOTHYECKH OpHUEHTHPOBAaHHAS COBPEMEHHAs OTpacib
3HaHU, aHATU3UPYIOLasi HDAaBCTBEHHBIE BOIPOCHI B OMOJIOTUHN U MEIUIIVHE.

OrpoMHOE 3HAYCHHE MPHIACTCS COOJIOCHUIO OCHOBHBIX ITHYCCKUX IMPHHIIMIIOB
IpU IJIAHUPOBAHUH, MPOBEICHUU U BHEJIPECHUU HAYYHBIX IPOEKTOB C BOBICYCHHEM
JoJIel Kak y4aCTHUKOB HcclieqoBaHus. COBpeMEHHBIM MHTEPEC K STUKO-IIPABOBBIM
acmeKkTaM OHWOMEIUIMHCKHAX HCCIEAOBAHUH C y4JacTHEM 4YeJoBeKa OOYCIIOBJICH
[ENBIM  PSIIOM TIpuYuH. B mocnemnee Bpems OHOMEIUIIMHCKHAE WCCIICIOBAHUS
CTaHOBATCA  Oojiee  MacIUTaOHBIMHM,  HEOOXOAMMBIMH M DKOHOMMYECKH
BOCTpeOOBaHHBIMU. [lOSBISIOTCS HOBBIE JICKAPCTBEHHBIC IMpENapaThi, TEXHOJIOTHH,
npuOOpHl MEAUIIMHCKOTO HA3HAYCHHSI M JUATHOCTUYECKUE MpoleAyphl. Beé dare
BBIpa)XaeTcss OOECIOKOCHHOCTh IIMPOKHX CIOEB OOIMIECTBEHHOCTH O BO3MOXKHBIX
COLIMAJIbHBIX, MOPAJIBHBIX, IICHXOJIOTHMYECCKHX W (HHAHCOBBIX MTOCJIEACTBUAX
MOTyYEHHOU B ATHX MCCIIEAOBAHUIX HH(DOpMAIINH.

[TpuHIUITBI OMOSTHKY TMOSIBIJIICH B OTBET Ha HETaTUBHBIN OMBIT MPH MPOBEICHUU
OMOMETUIIMHCKUX HCCIIeOBAaHMA B TponuioM. PaspaboTaH psim MexXIyHapOIHBIX
PYKOBOJICTB, CII€IOBAaHHE KOTOPBIM SBJISIETCS TapaHTHEH COONIONEHHS TpaB, YECTH H
JIOCTOWHCTBA, 0€30MACHOCTH M OJIaroImoyydusi YYaCTHUKOB HCCIIEIOBAaHHA, a TaKKe
JIOCTOBEPHOCTH ¥ KOH(PHUICHITUAIEHOCTH PE3YIBTATOB UCCIEA0BaHUN. JIJI1 KOHTPOIIS
COOJIIOZICHNST STHYECKUX CTaHAApPTOB IPH IJIAHWPOBAHWH W IIPOBEACHUH HAYYHBIX
UCCIIeZIOBaHMIT BO MHOTHX CTpaHax ACHCTBYIOT KOMHUTETBHI/KOMHCCHUM — ITHYECKOM
skcnepTrsbl (OK) HaydHBIX HCClIeIOBAaHUM C BOBICUYCHUEM JIFOICH.

Oro mocoOue co3maHo JUIsl TMperojaBaTelieil, uccienoBarened U wieHoB OK,
KOTOpBIE:
® MPOBOJST UCCIEOBAHUE C BOBJICUEHUEM JTFOJICH;
® XOTAT MPUMEHHUTHh STUYECKHE MPHUHIIMITEI MPU TUIAHUPOBAHUU M IPOBEICHUU
HCCIIeJOBaHUM;
® JIalOT 3TUYECKYIO OIIEHKY Hay4yHO - UCCIIEA0BAaTENLCKUM MPOTOKOJIaM
JanHoe ocoOue mpe/yiaraeT YNTaTeIIsIM:
e 0030p OCHOBHBIX MOHATHI 3TUKU HAYYHBIX UCCIIEOBAHUI
® CHUTYallMOHHBIC 3aJa4yd, MPH IOMOIIM KOTOPBIX OOyYaloIIUecs MOTYT
PaccMOTpeTh peaabHble IPUMEPHI ATHYECKUX BOIIPOCOB
® TECTHI IJIs OIICHKHU MOJTYYCHHBIX 3HAHUH
® CIIHCOK JHUTEPaTyphl M JOKYMEHTHI 10 COBPEMEHHBIM IEPCIEKTHBAM ASTHKU
Hay4HbIX MCCIIEOBaHUI



Pa3jaen 1. OcHOBHBbIE NPUHIUIBI 3TUKU HAYYHBIX HCCJIEI0BAHUI (003 THKH)

buoatrka nokoutcs Ha TpeX OCHOBHBIX IIPUHLMUIAX, KOTOPBIE SBJISIOTCS OCHOBOM
BCEX MPaBWI U PYKOBOJICTB IO ATHKE. DTO CIEAYIOLIUE PUHLUIIbL:

- YBa)XXCHHUE K YEJIOBEKY

- IoJIb3a

- CIPaBENIUBOCTb
OTH TPUHIUIBI PacCMaTPUBAIOTCA KaK YHHBEpCAJIbHBIC, BBIXOISIINE 33 IPEAEibI
reorpaMuecKux, KyJIbTYPHBIX, SKOHOMHUYECKUX, IOPUANYECKUX U TOJUTHUECKHX
rpaHuil.
Y4eHble, HHCTUTYTHI U, KOHEYHO, COOOIIECTBO, 00S3aHbI 00ECIIeUNTh COOIIOCHNE
STUX NPUHIUIOB NPU NPOBEIACHUH HCCIENOBAaHUI C yyacTHEM uernoBeKa. XOTs ATH
MIPUHIAITEl  YHUBEPCAJIbHBIE, CUTYAIUH, TPeOyIoIie COOMIOACHUS STHX MTPHHITUIIOB,
HE SBISIIOTCS yHHUBepcaibHbIMU. [loaToMy mpoueaypsl, HCIOJIb3yeMble I
STHYECKON HKCHEePTH3HI, He MOTYT OBITH ONITUMaNbHBIMHU. Hampumep, He cymiecTByeT
YHUBEPCAIbHOIO IPUHIUIA 10 MOHUTOPUHTY 33 KIMHUYECKUMU HCIBITAHUSIMH.
Hecmotps Ha 3TH OrpaHn4eHus, OCHOBHBIE IPHHLIMIIBI OMO3TUKH JTOJKHBI YIIPaBIATh
MIOBEJIEHUEM BCEX JIIOJECH, BOBJICYEHHBIX B IUIAHHUPOBAHUE, BBIOJIHEHUE U
CIIOHCHPOBAHUE UCCIIEIOBaHUH.

YBakeHUE K YETOBEKY

[IpuHIMI yBa)keHUs K YENOBEKY MPU3HAET BO3MOXHOCTH M MPABO WHAMUBUAYYMOB
JienaTh CBOW COOCTBEHHBIM BBIOOD W NPHHUMATh pEHICHUSA. ODTO OTHOCUTCA K
YBaXXEHHUI0O ABTOHOMHH U CaMOOIPEJECNICHUs] BCeX JIIOJACH, NpU3HAHUSA UX
JIOCTOMHCTBA U CBOOO/IBI.

ABTOHOMUSI JIMYHOCTH — TPUHIMI OWOMEIUIIMHCKON OTHKH, OCHOBAaHHBIA Ha
eMHCTBE TpaB Bpada W TAIMEHTa, HCCIIEIOBATENs] M CYOBEKTa HCCIICIOBAHWS,
MpeInoNaralomuii WX B3aWUMHBIA JWAJOr, TPA KOTOPOM TIpaBO BEIOOpa W
OTBETCTBEHHOCTh pacmpeaensieTcss MexAay HuMu. CoriacHO JTOMY NPUHITUITY
MPUHATHE PEIICHHS OCHOBAaHO HAa B3aMMHOM YBa)KCHHU CTOPOH U MX AKTUBHOM
YYacTHH B 3TOM IIpoliecce, TpeOyIomem

- KOMITETEHTHOCTH

- nH(OPMHUPOBAHHOCTH

- TOOPOBOIBHOCTH MPUHSATHS PEIICHUS.

DTHYECKUM OCHOBAaHWEM MPUHIIUITA aBTOHOMHUH JIMYHOCTH BBICTYTIAET TIPU3HAHUE €€
HE3aBUCUMOCTH U MpaBa Ha CaMOOINpEIEICHHE.

BakHbIiI KOMIOHEHT 3TOro MpPHMHIMUNA - HEOOXOAUMOCTh OOECHEUUTH O0COOYIO
3aIIUTY YSA3BUMBIX I'PYIII HACEJICHUS.

UccnenoBanus cpey ysA3BUMBIX TPYI HYKAAIOTCS B 0COOOM BHUMAaHHHU M 3alLHUTE.
Jetn, 3aKiII04eHHbIC WM IICUXUYECKHE OONBHBIC - IPUMEPHI YA3BUMBIX Ipymil. Jlroau
C HHM3KHM YpPOBHEM OOpa3oBaHMsA, >KMBYIIHE B O€JTHOCTH, WM C OTPaHMYEHHBIM
JIOCTYIIOM K MEIULUHCKUM YCIyraM — TakKe OTHOCATCSA K YSA3BUMBIM rpymnmnam. B
HEKOTOPBIX KYJAbTYpax MKEHIIMHBI TaKKe€ MOTYT OBITh OTHECEHBI K YA3BHUMBIM
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rpymmnaM. JKeHIMHBI MOTYT OTJIMYATBCS OT MYXKYHH B MPOIecce MPUHATHS PEIICHUH,
YTO 3aTPyJHSET MOJNyYCHUE ACUCTBUTENBHO NOOpoBoNbHOTO cornacus. [lomoOHbIe
YCIIOBHSI MOTYT TIOCTABUThH MMOJ| COMHEHHE BO3MOXKHOCTh YEIOBEKAa OTKA3aThCsS OT
y4acTHsl B HCCIICOBAHUH.

IIpuHmmn yBakKeHWS K YEIOBEKY BOIUIONICH B Ipolecce WHHOPMHUPOBAHHOTO
cornacus (HUC).

HC cocraBiseTcs, 4ToObl AaTh BO3MOYKHOCTh HHIUBHUAYYMY IMPUHATH JOOPOBOJIBHOE
WHOOPMUPOBAHHOE  PEIICHHE  OTHOCHUTENBHO  y4acTHS B  HCCIICIOBAHHM.
IToTeHuuanpHble YYaCTHUKU HCCIEOOBAHMS JOJDKHBI IOJTHOCTHIO IMOHMMATh BCE
snemenThl Tporecca UC. YV yuacTHUKOB HCCIEIOBAHUHA JOJDKHO OBITH JTOCTATOYHO
UH(OpMAIUK, HA OCHOBAHUM KOTOPOW OHU MOTYT NPUHSATH PEUICHUE — Y4aCTBOBATh
WJIM HE Y4acTBOBATh B UCCJIEIOBAHUU.

WNudopmarus 1oDKHA coaep)kaTh JaHHBIE O IEIAX M METOAAaX HCCIICOBAHHUSA,
pUCKaX M BO3MOXXHOHM II0Jb3€, aJbTCPHATHBHBIX BO3MOXHOCTAX (B cCiydae
MPUMEHCHHUS TEepaluH), a TaKKe IOJOKEHUE O TOM, YTO CYOBEKT HCCIICIOBaHHS
UMEET TPaBO 3a/JaBaTh BOIMPOCHI M OTKAa3aThCS OT MPOMOJDKCHHS ydacTHs B
HCCJIEIOBAHUU B JI000H MOMEHT.

JlolokHa TpencTaBIAThCS aAeKBaTHas HHGOpPMALUSA, NPH 3TOM HCIOIB3YETCs
CTaHAapTHas (OPMYIHPOBKA, MPUMEHNUMas K JoOpoBombnaM. HenomHoe packpeiTie
MH(OPMAIUK JIOMYCKAETCS JIHIIb B CIIy4asx, KOTJa SCHO 4TO:

e HECBO3MOXXHO JIOCTUYb IUEJH WCCIICAOBAHMS, TPH I[OJHOM PACKPHITHU
HHGPOPMAITUH;

e HEPACKPBITHIE PUCKHA — MHHUMAJIbHBI;

e B TMOAXOAAIIEE BpeMs YYaCTHHKAM WCCIEIOBaHHSA OYyHET pacKphiTa BCS
uH(OpMaLUs U MPeICTaBIeHbl OTYETHI 110 UCCIIEJOBAHHIO.

Y4YacTHUKM HCCIEIOBAaHUI JOMKHBI IOHMMaTh COOOIIaeMbleé MM  CBECHUS.
[IpemnosxxenHas uHGpOPMAIHS JODKHA OBITH aJalTHPOBaHA K YPOBHIO X TOHUMAaHUS.
IIpy mpuBneUeHHMM K YYaCTHIO B MCCIEJOBAaHUM TPEACTaBUTENEH YA3BUMBIX
KOHTUHTEHTOB (HECOBEPIICHHOJIETHHE, JUIAa C  ICHUXHYECKUMH HapYIICHUSIMH,
HEHU3JIeYUMO OONbHBIE, MAlMeHThl B KOMAaTO3HOM COCTOSIHUM M T. 1.), UM TaKxKe
JOJDKHA OBITh MNpPEAOCTaBlICHa BO3MOXKHOCTH BBIOOpa — y4acTBOBaTb WM He
y4acTBOBaTh (B TOW Mepe, HACKOJIBKO OHM 3TO MOT'YT JenaTh). VX Bo3paskeHUs He
JIOJDKHBI MTHOPHPOBATHCS, MX MPaBa JOJDKHBI OBITh TIIATEIHHO 3amuieHsl. Kaxmas
rpynna Takux JIML JOJKHA pACCMATPUBATHCS OTIENBHO. YBaXXEHUE K MHIUBUAYYyMaM
BKJIIOYAeT MOIy4yeHHe HH(OPMHUPOBAHHOTO COTJIACHS HAa YUYacCTHE B HCCIIEIOBAHUH OT
TPEThUX JHII (HapuMep, 3aKOHHOTO MPEJCTaBUTENS) C IEIbI0 00eCIIeYeH s 3aIluThI
IPaB UCTIBITYEMBIX.

W, makonem, coriiacue Ha y4JacTHe IOJDKHO OBITH JOOpOBONBHBIM. Hemomyctnmo
HACWJIME WJIM HEOIpaBIaHHOE IaBJICHUE AJS TOIYYCHHs COTJacHs Ha y4JacTHe B
HCCIICIOBAHNHN, OCOOCHHO Y MPEACTABUTENICH YSI3BUMBIX KOHTHHICHTOB



CutyanuonHas 3axaya Ne 1. YBakeHHe K YeJIOBEKY

Mectaeiii M3 3akazan ucciiefoBaHHE II0 HM3YYCHMIO IMOBEACHUYECKHX (HaKTOPOB,
CIIOCOOCTBYIOIIMX KOHTPOIIO 3a pacnpoctpaneHHocTsio WIIIIII cpean pabotHun
KOMMEPUYECKOTO CeKca. Y4JacTHUKH OynyT mporectupoBansl Ha Tpu UIIIIII, a 3arem
IPUMYT y4acThe B MHTEpBbIO. KaXIbpli ydaCTHHK IMOJY4YHT KapTy C HOMEPOM,
COOTBETCTBYIOIIMM HMX 00pa3ily KpoBH. JKEHIIMHBI, KOTOpble 0E3BO3ME3THO CIAIOT
KpOBb, OyAyT UMETh IIPaBO MPEACTABUTH CBOIO KapTy JUIA MOJyYEHHS Pe3yIbTaTOB
tecta. Te, y KOTOpPBIX OOHapyXWIM TO3WUTHBHBIA pe3yibTaT MO OJHOW M3 Tpex
UH(EKIMi, monyyaT 6ecriatHoe JiedeHue. JloNnoMHNUTENbHO, BCe YIaCTHHUIIBI OTyyaT
HeOOJBIION MOAAPOK 32 yJacTHe.

LleneBoil Tpynmoil SBASIOTCA PaOOTHHUKU MYOJIMYHBIX JOMOB, KOTOPBIE IOJHOCTBHIO
KOHTPOJIMPYIOTCA  yHOpaBistonMMu. Jlo Hadajga HCCIENOBaHUS MCCIEA0BATENb
BCTPEUACTCS C YIPABISIOIMM JUIS TOJIYYEHUs pa3pellieHusl Ha €ro nposeaeHue. Bo
BpeMs BCTPEYM YIPABISIIOIINI 3asBIseT, YTO BCE JKEHIMHBI, padoTaroIlue B
MyOIMIHOM JToMe, OYAYT y4acTBOBATh B UCCIICIOBAHU.

Bomnpocsr:
1. Kakue marm MOTyT NpEANPHHATh HUCCIEAOBATENH, YTOOBI YOCIUTHCS B
cBOOOHOM 1 0OpoBosbHOM TorydeHun VC oT BceX y4acTHHKOB?
2. Ecnmm xeHIMWHA perraeT He yJ4acTBOBATh B WCCIIECMOBAHHUM, YTO MOXET OBITh
CIEJIaHO IS €€ 3aIUThl OT HaKa3aHUs CO CTOPOHBI YIPaBISIOMIEro?
3. Ecnu Bwl cumrtaete, 94TO KEHIIMHBI HE CMOTYT JIaTh JOOPOBOJBHOE COTJIACHE,
KaKWe albTepHaTUBBI BbI Morium 661 ipetoxkuts M3?

Ilone3HOCTH

[IpuHIMIT TONyYEHWsI TONB3BI JENaeT MCCIeA0BaTeNsl OTBETCTBEHHBIM 32
¢u3nUecKoe, MEHTAIFHOE W COIMAJbHOE OJIaroroyiydue yJacTHHKa B TEUEHHE
uccnenoBanus. [lonp3a Taxke COOTBETCTBYET T.H. IPUHLUIY «HE HABPEIN».
Pucku ot ydacTust 1OMKHBI OBITh B3BEIICHBI MPOTHUB MOTEHIMAIBHOMN MONb3BI IS
y4acTHHKA M 3HAYMMOCTH NPHOOPETCHHBIX 3HaHUH. B mro0oM ciydae, Bce pucKu
JOJKHBI OBITH CBEZICHBI K MUHIMYMY.
3amuTa Y4YacTHMKa — OCHOBHas OTBETCTBEHHOCTb HCCIENOBATENs. 3alliura
ydacTHHUKa Oojiee BaXKkHa, 4eM:

- CTpEMIICHHE K HOBBIM 3HaHUAM
- I0JIb3a JUIsl HAYKU
- JIMYHBIN WK TpOoQeCcCHOHATBHBIN HAYIHBIH HHTEPEC

Ilpunyun nonesnocmu  TNOApPa3yMeBaeT HE TOJBKO 3allUTYy CYOBEKTOB
HCCIIEIOBAaHUH OT BO3MOXKHOTO yIiep6a, HO M PacCMOTPEHHE BBITOMBI, MPUYEM He
TOJIBKO JUIS OTJEJIBHOTO MHAMBHMIYyMa, HO U Ui BCEro oOmecTsa B LenoM. TecHo
CBsI3aH C MPHUHIMIIOM II0JE€3HOCTH, aHAJIN3 COOTHOIICHMS PHUCK/MONb3a. Pemenne o
TOM, SIBJIIETCSI JI COOTHOIIIEHHE PHCK/TIONB3a AOMYCTHMBIM, JIOJKHO OCHOBBIBATHCS
Ha TILATEJIBHOM aHaiuu3e HHQOpMaluy, Kacaloledcs BCeX CTOPOH HPOBEICHUS
UCCIIENIOBAHUSA U CHCTEMHOTO PAaCCMOTPEHHMS albTEPHATUBHBIX BapHaHTOB. J[OKHEI



paccMaTpuBaTbLCA BCE BO3MOXKHBIC BHUIBI ymep6a, a HE€ TOJIBKO (I)I/IBI/I‘IGCKI/IC nJn
MCUXOJIOTUYCCKUEC CTpadaHuA UIN TPaBMbI.

Heo6xonumo 4éTKo omnpenenuTh:
¢ HAYYHYIO [IEHHOCTb IIPEITOCHUIOK K IPOBEICHUIO MCCIICIOBAHUS;

e CYHMHOCTb, BCPOATHOCTb W BCIIMYUHY KoJieOaHu i PUCKOB C MAaKCHUMAJIbHO
BO3MO>KHOH TOYHOCTBIO,

¢ OCHOBBIBASCh Ha N3BECTHBIX (DaKTaX MJIM JAPYTHX UCCIEIOBAHHSX, ONPEICIUTD,
SABJAKOTCA JIKM  OINpaBAAHHBIMU paC‘léTLI ucciaeaoBarciii B OTHOIICHHUH
BEPOSITHOCTH PUCK/TIONB3A.

HpI/I OICHKE COOTHOIICHUA pncx/nonwa MNPUMCHAIOTCA  CIICAYIOIINEC NATb
OCHOBHBIX IIPUHIMIIOB WUJIX IIPpaBUII:

1. JKCCTOKOC, HJIM HETYMaHHO€ OTHOHICHHE K Y4YaCTHHKaM HUCCISIOBaHUMN
HHUKOT'Ja HC MOXKCT OBITh HPaBCTBCHHO OIIpaBAaHHBIM,

2. PUCK JOJDKEH OBITh MHUHMMH3MpOBaH. EciM ecTh BO3MOXKHOCTB, TO JIydIIle
BOOOIIIE HE TIPUBJICKATH JIFOJICH B KAUeCTBE YIYACTHUKOB HUCCIICIOBAHUI;

3. HeoOXoguMO TpeboBaTh, JOCTATOYHOTO OOOCHOBaHHA HEOOXOAMMOCTH
MIPOBEJIEHHSI NCCIIEIOBAHNI CO 3HAUUTEIHHBIM PHCKOM CEPhE3HOTO yIepoa;

4. HGOGXOZ[I/IMOCTB HpI/IBJ'Ie'-IeHI/IFI yf[3BI/IMI)IX rpynn HACCJICHUS OOJIKHA 6])ITB
JIOKa3aHa;

5. ManMeHTHI AOJDKHBI OBITH IOJHOCTHIO HH()OPMUPOBAHEI 000 BCEX BO3MOXKHBIX
PHUCKax U MPEeUMYIIECTBAaX Y4aCTUS B UCCIIEJOBAHUU.

CrpaBeUInBOCTb

OO0s13aHHOCTB MCCIIEAOBATENIS - PACTIPEAEIISATh PABHOMEPHO PUCKU U MONB3Y OT
yuyacTHd B HccienoBaHuu. HaOop yuyacTHHKOB clleAyeT TPOM3BOAMTH Ha
paBHOIIPaBHOH ocHoBe. IIpunyun cnpasednusocmu TPENSATCTBYET NPeoOIagaHuIo
pHCKa I OFHOM TIpymmel A MONB3bl Opyrod. IlpuHIMN crpaBeIMBOCTH
HOAPa3yMeBaeT, YTO OTOOP CyOBEKTOB AJISl UCCIENOBAHMS JOJDKEH OCYIIECTBIATHCS
OecnprcTpacTHO. DTO OTHOCUTCSA M K CAaMOMY YYacTHHUKY, KaK MHAWBUAYYMY M Kak
YIEHY COLUAIIBHOM, PACOBOM, OJIOBOM WIIM STHUUYECKOU IPYIIIIBL.

Y4YacTHUKM HE JOJDKHBI BBIOMpPAThCS MOTOMY, YTO MM CHMIIATH3UPYeT WIIHM He
CHUMITaTU3UPYET HCCIeI0BaTeNb, (HampuMep, oTOOp “HENMpHUATHBIX  WHAWBHIYYMOB
ULl PUCKOBAHHBIX UCCIICAOBAHUM).

Couuanvnaa cnpagednugocms ONPEAETSeT MOPSIIOK OYEpPEeTHOCTH MpPHU BhIOOpE
YYaCTHUKOB MCCIIEJIOBAaHUH CpPEe pa3NUIHbIX TPYII HaceleHus (HarmpuMep, cHavana
BBIOMPAIOT B3pOCHIBIX, MOTOM — Jereif). HekoTopele Trpymnmbl HOTEHIHAIBHBIX
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YYaCTHHKOB (Harmpumep, CUXUYECKU OOJIbHBIC MAIlEHThl, BOGHHOCTY)KAIUEe MOT'YT
OBITh MPUBJICUCHBI B KAU€CTBE CYOBEKTOB HCCIICAOBAHMI JIMIIb HAa OMNPEACIEHHBIX
YCIIOBHSAX).

[TlogoOHBIE  coOOpaxeHHst MOTYT OBITb  YMECTHBIMH  JUIi  HCKIIIOYEHHSA
HECIPABE/UIMBOCTH, BO3HUKAIOLIEH OT COLMAIbHBIX, PACOBBIX, IOJOBBIX WU
KYJIBTYPHBIX IPUCTPACTHH, NMEIOIINXCS B 00IIECTBE.

VyacTHUKHN HE JOJIKHBI OT6I/IpaTI)C$I JIMIIb Ha OCHOBC TOI'0, YTO OHH YXKC HaXOIATCA
TaM, TAC UAET HCCIIEA0OBAaHUC, WIIM ITIOTOMY, YTO B PE3YJILTATC UX 3a00JIeBaHUS WU
COIHMAJIBHO-OKOHOMHYECKOI'O ITOJIOKCHUS, UMHU JICTKO MaHUITIYJINPOBATh.

HeoOxomumo crieauts 3a TeM, UTOOBI HE Meperpyxarb JOTOTHUTETbHBIMHU
HCCIIEIOBATEIbCKUMH  IPOUEAYpPaMH TAIWEHTOB, HAaXOMIIUXCA B JIedeOHBIX
YUPEXKJEHUSAX, TaK KaKk OHM U TaK YXKE€ IOABEPrarOTCs CaMbIM pa3HBIM
JUAarHOCTHYECKUM U JIeueOHBIM IIPOLIEAYPaM B CHILY CBOETO 3a00JIE€BaHHUS.

IIpu HeTepaneBTHYECKHX HCCIEAOBAaHUAX C BO3MOXKHBIM PpHCKOM  CIENyeT
MpUBJIEKaTh APYrHe, MeHee “Harpy>KeHHbIE T'PYIIIbl HACEICHH, €CITU TOJIBKO CAaMUM
UCCIIEIOBAHUEM HE OOYCIIOBJIIEHO M3Yy4YE€HHE O0COOOr0 COCTOSIHHS TPHUBIEKAaeMOM

TPYIIIBL.

Haan/IMep, CIIPaBCAJIMBOCTbL HE IIO3BOJISACT HCIIOJIB30BAHUC YA3BHMBIX TIPYIIT —
MCHBIINMHCTB, 6€I[HI>IX, 3aKIIIOYCHHBIX - KaK YYaCTHUKOB MCCICIOBAHUA JIA
HCKJIIOYNTEIBHOM MOJIb35I 00sIee MPUBUIICTUPOBAHHDBIX n}oneﬁ.

Tax JKE€, KaK U C IPHUHIUIIOM YBAXKCHUS K YCIOBCKY, 3/1€Chb UACT pE€Yb O 3allUTC
YA3BUMBIX TPYIII, BKJIIOYasd 6eI[HBIX u Jul C OrpaHUYCHHBIM JOCTYIIOM K
MEAUITUHCKOMY O6CHY)KI/IB3HI/IIO.

Curyannonnas 3aga4ya Ne 2.I1osib3a u cnipaBeAINBOCTH

boul mpoBeneH cepuilHbIM ONBIT C paOOTHMKAMU KOMMEpUYECKOro cekca. llembro
OIbITa OBUIO OLCHUTH BIWSHUE IOOABICHHSA >KEHCKUX NPE3CPBATUBOB K CUCTEME
pacIpeneneHuss MYXKCKUX IpPe3epBaTUBOB, U3MEPSEMOE B HM3MEHEHHH MPOIOPLUU
CEeKCYaJIbHbIX KOHTAKTOB C MCIOJb30BAHMEM IIpe3epBaTUBOB. lcnonb3oBaHue
MIPe3epBaTHBOB OBLIO OLIEHEHO Yepe3 WHTEPBBIO C YYaCTHHKAMHU 00 HWCIOIb30BAHUH
3alUTHl B TeueHHe nocieqHux 10 KOHTakToB. DTH M3MepeHHs ObUTH cIenaHbl 110
MSATH MYHKTaM: IBOMHOE MOCIIEI0BaTENbHOE POBIKEHIE MYKCKHUX IPE3epBaTHBOB
U ICHCTBHA 10 UX PAaCIPOCTPAHEHHIO; 3-X Pa30BOE MOCIE0BATENEHOE MIPOIBUKEHUE
U paclpeieieHHe U MY)KCKHX U )KEHCKUX MPe3epBaTUBOB.

MecTHBIE ~ OCHOBHOM  HCCIIEOBaTeNb, YBaKaeMblii  aJBOKar  pabOTHUKOB
KOMMEPYECKOT0 CeKca, OOBSCHWI, YTO J>KEHIIMHBI C SHTY3Ma3MOM Y4YacTBOBAIU B
OTIBITE C JKEHCKAMU TIpEe3epBATHBAMH, TaK KakK ObUT 0OecriedeH CBOOOHEIN JOCTYII K
STOMY WHHOBAILlMOHHOMY METOAY JBOMHON 3amutThl. IlepBbIl Kpyr H3MepeHHs
WCTIOJIb30BaHMS TPE3epBAaTHBOB OBLT 3aBepIleH, Kak ObIJIO 3allaHupOBaHO. AHAIHN3
MpeABAPUTEIBHBIX AAHHBIX ITOKA3al, YTO YYACTHUKH HMCCIEIOBAHUS JIOJOXKIIN 00
UCIIOJIB30BaHUM MYKCKHX TIpe3epBaTHUBOB MNpu  Oonee ueM 95% cexkcyasbHBIX
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KOHTAaKkToB. Jlajgee ciemoBajgo HHTEPBBIO A TMONTBEPXKACHHS HCIIOJIB30BAHUS
JaHHBIX TEXHHUK OE€30MacHOro cekca. BTopoll Kpyr MHTEpBBIO OBbUI 3aBEpIEH C
IOXOXKUM  PE3yJIbTATOM -  MPEIINOYTHTENILHOE  HCIIOJIB30BAaHHE  MYKCKHX
npe3epBaTuBOB. ECTh mpe/monokeHue, 94To BBeIeHHE HOBOTO MPOYKTa OyIeT HMETh
HETaTHBHBIE ITOCIEICTBUS Ha TPOLEHT HCIOIb30BAHUS MYKCKHX IpPE3epBaTHBOB.
Kpome Toro, ectp BOIPOCH O HAJWYWU W JOCTYHHOCTH JKEHCKHX IPE3epBaTHBOB
MOCJIe 3aBEpILICHUs] HCCIEJOBaHUs, AK€ B CIIydae IMOJOKUTEIbHBIX PEe3yJbTaToOB
UCCJIEOBaHuUA.

Bonpoc.

Kakoii BappaHT TpOIOIDKEHUS MpenodTuTeIbHee?

a. [IpotomKuTh HCcIeoBaHue, KaK 3aIUIaHUPOBAHO

0. 3aKOHYNTH UCCIIEOBAHNE

c. [llpumocranoButh wmcciaenoBanue. (OOeCHEUNTh TapaHTHH, YTO JKCHCKHE
MIpe3epBaTUBEI OYIYT MOCTYITHBI B CITydae JTOKa3aHHOCTH WX d()(PEeKTHBHOCTH.
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Paznein 2. OcHOBBI OHOITHKH

DBOJIIOLNSL YTUKH.

Jisi mpaBOBOTO pPETYIMPOBAHUS HCCIEAOBAaHWN C BOBICYEHHEM YeJOBEKa ObBLTH
IPUHATH MEXIYHApOJHbIE PYKOBOJACTBA, KOAEKCHl U IpaBuia. Hekoropele U3 HUX
ObUIM CO3/aHBl B OTBET HA KOHKPETHBIE COOBITHS, CBA3aHHBIE C HapylIEHHEM
STHYECKHMX HOpPM M TmpaBwi. Jlpyrme Obutd copMyIHpOBaHBI IS JTyYIIEro
IIPOBEJCHUSI UCCIEA0BAHUN B YCIOBUSX U3MEHSIOIIETOCS MUPa. MHOTHE JOKYMEHTBI
OBUTH HECKOJIBKO Pa3 IEePecCMOTPEHBI C MOMEHTA CO3/1aHMs, B IIONBITKE 00ECIEUUTh
OTBETHl Ha HOBBIE TIPOOJEMBI U BBI3OBBL, BO3HHMKIINE B H3MEHSAIOIIEHCS
UCCIIE0BATEIBCKON cpene. Bce OHM  oTpakaroT yHUBEpCaJbHBIE STHYECKHE
IIPUHLIMIBL: YBA)XKEHUE K YEJIOBEKY, II0JIb3Y U CIIPABEIINBOCTb.

3/ech pacCMOTPEHbl HEKOTOpPbIE Ba)KHbIE KOAEKCH, PYKOBOJACTBA W IpaBuia,
KOTOpBIE CIIY’KaT IIyTEBOJHOW KapTOM JUIsl HCCIIEN0BATENEH, TOMOrasi UM NPOBOJUTH
HAy4YHBIC UCCIIEJOBAHNUS B COOTBETCTBUY C ITHYECKUMU HOPMAMU H IIPABUIIAMU.

HropuOeprekuii Koaekc.

B xonme Bropoit MupoBoii BOWHBI MeXTyHApOAHBIH BOCHHBIH TPHOYHAT OCYIHI
HAIUCTCKMX BOEHHBIX MPECTYIHUKOB, BKJIIOYas HAIUCTCKUX Bpayel, KOTOpHIE
MIPOBOJIMIN 3KCIIEPUMEHTHl HAa BOCHHOIUICHHBIX B  KOHIIGHTPAIIMOHHBIX JIArepsiX.
Pemenne tpubynana Bkmtoumino T.H. HropaOeprckwii koneke (1947) , 3asBienne u3
JICCSITH MTYHKTOB, KOTOPBIE HEOOXOANMO COOIOIATh MPU MPOBEACHUN MEIUITUTHCKUX
SKCIIEPUMEHTOB Ha JIIOISX.

Koznekc BKIIIOUMI OCHOBHBIE MpaBHJa ATHUYECKOTO BBHINOJHEHUS HCCIEIOBaHUM.
[lepBoe monoxkeHue Kopekca TpeOyeT, 4To « JOOpPOBOJIbHOE WHGOPMHPOBAHHOE
CorJlache 4YeJOoBeKa, YYaCTHHKA JKCIEePHUMEHTa, aOCOMOTHO HeoOxoauMoy». Koaekc
MIpeAyCMaTpPHUBAET JIPYTUE JIETAIH, BRITEKAIOINE U3 TAKOTO TPEOOBAHMS:
¢ BO3MOXKHOCTH COTJIACHS
¢ CBO0OZA OT IPUHYKIICHUS U HACHIIUS
¢ TIOHMMaHUE PUCKA U MOJIb3bI
Hpyrue monokeHuss TpeOyIOT MUHHUMM3AIMH PUCKA U BpeAa, MPEANOYTUTECIBHOE
COOTHOILICHHE PHCK/TIONB3a, KOMIIETEHTHOCTh HCCIIE0BATENeH, HCIOIb3YIONIHX
COOTBETCTBYIOIIME Hay4yHbIE METOABI U CBOOOJY YYacTHHKAa OTKa3aThCs B JIFOOOI
MoMmeHT. Komekc He oOpallleH CHenuaabHO K KIMHAYECKHUM WCCIICIOBAHUSAM C
OOJBHBIMU JIFOABMU. DTOMY TOCBSIIEHBI 0OJiCe TO3IHUE TEPECMOTPHI KOJACKCOB H
MIPaBHIL.

XeIbCUHKCKas HCKHaDaIII/IH.

[MpuznaBass Hemocratkn HropHOeprckoro kozekca, BcemupHas MeauuuHCKas
acconmarusi  (BMA) mnpussna B 1964 romy XenbCHHKCKYIO —Jlekmapamuro
“Pexomendayuu 011 epaveil, yuacmeyrouux ¢ 6UOMeOUUYUHCKUX UCC1e006AHUAX
Ha 1100ax”, OIVH U3 TEPBHIX W BECOMBIX JOKYMEHTOB dTHYECKOro Imiana. [locme
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aToro Jlexapanus HEOJHOKPATHO MoBeprajiach nepepaboTke B CBSA3U C IPOTPECCOM
OMOMEIUIIMHCKAX HayK M pacIIMpeHHeM MaciiTabOB HCCIICIOBaHMM, a TaKKe
Pa3BUTUEM HHCTUTYTAa OSTHYECKOM DSKCIEPTU3bl HUCCIEIOBATEIBCKUX IPOCKTOB.
IMocnennsist pemakums Jlexmapamum Obuta npuHaAta B 2004 1. EE€ OCHOBHEIC
TIOJIO’KEHUST HAIITH BOILUIONICHUE B HAIIMOHAIBHBIX 3aKOHOAATEIHCTBAX Psiia CTPaH.
CormacHo TOMY OKYMEHTY, OMOMEIUIIMHCKIE WCCIICIOBAHMS HA JIFOASX JIOJDKHBI
0a3upoBaThCS Ha pe3yiabTaTaxX SKCIIEPHMEHTOB HA YXUBOTHBIX M JAHHBIX HAYyYHOU
TUTEPaTYPHL, JIOJIKHBI MPOBOJUTECA  KBaTU(HUIIMPOBAHHBIMU BpadaMu-
HCCIIEIOBATEISIMU,  OOS3aTENbHO  JOMDKHO  OBITH  MOMy4eHO  oJoO0peHwue
Komurera/koMuccuu 10 3THKE HA OCHOBE IPEIOCTaBICHUS €My [OJHOH
uHpopMaru 00 WCCIENOBAaHWM H JOCTyHNa €ro K MOHUTOPHUPOBAHHIO XOfa
uccienoBanns. OTBETCTBEHHOCTH 32 COCTOSIHUE 3/TOPOBBS HCIIBITYEMBIX BCETa HECET
Bpad HE3aBHUCHMO OT TIOJIYYCHHS JOOpPOBOJIBHOTO COTJIACHS TAIlCHTa Ha
SKCIIEPUMEHT, T0JIh3a U PUCK DKCIIEPHMEHTA JOJDKHBI OBITH COMIOCTABHUMBI, €CITH JKE
PHUCK TPEBHIMIACT MOTCHIIHANBHBIC BBITOMBI JUIS TMAIUEHTA, JKCIICPUMEHT JIOJDKEH
OBITH OCTaHOBJICH, IOCKOJIBKY HHTEPECHl HCIBITYEMOTO BCETJa OCTAIOTCSI BBIIIC
uHTepecoB Haykd. lIpemycMoTpeHa OTBETCTBEHHOCTHh OKCIIEpUMEHTaTopa 3a
TOYHOCTh IMYOJHMKYEeMBIX MATEpHAJIOB M COONIIOJICHHE TpaB UCIHBITYEMBIX,
0053aHHOCTP ITyOIMKAIINU KaK MOJO0KHUTENBHBIX, TaK U OTPUIATEIHHBIX PE3YIIbTaTOB,
3aIUTa JII, He CTIOCOOHBIX JIaTh CBOE COTJIAaCHE HA UCCIICIOBAHNE IMMYTEM ITOTYICHUS
TaKOTO COTJIACHs y 3aKOHHBIX TpeICTaBUTENICH P 0J00PEHNN CaMHX HalnueHToB. B
JIOKYMEHTE UMEETCsI TPEOOBAHKE ITOJTYICHHUS MOJTB3BI TEMHU TPYITIAMH HACEICHUS WK
MOMYJISANHASIMHA, Ha KOTOPBIX 3TO HCCIEAOBAaHUE IMPOBOJMIIOCH, ONPENEIIEH O00BEM
uHGOpPMAIUH, MPEIOCTABISIEMBI MAIMEHTY Ul TOJYYeHUS HH(POPMUPOBAHHOTO
COTJIACHsl, PErJIAMEHTUPYETCSl MCIIOIb30BaHUE I1J1ale00 TOJIIBKO B CIyYasx, KOTJa He
cymiectByeT 3(QQeKTHBHBIX METOJIOB NMPO(MWIAKTUKH, NTUATHOCTUKU W JICUCHHS, C
KOTOPBIMU CpaBHEHHUE ObLI0 Obl KOppekTHO. Chepa ITHUECKON Perysisiiiui, COrJIacHO
3TOMY JIOKYMEHTY, paclpoCTpaHseTcs Ha OuOoMaTepualibl  4eJI0BEYEeCKOTO
MIPOUCXOKJICHUS M Ha IEPCOHAJIbHBIE JAHHBIE O MaIUEHTE.

[Ipu3HanHas Kak TEpBBII BCEMHUPHBIH CTaHAAPT Ui OWOMEIMIIMHCKUX
WCCIICIOBAHNN , 3TOT JOKYMEHT OOCCIICUMBACT MOBBIMICHHYIO 3aIIUTY IS JIIOIEH C
OTpaHMYEHHON aBTOHOMHEH M TOOYXJaeT K OCTOPOXHOCTH Ty YacTh Bpaden-
UCCIeoBaTesei, KOTopble BepOyIOT CBOUX COOCTBEHHBIX MAaIMeHTOB. CeplaueBUHON
Jexnaparuu  SBIsIeTCS TMPHHIWI OJIAaTOMONYYMs YYaCTHUKA, KOTOPOE JOJDKHO
npeoOyanaTh HajJ UHTEpEeCaMH HayKu U oOriecTBa. Jlekapanus Takke peKOMEHIYeT
MUCbMEHHbBIE POPMBI COTJIACHSL.

Otuet benbMoHTA.

B 1972 romy OOIIECTBEHHOCTH CTaji0 HW3BECTHO OO0 HCCICMOBAHWSIX B MECTHOCTH
Tackerto, kotopoe umeno mecto Ha tore CLHA ¢ 1932 mo 1972 roma. bomee 400
MYKYHH C JaTeHTHBIM CU(UIFCOM OBUIM IO HAOMIOJCHHEM, YTOOBI MCCIIEOBAThH
€CTeCTBEHHOE TeueHue 3aboneBanus Oe3 yieueHus. lMccienoBaTenu He MPUMEHSITH
JeYeHne JaKke TO0CIIe OTKPBITUS aHTHOMOTHKOB B 40-X rogax. DTO HccleloBaHUE
JOJr0  OCTaBajOCh HEW3BECTHBIM, TaK KaK YYaCTHHKM ObUIM  OeIHbBIC
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adpoamepuKaHIpl, yrHetaeMmas rpynmna Hacenenus Ha tore CIIIA u B Hacrosiee
BpeMSL.

B pesynbrate oOHapomoBanus 3toro ¢akra, B 1974 romy Obuia opraHn3zoBaHa
HaIII/IOHaJ'IBHaSI KOMHCCHA 11O 3alIuTe H}Oﬂeﬁ, Cy6’b€KTOB 6I/IOM€I[I/II_II/IHCKI/IX n
COLIMOJIOTHYECKUX HccnenoBanuid. B 1978 roagy komuccusi MpHHsUIA OTYET,
Ha3BaHHBIM « OTtyer bBenbMoHTa: DTHYECKHUE MPUHIOUIIBI W TIpaBUjia 3alllWThbI
YCJIOBCKa, Cy6’b€KTa HCCHCHOB&HHﬁ)). Ortuer YCTAaHOBUJI  BBILICU3JIOKEHHBIC
OCHOBHBIC 3TUYECKHUE NPUHIMIIBI, JIC)KAINUE B OCHOBE MNPUCMIICMOCTU BBINIOJIHCHUSA
I/ICCJICZ[OBaHI/II‘/‘I C BOBJICUCHHMEM YeJIOBeKa. DTH MIPUHIHUIIBI - YBAX€HUE K YCJIOBCKY,
NOoJb3a U CHPaBEAJUBOCTh - MPUHATHI KaK TPU OCHOBHBIX NPHUHLUINA 3TUYECKOTO
BBINOJIHEHNA UCCIIEIOBAHNH C BOBIIEYEHUEM YEIIOBEKA.

Oo6mme Ipasmna- Kogeke denepanpubix npasmin CITA.

OTOT KOJEKC TMpPHUMEHSEeTCS KO BCeM HCCIENOBAaHUSAM, CIOHCHPYEMBIMHU

IIpaBurensctBoM CHIA. B 1991 roxy, ¢enepanpHas monuTuka (MMeHyeMas Kak

O6mme IlpaBuna) Obuta mpuHsiTa 16 (QenepadbHBIMH areHTCTBAMH, KOTOpPBIE

HPOBOIAT, OAJCPIKUBAIOT MM PETYIUPYIOT HCCIEA0BAHUS C YIaCTHEM YeJOBeKa B

CIIA. Kak BeiTekaeT u3 HazBaHus «O6ume IlpaBuna» cdopmynupoBaHbl, 4TOOBI

CTaHIAPTH30BaTh CHCTEMY 3allUTBl YYaCTHUKOB HCCJIENOBAaHUS BO  BCEX

COOTBETCTBYIOIIUX aMEPUKAHCKUX (hellepalIbHbIX areHTCTBAaX U JeNapTaMeHTax.

OO6mue npaBuia TPeOYIOT:

¢ TIpeIBapHUTENbHOE pa3pelleHrne KOMUTETA M0 ITHKE

¢ THMChMEHHOE WH(POPMHUPOBAHHOE COTIAacHe U JOKYMEHTAIIHIO

¢ PaBHOIIPaBHBII HA0OP YYaCTHUKOB MCCIICIOBAHUS

¢ CICNUATBHYIO 3alIMTY YA3BUMBIX TPYII

¢ TpojoJDKaroIeecs Ha0JIr0ieHe/MOHUTOPHHT 3a pa3pereHHbIMH
UCCIIEIOBAaHUAMM.

PykoBoactso CoBera Juist MEXIYHAPOAHBIX OpraHu3allii 10 MEIUIIMHCKUM HayKaM (

CIOMS)

CIOMS mpoBOANT aKTUBHYIO JESATEIFHOCTh B 00JAaCTH OMOATHKH B T€UCHHE MHOTHX
net. B 1993 rogy CIOMS BbinycTuin « MexXayHapoIHOE STHUECKOe PYKOBOACTBO 110
OMOMEINIIMHCKUM FWCCICAOBAHUEM C BOBJICUCHHEM YENOBEKa», TJIE COAEpKATCA
PEKOMEHIAIMN 10 TMPUMEHEHHIO STHUYECKUX TMPHUHIMUIOB XEJIbCUHKCKOU
Jeknapanuu npu MPOBEJCHUU MEXAYHAPOIHBIX MEAMIIMHCKUX HCCICIOBAHUN B
Pa3BHUBAOIINXCS CTPaHax. PyKOBOJCTBO OCHOBAHO Ha TpeX MPHUHIIMIIAX OWOITHKH H
COCTONT W3 15 pYKOBOJACTB, KaXJO€ COMPOBOXKIACTCS WHTEPIPETHPYIOMIUMU
KOMMEHTAPHUSIMHU.

TembI BKITIOYAIOT:

¢ UH(GOPMUPOBAHHOE COTIIACHE

¢ UCCIICJIOBAHUS B Pa3BUBAIONINXCS CTPAHAX

¢ 3alUTa YSI3BUMBIX TPYII
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¢ pacmpezeneHre OpeMeH! U O3k

4 DPOJb 3TUYECKUX KOMUTETOB

Taxoke BKIIOYEHBI OOS3aHHOCTH CIIOHCOpA, WCCIEAOBaTeNsl W CTpaHbl, T.e
IPOBOAATCS MCCIENOBaHUS. braaronaps UX yHHBEPCAIBHOCTH PYKOBOJCTBA LIMPOKO
MIPUMEHSIIOTCS. TIPU TTPOBEACHUN MEXIYHapOAHBIX HCCIEJOBaHUI B Pa3BUBAIOLINXCS
CTpaHax.

MexayHapoaHas KOHd)eDeHHI/IH 10 TapMOHHU3 AN,

B 1960 u 1970-x ronax MHOTHME CTpaHbl NPUHSUIA 3aKOHBI U NpaBWiIa Il OTYETa U
OLIEHKM JaHHBIX 110 0€30MacHOCTH, KadecTBY W 3(P(PEKTHBHOCTH HOBBIX
MEIUIMHCKUX MpenapaToB U U3JeNUi MEAUIIMHCKOTO Ha3HaueHHs. XOTs pa3IHyHbIe
PEryJIUpYIOLIHe CUCTEMBI ObITM OCHOBAHBI Ha OJJMHAKOBBIX OCHOBHBIX 00S3aHHOCTSIX,
TpeOOBaHUS HE OBLIM YHU(PHUIMPOBAHEI.

B 1990-x romax mpencTaBUTENN PEryIUPYIOIIMX AareHTCTB M IMPOMBIIIICHHbIX
accouunanuii CIIA, SInonnu u EBponsl Betpetunucs u opranuzosanu Kondepenmuro
C IeJbI0 CTaH/IAPTU30BAThH IPOLIECC MO CO3/IaHUI0, UCTIHITAHUIO M MPOABIKEHHUIO Ha
PHIHOK HOBBIX JiekapcTB. B 1996 roxy Kondepenrus 3aeprimiacs PykoBoacTBom
o HaJuIekarien kmmandeckoi npaktuke (GCP). Bo BBenenun 3assisercs, uro GCP
— D3T0 MEXIYHapOJHbIA HSTUYECKUH M HAydHbIM CTaHIApPT KadecTBa I10
IUIAaHWPOBAHUIO, BBHIIIOIHEHHUIO, JOKYMEHTUPOBAHHUIO M COOOIIEHUSAM O KIMHHYECKUX
UCIIBITAHUSX C BOBJICUCHHEM 4YelioBeka. [loutu Bce (apmaneBTHUECKHE KOMIAaHUH
MIPUHSUIN 3TOT JOKYMEHT KaK CTaHJapT IS BBITOJIHEHHS KITMHUYECKUX HCIIBITaHHMH.
PykoBoncTBo TpeOyeT OLECHKHM 3THYECKHMMH KOMHMTETaMH M HHGOPMHUPOBAHHOT'O
corylacysi y9acTHUKOB. KpoMe Toro, IeTanusupyeT OTBETCTBEHHOCTh W CIIOHCOpA, U
HCCIIETOBATEI.

HarmoHaabHbIN KOMUTET COBETHHUKOB 10 OMOJTHKE

Ortor xomuteTr B CIIIA xoHcynpTHpyeT IlpesuzmeHTa mo Bompocam, CBS3aHHBIM C
HccaenoBaHusIMHU ¢ BoBiieueHneM denoBeka. B 2001 romy Kommurer omybinkoBa
OT4YEeT, KOTOpBIH TpeOyeT, 4TOOBI BCE MCCIICAOBAHMS B PAa3BUBAIOIIMXCS CTPaHAX
OTBEYAIM MECTHBIM 3aIlpOcaM 3JpaBOOXPAaHEHUs. J(OMOIHUTEIBHO, UCCIEA0BATENISM
U CIOHCOpaM CJIENyeT BOBJEKAaTb MPEICTaBUTENIEH MECTHOIO HACENECHUS W
MOTEHIMANBHBIX YYaCTHUKOB B MPOIECC IIAHUPOBAHUSA M IIPUMEHEHHS Pe3yJIbTaTOB
UCCIIEOBaHNA. B IUlaHUpyeMOM HCCIIEIOBAHUM Yy4YE€HbIE MAOJDKHBI CIPaBEAIUBO
HCIIOJIB30BaTh Manedo u, r7e BO3MOXKHO, 00ECTIEYHUTh WICHOB KOHTPOJIBHOM IPyIIIbI
3G QEeKTUBHBIM JICYCHHEM, HEB3Mpas Ha €ro IOCTYIHOCTh B JJaHHOW MECTHOCTH.
UccnenoBarensam cienyer npuiaratb YCHIHS, YTOOBI YOGIUTHCS B HAIMYUH MOJIB3bI
JUISl y9aCTHUKOB HCCIIEIOBAaHUS U OOJIBIIMHCTBA HACEIEHHS CTPaHBI, Il IPOBOAMUTCS
UCCIJIEIOBAHHUE.

Hpyroit Baxkuslil Gokyc oTyeTa — mpouecc HHPOPMHUPOBAaHHOTO coriacus. Komurer
3asBIISIET, YTO IMpoIiecC HMHPOPMHUPOBAHHOTO COTIIACHS JOJDKEH OBITh MPHEMIIEMBIM C
MO3ULMM MECTHOM KynbTypbl. Taxxke, MpoLecc NOJKEH MUHHUMH3UPOBATh NaBICHUE
WIN TIPUHYKICHHE CO CTOPOHBI HCCIENOBaTeNId WM IpeJCTaBUTENs COOOIIecTBa.
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Bcee Y4aCTHUKHU OOJI)KHBI OBITH CBO60,I[HLI B IIPUHATUH ,Z[O6p0BOJ'II>HOI‘0 peucHus,
HEB3HUpas Ha I10JI, COUUAJIbHO- SKOHOMMYECCKHUH CTaTyC WM BEPOUCHIOBECAAHHUEC.

OT OCHOBHBIX STHYSCKHX OPHUHOMIIOB K HAITMOHAJIBHBIM PYKOBOACTBAM.

TpI/I OCHOBHBIX IIPpUHIIUIIA OUMOATUKH — YBaXXCHUC K 4YCJIOBCKY, II0Jb3a U
CIIPABEAJIMBOCTDb — ABJIAIOTCSA OCHOBOM IIJI DTUKHU HaYyYHBIX HCCJIEIOBaHUM.

Ot IIPUHIMUIIEI BOIUIOMICHBI B HAIIMOHAJIBHBIX PYKOBOJACTBAX W MEKIAYHAPOIHBIX
pPeKOMEHAAUAX. KOHC‘IHO, 9TU MpaBujIa U pEKOMEHAAIIUN HYXXAAIOTCA B aJallTallun
nIn TpaHC(i)OpMa]_[I/II/I B HHCTUTYHUMOHAJIBbHBIC IMPAKTUYCCKUC PYKOBOACTBA,
HCIIOJIb3YEMbIX Ha MECTHOM YPOBHE JId PYKOBOACTBA INIAHWUPOBAHUCM, OHGHKOﬁ,
Pa3spClICHUEM U BbIIIOJJHCHUECM HCCHeJIOBaHI/If/JI C BOBJICUCHUECM n}oneﬁ. B stom
IMpoueCcCe, OCHOBHBLIC IPUHIUIIBI MNMPUMEHAIOTCA B KOHTCKCTEC MECTHBLIX 3aKOHOB,
KYJIbTYPHBIX H DKOHOMHWYCCKUX yc.]'[OBPIﬁ.

HaIII/IOHaIILHI:IC PYKOBOJICTBA.

Crtpanbl, Iie¢ MPOBOIATCS HCCICAOBAaHUS, HAXOIATCS Ha Pa3sHOM CTaIUM Pa3BUTHS
HAIMOHAIbHBIX PYKOBOJCTB 10 3TUKE Hay4HBIX UCCIEIOBAaHUM C ydJacTHEM YeIOBEKa
u  (opmupoBaHHs HHQPACTPYKTYPHl YIPaBICHHS TaKUMH HCCIICAOBAHHUIMHU.
BeICTpEIil pOCT MCclenoBaHWi Ha JIOASX IOBBIMIAET HEOOXOMUMOCTH Pa3pabOTKH
MECTHBIX PYKOBOJACTB M HOJACPKMBAIOIIMX MEXAHM3MOB I HMX NPUMEHEHMS.
Hekoropele cTpaHbl MMEIOT OYEHb IPOABUHYTHIE PYKOBOJCTBA IO BBINOJIHEHUIO
uccnenoBanuii. Hanpumep, pykoBojactBa B bpaswmmu, WUnaun, FOxHol Adpuke,
Tamnanae u Yrange. OnHAKO, MHOTHE CTpPaHbl MM HE MMEIOT PYKOBOJACTBA WIIH
HaXOJTCS B Hadaye Ipolecca MX pa3paboTku. B OONBIIMHCTBE pa3BHBAIOLIMXCS
CTpaH HMeeTCs CpodYHash HEeOOXOAMMOCTh B pa3pabOTKe MpaBUJ MPOBEACHUS
OMOMEIUIIMHCKUX  HCcCiiefioBaHUA.  XOTS  CYIIECTBYIOIIME  MEXIYHapOHbIC
pPYKOBOJICTBa, Takue Kak XenbcuHkckas Jexnmapamus win CIOMS  sBastores
BOXHBIMH JTOKYMEHTaMH, OHH HE 3aMEHSIOT MECTHBIE (HAIIMOHAJIBHBIE) PYKOBOJICTBA
U IIPaBHJIA 110 3STUYHOMY IIPOBEJICHUIO HAYYHBIX HCCIIEIOBAHUM.

3akoHoaarenscTBo PecnyOumku Kazaxcrad B 001aCTH 3aIUTEI IIPaB MAaIlMEHTOB U
YUACTHUKOB HUCCIIEIOBAHUMN.

B Kazaxcrane Hamm rpakiaHe 1MoKa JIMIIEHBI BAXXHOTO IMPABOBOTO HHCTPYMEHTA 110
3alUTe CBOUX MPaB, KakK MpPHU MPOBEJICHUHN KIMHUYECKUX UCCIISIOBAaHHUMN, TaK U B
Takoi OypHO pa3BHBAIOIICHCS U TPHOOPETAIOIIEH BCE OOIBITYI0 3HAYMMOCTE cdepe,
KaK NPUMEHEHHE COBPEMEHHBIX OMOMETUIIMHCKUX TEXHOJIOTHI.

Uro KacaeTcs OTEYEeCTBEHHOTO 3aKOHOAATENbCTBA B JAHHOW OOJIACTH, TO
3JIECh, TIPEXKIE BCETO, CIEAYET CKa3aTh O
e Koucturymuu PK ( ct.29, c1.31, c1.39)
e («3akoH 00 oxpaHe 310poBbs rpaxaal B Pecmybnuke Kasaxcran» (7
utoiist 2006 roma Ne 170)
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e 3akoH PK “O nekapctBenHbIx cpeactBax’” ot 13.01.2004 Ne 522-2
(ct.19, 20)

e IIHCTPYKIIMS [0 MPOBEACHUIO TOKIMHHYECKIX MCCIIEI0BAHUM U (WIIN)
UCIBITAaHUHN (PapMaKOIOTHUECKUX U JIEKAPCTBEHHBIX CPEACTB B
PecniyOnuke Kazaxcran (yrBepikaeHa npukasoMm MunHucTpa
3apaBooxpaneHus Pecryomuku Kazaxcran ot 14 deBpans 2005 roga Ne
51);

e HCTpYKIMS IO MPOBEACHUIO KIIMHIYECKUX MCCIEIOBaHUMN 1 (WJIIH)
UCTIBITaHU# (papMaKOIOTHYEeCKUX U JIEKAPCTBEHHBIX CPEJICTB B
Pecrryonmke Kazaxcran (YTBepxkaeHa npukazom MuHucTpa
3npaBooxpanenus Pecrryonmmku Kazaxcran ot 14 ¢espanst 2005 roma
Ne 53);

e Crangapt otpacnu PK “Haonesxcawan knunuueckaa npakmuka”
(2006.)

B cm. 31 “3axona 06 oxpamne 300poevsa cpaxcoan Pecnyonuxe Kazaxcman” (7
utong 2006 roga Ne 170) paccMoTpeH MOpsAAOK IPUMEHEHHS] HOBBIX METO/I0B
NpOQUIAKTHKH, JUATHOCTUKH, JICUEHHS, JIEKAPCTBEHHBIX CPEICTB,
UMMYHOOHOJIOTHYECKUX MPENapaToB U Je3NH(PEKIIMOHHBIX CPEICTB U MPOBEICHHS
OMOMETUIIMHCKUX HCCIIET0OBaHNH.

Crates 31. [IpoBeneHne TOKIMHHYSCKUX HCCICIOBAHUN M MEIUKO- OMOJIOIHYECKUX
SKCIIEPUMEHTOB, KIIMHUYECKUX UCTIBITAHUH, IPIMEHEHNE HOBBIX METOJIOB U CPEICTB
MPOMUITAKTHKY, TAATHOCTHKH, JICYCHUS M METUITHCKONW peaduITHTAIIIN

1. Z[OKHI/IHI/ILICCKI/IE! HUCCIICA0OBAHUA ... IIPOBOAATCA HA )KUBOTHBIX.

2. KilnHM4YecKre UCTIBITaHUS Ha YeJIOBEKE MOT'YT IIPOBOJUTHCS TOJIBKO C €T0
IMUCBMCHHOI'O I/IH(I)OpMI/IpOBaHHOFO cornacus ... KiuHuYeckre HCIbITaHUS
MMPEKpalaroTCsa Ha 000M 3TaIle 1Mo Tpe60BaHI/IIO HCIIBITYEMOI'O, @ TAKXKC B ClIydasax
BO3HUKHOBCHHSA YI'PO3bI €TI0 )KM3HU, 3I0POBBIO.

3. HpI/IMeHeHI/IC HOBBIX METOZIOB U CPECACTB HpO(bHHaKTHKH, JANarHoCTHUKH, JICUCHUSA U
MC,Z[I/II_[I/IHCKOI\/'I pea6I/IJ'II/ITaLII/II/I BO3MOXHO IIPpH YCJIIOBHUHU IMOJTYYCHUS IMOJTOKUTCIbHBIX
PE3YIbTATOB KIIMHUYCCKUX HUCIIBITAHUHA.

3akon PK “O nexkapcmeennvix cpeocmeax” (ot 13.01.2004 Ne 522-2 ) B KoTOpOM
JIOCTATOYHO J€TAIU3UPOBAHBI HOPMBI, PETYJIUPYIOIINE UCIIBITAHUS HOBBIX
JICKAPCTBEHHBIX CPEJICTB. 3aKOH 3TOT OXBATHIBACT JIMIIb OJHY 001aCTh
OMOMETUIIMHCKUX UCCIICIOBAHUN — KIMHUYECKUE MCIBITAHUS JICKAPCTBEHHBIX
NPENapaToB ¥ CPEJICTB K HUM TPUPABHEHHBIX ( MEAUIIMHCKUX MPUOOPOB U U3ISITHIA
MEIUIIMHCKOTO Ha3HAYCHHUS).

Cratbs 19
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1. KnuHnveckue wuccieaoBaHus U (WIK) UCIBITAHUS (apMaKOJIOTHYECKUX U
JICKapCTBEHHBIX CPEJICTB

2. llenbro KIMHUYECKUX MCCIEOBAaHUN U (MJIH) UCIIBITAHHIMA
(hapMaKOJIOTHYECKUX U JIEKAPCTBEHHBIX CPEJICTB SBISETCS TOIyICHHE
HayYHBIMHA METOJIaMH OIIEHOK M J0Ka3aTeIhCTB MX O€30MacHOCTH U
3¢ heKTUBHOCTH.

3. T'ocymapcTBeHHBII OpraH NPUHUMAET pelIeHUEe O MPOBEACHUN
KIMHUYECKUX UCCIICAOBAaHUN U (WJIN) UCIIBITAHNH (PapMaKOIOTHIECKUX U
JIEKapCTBEHHBIX CPEJCTB.

Crates 20
1. YuacTre nmanuenTa B KIIMHHYECKUX MCCIEIOBAaHUSAX U (MIJIN) UCTIBITAHUAX
(hapMaKOIIOTHYECKOTO U JIEKAPCTBEHHOTO CPEJICTB SABIISIETCS IOOPOBOJIBHBIM U
OCYILECTBIISETCS Ha OCHOBAHWH €T0 MICHBMEHHOTO COTIacHsl.
2. Jlo Hayasa KIIMHAYECKOTO MCCIIeJOBAHMS U (MJIH) HCIIBITAaHHS MAlIUEeHTY
JIOJDKHA OBITH TpelocTaBiIeHa HH(POpMAaLHs:
1) o hapMakoIOrHUECKOM MIIH JIEKAPCTBEHHOM CPEJCTBE U CYIIHOCTH €r0
KJIMHUYECKOT0 UCCIEAOBAHUS U (W) UCTIBITAHUS;
2) o0 6e30macHOCTH U 3PGEKTUBHOCTH (HapMaKOJOTHIESCKOTO HITH
JIEKapCTBEHHOTO CPEZCTBA, a TAK)KE CTENIEHN PUCKA JUISI €r0 3710pOBbS;
3) 0 AEWCTBUAX B CIydae HETPEIBUACHHBIX (P (EKTOB BIUSIHUSL
(hapMaKOIIOTHYECKOTO WIIH JIEKAPCTBEHHOTO CPEJICTBA HA COCTOSTHUE €T0
3JI0POBBS;
4) 00 yCIIOBHSIX CTPaXOBAHUS €0 37I0POBbSL.
3. [TanueHT nMeeT MpaBoO OTKA3aThCS OT YyUacTHUs B KIIMHUYECKUX HCCIIEOBAHUAX
U (WIK) UCTIBITAaHUAX (PAPMAKOIOTUYECKOTO U JIEKAPCTBEHHOTO CPEJICTB Ha
TM000#1 cTamuy UX MPOBEICHUS.
4. 3anpernraercs IpOBeICHUE KIMHUYECKUX UCCIEAOBAHUM U (WIIM) HCTIBITAHUN
(hapMaKOIIOTHYECKUX U JISKAPCTBEHHBIX CPEJICTB HA!
1) nunax, He JOCTUTTINX COBEPIICHHOJIETHS;
2) bepeMeHHBIX KEHITNHAX;
3) BOGHHOCITY)KaIllHX;
4) nuuax, oTOBIBAIONIUX HAKA3aHKUE B MECTAX JIMIIICHUS CBOOO/IBI, U JIUIIAX,
HaXOJISIINXCA TIOJ] CTPaXKel B CICACTBECHHBIX H30JIATOpaX;
5) nuuax, mpu3HAHHBIX HEACECIIOCOOHBIMHU.

3aKOH HAMUCaH, UCXOMS U3 MPEANOJIOKEHUS O TOM, YTO Ka)I0€ HCCIeT0BaHHE
npenaBapseTcs dKCrepTu3oi, nposogumont KO. OqHako HU cTaTyc, HA IOJTHOMOYHS,
HU TIOPSJIOK co3/ianud U cocTaB KO B 3akoHe HUKAK HE MPOMKUCAHBI.

B TO %€ BpeMs cTaThsl COAEPKUT U OAHY KECTKYIO HOPMY, COITIaCHO KOTOPOH IeTH
10 16 meT He MOTYT y4acTBOBATh B HCITBITAHHUSIX HOBBIX JISKAPCTBEHHBIX MPETIapaToB,
METOJIOB U T.II. B peasibHOCTH 3Ta HOpMAa MOCTOSIHHO HapylIaeTcs, Tak Kak 0e3
WCCIIEIOBAaHUH C BOBJIEYUEHUEM JIeTeH Iporpecc B 001acTH MPOHIaKTHKH,
JIMAarHOCTHKHY U JISYEHUS B MEANATPUIECKON MpaKTHKe ObIT OBl IPOCTO HEBO3MOXKEH.
B sTOM OTHOIIEHNH, KaK MBI BUIUM, OT€IECTBEHHOE 3aKOHOATEIHCTBO PACXOAUTCS
C eBpoIeiickiuM. 3aMeTUM, YTO COBPEMEHHBIE MEXIyHAPOAHbIE HOPMBI JIOMYCKAOT —
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HO, KOHEYHO, IIPH ONPEAEIEHHBIX, YETKO CHOPMYIUPOBAHHBIX YCIOBHUAX, —
MIPOBEICHUE UCCIEAOBAHUI C YHJaCTUEM AETEH U APYIUX YSA3BUMBIX KaTErOpUi
rpaXkJaH.

B nononaenue k 3akony npuHaTa UHCTPYKIUSA M0 MPOBEAEHUI0 KIIMHUYECKHUX
HCCJIeI0BAHMNA M (MJIM) MCTIBLITAHUI (PAPMAKOJIOTHYECKHUX U JIeKAPCTBEHHbBIX
cpeactB B Pecny6imke Ka3zaxcran ( YTBepxkaeHa npukazom MuHHCTpa
3npaBooxpaHenus Pecriyonuku Kazaxcran ot 14 despans 2005 roga Ne 53 )

ITpunoxenue 4 — Mactpyknms o padore Komuccenii mo Bonpocam 3THKA U
MIPOBEICHUSI STHYECKOM OLIEHKH KIMHUYECKUX UCIIBITAaHUN

[Ipunoxenue 5 — 3asBKa Ha IPOBEIEHIE ITUYECKOI OIIEHKH MaTepHajoB
KJIIMHUYECKOTO UCIIBITAHUS

IIpmioxxeHue 6 — 3akIr04eHHEe KOMUCCHH IO BOIIPOCAM 3TUKH 10 pe3yJbTaTaM
3THYECKOHN OIEHKH MaTepHaiOB KIMHUYIECKUX UCIIBITAHUN

ITpunoxenue 11 — MHCTpYKIHS 1O MTPeOCTaBICHUIO HH(POPMAIINU HCITBITYEMBIM O
KJIMHAYECKOM HCIBITAaHWHU U MTOJYYSHUIO OT HUX MMCHbMEHHOT0 HHPOPMUPOBAHHOTO
coryacus

B To e Bpemsi, pa3paboTaH BeZJOMCTBEHHBI HOPMATHBHO-IIPABOBOM aKT — CTAHAaPT
orpaciiu PK“Haonexycaman knunuueckas npaxmuka” (2006.), B KoTOpoM
OIpeAeeHbl 003aHHOCTH BCEX CTOPOH, MPUHUMAIOLIUX YYacTHE B KIMHHYECKUX
UCTIBITAHUSX JICKAPCTBEHHBIX MPENapaToB, MOPSI0K U esTeabHocTh KO B pomecce
M3y4deHHS JEWCTBUS JIEKApCTBEHHOTO CPE/ICTBA Ha YeJIOBEKa

3aKIr04YeHueE.

HccnenoBanus ¢ y4acTHeM 4YeJIOBEKa - MPUBHIICTHSA, a HE TpaBo. VccienoBarenu u
yYeHbIe pa0oTaIOT B paMKaxX OOIIECTBa M JIJIs OJjlara oOIIecTBa , ¥ MpaBmia 00IIecTBa
JIOJDKHBI OBITH TPEBBINIE MPABHI HAYKH. XOTS CYIIECTBYST OOJIBIIOE KOJHYECTBO
Pa3IMYHBIX PYKOBOJCTB, PErYJIUPYIOIIUX UCCICAOBAHMS C y4aCTUEM YelIOBEKa, OHU
BCC pAa3/eNsIOT OIHM M T€ JK€ YHHBEPCAIbHBIC MPHUHIUIBI 3THKH HAaYYHBIX
uccnenoBannii. Kaxmoe u3 HuX TpebyeT OT YYEHOro YBaXEHHS K 4YeJIOBEKY,
CTpEMIICHHE K T0JIb3€ U JAOCTUKECHHUIO ChpaBeuBocTH. OIHAKO MPOCTO CJIE0BATh
3aKOHAM W PYKOBOJICTBaM HEIOCTaTO4HO. McciaemoBaTenbckoe COOOIIECTBO TOIHKHO
CJIeIOBaTh, €CIM HE MPEBOCXOAMThH, AYXY ITHX PYKOBOICTB. IlocTymas Tak, oHH
CTaBAT Omaronojy4yre ¥ 0O€30MacHOCTh 4YeJOBEeKa - YYaCTHHKA HCCICIOBAHUS
[PEBBIIIEC HHTEPECOB HAYKH.
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Pazgen 3. Uto Takoe ucciienopanue?

OTHyeckas OLEHKAa SBIACTCS OCOOCHHO BAaKHOM B HAaYYHBIX HCCIICIOBAHUSX,
KOTOpble TpeOyloT ydacTusi yenoBeka. CienoBaTesbHO, HEOOXOIMMO ONPEAENUTH,
YTO TaKOe MCCIENOBAaHWE, W KTO SBISETCS YYAaCTHUKOM HccienoBaHms. «OOmme
MIpaBUJIa» OIPENEINAIOT UCCIET0BaHNE KAaK « CHCTEMAaTHYECKOe M3y4YeHHe, BKII0Yas
pasBUTHE TJIaHA UCCIIEIOBAHNS, IPOBEJCHNE U aHATN3, ITTAHUPYEMOe JUIs TIOTy4eHUs
W/WIN  pacTipoCTpaHeHnsi OO0OOMIEeHHBIX 3HaHWi». ClloBa «CHCTEMAaTHYECKOEe U
0000I1IEHHBIE» SBJIAIOTCS KIIOUYEBBIMHU B 9TOM OINpPEAETICHUH.

Cucremarnueckoe: OprannzoBaHHasi, GOPMaNbHO CTPYKTYpPUPOBaHHAsI METOAOJIOTHSA
JUIS TIOJIy4€HHsI HOBBIX 3HaHUH.

O6o6uiennpie: IlomydeHHble HOBBIE 3HaHWSA OyOyT WMETh IIMPOKOE WIIM OOIIee
NIPUMEHEHNE 3a IpefesaMy TPYIIIBI JIIOJeH, yJacTBYIOIIMX B HMCCIEIOBAaHUH, U 3a
npeAeslaMi  YCTaHOBJIEHHBIX pPaMOK HcCclenoBaHus. B oOmiem, pe3ynbTaThl
HCCcIeIoBaHus OyIyT OIMyOIMKOBAaHBI M IIMPOKO PAaCTIPOCTPAHEHBI W UCTIOB30BAHEI.

Kto aBasercs Y4aCTHUKOM I/ICCJ'IG,I[OBaHI/IH?

«O0mme TmpaBWiIa»  ONPENSIIIOT  YYaCTHUKOB — HCCIICIOBAHHUS KaK  JKHUBBIX
WHIWBUAYYMOB, TIOCPEACTBOM KOTOPHIX HCClieoBaTens (mpodeccroHan HiH
CTYICHT), BBIITOJIHSS UCCIICIOBAHNE, TIOTYJaCT:

- JTaHHBIE Yepe3 BMENMIATEIbCTBO WM B3aUMOICHCTBUE C HHIAUBHIYYMOM;

- OmpeeNeHHYI0 YaCTHYIO HH(GOPMAITHIO.
BwmemaTenscTBO: BKIIOYA€T HE TONBKO (DU3WYECKUE TMPOLEAYPHl, HO TaKXKe
MaHUITYJISILUK C OKPYXKalOLEN Cpeloil yHaCTHUKA JUIs LIEJIeW UCCIeq0OBaHMsl.
BzaumMosielicTBre: BKIIOYAET KOMMYHHUKAIIMKM WM MEKIUYHOCTHBIM KOHTaKT MEXKTY
HCCIIEIOBATEIEM U YYACTHUKOM.
YactHas wHOpManys: BKIOYAET HH(OOPMALHIO OT yYACTHHKA, KOTOpAs MOXKET
000CHOBaHHO CYHTATHCS KOHQUACHIINATHHOH.

Yro Takoe nHGOPMUPOBAHHOE cornacue?

Heobxomumo momyunts wunpopmupoanHoe corimacue (MC) or ywacTHuka B
HCCIICIOBAHMAX C YYacTHEM dYeloBeka A0 Haudana ucciuenoanus. CIOMS B cBoem
pykoBoactBe ompeaenser MC kak « coriacue, JaHHOE KOMIIETEHTHBIM
UHIVBUIYYMOM, KOTOPBIH:

- IOy HIT HEOOXOAMMYIO HH(OPMAIINIO;

- aJIeKBaTHO IMOHS HH(POPMAIINIO;

- TOCJIE pPAacCMOTPEHHs HWHQPOpPMAIMK JOOPOBOJIBHO IIPHUHMUMAET pemeHne 0e3
HACWJIVSL, IPUHYKJICHHUS WIIN 3aIlyTHBaHUSL.

I/IHd)ODMI/IDOBaHHoe corjjacue Kak Impomnece

nc BOIUIOIIAET OCHOBHOM ATHUYECKHUU OPpUHOUIT YBaXCHUA K YCIOBCKY, €ro
ABTOHOMMHU, IIpaB U BO3MOXHOCTU ACIIATH HH(i)OpMHpOBaHHBIfI BBI60p.
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NC — 310 He mpocTo IopHInYeckoe TpeOOBaHHUE MIIM MOAMMCAHHBIA JTOKYMEHT; 3TO
NpOIIECC KOMMYHHMKAIIMM MEXJy HCCIeIOBaTe]ieM M yYaCTHUKOM, KOTOPBIH
HAYMHAETCS J0 Havaja WCCIICIOBAHUS WM TPOIOJDKACTCS Yepe3 BCE HCCIICIOBAHME.
Heobxonumo, 4TOOBI MpeocTaBleHHAs nH(popMAaIus ObLIa MHOHSTHA
MOTCHITHAIBHOMY YYaCTHHKY H TIO3BOJISUIA YEJOBEKY CHeNaTh J0O0pPOBOJILHOE
peIlIeHre 0 TOM, y9aCTBOBAThH WJIM HET B HCCIICTOBAHUH.

Tun, TpoAOIKUTENBHOCTh, PAMKH U METOHOJOTHS IMPEeIOCTaBICHUST HH(POpMAINH
TpeOYIOT pAaCCMOTPEHHUS U Pa3pelIeHsI COOTBETCTRYOMEro Komurera mo sTHKe.

Heo0xoauMeble diieMeHThl HH(POPMUPOBAHHOIO COIIACHS

CornacHo XeabcuHkckoil dexaapanuu “Ilpu npoBeneHwn JIF0O0T0 UCCIICIOBAHUS

C ydJacTHeM Jofell B KadecTBE CYOBEKTOB KaXKABIM NOTEHIHWAIBHBIA CYOBEKT

WCCIIEIOBaHUS JIOJDKEH OBITh Ha/JIeKalliM 00pa3oM NPOWH(GOPMHUPOBAH O MESX,

METO/aX, OXKHJAaeMOW TOJbh3e M BO3MOXKHOM PHCKE HCCIEIOBAaHHUSA, a TaKXke O

HEy#A00CTBaX, KOTOpbIE MOTYT OBITh BBI3BAHBI OJKCIIEPUMEHTOM. YYaCTHHKHU

UCCIICIOBAHUS JIOJDKHBI OBITh TMPOMH(POPMUPOBAHBI O TOM, 4YTO OHH HMEIOT

HEOTPaHMYCHHOE IPAaBO OTKA3aThCS OT y4acTUs B UCCIEAOBAHHU U B JHOOOE BpeMs

B3ATh Ha3aj cOrjlacMe Ha ydacThe. Bpad MoimkeH NONYYHTh Takoe corjiacue —

cB0OOHOE W HWHOOPMHUPOBAHHOE — OT CYOBEKTa WCCIEIOBAHUS, JKEIATEeIHHO B

IMUCEMEHHOM BHIE.

Jiist Toro 9T00B! yOEAUTHCS, YTO YYACTHUK MCCIIEOBAHHS TTOIYIHI HEOOXOAUMYIO
UHQOPMAITUIO IS MPUHATHS WH(GOPMHPOBAHHOTO PEIICHHS, BAKHO JaTh KaXIOMY
YYaCTHHUKY CJETYIOUTYI0 HHPOPMAIHIO:

[TonoxeHue 0 TOM, YTO MPE/IONAraeTcs MPOBEACHNUE HAYYHOTO UCCIICIOBAHUS
2. llemu uccnenoBaHus
3. Bupl nedeHue Bo BpeMsl UCCIIEAOBAHUS U BEPOSTHOCTh CITy4aifHOro
pacripeiesieHust AIIMEHTOB MEXKAY Pa3IMYHBIMH BUAAMU JICYCHUS, BKITFOYAst
niayebo

OxugaeMyro pOAOIDKUTEIBHOCTD yIacTHs CYOBeKTa B UCCIIEIOBAHUHT

Onwcanue mporeayp UCCIeI0BaAHMS

Onpenesnenne Bcex Mporeyp, KOTOPbIE SABISIOTCSA IKCIIEPUMEHTaTbHBIMU

OO0s13aHHOCTH MAIUCHTOB, YYaCTBYIOIUX B UCCIIEIOBAHUU

Onwcanue mpeacKka3zyeMoro pucka min JuckoMpopTa it cyobeKTa

Onucanue 0KuIaeMOM TOJB3bI JUTS CyObEKTa WITH IPYTUX JIF0IeH

10. ATbTepHATHBHBIC METOBI JICUCHHS (TPEUMYIIIECTBA U HEIOCTATKH)

11.TTonokeHne, OMUCHIBAIOIIEE YPOBEHD 00eCIeYeHNsT KOH(MUACHIINATFHOCTH
OTYETOB W 3amuceil, HISHTU(UIHUPYIOMNX CYOBEeKTa, IPEAYNPEeKICHNE Ha
CITydail HHCIEKIIMU CO CTOPOHBI KOHTPOJIMPYIOIINX OPTaHOB.

12. Ins1 uccnenoBanwmii ¢ 0ojiee 4eM MUHUMAIBHBIM PUCKOM, OOBSICHEHHE OyeT
T TIPEOCTaBICHAa KOMIIEH AN B CITydae MOBPEXKACHUH, OyaeT in
MIPeA0CTaBIeHa MEIUIIHCKAs TIOMOIIIb, U €CJH Ja, U3 Yero oHa Oyzaer
COCTOSITh

13.IlonoxeHue, 4TO y4acTHe B UCCIEIOBaHUH SBISETCS JOOPOBOIBHBIM

e
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14.Bo3MOXHOCTB OTKa3a OT Y4acTHs B UCCIICIOBAHUH B JIF000E BpeMs 0e3
HEeOIAarONpPUATHBIX OCTIEACTBUN

15.¥YcnoBus omaTel CyOBEKTaM 3a YYacTHE B UCCICIOBAHUN

16.Bo3MoxHBIE pacXobl CYyOBEKTa B XOJIE HCCIICTOBAHMS

17.ImeHa 1 TeneOHbI KOHTAKTHBIX JIUI, C KEM MOKHO KOHTAaKTHPOBATE JIJIS
OTBETA Ha BOIMPOCHI 10 IOBOIY HCCIIEJOBaHUs, IPAB YYACTHUKA, U C KEM
KOHTaKTHPOBATh B CIIy4ae CBSI3aHHBIX C UCCICIOBAaHUEM TPABM U CyOBEKTa

18.1IpumepHOE YMCIIO CYOBEKTOB, BOBICUCHHBIX B UCCIIEAOBAHNE

19.JIr06ast nononHUTENbHAS UH(OPMALHS, KOTOpast MOKET 00eCTIeunTh
HaJJISKAIIYIO 3aIIUTY MPaB M OJIaromoIyqHs MalueHTOB:

- €CIIM JICYCHHE WM TIPOIEAYPHI MOT'YT BOBJICKATh PUCKH JIJIs SMOPHOHA HITH

3apOJIBIINA, €CITA CYOBEKT SBIISIECTCS WIIH CTAHET OEPEMEHHBIM, UTO B JJAHHBIN

MOMEHT HeNpeIcKazyeMo

- 00CTOATENBCTBA, IIPH KOTOPHIX YUACTHE CYOBEKTa MOKET OBITh OCTAHOBJICHO

HccienoBareyaeM 0e3 CorTacus y9acTHUKA

- TIOCJENCTBUS PEIICHUS CYOBEKTa BBIUTH U3 UCCIEAOBAHUS U MPOLIETYPHI JUIS

TUTAHOMEPHOTO 3aBEPIICHUS YIaCTHSI CyOBEKTOM

- 3asgBJICHHUE, YTO 3HAYUTEIIbHBIE HOBBIC JJAHHBIC, TOTYYCHHBIC B TCUCHUE

HCCIICIOBAHUS, KOTOPBIE MOT'YT OBITh IMOBJIHAThH Ha JKEJIaHHe CyOBheKTa

MPOAOIKUATE yIacTHe, OYAYT MPEIOCTABICHEI CYOBEKTY

- MoOBIe APYTUE NaHHBIC WK HH(OPMAITUs, TPEOyeMbIe MECTHBIM

3aKOHO/IaTE€JILCTBOM, PYKOBOJICTBAMHU MJIM MHCTUTYTCKUMHU MPaBUIIaMU

®opma UC nomxHa OBITH TIEpeBe/IeHa Ha POJHON S3BIK MAlMEHTa, HHCTUTYT WIH
KOMITaHUSI-CIIOHCOP HECET OTBETCTBEHHOCTh 3a KaueCTBO NE€PEBOJIA U €TI0
COOTBETCTBHE OPUTHHAIY.

B mponecce KIMHMYECKOTO MCCICIOBAaHUS MOTYT TOSBUTHCS W3MEHEHUS B
MIPOTOKOJIE WM Jto0as HoBasg HWHQOpMAIus, KOTOpas MOXXET IOBIUSATh Ha
peleHrne TAaINUeHTOB TMPOMOIKATh yJacTBOBAaThH B HCCIEAOBAaHWUHU. Bo3HuKIIHE
W3MEHEeHUsI JOJDKHBI ObITh oTpakeHB! B (hopme MC, m3menennas ¢opma MC
nomkHa ObITh mepegana B OK ¢ COMPOBOAUTENHHBIM MHUCBMOM M MOXKET
UCHOJB30BaThCs TONMbKO mocie ogoopenus ODK. Komms mucema B DK momkna
xpaHuThcsi B (paiine umccrmemoBatens. [lanuenTsi, mommucasmue (opmy WMC u
YUYaCTBYIOIINE B HCCIICIOBAHHH, JOJKHBI OBITh IIOCTABJICHBI B U3BECTHOCTb.

IIpouecc momyuenuss MC — ocHoOBa JUisi XOpOUIO CIJIAHUPOBAHHOI'O, 3THYECKU
npuemiieMoro uccienosanus. Ilpumenenne C B nccrienoBanny TpedyeT BpeMeHH,
TBOPYECKOTO MOIX0/1a ¥ TOHNMAHHS CO CTOPOHBI YIaCTHHUKOB.

Omrcanue uccieI0BaHus

OO6b1yHO, HavanbHast HHGoOpManys, coaepkamascs B MC, sBisieTcst ICHBIM, IPSIMBIM
3asBJICHHEM, YTO HMCCIICOBAaHUE MPOBOMUTCS AJIS IOMCKA OTBETOB Ha HEU3YUCHHBIC
Borpockl. [Ipexxae Bcero HOMKHBI OBITH SICHO TPENCTaBICHBl IENb M 3aJadu
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HCCIICIOBAHUS, C MOSICHCHHEM , Kakas HOBas WHGopMaIusa OYIeT MOIy4YeHa B XOHIC
HAYYHOTO HCCIENOBaHMSA. B KIMHUYECKUX HCCICNOBAaHUSAX IOTCHIUAIBHbBIC
VYaCTHUKU JOJDKHBI MMOHMMATh, YTO OHHM HE OYAyT MONYy4aTh CTAaHIAPTHOE WIIH
pETYISIpHOE MEIUIIMHCKOE 00CITY)KHBaHHE.

YYacTHUKH JOJDKHBI COTJIACUTHCS OBITH CyOBEKTAMU MPOIEAYP, MPEIyCMOTPECHHBIX
HCCIIEIOBAHHUEM, 0COOEHHO TeX poLeayp, KOTOpPBIC SIBJISIFOTCS
JKCHEpUMEHTAIBHBIMU.  OXujaeMble  HPOJIOJDKUTEIBHOCTh M OOSI3aHHOCTH
YYaCcTHUKA JIOJDKHBI OBITh SICHO ONHCAHBI M COTJIACOBAHBI C YYaCTHMKOM. Ecmm
uccleqoBaHne TpeOyeT paHIOMHU3AalMd U HCIONb30BaHUA IUTanebo, Tornaa
YYaCTHHUKAM CJIeIyeT IIOHMMAaTh, YTO OHHM MOTYT HE IOJIYYHTh HEOOXOIHUMOE
JIeYEHHE.

OnmcaHue pucKoB

ITpoecc UC, oxwugaemble wid 0OOCHOBAHHBIE TPENBUACHHBIE PHCKH, BKIIOYAs
(m3nveckre, CcoUMaNbHBIE W IICHXOJOTHYECKHEe, CBA3aHHBIE C YYacTHEM B
HCCIIeIOBAaHNH, JOJDKHBI OBITh TIIATETBHO OO0BACHEHbI. KomnuecTBo nHpopMaLuy o
BO3MOXHBIX PHUCKaX M Kak 3TO TPEACTaBUTh, TpeOyeT 0coOOro paccMOTpEHHUs B
aHupoBaHuu npouecca MC.
Crnenyer yuWuTBIBaTH KyJbTypajbHble BIUSHHUA M OOILCTIPUHATHIE MECTHBIC
MEIUIIIHCKAE TIPaKTHKH.
Croco0 omucaHus PHUCKOB IS YYacTHHKA TPeOyeT 3KCHEepTH3bl U Pa3pelIeHUs
KOMHTETOB TI0 3THKe. Ecim B TeueHHWe UCCIe0BaHUs ONPEEIIIOTCS JII00ble HOBBIE
puckn, UC nomkHO OBITH MEPECMOTPEHO M BCE YYACTHHKH JOJDKHBI OBITH CPOYHO
W3BEIIICHBI.

OnucaHue noJb3bl

Y4YacTHUKH HCCNeIOBaHHSA JOJDKHBI OBITH ONOBEIICHBI O BO3MOMKHOHM IOJb3€ OT
ydacTusi B HccieoBaHuH. VIHGOpPMHUpOBaHHOE coOracHe JOJDKHO —BKJIOYATh
OIMCaHUE 000 O3B! IS CYOBEKTa WM JPYTUX JIIOACH, KOTOPBIE OKHIAIOTCS OT
HICCJICIOBAHUSL.

[Mone3y HMKOTAA HENb3s NPEYBENUYMBATH M HCHONB30BATH JJIsl BBEICHUS B
3a0Ny)KIeHHe ~ y4YacTHHKa  HCCIEeNOBaHMs.  becliaTHoe — IpenocTaBlICHUE
MEMIMHCKUX YCIYI HE JIOJDKHO OBITh IPEJCTABICHO Kak ocodas 1ojb3a (Ha 4To
YYaCTHUK UMEET IpaBo B JIIOOOM ciiydae).

Ocobasi 0CTOPOKHOCTH HEOOXOAWMA TMPH MPEAOCTABICHUM MOJNb3bl YYaCTHUKAM C
OrpaHMYEHHBIM JIOCTYIIOM K MEIMIMHCKMM yciyraMm. [Ipemaras MeIMIIMHCKYIO
MOMOIIIb JIFO/ISIM, KOTOpble HWHa4Ye HE KMMEIOT JOCTyla K Hel, HCCleIoBaTelb
OKAa3bIBAET CUIILHOE MOOIIPEHUE, YTO OTCHIHATBHO SBIISICTCS IPUHYKICHACM.
UccnenoBarenn OTBETCTBEHHBI 32 TO, YTOOBI peEIICHWE Yy4YacTHHKAa HE ObLIO
IpeNoNpeeneHo o0enaHneM MEIUIIMHCKUX ycuryr. Hakonen, nadopmamnus o Tom,
Kakas Iojib3a MJIM MEIUIWHCKOE OOCIy)XHBaHHE OYHET TMpPeJOCTaBICHO IS
YYaCTHHUKOB I10CJI€ OKOHYaHUS UCCIIeIOBAHMS, IOJDKHO OBITh orrcaHo B popme UC.
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AJbTepHATUBEI

B ¢opme UC cyObexThl [OKHBI OBITh HM3BEHIEHHI O COOTBETCTBYOLIMX
aNTBTEPHATHBHBIX MPOIEAypaxX WM JICYCHHH, KOTOPHIE MOTYT UMETh NMPEUMYIIIECTBA
Ut CyOBEKTa.

st Toro, uto0sI cnenats 1o, popma MC gomkHa omucats aabTepHATHBHI JICUCHUS,
KOTOpbIe CYLIECTBYIOT, BKJIOYas JAPYrvMe BapHaHThl BBIOOpPA Ui y4yacTusi B
HCCIICIOBAHUH.

Onucanue anbTepHATUB HEOOXOIMMO, YTOOBI YYaCTHMK ObUT CHOCOOEH BBIOpAThH
MEXIY HCCIIEOBATEILCKUME TPOLEAYypaMyd WM CTaHIAPTHBIMH TPOLEAYPaMHU
JICUCHUSI.

KonbuneHmaipHOCTE

B ¢opme UC, ciemyer ykasarb cTemeHb KOH(HISHIHATBHOCTH, KOTOpas Oymer
o0ecrieyeHa y4acTHMKY. OJTa MH(OpMaIUs JO0DKHA BKIIOYATh MMEHA JIIOAEH WIIH
OpraHu3alyii, KOTOpbIe UIMEIOT PaBO U3Y4aTh HAYYHBIE OTYETHI.

Ecau crnocoOHOCTE HccnemoBatelnsi Mo 3amuTe KOH(QUACHIMATbHOW HH(popManuu
OrpaHMYEHa, IIPeJIeIIbl 3TOr0 OTPAHMUYCHUS JIOJKHBI OBITh PACKPBITHI JUI yYaCTHUKA.
Ocoboe BHMMaHHE K COONIONIEHWIO KOH(HUIEHIMATHHOCTH HEOOXOAMMO, KOTaa
nyonuyHoe oOHaponoBaHMe (akTa yd4acTHS B HCCICIOBAHMU  SIBIISIETCS
MOTEHIMATBHO BPEAHBIM. THOTIa caMbIM OOJBIIM PUCKOM ISl YYaCTHUKA SBIISICTCSI
HapylIeHHe KOHPHICHIATBHOCTH.

Kommnencanmu

Scnas uadopmaust goKHA OBITH MPEJOCTaBIEHA O JII000H KOMIEHCALUH, KOTOpas
MOXeT OBITh oOecrieueHa  y4YaCTHHKY, €CIM BO3HHMKHYT NpOOJEeMbl B TEUCHHUE
uccienoBanus. JlommkHa ObITh peaocTaBieHa MHGOPMAIMS O BO3MOXHOM JICUCHHUH,
ecim Oymer HeE0OXomuMO, W KTO OyAeT IUIaTUTh B ClIydae BO3HUKOHOBEHHUS
OCJIO)KHEHU.

CIOMS pexkomeHIyeT, 4YTO «KOMIIEHCAIUd Mpeaaraerca cyOobeKkTaMm, KOTOpbIe
NONYyYUSIM  3HAYUTeNbHBIE  (U3MYECKHME  TOBPSXKACHUS  OT  NPOLeEnyp,
NPEIOCTABICHHBIX JUIS BBIIOJHEHUS UeNnu ucciepoBanus». OnHako He Bce
OpraHuM3alMy JenaroT 5To. MccmemoBaTenu AOJDKHBI OBITH  OCBEIOMIICHBI O
MHCTUTYLMOHAJIbBHOM M CHOHCOPCKOH MOJMTHKE [0 IIOBOAY KOMIICHCALUH
yJacTHHKaM. PexoMmeHayeTcs KOMIEHCHPOBaTh YYaCTHHKAM BpEMS, JIOPOKHBIE
pacxonsl 1 HeynoOcTtBa. CyMMy KOMITEHCAIMU CIIEAyeT 00OCHOBaTh M OHA JOJDKHA
OBITh OCHOBaHa Ha MECTHBIX IeHax. KommeHcanusi He NOKHA OBITH CIUIIKOM
BBICOKOHW, YTOOBI MCKJIIOUNTH €€ Ype3MEpHOE BIHMSIHHE Ha TOTEHIMAIBFHOE pelIeHne
YeJl0BeKa y4acTBOBATh B MCCIIEOBAHHM. JTO OCOOEGHHO Ba)XHO YYHTHIBATh, KOT/IA
UCCIeIOBaHNE IPOBOANTCS B MOIMYJISIIUN MaI0O0ECTIeYeHHBIX YYaCTHUKOB.

KonTakTsl ¢ YY4aCTHUKOM
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B ¢opme mHpopmMupoBaHHOTO corjacus ciemyerT yka3aThb HH(POPMAIMIO C KeM
KOHTaKTHPOBATh B CIIy4ae BO3HUKHOBEHHS BOIIPOCOB, CBSI3AHHBIX C UCCIIECIOBAHUEM.
[TpryeM 3TH KOHTaKTHI CleqyeT MPEAJIOKUTh B HanOosee YHOOHOW IS y4acTHHKA
(dhopme. Hackoapko 3TO BO3MOXKHO, KOHTAKTHEIC JTIFOJH JIOJDKHBI OBITh TOCTYITHBI BCE
BpEMSI.

CrnenyeT ykazatb WHGOPMAIUIO C KEM KOHTAKTUPOBATh B CIydae MOBPEIKACHUS WIIH
TpaBMbl. He ciienyeT yka3plBaTh B Kaue€CTBE KOHTAKTHBIX MEPCOH HCCIENoBaTesen
WJIM IPYTUX JILI, HAIIPSAMYIO CBSI3aHHBIX ¢ ucciaeaoBanueM. [loaxoasuum 4eioBeKoM
JUTSI TIOTOOHBIX KOHTAKTOB MOXKET ObITh wieH KoMuTeTa mo sTuke.

KontaktHass wuH(popMmanms, mnpemocraBiseMas — Y4acTHHKY, [JOJDKHA  OBITh
PEaTMCTUYHOM, SKOHOMHYECKH OOOCHOBAaHHONH W TpPUEMIIEMOH C TOYKH 3pEHHUs
MECTHOU KYJIbTYPBHI.

HO6DOBOJ'ILHOC y4yacTuc

B ¢opme wuHGOPMUPOBAHHOTO COTJIACHS HEOOXOAMMO 3asBUTh, UYTO YYacTHE B
UCCIICIOBAHUU SIBJISCTCS TOOPOBOJIBHBIM. JTOT pasaen MC nomkeH onpeaenuTsb , 4To
OTKa3 OT YYacCTHs WIU JKeJaHWE BBIUTH W3 MCCIENOBaHUS HE JOJDKHBI MPHUBECTH K
KaKOMY-JIN0O HaKa3aHUIO WX MTOTEPE TOJIb3bI, HA KOTOPYIO YUYACTHUK UMEET IIPaBo B
TO00M ClTydae.

HOKVM CHTHUPOBAHUC I/IHd)O]I)MI/IDOBaHHOFO corjaacus

WndopmuposanHoe cornacue (MC) TOKyMEHTHPYETCS C CIONb30BaHUEM
nrceMeHHo# gopmer MC.
®opma UC momxHa OBITE:
1. Omobpena JK
2. TNoanucaHa 1 gaTHPOBaHA CYOBEKTOM HITH €T0 3aKOHHBIM MPEACTaBUTEIIEM
3. IloanucaHa u TaTUpOBaHA UCCIEIOBATENEM, KOTOPBIM MPOBOAMII
JIUCKYCCHIO/Oecey TSt IOTYUSHSI COTIIacHs
4. TlomnucaHHas ¥ JaTHPOBAHHAs KOMHS JOJKHA OBITH MPEJICTABICHA CYOBEKTY
WIH €r0 3aKOHHOMY TPEACTABUTENIO, B CIIyYae €CIIU OH MOJIICA JOKYMEHT
OT UMEHH CYOBbEKTa.
B menummHCKOM JOKYMEHTAIIMH HEOOX0IUMO CAeNaTh 3anuch o moxyaenuu UC ¢
yKa3aHHEM JIaThl 1 UMEHH JIMIA, IPOBOIUBILETO Oecey
®opma NC 00BIYHO KCTIONB3YETCS, YTOOBI OOJIETYUTh U CTAHAAPTH3UPOBATH IIPOLIECC
HUC. Opmnako, cama 1o cebe ¢opma HMC ne cocraBmier WC, 3T0 TOJNBKO
nmokymenTarus. KimrodgeBoit komroneHT mporecca MC — ato moamucanue Gopmer UC
YYaCTHUKOM, HWCCIEeIOBaTeNieM M JAPYyrUMH HHIUBHAyymMamu. Bce pykoBoacTBa
MOOMIPSIIOT MMHUCHMEHHOE JTOKYMEHTHPOBaHWE, KOTZAa OTO BO3MOXHO. OmHAKO,
MOJITUCh HE O3HAYaeT, YTO YYaCTHWK TMOHSUI W Jald JOOPOBONBHOE COTJIACHE.
XenpCUHKCKas Jlexmapaiiust onpenenser, 4To « Mocie TOro, Kak Bpad yoeauwics, 4To
YYaCTHUK TMOHSJI BCHO HMH(OpMAIMIO, CIeIyeT MOJIy4YuTh CBOOOJHO JaBagMoe
MH(QOPMUPOBAHHOE COTIIACHE, KEJATEIBHO MTMCHbMEHHOE).
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OueHb BaXHO MPEACTABIATH cebe, YTO LEHHOCTh IOKYMEHTa OyIeT pa3jIndHOIf
COOTBETCTBEHHO CrelU(pHUKEe HCCICIOBAaHUS ¥  HPOBEICHUIO  HCCIICIOBAHUSL.
HccnenoBaHne ¢ HE3HAYMTEIbHBIM PHCKOM MOXET He TpeOoBaTh IIOJIUCH
y4acTHHKA, a B HEKOTOPHIX MECTHOCTSX, YYaCTHHKY HE COBCEM KOM(OPTHEI
nrckMeHHbIe popMbl. KOMHUTET 10 9THKE, OTBETCTBEHHBIH 3a HCCIeIOBAaHHE, TOJDKEH
OIIPEACIATh ¥ pa3peliaTb COOTBETCTBYIOUIMNA METO] JOKYMEHTHPOBAHHOTO, WM HE
nokymentuposansoro C.

Ortka3 ot I/IHd)ODMI/IDOBaHHOFO corjacus

XOTs IPEANOYTUTENILHO UMETh TOKyMeHTHpoBaHHoe MC, KoTopoe cOCTOUT U3 Beex
PEKOMEH/IOBaHHBIX JJIEMEHTOB, MOTYT OBITH CHUTYallHd, TJ€ 3TO HE MOAXOIHT IS
ucclefoBaHus. [t HEKOTOPBIX THIIOB UCCIIEAOBAHMSA, TAKMX KaK aHOHIMHBINA OTIPOC,
HekoTopble 3neMeHTl MC He MOryT HpuMeHAThCS. B Takux ciydasx, MecTHbIE
KOMHTETHI TI0 3TUKE MOT'YT pa3pemnTh 0Tka3 oT MC, 4To MO3BOIISET HCCIIe0BATENIM
yIAIUTh HEKOTOPbIE WIIH BCE TpeOyeMble 3TIEMEHTHI.
«O0uime npaBuiIay NPelOoCTABISIIOT YEThIPE KPUTEPHS ISl pa3pelleHuns 0TKasa:

- HCCIICI0OBaHHUE BICYET MUHUMAJBHBIM PUCK Ul YIACTHUKA;

- OTKa3 He OyZ#eT BIMATH HAa NIPaBa U 0Jaronoiryyue y4acTHUKOB;

- WCCIIeOBaHWE HE MOXET OBITH BHIITOJTHEHO 0€3 0TKa3a;

- KOrJa YMECTHO, YYacTHHKH IOJydYaT IOIOJIHUTEIbHYIO COOTBETCTBYIOIIYIO

MHQOPMAITUIO TTOCIIe 3aBEPIICHUS X YUaCTHS.

Bce TtpeGoBanus i OTKa3a JOJDKHBI OBITH yTBEpKAEHH KoMuTeToM 1O 3THKE A0
Hayaja uccieOBaHusl.

3akmouenne — Madopmuposannoe Cornacue

[Monyuenne cootBercTByromero MC HeoOXoguMo Tepel HadaJoM JIIOOOTo
uccienoBanus. OnHako MC cienyer paccMaTpuBaTh HE TOJIBKO KaK OPHIMYECKOE
TpeboBaHMe, HO W MOpAJIEHOE 0053aTeIhCTBO, HAMPABICHHOE 3alUINATh OCHOBHEIC
IIpaBa YeI0BEKa - yIaCTHUKA MCCIIEOBAHMS.

ITucemennoe noxymentupoBanne MC o00buHO siBIsieTcss HeoOXoaumMmbiM. OHAKO
HY)XKHO YOeAWTbCs, YTO MOTEHUHUAJIbHBIH YYaCTHHK IOHSII BCIO NPEAOCTABICHHYIO
uHpopmarmio. OOpa3zoBaHHEe YYaCTHHKA, 3PEJIOCTh M KYJIbTypHas cpega HMEIOT
CHJIbHOE BIIMSIHHE HA €r0 CIIOCOOHOCTH MOHUMATh TaKylo HH(POPMALHIO.

[Ipobnema UC - obeceunTs OOCTATOUHYIO HMHGOPMALMIO JUIS  HPUHATHS
WHQOPMUPOBAaHHOTO pPEIIeHHs, B TO K€ BpPEeMs, NMPEIAOCTABISAS 3Ty HH(POPMAIHIO
YYaCTHHUKY TIOHSATHBIM crocoboM. CremyeT WCIoNb30BaTh —IOJACPKUBAIOIINE
MaTepHaibl, TaKhe Kak OpoIIopsl WM BUAeO. B mccnenoBaHusAX, TIe pUCK MOXKET
OBITH BBICOKHM, IPOBEPKY HMJIM TecTupoBaHue mpouecca UC ciexyeT mpoBOIuTh 10
Haudana ncciepoBanui. MIC momkHO OBITH MONTydeHO 0e3 yrpo3 Wik MaHWUIMYJISIHHN.
Oco0bIil KyAbTYPHBIH WM MHTENJIEKTYaJbHBIH CTaTyc HCCIEN0BaTeNsd HE JOJDKEH
UrpaTh POJIb B OJYYSHUH COTJIACHS y4acTHHKaA. B HeKoTopbIX oOcrosTenbcTBax, MC
MOKeT OBITh HAWIYYIIMM 00pa3oM IOJy4eHO HEWTpaJIbHOH CTOPOHOM 0e3 mpsMoro
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HHTEpeca B HCCICAOBAHWU. YSI3BUMbIC TPYIIBl YYaCTHUKOB MOTYT TpeOOBaTh
CIIELIMAJILHON 3aIlUTEL.

Curyauunonnas 3aga4a 3. HadopmupoBanHoe coriacue.

PexomennoBanHoe 1a11e00-KOHTPOJIUPYyEMOe WCTIBITAaHNE BarvHAJIBHOTO
OaKTepHLIAHOTO TpenapaTa MPOBOANTCS B 3KOHOMHYECKH OTCTanoi ctpane. Llens
9TOr0 UCTBbITaHHsl — HaOmoate 3P(EeKTUBHOCTh OAKTEPUIMIHOrO IMpenapara MpH
rerepocekcyanpHo-ipuooperernom CIIN le.

IlonoBuHa eHIIMH OyJIeT MOJy4aTh HCHBITYEMBIH IpenapaT W Npe3epBaTHBbI, U
Ipyras HOJIOBUHA OyAeT MmojydaTh Iuianebo u npesepBatuBbl. M mectbiii Komurer
[0 3THKE, W CIOHCOpcKkuil KoMmuTeT mo 3THKE pa3pemmin 3TO HCCIEeNOBaHHE H
MIpOIIecC TMOJy4eHHs corjlacusi. B TedyeHme OOBIYHOrO MOHHUTOPHHIA DKCIIEPHMEHTA
HaOJIIOJaTeNI OLEHUBAIM IIPOLECC COIJIACHSA y HECKOJBKMX  YYaCTHUKOB
skcnepuMenTa. HaGmonarenn oOHapyXuid, 9T0 COBETHHKH, ympasisasime VC, He
OOBSICHUIN BCIO WHPOpPMALMI0 B MHUCHbMEHHONH (opMme coriacus, Kak OBLIO
3alJIaHUPOBaHO BO BpeMs 0OydeHus mTara. J|eHcTBUTENBHO, OONBIIMHCTBO (HOpM
cornacusi nepedpasupoBaHbl U HECKOJBKO 00s3aTEIbHBIX 3JEMEHTOB IPOITYLIEHO.
Bce yuactHuKM noanucany GopMy COTIACHSL.

HaGmogatenu roBopar o6 3ToM Bompoce uccieposarensiM. OHH PEKOMEHIYIOT
HCCIIeIOBATENIM TIEPECMOTPETh U U3MEHUTH (hOpMY corjiacus, Tak Kak HEOOXOIMMO
CUUTAThCA C MECTHBIMH YCIOBHSMHU. lcciemoBaTenb 4YyBCTBYET, YTO COBETHHKH
UCCIIENIOBaHUSI KOPPeKTHO HaOmomamu 3a  mpoueccom MC. HaGmopatens
JIOKJIaIbIBAET O CBOMX BhIBOjIax KomureTy 1o sTnke.

Bonpoc:

B stom cinygae KoMuTET 110 3THKE TOJKEH:

a. PekoMeH10BaTh MIPEKPATUTh MCCIICIOBAHUE

6. [TepeoOy4uTh Ipymiy UCCISAOBATENCH U IITAT COTPYIHUKOB 110 mporeccy C
c. [TonoxuThCs HA 3HAHUS MCCIIEA0BATENICH O TAaHHOH HOMYJIAIIHN

n. Hukaxux nevicteuii. Uccnenoparens noanucan UC nis Kaxa0oro yyacTHUKA.

OTBETCTBEHHOCTD I/ICCJIGZ[OBaTeHCI\/’I

HccnenoBatenu UMEIOT HECKOIBKO OOSI3aHHOCTEH IO 3alUTe JTIOACH, YIaCTBYIONIIX
B HCCIEIOBAaHMU. OTH OOSM3aHHOCTH OTBEYAIOT IOPHIMYECKMM TpPEOOBaHHUSAM, HO
TaKkKe OTBEYAaI0T OCHOBHBIM JSTHYECKMM HOPMaM, KOTOPBIM JOJDKHBI CJIEJOBaTh
yYY€HbIE U Bpaud. Ba)kHO NOMHHUTB, YTO MCCIEAOBATENN MOTYT AEJIETHpPOBaTh 4acTb
HCCIIeIOBATENbCKOM paboTel ApyruM coTpyaHukaM. OJHAKO, NeNernpoBaHHE He
0CBOOOJKIAET MCClleoBaTeNe OT UX 00s3aHHOCTEH. DTH OO0S3aHHOCTH JENATCS Ha
CJIeIyIOIME OCHOBHBIE KaTErOPUU:

e 3ammTa y4acTHHKOB: llepBBIii ypOBEHb OTBETCTBEHHOCTH — 3TO O(OPMHUTH
HAyYHO U TEXHUYECKM KOPPEKTHBIM HAay4dHbId IPOTOKOJ, CTaBSIIUI
Onarononyyde y4YacTHMKa BBILIE HMHTEPECOB HAayku M oOmecTtBa. «OOuiue
IPAaBWIA» ONPEIEIIOT, YTO UCCIEOBATENM HECYT OTBETCTBEHHOCTH 3a TO,
9YTO HU OAMH CyOBEKT He OyAeT BOBJIEUEH B HCCIEIOBaHHUE O IMOJIHCAHUS
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uH@opmupoBanHoro cornacui. PykosoxctBo CIOMS ompepenser, dTo
uccieoBaTeNd 00s3aHbl NPEJOCTABUTH IOTECHLUHAIBHOMY CYOBEKTY BCIO
HeoOXomuMylo MHGOpPMAanuio Ui aJeKBaTHOCTH  MH(OPMHUPOBAHHOIO
cormacusi. HaxoHen, wuccienoBaTens UMeEET — 00s3aTENBLCTBO  IEpej
yJacTHHKaMHU oOecreunBaTh KOH(WACHIIMAIBFHOCTh, KaK IPETyCMOTPEHO B
uc.

e IIpoBeneHue uccaenoBaHusl B COOTBETCTBHU ¢ MpoToKonoM. HMccnenosarens
JOJDKEH  NPOBOJUTH  MCCIEAOBAHUE  COOTBETCTBEHHO  YTBEPKIACHHOMY
IIPOTOKOJIY U MOXET BHOCUTh U3MEHEHHS B IIPOTOKOII C paspeleHus Komurera
no 3TuKe. McciaenoBaTensb TakKke OTBETCTBEHEH 3a JOCTOBEPHOCTh JAHHBIX U
XpaHEHHE BCEX OTYETOB.

e (CootBercTBUE TpeboBaHMAM KOMHTETOB MO 3THKE: HCCIIEAOBATENb JOJKEH
3HaTh, YTo KomuTer mo sTvke OydeT OTBETCTBEHHBIM 3a NEPBOHAYAIILHYIO
OLICHKY, HNPOMEXKYTOYHOEC HAOMIOAEHHE M pa3pellieHHe HCCIEeNOBaHUI H
JobkeH obecriednTh KomHTET To 3THKE Beell HeoOxommmoil mHpopMmarmen
JUIL  BBINOJIHEHHS 3TuX ¢yHKOouid. IccnemoBaTeny OTBETCTBEHHBI 32
BBITNOJIHEHUE peuieHui u pekomennauuii Komurera no stuke. Mccnenosarens
HECET OTBETCTBEHHOCTH JIOKIAJbIBaTh KoMHUTETY 1O 3THKE JF00BIe COOBITHS,
IMPOU3OLICAIIAE IIPU BBIIOJIHEHUH HCCIEJOBAHUA B COOTBETCTBHH C
TpeboBaHMsIMM U TpaBuiamMu KomuTera mo 3THKE, W JOKJIAIBIBaTh JIOOBIE
npo0JieMbl, BO3HUKIIKE NPH MPOBEICHUH HCCIEIOBaHUS, BKIIOYas OTYET MO
’)anobaM OT yYaCTHHKOB.

e Jlocie wuccnenoBaHMA:  pacTylllee  3Hau€HHE TpHUIAeTCd pPoId  H
OTBETCTBEHHOCTH HCCIIEOBaTeleld TIOC/IE 3aBEpIICHUS  HCCIIECAOBaHMA.
CornacHo otuety NBAC wuccrnenoBaTenbckas OTBETCTBEHHOCTb BKIIIOYAET
JEATeNIbHOCT 110 O0ECHEYCHHUIO IOCTYMHOCTH PE3yIbTaToOB HCCIICIOBAHUS
MECTHOMY COOOIIIECTBY.

IlepcoHabHBIC KAUSCTBA YICHOTO

Hayunast sTudeckas mporpamMma aMepUKaHCKOTO IIEHTpa MO KOHTPOJIO 3a
nHpexknnoHHpIMU  Oonesrsimu (C/IC)  yTBep)kmaeT, YTO B JOIOJHEHHE K
TEXHUYECKAM HAYYIHBIM OOS3aHHOCTSIM:

« TIpOBeJIeHHE WCCJIEeN0BaHUs TpPedyeT yMelloro W O00beKTHBHOIO TMOMCKA
HCTHHBI B aTMocdepe 4eCTHOCTH U JI0BEPHUsI»

KauecTBa, KOTOpbIe  CclenyeT JEMOHCTPHPOBATh  Tepel  Y4acTHHKAMHU
UCCIIEIOBAHUS:

- YEeCTHOCTb

- YBaxXCHHE

- 3abora

- TmpodeccuoHaIN3M

- cocTpajaHue

- YYTKOCTh
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OTBETCTBEHHOCTD CIIOHCOpa

CroHCOphI OTBETCTBEHHBI 33 OOECIECUYCHHE Cpe/ibl, YKPEIUIAIOIIEH YeCTHOCTb,
O00BEKTHBHOCTh W BBICOYAMIIIHE ITUYECKUE CTAHAAPTHI HMCCIACIOBAHUS, BKIIIOYAs
CTaHIAPThI MPOBEACHHUS, BHEAPEHUSI U OTYETHOCTH.

OCOOEHHO CITOHCOPBI JAOJDKHBI 3aIIUIIATh YIaCTHUKOB BCEX HAYYHBIX UCCIICIOBAHU.
CIIOHCOPBI MOT'YT JOCTHYB 3TUX 1[I HECKOIbKUMH CIIOCOOaMU:

e Tlommepxath cO3daHuME M JAEATEIBLHOCTH COOTBETCTBYIOIIero Komurera mo
3THKE U YOCJHUTHCS B BHIMOIHCHUU UX (DYHKI[HIA 10 KOHTPOJIIIO, Pa3PEIICHUIO U
HAOJIOZICHHIO 32 BCEMH HCCIICIOBAHUIMH,

e Habmromath 3a HCCIEIOBAHHEM COOTBETCTBEHHO IUIAHY, YTBEPIKIACHHOMY
KomuteroM 10 3THKe, YOEIMTHCS, 4YTO WCCIICJOBAaHHE MPOBOJUTCA B
COOTBETCTBHU C MPOTOKOJIOM, W UYTO JAHHBIC HCCIICAOBAHUS HAJCKHBIC U
MOJTYYeHBI KOPPEKTHO.

e BriOpaTh TONbKO KBaMU(HUIMPOBAHHBIX HCCIEOBATENEdl M O00CCIEYUTh HX
HEOOXOMUMBIMU CPEICTBAMHU U BHEIPCHHS HCCICIOBAHUS HAJICIKAIIIM
o0Opa3om.

e (O0ecrnieunTh BCEX HCCIeNOBaTeNel MMChbMEHHBIMH MPABHIAMH, TPOICTypaMH
U PYKOBOJICTBAMHU IIEpPe/T HAYATIOM HUCCIICIOBAHHUS.

OTBETCTBEHHOCTh CITOHCOPOB B MECXAYHAPOAHBIX UCCIICTOBAHUAX

JIONIONIHUTENBHO, TpU HPOBEACHUM MEXIYHAPOJAHBIX HCCIENOBAHUN, CIOHCOPHI
JIOJIKHBI:

e ITlomnepxaTb KOHTPOJIb CO CTOPOHBI MECTHBIX KOMMTETOB IO 3THKE U
yOemuThCS, YTO MpEeArnojaraeéMble HCCIEIOBaHUS COOTBETCTBYIOT MECTHBIM
3TUYECKUM, OPUINYECKUM TpeOOoBaHUAM. MexXIyHapoAHblE pPYKOBOJACTBA
PEKOMEHAYIOT, 4YTO BHEUIHWE CIIOHCOPHl O00eCreunBaroT (HHAHCOBYIO,
00pa3oBaTEeNbHYI0 M HHYIO MOMOIIb I YKPEIUIEHHS BO3MOXKHOCTEH B
00J1aCTH HE3aBUCUMOCTH MECTHOI'O 3THYECKOT0 KOHTPOJISI UCCIIEJOBaHUH.

e Jlepen HauaqoM HCCIEROBaHUS OOCYOMTh C MECTHBIMH HapTHEpaMH
COOTBETCTBHE HCCIIEJOBAHMA MECTHBIM HYXJaM M IPUOPUTETAM U
HOTECHIMAIBHYIO II0JIb3Y TaKOTO MCCIICIOBAHUS ISl YIACTBYIOIIMX COOOIIECTB.
Kak Tompko HcCCIEeNOBaHME 3aKOHYHTCS, CIIOHCOpaM CIENyeT CHAEeNaTh
COOTBETCTBYIOIUE YCUIINS JUISl JOCTYITHOCTH PE3YNIbTaTOB HCCIEA0BAHUS BCEM
Y4aCTHUKAM.

e OmpenennTh MOIUTUKY W TPOLENYPHl IS YKPEIUIEHHsI HCCIEI0BATEIbCKOM
YECTHOCTH U OTCYTCTBHS HAYYHOH HETOOPOCOBECTHOCTH.

3akirouenue
CHoHCOpPBI M HCCICIOBATENId Pa3ACiAIOT MHOTO OOS3aHHOCTEH B TEUCHHE BCETO

nmpounecca uCCiiea0BaHus, B IICPBYIO O4YCPEAb:
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e JlnanupoBaHHE STHYECKH IPUEMIIEMOIO HCCIEIOBAHUSA, KOTOPOE OTBEYAET
MECTHBIM HYXJ1aM
e (OO0ecnieyeHue Hamjexaumled OATUYECKOW OKCIEPTH3Bl M YTBEP)KACHUS
MIPOTOKOJIa UCCIIE0BAHUSA
e JlpoBeneHue wucciIefOBaHHS B COOTBETCTBUM C BBICOKUMHM O3THUYECKUMHU
CTaHJApTaMHU
e [IpumeHeHHE U pacIpOCTpaHEHHUE 3HAHWUH, TOTyYEHHBIX B UCCIICIOBAaHUH.
Crnenys 3TMM OOSI3aHHOCTSIM, CIIOHCOPBI M MCCIIEOBATENM BBIIOIHAIOT U INpaBHiIa
UCCIIEIOBAHNUS, U MTPaBUIIa OOILECTBA.

Curvannonnas 3agada Ne 4. OTBeTCTBEHHOCTh B MCCJI€IOBAHHUSIX.

MeCTHBIE ~ KOHCYJNBTAaHT OBT HAHAT MCKIYHAPOTHOW  OpraHHM3alMed  IIo
PENPOAYKTUBHOMY 3J0pPOBBIO, YTOOBI MPOBECTH WCCIIEOBAHUE II0 CIy>KOam
IUTAHUPOBaHUs ceMbU. Ee paboTa 3akimodanach B IUIAHUPOBAHWH W YIIPABICHHUH
KIIMHUYECKUM UCCICOAO0OBAHHUEM II0 I/I3M€p€HI/IIO CTaH,E[apTHI)IX I/IH,[[I/IKaTOPOB KayeCTBa
nomou. OHa OOHapyXwuiaa, 4YTO KPUTHUYECKHH KOMIIOHEHT HCCIENOBaHUSA —
HAOJIOZICHUE 32 B3aUMOJCHCTBHSIME KIUEHT-TIpoBaiiaep. C ee XOpOUUMH 3HAHHSIMHU
MECTHOW  CHyXObl  3JpaBOOXPAaHEHHs, KOHCYJIbTAHT OOHApYXHBAaeT, 4YTO
HAOJMIOMATEeNIM, KOTOPBIX OHAa JOJDKHA HAHATh W OOYYHTh, OYAYT BBIHYKICHBI
OalaHCHUpPOBaTh MEXKIY HEUTpPATbHBIM HAONIOACHUEM W 3allUTON OJIaroImoJIydus
KiueHTa. JlelcTBUTEN HO, B TEUYEHHE TIpe-TecTa HAOMIOJCHUS METOJ0B cOopa
JAHHBIX, OHA 3aMETHIIa MHOTO (JaKTOB HU3KOTO KadecTBa oOcyxuBanus. Hampumep,
HEKOTOpBIE MTPOBalAepbl HE MOTJIM YIIOMSHYTh O MMOOOYHBIX AEHCTBUSIX BBHIOPAHHOTO
KIIMCHTOM METOJa HH&HI/IpOBaHI/IH CEMbU UJIM OHU OTBCYAJIU OHII/I60‘-IHO Ha BOHpOCI)I
KIIMCHTOB. OHa HC BMCIIMBAJIAaCh B HOI[O6HI)I€ cmyaum/l. O}IHaKO, KOHCy.]'II:TaHT
Hayayia OECIIOKOUTHCS O CBOMX JICHCTBUSAX B CiIydae OOHApyKeHHs OoJiee Cephe3HBIX
mpo0JieM, TaKUX KaK OTCYTCTBHE OOpaOOTKH PyK BO BpEMs  HCCIICIOBAHHS H
BBeaeHUS BMC.

Bonpocsr:

1. Kakne pexoMeHmanMu BBl MOXET€ [aTh HAONIOMATeNro Ui COXpaHEHUs
Omaromosyunst knmenta? EcCTp 1M IyHKT, O KOTOPOMY BMEIIATEIHCTBO
ompaBaaHo?

2. Kak crnexyer HEHTpaJbHOMY MCCIEAOBATENIO pearupoBaTh Ha OIIMOKH,
NpOMaxy WM HEBEPHYIO HH(OpMALMIO B KOHTEKCTE HCCIICAOBAHUS 110 OLICHKE
Ka4yecTBa MEJUIIMHCKOTO OOCITYKIBaHUS?

3. OneHka kadyecTBa MEAMIMHCKON IOMOIIM YacTO HE3aBHCHMa OT CTAaHAAPTOB
WHQOPMUPOBAHHOTO cornacus, MPUMEHSIEMbIX B KJIIMHUYECKHUX
UCCIJIEJOBAHUSIX.

Kakne nponenyps! MH()OPMHUPOBAHHOTO COTJACHS MOTYT TpeOOBaThCS OT

KJIUEHTOB?

Ot npoBaiinepoB?
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Pasnen 4. KontpoJib 3a ucciieioBaHueM

VYyebHsbIe nenu:
e Ommucath poib, cOCTaB U HYHKITMH KOMHUTETOB MO 3THKE
e M3yunTh COOOMIECHUS O HEOIATONPHUATHBIX UCXOIaX
e OTBETUTH HA BOIPOCHI CUTYaIIMOHHOM 3a1auu

KouTtposap Hag uccienoBanusamMu: KOMUTETHI 10 ITHKE

B Hacrosimee BpeMs BO MHOTHX CTpaHax MHpa CO3MaHBI M JEHCTBYIOT STHYCCKHE
KOMUTETHI, KOTOPHIC 3aHUMAIOTCS DTHUCCKUMHU acleKTaMu (a) MEAWIIMHCKHX HAyK,
(b) Hayk o xu3HM U (C) UHHOBAIIMOHHOHN MONUTUKH B OOJACTH 3IPaBOOXPAHCHUS.
Onu npu3BaHbl 00eCIEYNBATh 3aAIIUTY MPaB, 0E30MaCHOCTH U JOCTOMHCTBA YEIIOBEKA
MIPY TOTYYCHUH MEIUIIMTHCKON TTOMOIIY WM TIPOBEACHUN HCCaenoBaHmil. KoMuTeTs
MOT'YT CO3JIaBaThCs KaK Ha HAIIMOHAIBHOM YPOBHE, TAK M Ha MHCTHTYLIMOHAIBHOM, B
OOJIBHUIIAX WM MCCIEIOBATEIILCKUX MHCTUTYTaX. B jpaHHOM 0030pe omuchIBaeTcs,
KaK OpPTaHU3YIOTCS U JIEHCTBYIOT 3THYECKHE KOMUTETHI 1 KOMHCCHH HAIlMOHAIHHOTO
YPOBHSI.

CymrectByet OombIioe pazHooOpaszue GhopM OpraHU3aldU U ACITEIHLHOCTH TaKHX
KOMHUTETOB, CO3JaHHBIX C YYETOM TIOJMTHYECKUX W COIHMAIHHO-KYJIBTYPHBIX
0COOEHHOCTEH CTpaH.

HannonansHbIe KOMUTETEI MOYKHO noapa3aCIMTh Ha CICAYHOIINEC THUIIbI:

Tunm 1. DTO KOMHTET, CO3/IaHHBIM NPAaBUTEIHCTBEHHBIM OpPTaHOM, B
OONBILIMHCTBE CilyyaeB, JMOO MapiaMeHTOM, JHUOO0 COOTBETCTBYIOLIMM
MUHHCTEPCTBOM (3/IpaBOOXpAHEHUs, HAYKH WM IOCTHLHH). B HEKOTOphIX
CllydasgX KOMMTETbl YUPEXKIAIOTCS MPE3HJCHTOM MM  KaHIUIEpOM
rocyzapctBa. OOBIYHO Takhe KOMHUTETHl OOJIAJAIOT IIOJHOTOM BIIacTH,
MOCKOJIBKY OHHM YYpPEXIEHBl B DPE3ynbTaTe IOJIUTUYECKOTrO PEHICHUS O
CO3/I1aHNU HALIMOHAJILHOTO KOMUTETA B JAHHOW CTpaHe.

Tun 2. 3T0 KOMUTET, CO3JAHHBIN TaKUM HEMPABUTEIBLCTBEHHBIM OPTaHOM,
Kak  npodeccroHanmbHas ~ OpraHW3anus  (HampuMep, — axKalJemuen
MEIMIIMHCKUX HAayK WM aKaJeMHueil HayK), KOHCYJIbTaTUBHBIM OpraH Io
pa3paboTKe MONUTUKU (HApUMeEp, COBET IO BOIPOCAM 3APaBOOXPAHEHUS
WIM COBET MO MEIWIMHCKUM wuccienoBanusM) wim HIIO (mampumep,
HarmmoHanpHBIH KOMUTET MO OMOATHKE Y30eKHCTaHa, KOTOPBHIA CO37aH B
pamkax y3bekckoro ®ouma MOH-Cunbl (ABunieHnsl). KoMmureTsr Taxke
MOTYT CO3JaBaTbCcs B PE3yJAbTaTe COBMECTHBIX MACUCTBUN HECKOJIBKUX
opranoB. Ilpumepom »sTomy sBisiercs KoMuUTET 1O 3THUKE MpHU
npaBUTeNbCTBe l'amOmm, co3ganHblii CoBeTOM 1O  MEIUIIMHCKUM
HCCIIEIOBAHUSAM U JAETIapTAMEHTOM 3APaBOOXPAHECHHUSL.
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Tun 3. D10 xomuteT, co3gaHHe HanmonansHoW Kommccueit mo aeimam
IOHECKO, kak, Hanpumep, B Erunte, Typuumn.

Ilo sToM KIMaccupuKayy Bce KOMUTETH PadOTAOT HAa HAIIMOHAIFHOM ypPOBHE.
OpHako BIMSIHWE M POJNb KOMHTETa MOTYT 3aBHCETh OT THIAa TOW OpraHHM3aluHy,
KOTOpasi ero co3jana, a Takke OT IOJMTHUKH, B paMKax KOTOpPOH 3TOT KOMMTET
OCYLIECTBISIET CBOIO JESATENBbHOCTb. OOBIYHO KOMHTETHI INEPBOTO BHIA HMEIOT
HauOoJIbIee BIMSHHUE M CaMbIi BBICOKMH CTAaTyC B IOJIMTHYECKOH CHCTEME CTPaHBI.
Komutersl mo OMo03THKE, CO3aHHBIE HAa HALMOHAJILHOM YPOBHE, MOTYT HMEThb M
apyrue deptel. OHH MOryT OBITH HE3aBHUCHUMBIMH (Hampumep, Bo PDpaHuuu u
CoenunenHoM KoposieBCTBe) Wil HHTETPUPOBAHHBIME B TIPABUTEIHCTBO (HAIIpUMeED,
B Slmornmn n Hosoit 3enangum). Takue KOMHTETH MOTYT OBITH KOHCYIBTaTHBHBIMHU
opranamu (Hampumep, B CoemmnenHom KoponesctBe m Coemmaennbix Illtatax
AMepuKN) WM CTPYKTypaMmH, pa3pabaThIBAIOIIMMHU TOJUTHKY (Hampumep, BO
@®pannnn). OHU MOTYT OBITH TOCTOSHHO JEHCTBYIONMMH (HampuMep, Bo Opanunu u
I'epmanum) nnu cneunansHeIMu (Hanpumep, B Coequnennsix Lltarax Amepukn). Bo
®panuuu, Hanpumep, HalmoHanbHbIN KOHCYIBTaTUBHBIN KOMUTET 110 3THKE HAayK O
xu3HU U 310poBbe (CCNE) ObUI cO30aH MPE3UAECHTCKUM JIEKPETOM, MOANUCAHHBIM B
1983 r. u BcrynuBmuM B cuity 29 utong 1994 r. OH yacTo BIMSET HAa NPUHATHE
3aKOHOZATENbCTBA. B Apyrux rocymapcTBax KOMHTETHI IO OMO3THKE MOTYT WMEThH
pas3HbIi KPyT MOJHOMOYUI, XOTS U HAXOJUTHCS HAa OJTHOM M TOM )K€ YPOBHE.

KomureTs! mo 6uo3THKE OLIBAIOT 4-X BHIOB.

1. Komurersl mo 0H03THKEe Pa3padoTKH MOJUTHKH H/WIM PEeKOMeHIAUMid
(KBII)

2. Komurerbl 1o 0M03THKe accouuanuii npogeccCHOHAIBHBLIX MeIUKOB
(KBM)

3. Komutersl no 6M03THKE MeAUIIMHCKUX YupexneHuii/oonbuun (Kbb)

4. Komurtersl no 6uodTHKE Hccaenopanuii (KbH)

HEJIN PA3JIMYHbBIX BU1OB
KOMMUTETOB 110 BUOJTHUKE

1. KBII: Pa3paGorka 000CHOBAHHOW TOJMTHKH TPOBEIEHUA HAYYHBIX
HceIeI0BaHUI B 00J1aCTH 3/IpaBOOXpPaHeHHUs AJA TPaskAaH rocyaapcTB-
YIEHOB
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KBM: Pa3paborka 000CHOBaHHBIX NPO(ECCHOHAIBHBIX NPAKTHYECKUX
METOA0B JiedeHusi OOJbHBIX (IJs1 accouuanuii Bpaveil W accouuauui
MejcecTep)

KBbb: Yay4yuieHue kadyecTBa jJedeHHs1 KaKI0ro 00JIbHOro (B 00JbHMIAX,
aMOyJIaTOPHBIX KJIMHHKAX, YYPEKIEHUSX IS JJIATETbHOTO JIeHeHHsT W
XO0CIHCcax)

KBHM: 3amura aiogeil Kak Y4YacTHHMKOB JKCIEPUMEHTOB C LeJbl0
NMOJIy4eHUs1 00IuX OUOJOrHYeCKHX, OMOMETUIIUHCKUX, NMOBEJeHYeCKNX U
IMUIAEMHOJIOTHYEeCKUX 3HAHUH (papmaneBTHYECKHE npenaparsl,
BAKUMHbI M NPUOOPBHI)

MexnyHapomHass TpakTHKa CO3MaHusA W (YHKIIMOHUPOBaHUS HarmoHambHBIX

KomureTos o 61o3Tuke NpuMeHseTca U B Halllel CTpaHe.

PeKOMeH,Z[yeMBIe OTaIlbl CO3JJaHNA Komurera mo OnosTHKe.

1. Omnpenenenue yposusi Komurera
(a) HamuoHaabHBIN
(b) PeruoHaJbHBIU

(¢) MecTHblii (JTOKATbHBII)

2. OmnpeaeneHue THNA W BUAA KOMHTETa, B 3aBUCHMOCTH
OT ero neJim

a) ®opMHupoBaHHe OJUTHKHU KBbII

0) UccaenoBanusi KbBHA

B) [Ipodeccnonanbubix MegunuHckux accouuanuii KbM

) npu 00JbHULIAX KbBb

3. IloaroroBka ycraBa/moJsioxeHust

4. IMonbop npeacenaress

5. IMoadop 4iieHoB.

6. OnpenesieHne NPaBOBbIX PAMOK

7. Omnpeaenenue 010a:KeTa

8. Ilpunsitue pemenne 00 OTKPHITOM MJIH 3aKPbITOM

XapakTepe 3aceJaHui
9. Omnpenenenue MOAOTYETHOCTH NpeAceaaTeN s
10. Onpenesenue pa6ounx Npouesyp

a) [lepuoguyHocTh 3aceqaHu
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0) Od¢uuuanbHblie OTYETHI O 3acedaHUAX (MPOTOKOJIbI,
peLIeHns)

B) PacnpocrpaHeHue 10K/1a10B

r) [IpenocraBienne 10KyMeHTAIIUN
n) loaroroBka 3acexaHuii

11. Co3nanue cekperapuara

12. Oo0ecneyenue MOATOTOBKH YJIEHOB KOMHTETA B 00JIaCTH
ITHKH

a) Onpeuene}me HOTpeﬁHOCTI/I B MNMOATrOTOBKE YJICHOB
KOMHUTETA

6) Pa3pa60TRa nporpammsl NOATrOTOBKH YJICHOB KOMUTETA

Komurersl no buodtuke Uccaenosannii (KbH)

CoBpeMeHHasT MEXKAyHApOJHAs cHCTeMa OOIIECTBEHHOTO M TOCYIapCTBEHHOIO
KOHTpOJNST ~ obecrieueHHsi MpaB, JOCTOMHCTBA W aBTOHOMHU  CYOBEKTOB
OMOMETUIIMHCKUX HCCIICOBAHUN U COOJIOJICHUST BCEOOIIMX ITHUCCKUX MPHHIUIIOB
NPOBEAICHHST HCHBITAHWNA C ydYacTHEM 4YeJOBEeKa MpeIyCMaTpUBacT CO3JaHHUe
HE3aBUCHMBIX OOIIECTBEHHBIX HHCTUTYTOB — KOMHUTETOB M0 OMOITHKE, HIIH KaK yalle
ux HaszpBaloT Komurero o atuke (K3).

B coorBercTBuM ¢ mpasmiamu Hamnesxxameit Kimmangeckoit [Tpaktuku (Good Clinical
Practice — GCP), H1 0flHO MCClieoOBaHKE, MTPeyCMaTPUBAIOIee ydacTue Jro/IeH, He
MOXXET OBITh HayaTo 0e3 MpeIBapUTEILHOIO0 paccMOTpeHHs W omobpenus KO.
OO0s3aTeNFHOCTh  HE3aBUCHUMOCTh ~ ITHUYCCKOM  OKCIEPTH3BI  MPEAYCMOTPEHA
VHUBEPCATHHBIM MEXIYHAPOJHBIM JOKYMEHTOM, HAIpPaBIEHHBIM Ha COOIOJCHUE
IpaB YelOoBeKa B OMOMEIUIIMHCKOM HCCIEAOBAaHUHM — XEIbCHHKCKOH Jlekmaparueit
1964 r. u eé nmocnenyromuMu peaakiuamu. JearenpHocth KO permameHTHpyeTCs
pa3IMYHBIMH ~ HOPMATHBHBIMH ¥  TOCYJAapCTBEHHBIMH aKTaMH B  CTpaHax
eBporerickoro coobmiectBa u CHIA. Tak B 1974 r. amepukanckuii Department of
Health and Human Services npussut Tak Ha3zsiBaemoe “Oobmiee [Ipapmno” (“Common
Rule™), cormacHo KOTOpOMY 8ce uccredosamenu NOKHEI MOTydaTh ogoopenne KO
(8 CHIA onm nHazbBatoTcs WHCTUTYTCKMMH HaOIIOMATENbHBIMH COBETAaMH —
Institutional Review Board/IRB, anmamor KD3) mis Kaxmoro HCCICIOBaHHS C
yyacTHEM 4YelloBeKa B KayecTBe CcyObekTa. B Hacrosiee BpemMsi HU OJHA
opummansHas wuHcTaHius CIIA, 3anmamnoit Eppombr u  Smonumwm, paromas
paspelieHue Ha MEJIHMIMHCKOE UCIIOJIb30BaHUE HOBOT'O Mpernapara, He NMPUHUMAET K
pPaccMOTPEHUIO Pe3yNbTaThl MCCIeI0BaHus, MpoBeAeHHoro Oe3 cankuuu KO. Bomee
TOT0, HOPMAJIFHOW MPAaKTUKOH Il OOJBIIMHCTBA IUBUIIN30BAHHBIX CTPaH SIBISIETCS
obpamenue B KD B cirydae mo00ro OMOMEIUIIMHCKOTO HCCIEAOBAHUS C yUaCTHEM
YeIIOBEKa B KadyecTBE CYOBEKTa, a HE TONBKO [UIsl KIMHHUYECKOTO HWCIBITAHUS,
MHUIMUPOBAHHOTO (hapMarleBTUIECKOH KoMmaHuel. Tem caMbiM y4€HbIe 0OeperaroT
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cebs1 OT OOBUHEHUI B HCOONYCTUMBIX W HEITUYHBIX OKCIICPUMCHTAX M,
COOTBCTCTBCHHO, OT BO3MOKHBIX CYZIGGHBIX HCKOB.

[lepBeM mMexayHapoaasM gokymentoM WHO/SIDCER 6suto “Pykoeodcmea no

Hesmenvnocmu  Komumemoe no Dmuke, OCymecmensiiomux 3IKCHEPMuU3sy
ouomeouyunckux uccneoosanun” (2000 r.), nmagee OBUTO TIOATOTOBICHO
JOIOJHUTEILHOE PYKOBOACTBO “HMHcnekmupoeanue u oOueHKad NpPoeOeHUs
amuueckoii sxcnepmuszer’” (2002 r.).

KoMHTETEI 110 3THKE U POJIb HHCTUTYTA

MHCTUTYTBI, KOTOPBIE TPOBOJAT HCCIEOBAHMUS C YYaCTHEM YeJIOBEKa, OTBETCTBEHHBI
3a 3THYECKUH 0030p WM aHaIM3 uccienoBaHuil. UToOwl menats 310 3G QPEeKTUBHO,
HMHCTUTYTaM CJIEIyeT CO34aTh MPAKTUUECKHE PYKOBOACTBA VIS yIIpaBiIeHUs paboToi
Komuteros no 3tHke.
BO3 pexomenyeT, 4ToObI TaKKe NPAKTUIECKUE PYKOBOJCTBA BKIIIOUAIIN:

e VYnpaBieHue, o KOTOPHIM TaKHe KOMUTETH! (PYHKIIMOHUPYIOT
OynHKIun 1 00s13aHHOCTH KOMUTETOB 110 3THKE
TpeOoBaHus AT YWICHCTBA
Cpoku 1 ycIIoBUS IPUHSTUS
ITopsimox paboThl KOMUTETA
®opmupoBaHHe PYKOBOACTBA HEAOCTATOYHO camo Mo cebe. [lns Oomee
3¢ ¢deKTHBHOI pabOThl MHCTUTYT JOJKEH HAMPaBUTh HEOOXOIUMBIE PECYpPCHI
Ut noaniep Ky padorsl Komurera. Kpome Toro, MHCTUTYT JAOKEH MOKa3aTh
YUYEHBIM, COTpYIOHMKaM, yTo KoMuTeT mo 3THKe - BakHasl 4acTh MPOTrPaMMEI
HUCCIIEIOBAHUN.
OcnoBHas nens KO:  3ammmare mpasa, 6€300aCHOCTb M 370POBbE HCHBITYEMBIX.
Oco0oe BHUMaHHUE NOJDKHO OBITH YHEICHO TEM HCCIENOBAaHUSAM, B KOTOPBIC MOTYT
BKJIIOYATHCS HE3aIINIIIeHHBIE (YSI3BUMBIE) UCTIBITYEMBIE.

Crenyromie JOKYMEHTHI JJOJDKHBI OBITh MTpeZCTaBIeHk Ha paccMoTpenue B Kb
JUISL OCYIIIECTBIICHNSI MU CBOUX (DYHKIIMIA:

NPOTOKOJIBl HCCJICIOBAHUM, TMOMPAaBKU K IMPOTOKONY, HMHChMEHHBIE (DOPMBI
UHQOPMUPOBAaHHOTO COTJAacus, MX TIOCIEAYIOIINe BEpCHM, HpPOLEAYphl Habopa
UCIIBITYeMBIX, MUCbMEHHAs! MH(POPMAILMs, MPEIOCTaBIseMas UCIBITYEMbIM, OTYETHI
1o 0e30MacHOCTH, JOKYMEHTHI 10 BBHIIUIATAM M KOMIIEHCALMSM, PEIOCTABISIEMBIM
UCIIBITYEMBIM, JIFOObIC APYTue JOKYMEHTHI, 3aTpeboBanHble Kb.

Kb 00s13aHbI B pa3yMHBIE CPOKH PACCMOTPETH MPEACTABICHHBIE UM JOKYMEHTHI
M JaTh CBOE 3aKJIIOYCHHE B IIHCBMEHHOM (opMme, YeTKO yKazaB, O KaKoM
UCCIIeIOBAHUN WAET peub, Kakue IOKYMEHTHl OBbUIM paccMOTpeHbl U Korga. Ilo
KaXIOMY JOKYMEHTY JOJDKEH OBITh BEIHECEH BEpAUKT:

MIOJIOXKUTENIBHOE 3aKITIOUEHHE;

JUISL TIOJIYYEHUS! TOJIOKHUTENFHOTO 3aKJIIOUEHHs TpeOyeTcsl MpeaBapUTesIbHOE
BHECEHHE U3MEHEHUI;

OTpHIIATENFHOE 3aKITIOUSHHE;
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JEeHUCTBHE BCEX AAHHBIX PaHEee MOJI0KUTEIBHBIX 3aKII0UCHUI IPUOCTAHOBIICHO.
3agaun KO:

e KD nomkHBI AaTh 3aKIIOYEHHE O KBAIMGHKALUM HCCIEIOBaTeIs
IUIAHUPYEMOI'0 HCCJIEJOBaHUS, OCHOBAaHHOE HA IIPEICTABICHHOM UM
aBToOmorpadum.

e KD nomxHBI NEPHOANYECKH MPOBOIHUTH IIPOBEPKY KAXKIOIO HAYIIETO
UCCIIENOBAaHUS 4Yepe3 IPOMEXYTKH BPEMEHH, COOTBETCTBYIOLINE
CTETIeHH PHCKa JUISl NCIIBITYEMBIX, HO HE peke, YeM OJIMH pa3 B IO/,

e KD moxer motpeboBaTh, 4TOOBI HCIBITYEMBIM OBLIO IPEIOCTABICHO
Oompmie mHpOpManuu 00 WCCiIeqoBaHUM, KOTOpas Kacaercst (Hopmbl
MUCBMEHHOTO  WH(GOPMHPOBAHHOTO  COTJIACHS W NHCHMEHHOU
uHpOpMaIuu 00 HCCIeIOBaHUH IS HCIBITYEMOro, €Cli, TI0 MHEHHUIO
KD, sra nononnurtensHas uHGOpMaLUsi HEOOX0AUMA AJIs 3aIUTHI [IPaB
W/WITN 30POBBS HCIIBITYEMBIX.

e KD m0omKHBI OLIGHUTH pa3Mephbl M CIOCOOBI BBHIIIIAT, IPOU3BOJUMBIX B
NONB3Y MCHBITYEMbIX, YTOOBl WCKIIOYHTH HMX NPUHYKAECHHE WIN
3710yIIOTPEOICHUE BIMSHUEM.

e KD nomkeH ynoCTOBEPUTHCS B TOM, UTO BCS WHPOpMAaLUs, Kacaromascs
BBITUIAT, MPOU3BOAMMBIX B IOJIb3Y HCIBITYEMBIX, BKJIIOYas CyMMBI U
CPOKH IUIATEXEH, U3JI0’KEeHA B ¢dopme MICEMEHHOT'O
WHQOPMUPOBAHHOTO coTjacus. JTa oIJjara He JOJDKHA TITOJHOCTBIO
3aBUCETh OT TOTO, YYacCTBYET JIM UCIBITYEMBIH B HCCIIEOBAaHUU JI0 €rO0
3aBepiieHus Wi HeT. [lopsnok BBITUIAT JOJDKEH OBITH OTOBOPEH B
(hopMe TUCHMEHHOTO MHPOPMUPOBAHHOTO COTIIACHS.

Ynensl KoMuTeTa 110 3THKE

Komurer mo 3Tuke, OTBETCTBEHHBI 32 KOHTPOJIb HCCIEAOBAHUM C BOBIICYEHUEM
Tro/IeH, TOJDKEH OBITh KBATM(UIIMPOBAHHBIM H KOMIIETEHTHBIM, YTOOBI:
- OLICHHUTb UCCIICOBAHUS
- TPeICTaBUTh HHTEPECHI OOIIECTBA, T HCCICIOBaHIE OYIyT MTPOBOIUTHCS
OTo mocturaeTcs depe3 TIIATEIbHBI mombop wieHoB Komutera mo stmke. KO
JOJDKHBI COCTOSITh W3 PAIMOHAIBHOTO KOJIMYECTBA YYACTHUKOB (WICHOB), H
KOJUIEKTUBHO 00J1a/1aTh KBAIM(UKAIIMEH U OMBITOM, JOCTATOUYHBIMH JIJIsl TOTO, YTOOBI
MpPaBWIBHO OLEHUTh HAYYHYIO M ITUYECKYI0 CTOPOHBI IIPEAINOIaraeMoro
uccienoanus. Pekomennanuu mo coctaBy KJ:
KD nomxen cocTosATs O KpaiiHeil Mepe U3 MATH WICHOB;
onuH wieH KD no poay cBoeit 1eATENbHOCTH HE JOJIKEH UMETh OTHOIICHUS K
Hay4JHOU cdepe;
Bce wieHBl KD MomKHBI OBITh HE3aBUCHMBI OT UCCIIEAO0BATENSI U CIIOHCOPA;
mo KpaitHedr wMepe omuH wieH KO gmomkeH OBITh HE3aBUCHUM  OT
HCCJIEI0BATEIBCKOrO LIEHTPA;
criucok wieHoB KD 1 ux kBanuukanus JOHKHEI ObITh JOKYMEHTHPOBAHBL.
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KpOMe TOrOo, Komurer mo »sTuke JOJDKEH MMCTb JOCTyIl K HCE3aBUCHUMbBIM
KOHCYJIbTaAHTaM CO CIICHHUAJIU3UPOBAHHBIMU 3HAHHUAMU, KOI'ld 3TO HCO6XOI[I/IMO.

KoMuTeT 110 STHKE: K]I)I/ITGDI/II/I JJI OLICHKHW M paspClICHUSA

I[J'IH TOro, 4TOOBI 0,[[06pI/ITL HUCCIEI0BATEIbCKUM IIPOCKT, Komuret no stuke JOJIZKCH
OYCHb TIIATCIIBHO PACCMOTPCTh IUIAHUPYEMOC HCCICAOBAHUC. Kak MHWHUMYM,
KomureT 110 5THKE JOJIDKCH O6paTI/ITLCH K MICCTH OCHOBHBIM BOIIPOCaM:

Ilnan MpoOBEICHUA HCCJIACTOBaAHUSA. KOMI/ITCTy II0o O9THUKE CJICaAyCT
paccMaTpuBaTh IJIaH HUCCIACAOBAHUA B IIJIAHC €TI0 BJIMSAHHA Ha 0e30macHOCTh
YYaCTHUKOB!

Bce mu mpouierypsI paBUIIEHO 3aIIAHUPOBAHBI?
KpamuuiupoBaHsl JI1 HCCIISIOBATEIH IS TIPOBEICHUS UCCIICIOBAHNS?

Pexomennyercs, 4ToObl HCClIeAOBaHUE OBIIO PAaCCMOTPEHO YUCHBIM COBETOM JI0
Komurera mo sTHke. YueHbI COBET pacCMaTpUBAcT TEXHUUYECKHUE WIH HAy4YHBIE
ACITEKThI HCCIIEAOBaHMUS.

Ha6op yyacTHHKOB MccienoBanus. KoMuTeTy mo sTuke ciefyeT NpoBEpPUTh
MaTepHajIbl © METOAbI, KOTOPBIM YYaCTHUKHU OBbLIIM HaOpaHsbI:

SBnstOTCS TM METOIBI HA00PA COOTBETCTBYIOLUIMMH VISl TaHHOW TOIYJISLHN?
Hmeer 11 MeCTO COOTBETCTBYIOIIAS 3aIUTA YSI3BUMBIX I'PYII HACEIECHUS?
Mmuenne HacesieHusi. VccnenoBanue cienyeT apecoBaTb MECTHBIM HYXIaM
Wwin npobiieMaM U JIOJDKHO OBITh CIUIAHUPOBAHO C TMOHMMAaHHEM HaceJeHus,
rze uccienoBanue OyaeT NpoBoIUThCs. KomMuTeT 1o 3THKE HOJDKEH OLEHUTH
BJIMSIHUE WCCIIEZI0BAHNS HA HAaCeJICHHE:

Kak HaceneHue HOITydUT OSB3y OT UCCICAOBAHNA?

Kax unensl coobiiecTBa OyIyT BKIIOUEHBI B IDTAHUPOBAHUE UCCIICIOBAHNUSA?
3a0oTa W 3aUTa YYACTHUKOB HcceoBaHus. KoMHUTET 1O 3THKE NOIDKEH
W3YYUTh BIMSHUE HCCIE0BAHNS HA YIaCTHUKOB!

AneKBaTHBI TM MEpHI AJIs oOecrieyeHus 01aronoay4yusi y4aCTHUKOB B TEUEHHE,
U €CIIM HE00XOMMO, TTOCIIE HCCIICA0BaHUA?

Kak nccnenoBanue OyaeT MOABEPrHYTO MOHUTOPHHLY C LIEJIbIO 0€30IacHOCTH
Y4aCTHUKOB HCCIIECIOBAHUS?

HndopmupoBannoe corjacume. Bce Komekchl M PYKOBOJACTBA TpPeOYIOT
UHIUBUIYaJIbHOTO HH()OPMHUPOBAHHOTO COTJIACHS:

AJexBaTHO T MH(OPMHUPOBAHBI YIaCTHUKH 00 HCCIIEAOBAaHUH, JOOPOBOIEHON
NPUPOJE UX YUACTHS U UX MPABE 3aBEPLIMTH HCCIIEA0BAHNE B II000E BpeMs?
Kak nHpOpMHpOBaHHOE coracue TOKYMEHTHPYETCS?

Bonpocs! koHpuaeHIMaAbHOCTH. KOMUTET MO 3THKE OKEH PACCMOTPETh
Iard,  NpeJnpuHATble  KOMaHIOH  HCciefoBaTelned Mo 3ammTe
KOH(PHICHINAIBHOCTH yYaCTHHUKOB. B HEKOTOPHIX CiydasX OTPOMHBIN PHCK
MIpeACTaBIAeT HapyIIeHHe KOH(PHIEHINATHHOCTH.

AJeKBaTHBI JIM MEPBI 10 3aIUTe KOHPUAESHIIMATHLHOCTH?

Byayr n1m  y4acTHMKM  TOABEPTHYTBI  PHUCKY, €CIM  HapylIHUTCS
KOH(UICHINATBEHOCTH?
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Tonpko KOrjga Ha BCE TH BOIPOCHI OYAYT MONTYYCHBI OTBETHI, KOMUTETY 1O STHKE
CJIEZIyeT JaTh pa3pellieHre Ha UCCIIeI0BaHHUE.

KomuteT 1o stuke: Poib 1mocie paspeleHus

Pabora Komurera mo »3Tuke HE 3aKaHYMBACTCS IOCJIE BBIJAYM DPAa3peLICHUS Ha
MPOBEJIEHNE HCCIENOBaHMA. Tak Kak HCCIEIOBAHUE YacCTO MEHSETCS IO XOLy €ro
MIPOBEJIEHHSI ¥ BBITIOJIHEHHS, BaXKHO 4T0OBI KoMHTET 110 3THKE OBUT N3BEHIeH 00 3THX
U3MEHEHUAX M COTJIACHJIICS, YTO 3TU U3MEHEHHUs HE INOBIUSIOT Ha IIEpBOHAYAIbHOE
peleHue o pa3pereHu .
[locne paspemieHns: MepBOHAYAIBFHOTO MPOTOKOJA 00SM3aTENIBHO CIEAYeT HAlPaBUTh
Ha pacCMOTPEHHUE CIeyIolIee:
e lI3mMeHeHus nNpoToKosIa U (POPMBI COTTIACHS
e JlomomHUTEIHHBIE HOBBIE 00IaCTH TPUMEHEHHS UCCIIeIOBAHUS
e ll3menenuss B Tmpoleaypax orOopa, BKIIOYas PpEKIAMHUPOBAaHHE W
WHPOPMUPOBAHHOE cOTIache
e [IpoGmeMbl, ¢ KOTOPHIMU CTaJKWUBAIOTCA IO XOJYy HWCCIIEAOBAaHHS, KOTOpPHIE
MOTJIM OBl BIUATH HAa 0€30MaCHOCTh YYACTHUKOB MIIHM X XKeJIaHHEe MPOIOJIKHUTh
UCCIJIEIOBAHHUE.
OTH OTUYETHl coaepkaT WH(MOPMAIIHIO IO BBHIMOJHCHUIO HMCCICIOBAHUS M JIFOOBIX
npo0seMax, BO3HHKAIOMMX B Xxoje ero npoBeaeHus. Kaxapii Komurer mo stmke
JOIDKEH MMETh CBOM CTaHJapTHhIe paboume mpoueaypbl U TpeOOBaHHUS A
MIPOMEXKYTOUYHBIX OTYETOB IO XOAY HCCIIEOBAHUS.

MOHUTOPUHT UCCICIOBAHUS

B nononnenme K  TpeOOBaHMSIM  IpPEABAPUTEIBHOM  OLIEHKH, TPOBOJUMOE
HCCIIC/IOBAHUE SBJISETCSA MPEAMETOM JJIsI MOHHTOPHHTA HECKONBKAMH Pa3InYHBIMH
rpymnmnaMu. DTH TPYIIbl MOTYT BKIFOYATh CIIOHCOPA HCCICOBAHUS, KOHTPAKTHBIC
OopraHu3anu 10 MOHUTOPUHTY, peryjimpyromue arc¢HTCTBa,
I/IHCTI/ITYIII/IOHaJ'IBHLIe/HOKaHI)HBIC KOMUTETHI 110 3THKE. B X04€ MOHUTOPUHI'a MOT'YT
paccMaTpuBaTLCA BOIIPOCHI, CBA3aHHBIC C 0€30I1aCHOCTELIO Y4aCTHUKOB, TaKXXC KaK U
nmabopaTopHble ¥ JAPYTHE CPEINCTBA, OTYETHI, Jpyras ITOKyMEHTAIus, WIH
KOMOMHaIus BhIIIeHa3BaHHOTO. CIIOHCOPBI, perynupyiomue areHrcTea u Komurer
I10 3TUKE UMCEIOT IPAaBO NPUOCTAHOBUTHL UCCIICJOBAHUC.

MHOTO03TAIHbIC KIMHHYECKUE HCIBITaHus, OCOOeHHO ¢asa 2 u 3, MOryT OBITH
MOIBEPTHYTHl MOHUTOPUHTY MPABJICHUEM M0 MOHUTOPUHTY JTAHHBIX H 0€30MacCHOCTH
(DSMB- data safety and monitoring board). Poms Takoro mpaBIeHUSI—
aHAJTM3UPOBATh MPOIIECC HWCCIEIOBAHUS, JOCTYN K JAHHBIM MPEIBAPUTEIHLHOTO
aHaiM3a W COOOINCHUS O HEOJArONpUsITHBIX ciydasx. [IpaBleHHe yHpaBiseT
COOTBETCTBEHHO YTBEP)KJICHHOMY IIIaHy, KOTOPBIM BKJIIOYAET KPHUTEPUM I
MPEKpaIeHus UCCICI0BAHUA 110 X0y €TI0 BBIIIOJIHCHUSA.

B nmomonHeHwe K pasnMuHBIM - TpyNNaM, KOTOpble oduIMambHO  OyAyT
MOHHUTOPHPOBATh UCCIICJOBAHUE, UCCICOBATENSIM CIIEAYET 3HATh, YTO MOXKET OBITH
HEO(QUIIMATBHBI ~ MOHHTOPHHT  CO  CTOPOHBI ~ Macc-MeIua WIH  JAPYIuX
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3aNHTCPCCOBAHHBIX TI'PAXIAHCKHUX TI'PYIIlI HACCICHHA. OCTOpO)KHOe U THIATCIIBHOC
IIAaHUPOBAHUEC, aHAJIU3 W BBINIOJHEHHUE UCCICAOBAHNUA MOTYT IOMOYb NPEAYIIPEIUTDH
HETaTHUBHOC 06]J_ICCTB€HHOC MHCHHUCE.

Coo0mienns 0 HeOIaronpusITHEIX CIVYasix

K coxaneHuto, ¢ HEKOTOPBIMH YYaCTHHKAMH HCCIEIOBAHUSA MOTYT IPOU30UTH
HeOnaronpusatHele spnerns .ICH onpexensier nBe kareropuu HeOIArompHsITHBIX
SBJICHUM:

e Heo6naronpusrtHoe sBinenue (H): « ro6oe He3amIaHNpOBaHHOE MEIULIIUHCKOE
MIPOMCIIECTBHE y YYaCTHHWKA HCCIIEIOBAHHS, KOTOPOE HEeOoOs3aTelbHO MMEEeT
MPUYUHHYIO CBSA3b C BMEIIATEIIECTBOMY

e (Cepbesnoe HebOnarompusatHoe sieieHne (CHS) : moboe HesammaHMpoBaHHOE
MEIUIMHCKOE IPOMUCIIECTBUE, KOTOPOE IPHUBEIO K CMEPTH; YIpO3€ KU3HH,
TOCTIUTAIM3ALMY WIH IPOAJIEHUIO CYLIECTBYIOLIEH MOCHUTAIN3ALNN, TIPUBEIO
K TIOCTOSHHOW WJIM 3HAYUTENbHOH HWHBAIMAM3ALMH/HEAEECIOCOOHOCTH,
AHOMAJTUAM WM JeeKTaM IIoa.

CHAI xnaccuduimpyercst Kak CBsI3aHHBIE MM HECBSA3aHHBIE C BMEIIATEIbCTBOM IPH
uccienoBaHuy. Te, KOTOpbIe CBSI3aHBI C MCCIEAOBAHUEM, TPEOYIOT BHUMATEIHLHOTO
n3ydeHus. Takke, MHOTHE MEJULIMHCKUX MPOLEAYP MOTYT MOBJIEYb U3BECTHBIM MU
IpeJIcCKa3yeMblid puck. Jpyrumu cioBamu, npouenypsl, BeposTHo, npusenyt k CHA,
HO OHM OXunmaeMbl. VccriemoBarenro cieayeT OBITh TOTOBBIMH K HEOXKHIAHHBIM
CHS. Mnuorue KomMuTeTsl Mo 3THKE HMEIOT OCOOble TpeOOBaHMS K OTYETaM
otHocutenpHOo HSI. bBosblmioe KOIMYECTBO HEOXKHIAHHBIX W CBA3AHHBIX C
uccnenosanueM CHS wMoryr ObiThb ocHOBanMeM mansi Komwurera 1o 3THKE
MIPUOCTAaHOBUTH MCCIIEA0BaHKE JUISI CHIENMANIBHOTO aHalu3a. bOoNbIIMHCTBY HaydHBIX
MIPOTOKOJIOB CIENYEeT UMETh PYKOBOJACTBO Ul TOKYMEHTHPOBAaHUS U COOOLIEHUS O
HZL

3akiroueHue

KoMuteT mo sTuKe — 3TO O4YEHb BaXKHBIM OpraH A1 KOHTPOJISL HCCIEAOBAHUN C
BOBJICUCHHUEM JIIOJIeH KaK YYaCTHUKOB HccliefoBaHus. KoMUTeThl Mo DTHKE B CBOCH
JIEITENBHOCTH  JOJDKHBI ~ PYKOBOJICTBOBATHCS ~ NPHUHIUIIAMH  HE3A8UCUMOCHIU,
KOMHRemeHmHuoCmu, napaiuma, cnpageoausocmu u npospaunocmu. OCHOBHAS
nenb KO: 3ammra npaB 1 6J1aronorydus JII0IeH-y4acCTHUKOB UCCIICTOBAHMS.
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Pa3jnen 5. CranaapThbie onepanuonHbie npouenypsl (COIlbi)

Kaxnenii Komurer mno DOTuke JOKEH co34aTh M B MOCIENYIOLIEM
PYKOBOJICTBOBaThCsl coOCTBeHHBIM Habopom COII, Touka mnpunoxeHus u cdepa
BIMSHUSL KOTOPBIX, OTpaXkaeT AeATelIbHOCTh JaHHoro KO M cooTBeTCTBYyET
MEXIYHAPOJHbIM M HALMOHAIBHBIM CTAHJApPTaM II0 3THYECKOM 3KCIEpPTU3E B
OMOMETUIIMHCKUX UCCIIEAOBaHUAX

COII nenaet nporiecc pabOTHI U €r0 pe3yabTaThl OCIE0BATENEHBIMH,
COTJIaCOBaHHBIMHU, TPECKA3yeMbIMH U BOCIIPOM3BOIMMBIMH. HecOMHEHHBI
NperMyLIecTBa, gocTiuraeMble npu npuMeHenun COIL: uéTkoe pacpeaeneHue 3a1ad
10 KOMIIETCHIMHU, 00ECIIeYeHNe KauecTBa U JJOTHYECKOMN MMOCIIeI0BATEIIbHOCTH
nevicteuii, COII mone3Hs! 1 00y4eHHs: HOBOT'O IIEPCOHAIIA, CITY’KaT B KAYECTBE
CTPaBOYHKKA JJIsl TPOBEPKH Ha COOTBETCTBHE, IAIOT BO3MOXHOCTh YETKO paboTaTh
NEPCOHATY B OTCYTCTBHE PYKOBOJICTBA.

COII — 3T0 TOKYMEHT, IJe 3anucanbl NpuMeHsiemble B KomuteTe no Otuke
MIPOIIEAYPHI B OTPAXKEHA €ro MOJUTHKA. B MICEMEHHOM PYKOBOJICTBE OTHOCHTEIHHO
npouenyp Komurera no Jtuke ckazaHo: * ...onuChIBaiiTe MOPSAIOK ASUCTBUI
MIOIIATOBO U C JOCTATOYHBIMH IMOAPOOHOCTSIMHU, YTOOBI UEIOBEK CO CTOPOHBI MOT
MOHATD, Kak paboTaeT KomuTeT 1o DTHKE U KaK OH BBIMOIHACT TJIABHBIE CBOU

dhyHKITIR”.

ITonpo6HOe aetanbHOE U3I0KeHHE MOoaCIbHBIX COIIOB OBLIO OCYIECTBICHO B
pamkax aestensHocTu @opyma B “Pexomennanusax Komureram mo Otuke,
MIPOBOJISIINM 3KCIIEPTH3Y OHOMETUITMHCKUX nccnenopanuii” 2000 r. u
“CranmgapTHBIE OIlepaiMOHHbBIE (pabodre) IpoIeayphI aeATeIbHOCTH KOMUTETOB 10
Otuke” 2004 1., 2005 T.

OHOM M3 1ieIel HACTOSIIEr0 IIOCOOMS SBIISIETCS O3HAKOMIICHHE C OCHOBHBIMU
MIPOIIEAYPHBIMH 3JIeMEHTaMU AesaTeIbHOCTH KD, KOoTophle TpeOyIoTCs A1st paboThI
Kommureros o Otuke moboro yposas. K HuM otHOCHTCS 6510k COII o Hanmcaumio
u co3aanuto CranaaptHeix Oneparnmonssix [Ipouenyp u aesrensuoctu K3; COII o
3TUYECKOH IKCIIEPTU3E PA3TUUHBIX JOKYMEHTOB UCCJIEI0BAHUS; CIIEIUAIBHOE
3HayeHue uMmeroT COIl, mocBAmEHHbBIE apXUBallUK JJOKYMEHTAITUH.

Coznmanmne COII Bxoaut B chepy OTBETCTBEHHOCTH CIICIIHATBHO HA3HAYEHHBIX

KB (HUUMPOBaHHBIX WieHOB KO nnm skcneptos. [Ipu pacnpoctpaneHnt, Kakux Obl
to HU Ob1710 COII nim PykoBoncts, Cexkperapuar KO minm Ha3HadeHHBIE JIHIA
00s13aHbI IEUCTBOBATh B COOTBETCTBUU C MPABUJIAMU U CUCTEMOM, IPUHATON B
nmanHoM KDO.

[TpaBuna cozganus COII

C nenpro yHUDUKALMK U COOIOACHHS HOJDKHOTO (hopMaTta N3I0KEHUS, IPH
Hanucanuu COII cienyer pykoBOACTBOBATHCS CACAYIOLIMMHU ITPaBUIAMHU:
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o MWCIOJIb30BaHNE CTAaHIAPTHBIX ONpelesIeHUui u 00g3aTeIbHOe
BKJIFOUEHHUE TPAKTOBKY TepMHUHA B conepkanue COIl;

o HCIIOJIb30BAaHUE CTAaHIAAPTHOI'O (1)0pMaTa " IIOCJICOOBATCIIBHOCTH
H3JIOKCHUA COACPIKAHUS,

o omnpeaenenue npuHaiesxxHoctu COII k nesitensHOCTH KOHKpeTHOro KO;

o o0s3arensHOE o0cyxkaeHue conepxkanust COII na 3acemanuu KO u
onobpenwne [Ipencemarenem KD.

KD yupexnenust paboTaeT B COOTBETCTBHY C BHYTPEHHUMH ITPaBUIIAMH, KaK OMHCAHO
B COII. COII criocoOcTBYIOT COOITIOICHUIO IPUHITUAIIA OTKPBITOCTH B ACITCIBHOCTH
K3 no oTHoOLIEHNIO CO CTOPOHHUMU JIMLAMU U opraHuzanusmu. Y crapepiue COIT
JTOJKHBI XPAHUTHCS B HAJAEKHOM MECTE, UX HEJTb3sl YHHUTOXATh, JaXKe €CIIN
nporeaypa 6omnee He uctonszyercs. COIL, Beeqmme u3 ynotpedieHus,
Ha3bIBAIOTCS] HEAKTUBHBIMU U JTOJDKHBI XpaHUThes B nanke “Apxussl COII”. HoBble
(mm o6HOBNeHHBIC) COII BeTymarot B cuiry, ¢ MomenTa noamnucanus COIl
npeacenarenem KO.

5.1. COII no opranu3auuu 3TH4ecKoi komuccuu  (Ne 1)

Llenb co31aHMs HITUYECKOT0 KOMUTETa/KOMUCCHU — 00ECIIeUeHNE He3aBUCUMOM
9KCHEePTH3bl, KOHCYJIbTHPOBAHHE W TPUHATHE pEIIeHHH [0 BOIPOCAaM OSTHKHU
KacaTeJIbHO OMOMEININHCKUX HCCIIeIOBAaHUH, IPEIyCMaTPUBAIOLINX YUacTHE JIFOCH
u/vnm 1a00paTOPHBIX JKHBOTHBIX.

Pemenne 3THYECKOr0 KOMHUTETa/KOMUCCUHA MOXKET OBITH CHOPMYIHUPOBAHO B
TakuXx ¢GopMax Kak: «omoOpeHue», «ofoOpeHHe C  pPEeKOMEHIALUAMUY,
«HeomoOpeHney», «IIPUHATHE K CBEJCHUION.

Ientpansnas Komuccus mo 3THKe opraHusyeTcs MO IpHKa3sy MUHHCTpa
3apaBooxpaHenus Pecrybnuku Kazaxcras.

Ob6nacte _npumeHenus: JlaHHash cTaHzapTHas oOIepalyOHHAs MpoLeaypa
(COIT) orHOCHTCS KO BceM BuaaM jesrenbHocTH Komuccnn mo stuke (KD),
co3nanHoro ipu MunncTepcTBe 3apaBooxpanenns Pecrryonmkn Kazaxcran, a Takxke
JIOKaJBbHBIX JTHYecknx komucenid (JIOK) mpm Bcex HaydHO-MCCIIEIOBATEIBCKHX
HEHTPaxX U HHCTUTYyTax

OTBETCTBEHHOCTb: W3YYEHUE U CIIEIOBAHHE TOJIOKECHUIO U NpaBUIaM PabOThI
LentpanpHoii koMuccuu mo »tuke wim JIOK npu nposenennn OnoMeaMIIMHCKUX
HUCCIIEIOBAHUM.

ColuroieHre OCHOB ITUYECKOW JICSTENBLHOCTH: OCHOBBIBACTCS HA TOM, YTO
STUYECKHMH KOMHTET pPYKOBOJACTBYETCA B CBOEH JEATEIBHOCTH 3THYECKUMU
NPUHIWIAMH, W3J0)KEHHBIMH B  OCHOBHBIX MEXIYHAPOIAHBIX M  ATHYECKHX
JOKYMEHTaX, TAKHX KaK:

- XenbcuHCKasg  Jekjapaiuss BcemMupHONW — MEIUIIMHCKONW  accolualuu
"PekoMeHmanuu  [UIsL  Bpadeld, 3aHUMAIOMIMXCS  OMOMEIUIIMHCKIMH
UCCIIEIOBAaHMAMH C ydacTueM moneil", mnpunstas 18- BcemupHoi
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MEIMIIMHCKOHN accambnieedt  (Oumisaaaus, 1964 r., mepecMoTpeHa B SnoHuu
B 1975 r.; Uranuu - 1983 r.; Tonkonr - 1989 r.; IOxHo-adpukaHckoii
pecyonuke - 1996 r., Dmunoypre - 2000 1.);

- Koncturynus PK

- 3akoH 00 0XpaHe 3I0pOBBS HACEICHUS

- 3axos 0 JIC

- UWHBIC HOPMAaTHUBHO-IIPABOBBIE JOKYMEHTHI, PETJIaMEHTUPYIOIINE POBEACHUE
OMOMEINIIMHCKIX MCCIIEIOBAHNHN C YIaCTHEM YeJIOBEKA M KUBOTHBIX, a TAKKE
JeiicTByolee 3akoHoAaTeNibcTBO PK. DTHueckuii KOMUTET/KOMUCCHUS B
CBOCH paboTe IpH OLEHKAaX, PEKOMEHIAIMSIX W PEIICHUAX YYUTHIBACT
HAITMOHAIBHBIC W MEKIYHAPOIHBIC PYKOBOJCTBA IO 3THKE OMOMEIMIIMHCKHX
uccnenaoBanuii ¢ yuactueM uesnoseka, SIOMS, WHO, Konsenuuto Cosera
EBporsr 1o mpaBam denoBeka v OMOMEANIIMHE U IPYTHE aKTHI.

OK paspabateiBaer Ycras/llonoxenne o KD (Ilpunmoxenwme 1) u
COOCTBEHHBIE  CTaHAApPTHBIE  paboume  TPOMENyphl, OCHOBAHHBEIE  Ha
PexoMenmanmusax  KOMUTETaM  TIO0  OTHUKE, MPOBOMSAIIMM  DKCIEPTH3Y
OHMOMEIULIMHCKHUX HCCISIOBaHUMN (Kenena, BO3, 2000 U
OKOCHI/SIDCER/WHO/2004, Cankr-Ilerepoypr, 2004).

OK co3maercs W (QYHKIMOHUPYET B COOTBETCTBHH C HAIMOHAILHBIM
3aKOHOAATEIHCTBOM M CTPEMUTCS BBITOJHATH MEXKIYHAPOIHBIE TPEOOBAHHS TIO
COOJTFOICHUIO TAPAHTHH TSI YIACTHUKOB MEIUKO-OMOJIOTHICKUX UCCIICIOBAHUH.

OK B cBoell NeATENbHOCTH MPHU3HAET M YBAXKAET pPa3lIniuie KYyIbTyp H
peNuruii.

OK B cBoell [neaTenbHOCTH COONIOAAeT MPUHIIAIBI HE3aBHCHMOCTH,
OTKPBITOCTH, KOMIIETEHTHOCTH U TUTIOPATN3Ma.

CocTaB 3TUYECKOro KOMHUTETA

CoctaB unenoB KD Moker BKIOYaTh B ce0s oT 5 10 17 4eloBek, UMETHh B
CBOEM COCTaBE HECKOJBbKO KoMHccui. Unensl KO H0MKHBI NIpeICTaBIATh pa3IuyHbIe
obnacTu 3HAHUH IS TOrO, 9TOOBI 0OECIEYNTh TOTHYIO M aeKBATHYIO dTHYECKYIO
9KCHEePTH3y UCCIeNOoBaHNN. B 4HCIO 4WIeHOB KOMHUCCHM IO 3THKE JOJDKHBI BXOAWUTH
CHELUAIUCTBI B 00JIACTH MEIMIMHBI, CHCHUAIUCT B 00JaCTH IOPUCIPYACHIIMH, KaK
MHHMMYM OJIMH CIEIHMAINCT, c(hepoil OCHOBHON MESATEIHHOCTH KOTOPOTO He
SIBISieTCsl 00J1aCTh METUIIMHCKON HAYKH, pabOTaIoIIHe B Pa3IMYHBIX OPraHU3aIMsIX U
HE3aBUCUMBIE B CBOMX OLICHKAaX, COBETaxX U peuieHusix. CocTaB 3THUECKOH KOMUCCHU
yTBepKIaeTcss ydpenuteneM. llpencemarens STHUECKOW KOMHCCHHM W30HMpaeTcs
OTKPBITHIM I'OJIOCOBaHUEM U3 yKcia wieHoB OK.

Wrenst DK  fmomkHBI OBITH Pa3NIMYHOTO TOJIAa M BO3pacTa, cdepa
npodecCHOHATEHON AEATENIFHOCTH HE OTPaHUIMBAETCS.

UteHBI ATHYECKON KOMUCCHH BEIOMPAIOTCS MO WX JUYHOCTHEIM KadecTBaM, Ha
OCHOBE WX MHTEPECOB, 3HAHUS U ONBITA B OOJNACTH OTHKU WIM HAYKH, a TaKKe Ha
OCHOBAaHUU CTPEMIJICHHS U COTJIACUS YJCIUTh HEOOXOAMMOE BpEeMsl M YCHIIUS s
paboter B OK. UileHBI 3THYECKOTO KOMHUTETa BBHIOMPAIOTCS CPOKOM Ha MATHh JET U
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CPOK UX IOJIHOMOYMH MOXET OBITh MPOJUICH IO PEICHUIO WIEHOB KOMHUTETa, HO HE
Oosiee yeM Ha J1Ba CIEAYIOLIMX OJIUH 3a IPYTUM, CPOKA.

OTHyeckuil KOMHTET/KOMUCCHS [OJDKHA IPOBOJUTH YAaCTHUHYIO POTALUIO
TIOCJIe TPEXJIETHETO MEePHoJIa WISHCTBA, CIeNyeT TaKKe CTPEMUThCA K 00ecIiedeHuI0
MIPEEMCTBEHHOCTH Ka/IpOB B JTHYECKOM KOMHTETE ITyTeM CO3MaHUS HHCTUTYTa
00y4YeHHS U CTaXKEPCTBa.

Pacmmpenue coctaBa M BBEJICHHE HOBBIX YJIEHOB IPOBOAUTCS IO PEIICHHIO
aTryecKoro komurera. HoBble wiensl BBoasATCsS B coctaB DK mocne ogoOpeHust ux
KaHauaatyp wieHamu OK.

IIpencenarens DK rortoBuT 0OCyXIOEHHME KaHIUAATyp: OINpPALIMBAECT BCEX
yneHoB DK OTHOCHTENBHO MX HAMEPEHUs] KOOIITHPOBAaTh KAHAWAATOB, IOMYYaeT OT
HUX MH(OPMAIMIO O COTIIACHU Ha3BaHHBIX KaHIHATOB JINOO OT CaMUX KaHAWAATOB
COIIACHE Ha BO3MOXHOE BKIIOUEHHE B cocTaB OK, 3ampammBaeT y HHUX HX
npodeccuoHambHbIe aBToOHOrpadun (CV).

IIpencenarens 3THYECKOT0 KOMHTETa 00JajaeT MPAaBOM BETO B OTHOIICHUH
KaHAUJATyp U He 0053aH 0OBACHATH MPUYNH TAKOTO peleHus. JJaHHoe mpaBo gaercs
IIpencenarento KOMUTETa C LIENbIO 0OecneueHHs aTMOC(EpPhl B3aUMHOTO YBAKEHUS U
JOBEepHsl, NOOPOXKENATEIbHOCTH M MPEAOTBPALICHUS] KOH(QIUKTHBIX CUTyalui NpH
NPOBEACHUH 3TUYECKON 3KCIEPTU3bl KIMHUYECKUX HCCIENOBAHUI NPU Pa3IN4HBIX
MHeHuUsIX wieHoB DK.

O6cyxaeHne KaHAMOATYp MPOBOAUTCA HAa OCHOBAHMM PEKOMEHMAAIMU 4IEeHa
STHYECKOTO KOMHTETa, KOTOPBIH MPEUIOKWI KaHIUnaTa, W TpodhecCHOHaTbHOM
aBproOnorpaduu KaHAWIATa. Y CIOBHEM OOCY)KIIEHUS SBIISICTCS COTJIACHME KaHIUAaTa
Ha BO3MOXKHOE BKJIIOYeHHE B cocTaB OK, rotoBHOCTh cnemoBaTh mpasmiam GCP,
BBINIOJIHATD CTaHAAPTHBIE ONEPALIMOHHBIE TPOLEIYPHl STHYECKOT0 KOMHUTETA, a TAKKe
corjacue Ha OOHapoOJOBaHHE CBOMX JAaHHBIX (MMEHH, Hpodeccuy, AOHKHOCTH),
MOAMHUCATh 0053aTENbCTBO 0 KOH(uAeHIHaIbHOCTH. DK MOXKET HOpY4YHTh OAHOMY
WIM HECKOJBKMM M3 CBOMX WICHOB IIPOBECTH KOH(UAEHIMaIbHYIO Oeceny c
KaHIUIaTOM AJIs BBIICHEHHS BO3HHKIIUX IPU 00CyXIeHHU BompocoB. Pemenne OK
[0 JAHHOMY BOIPOCY NPUHUMAIOTCS NyTeM KoHceHcyca Ha 3acemanuu OK. Ilocre
omobpenust HoBbix wieHoB OK  Ilpencematens BHOCHT W yTBEPXKIACT
COOTBETCTBYIOIIIEE JIOTIOJHEHHE B CIUCOYHBIA coctaB DK ¢ ykazaHWeM HaThl
JOTOJHEHHUSI.

Crnucok KaHAWAATOB M XOA OOCYXKJIEHHS KaHAWAATYp HE JIOJDKHBI
pasrnamarbesi wieHamMu OK, oTpHLATeNbHBIE PELIEHHs ATHYECKOr0 KOMHTETa B
OTHOIICHHUU KOT0-TH0O0 M3 KaHOUIAaTOB, JIIOObIC YaCTHbIE MHEHUSI WICHOB KOMHUTETA
TI0 ATOMY BOIIPOCY SBJISTIOTCS CTPOTO KOH(HUIEHIHATHHBIMH.

IIpu BerymieHuu B DK KaXkablil YHJaCTHUK JIOJDKEH IOJANUCATh COIVIALIEHUE O
KOH(pHUIEHINAIEHOCTH, o0ecrieynBaroniee COXpaHEHUE B TaliHe oT
HEYNOJIHOMOYEHHBIX Ha TO JIUI HH(POPMALINH, HE TTOIJIekKAIIeH pa3TiamleHuio.

UsneHs! 3THYECKOT0 KOMHUTETa JOJDKHBI YKa3aTh 00 NMEIOIIEMCS] Y HUX KaKOM-
100 KOH(DIMKTE WHTEPECOB WM KaKO-THMOO CTENeHH 3aWHTEpecOBaHHOCTH — B
(uHaHCOBOM, MPO(GECCHOHATHLHOM HIIM MHOM OTHOIICHUH — B KaKOM-THOO MPOEKTe
WIM TPEJIOKCHUH, NOAJESKAIMX paccMOTpeHHio, a OK HomKeH oIpeaenuTh
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BO3MOXXKHOCTb U YCIIOBHS ydacTHs wieHoB KO, MMerommx Kakod JIMO0O KOH(IUKT
MHTEPECOB, B 00CYXIEeHUU U (HOpMUpOBaHUU pekoMeHaanuit KD.

Unenbt DK MoryTt ObITH HUCKBANMH(UIMPOBAHBI IO PEIICHHUI0 KOMUTETA IPH
HAJIMYUN COOTBETCTBYIOIINX apryMEHTOB W JNAHHBIA TPOIECC JTUCKBATA(DHUKAIMH
MIPOBOJIUTCS MIyTEM TOJIOCOBAHMS YJIEHOB 3THYEeCKOro komurera. Unenst DK moryr
OBITh HWCKIIOYEHBI W3 COCTaBa pEIICHWEM OCTanbHBIX wWieHOB K3  mpwm
HEeIOOPOCOBECTHOM BBIIIOJHEHUH CBOMX OOS3aHHOCTEH: YKJIOHEHHHM OT Y4YacTHs B
3acelaHusAX, pasINalleHuN KOH(UACHIMATbHONH HMH(pOpMAIUM, Kacarolencs
KOHKPETHOTO  KIMHHUYECKOTO HCCienoBaHUS w/wim xoma 3acemanuii KD,
cucremarndeckoro (bonee 20% peiieHuid B roJ) OTKa3a OT y4acCTHUsS B NPUHATHU
peleHni 13-3a KOHPINKTa HHTEPECOB.

Unenst DK MoryT yiTH B OTCTaBKY CO CBOEro IIOCTa IO COOCTBEHHOMY
JKEJIaHWIO, TIPEJCTaBUB MpoieHne 00 orcraBke mpencemarento DK. Umensr OK,
VIIEOIINEe B OTCTAaBKY WM JWCKBATH(DHUIMPOBAHHBIE MOTYT OBITH 3aMEHECHBI B
pe3yabTaTe COOTBETCTBYIOIINX HA3HAUYCHUH HOBBIX YWICHOB KOMHTETA.

HezaBucumbie KOHCYJIbTAHTBI

OK MoXeT onuparbCsi B CBOMX CYXICHHUSIX OTHOCHUTEIBHO OTHACIBbHBIX
IIpoTOKONIOB MCCNEAOBaHUS WM PEKOMEHJALMA Ha MHEHHUE HE3aBHCHMBIX
KOHCYIIBTAHTOB (DKCIIEPTOB) IO OMpEICIeHHBIM BOIMPOCAM, OJHAKO MX TOJOC
SIBJIIETCS] COBELIATEIbHBIM, @ HE PELLAIOLINM.

HesaBucuMblil KOHCYIBTAHT MOXKET Ha3HaYaThCs npeacenaresneM KO nu3 uncia
3KCIIEPTOB o Y3KOCIELIMaTU3UPOBAHHBIM JUCLUILINHAM, BOIPOCAM
IOPUCTIPYICHIIUHN, PEIUTHH U Ap. A MPOBEACHUS IKCHEPTU3BI MO KOHKPETHOMY
UCCIIEJOBAHUIO.

He3aBucumMble KOHCYNBTAHTBI, IPU MPUBICYCHUU K ITHUECKOH SKCHEpTH3E,
Kak W wieHbl KD, MOMKHBI TOJANHMCATh COMNIAIICHWE O KOHQUACHIMAIbHOCTUA /
KOH(ITUKTE HHTEPECOB.

Pacupenenenne 00s13aHHOCTENR CPEM WICHOB dTHUYECKOI0 KOMUTETA.

Hanmnexamee d¢ynkumonupoBanne DK B COOTBETCTBHM €O CBOEH cdepoit
OTBETCTBEHHOCTH 00€CIIEUNBAIOT CIEAYIOIINE TOMKHOCTHBIE JINIA!

IIpencenarens

3aMEeCTHUTENb IpeAceaaTens

CeKpeTapuar.

Ilpencenarens oTBeYaeT 3a OpraHU3alldl0  COBEUIAHWH, IpUIJaIlacT
HE3aBUCHMBIX KOHCYJIBTAHTOB JUIS IPOBEIEHUS Cier(puyIecKoi sKkcrepTr3sl st KO
10 KOHKPETHOMY HUCCJIEIOBAHMIO.

3aMecTHTelNb MpeceaTess OTBEYaeT 3a MPOBEACHNE 3aCEAaHUIl B OTCYTCTBHH
peJceaaTens U 3a IOMOLIb €MY B IIPOBEIECHUU 3aCEIaHHM.

CekperapyaT oOTBeuaeT 3a aJMUHUCTPAaTHBHBIH acleKT JeATeIbHOCTH
xomuteta. CekperapuaTr cocTouT U3 cekperaps DK (mpencenarens cekperapuara) u
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BCIIOMOI'aTCJIbHOT'O mrara AIMHUHUCTPATUBHBIX pa6OTHI/IKOB (TCXHI/I'IGCKI/IX

cekpeTtapeii).

CekperapuaT UMEeET CIIeIyIoIue (yHKITHH:

° opraam3arys 3QGEeKTHBHOTO ASTOMPOU3BOJICTRA TI0 KX TOH
MOJTy4YE€HHOU 3asiBKE;

° IIOJICOTOBKA M BEJICHUE JICT;

° OpraHu3alys peryasapHbIX 3acenanui JK;

° MOATrOTOBKA MMOBECTKU JIHS U BEJEHUE IPOTOKOJIOB 3aCEAaHMS;

° BeneHue qokymentanuu OK u apxupa;

° OCYIIIECTBJICHHE CBS3H ¢ WwieHaMu DK U IuIiamMu, moalonuMu 3asBKH;

° obecrnieveHre OArO0TOBKY MepcoHana U wieHoB DK;

° OpraHu3alus NOJroTOBKH, pACCMOTPEHUS, IEPECMOTPA U PACCHUIKU
JIOKYMEHTOB

° obecrieueHre HEOOXOIUMON aIMUHHCTPATHBHON momaepxkku K, ero

npeAcenarens B CBA3M C OTHOCSIIEHCS K €ro KOMIIETCHIMH JAEATENIbHOCTBIO
(mampuMep, TOBeIEHHE PELICHNUS 110 3asBKE JI0 €€ IMoIaTeNs);

. oOecriedeHne OOHOBIEHUS MH(pOpPMAMKM IO  pEJEBAaHTHBIM U
COBpPEMEHHBIM BOIIPOCAM, KacarOIINMCS 3THKH, TPUMEHUTEFHO K ONOMETUIIMHCKUM
HCCIIEIOBAHUAM

Cexperapuat n3bupaercst wieHamu DK Ha 3 roza, B MOCIEAYIOLNIEM MOXKET
ObITH Iepen30paH, HO He OoJiee YeM Ha TPHU CICAYIOLIMX APYT 3a IPYroM CPOKa.

OO0A3aHHOCTH U C(bepa OTBETCTBCHHOCTH YJICHOB 3THYCCKOIO KOMHUTETA

. VYyacTtie B 3aceJaHHUsAX KOMMTETA

J Paccmotpenne, — oOcyxknaeHHe,  PELEH3UPOBAHUE  NPEATIOKCHHI
OTHOCHUTENILHO MCCIIEI0OBAHU, IPECTABIEHHBIX HA 3KCIIEPTHYIO OLIEHKY

. PaccMoTpeHne OT4ETOB O CEPBE3HBIX CIy4asX HEXKEIaTENIbHbIX SIBICHHUH.

. M3ydenne oT4ETOB 0 X0JI€ UCCIIEIOBAaHNI U TIOCNIeAyIoIIee HaOIroieHe
3a TEKYUIMMHU HCCIEOBAaHUSAMH.

. O1eHKa OKOHYATEIbHBIX OTYETOB 00 UCCIEIOBAHUAX U UX PE3yIbTaTOB.

J Obecneuenne KOHQUACHIINATBHOCTH TOKYMEHTOB U X OOCYKACHUS Ha
3acemanusax DK

o OObsiBeHNS 0 KOH(IIMKTE HHTEPECOB.

. Yyactie B OpraHu3alid M  TPOBEJACHHM  00pa30BaTEIBHBIX

MEPONPHUATUN B chepe OMOMEINITMHCKIX UCCIIECIOBaHNH.
TpeboBaHusa O KBOPYMY
3acemanne KO wMoxer OBITh NOpPOBEACHO M €ro pEUICHHS CUYHTAIOTCA
JIEHCTBUTEIBHBIMU IPU MIPUCYTCTBUM Ha 3aceanuu 50% + 1 wieHoB KOMHTETA.
Pocrryck STHYECKOr0 KOMHTETa
OK pacnyckaercst 10 peIIEHUI0 YIPEaUTEIS.

COII no moBecTKe AHS 3aceTaHUA ITHIECKOro komurTera (Ne2)
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Llenb — oxapakTepu3oBaTh aJMUHHCTPATHBHBIA TIPOIECC IMOATOTOBKA U
pacrpocTpaHeHus: TOBECTKH JHS, IUIaHa paboThl, pPacChUIKUM HH(pOpMAIUH,
COCTaBJICHUIO  WH(GOPMAITMOHHBIX  MUCEM IO  3aCCNaHUI0O,  OMOBEHICHHSI
3aMHTEPECOBAHHBIX JIUII.

O01aCcTh NPUMCHEHMS: J0-, BO BpeMsl W TIOCJE 3aceqaHus STHIECKOTO
KOMHTETA.

OTBETCTBEHHOCTh: OTBETCTBEHHBIMH 3a BbIIOdHeHHs jgaHHoro COIla
SBISTIOTCSL  CEKpeTaph (TmpeacemaTeNlb CeKpeTapuara) U TEXHHYECKHH IepCcOoHA
cekperapuara OK.

IIpencenarens mpoBepseT U OM00PSIET MOBECTKY IHSA 3aCEIaHUS ITHYCCKOTO
komureta (Popmar noBectku — [punoxenue 2).

MeponpusaTus, IPOBOJAUMBIE J10 3aceganus DK:

= [IpoBepka IMOJHOTHI 3aMTOTHEHUS 3asSBOK.
= Jlepemava 3asBKH  OKCIEpTaM  JUIS  TMEPBUYHOH  DKCHEPTU3HI
HCCJIEIOBAHMS.
= JlonmyyeHue 3aKIIOYCHHS DKCIIEPTa W OIEHKA IOJHOTHI IPOBEICHHOMN
OKCIIEPTU3Bl B COOTBETCTBHH C BOIPOCHUKOM, KOTOPBIH 3amOIHSIOT
CIICIIUAITUCTEI B XOZ€ MPOBEACHHUS KCIICPTU3EI.
= [IpoBemeHHS TEKYIIEH OSKCIEPTH3BI IO OTIACIBHBIM IIPOCKTaM |
COTJIACOBAaHUE C WCCICNOBATEIIIMUA JAaThl M YCJIOBUN €€ TIPOBEICHUS,
HaIpaBJIcHUE SKCIIePTa T €€ TPOBESACHU.
= Perucrpanus pe3ysbTaTOB IMPOBEACHHBIX IUIAHOBBIX M 3KCTPEHHBIX
SKCIIEPTH3 U BKIIIOUEHHUE BOTIPOCA TI0 OTUYETY 00 IKCIIEPTH3E B TIOBECTKY
ITHSL.
= (CorjmacoBaHue ¢ TmpeacenaTeNieM JaTbl U BPEMEHH IPOBEICHUS
3aceIaHumsl.
= @opMHpOBaHUS [aKeTa JOKYMEHTOB, KOTOpPbIe JOJDKHBI  OBITh
paccMOTpPEHBI Ha 3aCeIaHUU.
= [loaroroBka mH(popMamuu a1 wieHoB DK W 3KCHEepTOB, a Takke A
MpUIIAIEHHBIX Ha 3aceganue DK mun.
= JloaroroBka 3aja 3acemaHuii, OOecCIEUCHHE YYACTHHUKOB 3aceIaHus
HEOOXOIMMBIMU MaTepHaIaMHU.
Meponpusitus, IPOBOAUMBIE BO BpeMs 3acemanus DK:
= FEcnu Ha 3acefaHWd NPUCYTCTBYIOT He wieHbl OK, To HeoOxoaummo
NPUHATH BCE MEpbl I COOJIONEHUS  KOH(HICHIMAIbHOCTU
(IpurnaIieHHbIe MOANUCHIBAIOT (GOPMY COrJIacHs Ha COONIOJCHHUE
KOH()HICHITHATLHOCTH).
= (CekpeTapuaT JOKJIQJBIBACT TIOBECTKY JMHS TPEACEIATeNt0, BeIeT
3amMcH TIO0 XOAY 3acelaHus, (PUKCHUpYeT NPHUHATHIE PEIICHUS U
OTJICbHBIC MHEHUS YYACTHUKOB B BHJIE TIPOTOKOJIA.
= B cioydyae OTCYTCTBHA DKCIEPTOB CEKPETapHaT JAaeT KPATKOE OIHMCAHUE
HCCIIEIOBAHMSI, 3aYUTHIBAET KOMMEHTAPHUH U PEIICHUE SKCIIEPTOB.
= TonocoBaHME  OCYHIECTBISICTCS  TOJIBKO  HE3aBUCUMBIMH  OT
HCCJICIOBATEIS] W CIOHCOPOB HCCJICIOBAHUS UICHAMU JTHYECKOTO
KOMUTETA. Muenue 9KCIIEePTa/KOHCYIBTAHTA SIBJISIETCS
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COBENIATENIbHBIM, CaM OJKCIIEPT/KOHCYJIBTAaHT B TOJIOCOBAaHHH He
yuacTByeT. [OlocoBaHHMe JOIyCKaeTcsi TOJILKO TOIJa, KOrja BCe
NpUTTAlIeHHbIe JIMA, a Takke Te WieHe JK, y KOTOphIX HMeeTcs
KOH(DJTUKT MHTEPECOB, MOKUHYT 3all 3acemanuii. B ciaydae, ecnmu npu
TOJIOCOBAHMY OBLIX TTOTYYEHBI PAa3IINIHBIC MHCHHUS, OHU JIOJDKHBI OBITH
3a(pUKCUPOBAHBI B TIPOTOKOJIE.

= (CekpeTapuaT CICANUT 3a TEM, YTOOBI BCE MPEJCTABICHHBIC B MOBECTKE
JIHS BOMIPOCHI OBUIM MPEACTABICHBI, MOJIYYEHbI 3aKIIOYCHUS I10
KOKIOMY OOCYXIABIIEMYCs B XOJ€ 3acCeaHHs BOIPOCY M BBIHECCHO
pemienne.  PereHne MoxxeT OBITH B BHJIE OJ00OPEHUs, OTOOPEHUS C
pEKOMEHAAIUSAMH H OTH PEKOMEHIAlMW JOJDKHBI OBITh  YETKO
c(hopMyITUPOBaHbI, MPUHATHS K CBEIACHHUIO, HEOJAO0OpeHUs. Pemrenue
OK MoxkeT OBITh OTIIOKEHO JIO BEHITIONHEHHS 3asSBUTEIIEM KaKHX-THOO
VCIIOBUH W OTH YCIOBHS JOJDKHBI OBITh YETKO IIEPEUUCIICHBI C
yKa3aHUEM JaThl BTOPUYHOTO PACCMOTPEHUS TaHHOTO BOMPOCa.

Meponpustus, TpoBOAUMEIE mocie 3aceaanus JK:

Cekperapuatr oTBeuyaeT 3a (OPMHPOBAHUE MPOTOKOJA 3aCeAaHUs] U
(hopMEpOBaHUE BBIIIMCOK M3 MPOTOKOJIA JUIsl 3AMHTEPECOBAHHBIX JIALI.

O¢unuanbHEI TPOTOKON BKJIIOYAET MECTO MPOBENEHHs 3acelaHWUs,
JIaTy, CIMCOK MPHCYTCTBOBABIMNX WIeHOB JK, moBecTKy MHS ¥ WH(DOPMAIIHIO
0 Ka)XJIOMY PacCMOTPEHHOMY BOTIPOCY:

= J[7s IpOTOKOJIOB KIMHUYECKHUX UCCIICIOBAHNUN JOJDKHEI OBITh YKA3aHBEI:

HOMEp TPOTOKOJa, Ha3BaHHWE FWCCIEJOBAaHUSA, CIOHCOP, TJIABHBIH

HCCIIEIOBATEb, TIIEPEUUCICHB BCE JOKYMEHTBI, KOTOpBIC ObLIH

NpPEJCTABICHbl JJIsi  JKCIepTusbl, pertieHue OK W pe3ynbTath

rojocoBanus. Ecnm Marepuanbl HCClieoBaHHUS OBUTM PacCMOTPEHBI

MOBTOPHO, TO JOJDKHBI OBITh YKa3aHbl OTBETHl HKCCIIEAOBATEINS,

JIOTIOJTHUTENBHO MOCTYMUBIIAE MaTeprabl u perenue JK.

= Jlng OoTYETOB MO TEKyIed 3KCIepTH3e JOJDKHO OBITh yKa3aHO: HOMeEp

MIPOTOKOJIAa W HAa3BaHWE WCCIIETOBAHMUS, TOBOJ POBENEHHS IKCIIEPTH3HI,

JaTta, MeCTO, NPHUCYTCTBOBABIINE IPEACTABUTEIH HCCIeN0BaTeNeH, ee

pe3yabTathl U pemierre DK 10 IpecTaBIeHHOMY OT4YETY.

Ilocne ¢opmupoBaHUS MNPOTOKONA 3acelaHWsi CeKpeTapuat o0s3aH
MPOBEPUTHh €ro MPAaBWIBHOCTh M TIOJHOTY, COIOCTABUTh C MPOTOKOJIOM
3aceflaHus, MOJNKUCATh Yy TMpeaceaaresis ¥ cHOPMHUPOBATH BBIMTUCKU U3
npotokoiia. [1oAroTOBUTH MPOTOKOIM I MOJIMUCAHUS ero BceMu wieHaMu DK
Ha CJIeTyIOIIeM 3ace/TaHuH.

Beimuckun U3 mpoTokosia noAanuceiBarorcs npencepareneM DK u
cekperapeM (TpencenaTenieM CeKpeTapuara), B OKCTPEHHBIX CIydasx —
3aMeCTHTEeIIeM TIpeJICeIaTeNlsl U WICHOM CeKpeTapHara.

Cekperapuar o00s13aH 00ecIeUnTh CBOCBpeMEeHHYIO (B Tedenue 10
paboumx JHeW) BbIJauy OpraHU3alui-3assBUTEII0 MIMCbMEHHOTO 3aKJIFOUCHUS O
MPUHATOM Ha 3aceaHny KoMmureTa perieHun.

CekperapuaT OTBeYaeT 3a OIIOBEUICHWE 3aWHTEPECOBAHHBIX JIUI[ O
pe3yibTaTax 3acelaHus, PETUCTPUPYET BHIMUCKH U (AKT IMOTYICHHS BBITUCOK
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3agBuTenaMu.  [Ipn HeoOXomuMoOCTH OpraHum3yeT OTIPaBKy IO IIOYTe
Pe3yJIbTaThl PacCMOTPEHUS 3asiBOK M (HUKcHpyeT (akT W JaTy OTHpaBKH B
CIEUAILHOM JKypHaJle.

COII 1no xoH(pUAEHITHATBLHOCTH (Ne 3)

Lens - ompeneneHue Gopmbl, YCIOBHI U mpoliecca 3aKII0YCHHS COTIAICHUS
0 KOHQUICHINAIBHOCTH NPH PabOTe STHYECKOTO KOMHTETA.

OO6nacth nOpuUMEHEHUss — paboTa OSTHUYECKOTO0 KOMHTETA, [MOJITHCAHUC
COTJIAIICHUH O KOH(UICHIHUAIBHOCTH / KOH(IMKTE WHTEPECOB B paboTe C
noxkymeHTamu K.

OTBeTCTBEHHOCTh: Bce wieHBl 3THYecKoro KomuTeTa O00s3aHBl TOAINHCATH
coryamenue o kKoHpuaeHuuaabHocTH.(IIprnoxenne 3) HoBele unensl, ctaxepsl,
9KCIEpPTHl, HE3aBHCHUMblE KOHCYJIBTAHTBHL, NPEACTABUTEIN HCCIENOBATENs U
CIOHCOpa, WHCHEKTOPbl W Jp. JHUIa, [JONyIIeHHble K O3HAKOMJIEHHIO C
JIOKYMEHTAIMeH 1O MCCIEOBAaHUI0 WU AoKyMeHTanmei DK 00s3aHbl MpOYHTATS,
MOHATD, MIPUHSTH u MOJIHCATh ¢bopmy COTJIAIICHHUS 0
KOH(HICHIIMATEHOCTH/KOH(MINKTE UHTEPECOB JI0 TOTO, KaK OHH MPUCTYIIST K padore.

3a ¢dakrT moamMcaHWA COTJANIEHWs] HECeT OTBETCTBEHHOCTh CEKpeTaph /
npeacenarens cekperapuara K. IloanmucaHHble JUCTBI  [OMEMIAIOTCA B
COOTBETCTBYIOIIUH aitm u XpaHsarcs B apxuBe OK. Bropoil moamucaHHBIH
9K3eMIUIAp (OpMBI COTNAIIEHHWsT C TOANMCHIO WIEHa CeKpeTrapuaTa W JIaToi
MOJIMCAHMSI XPAaHUTCS KaK O()UIIHATBHBIN JOKYMEHT y TOANMCABIIETO.

®dopma cornameHus O KOHPUACHINAIbHOCTH/KOH(DINKTE WHTEPECOB UL
yneHa OK u ans nuuna, npusinedeHHoro k pabore OK wim 3ampocuBIIEro KOMUU
JIOKYMEHTOB ¢ KOH(QUACHIIMATBLHON HH(QOpMAaIHEeH MPIIIaraloTcs.

®Dopma 1 dopma cornarieHuss 0 KOHQUACHIUATLHOCTH/KOH(IMKTE UHTEPECOB
g wieHa DK

®Popma 2 Gopma cornamreHuss 0 KOHQUACHITUATEHOCTH/KOH(INKTE HHTEPECOB
U JIMIA, TTPUBIIEYeHHOTO K pabore DK mim 3ampoCcHBIIETO KOIMH JTOKYMEHTOB C
KOH(QHUICHIINATHHONH WHPOPMAITHEH.

COII no BbIOOpPY HE3aBUCHMBIX IKCIIEPTOB/KOHCYJIbTAHTOB  (Ne 4)

Lenb — oxapakTepu30BaTh MPOLEAYPY MPHUBICYCHUS ITUYESCKUM KOMHUTETOM
CHENUAINCTOB B KadeCTBE HE3aBUCHMBIX KOHCYJIBTAHTOB, 4bsl MPOQeCcCHOHAIbHASL
KBaJu(uKanus B 00JIACTH CIIEIMAJIBHBIX BOMPOCOB HEOOXOIWMa ISl MPOBENEHHS
9KCMEePTH3BI KOHKPETHOTO HUCCIIETOBAHMS.

O0s1acTh TPUMEHECHWS:

1) BO BCEX CIydasX JeATENbHOCTH OSTHYECKOTO KOMHTETa, KOTIa
paccMaTpuBaeMBbIii BOIIPOC JIEKHUT 3a 00JIACTHIO TPOdECCHOHATHHON
KOMIIETEHTHOCTH 4JIEHOB KOMHUTETA.

2) IIpy BO3HMKHOBEHUHM pa3Horaacuil Mexay wieHamu OK mo Bompocam
TUTAHUPYEMOTO WJIM IPOBOJMMOTO HCCIIEIOBAaHUS JUISL TONyYCHHUS
TPETHEr0 MHEHHUSI.
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OTBETCTBEHHOCTb:

Breibop u omoOpeHne KaHAMAATYp HE3aBUCUMBIX KOHCYJIBTaHTOB IS
€IMHOBPEMEHHOTO MJIM IIOCTOSIHHOI'O KOHCYJIBTHPOBAHUS B CHEIHMAIBHBIX BOIIPOCAX
MOXeT ObITh HHHIMHpOBaHO uineHoM OK. VTBepxkIeHHe U MpuUIJalieHue
HE3aBHCHMOTO KOHCYJIBTaHTa BXOIUT B MOJHOMOYMs [lpencenarens 3THYECKOTO
KOMHTETA.

HeszaBucumble KOHCYIBTAHTB

OK MOXeT omuparbcsi B CBOMX CYXICHHSAX OTHOCHTEIBHO OTHEIBHBIX
[IpoTrokonoB wuccinenoBaHMs MM pPEKOMEHAAlMd Ha MHEHHE HE3aBHCHMBIX
KOHCYJIBTAaHTOB (PKCIIEPTOB) [0 ONPENCIICHHBIM BONPOCaM, OAHAKO HX TOJOC
SBJISIETCS COBELIATENbHBIM, a HE PELIAIOINM. JKCIepTaMU MOTYT OBITH COTPYAHUKH
npoQWIbHBIX Kadeap METUIMHCKOrO YHHBEPCUTETa, MOJHOCTHIO MPOQUIBHBIX
Hay4HO-HCCIICIOBATENbCKUX YUPEKICHUH, BEyIIUE CIEHAIUCThI B CBOEil obmacTy.
He3aBucuMblii KOHCYJNBTAHT MOXET Ha3HavaThcs mpexacenaternem OK w3 gucna
9KCIIEPTOB 10 MPEAMETY UCCIEIOBAHHSI, BOIIPOCAM FOPUCIIPYICHIINH, PEIIUTHH U Jp.
IUTSL TIPOBEJICHUS SKCIIEPTU3BI IO KOHKPETHOMY HCCIIEIOBAHHIO.

BreiOop He3aBHCHMOTO0 KOHCYJAbTaHTa OCYLIECTBISIETCS 110 KPUTEPHSIM
COOTBETCTBHS KBaJM(UKAIMK NpEeIMETy KOHCYJIbTHPOBAHUS, KOMIIETEHTHOCTH,
JOCTYITHOCTH ¥ HE3aBUCUMOCTH, OTCYTCTBHSI KOH()IMKTA HHTEPECOB.

He3aBucrMble KOHCYJIBTAHTBI, TPU MPUBJICYCHHN K STHYECKOW JKCIEpTH3E,
JOJDKHBI OAIIUCATH COTJIAIIEHNE O KOH(DUACHIIMAIIBHOCTH.

3a BOMPOCHI B3aMMOJICHCTBUS C KOHCYJIBTAHTOM, IIPEJOCTABICHHE €My
JOKYMEHTOB JUIsl SKCIEPTHU3bI, MOJYYCHUSI OTYETa M TMpPUTJIANICHUE IS Y4acThs B
3aceqanun DK (nmpu HeoOXoAMMOCTH), TOANHCAaHWE KOHCYIBTAHTOM (HOPMBI
KOH(HICHIIMAIILHOCTH/KOH(IIMKTa UHTEPECOB HECET OTBETCTBEHHOCTh CEKpeTapuaT

OK.

IlpekpaiiieHre KOHCYJIbTAllMOHHBIX YCJIYT MOXET ObITh WHHUIMHPOBAHO Kak
caMMM KoHcynbTaHTOM, Tak U DK. Ilpyu npekpalieHnn oka3aHus KOHCYJIbTallMOHHBIX
YCIIYT CeKpeTapuaT OTBEYaeT 3a TO, YTOOBI BCSI JOKYMEHTALMS [I0 KOHCYIbTHPYEMbIM
nenamM Obuta W3BATAa Yy KOHCYNIBTaHTA, a IIOMyYeHHbIE OT HEro OTYEeTHl -
ApPXUBUPOBAHBL.

COII no 3kcnepTu3e UCCJIeI0BATEIHLCKUX MPOEKTOB  (Ne5)

Lens - onpenenuTb, COOTBETCTBYET JHM IUIAHUpyeMOe OHOMEIUIIMHCKOE
UCCIIEZIOBAaHNE, B TOM YHCIIE KIMHHUYECKOE HCIIBITAHWE JIEKAPCTBEHHOTO CPEACTBA
WIM WHas METUIMHCKAas TEeXHOJIOTHS, YCTAaHOBJICHHBIM OJTHUECKHUM TpPeOOBAHUSIM.
PaccmarpuBaroTCsi M BBIHOCSTCS 3aKITIOUSHHS 110 TIPEACTaBIEHHBIM TOKYMEHTaM.

O6nacTh TPUMEHEHHS — SKCIIEPTU3a HCCIIEN0BATEIHCKOTO IIPOEKTA.

OTBETCTBEHHOCTh - JIMIO, NPOBOAAIIEE SKCHEPTH3y, OTBETCTBEHHO 3a €e
Ka4ecTBo.

B o0sa3aHHOCTM cekperapuaTa BXOJUT MEPBUYHOE O3HAKOMJIEHHE C
JokyMmeHTaruei npu npueme 3aaBku (IIpunoxenue 4) oT 3agBUTENs, perUCTpaLUs
HOJYYeHUS! JOKYMEHTAllMU B JKypHaie, IPOBEPKa COOTBETCTBUS HPEACTABICHHBIX
JOKYMEHTOB TpeOOBAaHMSAM OTHYECKOTO KOMHTETa, PETUCTpAlMi pe3ylIbTaToB
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MOJNYYCHHBIX JKCIEPTH3, XpaHCHHE MOKYMEHTAIlMH, IMPEACTABICHUE MPOEKTA
[pencenarento s BkiatoueHus B [TopecTky nHst Tekymiero 3aceaanus DK.

Jns Toro 4TOOBI JaTh apryMEHTHPOBAHHOE 3aKITIOYCHHE MO0 OSTHYSCKUM
aCIeKTaM IUIAaHUPYEMBIX UCCIICIOBAHNI 3THUECKUI KOMUTET TOJIKEH:

= yOeauThCs B TOM, 4YTO uHGOPMALUA, MPEACTABICHHAS OpraHU3aluei-
3asBUTENIEM, JOCTATOYHA JUIs TOTO, YTOOBI BBICKa3aTh OOOCHOBaHHOE
CYXJICHUE O COOTHOIICHUM MEXIy PHUCKOM H TMOJIb30M Js  JIMII,
[IOJIBEPTaOIIIXCS UCITBITAHUIO;

" OICHUTh BO3MOXHOCTH IIOJIYUYEHHS HEOOXOJUMOI0O  3aKIOYCHHUS 110
3pdexkTHBHOCTH W 6E30MACHOCTH OWOMETUIIMHCKUX —HCCICIOBAaHUN ¢
MPUBJICUCHUEM MEHBIIIETO YHCIIa YIACTHUKOB UCCIICIOBAHNS;

" MpOoaHaJU3UPOBATH OMNpPaBIAHHOCTh IPEACKa3yeMOro pHCKa U APYrHX
HEXKEJATENIbHBIX MOCACICTBUN /ISl YYaCTHUKOB MCCJICIOBAHUS 110 CPABHEHUIO
C OXHIAEMbIMH OJarONpPUATHBIMH JUIS [MAalMEHTa WKW APYTHX  JIHIL
pe3yibTaTamu;

"  OICHUTH BO3MOXKHYIO MOJIb3Y JJIS MAIUEHTA OT YUaCTHS B UCCIICIOBAHUY;

=  yOeQUTHCS B TOM, 4TO MOTEHIMATbHAS 3((EKTUBHOCTD, PUCK U HEYJ00CTBA OT
NPUMEHECHHST HOBOTO JICKAPCTBEHHOT'O CPEJICTBA, TEXHOJOTHH OIICHHBAIOTCS
OpU CPaBHEHHWH C NYYIIMMHU M3 YK€ CYIISCTBYIOIIMX THATHOCTHYCCKHX H
TEPANCBTHYECKUX CPEJICTB MM CXEM JICUCHUS;

= yOemUThCS B KOMIIETCHTHOCTH HCCIENOBATENCH, B TOM, YTO OHH HMEIOT
COOTBETCTBYIOIIYIO KBaTM(PHUKALKMIO M JOCTATOYHBIA OIMBIT B MPOBEACHUHU
OMOMEINIIMHCKUX HWCCIIECOBAHUNA HAa OCHOBaHWHW m3ydeHus Curriculum vitae
HCCclIeoBaTeIei;

= OMpeJeNTh, COOTBETCTBYIOT JIM HCCIIEMOBATEIbCKUE IEHTPHI HEOOXOIUMBIM
TpeOOBaHUSIM JUIi TPOBEACHHS IUIAHUPYEMOTO HCCICIOBAHUS, BKIFOUAs
HAJIMYKE BCIIOMOTATENIFHOTO TEePCOHANa, HEOOXOMUMOro O0OpYIOBaHUS WU
CPEJICTB MPOBEJICHUS HEOTIONKHBIX MEPOTIPUATHIA;

" OICHHUTh QJCKBATHOCTh U YCJIOBHS BO3MEIICHUS BpeAa 3/I0POBbBIO,
HACTYMAIOLIEr0 B pe3yJbTare OMOMEIUIIMHCKUX HMCCIICOBAHUM, W rapaHTHH
BO3MEIICHHS PACXOJIOB Ha OKa3aHHE HEOOXOIUMON METUITMHCKON TTOMOIIIH;

"  YIOCTOBEPUTHCS B TOM, 4YTO MAIlMEHTAM TapaHTHPOBAHBI JICUCHHE W/HUIIH
KOMITCHCAIIMK B CIydae HAHECEHWS BpelAa WX 370pPOBBIO B  XOe
OMOMETUIIMHCKOTO MUCCIICIOBAHUS.

= [Ipu pacCMOTPEHHH ¥ BBIHECEHUH 3aKJIIOUCHHUS MO KOHKPETHBIM JOKYMEHTAM
(TTpotokon wuccnenoBanusi, bpormopa wuccnenosatens, Mubopmamms s
nanpeHTa W (GopMa  IMCbMEHHOTO  MH(OPMHPOBAHHOTO  COTJIACHS)
paccMaTpUBaIOTCS CIeAYIOIIHe (GaKTOPhI:

B IIpomokone uccneoosanus ( Cxema npomoxona - Ipunooicenue 5) —

* Ha COOTBETCTBUE (DOPMBI U COECPIKAHMS KJIMHUIECKOTO UCCIICAOBAHUS €0 LIEISIM;

* BO3MOXHOCTH TMOJIyUYeHHSI HEOOXOMMBIX 3aKJIIOUCHHUI C TPUBJICYCHUEM MEHBIIETO
YKClia YYaCTHUKOB HCCIICIOBAHUS,

* KONMYECTBO  MAIMCHTOB,  MNPUHUMAONIAX YyYacTHe B  KIHHUYECKOM
HCCIIC/IOBAHNUH;

* KPUTEPHUH BKJIIOUYEHHUS U HE BKIIIOUCHUS ITAIIMCHTOR B UCCIICAOBAHHME;
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* KPUTEPHUH JOCPOYHOTO HCKITFOUCHUS MAIIMEHTOB U3 YUCIIA YIACTHHUKOB;
* KPUTEPUH BPEMEHHON MPUOCTAHOBKU WJIM TOJHOTO MPEKPAIICHUS HCCIIETOBAHHUS,
METOJIbl OOBEKTUBHOTO KOHTPOJIS;

* pejicka3zyeMble mooovHbIe 3P (EeKTh U HEYT0OCTBA.

B Bpowrwope uccredosamens aHaNM3HPYIOTCS CBEICHHUS, Kacarolluecs
0€30MaCHOCTH ¥ XapaKTEPUCTUK HCIBITHIBAEMBIX JIEKAPCTBEHHBIX CPEACTB HIIU
TEXHOJIOTH, a TaKXe JaHHbIE O pe3yjabTaTaX KINHUYECKUX HCCIIEIOBAHMUIA,
MPOBEJICHHBIX HA MOMEHT PacCMOTPEHHUsS 3asiBKU (Hampumep, B GopMe MOCIEIHUX
HAYYHBIX CTaTed, JAPYrHX OIYyOJIMKOBAaHHBIX JAHHBIX, KPAaTKUX XapaKTEPUCTHK
HCIIBITYEMOTO Ipenapara).

OreHuBasi JI0CTATOYHOCTh, TMOJHOTY, SICHOCTh, YETKOCTh M OTHYHOCTh
uHdopmanuu, KOTOpas JOJDKHA OBbITh JIOBEACHA JO CBEACHHS CYOBbeKTa
uccieoBaHus, JMOO €ro 3aKOHHOTO TIPEJCTABUTENsS B IHMCbMEHHOW (opme
“Ungpopmayuu onn  nayuenma ¢ Qopmot ungopmuposannozo coenacus’,
AHAJM3UPYIOTCS CIIEAYIONINE Pa3elibl, KOTOPBIC TOJDKHBI MPUCYTCTBOBATh B JaHHOM
JOKyMEHTE:

* LIeJIb U 33J1a41 MCCIIeIOBaHUS,;

* XapaKTepUCTUKA UCCICIYEMOTO JIEKAPCTBEHHOTO Mpernapara Uin TEXHOJIOTHH;

* OOUICTIPUHSTHIC BUABI JICKAPCTBEHHOTO WM HE MEJUKAMEHTO3HOTO JICYCHHUS,
KOTOPbIE MOT'YT ObITh Ha3HAUEHBI UCITBITYEMOMY, & TAK)KE UX MOTSHIIMAIbHBIC M0JIb3a
U PHCK;

* BEPOSITHOCTD TIOMAJAHUS B OJIHY U3 TPYIII UCCIICOBAHUS;

* 00BEKTHBHO OKHJIaeMasi TT0JIb3a ISl UCTIBITYEMOTO;

* Hey100CTBa U 0OBEKTUBHO MPEJICKa3yeMbIi PUCK KaK I UCTIBITYEMOT'0, TaK U ISt
TUIOJIA WJTK TPYJTHOTO peOCHKa;

* IPOLIEYPHI HCCIIEIOBAHMS, BKIIFOYAs HHBA3HBHBIC METOJIbI,

* 00SI3aHHOCTHU JIMIA, MOJABEPraloIIerocss MCHLITAHUSIM WJIM HCCIET0BAHUAM
(MM MAleHTa, HO HUKAK He HCIBITYEMOr0);

* KOMIICHCAIIMS W/WIIK JICYCHUE, Ha KOTOPbIC JIMIO, TMOABEPraionieecss HCIbITAHUIO
WM HCCJIe0BAHMI0O MJIM MANMEHT, MOKET PACCUYMTHIBATH B ClIyyae HaHeCeHMsI
Bpe/a ero 3J0pOBbIO B XO/I€ HCCIICA0BAHUS;

* 3asBJICHUC O TOM, YTO YYaCTHE B MCCJICIOBAHUM SBJISCTCS JOOPOBOJIBHBIM, U JIHIIO,
MOJIBEPraeMoe HMCCIICOBAHUIO MOXKET B JIF00OH MOMEHT OTKa3aThCs OT Y4acTHs B
WCCIICIOBAHUHU WJIH BBIOBITH U3 HEro 0€3 KaKUX-IMOO CAHKIUI WM YIIEMIICHHS €ro
npaB Ha IPYyTHe BB JICUCHNUS;

* 3asBJICHHE O TOM, YTO HCCIIEMOBATENH, ayauTOpbl, KOMUTET U pa3peuiuTenbHbIC
WHCTAHIMU T0JTyYaT HEMOCPEACTBEHHBIN JOCTYII K

uHGOPMAIMK B NMEPBUYHON MEIUIMHCKON JTOKYMEHTAIIMU HCIBITYEMOro B 00beMe,
OTPEJICICHHOM COOTBETCTBYIOIIMMH 33aKOHAMU W TOJ3aKOHHBIMH aKTaMH, IS
MPOBEPKHU MPOIEIYP W/WIK JaHHBIX KIMHUYECKOTO UCCICIOBAHMUS, HE HApYIIasl PU
3TOM aHOHUMHOCTh HCITBITYEMOTO;

e mommuckiBas (GopMy NUCBMEHHOrO HMH()OPMUPOBAHHOTO COIJIACHS, JIHIIO,
MO/JBepraoieecsi HCCIAe0BAHUI0 WJIH MCOBITAHHIO, WIH €ro 3aKOHHBIH
NPEICTABUTEND JAIOT Pa3pelieHUe Ha JOCTYIT K 3TON TOKYMCHTAIUH;
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* 3asBJICHHE O TOM, YTO CBEICHHUS, HACHTU(UUMPYIOUIME JIMYHOCTH JIHLIA,
NMOJBEPraIerocsi HCMbITAHAIO WJIN MCCJIeA0BAHMIO, OyyT COXPaHATh B TalfHE U
MOTyT OBITH PAcKpBITHI TOJIBKO B IpeliellaX, YCTAaHOBJIECHHBIX COOTBETCTBYIOIIUMHU
3aKOHAMHM W/WJIM TIOJ3aKOHHBIMHM  aKTaMH; TpH IyONMKAalWd  Pe3yJIbTaToB
WCCIIeIOBaHMS aHOHUMHOCTB TaKOTO JIMIA OyIeT cOXpaHeHa;

* 3a4BJCHHE O TOM, YTO HCHBITYEMBIH WM €r0 3aKOHHBIM IpeACTaBUTENb OYyayT
CBOEBPEMEHHO O3HAKOMJIEHBI C HOBBIMHU CBEIEHHUSIMM, KOTOPbIE MOTYT HOBJIHATH Ha
JKeJIaHWe UCTBITYeMOro IPOIODKUTh Y9aCTHE B MCCIIEIOBAHNY;

* CIMCOK JIHI, K KOTOPbIM MOXHO OOpaTUTbCA ISl MOIYYEHHUS IOMOIHHUTEIHHOM
uHpopManuu 00 UCCIEIOBAaHUHU U MPaBax UCMBITYEMOIO, a TAKXKE CIICLHAINCTOB, C
KOTOPBIMHA HMCHBITYEeMbBIi MOXET CBS3aThCS B ClIydae HAHECEHUs Bpeda €ro
3JI0POBBIO B X0JI€ MICCIIEIOBAaHUS;

* YCIOBHSA, IPU KOTOPBIX YYacTHE HCNBITYEeMOr0 B HCCIICOBAaHHHA MOXET OBITH
IPEKPaILCHO 0e3 ero Coryiacus;

* IIperoNaraeMas JJIUTeIbHOCTh YIacTHs B MCCIIEIOBAHNH;

* IPUOJIN3UTENHFHOE YHCIIO MCTIBITYeMBbIX.

Komuter MoxeT morpeboBaTh, 4TOObI MCHBITYEMBIM, IIOMUMO HH(OPMAIHH,
yKa3aHHOH BbIlIe, OBUIM MNPEAOCTaBICHbI JIONOJHUTEIBHBIE CBEOCHUS 00
UCCIIe0OBaHUY, €y, 10 MHeHHI0 KomuTteTa, 3T0 HEOOXOANMO IUIs 3aIlIUThI IIPaB U
3/I0pOBbS MCHBITYEMbIX, a TAKKe ISl TAPAHTUH UX O€30MTAaCHOCTH WJIH JUTS JTyUIIEro
MOHUMAaHUS UIMH OTAEIbHBIX MOJ0KEHUH KIMHHYECKOTO UCCIEJOBAHMS.

Ilony4eHue coriacus IOIMycKaeTcs TOJIBKO B MMCbMEHHOH opMme.

Wudopmarus i nanuenTa ¢ GopMoit HHOOPMHUPOBAHHOTO COTIIACHS TOJKHEI
OBITH HAITMCAHbI HA PYCCKOM SI3BIKE M 110 IPOCh0e MCMBLITYEMOro IepeBeieHa Ha €ro
pozaHo# s3bIK. HpOpManus i manueHTa A0JDKHA OBITh HAalMcaHa TaKUM SI3BIKOM,
INOHMMaHHE KOTOpPOro He TpedyeT MEOULMHCKOro 0O0pa3oBaHMs WIM 3HAHUS
npuHiunoB KauectBenHoit Kimumueckoit Ilpaktukn (GCP). Pexomennyercs
u30eraTtb  CIELUANbHBIX TEPMUHOB, JJIMHHBIX CIOXKHBIX TPEIJIOKEHHH |
YTBEPXKICHUH, KOTOphIE MOTYT OBITh HEBEPHO HMCTOJKOBAaHbI HCHBITYEMBIM WU
BBecTH ero B 3abmyxnenme. B “Unadopmanmm mis manumenta ¢ ¢dopMmoid
UHQOPMUPOBAHHOTO corjacusi’ HE JOIKHO OBITH (HOPMYIHPOBOK, KOTOPBIE MOTYT
3aIyTaTh UCIBITYEMOTO, M TEM CaMbIM BBIHYIUTH €I0 OTKA3aThCS OT CBOMX 3aKOHHBIX
NpaB MPHUHATh Y4acTHE B MCCIEIOBAHUU, WM OKa3aTh JABJICHUE Ha MallMEHTa MpHU
NPUHATHH PELISHUS.

OHM Takke He [ODKHBI COMEPXKATh  3asBICHUH, OCBOOOXKIAIOLIMX
UCCIIENOBATEN, MEAUIIMHCKOE YUPEXKICHHUE, CIIOHCOPa WIIM €ro IpeACTaBUTENEH OT
OTBETCTBEHHOCTH 3a JOMNYIIEHHYIO XaJlaTHOCTH, WIn (hopMyIHPOBOK,
MO3BOJIAIONINX TTOJ00HYIO0 HHTEPIIPETAIHIO.

WndopmupoBanHOe corjacue W ApPYyrue, MPefoCTaBIsIeMble HCNBITYeMbIM
MaTepHabl, IIepecMaTpUBAIOTCS TIPU TIOSBICHNS HHPOPMAIMH, CIOCOOHOI MOBIHATH
Ha coriacue ucneITyemMoro. HoBple penmakiuy WHGOPMAIMOHHOTO COTJIACHS U
JPYTUX  TIPENOCTaBIAEMBIX  HCIBITYEMBIM  MaTe€pHaloB  IPeaBapUTEIHHO
yrBepxkaaoTcss KomuretoM mno stuke. HenbITyeMblii WIM  €ro  3aKOHHBIM
HPEICTaBUTEND OKHBI OBITH CBOEBPEMEHHO 03HAKOMIICHBI ¢ HOBOM MH(poOpMaIueii,
CHOCOOHOH TOBNHATH Ha JKEJaHWE HCNBITYEMOro TIPOJODKUTh YyYacTHe B
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uccienoBanui. @akt coobeHns 3Tol MHGOPMAMU TODKEH ObITh TOKYMEHTAIbHO
MO TBEPK/ICH.

B cnyudae, ecnu IIpoTokoiaoM MNperycMOTPEHO ydYacTHE B HCCIIEJOBAaHUU
HECOBEPIIEHHOJIETHNUX, KOTOPBIE MOTYT TIOHATH CMBICI MIPOUCXOAAIIETO U JaTh CBOE
corjlace Ha ydacTue B wuccienoBanuu, “Uupopmanns mis mamuenta u Gopma
UH(QOPMUPOBAHHOTO COTJIACHs” JOJDKHBI OBITh HANHMCAaHBl B ITOHATHON/IOCTYITHOM
Ui HEeCOBEpUIEHHONETHHX  (opme, KOTOPyl0 OH/OHA  COOCTBEHHOPYYHO
MOJIMCHIBAIOT M JATUPYIOT B JOIIOJHEHNH K ITOAIUCH UX 3aKOHHOTO MPEICTABUTEIS.

B caywae mneobxommMoctn Komurer wmmeer mpaBo moTpeboBaTh OT
UccIeoBaTelIsl/3asBUTEINIsl TIO0YI0  JOMOJHUTENbHYI0 HH(popManmio. Ecimu Takas
uH(OpMaLs He IPEeIOCTaBIsIeTCs B CPOKH, onpeaeneHuble Komuterom, Komurer He
paccMaTpuBaeT JOKYMEHTHI HCCIIEeIOBATEIHCKOTO MTPOSKTA.

Komurer  Moxer omoOpuTh MpoBeneHHE KIMHHYECKOTO HWCCIICIOBAHMS
TOJILKO B TOM CJIy4ae, €Clli TOTeHIHAIbHAs TI0JIb3a JUIS MCHBITYeMbIX IPEBHIIIAeT
BCE M3BECTHBIE U MIPECKa3yeMble BHJIBI PUCKA ISl HUX.

B cllydasix, €CJIM HccliefoBarenb OTKIoHWICsS oT [IpoTokona 6e3
MpeABapUTEIbHOTO paspenieHns KomuTera ¢ 1eNbl0 yCTpaHEeHUs! HETIOCPEACTBEHHOM
OMACHOCTH, YIpOKAIOUIed HCNBITYeMbIM, OH B KpaT4alIIMe CpPOKH JOJDKEH
MPEACTaBUTh ONKCaHNE AOMYIIEHHOIO OTKJIOHEHHS C YKa3aHUEM IIPUYINH U3MEHEHUS,
a TIpu HeoOXOIMMOCTH 1 TIonpaBky K IIporokoay:

» Komutety Ai1st pacCMOTpEHUsI U OH00pEHHUS;

* 3aSIBUTEITIO JJISl COTIIACOBAHMS;

* pa3peIrTeNbHBIM HHCTAHIUSAM, €CIIH HEOOXOINM;

Ilocne mpoBeneHHs 3KCMEPTH3BI SKCHEPT 3aroiaHsIeT GopMy OLeHKH (TIPHIIOXKESHHE
6) 1 oTYeT MO oueHKe (TIpUIoKeHue 7)

OK mocne paccMOTpeHUs IPeACTaBIEHHBIX JOKYMEHTOB 10 HCCIEI0BAHUIO Ha
CBOEM 3ace/laHM{ MPUHUMAET OIHO U3 CIEAYIOIINX PEIICHUH:

= 0I0OpHUTH NPOBEACHHUE HCCIEA0BaHMs Oe3 3aMeyaHuii;

* 0I00pHUTH IPOBEACHHE HCCIECIOBAHUS IIOCIEC YCTPAaHEHHUS 3aMeyaHui Oe3
MOBTOPHOTO PAacCMOTPEHHUS TPU YCIOBHM OTBETOB HAa ITOCTaBICHHBIE
BOIIPOCHI W BHECEHUS] PEKOMEHAYEMbIX M3MEHEHUH W/WMIIHM JOMOJHEHUH B
paGouem mopsinke. B 3TOM ciyyae W3MEHEHHBIE JOKYMEHTBI W/HIH
JONOJHEHHBIE JTOKYMEHTBI JOJDKHBI OBITH O0OpeHBl mpeacenaTesieM WU
3aMEeCTHUTEJNIEM TIpeICeaTeNs 3ITHIECKOT0 KOMHUTETA;

® MOBTOPHO PaccMOTpeTh Ha 3acenaHuu DK mocne BHECEHHMS M3MEHEHUH B
npolenypsl W Marepuansl ucciaenoBaHusa. Ilpm stom OK  werko
(hopMynHpyeT Bce BOSHHUKIINE BOTIPOCHI U TIPETEH3NH;

= He pa3peluTh MPOBEICHUE HCCISIOBAHMS (C yKa3aHUEM IMPUYHH 0TKa3a).

Cekperapmatr OK  obecrieunBaeT  apXWBHPOBaHHE JOKYMEHTOB  IIO
HCCJIEI0BATENBLCKUM MPOEKTaM, MPOTOKOJIOB Beex 3aceAanHunii JK.

Bemmckn #3 TpOTOKONA TpomIeNniero 3aceqaHus ¢ pemienuem  JK
(mpunokeHne §) MO TMPEICTABICHHOMY IPOEKTY BBIAAETCS 3asBUTENI0 B CPOK HE
no3Hee 10 pabounx JHEH Mociie MPOBEICHHOTO 3aCe/IaHusl.
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CekperapuaT HECeT OTBETCTBEHHOCTD 3a OIOBEILECHNUE 3asBUTEIEH, TOBEICHUE
IO UX CBEIEHMH pe3ylbTaTOB pPACCMOTPEHHUs NPOEKTOB, UYTO (DUKCHPYET B
COOTBETCTBYIOLIEM JKypHAJIE.

COII no 3xkcnepTU3e JUCCEPTAUMOHHBIX padoT (Ne 6)

Llens - ompenenuth, COOTBETCTBYET U IUIAHHPYEMOE IHUCCEPTALMOHHOE
WCCIICIOBAHNE, BKIIOYAs W3YUEHHUE JICKAPCTBEHHOT'O CPEICTBA WM MEIUIIMHCKOM
TEXHOJIOTHH, YCTAHOBJICHHBIM JSTHYEeCKHUM TpeOoBaHusAM. PaccMmarpuBaroTcs u
BBIHOCSITCS 3aKJIIOYCHHUS I10 NPEACTABICHHBIM JOKYMEHTAM.

OO0nacTh MpUMEHEHHs — OJKCIEePTH3a IPOEKTOB JUCCEPTALMOHHBIX PaldoT,
TEMaTHKa KOTOPHIX CBsI3aHa C TMIPOBEACHHEM OMOMEINIIMHCKIX UCCIICIOBaHUH.

OTBETCTBEHHOCTh - JIMIIO, IPOBOIAIICE DKCIEPTH3Y, OTBETCTBCHHO 3a ¢¢
Kad4eCTRBO.

B o0Os3aHHOCTH CcekpeTapuaTa BXOAWT TEPBHYHOE O3HAKOMIICHHE C
JOKyMEHTAIle Tpu TpueMe 3asABKA OT 3asBUTEINS, PETUCTPALUS TOTyYCHUS
JOKYMEHTAIINH B XypHalle, MPOBEpKa COOTBETCTBHSI MPEACTABICHHBIX JOKYMEHTOB
TpeOOBaHUSM STHYECKOTO KOMHTETa, PETHCTPAllisl Pe3yabTaTOB IONYyYSHHBIX
3KCIIEPTU3, XPAHEHUE TOKYMEHTALUU.

DTrdeckas 3KCIIepTH3a JUCCEPTAIMOHHBIX PabOT MPOBOJIUTCS Ha 3aCeTaHuU
STHYECKOT0 KOMUTETa WK Ha 3acenannu bropo/komuccnu DK mo paccMoTpeHnto
JIUCCEePTAITIOHHBIX padoT.

B coctaB bropo(komuiccun) BXoasT Tpu wieHa DK Mo mpeamoxeHnio
npencenarens. CoctaB bropo yrBep:xkmaercs Ha 3acenanuu KO myTteM oTKpHITOTO
00CY>KIEHHSI U TOJIOCOBAHHUSL.

Bropo pemaer Bompoc O HEOOXOAWMOCTH TPHUBJICUCHUS HE3aBUCHUMOTO
KOHCYJIbTaHTA B Ka)KIOM KOHKPETHOM cCITy4ae.

3acenanus Bropo mpoBoasATcs 1Mo Mepe HEO0OXOAWMOCTH, Tpaduk padbOThI
yrBepxkaaercst [lpencemarenem. Mudpopmanus o marax 3acemanuii bropo nomkHa
ObITh HE TO3aHEe S5 JHeW g0 TpOoBeNeHHWs 3acelaHus IpejACTaBIeHa Ha
uHpopmarmonHoM crenae KO.

B caywae, xorma amccepTannoHHass paboTa HE CBA3aHA C CYIIECTBEHHBIM
pUCKOM 1S  y4YyaCTHHKa  OHWOMEIUIMHCKOTO  HCCICAOBAaHUS,  SIBISETCS
HaOJIIONATENIbHOM,  SMUACMUOJIOTMYECKOM,  COIMOJIOTMYECKOH -  BO3MOXKHO
paccMOoTpeHHe ee Ha 3acegaHuM  bropo(koMuccuu), B CilIy4ae, Korja
JiCCepTallMOHHAs paboTa CBsi3aHa C CYHIECTBEHHBIM PHCKOM Ui ydacTHHKa bMDO
WIH B Cllydae OTCYTCTBUS KOHCEHCYyca NpPH TPUHATHU PEIICHUS, Ha3HAYaCTCS
HE3aBUCHUMBIM KOHCYJIBTAHT M PACCMOTPEHHE TOKYMEHTOB MTPOBOJINUTCS HA 3aCEIaHIH
STUYECKOTO KOMUTETA.

Pemenne 0ropo mpuHUMaeTCsl KOHCEHCYcoM. Perenne 01opo yTBepKaaeTcs Ha
nocrneaytomiem 3acenanun JK.

3asButens momaer B KD He MeHee ueM 3a HENEN0 [0 IUIAHUPYEMOTO
3aceaHus CIeAYIOIINe JOKYMEHTHI:

= JlatupoBanHas 3asBka 1o ¢opme Ne 1 Ha mpoBeAGHHE STUYECKOM
JKCIIePTH3HI, IO IITUCAHHAS PYKOBOJTHUTEIIEM CTPYKTYPHOTO
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HOApa3leNiCHNsl, B KOTOpOM OyJeT BBINOJHATbCA AaHHas padora (Win
pyKoBoauTEdIeM paboThl) C yKa3aHUEM TOTO, HA4aT JIM HAOOp MAIlMeHTOB
B HCCIECOOBaHME, HAa KaKOM JTale HaxoauTca pabora. OO0sA3aTeNbHO
JOJDKHA OBITH yKa3aHa  CIIEHUAIBHOCTh, IO KOTOPOH IUIaHUpyeTcs
3amuTa, CTaTyCc JUcCepTaHTa (aCIUpPaHT/COMCKATeNh), MECTO €ro
MIOCTOSIHHOHN paboTEHI.

= AHHOTaIMs AUCCEPTAllMOHHOM paboTHI, CBEAECHUS 00 YTBEPXKACHUH €€
TEeMBI Ha 3acefannu yaeHoro CoBeTa WM IpoOIeMHON KOMUCCHH.

= JIpoTOKOJ IUITAHUPYEMOTO HUCCIIETOBAHNUS.

= Kparkas aHHOTauus Ha HCIOJb3yeMble JIEKapCTBEHHBIC IPENapaThl,
OpPHUI'MHAJIbHBIE METOIMKH, aBTOPCKHE MOIU(PUKAIINN HX.

= JloamucaHHBIE W AAaTUPOBAaHHBIE IMpOeCcCCHOHAJIbHBIE aBTOOHMOTpaduu
HCCIICIOBATENS U €r0 HAyJIHOTO PYKOBOAUTENS(eH) (I JOKTOPAHTOB —
HAyYHOT'O KOHCYJIbTaHTa(0B)) C yKa3aHHEeM KOHTAKTHBIX Tele(OHOB.

* HWudopmanusa mang manumernta u (popma MHOOPMHPOBAHHOTO COTJIACHS
MalMeHTa, €ClIM TPEeaycMOTpeH Habop AeTeil, JMI] ¢ OrpaHW4YeHHON
JeeCIOCOOHOCThI0O — TO HH(OpMAUWU IJIsi CaMHX NalWeHTOB M X
OIIEKYHOB/pOAUTENEH.

CekperapuaT OCYILECTBISIET PETHUCTPALMIO JOKYMEHTOB, IIOAAaBacMbIX Ha
paccMotpenne. Ha 3acenannu bropo/koMuccnn i KOMUTETa 3THYECKast IKCIIepTH3a
IPECTABICHHBIX JOKYMEHTOB OCYIIECTBIISIETCS ITyTeM KOJUIETHAIBLHOTO 00CYKACHUS
Y OTKPBITOTO T'OJIOCOBaHUSL.

IlpuasToe pemenne (UKCHUpyeTCs B MPOTOKOJIE 3acemaHus biopo wimu
npotokonie 3acemanua OK. B Teuenne 10 paboumx mHEH cekpeTapuaToM
UCCIIENIOBAaTeNI0 Ha PYKH BBIIACTCS BBIMMCKA W3 MPOTOKOJA, MOANUCAHHAS
npencenareneM u cekperapeM OK. OK Ha cBoeM 3acemaHuy NIPUHMMAeT OJHO W3
CJIEAYIOLUX PELICHUMN:

=  OpoOpuTh NpOBEACHNE UCCIECIOBAHUS O€3 3aMeUaHnH.

* OpoOpuTh MPOBEJCHUE MCCICIOBAHUS C 3aMEUaHMSIMH 0€3 IOBTOPHOTO
paccMOTpeHHs TIpH YCIOBHHM OTBETOB Ha IIOCTABJICHHBIE BOMIPOCH H
BHECCHUS PEKOMEHIYeMBIX W3MEHEHHH W/WIM [OMOJHeHWH B pabodem
nopsiike. B 3TOoM ciywae nomonmHHUTENbHAas HHGOpPMALUS JOJDKHA OBITh
onoOpeHa IpeAceaaTeNeM HIM 3aMECTHTENIeM HpejaceNaTeNs 3THYECKOTO
KOMHTETa W INepejlaHa B CeKpeTapHaT Kak 00sf3aTelbHOe yCJIOBUE BBIJAYU
BBIITHCKH.

= [loBTOpHO paccMoTpeTs Ha 3acemanuu DK mocie BHECEHHS M3MEHECHHUM B
MIPOIIEyPHI K MaTePHaJIbl HCCIETOBAHUS.

= He pa3pemuTs IpoBeaeHNE UCCIEA0BaHUS (C YKa3aHUEM TIPUIHH 0TKa3a).

Cekperapmatr OK  obecrieunBaeT  apXWBHPOBaHHE JOKYMEHTOB  IIO
JIMCCEePTAITMOHHBIM paboTaM, MPOTOKOJIOB Beex 3acenanuit (9K, bropo/komuccun).

COII no 3xcnepTu3e NONPABOK K MPOTOKOTIY (Ne 7)

[lenb — ommcaTh MPONENypPY OJKCIIEPTH3Bl IOMNPABOK K IMPOTOKOIY
WCCIIEIOBaHUsA, OpOIIOpe WCCIeqoBaTeNs, HOBBIX BepcHil HWHGOpPMAaIWU s
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nauMeHTa W (GopM HMHPOPMHPOBAHHOIO COTJIACHs, PEKJIAMHBIX JOKYMEHTOB,
MNOCTYNUBIINX TOCIIE 0JOOPEHHUS HCCIIEN0BAHMS AITUUECKIM KOMUTETOM.

OO6nacTb _IpUMEHEHUS: pabota C mpeABapUTENbHO ONOOPEHHBIMH
WCCIIEIOBAaHUSAMH, B KOTOpBIE TO3/(Hee ObUTM BHECEHBI MOIpPAaBKH, B CBA3U C YeM
3agBUTENT HAMPAaBHIM [OKYMEHTHI Ha JOIMOJHHUTENHbHOE OXO0OpEeHHE 3THYECKOTro
komwuteTa. [lonpaBku He MOTYT OBITH IPUHATHI 0€3 paccMOTpeHHs U ogoopenns JK.

OTBETCTBEHHOCTbD: OTBETCTBEHHOCTh 3a paboTy C TMOMNpaBKaMH HeECeT
cekperapuar OK. B OmMCaHHBIX CiIydasx MOMPAaBKH MOTYT OBITH HMPEACTaBICHBI IS
YCKOPEHHOW OSKCHEepTHU3bl Ha 3acegaHud bropo/cekperapuata WIM — IOJHOM
AKCIepTU3bl Ha 3acenannu JK.

[TonHas sKkcmepTH3a IPEAYCMOTPEHA B CIIydae:

* l3meHeHuWs [u3aiiHa wWccieoBaHHUA (MCKIIOYUTH WM HM3MEHHUTH

(hOpMyYIHPOBKY)

* l3MeHeHHH B KpUTEPHUSIX BKIFOUEHHS/HCKITIOUEHUS

= JIONOJIHUTEIBHON WIN COKPALIEHHOHN Tepanuu

* 3HAYUTEIHHOTO YBETHWYEHHS YHcia y4acTHUKOB (Oosee 20%)

* 3HAaYUTENbHBIX W3MEHEHUH MO03MPOBOK MpEenapaToB WIH PEKUMOB HX

BBE/ICHHSI.
B cmysae momHOM  9KCHEpTH3Bl TONPaBKM  BMECTE € IIEPBUYHO
MIPEACTABICHHBIMH JIOKyMEHTAMH CEKpeTapHaTOM HaMpaBISIIOTCA JKCHEPTY IS
HOJIyYCHUS! KOMIIETEHTHOTO 3aKIIOYEeHUs. B ciydae He3HauMTENBHBIX H3MEHEHUIl
3KCIEePTHU3a NPOBOAUTCS cruiaMu wieHoB OK.
ITocme paccmoTpeHns ToNpaBoK Ha 3acemaHni DK MOXeT OBITh BBIHECEHO
CIIeyIoIee peleHIe:
=  OpoOpuTs.
= Pemmth Bompoc 00 W3MEHEHMH [JOKYMEHTOB IO MPEATIOKECHHOH
momnpaBke ¢ OOOCHOBaHHEM TMPUYMH TAaKOTO peUIeHus (Hampumep,
BHECTH M3MEHEHUS B HHPOpMALMIO Uil [auueHta Wid ¢GopMmy
MH()OPMHUPOBAHHOTO COINACHS, PEKJIAMHbIE JOKYMEHTBHI).

= JIpHOCTaHOBHTH WCCIIEIOBAaHWE JO MOMEHTa MPEIOCTaBICHHS
JATbHEHTIIeH Heo0X0 MOl NH(POPMAIIHIH.

= He mnpuocraHaBnMBas HWCCIEAOBaHMUA 3alPOCUTH JIOIOJHUTEIHHYIO
UHPOPMAIHIO.

= OTKJIOHUTH MPOCKOY 00 010OpPEHNHU MOIPABKH C yKa3aHWEM HPUYMHE,
HO JaTh pa3pelleHHe Ha MPOJODKEHHE MCCIIEIOBaHUs Kak paHee
0JI0OPEHHOTO.

Ilo oxoHuaHWM 3aceqaHWsl CEKpeTapHaT BHOCHUT DPEUICHHE B NPOTOKON H
00s3aH HHGOPMHUPOBATH 3asBUTENS 0 perreHnr JK: ycTHO He mo3aHee 3 qHel
MI0CJIe TIPOBEICHHS 3aCEIaHMUsI STHUECKOTO0 KOMUTETa, MMCBMEHHO - B TEUECHHUE
10 pabounx mHel. B cimydae HeomoOpeHMS MOMPABOK WM HEOOXOIUMOCTH
3arpoca JOMOJTHUTENBHON JOKYMEHTALUU pEeIIeHHE OJDKHO OBITh B T€UEHHE
1 paboyero mHs TmOcje MPOBEACHHOTO 3acenanus DK HOBeIEHO 10 CBEeIEHUS
3aMHTEPECOBAHHOIO JINLA/3asBUTEIS.
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COII no yckOpeHHO# IKCIepTH3e UCCIeI0BaATEeIbCKUX MPOeKTOB (Ne 8)

Llens — onucaHue KpUTEPUEB, IO KOTOPHIM BEIHOCUTCS PELLICHUE O TOM, KaKue
WCCIIEIOBATENbCKAE TPOEKTHI, TMONPaBKKM H JAp. TOAJeKaT YCKOPEHHOMY
PaccMOTPEeHHIO (PKCIIPECC-U3YICHUIO) CO CPOTHBIM BBIHECCHHEM PEIICHUS.

Ob6nacte npumenenuss — panHas COIl mpenHasHadeHa Al JKCIEPTU3BI
HCCIIeI0BATENbCKUX ITPOEKTOB, onpeaenseMbix aanHsMu COIL

OTBeTCcTBEHHOCTD - npeacenareab JK onpeaensier, kakue KU noxxoasar
IJISl  YCKOpPeHHOH J3kcmepTu3bl (IO  COJEPKAHMIO pedyb He uaAer 00
OTBETCTBEHHOCTH, peYb HeT 0 KOMIIeTeHIINH).

ITocne mony4yeHus 3asBKU Ha HKCIEPTU3Y U MaKeTa JOKYMEHTOB CEKpeTapuar
npeactasiger ux llpexcenarento ¢ 1eNbIO ONpeneneHusi, COOTBETCTBYIOT JIM OHH
MPOLIelype YCKOPEHHOM SKCIEPTU3BL. DTO CIIydau:

= BTOpoCTeneHHbIX MONPaBOK B paHee 0A00pEeHHBIEe UCCIIeIOBAHNSI.
= JloGaBneHNs WM U3BATHS HEMPOLEAYPHBIX ITYHKTOB B OJOOpPEHHBIE paHee
uccienoBaHus (yBeMMYEHHE YMCIa HcclenoBaTesiel, W3MEHEHHs Ha3BaHUM

JTabopaTopuil, KOHTAKTHBIX TeJIe()OHOB M MH(POPMAIMU 00 HCCIeNoBaTEISIX U

T.IL.).
*  MWuUHHMaJIPHOTO U3MEHEHHUS PUCKA HCCIIEIOBATEILCKON AEATEIHOCTH.
* DOUAEMHOJOTHYECKUAX,  COIMOJIOTHYCCKUX  HWCCICMOBAHWMA  HW3ydCHUS

HOBEICHUECKUX PEaKIUi YesIoBEeKa BHE YCIOBHUI cTpecca.

= ManonHBa3MBHBIX WCCIENOBaHUI (3a00p Majoro KOJHMYECTBa KPOBH),
WCCIIeIOBaHMS, CBSI3aHHBIE C IOJIydeHHEM MaTepHaja He WHBAa3WBHBIM ITyTEM
(BOJIOCHI, COCKOOBI KOXKH).

= (COopa JDaHHBIX Al UCCIENOBaHMS C MOMOIIBIO NMPOLENYp, OOBIYHBIX LIS
MEIUIUHCKOM MPaKTHKH, C UCIIOIb30BaHNUEM yxe 0J00peHHbIX MeToa0B (OKT,
JOIIep-, Pa3iIMYHbIX TECTOB, ONPOCHUKOB). VccienoBanus ¢ UCIOIb30BaHUEM
JY4eBBIX METOJOB JAWAarHOCTUKHM W TEpalMd HE PEKOMEHOYIOTCS Ul
YCKOPEHHON 3KCIICPTH3HI.

= HccnenoBanum CcOOpaHHBIX paHee MaHHBIX Il Oojiee TOJTHOM OIEHKH,
JTUHAMHYECKOTO MEANIIMHCKOTO HAOIIOACHNUS.

Jn1s yCKOpeHHOI 3KCIIepTU3bl HCCIIe0BaHNs NpeiceaTeNlb Ha3HAuaeT Tpex
ynreHoB OK. B ciydae mnompaBoK, MOBTOPHBIX pacCMOTPEHMH, B YHCIO
9KCIEPTOB/HE3aBUCUMbIX KOHCYJIBTAHTOB, KaK NPaBHUJIO, BXOAAT Te wWieHbl OK,
KOTOpBIE MPOBOAMIN PACCMOTPEHHE 3TOTO UCCIIEIOBAHHS paHee.

Pemenne npuHUMaeTcsi KOHCEHCYCOM 3KCIEpTOB. Pelnenue yTBepskaaeTcs
Ha TIOCIIEIYIOIIEM 3aceaHnU STHUECKOTO KOMHTETA.

Ecimm  KoHCeHCyc MeXIy OSKclepTaMH HE JIOCTUTHYT, OOCYKAEHWE
BbIHOCUTCS Ha 3acenanue OK.

[Iporienypa ycKOpeHHOH OSKCIEpTH3BI HE AOJDKHA JJIUTHCA Oojee 2-x
HEJIeIb.

CekperapuaT cleIuT 3a CPOKaMHU TNPOBEAEHUS 3KCIEPTU3bl W HM3BEILACT
3asBUTEJS O TIPHHATOM PELICHHH.

COII no Ha0aIOAEHUIO 32 X0A0M HcciaeaoBanus (Ne 9)
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[lenpto Hactosmiet COIl sBasercs onucanwe MNpoueaypsl (4acTOTHI,
MIEPUOJMYHOCTH U YCJIOBUI) NMPOBeIeHMsI HAOMIOACHUS 32 XOJIOM UCCIIeIOBAaHUS, 110
KOTOpOMY OBUIO TIPHHATO TIOJIOKUTEIbHOE pemeHne. HaOnromeHne MOXeT
MIPOBOJMTECS WIH B (hopMe 3a0YHON SKCHEPTU3BI TEKYIIUX JAHHBIX IO MPOTOKOIY
UCCIIEIOBAaHUSA  W/WIM  TIyTeM  IPOBEACHUS  KOHTPOJIHHOTO  BU3UTA B
UCCIIeIOBATENbCKUN IIEHTP AJIS ONpeAeseHHs COOTBETCTBHA Ipolecca MPOBEACHUS
KOHKPETHOTO HCCIEIOBaHUS TpeOOBaHMAM IO COOJIONEHUIO TPaB yYaCTHUKOB
uccnenosanus, GCP 1 yclnoBUsIM COOTBETCTBYIOLIETO MTPOTOKOIA.

O6nacte npuMeHenus - AanHas COIl npuMeHrMa KO BCEM BHJAM 3KCIIEPTU3bI
MIPOBEJICHHSI UCCIIeIoBaHus 0j00peHHoro KO.

OTBETCTBEHHOCTb - IKCIEPTH3a JAHHBIX N0 TEKyLIEeMY HUCCJIeJOBAHMIO U
HHCIIEKTHPOBAaHHUE 10 MeCTY NMPOBeIeHUs] CAHKIIMOHUPOBAHHOTO HCCJIE0BAHMS,
KOTOopoe npoBoauTtcs wieHamu JK.

Cexperapuat K no cornacopanuto ¢ [Ipencenarenem 9K noikeH mpoBOAUTH
KOHTPOJIb 32 COOJIFOJICHHEM CPOKOB MHCIIEKTUPOBAHUS U TIOITYYE€HHEM OTUETOB.

PaccmoTpenuss  TpebyloT  crmedyromme  coOBITHS M OOCTOSITEIhCTBA,
BO3HUKAIOIIUE B XOJI€ UCCIICIOBAHUSA:

. BCE IOTIPABKHU K MPOTOKOIY, KOTOPBIE MOTYT HOBJIHSTH Ha COOJIIOJICHNE
npas, 0€30IaCHOCTh U 370POBbE YYACTHUKOB UCCIIEIOBAHUS WM TIPOBEICHUE CaMOT0
UCCIIEJOBAHNUS;

. Cepbe3HbIC U HENPEIBUCHHBIC HEXXEIAaTEIbHbIC SBJICHUS, CBA3AHHBIC C
MIPOBEIACHUEM HCCIEIOBAHMS UM UCCIEAYEMBIM MIPOIYKTOM, a TAKXKE IPEIIPUHSTHIC
B OTOH CBS3M MEpBl CO CTOPOHBI HCCIeNOBaTeNed, CIIOHCOPOB M O(QHIIMAIEHBIX
WHCTaHIUHT;

o mro0bIe cOOBITHS WM HOBasg WH(pOpManus, KOTOpbIE MOTYT W3MEHHUTH
COOTHOIIIEHHE TI0JIh3a/PUCK TS YYACTHUKOB HCCIICIOBAHMSL.

IlmanoBoe HabIOIEHHUE 32 XO0M HCCIIEIOBAHMS BKIIOYAET B CE0sI:

. [Togauy oTtueTa o X0/i€ HCCIIEJOBaHUS C KPATHOCTBIO, onpeeneHHon K3
IpU TPUHSATHHA TTOJOXHUTEIHFHOTO PEIICHUsS, MPH UITUTEIHHBIX HCCICAOBAHUAX HE
pexe 1 paza B rox. [Ipu ygactun B KU ys3BUMOTO KOHTHHTEHTA (JIETH, TTOKHUIIBIC U
T.JI.) WIM TI0 KakUM-THOO JpyruM mnpuumHaMm, KD MokeT paccMaTpuBaTh X0
UCCIIeIoBaHus yalne. 3asiBka Ha Tekylnyo sxkcnepTu3y (IIpunoxenne 10) u otuer
COCTaBIISIETCS 10 yTBepKIeHHOH KD dopme, MoanuchiBaeTCs U JaTUPYETCS TIIaBHBIM
HCCIIEIOBATEIICM.

COII no 3xkcnepTH3e OTYETOB 0 HeKeaaTeJbHbIX siBjeHuax (HS) (Ne 10)

Lenp — pa3paboTaTh HWHCTPYKIMH TIO OKCHEPTH3E W MOCIEAYIOMIEMY
HaOJMIONEHNIO O (PaKTy OTYETOB O PAa3BUTHH HEXKENATEIbHBIX SBICHHUH B XOJe
TEKYIETO UCCIIEA0BaHUs, paHee 0JJOOPEHHOI0 3THUYECKUM KOMUTETOM.

O06nacTh NPUMEHEHUS — BCE 0JI0OPEHHBIE MPOTOKOJIBI.

OtBercTBeHHOCTb. [lepBoil 00A3aHHOCTBIO 3THUECKOTO KOMHUTETA SBIISETCS
sKCIepTH3a 0T4eToB 0 HS, BKIIIOYAIOMMX PUCK AJIS YYACTHUKOB MCCIICIOBAHUS WIH
HECOOTBETCTBHE ITUUECKHUM CTaHIapTaM.
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HccnenoBarenp 00s13aH U3BEIATh STUYECKUHA KOMUTET 000 BCEX CITYUMBILIMXCS
B JIaHHOM HCCJIE/IOBATEIbCKOM IIEHTPE CEPbE3HBIX HEXKEIATENbHBIX SBICHUAX B
MICbMEHHOM BHJIE B T€UE€HHUE 24 4acoB MOCJE TOrO, KaK EMY CTaJI0 O HUX U3BECTHO.

IMomnexar perucrtpaunu B KU u nocaenyromemy ussemenutro DK ciaydau,
KOTOpBIE:

. MIPUBENH K PEKPAIIeHNIO yIacTHs MMallHeHTa B HCCIICAOBAHNH;

) notpeboBamu MIPOBEACHUS JIOTIOJTHUTEJIBHBIX CTeLUAJIBHBIX
JUAarHOCTHYECKUX 00CIe0BaHUH (3a MCKIIOUYEHHEM ITOBTOPHOTO IPOBEICHHS TOM
e MPOLeTyPHI ATl TOATBEPAKICHHUS OTKIIOHEHHS);

= noTpeOoBanyd  HasHA4YEHUs  JICYEHUS  WIM  JII0OOro  Ipyroro
TEpaneBTHYECKOTO BMEIIATENNbCTBA;

. TIPOSIBIISTIOTCS KIIMHUYECKUMH TIPU3HAKAMH WJIM CUMIITOMaMH, KOTOpBIE
pacIieHeHBI HCCeoBaTeNleM KaK KIIMHAYECKH 3HaAYNMBIE;

. OK cnenyer mHDOopMUpoBaTH 0 Hecephe3HbIX HS, ecnu oHuM sBHIHCH
NPUYMHOW  OTMEHBI HCCIEAYeMOro TIperapara, IPUMEHEHHS HCCIeLyeMOoit
TEXHOJIOTHH W/WIIU MPUBEIHN K MPEKPAICHUIO yJacThs MallMeHTa B HCCIIEJOBAaHUH.

B oruere o CHS (Ilpuwinoxenwe 11) rinaBHBIA uCCleIOBaTeNb TOJKECH
yKa3aTh: CyTh COOBITHSA, KPUTEPUH CEphE3HOCTH COOBITHS (CMEpPTh, YrpoKarolee
KU3HU COCTOSIHUE, CTOHKOE WIN BBIpa)KEHHOE HapylIeHue
TPYZOCTIOCOOHOCTH/AEEeCTIOCOOHOCTH, TOCTIMTAIA3AIUS 170171 MIpo/IIeHNe
TOCTIUTAIN3ALIH, BPOXKICHHbIC aHOMAJINH WX A(EKThI Pa3BUTHSL, APYTUE BaXKHBIE C
MEIUIIMTHCKON TOYKH 3pEHHUS COOBITHS), NCXOBI (€CTIH COOBITHE Pa3penIniioch), CBI3b
COOBITHS C UCCIIEAYEMBIM ITPOAYKTOM H/FITH TPOIICTyPaMH UCCIIEA0BAHN.

OTueT NOANKCHIBAETCS U JATHPYETCs TIaBHBIM HCCIIE0BaTeNeM U IepeaeTcs
B 3TUYECKUI KOMHTET JMYHO MPEACTaBUTENISIMU HMCCIIEJOBAaTENBCKOTO IIEHTpa, IO
(axcy win JIEKTPOHHOH IoYTe U perucTpupyercs cekperapuatom. IlpencraBurento
MCCIIEeI0BATEILCKOTO IEHTPAa Ha BTOPOM DK3EMILISIPE COOOILCHMSI CTaBUTCSI OTMETKA
0 TIOJIy4YEHHH C JaTOH U MOAMKMCHI0 paboTHUKA cekperapuarta. CexpeTapuaT JOBOIUT
9Ty HH(popMaLio B TedeHHe OQHOro padodero aHs 1o cBexeHus [Ipencenatens win
3amectutens [lpeacenarens, KOTOPBIH BEIHOCAT OJHO U3 CIEAYIONINX PEIICHHHA:

. [IpuHATH K CBEIEHUIO TPEACTABICHHYIO HH(OpMAIIHIO

. B oTnenpHBIX Ciiydasx, 3aCIy’KHBAIOIINX OCOOOr0 BHHMAaHMA C TOUKU
3peHusi Oe30MacHOCTH YYaCTHMKOB MCCIEIOBAaHMS W HM3MEHEHHUS COOTHOLICHUS
pHCK/mosib3a  ydacTuss B uccienoBaHuu, llpeacemarens K03, 3amectutens
Ilpencenarens wunm >Kcnepr, Ha3HaueHHbIM Ilpencenarenem, OpeaNpPUHUMAIOT
KOHKpPETHble ~ ACHCTBUSI B OTHOLIGHHMHM  JAHHOTO  COOBITHS  (3alIpOCUTH
JOTIOJTHUTENbHBIE  JIOKYMEHTHl  W/WiIM  WHQOPMAlHMI0 [0  HCCIIEJO0BAHHMIO,
MIPUOCTAaHOBUTH WM NPEKPATUTH UCCIICIOBAHME).

. Ilo pemenuto BbImeyKa3aHHBIX WieHOB KO cooOmieHns: BBIHOCATCA Ha
oOcyxneHne Ha 3acefanne KD w mo HHUM rojocOBaHMEM NPUHHMAIOTCS OCOOBIE
peeHus, KoTopele 0hOPMIIAIOTCS BBIITMCKOM U3 MMPOTOKOJIA.

Ecnmm xakue - T1O0 mmarm Obutn  mpennpuHsTel, Cekperapuat KO
HE3aMeIIMTENbHO Coo0IaeT 00 ATOM TJIABHOMY HCCJIEJOBAaTENI0 M OpraHU3allvy,
npoBojsieil ucciaenoBanue. CekperapuaT TOTOBUT —O(QUIMAIBHOE IHCHMO,
MIOJINMMCAaHHOE M TaTHPOBaHHOe TipeaceaareneM KO nim ero 3amMecTuTeneM riiaBHOMY
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UCCIIENOBATENII0 O TOM, Kakue JeHCTBUS MJOJDKHBI OBITH INPEONPHHATHL B
cootBeTcTBUH ¢ pemienneM KO. Ecnu KO He npennpuHnMaeT HUKakux AeHCTBUH, HA
COOOILEHNH CTAaBUTCS OTMETKA «IPHHATO K CBedeHUI0». CoOOLIeHNS apXUBUPYIOTCS
ceKpeTapuaToM B (haiiyie JTaHHOTO HCCIIeIOBAHMS.

OK nmomkeH OBITH NPOMHPOPMHPOBAH 000 BCEX CIIyJasx CEPbE3HBIX
He)KeJaTeJIbHBIX SBICHUH HAa TAaHHBINA Npernapar, KOTOpbIe 3aperHCTPHUPOBAHEI B XOJIE
NpOBeACHUS KIMHMYECKOTO HCCIEAOBaHUS (HE 00s3aTelbHO 10 JaHHOMY
npotokoiny). OpraHuzanus, TpOBOAANIAas HccienoBaHue (CIOHCOp) 00sA3aHa
CBOEBPEMEHHO c000IIaTh 000 BCEX CEPbE3HbIX HEMPEIBHICHHBIX ITOOOYHBIX
sddekrax. Mapopmanus nomkHa OBITH IpeACTaBICHa HA PYCCKOM SI3BIKE.

COII no 3xcnepTu3e 3aKII0YUTEILHOTO oTyera (Ne 11)

[lenpio - oOecrieyeHre Tporecca SKCIEPTH3BI 3aKIIOYUTEIFHOTO OTYETa I10
TF000MY HCCIIeIOBaHUIO, paHee 0T0OPEHHOMY STHUECKUM KOMHUTETOM.

OO0nacTh TpUMEHEHHs] — 3KCIEepTH3a JI000T0 3aBEPIIMBIIETOCS IPOEKTA.
3aKIIOUUTENBHBI  OTYET MOXeT ObITh mpeactaBieH B Buge  DopMel
3aKIIIOYUTENILHOTO oT4yera 00 uccnenoBanun (DPopma 1), Dopmbl npekparieHus
WCCIIEIOBaHUS JI0 3aIulaHUpoBaHHOTO cpoka (Popma 2) mnm WMeTh BUA THCHMA,
(dhopMy, TpeACTaBICHHYIO CIIOHCOPOM H JIp. TIPU YCIOBHH, UYTO HWH(OpPMAIIHS
SIBJIIETCS TOCTATOUHOM JUIsl SKCTIEPTU3BIL.

OTBETCTBEHHOCTH - CeKpeTaprar STHIECKOT0 KOMUTETa OTBEUACT 3a PUHATHE
MaTEepUAIOB U TIPOBEPKY MOTHOTHI MPEICTABICHHBIX JAHHEIX.

CekperapuaT usyuaer Mmarepuansl otrdera (Ilpumoxenue 12), mposepser
MOJHOTY ¥ JOCTOBEPHOCTh WH(OpMAIMH, COOTBETCTBHE €€  JIIEMEHTaM
UCcIieIoBaHus, panee oo0peHHoro DK.

Hasnauennsiit Ilpeacenatenem skcmepT u3 ymcna wieHoB DK cocraBmser
pes3ioMe, MpeACTaBIseT JaHHBIC HA 3aCEIaHUU KOMUTETA U MHULUUPYET TUCKYCCHIO.
JIroboit umen DK MoOXXeT TMOCTaBUTH BOMPOC O HEOOXOAMMOCTH 3armpoca
JIOTIOJTHUTEIFHON MH(MOPMAIIMH WM WHBIX ACHCTBUN OTHOCUTEIHHO UCCIIEIOBATEIICH.
ITo mToram paccMOTpeHHsI PUHUMAETCS PEIICHWE O MPUHSATHU 3aKIIOYUTEIHEHOTO
0TYETa WM 3aIpOCce JOTOIHUTEIBHON HHPOPMAIIHH.

CekperapuaT TOCJIE MPHUHITUA pPELICHUS W3BEIIA€T HCCIEAOBATEIsI O
MIPUHATOM PEIICHUN.

Ecnu otueT npuHSAT, cCeKpeTapuaT OTBEYAET 3a ApXUBUPOBAHKUE TOKYMEHTOB 110
ATOMY HUCCJIEIOBAHUIO U 3aKPBITHIO €TO0.

COII 1o 3kcTpeHHOMY COBelIaHUIO 10 Oe3onmacHocTH (Ne 12)

ILlenb — oxapakTepu30BaTh AAMHUHHMCTPATHBHBINA NpPOLECC MO IOJArOTOBKE U
IPOBEIEHHUIO DKCTPEHHOT'O 3aCEJaHts ITHIECKOTO KOMUTETA.

OO6nacTh MpUMEHEHHS — NPU OPTaHU3ALMH U NPOBEACHUH CPOYHBIX 3aceIaHuil
IUISL 9KCHEPTHU3bl U BBIHECEHMsl DEICHMs IO BOIpocaM Oe30macHOCTH, B cCilydyae
HaJIMYUs YIPO3bl Ul )KU3HU YYACTHUKOB UCCIIEIOBAHHUS.
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B03MOXHO mpurjiamieHue JOOBIX BKCIEPTOB, B TOM YHCIE M Bpauya,
OKa3bIBAIOIIET0 MEAUIIMHCKYIO TIOMOIIb YYACTHHUKY HCCIICTOBAHHS.

OTBETCTBEHHOCTh — COBCINAHME MOKET OBITh OPraHM30BaHO IIpeaceaaTeaeM
DK, 3amecTuTenem mpeaceaaTeisi, CEKpeTapuaToM.

Ilpy  BO3HUKHOBEHWH  YrpO3bl JKU3HH  YYaCTHHUKA/OB  HCCIIEIOBAHUS
HEOOXOIUMO CPOYHOE MPOBEICHUE COBEILIAHUS C 0053aTeIbHBIM OMOBEIICHUEM BCEX
yieHoB OK (100%).

B03MOXHO Ha3HA4YeHHWE OJHOTO 3KCIEPTa, KOTOPBI H3YYUT HUMEKOIIUECS
MaTepHaibl U MPEJACTABUT UX YYACTHUKAM 3KCTPEHHOT'O COBEIIAHHUS.

B pesynbraTe 00CYKIEHUS CUTYAMH JOJLKHO OBITh IPUHATO perrenne JK:

=  OTHOCUTEIHHO BO3MOKHOCTH MPOIOJLKCHHS UCCIICIOBAHMUA.

=  OTHOCHUTEIBHO JIKIl/a, B OTHOIIEHUH KOTOPOI'0 BO3HUKIIA yrpo3a KU3HH.
Penienne DKCTPEHHOrO COBEMIAHMS TOHKHO OBITH HEMEIJICHHO JOBEACHO JI0
CBEJICHUSI HCCIICA0BATEIs1/CIIOHCOPa/OpraHu3aTopa UCCIICIOBaHMUS.

Pazjen 6. CnenmnanbHble BONPOCHI B HCCJI€J0BAHUM

Ilens o6yueHus:
e lI3yuynTh KOH(IUKT UHTEPECOB M HAYYHYIO HEJOOPOCOBECTHOCTh

KondnukT uaTepecos
M cToYHNKY TOTEHINAIBHOTO KOH(MINKTa HHTEPECOB BKIIIOYAOT:

e Mucruryr. Ot wuccienoBateneil TpeOyeTcs MyONMKOBaTh pe3yJbTaThl B
PELCH3UPYEMBIX JKypHalIaX HA DEryJspHOH OCHOBE M IHOMOIaTh HaXOAUTH
JNEHbIM 4Yepe3 TPaHThl M KOHTPAKTBl. OTO B JIONOJNHEHHE K PYTHHHOMY
MIPENOJaBaHNIO0, KIIMHUYECKUM 1 JTaOOPaTOPHBIM 00SI3aHHOCTSIM.

e CnoHcopsl ucciaenoBanus. CroHCOp, KOTOPHIA BBIAAT T'PAHT WM KOHTPAKT
JUIL HMCCIIEOBATENs, 4acTO OXMIAeT OT HEero paldOoThl TOJNBKO HAJl 3TUM
npoexktoM. Kpome Toro, OONBIIMHCTBO CIIOHCOPOB 3aMHTEPECOBAHO B
MIOJIOKUTENIBHBIX pe3yiIbTaTax UCCIeI0BAHUS.

e MHccaenoBareanb. VcciaenoBarenu 4acTo KaXIyT MPHU3HAHUS U ycliexa INpH
MpOBeIeHNH ucciepoBannid. Kpome Toro, muccimemoBaTrenb MOXET OBITh
MOTHBHPOBAH KeJTaHHEM IEePCOHATBHOTO (PMHAHCOBOTO BO3HATPAXKICHUS LIS
ce0s1, WICHOB CeMbU MM Kouter. Ecin Tak, To 3TH TpeOOBaHUS MOTYT BBI3BATh
KOH(QJIMKT HHTEPECOB, 4YTO MOXKET BECTH K IOTCHIHMAJIbHOW HAy4YHOH
HeJI00POCOBECTHOCTH IPH IIPOBEJCHUM KaKOW-JINO0 4aCTH HCCIICIOBAHUS.

[penynpexeHne KOHQINKTa HHTEPECOB

WuctuTyTy CcnenyeT NMpWHUMATh INArd U CBEACHHA K MHHAMYMY KOH(QUIMKTa
MHTEPECOB. OTOTO MOXKHO JOCTHYh ITyTeM OOy4deHHs Hay4yHOro IITaTta |
OpraHM3aIH MPABHILHOTO KOHTPOJS HCCIeAOBaHUN. BONBIIMHCTBO WHCTHUTYTOB
ceifuac TpeOyrOT, 4TOOBI HCCIIEOBATENIM 3apaHee MPEAYNPEKIATH O KOH(IUKTE
MHTEPECOB, C IOCIEAYIOIUM paccMOTpeHneM Ha KomuTere mo 3THKE JaHHOTO
KOH(IIMKTa HMHTEPECOB, M KOrJa HEOOXOoauMo, (OPMYITHPYIOT CTPATETHIO s
yIIpaBiIeHUs] KOH(PINKTOM.
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Kpome Toro, MHOTHE *)ypHaibl TpeOYIOT, YTOOBI UCCIIEAOBATENH MPEAYIPERKIATA O
BO3MOXHOM KOH(IMKTE HHTEPECOB NPH MOIa4e CTaThH JUIsl TyOIUKaIuii.

Hayynas He/toGpocoBeCTHOCTh
Hayunast HemoOpoCcoBEeCTHOCTh BKIItoUaeT (habpukammio, danbcuukamnmio, miarnat
WM Apyrue IeHCTBHS, KOTOpbIC HENpUEeMIIEMbl BHYTPH HAYYHOTO COOOLIECTBA M
OTJIMYAIOTCS OT OOIIETIPUHATHIX CTAHIAPTOB NPH IUIAHUPOBAHHM, BBHIIOJTHEHUH HIIH
MyOJIMKAIM Pe3yIbTaTOB HMCCIIEIOBAHMS.
Haydnast HemoOpOCOBECTHOCTh HE BKJIIOYAET JOOPOCOBECTHBIC 3a0IyKIEHHS HIH
Pa3nuuMs B MHTEPIPETALMU JaHHBIX.

ABTOPCTBO
Onna w3 1eneld ucclueoBaHusl - MoMydeHHe O00OMEHHBIX 3HAHUN. OJTO O3HAYaeT

pacnpocTpaHeHre OOOONICHHBIX 3HAHUN MOCPEACTBOM MyOnuKkaiuu. I[TyOmukarum
TFOTOBATCS TOCJIE€ 3aBEPIICHHS HCCIIENOBaHMs, KOrJa JaHHble COOpaHbl U
MPOAHAIM3UPOBAHBI, & TAKXKE MPOBOIUTCS BHEJPEHHE M HCIOJIb30BAHUEC HAYUHBIX
pe3yibTaToB. MccnenoBarenu CTpeMsITCs MyOJIUKOBATLCS KaK B IMUHBIX LENSIX, TAK U
TpeOoBaHuii MHCTHTyTa. Heobxomumo wu30eraTth (QparMeHTaldd WIH JIH000i
HCHY)KHOM AYIUTMKAIIMK UCCIICIOBAHHUIA.
B moGoii myOnmukamuu, BCe JIOAM, YKa3aHHBIE KaK aBTOPBI, JOJDKHEI
KBaIM(HUIIUPOBATHCSA Ha ITPABO aBTOPCTBA IO KAYECTBCHHBIM XapaKTEPHUCTHKAM.
CorjiacHO MeXIyHapOAHOMY KOMHUTETY MEAUIIMHCKHUX KYPHAJIOB aBTOPCTBO JTOJIKHO
OBITh OCHOBAHO TOJILKO HA CYIIECTBEHHOM BKJIAJIC IIPH :

e Pa3paboTKe KOHICMIINY U JU3aiiHa, WM aHAJTH3a U UHTEPIPETAI[H JaHHBIX

e Jloaroroske MPOEKTa  CTaTbH WM KPUTHYECKOTO nepecMoTpa

HHTEJUICKTYaJIbHOTO COJCPIKAHUS
e OKOHYATEIILHOM YTBEP)KIACHUHU BEPCHHU JJIs MyOIMKAIUN

3akirouenue
CylIecTBYIOT ~HEKOTOpBIC CIEHHAaIbHBIE BOIMPOCHI  HCCIICIOBAHUN, KOTOPHIC
HEOOXOJUMO IIPHHATH BO BHUMaHHUE , KOIJIAa IPOBOJIUTCS MCCIECIOBaHUE C

BOBJICUEHUEM JIFOJIEH KaK YYaCTHHKOB MCCIIEIOBAHUSI.
BaxxHO y4uTHIBaTh POJIH U BO3MOYKHBIE TIOCIIEICTBUSI HCCIIEIOBAHHIA:
- Tpu KOH(MJIMKTE UHTEPECOB;
- Hay4JHOW HEJOOPOCOBECTHOCTH U
- IyONUKaIMK HAyYHBIX Pe3yJIbTaTOB
OOBEKTHBHOE pAcCMOTPEHHE CIIEIHATIBHBIX BOMPOCOB MOXKET  IPEAYNPEennTh
BO3MOXKHbIE HETaTHBHBIE MTOCIEICTBHA MIPY TPOBEJCHUN HCCIEIOBAHMIM.
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Bomnpocs! 111 caMOOIeHKH 3HAHU I

[Noxkamyiicta, naiiTe OTBETHI HA CIIEIYIOIHE BOIPOCHI, OCHOBaHHbBIE Ha
MaTepHaje JaHHOTO PYKOBOACTBa. HeoOxoaumo BEIOpaTh MpaBUIIEHBIN
BapHaHT OTBETA.

Pazgen 1.

1. Kaxoe u3 crnenyromux BbICKa3bIBaHUN COOTBETCTBYET ONPEACICHUIO
MPUHLIMIIA YBAXKEHUS YEJIOBEKA NP MPOBEIECHUH HCCIIEI0BaHUN?

a. Bo3MOKHOCTh W TIpaBO MHIUBUAYYMa IIPHHAMATh COOCTBEHHOE pelIeHHe
b.YBaxkeHue aBTOHOMHH Ka)KJOTO YeIOBeKa

c.Ilpu3Hanue JOCTOMHCTBA U CBOOOABI BCEX JIIOACH

d. HeoOxoaumMocTh o0ecriedeHust CrieliaabHOM 3alUThl YSI3BUMBIX [PYIII
e. Bce BhlenepeunciaeHHoe

2. Kaxkoe U3 cneayronmx BICKa3bIBAHUNA COOTBETCTBYET OIPEICICHUIO
MIPUHIINIIA TIOJIB3bI PU NPOBEACHUN UCCICIOBAHUIN?

a. 3ammra GU3NIECKOT0, MEHTAILHOTO W COMMATHHOTO OIArOMmOIydns
Y4aCTHHKA HCCIIEI0BAHUII

b. CokpallieHue pucKa Jyisl y9acTHUKA JJO MUHUMyMa

c. 3ammTa y4acTHHUKa OoJiee Ba)KHA, YeM HayYHbIE OTKPBITHSI

d. 3ammTa ygacTHrKa Oosiee BayKHA, YeM JIMYHBIA WK PO(eCCHOHATIBHBII
UHTEepec

e. Bce BollenepeyncieHHoe

3. Kakoe u3 CIICaAyromux BBICKa3bIBaHU I COOTBCTCTBYCT IPUHIUITY
CIIPaBCAJIMBOCTHU ITPU MMPOBCACHUN HCCHCHOBaHHﬁ?

a. OT0O0Op y4acTHUKOB JOJKEH OBITh CAENaH PaBHOIIPABHBIM CIIOCOOOM

b. Ucnonb3oBaHue y4acTHUKOB UCCIICIOBAHUS ISl UCKIFOUUTEILHOM MOJIB3bI
0oJiee MPUBHIIIETUPOBAHHBIX TPYIIT HEJTOITYCTHMO

c. [pynmbl moneit. Takve kak MEHBITMHCTBA MM OEPEMEHHBIE )KEHIIUHBI,
HYXIAI0TCS B CIIELIMAJIbHOM 3a11uTe

d. BemHble 1 MMErOIIHE OTPAHUICHHBIN TOCTYI K MEIUITUHCKUAM yCIyTaM
HYX/IAIO0TCS B CIIELIMAJIbHOM 3alUTe

e. Bece BBIIICTICPCYHUCIICHHOC



Paznen 2.
4. B cootBercTBuu ¢ HropaOeprckum Komekcom:

a. BoeHHbIe Bpauu HUKOI'/Ia HE JOJIKHBI IPOBOJAUTH MEIULIMHCKUE
HCCIICIOBAHUA

b. JIoOpOBOJIEHOE COTIIACHE JIIOACH SBIIAETCS a0COIIOTHO HEOOXOTUMBIM

c. UccrenoBanus He TOKHBI IPOBOAMTHLCS BO BPEMSs BOWHBI

d. MccnenoBanus TOMKHBI PETYIUPOBATHCS MEXKITYHAPOAHBIMU areHTCTBAMHU
e. Bce BhlenepeunciaeHHoe

5. XenwscuHkckas Jlexknaparus 6su1a nepecmotpena B 2000 rogy. O1ot
MepecMOTp 3ampelaeT HCIoJIb30BaHue MIanedo:

a. B mecuxmarprueckux uccieoBaHusX, Te Nepro] 0e3 JIe4eHUsI MOXKET OBITh
BpPEAHBIM

b. B MeHee pa3BUTHIX CTpaHaX, TJ€ YIaCTHUKH HE MOTYT ITO3BOJIUTH
CTaHIAPTHYIO TEPAIUIO

¢. B uccnegoBanmsax ¢ neTbMu

d. B ciywasix, rae umMeroTcst mpu3HaHHbBIEe IPO(ecCHOHATBHBIE,
JUArHOCTUYECKUE WU TEPANIeBTUUECKUE METOABI

e. Bce BolenepeunciaeHHoe
6. «Otuer bamsMoHTa» OBIT MPUHAT B OTBET Ha:

a. Hamrerckme skcriepuMeHTHI Ha 3aKITIOYEHHBIX B KOHIIEH TPAI[IOHHBIX
Jarepsx

b. UccnenoBanus A3T B miane00-KOHTPOIb ONbITaX B AQpuke
c. MccrnenoBanus, NpoBOAUMBIX Ha O€pEMEHHBIX KEHIIIMHAX

d. UccnenoBanus cpenu 60nbHBIX cudunucom B Tackuru

e. « Obmue npasuia »

7. « Obuue npaBuiIay yrnpasisioT:

a. UccrnenoBannsamu, prunancupyemsimu npasutesnsctBoM CHIA
b. McnbplTaHNAMEU HOBBIX JIEKapCTB

c. Bcemu uccnenopanusimu, nposogumbiMu B CLITA

d. Bce BrimenepeuncieHHOE
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e. Huuero u3 BbIIICTICPCYHCICHHOI'O

8. Omyo6mukoBanHoe B 1993 romy, PykoBoacteo CIOMS crieruaibHO
TOCBSIIEHO:

a. Kon¢nukry nntepecos

b. AKKpeAnTaIy Hay4YHO-HCCIIeI0BAaTEIbCKIX LICHTPOB

¢. MexayHapoJHBIM HCCIIEJ0BaHHSIM

d. [IpuMeHeHHIO HOBBIX METOJIOB B HCCIIEIOBAHUAX

e. ccnenoBanusm noBeaeHUs

9. Llens PykoBozcTBa MeXayHapOJHOM KOH(EPEHIIMH IO TapMOHHU3alUU- 3TO:

a. [mobanpHas craHaapTH3aIMs MPOU3BOJICTBA HOBBIX JIEKAPCTB M TPOIlecca
pasperieHus

b. PerymupoBanne KoMHUTETOB 1O 3THKE

c. [loompenne ncronp30Banus OEpEMEHHBIX JKEHIIWH U JAETeH B
HMCCJICTOBAHUSX

d. YcraHoBneHue ctaHmapToB Uil HE OMOMETUIIMHCKUX UCCIIeIOBaHNI

e. Huuero u3 BelenepevncieHHoro

10.Bce pykoBOICTBa ISl KICCIIEIOBAaHUI C BOBJICUCHHEM JIFOJICH TPEOYIOT:
a. OTka3a OT HCIOJIb30BaHU IIaned0

b. [Tonb3bI 4715 BceX Y4aCTHUKOB UCCIICIOBAHUS

¢. JIoOpOBOJILHOTO y4acTusi BCEX CYOBEKTOB

d. [TyOnukammm Bcex pe3ynbTaToOB HCCICTOBAHUS

e. MccrenoBannii Ha )HUBOTHBIX Tepel MCCIETOBAHUIMHE Ha JIOSIX
Paznea 3.

11.Kakne JBa HKCTIIPUBECICHHBIX BbICKA3bIBAHUA ABJIAIOTCA HGO6XOZ[I/IMI)IMI/I
DJIEMEHTaMU ONIPEACIICHU A I/ICCJ'ICIIOBaHI/IH?

a. Cucremarnueckoe u3ydeHue
b. IIpoTokoi1, 0TOOPEHHEIH CIIEIUATEHON HAYIHON KOMUCCUEH
c. [ToaTBepkacHNE HEMABHO MOTYYCHHBIX HOBBIX OTKPBITHIH

d. ®opmupoBanue 1 BKIIa1 B 0000IIIEHNEC HOBBIX JTaHHBIX
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e. Bknag B 1ocTHXEHUS HAayKH

12.Kaxue u3 Tpex HocaelyonX BEICKa3bIBAaHUH SIBISIFOTCSI HEOOXOAMMBIMH
XapakTeprucTHKaMU HH(OPMHUPOBAHHOTO COTTIAcHS ?

a. YYacTHHK MOTy4rT HeOOXOAUMYIO0 HH(POPMAIIUIO

b. Undopmarus nmomydeHa B IpUCYTCTBUN CBHIETENEH

C. YYacTHHK MOHSI UHPOPMALIUIO

d. YuacTHuK npuinen kK peueHunto 0e3 JaBIeHHs U PUHYKICHUS
e. Undopmarus Oblna mpegocTaBieHa B IICEMEHHOM JOKYMEHTE

13.«O0mme mpaBmiIay OMPENEISIIOT BOCEMb HEOOXOAUMBIX IIEMEHTOB
nH()OPMUPOBAHHOTO cornacusi. Kakoit aineMenT He cauTaercs
00s13aTeNIbHBIM ?

a. Onucanue ucciaeJOBaHUs U OKHIAEMOT0 YJacTHsl

b. Ommucanune pruckoB

c. Onucanue Ipyrux anbTePHATHB yIaCTHS

d. O0bsACHEeHNE NONMUTUKN KOMIICHCALUH IIPY BO3MOXKHBIX MOBPEXKICHUSIX
e. [lmaner myOmuKarmii

f. OObsCHEHHE, UTO HCCIIEA0BAHHE SBISETCS 10OPOBOIBHBIM

g. KonduaennuansHoCTh

h. ITonp3a

i.KonrakTHas undopmarus

14.TTocTaBbTe MPOTHUB KAXKAOTO BOIIPOCA «BEPHO» UITH «HEBEPHO:

a. B paHIOMU3MpPOBAHHBIX ONBITAX YYACTHUKOB HE CIeAyeT NH(OPMHUPOBATH,
YTO OHH MOTYT HE MOJIYYUTh HEOOXOAUMOE JIeUeHHe

b. Oxugaemble puCKH, yKa3aHHbIE B HH(OPMHPOBAHHOM COTIIACHH, HE
TpeOyYIOT paccMOTpeHH U pa3penieHns Komurera no atuke

. YUacTHHKHU HE JI0JKHBI OBITH HH)OPMHUPOBAHEI O CYIIECTBYIOIIMX
albTEPHATHUBAX JICYCHHUS

d. YuacTHUKYM He MOTYT BBIMTH U3 HCCIE0BaHHs Oe3 IpeiBapUTEIbHOTO
COIIAILEHMS C UCCIIEJ0BATENEM

€. YUaCTHHKH, BHIIIEIINE U3 UCCIIECAOBAHHUS, HE UMEIOT IPaBO Ha 000 BU
KOMIIEHCAIUH1



15. ITocTaBbTE IIPOTHUB KAXKAOTO BOIIPOCA «KBEPHO» UIIN «HECBCPHO»:

a. MudopmupoBaHHOE cornacue, B OCHOBHOM, 3TO OOJIbIIE FOPHIHYECKOES
TpeOoBaHMe, YeM dTHIECKOE 005I3aTEIIECTBO

b. ITucsMeHHas JOKYMEHTAIUSI HHPOPMHPOBAHHOTO COTIACHSI OOBIYHO
TpedyeTcs

c. Uudpopmanus B vHGOPMUPOBAHHOM COTJIACHH JIOJKHA OBITh NPE/ICTABIICHA B
BUJIC, TOHSATHOM TOTCHIIMAILHOMY YYACTHUKY

d. UadopmupoBarHOE coracue JODKHO OBITh OIYYE€HO TPEThe CTOPOHOMH
0e3 MpsIMOTo WHTEepeca B UCCIIeTOBAHUIX

e. OcobeHHOCTH KYJIBTYPBI UCCIICA0BATEIIA NI €TO HHTeJ’IJ’IeKTyaHBHHﬁ CcTaryc
HE JOJDKHBI UT'PATh POJIb NPU MOJTYYCHUHN PCIICHUA TIOTCHUHUAJIBHOTO
y4aCTHUKA UCCIICIOBAHUA

16. IlocraBbTe IIPOTHUB KaKAOT'O BOIIPOCAa «KBEPHO» NI KHCBCPHO». 910
OTBCTCTBCHHOCTBH HCCJICIOBATCIIA:

a. Co3ate HAy9HO KOPPEKTHBIH MIPOTOKOJI HCCIIEOBAHIS

b. O6ecnieunTh MoydeHne HHOOPMHUPOBAHHOTO COTIIACHS HAIICKAIUM
CTIIO0COOOM 10 ITPOBEICHUS UCCIIEAOBAHUS

¢. YOeIUTHCS. 9TO MOTCHINATBHBIN YIACTHUK MCCIICIOBAHIISI IOHSIT
WHPOPMAITHIO

d. [omyanTs pazpemenne Komurera mo sTuKe is TIOOBIX N3MEHEHUH B
MIPOTOKOJIE

. beITh OCTOPOXHBIM B MHTCPECAX YIACTHUKOB

17. TlocTaBbTe IPOTUB KaXKIOT0O BOIPOCA «BEPHO» UM «HEBEPHO».Cephe3HbIH
HeOIaronpusATHBIN CITydai — 3TO TI0 ONPEAETICHHIO:

a. CBsI3aHHBIN C HCCIIEJOBAHIEM

b. CBs3aHHBIN TOJNBKO C (PU3UIECKUM BPEIOM

c. HenpenBuneHHbli

d. To, uto coobmaercs Komurery mo sTuke

e. Tpebyet mpexpamieHus ucciaeI0BaHms

Paznea 4.

18. g addextuBHOI paboTel KoMuTeTy 1mo 3THKe TpeOyIOTCS:

a. I‘IJIGHI)I, HE CBA3aHHBIC C MHCTUTYTOM
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b. UseHbl, KOTOpBIE SBISIOTCS KBATU(UIIMPOBAHHBIMH YUEHBIMHU
c. UToOBI MHCTUTYT BBIIENIII aJeKBaTHBIE PECYPCHI

d. Bce BhlenepeunciieHHOE

e. Huvero u3 BeIlIenepevnciIeHHOro

19.BaxkHo, 4T00bI KOMUTET 11O 3TUKE BKJIIOYAJ:

a. UieHOB ¢ COOTBETCTBYIOIIUM HAYYIHBIM OIBITOM

b. IIpencraBureneii HaceICHUS

¢. UireHoB, pa3Myaronuxcs Mo BO3pacTy, Moy u 00pa3oBaHHIO
d. [TepBBIii 1 BTOPOH MYHKT

e. Bce BrIenepednciecHHOe

20.KoMHTET 110 dTHKE IOJDKEH OBITH OMOBEILEH 00:

a. VI3MeHeHHsX B IPOTOKOJIE MK WHPOPMHPOBAHHOM COTIIaCHUU
b. JIONOTHUTENBHBIX 00JIaCTAX BHEAPCHUS UCCIICIOBAHUS

c. 3sMenenusx B mpoieaype oroopa

d. [IpoGiriemax, KOTOpPBIE MOTYT BIHUATH HAa OE30MACHOCTh YIACTHUKA
e. Bce BhlenepeunciaeHHoe

21.1Tpu ananuze uccienoBanusi KoMurer mo sTvke He paccMaTpuUBaeT
clenyoee:

a. Meronsr oTbopa

b. IIponecc HHGDOPMUPOBAHHOTO COTIACHS

¢. Pucku mns cyonekra

d. [Tnaner myOomukanui

e. KoHpuneHnuanbHOCT HAYYHBIX OTYETOB

22.Kpome KoMHTETOB 110 3THKE, UCCIIEIOBAHNE MOXKET OBITH PACCMOTPEHO:
a. KoHTpakTHBIMH KJIMHUYECKUMHU HayYHBIMU OpraHU3alUsIMH

b. Opranamu BnacTv U yIpaBiIeHUS]

c. CioHcopamu

d. Bce BrimenepeuncieHHOE



Pa3znea 5.
23.Yro BKITIOYAET B ceOsI ONpeelieHue « HaydHas HeTOOPOCOBECTHOCTDY?

a. @abpukanus, dpanbcupukanus, Iiarnat Wik Apyrue JeUCTBUs, 3HAUNTEIBHO
OTJINYAIOIIUECS OT OOIIEIPUHATHIX HOPM

b. JJabopaTopHbIe OIIMOKH

c. Pasnuuust B MHTEpOIpETAIIMY TAHHBIX
d. HeoxxuaaHHbie pe3ybTaThl

e. Huuero u3 BhllIenepevnciIeHHOrO

24.KT0 U3 nepeyrciIeHHbIX He SBISECTCS MOTEHIUATbHBIM YYaCTHUKOM
KOH(JIMKTa UHTEPECOB:

a. Mucruryr

b. PerieH3upyeMbIe KypHaIIbI

¢. CnoHcopsl

d. UccnenoBarenu

e. Bce BhImenepeunciieHHbIC

25.Kakue Tpu oInpeneIeHHbIX BKIaJa TOJHKHBI OTBEYATh aBTOPCKHUM IIpaBaM:
a. Pesynbrathl uccienoBanus

b. KoHIenus uiy 1iaH, aHaaIu3 WK HHTePIPETaIns JaHHbIX

c. Harucanne IIPOCKTa NN KpI/ITI/I‘ICCKI/Iﬁ aHaJIn3 CTaTbu C Ba’>XHBIM
HWHTCJUICKTYaJIbHBIM COACPIKaHUCM

d. PYKOBOI[CTBO MOJIOABIMU YUCHBIMH, BBIITOJIHABIIUMHA UCCIICJOBAHUC

e. OnobpeHne OKOHYATEITFHOTO BapHaHTa CTaThH AJIS MMyOIMKauu
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IIpaBwiIbHBIE OTBETHI:

1.

e A o

2
3
4
5
6.
7
8
9

(&

[¢]

. C

. a

10.c

11.a,d
12.a,c,d

13.e

14.Bce «HEBEPHO»
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[puitoxkenne 1
Monoxkenue(YcTaB) 0 JIOKAILHONH KOMHCCHH 10 ITHKE
1. O01Me moJIoKeHnus

1.1. JloxampHast komuccust mo dstuke (JIKD) coszmaercst B cOOTBETCTBUU C
MPUKA30M PYKOBOIUTENS MO YUPEKICHUIO KaK HE3aBUCHMBIN OpraH C ILENIbI0 B
3aIUTHl NPaB M 30pOBbS MALUEHTOB, & TAKXKE MHCIBITYEMBIX IMpPU IMPOBEIACHUU
KITMHUYCCKHUX MCCIICTOBAaHUH

1.2. B cBoeit pabore Komuccus pykoBoactByercss Koncrturynueii PecryOmuku
Kazaxcran, 3akomamm PK « OO0 oxpane 3mopoBes rpaxman PK» (2006), « O
JIEKapCTBEHHBIX cpeacTBax» (2004), OCHOBHBIMH MEXIyHApOIHBIMU JOKYMEHTaMH —
XenbcuHkckas aeknapamma (2000), pekomenpanmuamu BO3 Komuteram mo 3tuke,
MIPOBOASIIUM SKCIEPTU3Y OMOMeTUIMHCKUX uccieaoBanuii (2000), crangapToM 1o
Hagnexamed kauaudeckord mpaktuke (Good Clinical Practice), a Taxxke
JNEHCTBYIOIIUM  3aKOHOAATENbcTBOM PecmyOnmuku KazaxctaH ©  HACTOSAIIMM
ITonoxxenuem o JIKD.

2. llean u 3agauun JIKD

2.1. OcuHoBHo#t nemnbo JIKD sBngercs 3amnmra 370poBbs M OJ1aromnoryyus JIui,
YUYaCTBYIOIIUX B OMOMEIUIIMHCKUX UCCIIEIOBAHUSAX, CO3/IaHUE TAPAHTHI UX
0e30MacHOCTH U COOIIIO/ICHUSI OCHOBHBIX IIPAB.

2.2. OcHOBHBIMH 3ama4aMi KoOMUCCUH SIBISIOTCS:

- IIpoBeneHue HE3aBUCUMOW STHYECKON M MPABOBOM IKCIIEPTU3BI MATEpUAJIOB
KIIMHAUYECKUX UCCIIEOBAHUN C MPUMEHEHUEM HOBBIX TE€XHOJOTHH, JE€KapCTBEHHBIX
CPEIICTB, THUIIEBBIX JO00ABOK, MEIWIIMHCKONW TEXHUKH W W3JCIUHA METUITHHCKOTO
Ha3HAYCHUS, HOBBIX METOJIOB JICUCHHS M 00CIeI0BAHMS IIALIHEHTOB;

- OtieHka Hay9HOH 000CHOBAHHOCTH MPOBEACHUS KIIMHUYECKIX UCCIICIOBAHUN U
npenmoiaraeMoil 3((eKTUBHOCTH U O€30IMaCHOCTH W3YYaeMBIX TEXHOJOTHH W
JIEKapPCTBEHHBIX CPEJICTB;

- OmeHka COOTBETCTBHSI MPOTrpaMMBbl ITPOBEACHUSI UCCIEAOBAHUS (AU3aiiH, METO
pPaHIOMH3AIUH | T.J.), KBATU(PUKAIIUN UCCICAOBATEIICH U TEXHUICCKOE OCHAIICHHE
HCCIIeIoBaTeNbCKoro I1eHTpa mnpaBwiaMm Haiexameit Kinauueckoin Ilpaxtuku
(GCP);

- PerynsapHsbIii Hag30p 32 XOJ0OM HCCJIEAOBaHMS TOCHIE TIONYUYCHUs pa3pelieHMst
Ha €T0 MPOBEICHUE;

- OmoBemieane ucCleaOBaTeIe W APYTrUX 3aMHTEPECOBAHHBIX CTOPOH O
CEPHE3HBIX MOOOYHBIX PEAKISIX WM PUCKAX I YYACTHUKOB MCCIICTOBAHUS;

- Obecneuenre moaAroToBky wieHoB JIKD mo BompocaM 3THYECKON IKCIIEPTHU3HI.

3. Crpykrypa JKI

3.1. CocraB Komuccun popmupyeTcs mprka3oM pyKOBOIUTENS YIPEKACHUS Ha
MEXIUCHUILUIMHAPHON OCHOBE
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3.2. JIKD cocrout uz Ilpeacemarens, 3amectutens I[Ipencenareins, y4eHOTro
CeKpeTapsl U WICHOB (He MeHee 5), KOTOpble Ha3HAYaloTCs Ha 3 Toa ¢ BO3MOKHBIM
nepen30paHreM Ha OCIEAYIOIUN CPOK.

3.3. B cocrap KoMuccuu BXOJAT JKla, HE UMEIOUIUE MPSMON 3aBUCUMOCTH OT
uccnenoBarenei n 3akaszunka. Unenamu Kommccumu MOryT OBITH NI, MMEIOIINE
COOTBETCTBYIOIIYI0 KBAIM(UKAIIMIO W OIBIT PabOTHl IO 3KCIIEPTHOH OICHKE
HAaYYHBIX, MEAUIIMHCKUX U ITHYECKHX aCHEKTOB Pa3lIMYHbIX HCCIEIOBAHUN, a TAKKe
MPEACTABUTENH OOIIECTBEHHOCTH (TOPUCTHI, KYPHAINCTHI, PEIUTHO3HBIE IEATEIH U
Ip.).

3.4. JIna obOecneueHust naestenbHOcTH Komuccum QopMupyeTcs cekperapuat
YHCJICHHOCTBIO /IO 3 YeNOBEeK, KOTOPBIH sBisieTcs pabounM opraHom Kommuccwuw,
OTBETCTBEHHBIM 3a TIOATOTOBKY MOBECTKH 3acelaHus, O(opMIIEHHE IPOTOKOJIOB
3acellaHUi, JeJONPOW3BOACTBO, BeaeHne apxmBa Kommccnu. Cekperapuat
BO3TJIABIISIETCS PYKOBOAMTENIEM, KOTOPBIH MmounHsAeTCs npeacenareno Komuccun.

3.5. Komuccus wumMeeT MNpaBO IPUBIEKATh HE3aBUCHUMBIX 3KCIEPTOB IS
NPOBEJICHUsT  KOHCYJNbTalMH MM  OKCIEPTH3Bl  MaTepHalioB  KIMHUYECKUX
HCCIIeIOBaHUH JIEKAPCTBEHHBIX CPE/ICTB 110 KOHKPETHBIM BOIIPOCAM.

3.6. C 11enbi0 ONIEPaTUBHOTO PELICHUSI BOIPOCOB, CBSI3aHHBIX C BKIIOYCHUEM B
KJIMHAYECKOE HCCIEJIOBAaHKE JIEKAPCTBEHHBIX CPENICTB JIOTIOJHUTEIBHBIX IIEHTPOB,
3aMEHBl HCCIIeZIOBaTeNeil, BHECEHHEM IONPaBOK K MPOTOKOIY KIMHHYECKOTO
WCCIIEIOBaHUS JIEKAPCTBEHHOTO CPEJCTBa, WH(POPMAIUK sl TalHMeHTa, B COCTaBe
Komuccuu popmupyercst bropo.

3.7. CocraB bropo Kommccuum u nopsgoK €ro JAeATENbHOCTH YTBEPHKAAETCS
npeacenareneM Komuccuu.

4. ®yaxkuun Komuccun

4.1. KomuccHsl OCYIIECTBIISIET SKCIEPTHYIO OICHKY OpOIIIOPHI MCCIISIOBATE,
MPOTOKOJIa KIMHWYECKOTO WCCICHOBAHUA, MHPOPMAIMK Ul HalueHTa U (HOPMBI
HHOOPMUPOBAHHOTO  COTJAcHsi, MPOGECCHOHATBHOTO OIBITa HCCIIEIoBaTENeH,
HCCIIEIOBATEIBCKUX IIEHTPOB, JOKYMEHTOB 110 CTPAXOBAHUIO 370POBbS UCTIHITYEMBIX
U IpYTUX MaTepHaioB KIMHUYECKOTO UCCIIE0BaHMS B CpoK 10 30 aHeil.

4.2. KoMuccust mo pe3yibTaTaM SKCIEPTH3bl MPEACTABICHHBIX IOKYMEHTOB H
JAHHBIX MOYKET BBIHECTH CIIEAYIOIICE 3aKII0UCHIUE:

4.2.1. OnoOpuTh MPOBEACHUE KIMHUYECKUX UCCIICIOBAHUN HOBBIX TEXHOJIOTHH,
JIEKapCTBEHHBIX CPEJICTB.

4.2.2. OnoOpuTh MPOBEACHUE KIMHHUYECKUX UCCIICIOBAHUN HOBBIX TEXHOJIOTHMA
WIH JIEKAPCTBEHHOTO CPEJICTBA C PEKOMEHIAIMEH BHECTH B pabodeM MOpsIKe
W3MCHEHUS W JIONOJHCHHWS B MaTepHalbl KIMHUYECKOTO  HCCIICTOBAHUS
JIEKapCTBEHHOTO CPEJCTBAa. B 3TOM cilydae 3akiIfoueHue BBIJACTCS MOCIEe OTBETAa Ha
MTOCTABIICHHBIC BOIIPOCHL.

4.2.3. OTI0XWUTH TPUHATHE pEUIEHUs JAO0 YCTPAaHEHHA 3aMe4yaHuil ¢
MOCTEAYIONIMM PACCMOTPEHHUEM MAaTepUANOB KIMHUYECKOIO0 HCCIEAOBAaHUS Ha
ouepeaHOM 3acegaHnu Komuccusi.

4.2.4. He pexoMeH10BaTh MPOBEJICHUE KIMHUYECKOTO UCCIIeIOBAHUS
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4.3. 3axiroueHue BbIJACTCS 3asABUTEII0 W HampasisieTcss B M3 ans mpuHSTUA
peIIeHus O MPOBEICHUH KIMHUYECKOT'O UCCIIEJOBAHUS.

4.4. B cnyyae BO3HUKHOBEHHS pa3HOIJIacUi 3asBUTENS C pe3yiabTaTaMu
skcnepTH3sl  Komuccusi TOBTOPHO paccMaTpuBaeT MaTepHalibl  KIMHHYECKOTO
WCCIIEIOBAHMSA C y4YacTHEM CaMoOro 3asfBUTEIS W TPHUBICYCHHEM HE3aBHCHMBIX
JKCIIEPTOB.

4.5. Tlo pe3ynapTataM CBOEH aesTenbHOCTH KOMHCCHS €XEeroJHO HAaIpaBiseT
otuet B [leHTpanshyro Komuccnro o atuke MuUHHCTEPCTBA 31paBOOXPAHEHMUSL.

4.6. Komuccus nHQOpMUpYET CpeicTBA MACCOBOM MH(POPMALIMU O MPOBOAUMON
pabote, memsx u 3agadax KoMuccuum u ero poiu B 3aIlUTE IPaB HCIBITYEMBIX,
COBMECTHO C OOIIECTBEHHBIMH OPraHHU3ALUSIMH MPUHAMAET y4acTHe B OOCYXKICHUH
STHYECKMX AacCMeKTOB KIMHUYECKUX WCCIIEJIOBAHUN JIEKapCTBEHHBIX CPEICTB,
MOJ/ICP’)KUBACT W Pa3BUBAET KOHTAKTHI C OTHUYECKUMH KOMHCCHSIMHA JPYTHX
YUPEXKIEHUI.

4.8. Y4acTBOBAaTh B Pa3pEUICHUH AITHUECKUX KOH(MIMKTOB, BO3HUKAIOIIUX B
TEKyIIe paboTe MEIUINHCKOTO YIPEXKACHUS BHE HCCIIEI0BATEIBLCKON NeATENbHOCTH

5. Hopsinok padorsl Komuccun

5.1. 3acenanus Komuccuu npoBoastcs He pexxe 1 paza B Mecsll U CUMTAIOTCS
MIPaBOMOYHBIMHU, €CJIM Ha HUX MPUCYTCTBYET HE MEHEE MOJIOBUHBI WieHOB KoMuccuu.

5.2. UYnennt Komuccuu, ywacTBylouue B IUIAHUPYEMOM KJIMHHYECKOM
WCCIICIOBAHUN JICKAPCTBEHHBIX CPENICTB, HE TIPUBICKAIOTCI K OOCYXICHUIO
MPEACTABIIIEMBIX MaTE€pUAIOB KIMHUYECKOTO HMCCIECNOBAaHUSA U HE JIOMYCKAKTCAd K
roJIOCOBaHUIO.

5.3. Pemenus Kommccnu NPUHUMAIOTCS TPOCTHIM OOJIBITHHCTBOM TOJIOCOB
yneHoB Komuccuu myTeM OTKPBITOTO TOJIOCOBAHMS MpPHU HAJIMYMU KBOpyMa H
odopmiaroTes mpoTokosaMu. I[Iporokoinbl 3acemannii KoMuccuum pekoMeHIauu
MO/IMKUCHIBAIOTCS TIPEJICEIaTENIEM U YUSHBIM CeKpeTapeM

5.4. Komuccnst BemeT u XpaHUT HEOOXOAWMYIO JOKYMEHTAIMIO (CTaHIapTHHIE
npouenypsl, cuucku wieHoB Komuccun, bropo Komuccun, mpotokonsl 3acenanuid,
MaTepuaTbl KIMHHYECKUX MCCIEAOBAHNN JEKApPCTBEHHBIX CPEICTB, OTUYETHI U Jp.) B
COOTBETCTBHH C MOPSAKOM, YTBEPIKIECHHBIM MIPEICEAATEIEM.
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puno:xenune 2
dopMaT NOBECTKHU

IToBecTka nuda 3aceganus DK
Mecro 3acenanus

Jlara:
Bpewms:

TR NG TG TG TG TR TR NG RS TRE TG TR TR NG RGBT

3acenanue DK MpoBOJUTCA B CIEAYIONIECH MOCIEeI10BaTEIbHOCTH:
Yacts 1 HNudopmarus g wieHoB JK.

Yactb 2 YTBepxaeHrEe NPOTOKOJIA MPEABIAYILIErO 3acCe aHUs

Yacts 3 [lpencraBnenue  TpPOTOKOIA, IKCHEePTH3A, o0CyXIIeHHE,
roJIOCOBaHUE
Yactnb 4 Bomnpocsl, noanexariye pacCMOTPEHUIO

Yactb 5 Hpyrue Bonpocsl

IIporpaMMa noBecTKH JHS ISl PACCMOTPEHHUS:

Bpems IIpoekT HccaenoBareb/uH  JKCHEPTHI
CTI/IT!T

79



[punno:xenune 3
Cornamenne 0 KOHQUACHIMAIBHOCTH U KOH(INKTE HHTEPECoB

Hacrosmum YAOCTOBEPSIIO, YTO s (®.1N.0,, JIOTKHOCTH )
>

uMeHyemblii panee «HmxenoanucaBmmiicsi», kak wieH Komuccuu 1O 3THKe
(Ha3BaHME WHCTUTYTa) OOS3YIOCh NPOBOJUTH OLIEHKY HAYYHBIX HMCCICAOBAHUM C
yJacTHEM 4YeJloBeKa B COOTBETCTBHH C MPUHIMIIAMH TYMaHW3Ma M 3THYECKUMHU
HOPMaMM ¥  BBICOKMMHU CTaHZapTaMH OKa3aHUS MEAMIMHCKOH  IIOMOILH,
OTIpPENIEIEHHBIMI ~ ME&KAYHAPOJIHBIMH ¥ HAlMOHAIGHBIMH ~ HOPMATUBHBIMH U
MIPaBOBBIMH aKTaMH 1 COOJIOAATH YCIIOBHS JaHHOTO COoTamenus.

Ycaopus CornamieHus:

Brel HasHauensl wieHoM KoMHCCHM MO 3THKE KaK YacTHOE JIMIIO, a HE B
KaueCcTBE MPEICTaBUTENs KaKoro MO0 cooOIIecTBa U HE B Ka4eCTBE 3aIIMTHUKA
HHTEPECOB Kakod Obl TO HHM OBUTIO OpPraHM3allMM WM CBOMX COOCTBCHHBIX. Baima
OCHOBHAas 0053aHHOCTh — MTPOBOJNUTH HE3aBUCUMYIO SKCIICPTH3Y KaK dTHUYCCKHX, TaK
Y Hay4HBIX aCIlIEKTOB HCCJIEIOBAHHS C y4acTHEM YeJIOBEKa, MPUHHUMATh pEIleHUE U
BBIIaBaTh MAaKCHUMallbHO OOBCKTHBHBIC PEKOMCHIAIIMH, WCXONS W3 IeNel
nesteabHocTH KD.

JesrenpHocTh KD moKHA COOTBETCTBOBATH CaMbBIM BBICOKMM 3THYECKHM
CTaHmapTaM, 4YTOOBI ONpaBIaTh JOBEpHE COOOINecTBa, 3alluINas IpaBa U
Onaromosyune y4yacTHukoOB uccienoBanus. Ot Bac kak ot unena KD oxunaercs,
YTO, MCITOJIHSISI CBOM 00sI3aHHOCTH, BBI OyeTe COOTBETCTBOBATh BHICOKMM STHUCCKHM
CTaHJapTaM.

Hacrosimee cornamenue pacmpocTpaHseTcs Ha IoOyl0 HH(OpMAaIuio,
CUMTAIONIYIOCS KOH(PUACHIIMANBHON, WM YaCTHON COOCTBEHHOCTHIO, JTOBEPEHHOM
Hwxkenoanucasmemycst BMecTe ¢ o0si3aHHOCTAMH wieHa KO. Beskas nuchMmeHHas
uHbOpMAITHS, JIOBEpEHHAs Hwxenoanmcapmemycs H SIBJISIOIIASICS
KOH(HUICHIINATHHOH, JaCcTHOU " HETIPUKOCHOBEHHOM, JOJDKHA OBITH
COOTBETCTBYIOIIMM 00pa30M OIpeiesicHa.

Hwmxenoanucapmuiicss 00s3yeTcs coOM0aaTh KOHOUICHIIMAILHOCT, XPaHUTh
MPOU3BOACTBCHHYI0O W KOMMEpPYECKYI0 TaliHy (HE pasriamaTrh «CEKPETHYIO
HHGOPMAITHIO»), JOBEPEHHYIO €My, B 00emaeT, 4To He OYyIeT HCIIONb30BaTh €€ B
WHBIX [EJIIX, KpOME MPEANMCAHHBIX, a TAK)KE HEe pacKpoeT ee Kakoi ObI TO HU OBLIO
TpPEeTbel CTOPOHE.

ITucemennas koHGUACHIMATBHAS HHOOPMALIWS, ITepeIanHast sl SKCIIEPTU3HI,
He OygeT KOmHMpoBaTbcsi © HE CTaHET MPEeaIMETOM  CHeNKH. Bceskas
KOHOHUACHINATbHAs HHGpOpMAIUs, MpPEACTaBIeHHAsS JUIT  JKCIEepTH3bl  (BCe
AK3EMILISAPHI ¥ 3aIMCH) JOJDKHBI OCTaBaThCS UCKIIOYUTEIHFHO COOCTBEHHOCTRIO KD,

Bo ucnonnenue Hacrosiiero cornamieHus, HuxenoanucaBmmuiicss o0s3yeTcs
HE PacKphIBaTh U HE MCIIOJIb30BATh — MIPSMO WJIH KOCBEHHO — KaKyl0 OBl TO HU OBLIO
UHOpMAaIHIO, MPUHAJIEKALILYIO TpeTbel CTOpOHE. Kpome TOTO,
Hmxenoanucapmmiicss TOATBEpkKAaeT, 4To ero (ee) NOCHCTBUS BO WCIOJNHCHHE
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HACTOSAIIECTO COTJIAIICHUS HE IPOTHBOPEYUT MOJIHTHKE HaIMOHAIBHOIO HAyIHOTO
LEHTpa MaTEepUHCTBA U JETCTBa, I1e co3naH KO.

Konduaukr uarepecon

W3BecTHO, YTO MOTEHIMAIbHBIE NPUYHMHBI JUII BO3HUKHOBEHHUS KOH(IMKTA
MHTEpEeCOB OYyAyT CYIIECTBOBAThH BCET/a, Kak CYIIECTBYET U Bepa B To, uto KO u ero
IIpencenarens cMOryT HallTH BBIXOA W3 KOH(DIUKTHOW CHUTyallMd BO WM BBICIICH
LIEJTN — 3AIIUTHI IpaB YesloBeKa.

[Tomutuka KD HampaBieHa Ha TO, YTOOBI HE JOMYCTUTh Y4acTUE B SKCIIEPTHU3E,
00CYKIEHNH, Y IPUHATHHN PEIICHUH IO KaKoi Obl TO HU OBLIO AESTENBHOCTH WICHOB
KD, nmeronmx KOH(OIMKTHBI HHTEPEC B 3TOW OOJIACTH.

CrnenyeT He3aMeUUTENbHO 3BeCTUTH lIpencemarens KO o dakrnuecknx mmm
MOTEHIMANTBHBIX KOH(DIMKTHBIX HHTEpecax, NMeroIunXcs y Bac B cBsI3u kakuM ObI TO
HU OBUIO KOHKDETHBIM [eJIOM, HaxoJidmeMcss Ha paccMoTpernmn B KO u
BO3/I€pKaThca OT KAKOro ObI TO HU ObUIO Y4acTHs B JUCKYCCHSX WJIN BBICKa3bIBAaHUS
MHEHHUH 10 IOBOJY 3TOT'O JeJa.

Ecnu 3asBuTENb, NPEICTaBUBLINNA IPOTOKOJ UCCIEAOBAHNS CUUTAET, YTO OJUH
u3 wicHoB KD wWMeeT MOTEHIMANBHBIH KOHQIMKTHBIH WHTEpEC, OH BIPaBE
norpedoBaTh, YTOOBI 3TOT wieH KD ObUT WCKIIOYEH W3 4YHCia OJKCIEPTOB,
MPOBOJSAIINX IKCIIEPTUZY.

3ampoc B MMCEMEHHOM BHJIE TojaeTcs Ha uMs [Ipencenartens. B HeM MOmKHBI
ObITh  yKa3aHbl MPHYMHBI W TPHUBEICHBI apryMEHTHI, IOATBEpIKIArOIINe
cymectBoBanue y uneHa(oB) KO xondmuktHOro murepeca. KO moxer mpuHATH
pelleHne O PacciIeIOBaHUH TI0 TIOBOLY MPETEH3UH 3asBUTENS.

Ecnu y unena KO ecTb KOHOIUKTHBIH MHTEpPEC, OH HE MOXKET y4acTBOBAaTh B
9KCIEePTU3EC W NPUHATHH PEIICHHMS, 32 MCKIIOYEHHEM IpeAcTaBiIeHus] nHPpopManuu
1o 3amnpocy KO3.

Bo3MorxHBIE MPUYMHBI BOSHUKHOBEHHSI KOH(INKTa HHTEPECOB:

wied KD wMoxer OBITP BOBIEYEH B NOTEHNHAIBHO KOHKYPHPYIOIIHI
UCCJIEJOBATEIBCKUI POEKT

wied KO wumeer gocTym K MCTOYHMKaM  (MHAHCHPOBAaHHUS WM
WHTEJUICKTYaIbHOW UHPOPMAIMH, YTO JaeT €My BO3MOXKHOCTh JJOOOUpPOBaHHUS

JUYHBIE TpHUBA3aHHOCTH wieHa KO wMemaer OBITh OOBEKTHBHBIM IIPH
MPUHATHN PEIICHUS

3aki0unTeNbHAs YaCcTh

Ilpocum nocmaseums noonuce u oamy noO MUM OOKYMEHMOM, eciu
Huoicenoonucaswuiicss coenacen ¢ usnodceHHbiMu 8 Hem ycaosuamu. Opueunan c
noonucv0 U damou Oyoem XpaHumvcs 8 cneyudnvbHol nanke noo koumponaem KO.
Konus coenawenus 6yoem evioana Bam 6 kayecmge opuyuanvio2o 0oKymeHma.

B mepuom moel nesrenpHOCTH B KadecTBe wieHa KD MHE MOXeT OBITH
JIOBEpeHa KOH(UIEHIMANbHAs HUHPOpPMANUMs U JOKyMEHTalus (Janee Mo TEeKCTY
«koHUAeHIMaIbHas HHopManus»). S 005S3yr0Ch TPUHATH BCE BO3MOXKHBIE MEpPHI
Ui COONIOJCHHUST KOH(PHMICHIMAIBHOCTA B COOTBETCTBUH C JIEHCTBYIOIIUM
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3akoHOzaTensCcTBOM PecryOnmuku KaszaxcraH, o0s3yloch HMKOMY HE DPacKphIBaTh
KOH(QHJCHIIMAIBbHYI0O  WH(POPMAIMIO, HE HCIHOJb30BaTh  KOH(HUICHIMATBHYIO
UH(OPMALIUIO B LIEJSIX HHBIX, YEM T€, KOTOPBIC OIPEAEICHBl MOUMHU OJTHOMOYHSIMH,
Y, B YaCTHOCTH HE HMCIOJIh30BaTh KOH(PHUICHINATEHYIO HH(POPMALIMIO Ha TTOJIB3Y cebe
WIN TPEThEMY JIUITY; 00sI3yIOCh BO3BPATHUTH BCIO KOH(PHICHINAIBEHYIO HH()OPMAIIHIO
(BKIIOUas Bce MPOTOKOJBI M 3aIMCH, KOTOPBIE ST Bel(a) B COOTBETCTBMH C MOWMH
o0s3anHOCTSIMU B KO) Ilpencenarento mo OKOHYaHWU CPOKa MOMX IOJIHOMOUYHMI Kak
qreHa KO.

Ecnu y MeHsT BO3HUKaeT KOHQJIUKTHBIH HHTEpec, 00s3YyI0Ch HEMEIUICHHO
npouHdopmupoBath 00 3ToMm llpencemarens KD, mms uckimoueHus MeEHS INpH
TOJIOCOBAaHUM WM Ha 3aceaHMsAX, TPEOYIOINX KBOPYyMa.

A, , Toden (Ipowia) W COTJaceH
(COFJ'IaCHa) C BBIIICU3JIOKCHHBIMH YCJIIOBUSMH B TOM BUJC, KaK OHHM H3JIOXKCHbBI B
HacrosinieM CornaieHuu.

Iloamuce Jarta

Ilpencenarens Komuccum 10 oTHKe (HasBaHwe wWHCTHTYTa, OUO
IIpencenarens)

Jarta
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Haspanue:
Howmep nporoxkona:
KonraktHble naHHbIe nccnenoBarenbekoro neHrpa (ML)

®dopmMa 3asiBKH HA IEPBUYHYIO YKCIIEPTH3Y

anCTBy}omme HCCICAOBATCIIN .

Mpuno:xenue 4

Umsa/damunus

JlnueHsuns
No.

WUHctutyTt

TenedoH /
®dakc No.

1.

2
3
4.
5
6
7

Bua akcnepTusbl:

[] nepeuuHas
[] nosTopHas
[] nonpasku

[] yckopeHHas

[] aKkcTpeHHas

] Tekywas

[] skcnepTtusa otyeta

[] skcnepTusa no 3aBepLueHunio K/

Moanucu:
[aTa:

OcHoBHONM uccnegoBaTenb

Oata:............c.ooeee.
PykosoguTens KW (npn HeobxoammocTn)

®daKT KoMmnnekTauuu:
Oata:.........oooeeenei.

CekpeTapb OK ...

HOMEP3AABKMA : [ [ /[ ]-C1]
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II.

I11.

puioxenue 5

Cxema npoToKoJa uccjaegoBaHus (VIS ITHYECKOH IKCIePTU3bI)

TUTYy bHBIH JIUCT

1.

Haspanwe (Tema) ucciieqoBaHus, HACHTU(UKAINOHHBIA HOMED, JaTa.
JIro0ple mnonomHeHMs (M3MEHEHUS) Tak)Ke JOJDKHBI OBITh
MIPOHYMEPOBAHEI M TATHPOBAHEI.

damuns pykoBoauTeNs (WIH CIIOHCOPA)

damMuIns, TOJDKHOCT U 3BaHUE MCCIIEI0BATEIIS, HA3BaHHUE U aJIpec
OpTaHM3aIlVH, TJIe TIPOBOIUTCS MCCIICIOBAHNUE.

Ieanb ucciaenoBanus U BBeAeHUE

1.

He.]'l]) HCCIAe0OBAHUSA. YKAKHUTE HaYyYHBIC LICJTIN U 3aa4r UCCIICAO0BaHUs

2. BBeaenme. 31ech OMUIINTE 0OOCHOBAHUE LIETH U CCHIIKU
Kpurtepumn n/is1 oT00pa y4aCTHHKOB HCCJIeJOBAHUS

1.

KosimyecTBO YYACTHUKOB. YKaXHUTE 00IIIEE YNCIO YIaCTHUKOB,
MJIaHUpYEMOe JIJIs JaHHOTO HcclieoBaHus. B cinyuae
MYJIBTUIICHTPOBOTO UCCIICIOBAHUS , YKAKUTE OOIIEe YNCII0 YIAaCTHUKOB
JUTSL BCETO UCCIICIOBAHUS B IIETIOM

Pacnpenenenne mo noJy. Onummre mpeamnoiaraeMoe reHaepHoe
pacrpeneneHue. Eciau umeercs kakoe-Tud0 orpaHu4eHUe JUis
BKIIFOUCHUS B HCCIIEIOBAHUE T10 MOITY, OOBSICHUTE CYTh 3TOTO
orpaHuYeHMs 1 000CHOBaHHWe. PaBHOE BKIIIOYEHUE U MYXXUUH U
JKEHIITUH B UCCJICIOBAHUE SBJISCTCS BaXKHBIM JJIsl pPABHOMEPHOTO
pas3eiieHus MoJIb3bl U OpeMeHH uccaenoBanus. [1o3ToMy, y4aCTHHKH
000UX TIOJIOB JTOJKHBI OBITH BKJIFOUEHBI B HCCIICIOBAHKE, €CITA HET
JIPYTHX COOTBETCTBYIOIINX MEAUIMHCKUX ¥ HAYIHBIX TPUIIH.
Bo3pacrt. Ykaxxure BO3pacTHOM Mana3oH y4acTHHUKOB. JlaiiTe
000CcHOBaHUE ISl BRIOOpA NaHHBIX BO3PACTHBIX TPAHUI[. YUacTHE
B3POCIIBIX B UCCIIEAOBAHUH HE TOJHKHO OBITH OTPAaHUYEHO 110 BO3PACTY,
€CJIM HEeT IPYTHX MEAULMHCKUX WU HAYYHBIX IPUYUH.
HaunuoHaJbHOCTH (ATHUYECKAS NPUHANJIEKHOCTD). OnUInTe
MpeIojiaraeMoe pacoBOE M STHHYECKOE paclpe/elIeHue YIaCTHUKOB.
Ecnu ecth moboe orpaHndeHre M0 HAITHOHATHLHON/dTHIUECKOM
TIPUHAUICIKHOCTH, OOBSICHUTE CYTh OTPaHUYCHUS U JaliTe 000CHOBAHHUE.
Uccnenopanue T0KHO BKIIIOYATH IOCTATOYHOE YUCIIO JIIOJIEH,
MPOKMBAIOIINX B JAHHOM PETUOHE C pa3HOW HAllMOHAIBHOU U
3THUYECKOH NMPHHAJIEKHOCTBIO, YUTOOBI YOEIUTHCS, YTO T0JIb3a U OpeMs
HCCIIEIOBaHMS pacIipeieIeHbl paBHOMEPHO.

Kputepun nis Briaodenus. [lepeuncnure Kputepuu A1 BKITFOYSHUS
B MCCJIEIOBaHUE. DTU KPUTEPHH JIOJDKHBI ObITh HAYYHO 00OCHOBAHKI U
OTPEACIIATE, KTO MOKET ObITh BKJIFOUEH B UCCIICIOBAHUE.

Kpurepun nist uckiawdenus. [lepeunciure Kputepun s
uckmodenns. OHU TOJDKHBI OBITH HAYIHO 0OOCHOBAHHBIMU M IIOMOYH
0oJee TOUHO OMPESIUTE TOMYIISLNI0 YIACTHUKOB.
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7. YsizBumble rpynnsl. Eciy ys3BHMble yUaCTHHUKH (C OTpaHUYEHHBIMU
BO3MOKHOCTSIMH JIJIS1 CAMOCTOSITENIEHOTO PUHSTHS pelieHus) OyayT
BKJIIOUEHBI B HCCIICI0BAaHHE, IOJKHO OBITH 0OOCHOBAHHUE IS 3TOTO.
Jetn, OepeMeHHbIE KEHIIMHBI, TIOXKUJIIBIE, CTYACHTHI, IIOTYMHEHHBIE
PpaboTHUKH, SMOPHOHBI, 3aKTIOUYCHHBIE CIATAIOTCS YA3BUMBIMH
YJaCTHUKaMH, KOTOPbIe HYX/Ial0TCs B OONbBIIEH 3aIuTe.

IV. Mertoasbl 1 npoueaypbl

1. Metoanb! u npoueaypsl. Kpatko onuiiure miaH UCCIEI0BaHUS U BCE
MPOLEAYPHI, KOTOPhIE OyIyT UCIIOIB30BAHBI JUIS BBITIOTHEHUS LEIeH
npoekTa. [Iporenypsl/TeCTl/HHTEPBEHIINK, KOTOPBIC SBIIAIOTCS
9KCIIEPUMEHTAIBHBIMH /WU IPUMEHICMBIC UCKITFOYUTEIBHO JIJIS
UCCJICIOBAHUS JOJKHBI OBITH OTIPEACIICHBI U OTACIICHBI OT TEX, KOTOPHIE
OyIyT IpUMEHEHBI HE3aBUCUMO OT MCCIIETOBAHUS (T.€. ISl OKa3aHUS
MEMIIMHCKOH TIOMOIIHN). BrimenuTe mo0bie MpoIeayphl, CHTyaIluy WTH
MaTepHaNTBl, KOTOPhIE MOTYT IPUYUHUTE BPE]] U TPEAIIONATAI0T
MPUMEHEHUE Mep IPEOCTOPOKHOCTH. OTpeIeIuTe PYyTHHHBIC
MPOLEAYPHI, KOTOPBHIE OyIyT MPOBOAUTHCS TOIBKO C HAYYHOU HENBIO (
JIOTIOJTHUTEIIHHBIC TECTHI).

2. AHaJauM3 U1 MOHMTOPMHT JaHHBIX. KpaTKo onuIMTe UCIIOIb3yeMbIe

CTAaTHCTUICCKUE/aHATTUTHIECKAE METOBI. JIJIs1 HCTIBITAHNY C TIPUMEHEHHEM

HWHTEPBEHIIMN, KOTOPHIE MOTYT BBI3BIBATh MOTEHIIUATIBHBIN PUCK, MOXKET

MOTPeOOBATHCS KOMHTET/KOMUCCHS II0 MOHUTOPHHTY JTAHHBIX JIJIS 3AIIHUTHI

0e30MmacHOCTH 1 OJIaronoaydus y9acTHUKOB. JlaliTe moapoOHOe onrcanme

€ro yrpasieHus ( WICHCTBO, PYHKIIMOHUPOBAHKE, YACTOTA SKCIIEPTUHI,

MpaBWia M0 IPEKPAIICHUI0 U T.1I.).

3. XpaHeHue JaHHBIX U KOHPUACHIHAIBHOCTB., OmuUIIUTE, e

MOJYYCHHBIC IaHHbIE OyyT XPAHUTHCS B TCUCHHE UCCIICIOBAHUS M KaK OHU

OyayT 3amuineHsl. MccienoBaresb TOMKEH MPEANPHHATh HEOOXOIUMBIC

ary s o0ecredeHus KOHPUISHITHATEHOCTH JAHHBIX. JTO BKIIFOYAET

KOJMPOBAHKE JAHHBIX U TIOJI00P COOTBETCTBYIOIIETO MEXaHU3MAa XPaHCHUS

JTAHHBIX, KOTOPBINA MPEIOTBPATUT CBOOOIHBIN JOCTYI K JAHHBIM. Y KaXKUTE,

KTO OyZIeT MMETh JOCTYII K TaHHBIM, ¥ KaK OHU OYAyT UCTIOIB30BATHCS.

OueHKa COOTHOLIEHUSI PUCK/MOJIb3a

1. Ctenenb pucka. YKaXuTe CTETICHb PUCKA, KOTOPBIN IPEICTABISACT
€000 HccieJOBaHUE 10 CIEAYIONIMM KaTeTOPHSIM: MUHUMAIIbHBIH,
00JIbIIIe YeM MUHUMATBHBIH. MUHUMAIBHBIA PUCK O3HAYACT, YTO
BEPOSATHOCTh U MarHUTYJa Bpea WK JUCKOM(OpTa, OXHIaeMas B
HCCIICIOBAHUY HE OOJIBIIE, YeM OOBITHO BCTPEUIAETCS B TIOBCETHEBHOM
JKU3HU WA BO BPEMS TIOTYUYCHUS] PYTUHHBIX GU3NICCKUX WITH
TICUXOJIOTHYECKUX TECTOB. PHCK - 3TO MOTeHIMATHHBIN yIIIepo,
CBSI3aHHEIN C UCCIIEIOBAaHUEM, KOTOPBIN OyIeT paclieHUBAThHCS
3/IPAaBOMBICIIAIIIM Y€TOBEKOM KaK BPEIHBIH TSI 310POBBSL.

2. IoTteHuMaJbHbIi puck. ONHUIINTE MOTCHIUAIBHBINA PUCK, CBSI3aHHBIH C
UCCIIeIOBaHUEM. PUCKH HE TOJNIBKO (GU3HYCCKUE, HO M IICUXOJIOTHUYECKUE,
COIMOJIOTHYECKUE, SKOHOMHUYECKUE M FOPUIMUECKUE. ITO BKIIOYACT
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no0bIe cnenuvecKkre NaHHbBIE IT0 TOKCHYHOCTH, OTMEYCHHBIE B
Oporope rccnenoBatens. Eciy BO3MOXHO, OLIEHUTE BEPOSITHOCTh
TIOSIBJICHHUSI TaHHOTO yIep0a 1 yKaKuTe MOTEeHIUAIBHYI0 00paTUMOCTb.

3. 3ammuTa ot pucka. OnummTe, KaK IUIaH UCCIe0BaHMs OyIeT
3alMIIAaTh W/MIM MUHIMHA3HPOBATh MOTEHITNAIBHBIN PHCK HIIH
muckoM@opT. I[loTeHnnanbHBINH pUCK MITH TUCKOM(DOPT JOTKEH OBITh
MUHMMHU3UPOBaH HACKOJIBKO 3TO BO3MOYKHO ITyTEM HCIOIb30BAHUS
TaKuX Mporuenyp, Kak o0ydeHne nepcoHaia, MOHUTOPHHT, HCKITIOUSHHE
Y4acCTHHKA TIOCJIE TIOTYYEHHs 10Ka3aTelNbCTB HETAaTUBHBIX PEAKIUN HITH
MOOOYHBIX SIBJICHUI; MOKA3aHUS AJIS JICUCHUS, KOHCYIbTUPOBAHUS U
JPYTUX HEOOXOJUMBIX TOCIEAYIOMIHAX [IaroB. YKaxuTe, KTo Oyaer
TUTaTUTD 32 3TO.

4. HoTeHuuaJbLHAA MOJIb3a A YYacTHHKA. ONHIINTE TOTCHIHAIBHYIO
TIOJIb3Y, €CIIN €CTh, JJISl Y9IaCTHUKOB HccienoBanus. Ecim Her
OKH/Ta€MOH TIOJIB3bI, YKaKUTE ITO.

[Inara 3a ygacTue He paccMaTpUBAETCs Kak IOJIb3a.

5. AlbTepHATHBBI JIsl YYACTHHKA. DTOT pa3/ien JOKEH BKIIOYATh
OMMCaHUe AbTEPHATUB, KOTOPHIE MPEAOCTABICHBI ISl YUaCTHUKA,
KOTOPBII BEIOpa He yJacTre B MccieqoBaHum. Ecii 3To CTyneHTHl,
KOTOpBIE MOJTyJaT aKaJleMHUeCKHe KPEINUTHI 32 y9acTHe, OMHUIINTE
aNbTepHATHBHBIE CIIOCOOBI TTOTYYEHHs PABHOIICHHBIX KPEAUTOB.

OnpenesieHne y4acTHUKOB HCCJIeI0BaHUs, HA00P U corJiacue

Ecnu Habop u npenBapuTensHOE COTlache He IPUMEHNMEI, B CIIydae

HCCIIEA0BAHUM HEOTIIOKHON U CKOPON MEAULIMHCKON MOMOLIY WX B

Cllydae M3Y4eHUs YK€ UMCIOIUXCS JTaHHBIX/MaTePHAaJIOB, Bbl MOXKETE

OTBETHUTD TOJHKO Ha MEPBHIA BOIPOC 00 ONpeIeIeHUH OIS IHH

UCCIIEIOBaHUS M OOBSICHUTD, IOYEMY Ha0OP U COorjiacHe He MPUMEHHUMBI B

JTAHHOM HCCJIEJOBaHUU.

1. MeToanbl onpeaesieHusi y4ACTHUKOB M UX Hadopa. OnuiiuTe MeTobl,
KOTOpbIe OYAyT IPUMEHEHHI [T OIIpeIeNIeHHsI 1 Habopa
MIPEATOIaTaeMbIX YYACTHUKOB. DTO METOBI TOJDKHBI 00ECTIEYNTh
KOH(HUACHIINATHHOCTS U OBITH CBOOOIHBI OT MPHUHYkAeHU. Habop
CTYIEHTOB HCCIIEIOBATENS], IOYMHEHHBIX U NAIIHEHTOB
paccMaTpuBaeTCs Kak HOTEeHINAIBHO MPUHYAUTEIbHBIN U TOKHBI OBITH
MPEINPUHATHI MATH 111 MUHUMHU3ALUN PUHYXKICHUS.

2. Ipouecc moaydenus coraacus. OnuimTe, KTo OyAET MoIy4aTh
COTJIacHe M Kak OyJIeT CTPYKTYPHUPOBaH Mporecc HHPOPMUPOBAHHOTO
coryiacusi, 9T00BI CIOCOOCTBOBATh PAIMOHAIBHOMY W BAYMYHUBOMY
MPUHATHIO PELICHNS YIaCTHUKOM/ET0 JIETaNbHBIM IpeACTaBUTENIEM 03
JFOOBIX 3JIEMEHTOB PUHYKJISHHUS WA HacWiIns. TOJBKO Te JIIOIH, KTO
MIePEYrCIIeH B JAHHOHN CEKLIMH, UMEIOT MIPaBO MOydaTh COTIacHe.

3. Cocrosinue yyacTHuka. Eciin He Bce yuacTHUKH OyayT MMETh
BO3MOXHOCTB J1aBaTh HH(QOPMHUPOBAHHOE COTIIACHE, OMUILIUTE, KaK UX
cocTosiHue OyJeT oleHNBAThC. OMUIINTE 0KUTAEMYIO CTETICHb
TIOBPEXKACHNUS, CBA3aHHOTO C X CITOCOOHOCTBIO JIaTh COTIIacHe
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y4acTBOBaTbh B UCCIIel0OBaHUU. MccnenoBanue ¢ T0AbMHU, HMEIOIIIMU
OrpaHNUYEHHBIE BO3MOKHOCTH, IMO3BOJIEHBI TOJBKO Ul UCCIIEIOBAHUI C
MUHHMMAaJIbHBIM PUCKOM MJIM IPSIMOH BBITOJOM.

Ionumanme. Bee nccienoBaTent UMEIOT IOPUINIECKYIO H ATHYECKYIO
0053aHHOCTH YOEANUTHCS, YTO MpEaoIaraeMble CyObeKThI MIIH UX
MPEACTABUTEN UMEIOT JOCTATOYHBIE 3HAHNS U IOHUMAaHHE 3JIEMEHTOB
MH()OPMHPOBAHHOTO COTIIACHS, TIO3BOJISIOLINE UM MIPUHSTH
MHQOPMHPOBAHHOE U OCO3HAHHOE PEILICHNE YIaCTBOBATh WM HET; WIN
MO3BOJIMTH Y4acTHE B UCCIeI0BaHUU. B 3TOM pa3zaerne onummTe, Kak 3T0
OyzeT ompeaensaThCs, 4TO CyObEKT MM €T0 JICTalbHBIN IPEACTaBUTEND
HOHUI IPEJCTaBICHHYI0 HH(OpMaLio. ITOT pa3iesn I0KEH SICHO
OTpaXkaTh aIeKBaTHBIN TIIaH, YTOOBI YJOCTOBEPHUTHCS B MPUEMIIEMOM
ypOBHE IOHUMAaHUS, TIPEXKAe YeM coriiacue OyneT nmomydeno. Ecnu netn
W/WIM HeJleecriocoOHbIe B3pOCIbie Oyy Y9acTBOBATh, 3TOT Pa3/ie
JIOJDKEH TAaKXKe BKITIOYATh CTICIINAIBHBIN IIJTaH JJIS OLICHKH TOHUMAaHHUS
BO BpeMs MOJIYYEHHUS COTIacusl.

®opmsl corsacus. Mzyaute pexomernanuu JK no gopme
unpopmuposannoro coriacus (MC) u tem mynkram C, koTopsie
TpeOyroTCs Ui TOKyMEeHTHpoBaHus. TurynbHas ctpannna UC nomkHa
OBITH OTIIeHaTaHa Ha (pupMeHHOM OJaHKE OT/elNa Wi HHCTHUTYTA.
JlokymeHTHpOBaHHe coryacusi. OTBETCTBEHHBIIN HCIIOTHUTEND HECET
OTBETCTBEHHOCTh 3 IoJIydeHne u JokymeHTuposanue MC ot Beex
cy0bekToB. OnHIIMTE IpoIecc TOKyMeHTHpoBaHus U xpaHenns NC,
€CIIH 3TO eIlle He CAETAaHO B APYIUX pasjernax.

Hena yyactus. Onuiure 1 000CHYHTE CTOMMOCTb Y4acTHUsl JUIs
cyOBeKTa. DTOT pa3zfen AOJDKEH SICHO ONPENeUTh, KTO OyAeT IUIATHTh
3a IpoLEeypbl, CBsI3aHHBIE ¢ HccnenoBanueM. OOBIYHO, CyOBEKTHI HE
JIOJDKHBI IUNTATUTB 32 MCCIIEJ0BAaTENBCKUE MIPOLIETypBI 0€3 MPAMOii
BbIrozibl. HUKakoM miIaTel CO CTOPOHBI YYACTHUKOB HE JIOJKHO OBITH B
ClTydae rpaHTa, KOHTPaKTa WU IPYTUX crocodax (MHAHCHPOBAHUS
MIPOEKTA.

IlnaTa 3a yyactue. OnuimmTe BO3MEIEHHE WIN OIUIATy, KOTOPYIO
noxyyat cyObeKThl 3a yuactue. [lepeuncinre ycinoBus, KOTOpbIE
JIOJKHBI OBITH BBITTOMTHEHBI CYOBEKTaMHU TSI ITOTYYEHHUS OILIAThl WIIH
Bo3HarpaxaeHus. Cymma J0JnKHa ObITh 000CHOBAHA M HE JIOJDKHA
HNPUHYKAATh CyObeKTa sl yuacTust. [ mosrydeHus omnjiaThl
YYaCTHUKY HE HY)KHO Y9acTBOBAaTh JI0 KOHIIA MICCIIEIOBaHUS. DTO
HEOOXOMMO TSI 3alIUTHI €0 TpaBa BEINTH U3 HCCIIEAOBaHHS 03
HaKa3aHMs.
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[puno:xenue 6
®DopMa OLEHKH HCCIeJ0BAHUS

Ne Ilpotokona : Hara (D/M/Y):
Hazpanue :
R License: No:
OCHOBHbBIE HCCIIEN0BATENH:
Wn CTHTYT: Contact No.
Co-uccuenoaresnb( u) : ContactRo.
OO01iee 4ucIo No.of Study site:
HccIe0BaTeNnei
Contact No.
OuHAHCHPYIOIIAs
OpTaHM3aIHU:
TponOILKATETBHOCTH Craryc: | [ |Hoeseni [ |ITosrop. [ ] Hom.
HCCIEI0BAHMS:
Contact No.
OUO peuenszeHTa :
Bup nccienosanus | [_| BMemarenscTso []Pmupem. [ ] Habmoxenue
[ ] lokymeHTEI [ Kmun. []Tenernueckoe
[] Conuonor. onpoc [ Jpyrue
(YKAKHTE). . oeeneeeieanieaneaannns
Craryc OIEHKH: [ ] O6b1uynas [ ] Yckopennas [ ] Cpounas

KpaTKO OIIMIIHXTEC UCCIICOAOBAHUC! OTrMeTbTe COOTBCTCTBYHOIINE ITYHKTBI:

] Panaomusup. ] Crpatuduu. Pangom. [] OrkpsiToe

[] JiBoitnoe cnenoe [ nane6o koHTp. []C neuenuem
[]Hepexpecr. [ ] Hapamn. [ ] pomex.ananus
[] Txanu [ ]1Kposs [ ]Teneruka

[ ] MynbTunentp. [ ] Cxpununr [ ] OnucarensHoe

KOpOTKO IIJIaH UCCJIICA0OBAaHUA U CTaT.METOAbI:
]_[eJ'II/I HUCCIICO0BaHHUA
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OTmeThTE COOTBETCTBYHIIME MYHKTBI

Hpuioskenue 6 (mpoa.)

1

Iemnu

[] gerkue ]

HCUYCTKHC

Uro He0OXOIUMO YITYUIUTh?

Hy»Ho ygactue genoBeka?

[] da [JHer

KommenTapun

MeTopmoorus:

[] uerkas ]

HEYCTKas

Yro HEOOXOUMO YITyUIIUTh?

[IpenBaputensHas uHGOpMALUS U
JIAHHBIC

[] nocrarounas

[ ] nemocrarounas

KommenTapuu:

OreHKa pHCKa U MOJIb3BI
[] npuemnemas

[ ] menpuemnemas

Kpurepun BrurtoueHus
[] cooTBeTcTBYROT

[] He cooTBeTCTBYIOT

KommenTapun:

Kpurepun BoIKiItOUeHHs

[]coots. []ue coots.

KommMmenTapun:
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Ipuso:kenue 6 (mpoa.)

8 | Kpurepun ormMeHsl KommenTapuu:
[ coors. []ne coors.

9 | YuacTue ys3BUMBIX TPy KommenTapuu
L] Aa [] Her

10 | 1oOpOBONBEHOCTD Y4aCTHS KommenTapuu:
[] Aa [] Her

11 | JocratouHo KoJ-BO yyacTHHKOB ? | KommenTapuu:
[] Ma [] Her

12 | Konrponsusie rpymmsl (motace6o?) | Kommenrtapumn:
[] Yes [] No

13 | CooTBeTcTBUE kBanmudukanun | Kommenrtapumn:
OCHOBHOT'O UCTIOJTHUTEJS
(] Aa [] Her

14 | PackpbiTHE WITH JEKIapaIis O KommenTapuu:
KOH(JIUKTE UHTEPECOB
[] Aa [] Her

15 | OcHamenne 1 HHPpaCTpyKTypa KommenTapum:
HCCIIEZI0BATENILCKOTO [IEHTpa
] Coors. []He coors.

16 | KoHcynbranuu ¢ HaceJIeHueM KommenTapuu
[] Aa [] Her

17 | BoBneueHre MECTHBIX KommenTapuu:

HCCHCZ{OBaTeHCﬁ B INTAHUPOBAHUC,
aHaJIu3 U Hy6J'II/IKaLII/II/I

90



[] da [ ]Her

18 | Bkian B pazBuTHe MecTHOU Hayku | KommeHnTapuu:
U METIOMOIIN
[] Ja [ ]Her

19 | Ilosb3a quist MectHOro HaceneHus | KommenTapun:
(] Ja [] Her

20 | Ectp m nono6usie | KommenTtapumn:
UCCIIeI0BaHU/PE3YIIbTATHI
[] da [ ] Her

21 | OrnpaBka TKaHEH/KpOBH 3a KommenTapuu:
rpasuily?
[] Jda [] Her

2 [Ipouenypst nomyuenus UC Kommesrapuu:
npuemiemble?
[] da [] Her

23 | Conmepxanue nokymenra C KomMmenTapun:
[ ] scHoe [ ] Hescroe

24 Cruib nznoxenust UC KoMmerTapu:
[] schbiit [] nesacusrit

25 | Konraktusie mua s | KomMenrapun:
YYaCTHHUKOB
[] Ja [] Her

26 | IIpuBatHocTh/Konpunenunansaoc | Kommenrapuu:
Tb
[] da [] Her

27 | I[IpunyxeHue Il y4acTus KommenTapuu:
[ ] Her [ ] Bepostao

28 | IIpenocraBnenne KommenTapuu:

M€ UL/ TICUXOJIOrHYE€CKOM TOMOIIU
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[]coors. []necoots.

Ipunoxenne 7

29 | Mennomons npu noppexxaeHusix | Kommenrtapuu:
[] coors. [ necoots.
30 | IlpenocraBieHne KOMIEHCALUU KommenTapuu:
[ ]coots. [ ]necoots.
Otuer N0 oleHKe
Jata (JI/M/T)iceiiieeeisecenrsnsoneonnes Ne TIpoTokoma...................
Ha3spanue :

DJIEMEHTHI OLIEHKH

[ Tpunoxens [_| He npuosxkeHsbl

OueHka NOBTOPHOMH 3asBKU

[] Ja [ ] Her

Jara npenpIaymero pacCMOTPEHUS:

Pemenwue : [] Paspemmmts

[ ]Tonars noBTOopHO

[] Paspemuth ¢ KOMMEHTapUAMU

[] He paspemuts

KommenTapu
u

IMoamucs :

Mara:
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3acemanue No.: ........

IIpotokom Ne .........

Pemenne DK

[oviiinn. Hara (J/M/T):

puioxkenne 8

Hazpanue npoTokomna :

OcHOBHOMI
HCCIIEN0BATEND:

HnctutyT:

PaccMoTpenHbIe 311eMeHTHI

[ ] Hpunoxenst

[ ] He npumnoxeHs!

IToBTOpHOE paccMoTpeHue

[] ma

[] Her

Jlata npesIayIero pacCMOTPEHUS:

Pemienue: [ ] Paspemeno (P)[_] Paspemeno ¢ pekomenganusamu (Pek)
[] Hosropuas 3asska (I13)  [_| He paspermeno (HP)
peleHue
Ne. I'ostocoBanme yienoB DK P | Pex| TI3 | HP

IIpumeuanue: P - Paspeweno;, Pek — Paspeweno c pekomenoayuamu;
113 — I[Toeémopnas 3asa6xa; HP — He paspeuerno

TToamice:
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Mpunno:xenue 9

®opma 3agBKHU Ha nonpasku k [N

Homep npoTtokona: [aTa nogauu:

HasBaHue:

®UNO nccneposatens:

MHCTUTYT: TenedoH:

OATA OLOBPEHUA: Homep nonpasku:

OB6ocHOBaHWe nonpasku:

STun TpebyeMoit SKCNEepTU3bl MO MOMpPaBKe: “ ( @opmar: Crvcox

[] YckopeHHast (Hebornblume nameHeHust)

[] NonwHas akcnepTtnaa SK (Gonee CyleCTBEHHbIE U3MEHEHUS UM UBMEHEHUS,
3HAYUTESIbHO MOBLILIAIOLLME MOTEHLNANbHbBIA PUCK AMS y4ACTHUKOB
nccnepoBaHus)

Mognueu:

®UNO nccneposatens

KommeHrTapuu : [ ] YckopeHHast akcnepTuaa [J] Nonxas skcnepTtuaa

OpobpeHo
fata: ......coooeeee
Mpencenatens 3K
3anonHeHo
[ata: ...
CekpeTapb 3K

Homep npoTokona: ...MHCTUTYT...... OOO/goOo-gaa
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Mpunao:xenue 10

dopMa 3aIBKH Ha TEKYIIYI0 IKCIIEPTH3Y

TTPOTOKOJT Ne.:

/L H T

HOMepzl I I

HA3BAHUE:

Hayunsrit KOHCYyBTaHT:

Tpebyemble aeiicTBuS:

Q TIlpomneHue — MPOAOHKEHUE HAGOPA HOBBIX
MalUeHTOB

Q Ilpoanenue — HAGOP NAMEHTOB TOJBKO IS
MOCIIEYIOLIETr0 HAOII0ICHHS

Q  IIpekpamieHne — IPHOCTAHOBKA UCCIICI0BAHMS

VIMern i MeCTo MONPaBKU ¢ MOMEHTA TTOCIIeAHEH
3KCIEePTHU3bI?

Q HET

Q  JIA (KOpOTKO ONHIINTE)

Pe3stome 06 YJaCcTHHKaAX UCCICAOBAHUA:

HpeBbIIHCHl/lC YHclia, yCTAaHOBJICHHOTO SK

Yucio HOBBIX MAIMEHTOB C MOMEHTA
MoCIIeAHeH OKCHEPTHU3BL

OO1ee YKCIIO MALMEHTOB C MOMEHTa
HayaJjia UCCICHO0BaHU

Hckmouenne u3 Habopa
HET

MyXKuHuHBI
JKeHIuHbI

Jlpyrue (ykaxure:

oooo

VS3BUMBIE NALMEHThI
0 Her

QO  Odusuyecku

O MenrtansHo

Q  CouuansHo

VMenu 1 MeCTO U3MEHEHHUS B NOomyJIsAn
YYaCTHHKOB, METOJIaX Habopa MJIH KPUTEPHSX BEIOOpa
C MOMEHTA IOCJIEIHEH SKCTIePTH3bI?

Q Her
Q  Jla (OObsicHUTE U3MEHEHHS B IPUIIOKEHUH)

VMenu 1 MecTo U3MEHEHHUS B mnpouecce UC wmm
JOKYMEHTAllM C MOMEHTa HOCJ’ISHHeﬁ 3KCH€pTl/l3BI?

Q Her
Q  Jla (OObsicHUTE U3MEHEHHS B TIPHIIOKCHHH)

Vimeercs sin uHGOpMALUs B JIMTEpAType WIH U3
JIAHHBIX aHAJIOTUYHBIX HCCIICOBAHHH, COAepIKaIas
HOBbIE (aKThI 0 GanaHce PUCK/TONIb3a, TPeOyIomas
HOBOH oueHku 11 11 BKIIIOYEHHMs TaLlMEHTOB?

Q Her
QO  Jla (0OBACHUTE B IPUIIOKEHUHN)

Hmenu nu MECTO OCIIOKHEHHUS WITH HENIPEABUICHHBIC
SIBJICHUS] C MOMEHTA HOCIIeAHEH IKCepTH3bI?

Q Her
Q  Jla (OGbsicHUTE B PHIIOKEHNH)

Hmeno m MeCTO UCKIIIOYEHHE MALMEHTOB U3
HCCIIEI0BAHUS C MOMEHTA MOC/IeIHel SKCIIepTH3bI?
Q Her

QO  Jla (OObsicHUTE B IPHIIOKEHHH )

Hogblii nccrexyemslil penapat/mpuoop?

O Her O Tpenapar O
O6opynoBaHue
Ne. ...
Hazpanue:
CHOHCOP: wuevivniiiiiiiiiiieienenes
PaspaboTunk:

Honusupyromas paauauus (Pentren, u30Tonsl U T.11.)
Q  Her
O  Tonbko M0 MEAMLMHCKUM HNOKA3aHUAM

Vimenu 11 MeCTO M3MEHEHUs B KOMaH 1€
HCCcIe1oBaTeNel ¢ MOMEHTA MOCIIEAHEH IKCTIepTH3bI?
Q Her

QO /Jla (oObsicHUTE U3MEHEHUS B IIPUIIOKEHUH)

Wmenu m Mecto nsmenenus B koauvectse UL ¢
MOMEHTA MOCIeAHeH SKCepTH3bI?

Q Her

QO Jla (0OBsiCHHTE H3MEHEHHS B IPHIIOKECHHH)
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3ameHa "CCHCHOB&TCH“/H&}"[HOI‘O pyKOBOlI"TeJ‘Iﬂ?

Q Her

Hmeer m MmecTo KOHq)HPIKT HHTEPECOB B KOMaH/I€
HCciIeioBaTeNIel ¢ MOMEHTA HOCIIEAHeH IKCIepTH3bl?
Q Her

QO  Jla (ITpunoxuTte onucaHue)

Hoamucu:

Kommenrtapuii/Pemenne JK :

Omobpeno

3arosHeHO

MHara: ..
PyKOBO}IHTeHB HCCJIICIOBAHUA
Hara: .........oooeni.
Hayuneii koncynemanm
Jata: ..o,
PyxoBoauTens uncTUTyTa
Jata:........coocoeeiiinnnn
Ipencenarens OK.
Jara:.

Cexperapp DK
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IIpunoxenne 11

OTtuer 0 CEPHE3HBIX HEKEJIATCTbHBIX ABJICHUAX

OcHOBHOMI

3asBka No:

LT 1/C10-C1]

..................... IIporoxomn Ne.:

Jlata cooOrieHus

UMIL. ... [ ]mepsuu. [ ] mosTop.
Jlara
BO3HUKHOBEHHS: . ...
CIIOHCOP: e+ttt e e et et e e e e e e e e e JlaTa nepBoro
HCTIOJTb30BAHHS:
HoMep 1 MHUIUAJIBI yHaCTHHKA! Bospacr: ‘ IMyx. ] XKen.

Kparkas ucropus 6one3Hu:

JlaGoparopHble TaHHBIE:

CHA: Jleuenwne:
Pesynbrat: ] BBI3IOpOBIEHHE
[ ] oponomxenue
SKECTh: Ces3p ¢ O UHIT O Ilpu6op O
[] Cmepts Hccnenosanmve

[]Yrposa xu3nu

[]Tocnuramusanus —O snepeeie O
[poJJIeHHE

[ ]WnBanumHoCcTH

] BposkaenHble aHOMAMK

[ Mpyruae........oooeeeiainn..

[ ]He cBazano

[ Bo3moskHO

[ ]BeposaTHo

[] onpenienieHHo CBA3aHO
[ ] He u3BectHO

Pexomennyembie usmenenus [114?

Pexomenngyemsie n3menenus B IC?

[ ]Her [ ]/la, Opumoxuts
TpeIOKEH S

[JHer []/la, npuioxuts
TpELIOKEHHUS
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Mpuno:xenue 12
®opma 3aKJTIOYUTETHHOTO 0TYETA M0 MCCIeJOBAHUIO

Ne I[Ipotoxona: Mpucsoennsit Ne : [ | |/ T H 1]

Hasganue :

®UO uccaenoBaTesisi:

Teu.: ‘ E-mail :

®UO cnoHcopa:

Anpec:

Teu. : ‘ E-mail :

Study site(s):

OOb11ee KONI-BO YYaCTHHUKOB : YuCIIo TpyTIT HAGFOIEHHUS:

Kon-Bo yyacTHukoB, noayuusmunx HHII:

OcHOBHBIE MaTepHAJIbI
HCC/IeI0BAHNSA:

XapakTep J1e4eHus:

Jo3s1 UHII:

IIponomxuTe/ILHOCTD
HCCJIeTOBAHUS

Hean:

PesyabTaTsi:
(ucnonb3yiite
JIOTIOJTHUTEJIbHbIE
JIMCTBI, €CIIN
HEO0OX0/AMMO)

Ioanucek uccjiea0BaTeIs: Jara:
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