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I.OBIIVE TTOJIOXXEHWMA

1.1JlokanbHbll He3asucuMent sTryeckuit xommurer (JIH3K) cozmaercs nmon srunon
(hesepanbHOro TOCYAApCTBEHHOTO OHOIKETHOTO 00pa3oBaTeNbHOTO  YUPEKICHHUS
BBICILIErO o0Opa3oBaHud «PoCTOBCKUHU TOCYIapCTREHHBIN MEIUIIUHCKUH
yHUBepcuTeT» MuHHCTEPCTBa 31paBooxpanenus Poccuiickolt Denepalyu ¢ UENbIO
obecreueHns 6e30MaCHOCTH B OTHOIIEHUY 310POBbsS M 3aIlMTHl IPakJaHCKUX IPaB
UL, MPUHUMAOIIUX YYaCTHe B KIMHUYECKUX HCCIICNIOBAHHAX M UCHBITAHUSX U B
VHBIX HAyYHBIX KCCIEIOBAHUAX, TEMATHKA KOTOPBIX CBf3aHa C HCIOJIb30BAHUEM
NEKAapCTBEHHBIX CPENCTB, OHONOrMYECKH &KTHBHBIX BEILECTB, HCIIBITAaHUU
MEIMIMHCKAX W3eNul, HCHONB3yeMeIX ¢ JedeOHOM W/WIM NUarHOCTHYECKOH
LIeNBIO, KIUHUYECKOH anpobaryeit MeTo0B NPOGUNAKTHKH, THATHOCTUKHY, JISHEHHS
M peabUIuTALMH, & TAKKe PA3PEIleHus CIOKHBIX MOPaNbHO-3THYECKIX npobiem,
BO3HMKAIOILUX BO BPeMsI HCCIEIOBAHMMN U UCTIBITAHUH.

1.2 B croeii nestensuocty JIHSK pyKoBOACTBYETCS CIEAYIOIUMU NOKYMEHTAMM:
oKounctutyuusa P®

XenbcHHCKasA AeKnapanus BeemupHolt Mennimucko# Accoumauuiny, OUHISHINS
1964 1. B COOTBETCTBHY C JIeHCTBYOIIIUM TEKCTOM MEPECMOTPa

Beeobias qeKnapamus o 6uosTrke u mpasax denoseka (FOHECKO)
c«KadecTReHHas KiuHnIeckas npaktukay (Good Clinical Practice, FDA, USA)
*“MesxayHaponHas KoHdepeHus no rapmoruzauum» (ICH, 1996 r.)

oJlupektunsl Coserta u mnapnaventa EC (mampumep, PyKOBOACTBO Miisl “UICHOB
VccrnenoBaTellbCKuX JTHHecKux Komutero, 2010 Pyxosoisiiero KOMHTETa TO
JTHKE)

oPexomenmanuu FDA, EMA

oPyxosozcTa BO3 ¥ Apyrux MEXIyHAPOIHBIX OpraHu3alHi

cPexoMeHIalM} HaydHBIX MEIMIIMHCKUX COOOIIECTB

oDesiepanbHblii  3akon Ne61-®@3 or 12 ampens 2010 rn «OG6 obpauwenuy
MeKapCTBEHHBIX CPEACTB», CTaTh# 38, C MOCIHEXYIOMIMMH OOHOBJIEHUSIMU U
JIOTIOIHEHUSIMHU

oMDeepanpubiii 3axk0H PO «O6 ocHOBaxX OXpaHbl 310POBbs TPAKAaH B Poccuiickoit

denepauum» Ne323 or 21.11.2011 n.



°Haumonansusiit crannapt PO I'OCT P 52379-2005 «Hannesxauast KITMHUYECKast
npaktuka» CGP (2005 r) Good Clinical Practice (yTBepwuen [Ipukazom
DeiepajlbHOrO areHTCTBA 110 TEXHUYECKOMY DPETYIMPOBAHHIO M METPOJIOIHH 0T27
cenTsaOps 2005 r. Ne232-cT)

°PexoMeHIAKUY 110 MTPEIOCTABIEHUIO HHGMOPMALUY O HeONAropUATHEIX MOO0YHBIX
peaKuHsX JTeKapCTBEHHBIX CPEHCTB, BKIOYAs UMMYHOOUOIOTHYECKHE Nperaparsl,
3apeTUCTPUPOBAHHEIX B Poccuiickoli @enepaliit, yTBEp:KIeHHbIe PykoBoautenem
JenapraMeHTa TOCKOHTPONSI JEKAPCTBEHHBIX CPEACTB, H3AEIUH MEIULMHCKOIO
Ha3HauYeHUs, MeTUIUHCKON TexHuku Munsapara Poccuu 26 ausaps 2004 .

o Q0 yTBepKACHUM THUIIOBLIX MpaBuUil OOA3aTENBLHONO CTPAXOBAHUA JKU3HH
M 370pOBbs  MAlMEHTa, YYacTBYIOIIEr0 B  KIHHUYECKHX  HCCISAOBaHHAX
JIEKAPCTBEHHOTO TIpenapara, YTBEP/KIACHHBIE MOCTaHOBICHHEM IlpaBuTenscTBa
Poccuiickoii ®enepariuu ot 13 certsbpsa 2010 r. Ne714

°OG vreepwaenuu IlpaBun Hamnexaumied NPOU3BOACTBEHHOM  MPAKTHUKH,
yTBEPKACHHBIE TMpuKa3oM MMHHCTEPCTBA NPOMBILUIEHHOCTH MW TOPIOBIH
Poccuiickoit @emepanyu ot 14 uons 2013 n. Ne916

°Pemenue Cosera Espasuiickoii Dxonomudecko#t Komuccuu ot 3 HosiOps 2016
Ne79

1.3 B obnacty OHOMEIMIMHCKMX HCCAeNOBaHWN mnpexmMeToM skcnepTussl JIHOK
SBNAIOTCA BCE MCCIENOBATEILCKHE ITPOEKTEl C YYacTHEM JIIOAEH B KauyecTse

WUCIMBITYEMBIX, 4 TAKKE UCCJIEA0BAHUA HA KHUBOTHBIX.

II.LIEJIV JIOKAJIBHOI'O HE3ABUCKHMOI'O STUYECKOI'O KOMMUTETA
2.1.I'apanTupoBarh cOOMIONCHHE 3TUYECKHX CTAHAAPTOB IPH IUIAHHPOBAHHMH H
IPOBENEHUY KIMHUYECKUX UCCIEe0BAHUY ¥ UCIIBITAHUH.

2.2.3alMTUTh BCEX YYACTHUKOB OHOMEHNMUMHCKMX WHCCIENOBAHUM, HCIbITAaHUH
MENHIMHCKUX W3eNUH, WMCMONB3YeMBIX ¢ JHArHOCTHYECKOM w/uiu naedeGHOH
[eJIBI0 OT BO3MOXHOIO yiiepda MpH TPOBeNeHWH KIMHHYECKHMX HCCIeNOBaHUN
JIeKapCTBEHHBIX MTPEnaparoB, CPEACTB MEAUIIMHCKOTO Ha3HAYSHU.

2.3 3alUTUTE TPXKIAHCKKE NpaBa MALMEHTOB IIPH ITPOBEACHUH KIMHUIECKHX



MCCIIEI0BaHHH JIEKAPCTBEHHBIX NIPEHapaToB, CPEACTB MEAULIMHCKOTO HA3HAICHIS.
2.4.006ecrieuaTs COOTBETCTBYE MEKIYHAPOAHBIM H POCCHICKHM 3aKOHOLATENbHBIM
aKTaMm O MOpUIMYECKUX §U ITHUYECKHX MNPHHUHUIAX MEOUKO-OHOIOIHYeCKHX
WCCIie/IOBaHUMN TPY IPUHATHY K PACCMOTPEHHIO U 3alIUTe AUCCEPTallUi, TeMaTHKa
KOTOPBIX CBfI3aHA C WHCIOJG30BAHLEM JIEKAPCTBEHHBIX CPEICTB, METOHOB
IUarHOCTHKH, JI€YeHHUs Y UETIOBEKA.

2.5.006ecneuuTs cOOMIOAEHYE NPHHIUIIOB I'YMaHHOTO OTHOIIEHHS K KHUBOTHBIM TPH

NPOBCACHUH SKCTIEPUMECHTORB U UCCIEIOBAHUN HA JKHBOTHBIX.

[H.OYHKILMA JIOKAJIBHOI'O HE3ABVCHMMOI'O STUYECKOI'O
KOMMTETA

3.1 llonyuenue u paccMOTpEHHE B YCTAHOBJIGHHBIE CPOKM JOKYMEHTAllUM U
MaTepuaaoB OT 3asBUTENEH IJf MPOBEICHHWS 3TUUYECKON sKcmepTusbl. Ilepedens
JIOKYMEHTOB, NpeACTaBlIAeMBIX I YKCIIEpTHOH OLIeHKH, paspadarsiBaercsa JIHOK B
paMKax COOTBETCTBYIOLIEH CTaHAAPTHOH ONEPALlMOHHOMN IPOLIELY PEL.

3.2 TiiarenpHOE  M3y4YeHME HPEACTABICHHBIX HA  OSTHYECKYIO  DKCIEpPTU3Y
JIOKYMEHTOB IJIsi OLEHKH KaK PHCKAa, TaK W OXuJaeMON TI0B3BI U1 YYaCTHUKOB
YCCIIEOBaHNsl, ONpEAE/ICHUS, ABIISTCS M OXMJaeMblii pHCK OOOCHOBAHHBEIM 10
CPaBHEHHIO C MOJIH30U JUIS UCTIBITYEMBIX ¥ HACKOJBKO BaXHA HH(bOPMALIUs, KOTOpas
Gyper nosyueHa Mo pesynbrartam uccnenosanusd. [Ipasa, 6e30MmacHOCTb U 310pPOBBE
UCTIBITYEMBIX SBIAIOTCS MPEAMETOM IEPBOCTEIIEHHOM BaXXHOCTH M JIOJDKHBI
peBajMpoBarh HaJl HHTEpeCcaMy HayKHd U o0miecTsa.

3.3 Beimaua THCHEMEHHOIO 3aKIIOUEHMS € YyKa3aHHEeM OJHOI0 H3 CIeNyIOIIMX
BO3MOJKHbBIX PEIICHHH:

- O6 onobpenur NpOBEIEHHsS KIMHMYECKOTO HCCIENOBaHMS (HCMBITAHUS, HHOIO
HAYYHOT'O UCCIIEI0OBaHMUsA).

- TpeboBsanue O BHECEHMM H3MCHEHMH B INPENOCTABJICHHYIO JOKyMEHTALHUIO IS
OJTyYeHMs paspeilicHns Ha [IPOBEICHHE UCCIIENOBAHUM.

- Orka3 B pa3pelleHUH Ha IPOBEICHUE UCCIIEIOBAHUH.

3.4 Ouenka KBalHU(QHUKALMM UCCIENOBaTENs HAa OCHOBAHWH €ro pesoMe Ha

HACTOSIMH MOMEHT W/HIK APYroi HeoOXONUMON JOKYMEHTALIMH, IIOJIyYE€HHOH 110
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3anpocy JIH3K.

3.5 Paccmotpenrie B mpoLecce HCCIENOBaHHS NOKYMEHTALUMH C  YACTOTOM,
3aBHCSILEN OT CTENEHH PHCKa, KOTOPOMY IOIBEPraroTCsa HCIbITyeMble, HO He pexe
OIHOTO pas3a B Iof.

3.6 JIHOK wmoxer mnorpeGoBaTs, 4YTOOBI HCIBITYEMBIM OBLUIM IIPENOCTABIEHBI
JIOTIOIHUTENbHEIE CBEAEHUS 00 HCC/IeNOBAHUH, €CIH 3TO HEOOXOMUMO I8 3allMTHI
MpaB U 30POBbA UCHBITYEMBIX, & TAKXe 715 TapaHTUH uX 6e30M1aCHOCTH.

3.7B cnydae, Korma comacHeé Ha Yy4acTWe HMCIBITYEeMOTO B KIHHUYECKOM
WUCCJIEIOBAHMY HaeT ero 3aKOoHHBIM npeacraButens, JIHDK nomxen ydeauTescs B
TOM, YTO B IIPECTARIEHHOM NPOTOKOJIE W/WJIK APYroi HOKyMEHTalUH IOJMHOLEHHO
OTpakeHBl 3THYECKHME AacCleKThl J2HHOIO HCCIENOBaHMS MW 4YTO JlaHHas
JTOKYMEHTALIMA OTBEYAST AeHCTBYIOUUM HOPMATUBHBIM TpeOOBaHUAM K IOLOOHBIM
KIUHUYECKUM HUCTBITAHUSIM.

3.8 B ciyuae, ecnu mpOTOKOJ YKa3bIBAeT Ha HEBO3MOJXKHOCTB IOIMYYEHHUS COINIACHS
Ha Y4acTue B UCCIENOBAHUU Y UCHEITYEMOTO HJIM IO 3aKOHHOIO MPeICTaBUTeNs 10
MOMEHTA BKJIOUEHMS HCHBITYeEMOro B uccnenonanue, JIHOK nomxen ybenutbcs B
TOM, YTO B NPENCTABIEHHOM POTOKOIE W/WIK APYTro# JOKYMEHTalUH MOJHOLEHHO
OTPaKEHBI JTHYECKHE aCHEeKThl [JaHHOIC HCCIENOBaHMS M 4YTO JIaHHAd
NOKYMEHTAllMs OTBeUaeT AeHCTBYIOIMMM HOPMATHBHBIM TPEOOBAHHMSAM K IOI00HBIM
KIIUHUYECKUM UCTIBITAHUSIM.

3.9 JIH3K paccMarpuBaeT IOPSAOK ¥ CYMMBI BBILIATBI HCIIBITYEMBIM, YTOObI
yOenuThCd B OTCYTCTBHM KaK HEOOOCHOBAaHHOM 3aHHTEPECOBAHHOCTH, TaK M
NPUHYAACHHUS HCIBITYeMbIX. CyMMEI BBITIUIAT JOMKHBI OBITH MPONOPLMOHATBHBI
NesITeIbHOCTH Y4acTHs UCIBITYEMOrO B HCCIENOBAHMM U HE JOJDKHBI MOJHOCTBIO
3aBHCETb OT TOTO, YYACTBOBAJ JU MCOBITYEMBIM B UCCIIEOBAHUH B TEYEHUE BCErO

YCTaHOBICHHOIC IIPOTOKOJIOM CpOXa.

IV. COCTAB JIOKAJIbHOI'O HE3ABUCHUMOI'O 3TUYECKOI'O KOMHUTETA
Y ITOPAIOK ET'O PABOTHI

4.1 B coctaB JIHOK [0MKHO BXOLUATH [JOCTAaTOYHOE YHCIIO JIMI, O0IajarolnX

HeoOXOMUMBIM OITBITOM ¥ KBaTU(UKalMel 1S 3KCIIEPTHOU OLIEHKM Hay4YHBIX
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MEIMUUHCKUX ¥ 3TUYECKHUX aCIEKTOB ILIAHHPYEMOI'0 HCCIIeOBAHMS.
4.2 B xonuuectBerHoMm oTHowieHuu JIH3K nomxeH cocrosTh He MeHee, YeM H3
MSITH YUaCTHHKOB, IIPH 3TOM HHTEPECH! HE MEHee, Y4eM OJHOTO JIULIA MOJI/KHEI JIEKATh
BHEe c(epsl HAayKd W KaK MUHUMYM OJUH YYaCTHMK JO/DKEH HE 3aBHCETh OT
OpraHHu3aLllK/HCCIeI0BATEILCKOI0 LIEHTPA.
4.3 B uuncno yyactaukoB JIHDK momkHBI BKItOUATHCS MpeacearTelib, 3aMeCTUTEND
npejcenarens, cexperaps 1 wiens! JTHOK.
4.4 [nvrensHocTh mpedbiBanus uneHoB B JIHOK orpanuwyena martero romamu (c
MOCHEeNYOIIMM BO3MOKHEIM NPOJOHTAPOBAHHUEM KX MOIHOMOYUH). ToNbko 4ieHEI
JIHOK, He sBIAIOLIMECS COTPY[HHMKAMHU HCCIEAOBAaTeNsl WM CIIOHCOpPa, MOTYT
NMPUHUMATE YYaCTHE B TONOCOBAHMH II0 BOIPOCY pa3pellieHHs Ha IPOBEICHHE
KITHHUYECKUX HCCIIEOBAHUH.
4.5 JIH3K moxer npuderars K NTOMOLIA HE3aBHCUMBIX 3KCIIEPTOB I10 CIIELHATLHBIM
BOIIpocaM, Oe3 rmpasa y4acTHs B T'OJIOCOBaHUH.
4.6 B orcyrcrBue npencenarens JIHOK 06g3aHHOCTH mpencenarelis UCIOIHIET €ro
3aMEeCTHTEb.
4.7 Munumansaoe xonudecTso wieHos JIHOK, KOTOpEIe HOMKHBI MPHCYTCTBOBATH
Ha 3aCeNaHMM A8 TOro, 4TOOB! €r0 pellleHUs CYUTANNCh IIPaBOMOYHEIMH (KBOPYM),
COCTaBIIsleT He MeHee TIOJJOBUHBI OT OOILEro YUCa WISHOB.
4.8 Ipunarue peiedus JIHSK ocyiiecTengerca npocTeIM OONBITUHCTBOM I'OJIOCOB.
B ciyyae paBeHcTBa TIOJIOCOB IMPUHATBIM CUUTAETCS pelleHHe, 3a KOTOpoe
MPOroJIOCOBAIl MIPEACE/1aTeNIbCTBYIOHIUM Ha 3aCeIaHUH.
49 Unenwnt JIH3K o0s3ansr cobmronath KOHOWASHIMANBLHOCTE HHMOPMAIUH
MOMY4YeHHOM B XO€ STHYECKOH SKCIIepPTH3EL.

4.10 Cocras JIHSK yTBepxaeTcs MPUKA30M PEKTOPA.

V.CTAHJAPTHBIE IMTPOLIEIYPbI

5.1JIH3K gnomxen pa3paborars, HOKYMEHTAIbHO OGOPMUTE M cOOMIOAATH
cTaHIapTHbIe NpOLeyphl, periaMeHTUPYIONIHE W BKIKOYAIoIIHe B ceds:

5.1.1 Cocras JIH3K.

5.2 IlnanupoBanue ¥ NpoBeaeHUe 3aceadul, onoselieHue wieHoB JIHOK
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5.1JIHOK pomxeH paspaboTaTb, AOKyMEHTalbHO O0GQOpPMUTh M COOMIONATh
CTaHJapTHbIE MPOLIEYPHI, pENIAMEHTHPYIOLLME U BKIIOYarolye B ceds:

5.1.1 Cocras JIH3K.

5.2 [lnanupoBaHue U NpoBeeHUE 3aceanuii, onoseleHye wieHoB JIHOK

0 MPEACTOSALINX 3aCeIaHusIX.

[Topsiiok npencrasieHys JOKYMEHTOB Ha pacCMOTPEHHUE; IEPBUYHOE U MTOBTOPHOE
paccMOTpeHHe OKYMEHTALWH 10 UCCIIeNOBAHMIO (UCTIBITAHHIO).

5.4 TleprooM4HOCTE NMOCHEAYIOLEro HaONMIONEHUS U PAacCMOTPEHUs MaTepuasoB
0100pPEHHOr0 KIMHUYECKOrO UCCIENOBaHKdA, UCIBITAHMS MEIMUHHCKUX H3JIETHH
UJIM anpodaluu.

5.5 DkenepTy3a AHMCCePTALMOHHBIX padoT, MHULIMATUBHEIX HCCIIE0BAHMM, HAYYHBIX
IPOEKTOB.

PaccmoTpeHue 110 yIpoLieHHO! IPoLEAype U YTBEPXKIeHHEe H3MEHEHUH POTOKOIIA
B XOJie HCClIeIoBanus, panee pazpewerHoro JIHOK.

5.7 Tlpouenypa U3BeILLEHNs 3asBUTENS O [IPUHATOM PEIIeHHH.

5.8 Tlopsiiok noaavy anesuisiiy.

9 JlokymeHTaLKs U apXHBUPOBaHHUE IOKYMEHTOB.

JIHOK peiicTByeT B COOTBETCTBHM ¢ YTBEPKIEGHHBIMH CTaHIAPTHBIMHU
MpoLenypamMy, BeleT MIOKYMEHTAlMI0 O XOZe BHIIOJIHEHUS CBOeil paboTEl,
cobmonaer npunnunsl GCP # nefcTByol#e HOpMaTHBHbIe TPeOOBaHNUs, OTpaXaeT
CBOIO JIESITEJIBHOCTS B €KETONHBIX OTYETaX.

B ciy4ae HeoOXOIMMOCTH CTaHIapTHbIE ONepalMOHHBIE IIPOLELYPBl MOTYT OBITH
repecMOTPEHB! UIIH JOIIOIHEHEL.

VI. ZOKYMEHTAITHWA

6.1 JIHOK pomnskeH XpaHUTb OTHOCSLIYIOCS K HCCIENOBAaHMIO JTOKYMEHTALMIO HE
MeHee Tpex JieT [Ocie 3aBeplleHHUs HCCIEeNOBaHWsS M INPENOCTaBIATE €€ II0
TpeOOBaHUIO pa3pelluTeNbHBIX HHCTaHUMM ¢ coOmofgeHueM TpedOBaHWY
3aKOHOHATENLCTBA  Poccuiickodt  @Denepalrd O [EPCOHANBHBIX  JaHHBIX,
KOMMepUeCKOl, rocyIapCTBEHHON U WHOM OXpaHsSIEeMOW 3aKOHOM TalHe.

6.2 UccnenoBareny, CIIOHCOP, IPEACTABATENH pa3peLIUTEIbHBIX HHCTAHIIUI MOTYT

zanpocuts y JIH3K ero cranmapTHbie Ipoueayps! U CHHCOK €ro 4WICHOB.
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CranjaprHble onepalHOHHEbIE NPOHeAYPhI
1. Cocras JIHDOK

1. B cocras noxajibHOro HezaBucuMoOro studeckoro xomurera (JIHOK) nomxsHO
BXOJUTh JOCTAaTOYHOE YHUCHO JML, OONajaroliuX HEeOOXOAUMBIM OIBITOM U
KBanubukanueil s S3KCIEPTHOM OEHKH HAY4YHBIX MEIUIUHCKHX M ITHYECKHX
ACIMEKTOB IUIAHUPYEMOTO HCCIIEIOBAHMUA.

1.2 B xonuyectBeHHOM otHomeHud JIHSK momxeH cocTodTh HE MEHEE, YeM M3 IIATH
YHaCTHHUKOB, IIPU 3TOM HHTEPECHl HE MEHEee, YeM OJHOTO JIMLA JOJIKHBI JIE)KaTh BHE
ceppl HAyKM ¥ KaKk MWHHMYM OJMH YYaCTHMK [JOJDKEH HE 3aBHUCETh OT
OpraHu3alii/UCCIeI0BaTeIbCKOIO LIeHTPa.

1.3 B uucno yuactHukoB JIHDK nomxHBI BKIXOYATHCS IIPEICENATEND, 3aMECTUTEIND
npeacenarens, cexperaps u uiensl JIHSK.

1.4 JinurensHOCTs mpebbiBanus 4ieHoB B JIHOK orpaHudeHa NsThiO rojaMu (cC
TTOC/IEAYIONMM BO3MOXXHBIM IIPOJNIOHTUpOBaHUEM WX moiHoMouui). Ilpencenarens
JIH3K u ero 3amecTuTellh HA3HAYAKOTCS HA CPOK He Oosiee 5 JeT ¢ BO3MOXKHOCTBIO
npoanenus nonHomoyuit. Cocras JIHOK u IHonoxenue o JIHIK ¥ yTBepxknaiorcs
[PUKA30M PEKTOpa.

1.5 Tonesxo unensl JIHOK, ve spngromuecs COTpYAHHUKaMM HMCCJIENOBATENS MU
CMOHCOpa, MOTYT MPWHUMATh Y4acTHE B FONOCOBAHWY IO BONPOCY Pa3spelIeHus Ha
NpOBEJIeHNE KIMHUYECKUX UCCIIeHOBaHNUH.

1.6 JIH3K moxeT npuderars K IOMOINM HE3aBMCHMBIX 3KCIIEPTOB MO ClEHHalbHbIM
Borpocam, Oe3 rpaBa y4acTusi B TOJIOCOBAHKH.

1.7 B orcyrcraue npeacenarens JIHOK obszanHOCTU Npesicenarelis UCTIONHSIET ero

3aMECTUTEIIb.

2 HDDHHOI{ HA3HayeHdus] 3acelaHuM, OMOBELIEHHS E€ro 4YiIeHOB O MpencTOosIIMX

3aceaHusIX, a TAKXKE OpPraHu3aluy 3acelaHuid

2.1 JIH3K mnpoBomuT 3acemaHus 0o HeoOxoxaumocT# (mepBuvHOE oOpalleHue
CIIOHCOpa, KOHTPAKTHOMH OpraHM3alliy WM OTBETCTBEHHOIO HCCIIEOBATENs), HO He

peXxe OAHOTO pa3a B MCCAL, 3a HCKIKYCHMEM OTIIYCKHOIO II€pHoLa (H}Oﬂb - aBFYCT).
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TouHass f1ara OYepeiHOTO 3aCENAHHS W BCE W3MCHEHMS B rpauke 3acenaHuit
AOBOAATCS 10 CBEACHMS MCCIENOBATENCH.

2.2 Cexperapp JIHOK onopemaer Bcex wieHo JIHDK o gpare u BpeMeHH
MPOBEACHUS 3aCCaHMs U €ro MOBECTKE He MO3nHee, YeM 3a 5 pabouux mHeil 10 ero
POBEACHUS.

2.3 MununmanbHoe KomugecTBo wneHoB JIHOK, koTopbie 10MmKHBI IPUCYTCTBOBATE HA
3aCeNlaHuM UL TOTO, YTOOBI €r0 peIlieHMs CYUTAIUCh IPaBOMOYHBIMH (KBOPYM),
COCTAaBJISIET HE MEHEE MONOBUHBI OT OOIIIEr0 YKCIia YIEHOB.

2.4 Ilpunsarue pemwenus JIH3K ocymecTrnseTcs mpocThIM GONBIIUECTBOM T'OJOCOB.
B ciyyae paBeHCTBa TrONOCOB IPUHSTBIM CYHTAETCS DELIEHHE, 3a KOTOpOe
[IpOrosiocoBal NpeACceiaTeNbCTBYIONINY Ha 3aCeIaH M.

2.5 B cmyyae HeoOxommmoctd Ha 3acemanue JIHOK wmoryr npumiamarscs
NpEeNCTaBUTENM OpraHW3allUu-3asgBUTENS], 3aKa34uKU (CIIOHCOPHBI), HCCIIENOBATENH
A OpeacTaBieHHMs MHQOPMAaUMH 1o JO0BIM  ACHEKTaM  HCClefoBaHMf,
HEeOOXOAMMBIM IS IPUHATHUS pelieHus, 0e3 nmpasa COBEIATeIEHOro rojoca.

2.6 Jlo navyana 3acenanus M B xome ero wieHsl JIHOK Moryr o3HakoMuThcs ¢
MpefCcTaBICHHBIMY 3asiBUTEIEM MATEpHalaMu HCCIIeTOBaHNS.

2.7 Ha 3acemanuu JIHOK npencrapineHHbIe Ha SKCIIEPTU3Y MAaTEpPHAIE KIMHAYECKUX
WCIBITAHMM  NOKJIanbiBaeT  ymonHomodeHHbI  wieH  JIHOK,  mompobro
O3HaKOMHMBILMIHCS CO BCEMH MareprajaMu. HeKOTOphlE BOMPOCHI WCCIENOBAHMS
MOXET OCBETHUTH IPUITIALICHHBIN Ha 3acelaHMe OTBETCTBEHHBIM HCCIeOBaTeNb II0
TUIAHUPYEMOMY UCCIIEI0BAHUIO.

2.8 Pesynsratel sKCcnepTH3bl paceMarpusatores Ha 3acenanusax JIHOK ¢ npunsituem
OTHOTO U3 CIEAYIOLINX PelIeHuH:

- 3aKsTIoueHre 00 o1o0peHy NPOBENEHNS KITMHUYECKOro UCCIIeIOBAHUS;

- 3aKJIIOYEHHE O HEBO3MOKHOCTH OAO0pEHUS KIMHUYECKOTO UCCIIEOBAHMS,;

- PEKOMEHIalU¥ O BHECEHHH U3MEHEHHWM B MPEACTaBICHHBIE HOKYMEHTHI IS 1eliei
nocjeAyolled BblAaY¥ 3aKimoueHus 00 oxoOpeHHUW NPOBEACHUS KIHHHYECKOTO
WCCIIeIOBAHMS;

2.9 lloBropHoe paccMmoTpeHrie nokyMeHTOB Ha 3acemanuum JIHOK ocymecteasercs

[IOCJIC YCTPaHCHHA 3ajiBUTCICM OTMECYCHHBIX YICHAMH JIHOK 3zamevanuii unu



[IPpeCTaBIeHUs AOMOTHUTENbHOM NOKYMEHTAIIHH

2.10 Ecmu pemenne JITHOK npuusto He enunortacHo, ocoboe MHEHMe MEHBIIMHCTBRA
unedoB JIHOK sanuceiBaercss B IlpoTokone 3acenanuss W JOBOAMTCS TIPH
HeOOXOIMMOCTU [0 CBEeJIeHHS HCCIeNOBaTeNss BMECTE C pelIeHHeM, IPUHSTBHIM
HonsuHEcTBOM YieHoB JIHSK.

2.11 Bce 3acemanus JIHOK npotoxonupyiores. [Iporokon Bemer cexperaps JIHOK

iy ynoinHoModeHHbiH ynesd JIHDK.

3.“0[)31[()1( NpeAcTaBlICHKA NOKYMEHTOB Ha paCcCMOTPCHHUC

3.1 JlokymeHTauus Mo nuaHupyeMoMmy uccienosanuro nogaercs B JIHOK or nuua
3a4BHMTENS, HECYIIEr0 OTBETCTBEHHOCTh 32 Hay4Hbid, OpraHW3alMOHHBIA M
STAYECKUN ACIEKTBl WUCCIeOBAHUS. 3aJBUTENEM MOKET OBITb BeAyLIMi Bpay-
uccnenoBaresns 0a3bl UCCIEAOBAHMUS.

3.2 Jlocse MO TUIAHUPYEMOMY HCCISIOBAaHHUIO, NPEACTaBNsgeMOe B LEIIX €ro
STUYECKOW SKCTEPTU3bl, JOIDKHO BKJIIOYATh BCE IOKYMEHTBI, HEOOXOIHMBIE W
CYIIECTBEHHbIE [UISl MONHOLEHHOM 3THYECKOM OSKCmepTh3bl. [{OKyMEHTBI JOKHBI
OBITH MpeacTaBieHbl B OymakHOM GopmaTe W/UAW 3JIEKTPOHHOM HOCHTENe |
MPEIOCTABISAIOTCS B OJHOM 3K3EMILIAPE.

3.3 Cexkperaps JIH3K ocymecTsiseT perucTpanuio T10KyMEHTOB, II0jaBaeMbIX Ha
pacCMOTpEHHE.

3.4 Cpoku u ajpec NpencTaBieHUs: ToKyMmeHTsl noparores B JIHOK He mosxwee,
yeM 3a 7 pabouux AHEH 1O OYEPENHOTO 3acelaHus KomMuTeTra 1o axpecy: 344022 r.
PoctoB-Ha-Jlony nep. HaxuueBanckui 29.

Tpencenarens JIHOK: 1ilaroxun FOpuit Bacunsesuy, ten. +7(863)250-41-74.
3am.npencenarens JJHOK Biacosa Buxropus HukonaesHa, Ten. +7(863)2504163.
Cexpetaps JIHOK: Cumonsis Kapuns Bnagumuposna, Ten. +7(863)250-41-91.

4. Iops ok NepBUYHOIO pacCMOTPEHMUS JOKYMEHTALMHU 110 HCCIEAOBAHUIO

4.1 HOK}JMEHTEIHHH M0 TMJIAaHUPYEMOMY KIUHHYCCKOMY HCCNIEO0OBAHUIO JOJIKHA

BKIIHOYAaTh CJICOYROIICE!

® 3asdABlIICHHE I[JIaBHOTO HCCICHOBATEId C HpOCBﬁOﬁ PaccMOTPETE BOIIPOC O

NPOBCHCHHU HCCICIOBaHUA. B 3asBlIeHUU OpUBOOUTCS IIOTHOC Ha3zBaHHUC MMPOTOKOJIA



HACCJIEIOBaHuS;

. paspeureHue MuHucTepcTBa 3apaBooxpanenns PO,
° TPOTOKOJ WCCIIeIOBaHUS co BCEMH CYILECTBYIOLIMMHU

JOII0IH EHUSIMHI/U3MEHEHUSAIMHU K HEMY;

o 6pouopa uccienosarelsi ¢ uHGopMaHed o 6e30MacHOCTH JIEKApCTBEHHOTO
CpeiCcTBa;

e dhopma nHPOPMUPOBAHHOTO COIMIACHS NallMeHTa | BCE TIONPAaBKX K Hell;

. CBeICHMS O MEQWIMHCKHX OpraHW3aiuix, B KOTOPBIX TNpearnoiaraeTcs

MpoBeieHHEe KIMHUYECKOTO UCCIIe0BaHNS;

s  CBeleHMs O IpeAnoaraeMbiX CpOKax IMPOBENECHUS KIMHHYESCKOTO HCCIEN0BaHuS;
° HayqHas Ouorpadusi INABHOTO HCCIEXOBATENs; CBEJEHUs 00 OmbITe paboTs!
JcCieoBaTeNell 10 COOTBETCTRYIOMIMM CIIENHANBHOCTSIM M HX ONBITE paboThl MO
IPOBENEHHIO KINHUYECKAX UCCIIENOBAHKH;

° uHpOpMalLlUs O CTPAXOBAaHHMM YYACTHHUKOB MCCIENOBAHMA, KONUM OroBOpa
00s13aTeILHOIO CTPaXOBaHUS,

° uH(bOpMaLHs O JEKAPCTBEHHOM IIpenapare;

° mobbie  Jpyrye ONpeieleHHbIE 3apaHee OOKYMEHTBbl, KOTOpbIE MOTYT
norpedosarses JIH3K 1uis1 BeITOTHEHNS €10 00s3aHHOCTEH.

42 JlokyMeHTauusi MO [UIAHHPYEMBIM HCCHEJIOBAHMAM NOIDKHA IPOXOOHTH
SKCIIEPTHYIO OLEHKY C TOYKH 3pEHHs COOTBETCTBMS MpaBHUJam GCP, cobnroneHus
WHTEPECOB ¥ MPAB BCEX YYACTHUKOB UCCEN0BAHNS, OOIIENPUHATBIX STHYECKNX HOPM
B X0Je obcyskaenus Ha 3acenanuu JIHOK.

4.3 DTHuecKas DKCIepTH3a IMpPeJCTaBIEHHBIX TOKYMEHTOB OCYMIECTBISIETCA MyTEM
KOJJIErMANbHOro OOCYXKIEHUS ¥ OTKPBITOrO TONOCOBaHWSA Ha 3acelaHHu JIHOK.
[IpunsToe pelleHne GUKCUPYETCs B MIPOTOKONIE 3acelaHus JIHBK.

4.4 HepmonycTumo BKITIOYeHHe CyOBEKTOB B HCCAENOBAHKE [0 MNOTYyHCHHS
nuceMeHHoro ofodperus JIHOK Ha IpoBeNCHUE UCCICIOBaHMS.

4.5 JIHOK yuenser ocoboe BHUMAHUE TEM HCCIELOBAHMAM, B KOTOPBIE MOTYT OBITH
BKITIOUEHB] YA3BUMBIE UCTILITYEMbIE, TO €CTh JIMI@, Yb€ JOOPOBOMBHOE COTNache Ha
yuyacTHe B KJIMHAYECKOM MCCIENOBAHUU MOXKET OBITH PE3yIbTaToM UX Ype3MepHOH

3aUHTEPECOBaHHOCTH HIIH CaHKIUA CcOo CTOpPOHBI PYKOBOACTBA B CJIy4ac OTKa3a.
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KpoMe TOro, K Ys3BHMBIM HCOBITYEMBIM OTHOCATCS OOJIbHBIE HEW3JICUUMBIMU
3aboneBaHMsMHU; JMLA, COAepxallhecs B JAoMax mpecTapenslx; Oe3paboTHeie H
MajoobecriedeHHble; TAallMeHThl B HEOTIOKHOM COCTOSHHMH; MPEACTaBUTEIH
HallMOHAJIBHBIX MEHBIIMHCTB; Oe3noMHEIe, OSKEHIIbl; HECOBEPILICHHONETHYE, a TaKKe
NIMILa, He CrIocoOHbIe AaTh HHQOPMHUPOBAHHOE COITIacHe.

4.6 Ecnu mpoTOKON IMPedycMaTpuMBaeT HEBO3MOMKHOCTH ITOJNyYEHHMS COIVlacHs Ha
y4acTHe B WCCIIEHOBaHUA Y CyOBEeKTa MIH ero 3aKOHHOIO MPEACTaBUTENS 10 MOMEHTA
BKIIFOUeHUsT cyObexkTa B wuccnenosanme, JIHOK nomxen ybeautses, 4TO
[IpEeCTAB/ICHHBIA MPOTOKON WX Apyras MOKYMEHTALUs COOTBETCTBYET 3THYECKHM
HOpMaM W HOPMATHMBHBIM TpeOOBaHWSIM U TaKMX MCCNENOBaHHA (Hampumep, NpH
HEOTIOXHBIX COCTOSHUAX).

4.7 PellieHue MOKET CONEPIKATh:

- 0/00peHKe [POBEJCHUs KIMHUYECKOrO0 WCCIEN0BaHMs (HCIBITAHUS, HHOTO
HaYYHOIrO KCCIEI0BaHUA);

- peKOMEH/Iallu¥l O BHECEHWUM M3MEHEHHH B MpEICTaBleHHbIe NOKyMEHThI AJisi LeJeH
MOCHEeNYIOIIEH BbIIaYM 3aKioveHuss 00 onoOpeHWM NpPOBENCHHUS! KITMHHYECKOro
KCCIeOBaHUS;

- OTKAa3 B pa3pellcHUH Ha IPOBEJIEHUE KCCIIE0BAHMUM.

5. IleproaMYHOCTE HMOCIESAVIOMIETO HaOmoAeHUss W pPacCMOTPEHMs MarepualioB

0100peHHOro KJIMHAYECKOTO KCCIEN0BanKs, UCIIbITAaHWA MEAUITMHCKHX WU3ACJIUN WU

anpodanuy

5.1 JIHDK ocyuiecTBIseT IOCTOSHHOE 3THYECKOE COMPOBOXKIEHHE, MOHHTODHHIL,
nocieayiollee HaOMIONEHWE W IIEPECMOTP MATepHaloB ONOOPeHHOro paHee
KITUHUYECKOTO MCCIIEIOBAHMUS, HCIIBITAHMS MEMULUHCKUX 346Ut nin anpobauuy.

5.2 Ha ocHOBaHMM JAHHBIX ¥ MaTE€pHanoB, IIONY4YaeMBIX B XO[E€ HCCleNOBaHufA, a
TakKe 0NpW nonydeHud WHGOpManEd 00 HKCHONB3YeMbIX B HCCIENOBAHHMH
NeKAPCTBEHHBIX ~ NPENapatoB, OWONOTHYECKM aKTHBHBIX [J00aBOK, CPEACTB
MEIMIMHCKOTO HAa3HAYEHHs] U3 APYTUX MCTOYHUKOB, €CIIM TaKHe CBEIEHHA KacaroTCs
W3MEHEeHHs] COOTHOIIGHHS MONb3bl M pucka s ucmbityemslx, JIHOK npunumaer

pCUICHHA 00 OﬂOﬁpeHHH JlalIbHEMILIETO IIPOBEHCHNKA 3TOTO UCCIIEAOBAHNA.
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5.3 JIHOK ocyllecTBiseT MOHWTOPHHI 33 XOIOM WCCIIENOBAaHMS HA OCHOBAHUM
NPOMEKYTOYHBIX OTYETOB O XOJEe WCCliefoBaHMS, npenoctaBmsieMbix B JIHOK me
peike OIHOro pasa B rof. [IpomexyTouHble OTYETHI O XOHNE KCCIIEIOBAHMS JOKHBI
COMEpXaTh CIENYIONLYIO HH(GOPMAIHIO, HO He OTPaHHUMBATECS €I0:

- CBEIIEHUs 0 HabOpe UCTIBITYEMBIX;

- uHGMOpMAIHIO 0 Havyalle HCCIIEI0BaHMS;

- cephe3HbIe ¥ HeTpeaBUIeHHEIe TO00UHBIE 2P PEKTEL;

HUCKIKYCHHE MMAallHEeHTOB M3 UCCJICNOBanA,

M3BECTHBIE OTKHOHSHHS[.fHapYIHQHHH, JONVIIEHHBIC B X04€ UCCIICOOBaHHA,

HOBBIE NaHHBIE, KaCarOUIHecs He30macHOCTU penapara.

5.4. JIHOK ocymiecTBiseT MOHWTOPHHI 32 XOIOM MCCIIEIOBaHHS Ha OCHOBaHUHU
coobuiennii 06 W3MEHEHHsSX B XOJE WUCCIELOBaHMS, O CEPhE3HBIX HE)KeIaTelIbHbIX
SIBJICHUSX U HENPeABUIEHHbBIX T0OG0IHBIX 3(deKTax.

5.4.1 O6s3arensdomy ysenpomieruro JIHOK (napsiny ¢ uHbOpMHUPOBaHUEM CIIOHCOPA
B COOTBETCTBMM C TpeOOBaHWSIMM IMPOTOKONA WCCIENOBAaHUs) IIOIJIEKaT BCE
HEKeNaTebHble COOBITHS, 3apEeTHCTPUPOBAHHBIE B JaHHOM HCCIIENOBATENbCKOM
LIEHTPE U pacleHeHHbIe Kak CEPbE3HBIE, T.€. BCE KIMHHUYECKHUE NPOSABIEHHS, KOTOPbIE:
- NPUBOIAT K CMEPTH;

- TIPEJICTABISIOT YTPO3Y ISk XKU3HH,

- TpeGyIOT rocnuTanu3auy aubo ee NpOTICHNUS,

- TIPUBOJIAT K CTOMKOM WITU BBIpa)EeHHOH HETPYNOCIIOCOOHOCTH Wil HWHBRITMIHOCTH
5.4.2 Tlpu pa3BATUH CEPHE3HOTO HEKENATeNBHOro co0bITUs B LieHTpe ncenenosaresb
B TeueHue 3 gHe# nomxed yBegomuts JIHOK muceMOM, BKIIIOYANOIIMM KpaTKoe
onucaHue coObiTUS W (QOpPMY  CEphEe3HOIO  HEXEJIaTelIbHOTO  SIBICHHS,
MPEeNyCMOTPEHHYO IIPOTOKOIOM UCCIIENOBAHMS.

[Ipy HeoOXOAMMOCTH  HCCIENOBaTeNh 00s3aH  OPENOCTaBUTh  MOAPOOHBIN
MACBMEHHBIH OTHET C ONMCAHMEM CEPbE3HOTO HEXKENaTeIbHOTO COOBITHS HE MO3HEE
15 nHeit co HS Pa3sBUTHUS IIOCJEIHETO, 4 TAKKe [0 TONyYeHHH MH(OPMALUK O ero
ucxone  (OKOHYaHWE  TOCIMTANM3ALMU, PA3BUTHE  OCJIOKHEHWH,  IIOJIHOE
BBI3ZIOpOBNIEHHE WU cMepTs OombHOro). JIHOK moxer OwmiTh 3arpeboBana

JOIIOJIHUTEIIbHaA HH@DPM&HHH O CEpbe3HOM HEXKEIaTe/IbHOM SABJICHHH, BKJIIOYas



J@aHHbIe [OMONHUTENbHBIX MCCIESNOBaHKY, BBIIHUCHBIE U IOCMEPTHBIE SMUKPU3EL,
MIPOTOKOIbI BCKPBITHS.

5.4.3 ObszarensHomy ysenomienuio JIHOK B cpok He mosmHee 3 el momiesxar
CBEICHUSI O pasBUTHH HENPENBHAEHHBIX TMOO0YHBIX 3((EKTOB HCCIeIyeMOro
npernapara B JaHHOM LIEHTpE (T.e. HeXenarelbHble, pPacleHEHHBIE HCCIeN0OBaTeleM
KaK HeNpeIBUICHHBIE ¢, BO3MOXXHO, CBs3aHHBIE C YHOTpeOleHWeM HaHHOIO
nperapara B pasButuu nodouroro sddexra). JIHOK octaBnser 3a coboit mpaso
3aTpeboBaTh AONMOIHUTENBHYIO UH(YOPMALIKIO s PEIISHHUA BOTIPOCa O BO3MOXKHOCTH
NPOAOKEHMS MCCIEI0BAHMS B LIEHTPE.

5.4.4 Coobuenus no 6e30mnacHOCTH, CBA3aHHBIC C NPEABHACHHBIMH CEPhE3HBIMU
HEKeNaTeNbHEIMY SBACHUAMY, CEPLE3HBIMU HEXENATeIbHBIMU SBIEHUSIMHU, KOTOpbIe
HE CBf3aHbl C MCCIEOYEMBIM IPOLYKTOM, HE3aBUCHMO OT TOTO, SBISIOTCS JIM OHHU
NPENBUACHHBIMM MJIA HET, [OJDKHEI [PENOCTAaBISTECA NP YCIOBHH, 4YTO
nylaHupyeMas IUIMTENBHOCTh HCCIIENOBaHKS COCTaBUT Oosee 12 mMecsiiie, OMuH pa3 B 6
MECSIIEB, [IPK YCIOBUH UIMTENBHOCTH KCCIenoBanus MeHee 12 mecsies - 1 pa3 B 3
Mecsa.

5.4.5 B cOOTBETCTBHHU C OLICHKOH 3HAYMMOCTH, COOOIEHUSI MOTYT OBITH MPUHATEI K
CBEACHHUIO. B OTHENBHBIX CiydasiX, 3acIyKUBAIOUHX 0C000r0 BHHUMaHUSA C TOYKH
3peHHUs] Oe30MacCHOCTH HCHBITYEMBIX M HW3MEHEHUA COOTHOIIEHUS PHUCKA U TOJb3bI
Y4YacTHs B HCCJIEIOBAaHUHM, COOOIIEHHUS BBIHOCATCS Ha OOCYXKIEHHUE HA 3aCeNaHuu
JIHOK, u nmo HMM #DpuUHUAMAIOTCS OCOObIe peLIeHus, KOTOpble OGhOPMIIAIOTCS
Beinucko# u3z [Iporokona.

5.5 JIH3K ocymecTBisieT MOHUTOPUHI 32 XOIOM HMCCJIEIOBAaHWUS HA OCHOBAaHUHU
JIOMONHUTENBHBIX MaTEePHUalnoB IPU IPOBEAECHUM OJOOPEHHOTO MM HCCJEIOBaHMUS,
Kacarolluecs Au3aiiHa ¥ JOKYMEHTAUu:

- MONPaBKH, U3MEHEHUS U [OTIONHEHUS K TPOTOKOJTY UCCTIEI0BAHNS;

- TMOMNpaBKW, W3MEHEHHWS M [ONOJHEHUs K uHHpopManuu Ui Mal{eHTa u
UH()OPMHPOBAaHHOMY COTJIACHIO;

- UHBIE MaTepHuabl, Hocwnammme' B XOJ1€ UCCIEIOBAHMSI.

5.5.1. Bee nonpaBK#, U3MEHEHUs U AOMNOIHEHUS K IIPOTOKOIY, KOTOpBIE 3aTParuBaroT

0e30macHOCTh HUCHOBITYEMEBIX, WX HHTCPECHI H MpaBa, M3MEHSAHT Harpy3kd B XOOe



HCCIICIOBAHMA, HON/KHBI DaccMaTpHUBATECI B COOTBETCTBHMH CO CTaHIAPTHBIMH
OTepPaLlHOHHBIMY MPOLETYPaMH.

5.5.2. TlorpaBku, W3MEHEHNS ¥ [ONIONHEHHS K IPOTOKOJLY, KOTOphIE HE 3aTparuBaioT
0e30MacHOCTH UCIBITYEMBIX, X HHTEPECOB U MpaB, HE U3MEHSIOT HATPY3KH B XOJE
MCCIIEIOBAHYSI, HE KAacaloTCsi W3MEHEHUs] OTBETCTBEHHOCTH Bpadel-HcciiefioBarele,
MOTYT paccMaTpHBaThCsi MO0 YCKOPEHHOM mpouexype B palbodeM mopsiake
npeacenarenem JIHSK.

5.6 Ilo oxkoHwyaHuu wucciaenoBaHHs HeoOxogumo mnpeacrasisite B JIHOK
3aKIMIOUMTENBHEIM OTYeT ¢ 0O0s3aTeNbHBIM YKa3aHHEM CPOKOB IPOBEICHHMS
WCCIIEIOBAHUS, [JaThl 3aKpBITHS LEHTpa, KONWYECTBA CKPUHMPOBAHHBIX H

BKJIHOYUEHHBIX MAIIHEHTOB, NNEPEUHN HEXKEIATCIEHBIX SIBJICHUH U T.IL.

6.JKcrepTU3a JMCCEePTalHOHHBIX D860T. WHUNHWATUBHEIX HCCIESAOBaAHUM, HAYYHBIX

NPOEKTOR.

6.1 Bce mucceprauuMOHHBIC/MHUIIMATABHBIE HCCIENOBAHMS [O/KHBl OTBEYaThb
MEKIyHapOMHBLIM M POCCHHCKMM TpeOOBaHUSAM STHYHOCTH M  IIpeasararh
6e30MmacHOCTh 1S CyObeKTa HCCaeOBaHNUs/ UCTIBITaHuUS.

6.2 Ilpu pacCMOTpEeHWM  [HCCEPTAlUOHHBIX/MHUIMATUBHBIX  HCCIIENOBAHUM
STUYECKUH KOMUTET yIensieT 0co00e BHUMAHUE:

- J100POBOIBEHOMY HHPOPMUPOBAHHOMY COTNIACKIO CYOBeKTa MCCIIEI0BAHUS;

- Hay4HOMW COCTAaBISOLIeY MIaHUpyeMOoi paboTsl;

- 3alUTe ePCOHANBHBIX JaHHBIX NAllMEHTOB-Y4aCTHUKOB UCCIICIOBaHMSL;

- KPUTEPUSIM BKITFOUEHUS ¥ UCKIIOUEHUS CyOBEKTOB B MCCIIE/IOBAHME.

6.3 3asButens nogaet B JIHOK crenyromue TOKYMEHTBI:

- 3asiBJICHUE Ha MMPOBEACHUE STHUECKOH 3KCIIEPTU3BI UCCIIEIOBAHNUS;

- aHHOTALMUS [IWCCEPTALMOHHOW paboTel /TekcT OOOCHOBaHMS TEMBI Hay4YHO-
KkBaTu(UKAITMOHHOM paloThl (JuccepTalyn) ¢ yKa3aHUeM JaThl;

- KONMs BBINMCKY 3acelaHus KadeapaisHON KOH(QEpEeHIMH, CONEpiKaller CBEICHMS
00 yTBep)KJeHUH TEMBI AMCCEPTAHOHHON paboThI;

- JUIS WHHWIMATUBHEIX KCCHEIOBaHWK - IPOTOKOJN INUIAHMPYEMOIO MCCIENOBAaHHS C

YKa3aHHEM €I'0 BEPCHUH U IaThl,



- Kparkad aHHOTall|s Ha UCTIONE3YeMbIe JIEKAPCTBEHHbIE TIPenapaTsl, OpUTHHAIBHEIE
METOIMKH, aBTOPCKUE MOTUDUKALNH UX;

- uHpopMauus A maumeHTa  (MHGOPMAUMOHHBIA JTMCTOK) #  ¢opma
MH(POPMHUPOBAHHOIO COIVIacHs MallleHTa; eCliy MPexyCMOTpeH HaGop meTelf, nuil c
OTrpaHHYEHHOH! [eecnOoCOOHOCTEI - TC MH(OpMAILMU UIS CaMHX MMalMEHTOB M HX
3aKOHHBIX TpeacTaBuTeNel/poauteneiit (00A3aTensHO yKa3arh BEPCHIO M ATy
JOKYMEHTA).

6.4 DTHueckas BKCIIEPTHU3a TNPEACTABIEHHEIX JOKYMEHTOB OCYIIECTBISETCS ITyTEM
KOJJIETMaibHOTO OOCYKIEHHS W OTKPBITOrO rojiocoBaHusl Ha 3aceganuu JIHOK.
[MpunsToe pelieHue hukcupyeTcs B mpoTokone 3acenanus JIHOK.

6.5 JIHBK Ha cBoeMm 3aceiaHuy NPUHUMAET OQHO M3 CISAYIOIIMX peIleHUN!:

- «0100pUTH MPOBEIEHNE UCCIEIOBAHUD?;

- «onoOpuTh MpOBENeHWE HCCIECAOBAHMS C 3aMevuaHusiMM 0Oe3 I[OBTOPHOIO
PACCMOTPEHHUS» IPU YCJIOBHM OTBETOB HAa MOCTABICHHBIE BOIPOCH. M BHECEHWS
pEeKOMEH/IyEMBIX M3MEHEeHUH u/uny nononHeHui B pabouem nopsiaxe. B sToM ciyyae
JOIOJHUTEIbHAS HHbOpManws [OODKHA ObITe onolOpeHa INpencenareieM WIH
3aMecTHTENeM IIpejcenareis sThdeckoro komuteta u nepemada B JIHOK kak
00s13aTeNIbHOE YCIIOBYE BbLIAYH BEIINCKH,

- «IIOBTOPHO paccMoTpers Ha 3acenanuu JIHOK nocne sHecenus n3MeHeHud B
MpOLEeTyphl ¥ MaTepHaJIbl UCCIIENOBAHUY,; -

- «He pa3pelInTh MPOBEHCHUE UCCIIENOBAHMSY.

7. YcKopeHHas npolienypa pacCMOTPEHKS TOKYMEHTOB

B orpaHMYeHHOM YHCIIe CIIy4aeB BO3MOKHO OBICTPOE PAcCMOTPEHHE BOMPOCOB MPH
BHECEHUM HE3HAYUTEIbHBIX TIOMPABOK §  HECYILIECTBEHHBIX H3MEHEHHH B
paccmarpyBaeMble TIPOTOKOMBI, €CIA 3TH W3MEHEHHMsS HE 3aTparuBaroT Ge3omacHoCTH
UCTIBITYEMBIX, HE YBEIMYMBAIOT PHUCK IS MalMEHTOB, HE 3aTParuBalT UHTEPECOB U
MpaB, HE W3MEHSIOT HArPY3KM B XONE€ WKCCIEIOBAHHWSA, HE KacaroTCs H3MEHCHHs
OTBETCTBEHHOCTHU Bpauel-HUCClie0BaTeNeH.

B srux coydasx npexceparens JIHOK um ero 3amecturenu und wiens: JIHOK,

VIIOMTHOMOYECHHBIE IIpeacenarcjieM, MOIYT B3ATb Ha ce0si OTBETCTBEHHOCTH 3a



NIpUHSATHE PEIICHHS [10 IPeIaracMbiM IONPaBKaM B paboueM MOpsi/IKe.

B ciyuae, eciid 3TH [JOKYMEHTBH! OLICHHBAIOTCA KaK HE BIMAIOIIHE HA PE3YyJIbTAThI
NpOBEICHHON paHee 3THHECKOH 3KCIepTussl, OHM 0X00psA0OTCS B paboveM MOpsKe,
yT0 0hopMISETCS IIUCEMOM B a1pec 3asBUTENs, MoAnKcaHHbM cexpetapeM JIHOK.

B nanbHelimem pemrenue nosoxutcs 1o wienor JIHOK Ha ouepenHoM 3acenaHuy.

8. [Iponenypa U3BRELICHUS 3agBUTENSA O IPUHATOM DEMICHHH

8.1 JIHOPK cBOeBpeMEHHO B MHCHMEHHOM BHIE COOOINAET 3asSBUTENIO O CBOMX
pelleHusX, KACAIOMUXCs IPOBENEHHsS KIWHWYECKOTO HCIBITAHHA, O NPHIMHAX
[PUHATHS PElIEHUH, O TOpsiIKe 00KAN0BAHNUA €TI0 PEIICHUH/3aKII0YeHHH.

8.2 IMpotoxon 3acenanus JJHOK nomxen GuiTh odopmiien nocne 3acenanus. JIHOK
B MUCHEMEHHOM BHJIE COO00INaeT WCCIeNOBATEN, OpraHHW3aTopy KIMHUYECKOro
HCCIIeIOBAaHUS O CBOMX DEIEHMSX, KaCaroIMXCs KIMHAYECKOTO HCCIENOBaHHsS H
NpuuMHax ~TPHHSTHS  pelieHuil. Belmucky U3 NPOTOKONA,  TOANMCAHHBIC
npencenarenemM u cexkperapeM JIHOK, sBnsroTcs oQuuuanbHBIMHM JIOKyMEHTaMH,
yaocTopepstonumMu  GakT onoOpeHMsi, OTCPOYKH HIIM OTKasa B onobpeHuH
K/IMHAYECKOTO UCCIeIOBaHu. |
8.3 BBIMHCKH JOKHEI COIEPIKATh CIeNYIOIIY0 HHGOPMALIKIO:

- gazpauue JIHOK,

- jata ¥ MecTo paccMoTpenus ¥ npuHsTHs pemenus JIHOK,

- HOMED U J1aTa IIPOTOKOJIa,

- HA3BaHWS U MACHTH()MKAIIMOHHBEIE HOMEpA JIOKYMEHTOB HCCICNOBaHMS, KOTODbIC
uzyyanuce JIHIK

- hamuiIKg, UM, OTYECTBO MpeceiaTes JIHOK,

- damunys, UM, oryecTso wieHoB JIHOK, y4acTBYroIMX B NPUHITHN PEIICHH T10
JIAHHOMY HCCIIe[IOBAHUIO,

- yeTkoe u3noxenue npunsitoro JIHOK pemenus,

- ;obble PEeKOMEHJAUMH, OcoOble MHEHHS MWIIH JONOJHUTENbHbIE TPeOOBAHHS,
xotopsie JIH3K couteT HEOGXOMMMEIM MPUIICKUTE K CBOEMY PELICHHUIO,

- B ciyd4ae HEOOXOAMMOCTH BHECTH M3MEHEHHE/[IOMONHEHHEe B MPENCTaB/CHHbIC

JIOKYMEHTBI, apryMEHTUPOBaHHOe 0O0CHOB2HKE TaKOH HEOOXOAUMOCTH,



- B CJIydHac OTKasd B 0&06peHHH Ha& I[IPCBCOCHHEC KIIMHUYECKOIO HCCIEAOBAHUS —
HETKOC U3JIOKCHUEC NTPUYHHBI 0TKa34a,

- naty ¥ noanuce npeacenarens JIHIK unu ero samecturens u cexperaps JIHIK.

9. Ilopsinok noaaydy anexasini

Ecnu 3asButens He comnaceH ¢ pemenuem JIHOK, oH Moker motpe6oBarh
(nmpenocTaBuB NHUCbMEHHYIO npockOy Ha ums npeacenarens JIHOK) mosroproro
paccMOTpPEHHsT NOKYMEHTOB C MpuIialieHueM ero Ha 3acefaHue JIHDK nus

aprymMCeHTHUPOBAHHOIO o0bsACHeHUS CBOSH ITO3HIIHHA.

10. JlIokyMeHTalus

10.1 Cexperaps JIH3K obecrieurBaeT apXUBUPOBaHUE JOKYMEHTOB 10 KIIMHUYECKUM
MCCEeIOBAHMSM, JHCCEPTAllMOHHBIM /MHUIHATUBHBIM paboTaM, MPOTOKOJIOB BCEX
3acelaHui.

10.2 JIH3K nomxeH XpaHWTh OTHOCSIUYHIOCA K KWCCIEAOBAHUIO JAOKYMEHTALHIO HE
MEHee TpeX JeT TIOCJie 3aBepIIeHWs MKCCIEeOBaHKWsA M IPENOCTaBIsATh €€ 110
TpeOOBaHUKD  pa3pelIMTeNbHBIX MHCTaHIUU ¢  coOmomeHueM  TpeGoBaHHH
3aKOHOMATeNAbCTBA  Poccuiickori  Dexepamuu 0  NEPCOHANBHBIX  JaHHBIX,
KOMMEPUECKOH, FOCYIapCTBEHHOK K MHOM OXPaHsIeMOM 3aKOHOM TakiHe.

10.3 Hccnenosarenu, CIIOHCOP, NIPEACTABATENN Pa3pEIIUTENBHBIX WHCTAHLIUM MOTYT

zanpocuts y JIH3K ero cranaapTHbie NPOLEAYPLI U CIIHCOK €70 YJIEHOB.



