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[.OBIIVIE TIOJIOXKEHIAA

1.1JloxanpHBIH He3arucuMbId strueckuii xomureT (JIHSK) coznaercs mon srugou
denepanbHOro TOCYLApCTBEHHOTO OFOUKETHOTO 0OPa30BaTeNlbHOIO  YUPEKACHNUS
Beicliero  obpazopanus  «POCTOBCKME  TOCYNapCTBEHHBIM  MEIULHHCKUH
VHUBEPCUTET» MuHUCTEPCTBA 31paBooxpanenus Poccutickolt Denepaiyiy ¢ Uebio
obecrieuennsi OE30MMACHOCTH B OTHOIISHUY 3HOPOBbs M 3allMThl I'PAXKIAHCKUX IPaB
JIAL, MPYHUMAMOMINX y9acTHe B KIMHUYESCKUX HUCCIENOBAHUAX ¥ UCIBITAHUSIX U B
VHBIX HAyYHbBIX KCCIENOBAHUAX, TEMATWKa KOTOPBIX CBf3aHA C HUCIOJB30BAHUCM
NeKapCTBEHHBIX ~ CPEACTB, OHONOTMYECKH aKTHBHBIX  BEIIECTB, UCTIBITAaHUN
METUIIHCKAX W3AeNuld, WCIONE3yeMBIX C JedeGHOM W/WIM JWATHOCTHYECKOH
[[eNbI0, KIUHAYECKOH anmpobaiyeil MeTon0B NPOQUIaKTHKH, TUATHOCTHKH, JICHCHHUS
1 peabUINTalKK, a TAloKe PA3PELICHUs CIOKHBIX MOPaTbHO-3THIECKHX npodiiem,
BO3HUKAIOUIUX BO BpeMs UCCICIOBAHKH U UCIIBITAHUH.

1.2 B croeit nestenprocty JIHSK pyKOBOACTBYETCS CIERYIOMIUMU NTOKYMEHTaMHU.
oKouctutynusa PO

°XenpCHHCKasS [eKnapaius BeemupHo#i Menuuackol Acconuanumy, QUHITHANS
1964 r. B COOTBETCTBHY ¢ HeHCTRYIOIIUM TEKCTOM IEPECMOTpa

oBceobuias eknapanus o OHO3THKE ¥ ITpaBax JeloBeKa (1OHECKO)
««KauecTReHHas Kinnndeckas npaktuka» (Good Clinical Practice, FDA, USA)
*“MesxmyHaponHas koudeperims no rapmorunzaimm» (ICH, 1996 )

oJlupexTuBsl Cosera u mapiamenta EC (sanpumep, PyKOBOACTBO L HICHOB
HccnenoBareIbCKUX 3TUYECKHX KOMUTETOB, 2010 PyxoBOmsIIEro KOMHTETa IO
STHUKE)

oPexomenmarmu FDA, EMA

PykoBozcTBa BO3 1 Jpyrx MeKIyHAPOIHSIX OpraHU3alyii

oPexoMeHIALMY HayUHBIX MEIUIMHCKAX COOOIIECTB

c@efepanbHbll 3ak0H Ne61-®3 or 12 ampens 2010 r «006 of0pameHuu
NeKapcTBEHHBIX CPENCTBY», CTaThs 38, ¢ MOCICAYHOINMH OOHOBICHUSIMU U
JIOTIOJTHEHUSIMHU

«Denepanbubiil 3ak0H PO «O6 ocHOBax OXpaHbl 3M0POBBS TPKAH B Poccuiicko

®enepaunm» Ne323 or 21.11.2011 &



°Hanmonanessiéi cranmapt PO I'OCT P 52379-2005 «Hannexamas KidHAYecKas
npaxtuka» CGP (2005 r) Good Clinical Practice (yrBepxuen Ipukazom
DeepabHOTC areHTCTBA IO TEXHUYECKOMY PEryIUpPOBAHUIO K METpPOJIOruU 0127
enTaops 2005 . Ne232-c1)

°PeKOMEHJallUK 110 NPENOCTABICHUI0 HHPOPMalKU O HeOMArompUATHEIX TOOOYHEIX

peaKuusiX JeKapCTBEHHBIX CPENCTB, BKIOUas UMMYyHOOHOJOTHYECKHE IMperaparsl,

3apervcTprpoBaHHbiX B Pocculickoit @enepauny, yTBepXKIACHHBIE PyKoBoguTeaem

JlemapraMeHTa TOCKOHTPONS JEKAapPCTBEHHBIX CPENCTB, W3ASIUN MEIUUUHCKOTO

HazHa4YeHUs], MeUIMHCKON Texuuky Munsnpasa Poccun 26 suBaps 2004 r.

o 06 yTrepxaeHuyd TUMOBBIX MNpaBud OOS3aTENBHOIO CTPAXOBAHUS KU3HHU
W 3J0POBbS  [AlUeHTa, YYacTBYIOIIEro B KIHMHUYECKHX  HCCIEJ0BAHHAX

JEKAPCTBEHHOIO TIpenapara, YTBEP)KICHHEBIE TIOcTaHoBIeHHeM IlpaBuTenscTBa

Poccutickoit @enepaiiyu ot 13 centsiops 2010 n Ne714

°OG vreepkaeHuu [lpaBwi  Haznexallell NOPOU3BOACTBEHHOX  IPAKTHKH,

YTBEPXKIEHHbIE —MPHKa3oM MUHHMCTEPCTBA INPOMBIIIEHHOCTH W TOPrOBIHM

Poccuiicko#t @enepanuu ot 14 nrons 2013 ©n Ne916

oPemenune Copeta EBpasuiickoii DxoHoMudecko¥ Komuccun ot 3 HosiOps 2016 k.

Ne79

1.3 B ofnacty OHOMENMIMHCKAX WCCIEeNOBaHUM npenmMeToM 3Kcreptussl JIHOK
SBISIOTCH BCE MCCIENOBATENECKUE IIPOEKTHl € ydacTheM JIIOHEH B KauecTBe

UCHBITYEMBIX, 4 TAKKE UCCJICAOBaHUA Ha XXUBOTHBIX.

[1.LIEJIM JIOKAJIbHOT O HE3ABVICHMOI'O 3TUHYECKOI'O KOMHUTETA
2.1.Tapa"TupoBaTh COOMIONCHUE OSTHHYECKUX CTAaHAapTOB IpY INIAaHUPOBAaHUH H
[pOBeNeHNY KIMHUYECKHX UCCIeI0BAaHKNM U UCIIBITAHUH.

2.2

fp-r

3alMTATh BCEX YYACTHHKOB OHOMENMIMHCKUX WCCIENOBAHUM, WUCIIBITAHUN
MEIVLHHCKUK U3JETHH, HCOONb3yeMBEIX C IWArHOCTHYECKOW W/HMiM jed4ebHoH
[IENbI0 OT BO3MOMKHOIO yiiepba IIpu TPOBENCHHM KIMHUYIECKUX MHCCIIENOBaHUN
JIEKapCTBEHHBIX [IPENapaToB, CPEACTB MEAULIUHCKOTO HA3HAYCHUS.

2.3.3aluTUTh IpaXIaHCKUE IpaBa NalliCHTOB [IPpHY IIDOBCACHUN KIIMHUYECKHX



UCCIIE0BAHNH JICKAPCTBEHHBIX NIPEHapaToB, CPEICTB MEANIMHCKOTO HA3HAYCHIS.
2.4.00ecre4nTs COOTBETCTBHE MEKIYHAPOMHEIM H POCCHUCKUM 3aKOHOLATENbHBIM
aKTaM O [OpUIAYECKUX Y OJTUYECKHX UPHHIOMIAX MEIHKO-OHOJOrHYeCKUX
HCCJIC/IOBAHUH NPY NPUHATHY K PDACCMOTPEHHUIO U 3aIlUTE AUCCEPTALMH, TeMaTHKa
KOTOPBIX CBf3aHa C HCIOJB30BaHHEM JIEKADCTBEHHBIX CPEINCTB, METOMOB
IUATHOCTUKY, JEYSHUS y UeJIOBeKa.

2.5.06ecneuuTs COONIOAEHYE IPUHIUIIOB I'YMaHHOTO OTHOUIEHUS! K XUBOTHEIM DU

MPOBCACHUHN SKCIICPUMCHTORB U HCCIIEAOBAHNY Ha )KUBOTHBIX.

HI.OYHKINA JOKAJIBHOI'O HE3ABUCHMOTO STUYECKOI'O
KOMUWTETA |

3.1 lonydyenye W paccMOTpPEHHE B YCTAHOBJICHHBIE CPOKM MOKYMEHTAllUU U
MaTepranoB OT 3asBUTENEH Jis NIPOBEHEHUS 3TUYECKOW 3KCHepTusnl. llepedeHs
JIOKYMEHTOB, MPE/ICTAaBIIEMBIX ISl SKCIIEPTHOMN OTIEHKH, pazpabarsiraercs JIH3K B
paMKax COOTBETCTBYIOIIEH CTaHAAPTHOMN ONEPAllMOHHON IPOLENYPEL

3.2 TmarensHOe  W3YYEHHWE MPEACTABICHHBIX Ha  O3TUYECKYIO  3KCIEPTU3Y
JIOKYMEHTOB JJIsi OLEHKW Kak PHCKa, TaK XU OXUAAeMOM IIONIB3BI AJI YYaCTHUKOB
WCCIIEIOBAHUS, ONMPENENEHUs, ABISAETCS JIU VO)KH,H&GMBIﬁ PHCK OOOCHOBAaHHBIM TI0
CPaBHEHHUIO ¢ MONH30H JUTS UCTIBITYEMBIX U HACKOIBKO Ba)XHA UH(OPMALIKS, KOTOPast
Gyzer mony4yeHa 1o pe3ysisTartaM uccienoBaHus. 1Ipasa, 6€30I1aCHOCTE U 310POBbE
WCIIBITYEMBIX  SIBIISIOTCS. MPEAMETOM IEPBOCTENEHHONW BaKHOCTH U JIOJKHBI
[peBaIupOBaTh HaJ HHTEpECaMu HAYKHU ¥ OOLIECTBa.

3.3 Beizaua MUCHLMEHHOIO 3aK/IIOUEHHS C YKa3aHWEM OIHOTO M3 CIEIYIOIHMX
BO3MOKHBIX PEIICHUN:

- O6 onodpenuy NpOBENEHUS KIMHWYECKOIO HKCCIENOBaHUS (UCIIBITAHKS, HHOTO
HAYYHOTO UCCIIeNOBaHuUsA).

- TpeGosanue O BHECCHHH H3MEHEHHH B NPENOCTABIEHHYIO MOKYMCHTALWIO IUIf
TONy4YeHUs] pa3peliieHns Ha [IPOBEICHHE UCCIIEIOBAHNN.

- Ortkas B pa3pelieHyd Ha IPOBEJCHNUE UCCIIENOBaHUM.

3.4 Ouenka KBanuUKalUM WCCIENOBATENs HA OCHOBAHWHM €ro pesloMe Ha

HACTOSILUN MOMEHT W/WiK Apyro¥ HeoOxoauMod TOKyMEHTAlUH, TOIyYEHHOM 110



3anpocy JIHSK.
3.5 PaccmoTpenne B mpolecce  MCCNENOBAaHWS NOKYMEHTAIMH  C 4acTOTOH,
3aBUCSIIEH OT CTENEHH PHCKa, KOTOPOMY IIOBEPraroTCs UCHBITYEMEIE, HO HE Pexe
OJIHOTO pa3a B TOJ.
3.6 JIH2K wmoxer norpeboBaTh, 4YTOOBl WCHBITYEMbIM OBUIA IPENOCTABICHEI
JOTIOJIHUTENbHEIE CBENEHUS 00 HCCIIEeIOBAHNM, €CIM 3TO HEOOXOMUMO IS 3aIlUTHL
[IpaB U 310POBbS UCHBITYEMBIX, & TAKXE HJis TapaHTHN UX O0€3011aCHOCTH.
3.7B cnydae, KkoTHa COIJacHe Ha Y4yacThe WCHBITYEMOTO B KIMHAYECKOM
WCCIeOBaHUM HAaeT ero 3aKOHHBIN npenctasutens, JIHOK nomxeHn ybeauthes B
TOM, YTO B IPEICTARICHHOM IIPOTOKONE W/WIIK APYTrod JOKYMEHTALUX TOJHOLIEHHO
OTpaKeHBl 3TUYECKHWE AacCleKThl [aHHOTO HCCIENOBAaHWA UM UYTO JaHHas
JOKYMEHTAlIMsl OTBEUAeT ASUCTBYIOLIUM HOPMATUBHBIM TpeCOBaHUSIM K MOJOOHBIM
KITMHUYIESCKUM UCTIBITAHMSIM.
3.8 B ciyuae, eciiv IPOTOKON YK23EIBAET HA HEBO3MOYKHOCTH IIOJNyYEHHUs COINIAcHs
Ha y4acTHE B UCCIEAOBAHUHN ¥ UCITBITYEMOTO MM €T0 3aKOHHOTO IPEeNCTaBUTENs 10
MOMEHTA BKJIIOUEHNs WCIBITYeMOro B mccnenosanre, JIHOK momxen ybenutscs B
TOM, 94TO B NPECTABICHHOM IIPOTOKOJIE W/WIK APYrod JOKYMEHTAIUK IIOIHOLEHHO
OTpaXeHBI 3THYECKHE acCMeKTBl [NaHHOTO HCCIENOBaHus M YTO JaHHas
NOKYMEHTAIWS OTBedaeT JeHcTBYIOMUM HOPMATUBHEIM TPeOOBAaHMAM K TONOOHBIM

KIIMHUYCCKUM HUCHBITAHNWAM.

b

3.9 JITHSK paccmarpwBaeT HOPSAOK YU CYMMBI BBIIATHL HCIBITYEMBIM, YTOOBI
yOeNUTECS B OTCYTCTBHM KaK HEOOOCHOBAHHOW 3aWHTEPECOBAHHOCTH, TaK H
NpUHYKLEHNAs UCIBITyeMbIX. CyMMBI BBIIIAT JOJLKHBEI OBITH NPOTOPLUOHATBHE
eI TeNbHOCTH YYACTHs UCIBITYEMOTO B HCCIIEHOBAHUY KM HE TOJDKHBI TMONHOCTHIO
3aBHCETh OT TOTO, YYACTBOBAJ MU WCHBITYEMBIM B UCCIIEAOBAHUU B TE€YECHHE BCETrO

YCTaHOBJIEHHOTO MTPOTOKOIIOM CPOXa.

IV. COCTAB JIOKAJIBHOT'O HE3ABYICMMOI'O 5TUYECKOTI'O KOMUWTETA
W TTIOPSIJIOK ETO PABOTHI
4.1 B coctar JIHBK [OMXKHO BXONUATH NOCTATOYHOE YHWCIO JKI, 0ONamaroliux

HeOOXOMUMBIM OIBITOM ¥ KBanuduxanuel s 3KCIEPTHON OLIEHKY HayYHBIX



MEIMIMHCKUX M 2THHYCCKHX aCHUEKTOR IaHYPYEMOT0O UCCIIeHOBaHs.

4.2 B ronudecteeHHOM oTHoimeHuH JIH3ZK HOmKeH COCTOSTH HE MeHee, 4eM U3

J=

IATH YYaCTHHKOB, IIPU 3TOM HHTEPECH HE MEHEee, YeM OITHOTO JIMIA JOILKHEI JIeKaTh
BHe c(epsl Hayky U KaK MUHUMYM OJVWH YYaCTHUK HO/DKEH He 33aBHCeTh OT
OpraHu3aluu/uCCIea0BaTeIbCKOTO IEHTPA.

4.3 B uucno ygactaukos JIHOK nomKHEI BKITFOUATECS NpeAcenarellb, 3aMeCTUTEND
npencenarens, cexperapp 1 wiensl JIH3K.

4.4 JlnvrensHOCTh UpedbiBarHus wieHOB B JIHSK orpanuwyeHa msathio rogamu (c
[IOCTENYFOIIUM BO3MOKHBIM IPONOHTAPOBAHNAEM KX MHOJHOMOUHHN). TONhKO YIeHBI
JIHOK, He saBpsAromMecd COTPYIHHKaMK HCCIENOBaTeNsl WM CIIOHCOpPA, MOTYT
NPUHUMATE YYaCTHE B TIOJICCOBAHMM IO BOIPOCY pa3pellieHus Ha MNpPOBeIeHUE
KJIIMHUYECKUX HCCIeAOBaHKHI

4.5 JIHOK moxet npuderars K MOMOIIY HE3aBUCUMBIX 3KCIIEPTOB M0 CIELHAILHEIM
BOTIpOCaM, 0e3 mpaBa y4aCTHs B TOJIOCOBaHU.

4.6 B orcytcteue npencenarens JIHSK o0s3aaH0CTH MpeaceaaTeNs UCIONIHSET €T0
3aMECTUTEIIb.

4.7 MunumasnpHOe Konu4ecTBO WieHoB JIHGOK, KoTOphIe HOMKHBI PUCYTCTBOBATE
Ha 3aCeNaHu} IJIA TOTO, YTOOBI €r0 pelleHts CUUTANNCh IPaBOMOYHEIMU (KBOPYM),
COCTaBJIsIeT HE MEHee TIOJOBHHEI OT OOIIEro YHCia WICHOB.

4.8 Ipunatue pemenus JIHSK ocyimectruseTcss mpocThIM GONBITHHCTBOM T'OJIOCOB.
B cnyudae paBeHCTBa TOJIOCOB MpPHUHATEIM CUUTAETCS pelIeHHe, 3a KOTOpoe
[IPOTOJIOCOBAN IPEICENaTeNbCTRYIONIUY Ha 3aCelaHu .

4.9 UYnener JIHOK o00s3assr cobmronate KOHOWISHIMANBHOCTH WHGHOPMAIUU
TIONIy4EHHOM B XOZ€ STHYECKOU 3KCIIEPTH3EL.

4.10 Cocras JIH3K yTBepkaaeTcs IPUKA30M PEKTODA.

V.CTAHJAPTHBIE TTPOLIEIYPEI

5.1JIHDK  npomxen pa3paboTars, HOOKYMEHTaIBHO OQOPMUTH U  COOIIONATH
CTaHIapTHbIE NPOLEIYPEL, PENIaMEHTAPYIOIINE U BKIIFOYAIONTHE B ceds:

5.1.1 Cocras JIH3K.

.2 IlmanvpoBanye v npoBeneHue 3aceanuil, onoserenue wienos JIHOK



5.1JIH3K jpomwxen pa3paboTarh, NOKYMEHTAJIBHO OMOPMHUTH H COOIIOAATH
CTaHIapTHBIE NPOLENYPEl, PENIAMEHTHPYIOINE U BKITIOYAIOIINE B ceds:

5.1.1 Cocras JIH3K.

5.2 IlnanupoBaHue U NPOBENCHHE 3aceNanni, onopelleHne wieHos JIHOK

0 MPENCTOSALINX 3aCEHaHUIX.

Topsimok mpencTaBneHus IOKyMEHTOB Ha PACCMOTPEHHE; IIEPBUYHOE U [TIOBTOPHOE
paccMOTpPEHHeE NOKYMEHTALMH 10 UCCIIEAOBAHMUIO (UCTILITAHMNIO).

5.4 Tlepromu4HOCTE TIOCHIEAYIONIEro HaOMIONEHNsT U PACCMOTPEHUS] MaTephajioB
ONOOPEHHOTO KIMHAYECKOIO KCCIENOBaHusd, UCIBITAHMS MEIUUMHCKUAX H3OEIHH
WJIH anpodalun.

5.5 DxcmepTy3a QUCCepTalMOHHBIX padoT, HHAIMATUBHBIX UCCIIEN0BAHUM, HAY YHBIX
MPOEKTOB.

PaccMmoTpeHue 1o YIPOIEHHON IPOLENype ¥ yTBEPXKICHUE U3MEHEHUH TPOTOKOIIA
B XOJie UCCclieioBanys, paHee pazpemexsHoro JIHSK.

5.7 Tlpouenypa U3BELLIEHAs 3aABUTEIS O IIPUHATOM PELIEHKH.

5.8 Topsinok nonauy aneusinuy.

9 JloxyMeHTallus U apXUBUPOBAHUE JOKYMEHTOB.

JIH2K neifictByeT B COOTBEICTBHM C YTBEPXKIEHHBIMH CTaHAAPTHBIMU
MpoLIEAypamMy, BeNeT MOOKyMEHTAllU:0 O XOAe BHIIONHEHHs CBOEH paboTsl,
coGnronaet npurnunsl GCP u neficTByoIe HOpMaTUBHbIE TPeOOBaHNUs, OTPaXKaeT
CBOIO IESITENIBHOCTE B €/XETOIHBIX OTYETaX.

B ciaydae HeoOXOOMMOCTH CTaHIapTHBIEC ONMEPallMOHHBIe IIPOLELYPbl MOTYT OBITH
TIePECMOTPEHBI WIIU TOTIONHEHEL.

VI. JOKYMEHTAIIVA

6.1 JIHOK nomxeH XpaHWTh OTHOCHIIYIOCS K HCCIEIOBAHUIO NOKYMEHTALMIO HE
MEHee TpeX JieT IIOCJe 3aBepIIeHHUS HCCIEHOBAaHUs U IPENOCTaBIAThL €€ II0
TpeGOBaHWIO Da3pEIIUTENBHEIX HHCTEHIMNW ¢ coONIofeHHWEM TpeOOBaHUHU

)

3aKOHOHAaTebCcTB2  Pocculickor  @enepaliud O  OEPCOHAIBHBIX  JaHHBIX,
KOMMEPUECKOH, TOCYIapCTBEHHOW U MHOM OXpaHsIeMOU 3aKOHOM TaiHe.
6.2 Viccrnenoparenu, CIIOHCOP, IPEACTABUTENH PA3PELINATEIILHBIX UHCTAHIIUN MOTYT

zanpocuth y JIH3K ero cranmapTHbIe IPOLENYPH! U CIIHCOK €r0 WISHOB.
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QT&H}E& DTHLIC GUCDALHCHHDBIC HPOUHEAYDEI

I. Cocras JIHOK

1.1 B cocras 10KansHOTO He3aBHCHMMOTo sTrgeckoro komuteta (JIHOK) momxHo
BXOIWTHL JOCTATOYHOE YHCIO JHIl, OONanaloldX HEOOXOAWMBIM OIBITOM U
KBaguUKanue i 3KCIEPTHOW OMECHKM HAy4YHBIX MEIUIMHCKUX U J3THYECKHUX
ACITEKTOB IJIaHUPYEMOTO UCCIIEOBaHNUA.

1.2 B xonuuecteerHoM otgomenny JIHOK momxeH cOCTOATh HE MEHEe, YeM U3 IISITH
YVYaCTHUKOB, TIPH 3TOM MHTEPECHl HE MEHee, 4eM OJHOIO JHIla HOJDKHEI JIE)KaTh BHE
ceppt HAyKM ¥ KaK MMHUMYM OJMH YYaCTHMK [JOJDKEH He 3aBHCETh OT
OpraHu3alii/UCCIeI0BaTeNIbCKOIO IEHTPA.

1.3 B umcno yuacturkos JIHOK IODKHBI BKIIIOYATECH IIPENCENATENh, 3aMECTUTEIb
npeacenares, cekpeTaps 1 wieHs! JIHOK.

1.4 JinwtensHOCTE npeboiBanus wienoB B JIHOK orpaHudeHa nATBIO rofamu (C
TTOCIIeNYIOIUM BO3MOXHBIM TIPONIOHTUpOBaHMeM ux nomHoMouni). [Ipencenarens
JIH3K u ero 3aMecTHTels Ha3HAYAIOTCA HA CPOK He Ooiyiee 5 €T ¢ BO3MOXKHOCTEIO
nponnenus monHomouuit. Coctas JIHOK u [Tonoxenue o JIHOK }byTBer{ﬂamTc;{
[IPUKA30M PEKTOpA.

1.5 Tomsxo unensl JIHOK, EHe gBngromrecs COTPYAHHUKAMM MCCICHOBATENs WU
CIIOHCOpa, MOTYT MPWHUMaTh y4acTHE B IOJIOCOBAHMY IO BOTIPOCY pPa3pelICHUs Ha
[IPOBEZIEHNE KINHUYECKUX UCCIEIOBAHMHN.

1.6 JTH3K moxet npuberars K NOMOILY HE3aBUCHMBIX 3KCIEPTOB IO CHELHABHBIM
sompocam, 6e3 MpaBa y4acThs B FOJOCOBAHUA.

1.7 B orcyrcrBue mpeacenatens JIHOK obs3agHOCTH IPENCENATENs UCTIONHACT €T0

3aMECTUTCIIb.

2. llopsiiok HA3HAYCHUS 3acelanNy, OMOBCIUCHMS €r0 YJIEHOB O MNPEACTOSINUX

.

3aCenaHusIX, a TaK¥Ke opraHgu3aniy 3aCCaatduy

2.1 JIHOK mnpoBomuT 3acemaHus 0O HeobxomumocT# (IepBHYHOe oOpalieHue
CIIOHCOPa, KOHTPAKTHOH OpraHM3allMy WM OTBETCTBEHHOIO HMCCIIENOBATENs), HO HE

€)K€ OJIHOIO pa3a B MecCHll, 3a UCKIIOUYCHHEM OTIIYCKHOIO II€puoaa {Mrojib — aBIryCT).
9
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Tounas nata OuepeNHOrO 3acelaHus W BCE WIMEHEHMS B rpaduke 3acenaHuit
AOBOJSTCS 10 CBENEHUS UCCIIEIOBATENICH.

2.2 Cexperaps JIH3K onosemaer Bcex wiexos JIH3K o gmare u BpEMEHHU
[IPOBEJCHNUS 3aCeaHusl U eT0 MOBECTKE HE MO3IHEe, Y4eM 3a 5 paboymx mHel 70 ero
[IPOBENICHUS.

2.3 Munumanbroe xonuyecTBo uneHoB JIHIK, KoTopbie MOMMKHEI IPUCYTCTBOBATE Ha
3aCellaHuK IS TOTO, YTOOBI €0 pelleHds CUUTAINCh [IPABOMOYHBIME (KBOPYM),
COCTaBJIsIET HE MEHEee ITOJIOBUHAI OT OOIIIETO YKCa YWICHOB.

2.4 Ilpunarue pemenus JIHZK ocymecTBisieTcss MPOCTHEIM GONBIIHHCTBOM T'OJOCOB.
B cnyuae paBeHCTBa TrONOCOB MPHHSTEIM CYHTASTCS peELIEHWE, 328 KOTOpOe
IIPOroJ0COBal NPEACEHATeIbCTRYIONINY Ha 3aCEIaHNH.,

2.5 B cuyuae Heo()xémimocm Ha 3acemanue JIHOK wMoryr npumiamarscs
NPENCTABATENN OpraHM3alluU-3asiBATENS, 3aKazdukd (CIIOHCODBI), HCCIIeN0BaTeNN
ITS  TpeACTAaBNeHMs MHOOPMAIWy¥ 1[0 JHOOBIM  acleKTaM — HCCHeOBAHWA,
HeoOXOMUMBIM ISl IPUHATHUS pelieHus, 0e3 mpaBa COBEIaTeIEHOIO IoJIoca.

2.6 Jlo mauana 3acenaHus 4 B xone ero uiedsl JIH3K MOryT O3HaKOMHUTECS ¢
TIpEeNCTaBICHHBIMY 3asBUTEIEM MaTepralaMy UCCIIeIOBAHMES.

2.7 Ha 3aceganuu JIHOK npencrapneHHble Ha 3KCIEPTU3Y MATEPHANEl KIIMHUYECKHUX
VCIBITAaHMM  [OOKIaAblBaeT  ynonHomoueHHBI  uneH  JIHOK,  mompobHO
O3HaKOMUBILIMHCS CO BCEMH MarepualaMu. HeKOTOphle BOIPOCH WCCIIENOBAHUS
MOXKET OCBETUTh IPUNIALICHHBIA Ha 3aCCHaHHe OTBETCTBEHHBIM HMCCIIEOBATENb TIO
TIaHUPYEMOMY UCCIIEJOBAHUIO.

2.8 Pe3ynprarhl 3KCHIEPTU3bl paccMarpusarores Ha 3acenanusax JIHOK ¢ mpunstuem
OJTHOTO 3 CIEAYIOIINX PEITeHUI:

- 3aKJoueHne 00 ofo0peHry NPOBENeHYs KIMHWYECKOTO UCCIIeI0BAHMS;

- 3aKJTIOUEHUE O HEBO3MOKHOCTH OO0PESHMS KIMHUYECKOTO UCCIICIOBAHMS,

- PeKOMEHJaluy O BHECEHUHU W3MEHCHHU B MPEACTAaBICHHBIE NOKYMEHTHI ISl IeNel
NOCJIeNYIOLIe BBIAUM 3aKJO4YeHUs 00 OHOOpeHWU MpOBEACHUS KIWHUYECKOTO
HCCTIEIOBAHMUS;

2.9 lloBTOpHOE paccMOTpeHHE AOKYMEHTOB Ha 3acemanHuu JIHOK ocymiectmusieTcs

moclie yCTpaHeHWs 3agBuTeNeM OTMedeHHRIX uneHamu JIHOK 3amMeuanu#t win
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IpeACTaBIeHuUs NOIONHUTENbHON TOKYMEHTALUN

2.10 Ecnu pemerne JIH3K npuusto ne enunormacHo, ocoboe MHEHRe MEHBIIHHCTRA
uneroB JIHOK  zanuceiaerca B IlpoToxone 3acefanust ©  HOBOAWTCS TPH
HeOOXOIUMOCTH [0 CBEIEHUS HCCIeIOBaTeNs BMECTE C DeIIeHHeM, NPHHSATHIM
HonpumEcTBOM wieHos JIHOK.

2.11 Bce 3acemanmus JIHOK npotoxonupyrorcs. [Ipotokon Bexmet cexperaps JIHOK

WK yrionHOMOdeHHbIH yneH JTHOK.

3.HOD5IIIOK MPEACTABICHKS NOKYMEHTOB Ha PACCMOTDEHHUC

3.1 JloxymeHTauus To IaHupyeMomy uccieposaHmo nogaercs B JIHOK or mmna
3asgBUTENSI, HECYIEro OTBETCTBEHHOCTh 32 HAy4HBIM, OPraHM3alMOHHBIA U
3TUYECKUI AaCHEKThl MCCIEHOBaHUS. 3agBUTENIEM MOXKET OBITh BENyIIWHA Bpay-
uccenoBarens 6a3bl UCCIENOBAHMYSL.

3.2 Jlocke MmO TNIAHUPYEMOMY UCCISOOBAHUIO, IPEACTaBIsIEMOE B ILEIIX €ro
STUUECKOM OKCHEPTW3Hl, MO/DKHO BKIIFOYATE BCE JOKYMEHTHI, HEOOXONUMEIE U
CYLUECTBEHHBIE [T ONHOLEHHON 3TUYECKOM OSKCIEepTH3bl. JIOKYMEHTBHI MOJDKHBI
OBITH NpencTaBieHbl B OyMaxHOM (OpMarTe H/WIM JIEKTPOHHOM HOCHUTENe U
ITPEOCTABIIAIOTCS B OLHOM SK3EMILISAPE.

3.3 Cexperaps JIH3K ocymecTsiseT perucTpalyio JOKyMEHTOB, NI0jaBaeMbIX Ha
pPacCMOTpPEHHUE.

3.4 Cpoku u ampec NpeICTaBIeHU: NOKyMeHTsl noparorcs B JIHOK He moszmee,
ueM 3a 7 pabouux OHEH M0 OUEpelHOTO 3acelaHWs KOMHUTETa IO aipecy: 344022 r
Pocros-Ha-Jlony nep. Haxuuepancxui 29.

ITpencenarens JIHOK: llaroxus Fopuit Bacunsesuy, Ten. +7(863)250-41-74.
3am.mpencenarens JIHSK Bracosa Buxropus Huxonaesna, Tern. +7(863)2504163.
Cexpetaps JIHDOK: Cumonsin Kapurs Bragumupossa, Ten. +7(863)250-41-91.

4. HODS{I{OK MEDBUYHOID PaAcCMOTPEHKS AOKYMCEHTAUY IO MCCIIENOBAHUIO

4.1 HOK}/MGHT&HHH 10 NOJIaHUDPYEMOMY KIHHHYCCKOMY HCCICAOBAHHMIO JOJDKHA
BKJIFOUATH CHICAYIOIIICE!
@ 3asBJICHUE IVIABHOI'O HCCJICOAOBATCIiA C HpOCB6OI>i paccMOTPEeTs BOIPOC O

NPOBELNCHUU UCCIICHOBAHYA. B 3agBneHuu OPUBOIUTCS IIOJTHOC HAa3BaHUC IIPOTOKOJIa



HUCCICOOBAHYI,

e paszpenieHre MuHUCTepCTBA 3ApaBooxpaneHusd PO;
¢ IIPOTOKON VICCTIEIOBAHYS co BCEMU CYIIECTBYFOIIMU

L{OHO.HHEHHSIMH/H:%MQHEHHQMH K HEMY,

° 6poILIOpa MCCIENOBATENs ¢ HHGpOpMaluel 0 0e30MacHOCTH JIEKAPCTBEHHOTO
CpeICTBa;

. dopma nHGOPMHUPOBAHHOTO COIVIACKS IAUMEHTa U BCE TIONPABKU K HEH;

. CBEIEHUS O MEIOULMHCKWX OpraHW3alluiX, B KOTOPBIX IpeArnoyaraetcs

TIPOBEJICHUE KIMHNIECKOIO UCCISIOBAHN;

s CBENCHUSA O INPEANOIaraeMbIX CPOKaxX IPOBEIEHMs KIHHIHYCCKOTO UCCICAOBAHMS,
° HaydHas OMOrpaduis IMAaBHOTO KCCIENOBATENS; CBEAEHWS 00 OmbITe PaboTHI
FcCresioBaTeNel Mo COOTBETCTBYIOMIMM CIIENWANBHOCTAM U KX OMBITE PabOTHI IO
MPOBEIEHUIO KIIMHUUECKUX UCCIEN0BAHNM;

° uHpOpMaL¥s O CTPaxXOBaHWK YYaCTHHKOB HKCCIICOBAaHMKS, KOIMM [JOroBOpa
00s13aTeIbHOTO CTPaxXOBaHYS;

° uH(GOpPMAIHS O JIEKapCTBEHHOM Mpenapare;

° mobble  Apyrue ONpeleNieHHbie 3apaHee [OKYMEHTBI, KOTODBIE MOTYT
notpebosarhes JIHIK it BEITOMHEHNS €10 00s3aHHOCTEH.

42 JloKyMmeHTanys [0 [IaHHUPYyEMBIM HCCICHOBAHMAM JOIDKHA IPOXOAUTH
SKCTIEpTHYIO OLEHKY C TOUKY 3peHus cooTserctus npasuiam GCP, cobnroneHus
VHTEPECOB ¥ PAB BCEX yYACTHUKOB UCCIENOBAHNS, OOLIETIPHHATEIX STUYECKAX HOPM
B x0Zie obcyxaeHus Ha 3acenanun JIHOK.

4.3 Druueckas SKCIEPTH3a IMPEACTaBISHHBIX JTOKYMEHTOB OCYIIECTBISETCS IMyTeM
KOTETHANBHOTO OOCY)KISHHS ¥ OTKPBITOrO TojocoBaHMs Ha 3acenmanuu JIHOK.
[punsToe pelneHre QUKCUPYETCs B IPOTOKOIIE 3aCelaHu JIH3K.

4.4 HemomycTuMoO BKIFOUEHHE CyOBEKTOB B HCCIEOBAHME [0 IOIyHdCHHS
nucsMeHHOro onobpenus JIHOK Ha mpoBeneHNe UCCIEIOBaHNUS.

4.5 JIHOK ynmenset ocoboe BHUMAHUE TEM HCCIENOBAHUAM, B KOTOPIC MOTYT OBITH
BKJIFOUEHB! YA3BHMBIE MCTIBITYEMBIE, TO €CTh JIMIA, b€ JOOPOBONBHOE COIIache Ha
yuacTHe B KIMHUYECKOM HCCIENOBAHWY MOXET OBITE PE3YIBTaToM UX Ype3MepHOH

3aMHTEPECOBAHHOCTU HIIH C&HKHHﬁ CO CTOPOHBI PYKOBOACTBA B cliydae€ OTKasa.



Kpome TOro, X YA3BHMBIM HCOBITYEMBIM OTHOCATCS OONBHBIE HEU3JICUUMBIMU
3a00eBaHMUAMY; JIKLE, COAEpXallpecs B JOMax IpecTapenslX; Oe3paboTHwie H
ManoobecrieyeHHple; TAIHeHTH B HEOTIOXKHOM COCTOSHWH; TPEICTABUTENH
HallMOHANBHEIX MEHBIINHCTB; 6e370MHble, OS)KEHIIbI; HECOBEPIICHHOJETHUE, & TAKKE
Auia, He criocoOHkIe naTs HHGOPMUPOBAHHOE COITIACHE.

4.6 Ecnu mpOoTOKON MHPEeNyCMaTPHUBAET HEBO3MOXKHOCTH IIOJIYyYEHHS COINIacus Ha
y4acTHe B WCCIIEOBaHNH y CyOheKTa MM E'0 3aKOHHOIO MPEACTaBUTENS IO MOMEHTa
BKJIFOUEHUs CyObexkTa B wuccrnenopasue, JIHOK gomxen ybemumThbes, 4TO
IpefCTaBIEHHbIM MPOTOKON HI¥ Opyras JOKyMEHTalWs COOTBETCTBYET 3TUYECKUM
HOpMaM X HOPMATWBHBIM TpeboBaHUAM A TaKUX HCCIIE0BaHUH (Hampumep, Npu
HEOT/IOXKHBIX COCTOSHUAX).

4.7 PellleHUE MOKET CONEPIKATh!

- onoOpeHME MPOBENSHUs KIUHUYECKOTO MCCIEAOBaHMs (WCIBITAHUS, WHOTO
HAYYHOTO UCCIEHOBAHNUA);

- peKOMEHIallMK O BHECCHUM U3MEHEHUU B IIpeCTaBICHHBIE JOKYMEHTHI Uil Lesiel
nochenyromed Belgaun 3aKmoueHMs 00 onoOpeHMH NpOBENEHUS KIUHUYCCKOTO

UCCIICHOBaHUA,

- OTKa3 B PA3pEeLICHUU Ha IIPOBCLACHIS KCCJ‘ISI{OB&HH?'I.

5. TlepnoJW4YHOCTE ITOCIEAYIOIIETO HaOIroaeHus ¥ DAcCMOTPEHUs MaTrepuasioB

o00CPEeHHOro KIMHMYECKOTO HCCIeN0BanySg, UCIBITAHMA MEANNNUHCKHX U3ICJIUN WU

anpobanuu

5.1 JIH2K ocCymiecTBIseT HNOCTOAHHOE 3THYECKOE COMPOBOXKICHHE, MOHUTODHUHI,
nocnenyroliiee HaOMIONEHUE ¥ IEPECMOTP MaTepHalloB OIOOpPEeHHOro  paHee
KITMHUUECKOTO MUCCIIeNOBAHNS, UCIIBITaHNs MEIMIMHCKYX H3AETUN UK arpoOalyu.

5.2 Ha oCHOBaHWM HAHHBIX YU MATEPUANIOB, HONYy4aeMBIX B XOIE MCCJICAOBaHUs, a
TaKAKe DNpU NONydeHud HHpopManmy OO0 HCHONB3YeMbIX B MHCCICAOBaHMU

~

JICKapCTBCHHBIX Ipenaparos, OHOIOIMUCCKY AKTHBHBIX ,Z{G,(')aBOK, CpCIACTB

t\(

MEIUIIMHCKOTO HA3HAYEHUs U3 NPYTUX UCTOYHMKOB, €CJIA TaKHe CBCHACHHUA KacaroTCHd
W3MeHeHUs] COOTHOIIeHMs IONB3BI ¥ pucka ans ucubTyeMmblX, JIHOK mpunumaet

peHICHMA o0 0L{O6p€HHH aJIbHEUIIETO IPOBELCHUA 3TOTO UCCIICAOBaHUAA



5.3 JIHOK ocyinecTBIsieT MOHUTODHHT 33 XOIOM HCCIENOBAHMS HA OCHOBAHUU
IPOMEXKYTOUHBIX OTYETOB O XON€ KCCIENOBaHUS, mperocTtariseMselx B JIHOK me
peXe oOHOTO pas3a B rof. IIpoMexyTouHbie OTYETHI O XOAE HCCIENOBAHUS NOJKHBI
COMEP aTh CEAYIOMYIO HHGOPMAIIHIO, HO He OrpaHHYNBATECS €10

- CBeJIeHUs O Ha0Ope HUCTIBITYEMBIX;

- nHQOPMAIIUIO O Hayasle HCCIEIOBAHNS;

- CEepbe3HbIC U HeTIpeABUIeHHEIe T000UHBIE 3 (EKTH;

- UCK/TIOUYEHHE NalleHTOB U3 KCCIIEI0BaHuS,

- U3BECTHBIE OTKIOHESHUS/HapyIIIeH!s, NOIYIIEHHEIE B XO€ KCCIEI0BaHNUS,

- HOBBIE JTaHHbIe, Kacarolyecs 0e30acHOCTH Ipernapara.

5.4. JIH3K ocyiiecTBisieT MOHUTOPHUHT 32 XOIOM MCCIIEHOBAaHMS Ha OCHOBaHUU
coobiennil 06 W3IMEHEHHSX B XOJE HUCCIELOBAHMS, O CEPbE3HBIX HEKEIaTelIbHBIX
ABJIEHNSX U HENPEIBUIICHHBIX TOOOIHBIX 3PPeKTax.

5.4.1 Ob6ssarencaomy yeeaomierwo JIHSK (rapsny ¢ uHGOPMUPOBaHUEM CIIOHCOPA
B COOTBETCTBMM C TpeDOOBaHUWSMHM TIPOTOKONA KCCHENOBaHUs) IIOAJIEXAaT BCe
He)KeNaTelbHbIE COOBITHS, 3apEeTUCTPUPOBAHHBIE B JaHHOM HCCIIENOBATENBCKOM
LIEHTpe U paclieHeHHbIe KaK CEPBE3HBIE, T.€. BCE KIMHUYECKHUE IPOSIBIIEHHS], KOTOPbIE:
- IPUBOIAT K CMEPTH;

- IPEJICTaBIISIOT YTPO3Y LIS KUSHH,

- TpeByIOT rOCNUTaNK3aluY N100 e€ IPOIIEHNS;

- IPUBOMAT K CTOMKOM WY BEIPAXXEHHOH HETPYAOCIIOCOOHOCTY YT WHBAITUTHOCTH
5.4.2 Tlpu pa3BUTHH CEPHE3HOTO HEKEIaTeNnbHOoro co0bITus B LleHTpe nceenonaresb
B TeueHue 3 mHEH nomxen yeemomuTh JIHOK mmceMOM, BKIIIOYAIOUIMM KpaTKoe
omucaHue  coObITMS U (QOpPMY  CEpPBE3HOIO  HEXKENIaTeNbHOIO  SIBICHUS,
MPENYCMOTPEHHYO IIPOTOKOTIOM UCCIIEROBAHMS.

[lpu HeoOXomuMOCTH  HCCiefoBaTens  00f3aH  IPENOCTaBUThH  MOAPOOHBIN
TTUCEMEHHBIN OTYeT ¢ ONUCAHKMEM CEPHE3HOTO HEKENaTeIbHOTO COOBITHS HE MO3AHEE
15 mHelt co [QHS pasBUTHSA IIOCIENHETO, a TaKKe MO MOIyYeHHUH MHQOPMALWK O €ro
ucxore  (OKOHYAHWE  TOCIWTANIM3aI#M,  DA3BUTHE  OCJIOKHEHHY,  MOIHOC
BEI3ZIOPOBJIEHHE WM CMepTs Gomsroro). JIHOK moxer OwiTh 3aTpeboBana

JOIIOJIHKUTCIIbHZA I/IHCbOpMaHI/Iﬂ O CCPBE3HOM HEXKEIaTCJIbHOM sBJICHMH, BKJIFOYHAA
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JaHHbIC NOMONHUTENbHBIX WCCIENOBAHUY, BBHIIMCHBIE U HOCMEPTHBIE SIHKPU3EL
[IPOTOKOQJIBI BCKPBITHA.

5.4.3 ObsasarensHoMy yBemomienuio JIHOK B cpox He mosfHee 3 mHel MOIIEKAar
CBEICHMSI O Dpa3BUTHM HENPEOBULASHHBEIX IMODOYHBIX 3(Q(EKTOB HCCIEIyeEMOro
mpenapara B JNaHHOM LEHIpe (T.e. HEXenaTelbHble, pacieHEHHBIE HCCIIENOBATENIEM
KaK HENpeIBUICHHBIE ¥, BO3MOXKHO, CBf3aHHBIE C yHoTpebleHWeM HaHHOIO
mperiapara B pa3BUTUM noGouHoro sg¢exra). JIHOK octasnser 3a coGoit mpaso
3aTpeboBaTh JONONHUTENBHYIO UHPOPMALUIO IS PEHISHUs BOTIPOCa O BO3MOKHOCTH
NPOJIOJIKEHUS UCCIIeIOBAHUS B ueHTpe.-

5.4.4 Coobiuenus 1o 0e30MacHOCTY, CBI3aHHBIE C NPEIBUICHHBIMHU CEPhE3HBIMU
HE/KENIaTEeNbHBIMY SIBICHUSAMH, CEPLE3HBIMU HEXENaTeIbHBIMU SBIICHUSIMH, KOTOPBIE
HE CBf3aHbl C UCCIELYEeMBIM [POLYKTOM, HE3aBHCUMO OT TOIO, SBISIOTCS JIH OHU
NPENBUACHHBIMY WJIH HET, [OJDKHBI IHPENOCTaBISTRCS IIPU  YCIOBHH, 4YTO
[IaHUpyeMas IIMTENILHOCTD UCCISNOBAHIS COCTABUT Ooree 12 Mecsiie, onuH pas B 6
MECSLEB, [IPU YCIOBUY JUIUTENBHOCTY UCCIENOBaHus MeHee 12 mecsies - 1 pa3 B 3
MecsLa.

5.4.5 B COOTBETCTBHY C OLICHKOW 3HGYUMOCTH, COOOLIEHUS MOTYT OBITh MPUHSTH K
CBEJCHUIO. B OTHEeNBHBIX CilydasX, 3aciyXKUBAIOIMKUX 0CO00Tr0 BHUMAHUS C TOYKHU
3peHus Oe30MaCHOCTH HCIBITYEMBIX M W3MEHEHUS COOTHOILIEHUS pPUCKa U TOJIB3BI
y4acTHsl B HUCCIENOBaHUM, COOOIIEHUS BBIHOCATCS Ha OOCYKIeHWEe Ha 3acelaHuu
JIH3K, ¥ no HuUM DOpUHUMANOTCI OCOOBIE pELICHUs, KOTOpble OQOPMISIOTCS
Beinucko# uz [Iportoxona.

5.5 JIH3K ocyiiecTBnseT MOHUTOPUHT 33 XOJOM HCCIIEIOBaHUS Ha OCHOBAaHHHU
JIOTIONHUTENBHBIX MaTepUaioB IPU MPOBENEHHUU ONOGPEHHOTO0 UM WCCIEIOBAHMS,
Kacarolyecs An3alina ¥ JOKyMEHTAIUN:

- TONPaBKH, N3MEHEHUS U JOTOIHEHNUS K IIPOTOKOIY KCCIENOBAHMNS;

- TONpaBKW, W3MEHEHWs ¥ [ONOJHEHWS K uHbopManuu JJid [alydeHTa Hu
VH(QOPMUPOBAHHOMY COITIACHUIO;

- UHEIE MaTepHasbl, noczyna}oﬁmé B XOJI€ ACCIIENOBAHUA.

5.5.1. Bee nonpasxy, U3MEHEHUS Y IONOIHEHNS K 1IpOTOKOIY, KOTOphIe 3aTparuBaroT

0e30macHOCTE HUCIBITYEMBIX, HX HHTCPECHI ¥ IIpaBa, U3MECHSIOT HAarpyskKu B XOIC



UCCJIEOBaHUs, NOJKHBI pacCMaTpHUBATGCS B COOTBETCTBUH CO  CTAaHIAPTHLIMU
OTIEPALIUOHHBIMU MPOLENYPAMH.

5.5.2. TlonpaBKy, W3MEHEHNS U [ONOJHEHUS K MPOTOKOIY, KOTOPhIC HE 3aTparuBaroT
6e30TacHOCTY UCTIBITYEMBIX, UX HHTEPECOB U MPaB, HE U3MEHSIOT HATPY3KU B XOJIE
WCCIIEIOBAHMS, HE KacarOoTCs M3MEHEHUs OTBETCTBEHHOCTU Bpauel-ucciefnoBarenei,
MOTYT paccMaTpuBaTbcs 110 YCKOPEHHOM mpouenype B paloueM mOpsakKe
npeacenarenem JIHSK.

5.6 Ilo oxonuyaHuu uWcClIenoBaHus HeoOxomumo mpexactasiusite B JIHOK
3aKTIOUMTENBHBIM  OTYeT ¢ 00s3aTeNpHBIM YKa3aHHEeM CpPOKOB IIPOBEICHHUS
UCCIEOBAHMS, [JAThl 3aKPBITHS [eHTpa, KOJNMYecTBA CKPUHHUPOBAHHBIX U

BKJIFOYEHHBIX NAlMEHTOB, ICPCHHM HCXCIATCIIEHBIX SIBJICHUM U T.II.

6.9KCH€DTH3& JUCCCPTAlOHHBIX D&6OT, VHUIHMATYUBHBIX MCCICAOBAHUM, HAYYHBIX

IIPOCSKTOB.

6.1 Bce mumcceprauMoHHBIE/MHUIIMATUBHBIE UCCIEHOBAHUS [OJIKHBI OTBEYAThH
MEXIYHAPOIHBIM ¥ POCCHHCKMM TpeOOBaHMSAM OTHYHOCTH MK IIpeJlararh
£€e3011aCHOCTE IS Cy0BeKTa UCCICHOBAHMUS/UCTHBITAHUS.

6.2 Tlpu paccMOTpeHMY  JHCCEPTalUOHHBIX/MHULMATUBHEIX  MCCIIENOBAHUM
STUYECKUN KOMUTET YAETseT 0co00e BHUMAHUE:!

- 106pOBOTEHOMY HH(DOPMUPOBAHHOMY COIIACHIO CyOBEKTa UCCIIEAOBAHMS,

- HAYYHO! COCTABIISIOMIEY TUIaHUPYEMON padoTH;

- 3aIlUTe ePCOHANBHEIX JaHHbIX NAMEHTOB-Y4aCTHUKOB HCCIIEIOBAHUS;

- KPUTEPHUSIM BKITFOUSHHS U MCKIFOUEHUS CyOBEKTOB B UCCIIEIOBAHHE.

6.3 3asgBurens nogaet B JIHOK crexyronve TOKYMEHTHI:

3asBJICHUE HA INPOBCACHUC 3TUYECKOU SKCIICPTU3EI UCCIIEIOBAHNSA,

AQHHOTALMUS IHUCCEPTAlMOHHON paloThl /TEKCT OOOCHOBaHUS TEMBI HAyYHO-
KBaIM(QUKAITOHHONW palboTHI ([UCCepTalyh) C YKa3aHUeM NaThl;

- KONWsI BBIIMCKY 3acefaHus KaQenpalsHOM KOH(QEpPEeHLHH, COAEPKAIIEeH CBEIEHUS
06 yTBEp)KICHUH TEMBI JUCCEPTAlIHOHHON paboTh;

- IS WHULOMATUBHBIX YCCISHOBAaHUMN - MPOTOKON INUIAHMPYEMOIO MCCIIENOBaHMS C

YKa3aHUEM €TI0 BEPCUHK U 1aThi,



- KpaTkas aHHOTalKs Ha UCTIONE3YeMbie JIEKAPCTBEHHbIE TIPENapaTsl, OPUTHHATLHEIE
METOJMKH, aBTOPCKUE MORUMUKALUY UX;

- uHQopMauus Juil HanueHTa (MHQOPMAUMOHHBIA JIUCTOK) #  dopma
MH(QOPMHUPOBaHHOIO COIVIaCKs MalMeHTa; €CJU NPeLyCMOTpeH HaGop JeTeif, nHI ¢
OTpaHUYEHHOHN [eecrnOCOOHOCTRIO -~ TO MHQOPMAIUYU JUII CaMHUX IalUEHTOB U HX
3aKOHHBIX TpencTaBuTenel/ponurtenell (00g3aTensHO yKazaTb BEPCUIO W 14Ty
JIOKYMEHTA).

6.4 Btuueckas 3KCIepTH3a MPEACTABICHHBIX JOKYMEHTOB OCYLIECTBIAETCS IIyTEM
KOJLIErHaabHOro OOCYKIEHHS ¥ OTKPBITOrO TojocoBaHus Ha 3acenanHuu JIHOK.
ITpuHsaTOE pertenue GuUKCUpyeTcs B MpoTokose 3aceganus JIHOK.

6.5 JIHOK Ha cBoeM 3acefaHuy MPUHUMAET OOHO U3 CIEAYIOIIUX PELIeHUN:

- «onoOpUTE NPOBENCHNUE UCCIENOBAHUSY;

- «omoOpUTE TPOBENCHWE WCCIEHOBaHHS C 3aMeYaHUsMU O3 [OBTOPHOIO
PacCMOTPEHUSN» TPU YCJIOBHM OTBETOB HA IIOCTABICHHLIE BOIPOCHI W BHECEHMS
pPEeKOMEH1yeMbIX W3MeHEeHNH U/Unu HOMONHEHUH B paboueM nopsaxe. B sTom ciygae
NONONHUTENbHAS uHbODPManws [OODKHA ObITE onoOpeHa MpencenareieM WIH
3aMECTHTENIEM Ipelacenarens >TUHYecKoro komuTera u nepenasa B JIHOK kak
00s13aTe/IbHOE YCIOBHE BhIAAYY BEINIYCKY;

- «ITOBTOPHO paccMoTpeTs Ha 3acenanuy JIHOK mocne BHeceHHUs M3MEHEHHH B
MPOLETYPhl U MaTEPHaIbl MCCIIENOBAHUIY, |

= «HE pa3peIiuTh MPOBEACHUEC UCCICAOBAHUS.

7. YcxkopeHHad Opoleaypa pacCMOTPEHUS JOKYMCHTOB

B orpaHnuYeHHOM YHCIIE CIydaeB BO3MOKHO OBICTPOE PacCMOTPEHHE BOIIPOCOB MPU
BHECEHWM HE3HAYUTENBHBIX [ONPaBOK ¥  HECYIIECTBEHHBIX H3MEHEHWM B
paccMarpyBaeMBble IIPOTCKOMIB, ECNIX 3TH W3MEHEHHsI HE 3aTparuBaioT Ge30MacHOCTH
WCILITYEMBIX, HE YBENWIUBAIOT PUACK JJIs NMALMEHTOB, HE 3aTParuBaroT WHTEPECOB U
npas, HE W3MEHSIOT HArpy3Kud B XOHE KCCENOBaHWs, HE KacaroTCs H3MEHEHUs
OTBETCTBEHHOCTH Bpadei-ucCcIe0BaTeen.

B orux caydasx mpexacenarens JIHOK u ero 3amectutenu wim wiensl JIHOK,

YHOJIHOMOYCHHBIE MHpeAcenarejieM, MOIyT B34ATh Ha ce0s OTBETCTBEHHOCTH 3a
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NPpUHATHE PEIICHUs IO IPEAIaracMbIM IICHIPaBKaM B pa6oqu TIOpsAKE.

B ciyd4ae, ecnu 2TH ,HOKYMGHTH OLIEHUBAIOTCS KaK HE BIUAIONIME Ha PE3yJIbTaThl
NpPOBEAEHHOM paree 3THUSCKOH 3KCIEPTU3El, OHM OROOpPAIOTCa B pabodyeM IMOPAJIKE,

470 OGOPMISETCS IIACEMOM B a1pec 3asBUTeNs, IOANUCaHHbIM cexperapeM JIHOK.

B nanpHeHmeM pelieHye JOBOAUTCS IO WICHOB ﬂHE‘vK Ha OYepeHOM 3acelaHuu.

8. Ilporienypa n3BELICHKS 3a9BUTENS O IPUHATOM PEHICHUN

8.1 JIHOK cBOEBpeMEHHO B MHCHMEHHOM BHJE COOOLIAET 3asBUTENIO O CBOUX
pelLIEHWAX, KACAMOIMUXCS MPOBEAEHHWS KIMHUYECKOTO HCHBITAaHUA, O MNPUYMHAX
IPHHATHS PELIeHRH, O TIOPsKe 06KaTOBAHHS eT0 PENICHNUH/3aKITFOYCHUH.

8.2 IMpotoxon 3acenanus JIHOK nomxen GeiTs odopmien nocne 3acefanus. JIHOK
B IUCLMEHHOM BHAE COOOINaeT WCCIESAOBATENI0, OpraHu3aropy KIMHUYECKOro
HCCIIEIOBAHUS O CBOMX PEIEHUSX, KACAIOIIUXCH KIMHWYECKOTO HCCIENOBAaHHA MU
MpUUKMHAX ~TPUHATAS — pelleHui. BellWckd ¥U3  OPOTOKOMA, TOATNMCAHHBIC
npencenareneM u cexperapem JIHOK, sBnsgiorcs oQUIHanbHBIMU JNOKYMEHTAaMH,
VIOCTOBEPSIOMMME ~ QaKT OmoOpeHwsi, OTCPOYKM MM OTKasa B onoOpeHun
KJIMHUYECKOTO UCCIIENOBAHUS. |
8.3 BBIMUCKH TOMKHEL COIEPIKATh CIeNYOLy0 nHGOPMAaLKIO:

- gaspauue JIHGOK,

- J1aTa ¥ MECTO paccMOTpenws v nprHsTus pemenns JIHOK,

- HOMED 4 Jara [IpoTOoKoIa,

- Ha3BaHWS U UIEHTU(QUKAIMOHHBIC HOMEpa NOKYMEHTOB HCCIICNOBAHHMS, KOTOPBIC
uzyganucs JIHOK

- haMuITHsl, UM, OTYECTBO IIpeaceiaTelis JIHOK,

- daMuus, ums, oTeecTso uneHoB JIHOK, y4acTByOMUX B NPHHATAN PELICHUS 110
J@HHOMY HCCIIEOBAHUIO,

- yeTKOe u3noxenue npuastoro JIHOK pemenns,

- mobble PeKOMEHMAluM, Oocobble MHCHWS WIH JONONHWUTENbHbIE TpeOoBaHuUS,
xotopsle JTHOK couteT HEOOXONMMBIM TPUIOKUATE K CBOEMY PELICHHIO,

- B ciydae HeoOXOAMMOCTY BHECTH H3MEHEHHE/[OMOJHEHHEe B IPENCTaBICHHbBIE

JIOKYMEHTEL, apTyMEHTUPOBaHHOe 0O0CHOBAHNE TaKOH HEOOXOIUMOCTH,



- B CJIydac OTKa3a B OEO6p€HHH Ha [IPOBCIACHUEC KIUMHUYECKOIO MUCCIHEHOBaHUS —
HETKOC U3JIOXKCHUE IPUYKHBLI 0TKA34,

- laty ¥ noanuck npeacenarens JIHOK unu ero 3aMectutens u cexperaps JIHDK.

g, Iopsanox nogauy anemisiug

Ecnu 3asButens He comiaced c¢ pemernueMm JIHOK, o MoxeT mnorpeboBaTh
(mpenocTaBUB NUCBMEHHYIO npocsby Ha ums npeacemarens JIHOK) mosroproro
paccMOTpeHus NOKYMEHTOR C TMpuIalicHueM ero Ha 3acemaHue JIHOK gns

apryMeHTHPOBAHHOTO OOBSACHEHNS CBOESH IIO3UIUH.

10. JoxymeHTanus

10.1 Cexpetaps JIHSK obecnieurBaeT apXUBHUPOBAHUE HJOKYMEHTOB [0 KIMHUYECKUM
UCCIEHOBAHUSAM, IUCCEPTAllMOHHBIM /UHULIKATUBHBIM padoTaM, IPOTOKOJOB BCEX
3aCeNlaHuH.

10.2 JIHBK nomxeH XpaHWTH OTHOCSUIYIOCA K KCCIENOBAHUIO NOKYMEHTALMIO HE
MeHee Tpex JeT IOcle 3aBepIIeHUs HCCICNOBaHHS U IIPENOCTaBIAThL €€ II0
TpeGOBAHUID  Pa3peIIUTEeNBHEIX  MHCTAHIUM ¢ coOmromeHHMeM  TpeOOBaHUM
3aKoHomarenbcTBA — Poccuiickoil  @Depepanmyu O IIEPCOHANBHBIX  JaHHBIX,
KOMMEPUYECKOH, TOCYIapCTBEHHOY ¥ MHOU OXpaHseMOM 3aKOHOM TakHe.

10.3 Uccnenorarenu, CIIOHCOP, NPEACTABUTENY Pa3pEIIUTENIbHBIX HHCTAHIUA MOTYT

sanpocuts y JIHOK ero cranaapTHbIE NPOLENYPEI U CIIECOK €70 YWIEHOB.
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