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[.OBIUE TTOJIOXEHWS

1.1JToxanpHbli mezaBucuMbId sTuueckuii xomureT (JIHOK) cozmaerca moa sruion
dbenepanbHOro TOCYHapCTBEHHOIO OIOIKETHOTO 00pa3oBaTEbHOIO YHUPEKIEHHS
ppiciiero  obpaszoBanus ~ «POCTOBCKMM  TOCYNApCTBEHHBIH — MEIMIMHCKUH
VHEBEPCUTET» MUHUCTEPCTBA 3paBooxpanenus Poccufickol Desiepaiiy ¢ UETIBIO
oBecrieuenns 6e30MaCHOCTH B OTHOIIEHUY 3MOPOBbS U 3aIlMTHI I'PAKIAHCKUX [IPaB
JIUL, MPYHUMAIONUX YIacTHe B KIMHAYCCKUX WCCIENOBAHMAX M UCIBITAHHUAX U B
VHBIX HAYYHBIX WCCIIEJIOBAaHMSAX, TEMATHKA KOTOPEIX CBf3aHA C HCIOJB30BAHNEM
NeKapCTBEHHBIX ~ CPeNCTB, OHONOTMYECKH aKTHBHBIX  BEUISCTB, HCIBITAHUY
MEIULIMHCKUX W3[eNIUi, UCIIONB3YyEMBIX C medeOHOW W/WANM IUarHOCTUYECKOM
HeNbIO, KIMHAUECKOR anpodanyedf MeTo0B NPOQUNAaKTHKY, IHATHOCTHKY, JIEHCHHS
M peabuNUTalkK, & TAKKe PaspelleHus CIIOKHBIX MOPalbHO-3TUYECKUX mpodem,
BO3HMKAIOIIMX BO BPEMS UCCIIEIOBAHNN ¥ UCIIHITAHHUH.

1.2 B croetit nesrensrocta JIHOK pyKOBOACTBYETCS CIENAYIOIMMU JOKYMEHTAMHU!
oKoucturyuus PO

oXenpcHHCKas Jeknapaiis BceMupHon Menunusckod Acconmanumy, OUHISHINASL
1964 1. B COOTBETCTBUY C AEUCTBYIOLIMM TEKCTOM IIEpeCcMOTPa

‘Bceobias nexiapaliys o 6uostuke u mpasax yenoseka (IOHECKO)
c«KagecTBeHHas Kiunuueckas npakrukay (Good Clinical Practice, FDA, USA)
o“MexxmyHapoanas koHeperuus o rapmonusaum» (ICH, 1996 r.)

oJ[lupextrsel Cosera u mapmamenta EC (Hampumep, PyKOBOZACTBO i 4YJIEHOB
VccnenosaresCkux dTudeckux kommteToB, 2010 PykoBOAsIIEro XOMMTETa MO
JTHKE)

oPexomernnanuu FDA, EMA

sPyxosoacTra BO3 1 Apyrux MeKXIyHAPOIHBIX OpraHu3alKl

sPexoMeHIALIMH HayuYHBIX MEIUIIMHCKUX COOOIECTB

s@enepanbHblii 3ak0H Ne61-®3 or 12 ampens 2010 T «O0 obpauenuu
NeKapCTBEHHBIX CPENCTB», CTares 38, C MOCHEAYIOIMMHE OOHOBJICHUSIMU U
JIOTIOJIHEHUSIMU

«@enepanbubill 3axk0H PO «O6 ocHOBax OXpaHel 310POBbs TPaK/aH B Poccuiickoit

Denepanum» Ne323 or 21.11.2011 &



*Haunonansuei#i crannapr PO TOCT P 52379-2005 «Hammexamas KidHageckas
npaktukay CGP (2005 r) Good Clinical Practice (yrsepwuen Ilpukxasom
PenepanbHOTO areHTCTBA 10 TEXHWYECKOMY DETY/IHPOBAHUIO | METPOJIOTAH OT27
centa0ps 2005 . Ne232-cT1)

°PeKoMEeHAAIuMY IO IPEJOCTaBICHUIC HH(OPMALKY O HEONaronpusSTHEIX MOOOYHBIX
peaKLusiX JIEKaPCTBEHHBIX CPEACTB, BKIIOUYas HMMYHOOMOIOTHYECKHE Mperapars,
3aperucTpupoBaHHbix B Pocculickoit @enepanuu, yTBepkaeHHbIe PykoBomuTeneM
JlemapraMeHTa TOCKOHTDONS JEKAPCTBEHHBIX CPEACTB, H3JASIMH MEOULMHCKOTO
Ha3HAYeHUs, MeJUIIMHCKOM TexHuku Munsapasa Poccun 26 susaps 2004 .

o 00 yreepxaeHuy TuUMOBBIX nOpaBusi 00£3aTENBHONO CTPAxOBaHUS KU3HU
1 3I0POBbS  MAUMEHTA, YYacTBYIOIIETO B KIWHUYECKUX  HCCIeHOBaHHUIX
JEKAPCTBEHHOTO TIpemapara, YIBEp)KICHHBIE NOCTaHOBIeHHEM IlpaBuTensCTBa
Poccutickoit ®enepauuu ot 13 centabps 2010 r. Ne714

o006 vyreepwaeHun IlpaBua Haanexalled NpOU3BOACTBEHHOM  IIPAKTHKH,
YTBEPXKIEHHBIC MpUKa3oM MHUHUCTEPCTBA IPOMBILIEHHOCTH W TOPTOBIHX
Poccutickoii @enepauyu ot 14 urons 2013 . Ne916

oPemenue Cosera Eppasuiickoii DxoHomuuecko# Komwmccum or 3 Hos6pa 2016 .
Ne79

1.3 B ofmacty OHOMEIWIMHCKAX KCCIeNOBaHWN mpenmveToM 3kcmeprussl JIHOK
SBISIIOTCS BCE MCCIENOBATENBCKUE IIPOSKTH € ydacTHEM JOHed B KayecTse

HUCIBITYEMBIX, & TAKXKE UCCICNOBAHNA HA JKUBOTHBIX.

[I.LIEJIM JIOKAJIBHOT O HE3ABHCHMOI'O STUHYECKOI'O KOMUTETA
2.1.T'apanTrpoBars COOMIONCHHE STHYECKUX CTAHIAPTOB MPHU IUIAHUPOBAHUH H
MpOBeIeHUH KINHUYECKUX HCCIEN0BaHNT U UCTIbITAHKH.

2.2.32IUUTUTE BCEX YYACTHHKOB OMOMENULIMHCKHX WCCIIeNOBaHuUH, UCIBITAHUN
MEIUIMHCKUX W3IENUl, MCHONB3yeMBIX C JHArHOCTHYECKOM u/wim nedebHOH
IEJBI0 OT BO3MOXKHOTO yiliepda Tpu IPOBENeHHH KIHHHYECKHX MCCIEN0BaHUN
JIE€KApCTBEHHBIX MTPENapaToB, CPENCTE MEAUIIMHCKOTO Ha3HAYCHMS.

2.3.3alluTUTh rpakIaHCKKe NipaBa NalueHTOB IPH IIPOBCACHUNA KIIMHUICCKHUX



MCCIIEI0BAHNH JIEKAPCTBEHHBIX [IPENAPATOB, CPEICTB MEAUIUHCKOTO HASHAYCHIS,
2.4.08ecneunTs COOTBETCTBHE MEYKIyHAPOIHBIM W POCCHHCKIM 3aKOHOMATENEHBIM
aKTaM O HOPHAMYECKUX Y OTHYECKHX INPUHIHUIAX MEIUKO-OHOIOrHYeCKHX
VICCTIe/IOBAHUM NPY IPHHATHY K DACCMOTPEHUIO M 3allUTe JUCCepTaluii, TeMaTuKa
KOTOPBIX CBsi3aHa C UCIOJIL30BAaHKEM JIEKAPCTBEHHBIX CPEeNCTB, METONOB
OVarHOCTUKY, JIEUSHHs Y UEIOBEKa.

2.5.06ecneuuts coOMIOfeHIe IPHHIUIIOB I'YMaHHOTO OTHOIIEHUS! K XUBOTHBIM [IPH

I[MPOBEOCHKUH SKCIEPDHMMCHTORB U WUCCIIEIOBAHMY Ha JKMBOTHBIX.

HI.OYHKIMHA JIOKAJIBHOI'O HE3ABHUCHMOI'O STUYECKOI'O
KOMUTETA |

3.1 Tlony4yeHue u pacCMOTpeHHE B YCTaHOBIEHHBIE CPOKM JOKYMEHTAallUh WU
MaTepuaioB OT 3asiBUTENeH s NPOBENEHUS 3TUYeCKO skcneprusbl. [lepedens
JIOKYMEHTOB, NPeICTaBIsEMBbIX [/ SKCIEPTHON OLEeHKH, paspabarsiaercs JIHOK B
paMKax COOTBETCTBYIOLIEH CTaHIaPTHON OIIEPaLlMOHHOMN IIPOLEYPEIL.

3.2 TiiarenbHOEe  U3y4YEHME  HPENCTABICHHBIX HA  OTHYECKYI0  JKCIIEPTHU3Y
JOKYMEHTOB JAJISl OLIEHKM Kak PHCKA, TaK U OXUAAeMOM TONB3bI AJIf YYaCTHHUKOB
YCCIIeIOBAHKS, ONpEeNelieHns, SBIASTCS I OKHIAeMblil PUCK OOOCHOBaHHBIM IO
CPABHEHHIO C MONB30U I UCTIBITYEMBIX M HACKOIBKO Ba)KHA HH(OpPMALMs, KOTOPas
Gyner mony4yeHa mo pesyisraraM uccienosanus. IIpasa, 6€30MacHOCTE U 3M0POBEE
UCTIBITYEMBIX SBJAIOTCS TMPEIMETOM IE€PBOCTENEHHONW BaXXHOCTH U JIOJDKHBI
NPEeBaTUPOBATH HAJ UHTEPECaMi HAYKK W OOILECTBa.

3.3 Belgaua NMCHbMEHHOIO 3aKIIOYeHUsl C yKa3aHWeM OJHOI0 M3 CIEAyHOIUX
BO3MOJKHBIX PEIICHUHN:

- O6 onodpenuy NpPOBENEHNS KIMHHUECKOTO HCCNENOBaHUs (UCIBITAHHS, WHOTO
HAYYHOI'0 UCCIeNOBAHNS).

- TpeGoBanue 0 BHECCHMH H3MEHEHHM B NPENOCTABIEHHYIO MOKyMEHTALMIO I
Hoy4yeHus pa3peilieHns Ha [IPOBENEHHE UCCIIEIOBAHNM.

- OrtKa3 B pa3pelleHd Ha IPOBE/ICHKE UCCIEIOBaHIH.

3.4 OueHxa KBalM(QUKALMM WCCIENOBATENs HA OCHOBAHHMH €ro pesloMe Ha

HACTOSIIMAN MOMEHT W/Wiy Jpyrol HeoOXonuMod NOKyMEHTAalUH, [OIyYE€HHOH 110



sanpocy JIHOK.

3.5 PaccmoTpenne B mpoiecce  mccnenoBanus JOKYMEHTAUUHA C YacTOTOH,
3aBUCAILEH OT CTENEHH PHCKA, KOTOPOMY IO[BEPraroTCs HCIBITyeMBbIe, HO He Peke
OIIHOTO pa3a B Iox.

3.6 JIHOK wmMoxer norpe0oBaTb, 4YTOOBI MCHBITYEMBbIM OBUIA IPEJOCTABICHBI
JOTIONHUTENbHEIE CBEACHUS 00 KWCCIIEeNOBAHNY, €CIH 3TO HEOOXOMMMO IS 3aIlHATHI
1paB ¥ 370pPOBbsA UCIIBITYEMBIX, 4 TAKIXe JJIS TapaHTUX uX 6e30MacHOCTH.

3.7B cnydae, Kora COMIaCcHe Ha Yy4acTUe UCHBITYEMOT0 B KJIHHUYECKOM
UCCIeIOBaHUK HaeT ero 3aKoHHEBIN npencrasutens, JIHOK momxen yGenuthes B
TOM, YTO B IPEICTARICHHOM IPOTOKOJNE W/ WU Apyrodl JOKYMEHTALUY MOIHOLIEHHO
OTpak€HBl OJTHYECKHME aCMeKThl J&HHOIO WCCIeAOBaHHUS MW 4YTO JaHHas
NOKyMEHTAIMs OTBeYaeT AeHCTBYIOIINM HOPMaTHBHBIM TpeGOBaHUSIM K MOZOOHBIM
KIMHWUYECKUM UCTIBITAHUSIM.

3.8 B ciydae, eciny IpOTOKON YKa3EIBAET HA HEBO3MOKHOCTE IOIYYEHHS COINIAcHs
Ha yJacTde B UCCISHOBAHUY V UCHBITYEMOTO MW eT0 3aKOHHOIO IIPEACTaBUTENS 10
MOMEHTA BKJIFOYEHMS UCOBITYEMOro B Huccnenoranue, JIHOK nomxeHn yOenuTscs B
TOM, Y4TO B IPEACTABICHHOM IPOTOKONE W/WIK APYrod NOKyMEHTAlUX IOIHOLEHHO
OTP@KEHBI 3THUHYECKHE aCHeKThl JaHHOTO HCCIENOBAHMS M 4YTO JaHHAas
JIOKYMEHTALHS 0TBEYAeT JeHCTRYIONIM HOPMATUBHBIM TPeOOBaHMSAM K MONOOHEIM
KITUHWYSCKUM UCHIBITAHUSIM.

3.9 JIH3K paccMarpwBaeT IOPSAOK M CYMMBI BBIIIATBL HCHOBITYEMBIM, YTOObI
yOenuThCs B OTCYICTBHM KaK HEOOOCHOBAaHHOM 3aMHTEPECOBAHHOCTH, TakK W
npuHy&ALeHust UcTBITyeMslx. CyMMBI BBIILIAT AOJUKHBI OBITH MPOMOPHHOHATBHBI
HeSATeNbHOCTH YYacTUsl MCIBITYEMOTO B MCCIENOBAHUU ¥ HE MOJDKHBI ITOIHOCTHIO
3aBUCETHb OT TOr0, YYACTBOBAJ U MCHBITYEMBIN B WCCIENOBAHUH B TEYEHHE BCETO

YCTaHOBJICHHOTO MMPOTOKOIICM CpOXa.

IV. COCTAB JIOKAJIBHOT'O HE3ABYICUMOI'O 3TUYECKOI'O KOMHUTETA
W TTOPSIJIOK ET'O PABOTHI
4.1 B coctar JIHOK [0KHO BXOLWTH IOCTATOYHOE YMCIO JHI, 00Nalaroliux

HGOﬁXOﬂHM'blM OIIBITOM H KB&J‘IH@HK&HHGI}’I PI83E:] BKCI'[epTHOﬁ OLICHKH Hay4YHbIX



MEIULMHCKUX ¥ 3TUYECKHX aClEeKTOB IIIaHAPYEMOr0o HCCIIe0BaHMs.

4.2 B rxomudectBennom ortHoutenum JIHSK nomkeH cocTosTh HEe MeHee, YeM W3
NSATH YYaCTHHKOB, [IPU 3TOM WHTEPECH HE MEHEee, 4YeM OJIHOI'O JINIA JOJKHBI JIeKaTh
BHEe cdepbl HAyKd ¥ KaKk MUHHMYM OIMH YYaCTHMK [OMKEH He 3aBHCETh OT
OpraHu3aLlHK/BCCAENOBATENECKOTO LIEHTPA.

4.3 B uucno ygactaukos JIHDK momiHBI BKIIOUATHECS Npenceaarellb, 3aMeCTHTENb
npeacenarens, cexperaps u unens! JIH3K,

4.4 JinurensHocts npedsiBanus uineHoB B JIHOK orpanuyena msthio romamu (c
MOCEAYIOIIMM BO3MOZHEIM [PONOHTUPOBAHNEM HX TIOMHOMOYHKH). TONBKO 4iIeHE
JIHOK, He sgBiasroiuecd COTPy[JHHKaMM HCCIENOBATeNs WM CIOHCOpA, MOIYT
MPUHHMATD Y4HaCTHE B TOJIOCOBAHHMM II0 BOIPOCY pa3pellieHusi Ha TNPOBEIEHHE
KITHHUYECKUX HCCIeIOBaHUH.

4.5 JIHOK moxet npuberars K MOMOILIY HE3aBUCUMBIX 3KCIIEPTOB M0 CHEUAIbHBIM
BoripocaM, 6e3 mpara y4acTus B TOJIOCOBaHUH.

4.6 B orcytctrue npencenarens JIHOK 00si3aHHOCTH MpencenaTels UCIOIHSIET €ro
3aMeCTHTENb.

4.7 MunumaneHoe xonudecTBo YieHoB JIH3K, KoTophie MOMKHEI NPHCYTCTBOBATH
Ha 3aCelaHMH JJI TOTO, YTOOB! €r0 PEelIeHNs CYUTANIHUCH MPABOMOYHBIMHU (KBOPYM),
COCTaBIsIeT He MeHee TIOJIOBUHEI OT O0IIero Ynucia 9ieHoB.

4.8 Hpunarue pemenud JIH3K ocyimecTBngeTcs npocTeiM OOIBITMHCTBOM IOJIOCOB.
B ciayyae paBeHCTBAa TONOCOB MPHUHATHIM CUHTAETCS pelleHHe, 3a KOTOpOoe
POToJIOCOBal NIPECE1aTe/IbCTBYIOIIMMI Ha 3acCeIaHtH.

4.9 UYnensr JIHOK o0o0szansr cobnronats koHObUWIEHIHATbHOCTh HHGOOPMaLUAN
TIOTy4eHHOH B XOI€ STHYECKOH SKCIepTH3EL.

4.10 CoctaB JIH3K yTRepikiaeTcs IPUKa30M PEeKTOpa.

V.CTAHJJAPTHBIE IMTPOLIEAYPHI

5.1JIH3K fponwed pa3paboTaTs, HOOKYMEHT&JIBHO OGQOPMHTE #  COOMIONATh
CTaHAapTHBIE MIPOLEAYPEI, PeIIaMeHTHPYIOIINE U BKIIOYAIONIHe B ceds:

5.1.1 Cocras JIH3K.

5.2 IlnanupoBanue U NpoBeeHKe 3acelaHnl, onoseleHue unenos JIHDK



5.1IJIHOK pomwen pa3paboTars, OOKYMEHTalNbHO OGMOPMHTE M cOOMIOIATH
CTaHAapTHbIE MPOLeAYPEl, PENIAMEHTUPYIOIIHE U BKITIOYAIOIINe B ceds:

5.1.1 Cocras JIH3K.

5.2 IlnanupoBanue U NpOBEICHUE 3acefanui, onoBenieHue wieHoB JIHDK

0 MPEICTOALINX 3aCeIaHusIX.

Iopsimok npencTaBIeHus JOKYMEHTOB Ha pACCMOTPEHUE; IEPBUYHOE U [IOBTOPHOE
paccMoTpeHHe JOKYMEHTALKK [0 HCCIIEI0BAHMIO (HCTIBITAHHUIO).

5.4 Tlepuoou4HOCTb TOCHEAYIOLISNO HAaONIONEHUS U PACCMOTPEHUS. MaTepUanoB
on0OpEHHOr0 KIMHUYECKOTO UCCIIENOBAHMA, HUCIBITAHMS MEIMIMHCKUAX H3IEIUN
WY anpodanuu.

5.5 DKemepTy3a MMCCEPTALMOHHEIX padoT, MHULIIMATUBHBIX UCCIIE0BAHUN, HAYYHBIX
MIPOEKTOB.

PaccMmoTpenue 1o yIpomeHHON NPoLeaype U yTBepKAeHHe H3MEHEHUH IPOTOKOJIa
B XOJie MCCIIeIOBaHus, paHee paspenterHoro JIH3K.

5.7 Tlpouenypa u3BeILIERUs 3asBUTENS O IPHHATOM PEIICHUHU.

5.8 Tlopsaok nogaun anesisiym.

9 lokymMeHTalKs U apXUBUPOBAHHAE TOKYMEHTOB.

JIHOK  pelicTByer B COOTBETCTBHM C YTBEPXKIEHHBIMH CTaHIAPTHBIMU
MpolenypamMy, BeNeT MIOKYMEHTAlM:0 O XOLE BHINONHEHHS CBOEHM padoTEl,
cobmonaer npuHumnel GCP u meficTByIoNMe HOpMaTUBHBIE TPeOOBaHuUs, OTpaXaeT
CBOIO JIESITENIBHOCTH B €/KETOIHEIX OTYETaX.

B ciydae HeoOXONMMOCTH CTaHAapTHBIC OllepallMOHHbIE IIPOLENYPBI MOTYT OBITH
TIePeCMOTPEHBI WITH JOTIOTHEHEL.

VI. JOKYMEHTALIMA

6.1 JIHDK nomxeH XpaHWTb OTHOCSIIYIOCS K HCCIEAOBAHUIO NOKYMEHTALMIO He
MEHEe Tpex JieT IOC/e 3aRepIIeHMs HCCIENOBaHMS W INPENOCTaBlIATL €€ TIIO0
TpeDOBaHNI0 pa3pelluTeNbHEIX HHCTaHIUN ¢ colnrofeHueM TpeboBaHMH
3aKOHOHATeNbCTBa  Pocculickor  @efepand O  OEPCOHAIBHBIX  JAaHHBIX,
KOMMEPUECKOl, TOCYIapCTBEHHOU U MHON OXpaHAeMOU 3aKOHOM TalHe.

6.2 Viccnenorarenu, CIOHCOP, IPEACTABUTENY pPa3pelIUTeIbHBIX HHCTAHIIMHI MOTYT

sanpocuts y JIH3K ero crangaprasie NPOLERYPhl U CIIECOK €r0 WICHOB.
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CranpapTHbie onepaiiioHHBIE NPOHEAYDbI
1. Cocras JIH2K

1.1 B cocras JOKaJgbHOTO He3aBHCHMOro studeckoro komurera (JIHOK) nomxzo
BXOIWTh JOCTATOYHOES UHUCIO JHL, OOJajgarollyX HEOOXOAWMBIM OIBITOM U
KBasnuKanyued s 3KCIEPTHOM OHEeHKM HaydHBIX MEIMIUHCKUX W 3THYECKHX
aCIeKTOB TIAHUPYEMOTO UCCIIEOBAHNS.

1.2 B xonuuecTerHoM otHomennn JIHOK DOmKeH COCTOSTh, HE MEHee, YeM U3 IIATH
YYaCTHUKOB, TIPH 3TOM HHTEpEcHl He MeHee, YeM OJHOIO JIALA JOJDUKHbI JekKaTh BHE
ceppl HayKu ¥ KaKk MMHHMYM OIMH YYaCTHHK JOJKEH HE€ 3aBHCETh OT
OpraHu3alyy/UCCIe0BaTeIbCKOTO LEHTPa.

1.3 B uucno yuactuukoB JIHDOK nomxHB! BKIIOYATHCH NpEACENaTeNb, 3aMECTUTEND
npencenaressi, cekperaps u wrens! JIHOK.

1.4 JinurensHocTh npeboiBanus wieHoB B JIHOK orpanHuueHa NATBIO rogamu (C
TIOCIIEAYIOMUM BO3MOXHEIM IIPOIOHTHPOBaHMEM UX nonHomounit). Ilpencenarens
JIHOK wu ero 3amecTHUTeNb Ha3HAYAIOTCS HA CPOK He Oosee 5 JIeT ¢ BO3MOXHOCTBIO
nponnenust nongomouuii. Cocras JIHOK wu [lonoxenue o HHQK?%yTBep}Kﬂ,aEOTCFI
[IPUKA30M PEKTOpa.

1.5 Tonskxo unensr JIH3K, He gpismoiuiuecs COTPYAHHMKAMH HMCCIEHOBATENS HIIH
CTOHCOPA, MOTYT NPHHUMATh Y4acTHE B IONOCOBAHUM IO BOIPOCY paspelleHys Ha
[IPOBEIEHUE KIMHUYECKUX UCCIIEIOBAHNH.

1.6 JIH3K mMoxeT npuberars K MOMOIY HE3aBUCHMBIX SKCNIEPTOB MO ClelHalIbHBIM
sonpocaM, 6e3 rpaBa yJacTus B TOJOCOBaHKH.

1.7 B orcyrcreue npepcenatens JIHOK o0s3aaHOCTH NMpeACENaTelisi UCHOMHIET ro

3aMECTUTEIL.

2. Tlopsnok Ha3Hauedws 3acefaHyi, OMOBEHICHMS €ro YIeHOB O MPENCTOSMIUX

34aceHaHusX, 8 TAKXKE opragu3alii 3acenaHui

2.1 JIH3K npoBomur 3acemaHus No HeoOXOOMMOCTH (HepBHYHOE OOpalleHue
CIIOHCOpPa, KOHTPaKTHOM OpraHH3allMM MY OTBETCTBEHHOIO MCCIIEAOBATENs ), HO He

peIKe OHOTO pasa B MECHLl, 3a UCK/IIOUEHNEM OTIYCKHOTO I1epHo/a (HI0Jb — aBrycr).



TouHast nata OYEPENHOrO 3aCENAHNS ¥ BCe WIMEHEHUS B rpaduKe 3acegaHuit
JAOBOIATCH IO CBENEHUS UCCIIEIOBATENEH.

2.2 Cekperaps JIHZK onosemaer Bcex wnedos JIHSK o gmare u BpPEMEHU
[POBE/IEHN 32CeIaHMs U ero MOBECTKE HE TO3/Hee, 4eM 3a 5 paGouux mHeH g0 ero
[IPOBEICHMUS.

2.3 MunnmansHoe Kougectso uneHoB JIHOK, KoTopsie JOMKHBI IPUCYTCTBOBATH HA
3aceflaHuM IS TOTO, 4TOOBI €rc pelleHHs CUUTAINCH [IPaBOMOYHBIMH (KBOPYM),
COCTaBIISIET HE MEHee [OJIOBUHEI OT OGIIEro Yncia YIeHOoB.

2.4 Ilpunstue pemenns JIHOK ocyniecTBisieTCs NpoCThIM GONBIIMECTBOM TOJIOCOB.
B ciydae paBeHCTB2 TONOCOB MpPUHSTHIM CUHTACTCs pELICHHE, 32 KOTOPOe
[IPOTOIIOCOBAN NPeACEIaTENbCTRYIONIMY Ha 3aCeTaHNiH.

2.5 B cmyuae Heo6xéﬂ11hrzocm Ha 3acemamue JIHOK wmoryr npumiamarscs
NPEJICTaBUTENIM OpraHMu3al[iu-3asBUTENs, 3aKa3uuKU (CIOHCODPBI), HCCIENOBATENH
it OpeNCTABIEHNS WH(MOPMALK 10 JHOOBIM  AacHeKTaM  HCCIeNOBaHMS,
HeoOXOIMMBIM JUIsl IPUHATHUS pelLicHus, 03 mpaBa COBEIaTeIbHOTO IoI0Ca.

2.6 Jlo Hauana 3acexaHus ¥ B xoxe ero wieHsl JIHOK MoryT o3HakoMuThes ¢
[Ipe/ICTaBICHHBIMHY 3asiBUTENEM MaTepuanaMy UCCeIOBaHNUS.

2.7 Ha 3acenannu JIHOK npencrasieHHble Ha SKCIEPTH3Y MaTePHAIbl KIHHHYECKUX
UCIBITAHUM  JokianaeBaeT  ynonHoMoudeHHBIM  uneH  JIHOK, mompoGuo
O3HAaKOMMBIIMHCS CO BCEeMM MarepuanaMu. HeKoTopsle BOMPOCHI KCCIIENOBAHUS
MOMET OCBETHUTH NPUINIALICHHBIN Ha 3acefaHue OTBETCTBEHHBIM HCCIENOBATENb II0
JIaHUPYEMOMY UCCIIEN0BAHUIO.

2.8 PesynbTaThl 3KCHEPTU3bl paccMarpusarorcs Ha 3acenanugx JIHOK ¢ mpunstuem
OIHOTO U3 CIAEAYIOLIUX PeLICHUH:

- 3akmtoueHne 06 ogobpeHny NpoBEACHNMS KIMHUYECKOTO HCCIEOBAHNS;

- 3aKJIIOYEHUE O HEBO3MOKHOCTH ONOOPEHNS KIUHUYECKOTO UCCEI0BaHMUS;

- PeKOMEHJallMK O BHECEHMU W3MEHEHUHU B MPEACTaBICHHBIE JOKYMEHTHI JJIs 1ejeH
nocienyolell BeiAau¥ 3akioueHus o0 onoOpeHuu MpOBEHSHUS KIMHHYECKOTO
HCCIEI0BAHUS;

2.9 TloBTopHOE paccMoOTpeHHe NOKyMeHTOB Ha 3acemanuu JIHOK ocyiuecTBaseTcs

noclie ycTpaHeHUs 3asgBuTeneM oTvedeHHBIX uwineHamu JIHOK 3ameuanuit wim



NpeCcTaBIeHus NOOHUTENbHON [OKYMEHTALHH

2.10 Ecnu pemenne JITHOK npunsto He equHormacHo, 0coboe MEEHEE MEHBIIHHCTEA
uyieHoB JIHOK 3anmuceiaercs B IIpoTokorie 3acemaHus W HOBOIUTCS pu
HEOOXOAMMOCTH JO CBEIEHHS MHCCIEAOBATENs BMECTE C peLIeHHEM, MIPHHATHIM
HonpimHECcTBOM WieHoB JIHDK.

2.11 Bcee 3acenanus JIHOK nportoxonupytores. [Iporoxon sexaer cekperaps JIH3K

Wiy yrnonHoMmoueHHbiH nes JIHOK.

3.TTopsiiok npeIcTaBIcHKS JOKYMEHTOB Ha PACCMOTDEHME

3.1 JlokymeHTaums Mo IUigHEpyeMoMy ucciexosanuio nmogaercs B JIHOK or siuna
3asgBUTENs, HECYIIero OTBETCTBEHHOCTh 32 HaydHbIl, OpraHW3allMOHHBIA U
STHYECKMH aCHeKThl HCCIeNOBaHus. 3asiBUTENEeM MOXKeT GOBITh BeNyIUWid Bpay-
Hcclieiosatenp 6assl UCCIeIOBaHUS.

3.2 Jlocse IO IUTAHUPYEMOMY HCCIEHOBAaHUIO, NPEACTaBISEMOE B LENIX €ro
3THYECKON OSKCIEPTHU3Bl, MOJDKHO BKIIOYATH BCe JOKYMEHTBI, HEOOXONMMBIE |
CYIIECTBEHHBIE [Tl TIONHOLEHHON 3TUYECKONW IKCIepTH3bl. JIOKYMEHTBI NOJKHBI
OLITH IPEACTAaBIEHBl B OYMaXKHOM (OpMAaTe W/MIH DIEKTPOHHOM HOCUTENe |
MPEIOCTABIISAIOTCS B ONHOM 3K3EMILTSIPE.

3.3 Cexperaps JIH3K ocymiecTBiIsieT PErUCTPaALMIO JOKYMEHTOB, [10[aBaeMbIX Ha
pPacCMOTpEHHUE.

3.4 Cpoku u ajpec TperCTaBlIeHns: To0KyMeHThl nogatores B JIHOK ne nosnxee,
geMm 3a 7 pabounx OHel 10 O4YEperHOro 3acelaHus KOMMTETa Mo aapecy: 344022 r
Poctos-Ha-Jlony rep. Haxuueranckuii 29.

TIpencenarens JIHOK: lllaroxus FOpuit Bacunsesud, Ten. +7(863)250-41-74.
3am.npencenarens JIHOK Bracosa Buxropust HuxonaesHa, Tei. +7(863)2504163.
Cexperaps JIHOK: CumonsiH Kapurs BrnagumuposHa, Ten. +7(863)250-41-91.

4. TlopsinoK NepBHUYHOINC PACCMOTPEHUS NOKYMEHTAIUA T10 HCCIAEA0OBaHHIO

4.1 JloxyMeHTamus [0 IIaHUPYEMOMY KIMHHYECKOMY WHCCIEIOBaHUIO MOJKHa
BKJIFOUATH CIEAYIOLIEee:

» 3asBIICHKC IJIaBHOTO HCCICHOEBATEIA C HPOCBGOﬁ paccMOTpeTE BOHPOC O

MMPOBEOCHWH HCCIEIOBaHNA. B zagsnenuu MIpUBOOUTCS IIOJHOC Ha3BaHHC IIPOTOKOJIA



HCCIeOOBanus,

. paspelicHue MHHHCTEpCTBa 34paBO0OXPaHCHUAA P(D,
. IPOTOKOI HCCIEOOBaHMA co BCEMH CYLIECTEYIOIIHMHA

D.OHOJ'[HCHPIHMH/H3MSHGHI’IHMH K HEMY,

. 6pollropa MccaefoBaTeNs ¢ uHQopManuel o 6e30MacHOCTH JIEKapCTBEHHOTO
CpeiCcTBa;

. dopma nHGOPMUPOBAHHOTO COIIACKS MALMEHTA ¥ BCE NOTPABKH K HEH;

. CBElCHMsI O MEOULMHCKHX OpraHW3aliAX, B KOTOPHIX MPEAIoiaraeTcs

MpOBECHUE KIMHUUECKOTO UCCIIeOBAHYS,

e  CBeJeHWS O NpearnojaraeMbIX CPOKaX MPOBENEHNs KIHHHIECKOro HCCIIeI0BaHHUs;
. HayuHas Guorpaduisi IIABHOTO HCCIENOBATENS; CBENEHMs 00 OmbITe padboTsi
fccTeioBaTeNied 0 COOTBETCTBYIONIMM CIEHHANBHOCTSM ¥ X ONbITE paboTsl MO
[POBENEHHIO KIMHUYECKUX MCCIIEIOBAHK,

e yadopMalKsi O CTPAXOBAHUK YYACTHHKOB KCCIIE[OBAHMUSA, KOMHM JOroBOpa
00s13aTeIBHOTO CTPaxXoBaHKS;

° uHbOpPMAITHSI O JIEKaPCTBEHHOM [Ipenapare;

° ao0ble  Opyrue OmpeleleHHBlEe 3apaHee [OKYMEHTBI, KOTOPBIE MOTYT
norpeGosathes JIHIK st BEIIOIHEHHMS ero 00s13aHHOCTEH.

42 JlokymeHTaLys [0 IUIaHUPYEMBIM HCCICIOBaHUAM IIOJDKHA  IIPOXOAUTH
SKCTIEPTHYIO OLEHKY C TOYKM 3peHus coorsercTsus npasunam GCP, cobmonenus
WHTEPECOB U IPaB BCEX YUACTHHKOB HCCIEIOBAHNS, OOIIENPUHATEIX STUHECKUX HOPM
B xoze 00cyxaeHws Ha 3acenanuu JIHOK.

4.3 DrruecKas dKCIEPTH3a MPEACTABICHHBIX JOKYMEHTOB OCYIIECTBISETCH IyTEM
KOJIErHANBHOr0 OOCY)KIEHMs M OTKPHITOrO rojiocoBaHus Ha 3acepanuu JIHOK.
[IpunsToe pelleHne PUKCUPYETCS B IIPOTOKONE 3ace/lanus JIH3K.

4.4 HegonmycTUMO BKIIOUEHHE CyOBEKTOB B MCCIENOBAHME [0 MONYHCHHS
nmucsMenHoro onobpenus JIHSK Ha mpoBenenne ncciaeIoBaHus.

4.5 JIH3K yaenser ocoboe BHUMAHUE TEM HCCIEIOBAHUAM, B KOTOPBIC MOTYT OBITh
BKJIFOUEHB! yS3BUMBIE WCTIBITYEMBIS, TO €CTh NIUNa, b€ JOOpOBONBHOE COTIACKE Ha
y4acTHe B KIMHUYECKOM HCCTENOBAHUY MOXKET OBITE Pe3yIBTaroM hx ype3MepHOH

3aMHTEPECOBAHHOCTY WM CAHKIHHA CO CTOPOHBI PyKOBOACTBA B Cllyd4ac OTKasa.
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Kpome TOro, K ys3BHMBIM HCHOBITYEMBIM OTHOCATCS OONbHBIE HEU3JIEUUMBIMHU
3aboneBaHUsAMHU; MKla, COAepxaIludecs B JOMaxX Ipecrapensix; Oe3paboTHele u
majoocbecriedyeHHble; TAIMEHTH B HEOTIONKHOM COCTOSIHMM; TPENCTaBUTENH
HalMOHAIbHBIX MEHBIIMHCTR; Oe30MHble, OEXeHIIbl; HECOBEPILIEHHONETHUE, a TAKKe
A, He criocobHble naTh HHQOPMUPOBAHHOE COTTIACHE.

4.6 Ecnu rpoTokon NpenyCMarpUBaeT HEBO3MOXHOCTE ITOJIYYEHHs COIVIachs Ha
yYaCTHE B MCCIIE0BaHNY y cy0heKTa UK ero 3aKOHHOIO MPENCTaBUTENS JO MOMEHTA
BKJIfOoueHus cyOpexta B mccnemopaHue, JIHOK nomxen yOemmThes, UTO
[peCTABIEHHBIM MPOTOKON HiId Apyras NOKYMEHTalHs COOTBETCTBYET 3THYECKUM
HOpMaM ¥ HOpMAaTHBHBIM TpeboBaHusM NS TaKuUX MCCIEN0BaHUM (Hanpumep, Npu
HEOTJIOXKHBIX COCTOSHUSX).

4.7 PeitieHne MOXKET COAEPKaTh:

- ofoOpeHME TIPOBEICHMS KIMHWYIECKOTO MCCHENOBaHUsl (UCIBITAHUS, WHOTO
HAYYHOIO UCCIEIOBaHUS);

- PEeKOMEH/IAIlUY O BHECEHUW W3MEHEHHH B MPENCTABICHHbIE NOKyMEHTHI IS LeleH
nocneayromed BeiMauu 3aKmodeHEst 00 ofoOpeHwH NPOBENECHUS KINHUYECCKOIO
HCCJIeI0BaHHUS;

- OTKa3 B pa3pCHICHUN Ha NPOBENIEHIT HCCHGHOB&HHﬁ.

5. 1lepyoaHyYyHOCTE MOCIEAVIOMIETO HalbnrogeHus M DacCMOTPEHHUS MarepuasoB

07100peHHOr0 KIMHMYECKONO UCCHEN0Bang, MCIBITaHUA MEAUITUHCKUX WU3JIETUN WU

anpobauuyu

5.1 JIHDK ocymecTBIseT NOCTOAHHOE STHUECKOE COINPOBOKIEHHE, MOHUTOPUHT,
rnociegyiollee HabMIONEeHME ¥ ITIEPECMOTP MATEPHalioB  ONOOPEHHOro paHee
KITMHAYECKOTO VCCIeIOBAHNA, HCIIBITAHMS METUIHHCKIX U3eTHH WM anpobannm.

5.2 Ha ocHOBaHMHM J@HHBIX ¥ MATEpPUANIOB, IIOIy4YaeMBIX B XOI€ MCCICAOBaHUS, a
Takxe npd TonydeHHH HHGQOpManuu 00 HCHOIB3YeMBIX B HCCIEIOBaHUU
NIEKApCTBEHHBIX  [PENaparos, OHONOTMYECKH aKTUBHBIX  100aBOK, CpEICTB
MEIUIMHCKOTO HA3HAYEHUs U3 APYTHUX UCTOYHUKOB, €CIIM TaKHe CBEACHUS KacarOoTCs
Y3MEeHEHHUsS COOTHOIIEHMS MOJB36I M pHCKa s HcnelTyeMslx, JIHOK mpunuMaer

peenus 06 onodpenny fanbHEHIIEro MPOBENEHUS 3TOTO HCCIIe[OBAHM.



5.3 JIHOK ocyiuecTBusieT MOHHUTODHHT 32 XOHOM MCCIENOBAHUS HA OCHOBAHMH
MPOMEKYTOYHBIX OTHETOB O XOJI€ HCCIIENOBaHus, npenoctaBisieMbrx B JIHDK me
pexxe opHoro pasa B rof. IIpomexyToussie OT4ETHI O XOJe WCCIENOBAHUS [OJIKHBI
COMepKaTh CENYIONMYIO HH(GOPMAIIHMIO, HO He OrpaHHuMBATECS I0:

- CBEZICHUs O Ha0Ope UCIBITYEeMBbIX;

- uH(OpPMAIMIO O Havdalle HCCIIEIOBaHNUS;

- CEephe3HbIe U HeTlpenBuAeHHEIe obouHble 3D dEKTsL;

- UCK/TIOYSHHE TAlMEHTOR U3 UCCIeIOBaAHMS;

- U3BECTHAIE OTKIOHEHMS/HAPYIIIeHUS], NOIYIIICHHBIE B XO/I€ UCCIIeOBaHuU,

- HOBbIE JJaHHEIe, Kacarolmyecs 0e301acHOCTH Ipernapara.

5.4. JIHOK ocyliecTBiseT MOHUTOPUHT 3@ XOAOM MCCIEAOBAaHMUS Ha OCHOBaHMU
coollieHui 06 M3MEHEHUsSX B XOAE MCCIEHOBAHMS, O CEPbE3HBIX HEKEIATEIIbHBIX
SIBJIEHHUSIX 1 HETTPEIBUICHHBIX TO0OYHBIX 3PdeKTax.

5.4.1 Ob6s3arensHoMy yBeaomieHuto JIHOK (Hapsay ¢ uHQOPMHUPOBAaHUEM CIIOHCOPA
B COOTBETCTBMM ¢ TpeOOBaHMSMM MNPOTOKONA HCCIEJOBaHUs) IIONJIEXaT BCe
HE)KENIaTeNbHbIE COOBITHS, 3aperMCTPHPOBAHHEIE B JAHHOM HCCIIENOBATEIBCKOM
LIEHTPEe U PacIleHEeHHbIE KaK CEPBE3HBIC, T.€. BCE KIMHUYECKHUE NPOSIBICHUS, KOTOPLIE:
- IPUBOJST K CMEPTH;

- IPECTABISIOT YTPO3Y ISl XKUZHHY,

- Tpe0yIOT rocnuTanIn3aluny 1100 €€ IPOIIEeHNS;

- IPUBOIAT K CTONUKOM WIIV BRIPAXEHHON HETPYAOCIOCOOHOCTY WK WHBAITUIHOCTH
5.4.2 Tlpu pa3BUTHY CEPRE3HOTO HEKeNaTelbHoro codpiTus B LleHTpe uccienosaressb
B TeueHwe 3 nOHel qomxed yeegomuth JIHOK muceMoM, BKIIOYAIOUIMM Kparkoe
onucanue coObitss W (GQOpMY  CEPBE3HOTO  HEXEIAaTeNbHOTO  SIBIICHUS,
MPENYCMOTPEHHYIO IPOTOKOIOM HCCIEIOBAHMSL.

[Ipu HeoOXOMMMOCTH  HCCIIEIOBATEIIb o0s3ad  MpPeNOCTaBUTh  MOAPOOHBIN
MUCHMEHHBIH OTHET C ONMMCAHMEM CEPhEe3HOTO HEeKelaTelIbHOro COOBITHS He TMO3/Hee
15 nHe¥ co [HS pa3sBHTHS IMOCIENHETO, a TakkKe HO MOodyYeHHH MHGOPMALUH O ero
ucxone  (OKOHuUaHWEe  TOCOMTANM3alHY,  PasBUTHE  OCJIOKHEHHM,  [ONIHOE
BBI3JIOPOBJIEHHE WM cMepTs OombHoro). JIHOK Moxer OpiTh 3arpeboBaHa

AONOJHUTEIbHadA HH@)OPM&HH&I O CCPbBE3HOM HEXKEIaTC/IbHOM sBJICHHMH, BKIIOYAA



NaHHBIE NOMONHUTENBHBIX UCCIEHOBAaHWY, BHIIMCHBIE M IOCMEPTHBIE SIUKPU3EL,
POTOKOJIBI BCKPBITHS.

5.4.3 ObsasarensHoMy yBepomuerrro JIHOK B cpox He mosgnee 3 aHell momjiesxar
CBEIICHHS O pa3BUTHY HENPENBUACHHEIX IOOOYHBIX 3(PQEKTOB UCCIEayEMOro
mpenapara B JIaHHOM LEHTpE (T.e. HeKenaTe/lbHbIe, PACLICHEHHBIE HCCIIENOBATENEM
KaK HENpeIBUICHHBIE ¥, BO3MOXKHO, CBf3aHHBIE C YHNOTpeOIeHWeM [JaHHOTO
npenapara B passutuu nodouxoro sdoexra). JIHIK ocrarmser 3a coGoil mpaso
3aTpedoBaTh JOMOMHUTEIbHYO UHOOPMANKIO JUIS PELISHNs BOIIPOCa 0 BO3MOXKHOCTH
MPOAOIIKEHMS UCCAENOBAHMS B HSHTpe..

5.4.4 Cooliuenus no 0e30MacHOCTH, CBA3aHHBIC C NPEABHICHHBIMU CePhe3HBIMU
HeyKeJlaTeNbHBIMY SBISHUAMH, CEPhe3HBIMI HEXENaTeIbHBIMU SBJICHUSIMH, KOTOPEBIE
HE CBA3aHbLI C HCCIEAyEeMBIM IIPOLYKTOM, HE3aBHCHUMO OT TOIO, SIBISIOTCS JH OHHU
OPEIBUJEHHBIMY  HJIM  HET, JO/DKHBI INPENOCTAaBISITBCA IPU  YCJIOBHH, YTO
ITaHUpYyeMast JUTMTENIEHOCTh MCCIEeIOBaHIS COCTaBUT Ooree 12 Mecsiile, OIMH pa3 B 6
MECSLEB, IPYU YCIOBHMU JUIUTEIBbHOCTY HCCnenoBanus Menee 12 mecsues - 1 paz B 3
Mecsua.

5.4.5 B cOOTBETCTBUY C OLEHKOW 3HAYMMOCTH, COODLICHUS MOTYT ObITh MPHHSATH K
CBEICHUIO. B OTHenbHBIX ClydasX, 3acily’KUBAIOUIMX OCOOOTO0 BHUMAHUS C TOYKH
3peHuss 0e30MacHOCTH UCHBITYEMBIX U W3MEHEHMS COOTHOILLEHUS PUCKa U TOJIb3bI
y4acTusi B HCCIENOBAHUM, COOOIIEHHUS BLIHOCATCS Ha OOCYKJeHWEe Ha 3acelaHuu
JIH3K, u no HUM MNpUHUMAIOTCA OCOOBle pellleHus, KOTopble OhOPMISIOTCS
BbINKUCKOH 13 IIpoToxona.

5.5 JIH3BK ocymecTeiaseT MOHUTOPUHT 23 XOIOM HCCJIEIOBAaHHUS HA OCHOBaHHUH
JIOTIONHUTENbHBIX MAaTepUaoB MpU IPOBEACHUM ONOOPEHHOTO MM WCCIIEOBAHUS,
Kacarolpecs u3alina ¥ JOKYMEHTaLUHU:

- NONP&aBKH, U3MEHEHUS U JOIIOIHEHYS K IIDOTOKOJY HCCIIEIOBAHNS,

- TMOMNpaBKH, W3MEHEHWs W [ONONHeHWs K wuHbOpManMu IS [aldeHTa Wu
UH(OPMUPOBAHHOMY COTTIACHUIO;

- UHBIE MaTepHalbl, IOCTYNAOIIME B XOAE UCCIEIOBAHUS.

5.5.1. Bce nomnpaBKy, M3MEHEHHUs ¥ AONOIHEHHS K IIPOTOKOIY, KOTOpBIE 3aTparuBaroT

0e3011acHOCTh MCIIBITYEMBIX, HX HUHTEPECHl W TpaBa, UBMEHSOT Harpy3Kd B XOoIe



HCCIIEIOBaHus, [OJDKHBI paccMaTpHBAThCS B COOTBETCTBUH CO CTaHAAPTHEIMH
OTlepallMOHHBIMU IPOLETyPaAMHU.

5.5.2. TlonpaBku, u3MeHEeHHUs U JONONHEHUS K MPOTOKOILY, KOTOPhie He 3aTparuBaioT
0e30MacHOCTY WCTIBITYEMbIX, UX HHTEPECOB U NpaB, He U3MEHSIOT HArpy3Kd B XOIe
MCCIEeIOBaHMs, HE KacalOTCs M3MEHEHUs OTBETCTBEHHOCTH Bpadel-mccienoBaTenei,
MOTYT pacCMarpyBaThCsi I[I0 YCKOPEHHOH rmpoueAype B paboueM MOpsOKe
npexncenarenem JIH3K.

5.6 Tlo oxonuamuu wucciaenoBanus HeoOxomumo mnpexcrasiasite B JIHDK
3aKIIOUYMTENBHEIE  OTY9eT ¢ 00s3aTeNPHBIM yKa3aHHEM CpOKOB IPOBENCHUS
MCC/IeIOBAHMS, MHaThl 3aKpPLITUs [eHTpa, KONKWYeCTBA CKPUHHPOBAHHBIX U

BKJITQUEHHBIX MAalMCHTOB, NCPCHHN HEXENIATCIIbHBIX SABICHUM U T.IL.

6.JKCcIIepTU3a JUCCEePTAllMOHHBIX paboT, MHHMIOHATHBHBIX MCCISAOBAaHUMN, HAVYHBIX

IIPOCKTOB.

6.1 Bce aucceprallMOHHBIC/MHULIMATUBHBIE UCC/ICOBaHNUs JIOIKHBI OTBEYarh
MEKIYHAPOAHBIM ¥ POCCHMCKHM TPeOOBaHMSM JTHYHOCTH M IIpeaiararkh
6e30MacHOCTh A CyOheKTa HCCIe 0BaHMs/UCIIBITaHuS.

6.2 Ilpu paccMOTpeHHWM  JHCCEPTAUMOHHBIX/MHULIMATUBHBIX  HCCIIEIOBAHUH
STUYECKUN KOMUTET YAEHAeT 0co00e BHUMAHUE:!

- N106POBOIBHOMY HHGOPMUPOBAHHOMY COIVIACHIO CyOBEKTa MCCIEN0BaHN:S,

- Hay4YHO! COCTABISIOIIEY TUNIaHUPYEMON padoTh;

- 3aluTe MePCOHATBHEBIX NaHHBIX Mal[eHTOB-yYaCTHUKOB MCCIICI0BaHHUS;

- KPUTEPHSIM BKJIFOUEHUS ¥ HCKIFOUEHUS CyOBEKTOB B MCCIIEIOBAHNE.

6.3 3assurens nonaer B JIHOK crnexyroniye JOKYMEHTHL:

- 3asBJICHHE HA MPOBEACHUE STHUECKON SKCIIEPTU3BI KCCIIEI0BAHNUS,

- QHHOTALMS [UCCEPTALIMOHHOM paboThl /TeKCT OOOCHOBaHUS TEMbI HAy4HO-
kBanuPUKAUMOHHON paboThl (quCcCepTaLuh) C YKa3aHUeEM JaThl;

- KONWsI BBINIMCKHY 3acefanusi xabenpalsHOH KoHQEpeHLNH, COAEpIKalled CBeleHUs
00 yTBep)KIeHUM TEMbl AMCCePTAHOHHON paboTh;

- JUIS WHUIHATHBHBIX YUCCIAENOBaHKN - MPOTOKOJ IIJIAHUPYEMOIO HCCIENOBaHHs C

YKa3aHHEM €I0 BEPCUHM U 1aThi,



- KpaTkas aHHOTallMs Ha UCTOJb3YeMbIe JICKAPCTBEHHbIE TIPEaparhl, OpUTHHAILHEIE
METOIWKH, aBTOPCKUE MOAUMDHUKALY UX;

- uHpopmanms s manueHTa  (MH(GOPMAUMOHHBIM  JTMCTOK) W hopma
HH(OPMUPOBAHHOTO COIVIACKS HAlHEHTa; €ClM NMpeRyCMOTPeH HaGop meTei, nui c
OrpaHUYeHHON [eecrnOCOOHOCTEI0 - TO UHGOPMAIUY Ul CaMHX TalMeHTOB M HX
3aKOHHBIX TIpencTaBuTeneit/ponurtenell (00g3aTensHO yKa3aTh BEPCUIO M Jary
JOKYMEHTA).

6.4 DTrueckas 3KCIEPTHU3a IpeiCTARIEHHBIX JIOKYMEHTOB OCYLIECTBISIETCS MyTeEM
KOJIIErHaNbHOTO OOCYKIEHHS W OTKPBITOro ronocoBaHus Ha 3acefganuu JIHOK.
Ipunstoe pelienye GpukcupyeTcs B mpoTokone 3acenanus JIHOK.

6.5 JIHOK Ha cBOEM 3acefaHyy NPHHUMAET OIHO U3 CASAYIOLIMX PELIeHUA:

- «OnO0PUTE NPOBEICHNE UCCAEIOBAHUAN;

- «onOOpUTh TPOBENSHUE WUCCICNOBaHKS C 3aMedaHusMH 0e3 [OBTOPHOTO
PACCMOTPEHHUS» IIPH YCIOBHM OTBETOB Ha ITOCTABICHHBIE BOIPOCHL ¥ BHECEHMS
pEeKOMEH IyeMbIX U3MeHEHNH U/UK JOMNONHe N B pabouem nopsaake. B sTom ciydae
JoNoONHUTENbHAs uHbopManus HODKHA OBITE ofnoOpeHa MNpENCcenareleM WIH
3aMecTHTeNeM IMpeJcenarelsi 3THUecKoro koMmmTeTa u mepefada B JIHOK kax
00s3aTeNIbHOE YCIIOBIE BBIA4M BBIITHCKH;

- «IIOBTOPHO paccmoTpeTs Ha 3acenanuy JIHSK nocne BHECEHUS M3MEHEHUH B
MPOLEAYPHl ¥ MaTEPHabl UCCIIEAOBaHUIY; |

- «HE pa3peiinTh NPOBEACHUC UCCIICIOBAHNA.

7. YexkopeHHas nporeiypa pacCMOTPEHNS TOKYMEHTOB

B orpaHy4eHHOM YHCIE CIIy4acB BO3MOKHO OBICTpPOE pacCMOTpEHHE BOIIPOCOB IIPH
BHECEHMHM HE3HAUUTEIbHBLIX TOMPABOK ¥  HECYIUECTBEHHLIX H3MEHEHWM B
paccmarpyBaeMble TPOTOKOMIBI, ECIIM 3TH W3MEHEHUs! He 3aTparkBaroT 0e3011acHOCTH
MCIIBITYEMBIX, HE YBEIUUUBAIOT PHCK [JId IIALMEHTOB, HE 3aTParuBalOT UHTEPECOB U
npas, He W3MEHSIOT HArPY3KH B XOHE HCCICNOBAHMSA, HE KACAIOTCS H3MEHCHMUS
OTBETCTBEHHOCTH Bpadei-ucciieoBarTenei.

B ortux cayuasx npexcemarens JIHOK u ero samecturenu wim 4nensl JIHOK,
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MPUESTHE PEILICHHS IO [PEATIaraeMbpiM IOTIPaBKaM B paboueM IOpsiiKe.

B caygae, eciid 3TH JOKYMEHTBI OLEHKBAIOTCS KaK HE BIUAIOIIHE Ha pE3yJbTaThl
NPOBENEHHON paHee 3THYECKOM 3KCIEPTU3bl, OHH ONOOpPsIOTCA B pabodyeM MOpsJKe,
410 0hOPMIAETCS IUCEMOM B &/fpec 3asBUTeNs, NoAnucanHsM cexkperapem JIHOK.

B panpHeimeM pemrenne gosopurcs 1o dinenos JIHOK Ha ouepenHoM 3acejaHuu.

8. IIponeayna u3BelIeHUS 3a5BUTENS O IPUHATOM DEIICHUHN

8.1 JIHOK cBOeBpeMeHHO B IHCHMEHHOM BHJE COOOIIAET 3aiBHTEII0 O CBOMX
pEIleHMX, KACAIONMXCS IPOBENCHHS KIMHUYECKOTO WCHBITAHMA, O MNpUYMHAX
[PUHATHS PEIIEHUM, O OpsiKe 00)alOBAHNS €T0 PeIeHNH/3aKIII0UCHHH.

8.2 IMporoxon 3acenarus JIHOK nomxer 65ith odopmnen mocne sacenanus. JIHOK
B IIMCHBMEHHOM BHIE COOOIIAeT MCCIECAOBATENIO, OPraHM3aTopy KIMHUYECKOro
MCCNIeIOBaHMS O CBOUX DELIEHWSX, KacaroIIuXCs KIMHUYCCKOIO HCCIEAOBAaHUS WU
npuukHax —TpUHSTHS  pelueHuidl. BbIIEcky U3 NIPOTOKONA, TOANKMCAHHBIE
mpeacenarenem u cexperapem JIHOK, sBmsorcs oQuUMANbHBIMH JOKyMEHTaMH,
VAOCTOBEPSIOMMMU  (axT oxobpeHus, OTCPOYKM MM OTKasa B onoOpeHuH
KJIMHAYECKOTO UCCIIENOBAHUS. |
8.3 BLINUCKY JOMKHE] COIEPIKaTh CeAYIOMy0 HHGOPMALIKIO:

- gaszeanue JIHOK,

- 1aTa 1 MecTO paccMoTpenus ¥ npuHsTUs pemenus JIHOK,

- HOMED U JaTa [IPOTOKOJa,

- Ha3BaHWs K MIEHTH(QUKAIMOHHBIE HOMEpPA HOKYMEHTOB HCCIEIOBaHMS, KOTOPLIC
m3yqanvcs JIHOK

- hammuius, ¥Ms, oTdecTso mpexacenarens JIHOK,

- (amunus, uMsg, otyectso unenos JIHOK, yuacTsyromuX B NPUHITHN PEILICHUS 110
JIAHHOMY HCCIIE0BAHUIO,

- yeTkoe m3noxenue npunstoro JIHOK pernenns,

- no0ble peKoMEeHJAlMK, O0cobble MHEHWsS WK JOMONHUTEIbHBIE TpeboBanus,
xotopsie JIHIK couteT HeOOXOAMMBIM MPUTIOKUTE K CBOEMY PEIICHHIO,

- B ciydae HEOOXOAWMOCTH BHECTH H3MCHEHME/NONMONHEHHe B MNPEICTaBICHHBIE

JOKYMEHTEL, apryMeHTUPOBaHHOE 0OOCHOB2HNE TAKOW HEOOXOMUMOCTH,



- B ClIydac OTKasa B OﬂOﬁpGHKI/I Ha MOPOBSNCHHE KIUHUYECKOIO HMCCIIENOBAHHS —
HETKOC U3JIOKCHKE NIPUYKMHBI 0TKA34,

- narty ¥ noanuck npeacenarens JIHOK unu ero samecturens u cexkpetaps JIHDK.

9. llopsiiok Iofgavyy aneJuIsui

Ecnu 3asButens He comaceH ¢ pemenuem JIHOK, om moxer morpebopaTh
(mpenoctaBuB NMUCbMEHHYIO npockby Ha ums npeaceparens JIHOK) norroproro
PacCMOTpeHuUs] JOKYMEHTOB C MpHIViallieHueM ero Ha 3aceganue JIHDK pns

ApryMeHTHPOBaHHOI'O 00BICHEe NS CBOESH ITO3UITUH.

10. JloxyMeHTALIHA

10.1 Cexperaps JIHSK ofecneuupaet apXxuBApPOBaHUE JOKYMEHTOB IO KIHHUYECKUM
WCCIAENOBAHUSAM, IUCCEPTAllMOHHBIM /UHULIMATUBHBIM padoraMm, NPOTOKOIOB BCEX
3acelaHui.

10.2 JIH3K nomxeH XpaHWTh OTHOCSIIYIOCS K HCCHEHOBAHUIO NOKYMEHTALUIO HE
MEHee TpexX NeT IIoC/e 3aBepIleHUs MCCIEHOBaHKS U IPENoCTaBlsATh €€ 10
TpeGOBaHWI0  DPAa3pellMTeNbHEIX HHCTAaHIMK ¢  coOmiofeHwMeM  TpeboBaHMM
3aKOHOJATeNbCcTRa  Poccuiickolt  @enepammu 0 [EPCOHANBHBIX  JAHHBIX,
KOMMEPUYECKOH, FOCYIapCTBEHHOY U WHOM OXpaHseMOM 3aKOHOM TaiiHe.

10.3 Mccnenosarenu, CIOHCOP, NPEICTAaBUTENN Pa3peIIUTENIbHBIX WHCTAHIMY MOTYT

zanpocuts y JIHOK ero crannapTHeie MPONETyPhl U CIIKCOK €0 YIEHOB.



