dbenepaabHOE rOCy/1apCTBEHHOE OIOKETHOE 00pa30BaATEIIbHOE YUPEIKIICHUE BBICIIEIO
obpazoBanust «OpeHOYyprcKui rocy/1apCTBEHHbBIM MEIMIIMHCKAN YHUBEPCUTET
MunucrepcTsa 3apaBooxpanenust Poccuiickoit denepannu

OI'BOY BO OpI'MY Munsznpasa Poccun

[TIPUKA3

&S 127) 2018 T. Ne 22/
OpenOypr

OO0 yTBepK/IeHUHU U BBE/JICHUHU B
JICUCTBHE BTOPOU BEPCUU
[Tosnoxenus 11017.02-2018
«ITonoxenue o JlokarbHOM
TUYECKOM KOMUTETE»

C uennio perilaMCHTAalluu IIpo1ecca pa6OTbI JIOKAJIbHOI'O DTHYCCKOI'O KOMUTETA

B O®I'BOY BO OpI'MY Munsapasa Poccun, mpu ka3 blBaio:

1. C naTel noanucaHusl HACTOSIIETO MPUKa3a YTBEPIUTh U BBECTH B JICHCTBUE
Bropyto Bepcuto Ilonoxenus I1 017.02-2018 «Ilonoxenue o JlokansHOM 3THYECKOM
KOMHUTETE» (Jlajiee — [I0JI0KECHHUE).

2. PyxoBoaurensiM CTPYKTYPHBIX IIOJIpa3/ICJICHUM: HaYyaJbHUKY OT/elIa
koopauHaiuuu HMP u arrecranuu Haydnbsix kaapoB Jlonuuoi M.B., navaibHuky
ropuardeckoro otaena brorep E.M., npeacenaresnto JIOKaIbHOIO 3THYECKOIO
komurtera MBanory K.M., 3aseayromum kadpeap Opl MY 03HaKOMUTE O TYUHEHHBIX
COTPY/JIHUKOB C TPeOOBaHUSIMU JIAHHOTO MPUKa3a U IOJIOKEHHUS, a TAKKe 00CCIICUUTD
UCIIOJIHEHUE YCTAHOBIICHHBIX TPEOOBAHUH.

3. HavaspHUKY LIeHTpa HUPPOBBIX 00pa3oBaTeIbHbIX TeXHOJ0rui [leyatHoBy
C.0. obecnieyuTh pa3MeElIEHUEe CKAaHUPOBAHHON KOIMK HACTOSIIEro IIOJIOKEHUS Ha

COOTBETCTBYIOIIEH CTpaHUIlE caliTa YHUBEPCUTETA, B pasjieie «/JoKyMeHTb».



4. C narel NOJINMCAHUS HACTOSIIETO MpHKa3a OTMCHUTH JCHCTBHE IEPBOI
Bepcuu llonoxkenuss "O JlokanpbHoM stHdeckoM komurtere" I CMK 17-6.3-206-
2012, yrsepxkaennoro rnpukazom Ne 81 or 09.02.2012 r.

5. Konrtpons 3a HCIOJHEHHEM IIpUKa3a BO3JIOKHTH HA IPOPEKTOpa 110
Hay4YHOHW, MHHOBALIMOHHOMU U MEXAYHapoIHOU JesitenbHocTH JIsimenko C.H.

N.o. pexropa /A T.B. UepHnsliesa



(enepanbHOE roCyapcTBEHHOE OIOKETHOE 00pa30BaTENBHOE YUPEKIEHUE
BbICIIEro 0Opa3oBaHus «OpeHOYPrcKuil rocy 1apCTBEHHBIN MeIMIUHCKIH
yHuBepcureT» MunucrepcTBa 31paBooxpanenus Poccuiickoit deneparyu

OI'bOY BO OpI' MY Munsnpasa Poccun

[IpriioskeHue K nmpukasy
OI'BOY BO OpI'MY Mun3zapasa Poccun
Ne sz/70T1« /5 » o5 20/& r

INOJIOKEHUE

O JIokaJbHOM 3THYECKOM KOMHUTETE

I1017.02-2018
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1 Hazunauenue

1.1 Jlannoe mnosoxenue «O JIOKAJBbHOM OSTHYECKOM KOMHUTeTe» (jajee -
[losnoxenue) yCTaHaBIMBaeT TpeOOBaHMUSA K IOPSIKY PabOThl  JIOKAIBLHOIO
srudeckoro komurera B PI'BOY BO OpI'MY Munsnpasa Poccun (nanee —
Y HUBEPCUTET).

1.2 JlanHoe moJjioKeHUE BBOJUTCS B JiekicTBUe B3aMeH moJoxeHust «O
JIOKAJIbHOM 3THYECKOM KOMUTETE», yTBEpkKAeHHOro nipukazom Ne§1 or 09.02.2012r.

1.3 Ilonoxenue pa3paboTaHO JIOKATHHBIM dTHYECKUM KOMUTETOM.

1.4 JIDK dyunxunonupyer Bo B3aumosekictsun ¢ Komurerom 1o stuke 1pu
@enepasbHOM — OpraHe  KOHTPOJISE — KadecTBa, H(PQPEKTUBHOCTH, 0E3011aCHOCTH
JIEKapCTBEHHBIX CPEJICTB.

2 O0s1acTh NPUMEHEHUS

Tpebosanus 1aHHOIO [10JI0XKEHHUS SBISIOTCS 00513aTE/IbHBIMU JUIS IPUMEHEHHS]
BCEMHU COTPYIHUKAMHU Y HUBEPCHUTETA.

3 HopmarTuBHbIe cchblIkH

B laHHOM T10JI0)KEHMH HMCIIOJIB30BAHBI CCBUIKM Ha CIIC/YIOIUE HOPMATUBHbIC
JIOKYMEHTBI:

e XeJbCUHCKas Jiekiapanus Becemuproit Memunmnckoi Acconmanmu 1964
I'. ¥ ee MOCJIC/IYIOLIHE PEIaKI1u;

o @cpaepanbHbiii 3akoH Poccuiickoit @enepaumu or 21 wHosbps 2011 r.
Ne323-03 «O06 ocHoBax oxpaHbl 3/10p0oBbst 'pakyian B Poccuiickoit ®enepaiuny;

o ODcjiepanbubiii 3ak0H oT 12 ampenst 2010 r. Ne61-D3 «O6 obpaiienuu
JIEKapCTBEHHBIX CPEJICTBY;

e [Ilpukaz MunsnpaBa Poccum  or 1 ampens 2016r Ne 200 «O6
YTBEPXKACHUH IPABMII HaJIeXKalleH KIMHUYECKON IPaKTUKKY;

e Hammonaneuseiii crangapt PO ['OCT P 52379-2005 «Hamiexatas
KJIMHWYCCKasi — INMpakThkKa»  (yrB. npukazoMm DenepaibHOro  areHTcrsa 110
TEXHUYCCKOMY PETYJIMPOBAHUIO U METPOJIOruu oT 27 centsiopst 2005 r. Ne232-cr);

o [lpukas  Munzgpasa CCCP  «O  wmepax 1o  jaiubHeiieMy
COBEPIICHCTBOBAHUIO  OPraHU3allMOHHBIX (OpM  paboThl C  MCIOJIL30BAHUEM
DKCIIEPUMEHTAIIBHBIX KUBOTHBIX» No 755 ot 12.08.1977,;

e Ilucemo  JlemaprameHra  rocyJapcTBEHHOIO — KOHTpOJIS — Kayecrsa,
>QPeKTUBHOCTH, OE30M1aCHOCTH JICKAPCTBEHHBIX CPEJACTB M MEJUIMHCKON TeXHUKU
Munszapasa PO ot 23 asrycra 2001 r. Ne291-22/101 «O nokajibHBIX >THYECKUX
KOMHUTETAX»;

o [llonoxenue II 014.02-2018 «Ilopsitox MpOBEICHUS KIMHUYECKUX
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MCCIIC/IOBaHUN JIeKapceTBeHHbIX mpenapatoB B ®PI'bOY BO OpI'MY Munsapasa
Poccuw», y1B. nnpukazom ot 16.04.2018 roga Ne 815;

e CTO 003.01-2018 «YnpaBienue 10KyMEHTUPOBAHHON HH(BOPMAIIUEH;

e (CTO 004.01-2018 «/lenompou3BoICTBOY.

4 O0o3HaYeHHs U COKPALEHUSI

B 1aHHOM IOJNIOXKEHMHM HCHONB3YIOTCSl  CIEAYIOIIME  COKpAlleHUS |
0003HAYCHUS:
JIDK — j1oKaIbHBIA STHYECKUI KOMUTET
HHP — nay4no-uccienonarenbckas pabora
Yuusepeurer - DI'bOY BO OpI' MY Munsapasa Poccuu

S OTBeTrcTBEHHOCTH

Yirens! JIDK HecyT OTBETCTBEHHOCTD 3a:

5.1 OcyuiecTBieHue IUIAHOBOTO KOHTPOJISL 3a COOJIOJEHHEM JTHUYCCKUX U
IIPABOBBIX HOPM IIPOBEJIEHUS KIIMHUYECKUX U SKCIIEPUMEHTAILHLIX UCCIICIOBAHUN.

5.2 TlpoBoneHue 3KCIpecc-OUEHKH XOja KIMHUYECKUX HCCIEeI0BaAHUN B
Clly4yae HEIPEIABUACHHBIX 00CTOATENLCTB, Pa3BUTHSI HEOIArONPUATHLIX [OCIE/ICTBUH
¥ COOOIIEHHE O pe3ysIbTaTax MPOBEPKU B OPULHAILHBIE HHCTAHIHH.

5.3 B HCKIIOYMTENBHBIX CIydasX MPHHSATHE pELICHHS O BPEMEHHOM
[IPEKPALCHUN HCCIIC/IOBAHMS MM IIOAIOTOBKY XOJAaTalcTBa O MpeKpalleHuu
MCCIIC/IOBAHMUS B pasperureibuble opranel 1 KomurteT no stuke npu @epepaiibHoM
OpraHe KOHTPOJISI Ka4yecTBa, >(P(EKTUBHOCTH, OC30MACHOCTH JIEKAPCTBEHHBIX
CPe/ICTB, KOIJIa JallbHEHINee IPOJAOIDKEHHE MCCIICIOBAHMS MOMKET MPUBECTH K
HAHECEHUIO yllepOa 3/10pOBbIO/)KU3HH YUACTHUKAM UCCIIC/[OBAHUSL.

5.4 lloarorosky xojaraicTBa/lIpe/UIOKEHHS B BBIIICCTOSIIME OPUIIHATLHBIC
UHCTAHUMM O BHECEHUHM M3MEHEHUHM B XOJI KIMHHYECKMX MCCIIEOBAHUM
JICKapCTBEHHBIX CPEJICTB B CBA3M C OCOOCHHOCTSIMU MECTHBIX YCIIOBUA.

5.5 ®opmHpOBaHHME PEINEHUH ¢ OJOOpPEeHHEeM WM OTKa30M B IPOBEICHUM
Hay4qHO-HMCCIICIOBATENLCKUX PaboOT ¢  MCIOIB30BAHUEM  3apPErMCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPE/CTB, IIPOBOAUMBIX Ha 0a3e YHUBEPCHUTETA.

6 OcuHoBubIe 3a1a9u JIDK

OcHoBHbIMHU 3a1ayamu JIDK ssisrores:

6.1 3ammTa npaB M 3J0pOBbS HCIBITYEMbBIX, a TaK)Ke TIapaHTHUs MUX
0e3onacHoctd. Ocoboe BHUMAHHE YIENSIETCS TEM KIMHUYECKUM HCCIICI0BAHUSIM,
Y4aCTHUKAMU KOTOPBIX MOT'YT OBITH UCIBITYEMBIC, Yhe JIOOPOBOJILHOE COIIACHE HAa
y4acTHe B KIMHUYECKOM HCCIIEJJOBAHUU MOXKET OBITH Pe3yJbTaTOM MX 4YPE3MEpPHOM
3aUHTEPECOBAHHOCTU, CBSI3@aHHOM C OOOCHOBAHHBIMHM HJIM HEOOOCHOBAHHBLIMHU



®I'bOY BO O JI0KaTBEHOM 3THYCCKOM [1017.02-2018 Crp. 5u3 12
OpI'MY Mun3zapaBa | KoMuTeTE
Poccuu

IPEJICTABJIEHUSMHU O [IPEUMYILECTBAX YYACTHUS B UCCICOBAHUH U (MJIM) ¢ CAHKLUSIMU
CO CTOPOHBI PYKOBO/ICTBA B Cllyyae 0TKaza.

6.2 OOecrieyeHHe OSTUYECKUX HOPM IIPU MPOBEJEHUM IKCIIEPUMEHTAIBHBIX
MCCIICI0BaHUN U (UJIH) JIaDOPATOPHOTO MPAKTUKyMa C UCIIOJIL30BaHHEM OUO00BEKTOB.

6.3 VYrToyHeHHe CTENEHH ITUYECKOH OOOCHOBAHHOCTU  [IPOBEJICHUS
KIIMHUYCCKUX ~ HCCIIEJJOBAaHMM  JIEKAPCTBEHHBIX CPEACTB M IIPEAIoaraeMoi
>)PEKTUBHOCTH 1 6€3011aCHOCTH U3yYaeMbIX JIEKAPCTBEHHBIX CPEICTB.

6.4 IloaroroBka 3aKkiIIOUEHUH O BO3MOXKHOCTH IIPOBEIEHUS KIMHUYECKUX
MCCIIeJOBAaHUH JIGKAPCTBEHHBIX CPEICTR.

7 Cocra, pyHKuuu u nopsiaok padornt JIDK

7.1 JIOK noikeH UMeTh B CBOEM COCTaBe JOCTATOYHOE YKCIIO JIUIL, CYMMAapHO
00JalaroIUX HEOOXOMMMBIM OIBITOM M KBATH(HKALMEH [UIs OIEHKH HAy4HBIX,
MEJIMIIMHCKUX U OTHYECKUX ACIIEKTOB IPEe/IJIaraeMoro UCCiIe10BaHUs.

7.2 B cocrtaB JIDK J10JKHBI BXOIUT:

7.2.1 He MeHee IISITH YWIECHOB;

7.2.2 KaK MUHUMYM OJIMH 4JIEH, YbU UHTEPECHI JI)KAT BHE cephbl HAYKU;

723 Kak MHMHMMYM OJMH 4WICH, KOTOPBIH HE 3aBUCUT OT MHEHUS
YHuBepcUTeTa, MPOBOJISIIETO UCCIIeI0BAHUE;

7.2.4 B cTpykrypy JIOK BXOIUT cekpeTapuar, BKIHOYAIOMIMH OTBETCTBEHHOI'O
CeKpeTapsi U TEXHUYECKOIO CeKpeTapsl.

7.3 Cocras JIDK u Ha3zHayeHHe Ha JO/DKHOCTH TEXHHYECKOIO CeKperaps
YTBEPIKJIAETCs IIPUKA30M PEKTOPA 10 Y HUBEPCUTETY.

7.4 Ilpy NPUHATHUN PELICHUS TOJIOCOBATH/BBIPaXKaTh MHEHHE 10 UCCIIEI0BAHUIO
UMCIOT IIPaBO TOJBLKO Te wieHbl JIDK, koTopble HE 3aBUCAT OT MCCIELOBATENS U
CIIOHCOpa JaHHOT'O UCCJIEIOBAHMUSI.

7.5 JIDK ocymiecTBisieT CBOK JEATEILHOCTH B COOTBETCTBUH  CO
CranaapTHBIMU [IPOLIELyPaMH, perilaMeHTUpyrommMu padory JIDK ot 21 jexabps
2017 rona, yreepsjieHHbIME nipejicetarenem JIDK.

7.6 IlpaBo ronocoBaTh/BbICKa3blBaTh CBOC MHEHHE W/WJIM pPEKOMEHIAlUHU
UMEIOT TOJIBKO Te uieHbl JIDK, KoTopble y4acTBYIOT B pacCMOTPEHUHU U 00CYKIACHUU
JIOKYMEHTalIUH.

7.7 VicciienoBaresb MOKET IPEOCTaBISITh HHPOPMAIIKIO 10 JIFOOBLIM acIieKTam
UCCJICIOBAHUSI, HO HE MOXKET YYacTBOBAThb B IIPEHUSAX WIIA B I'OJIOCOBAHUHU/BBIPAOOTKE
mHeHust JIDK.

7.8 JIDK mosxeT obpaiiarses 3a MOMOIIBIO K IKCIIEpTaM, He SBJISIONIMMCS ero
4JICHAMH.

7.9 TIlpu ocymecrsienun cBoed JjestenbHocTd JIDK  pykoBoucTByercs
noyioxkenueM 11 014.02-2018 «Ilopsimok npoBeneHUs] KIIMHUYECKHX HCCIIE0BAHUMA
nekapcTBeHHBIX IpenapatoB B ®I'BOY BO OpI'MY Munzapasa Poccuny,
YTBEPKICHHOE IIpUKa30oM pekropa YHusepcutera oT 16.04.2018 roma Ne 815, a
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TaKXKEe  JIOKYMCHTaMH,  ONPEICNAIOIMMH  3THYECKMEe  HOpPMBI  paboThl ¢
OnosIornyecKuMu 00BEKTAMH.

7.10 ITopsnok padots! JIDK nomxeH conepxars:

7.10.1 Tlopsinox Ha3Ha4YeHUs 3acelaHWii, HaJJIeKalllee OIIOBCUICHUE ero
YJICHOB, & TAKXKe IOPSIJI0K OpraHu3alliy 3ace1aHuii.

7.10.2 Tlopsnok nepBUYHOrO H IOCIEIYIOUICr0 PACCMOTPEHUS JIOKYMEHTAIIUHI
I10 UCCIIEIOBAHUIO.

7.10.3 Ileproau4HOCTh MOCJIEAYIOUIEI0 PACCMOTPEHHUS JIOKYMEHTALUU 110
UCCIIEIOBAHUIO.

7.10.4 Tlopsmox YCKOPEHHOIO PacCMOTPEHHUS M YTBEPIKIAECHHUs/0100peHus
HE3HAYUTEJIbHBIX U3MEHEHUN TS HCCIIE/IOBAHUH, panee
YTBepKJAEHHBIX/0/100peHHbIX JIDK.

7.10.5 YcioBue 0 HeIOIyCTUMOCTD BKIIFOUEHHUS CYOBEKTOB B UCCJIE[0BAHUE J10
Toro, kak JIDK BelmacT nuceMeHHOe yTBepkJeHHE/0n00peHHre Ha IIPOBEJIeHHE
UCCIIeI0BaHUSI.

7.10.6 VYcioBue 0 HEIOIMYCTUMOCTH OTKJIOHEHHM OT IIPOTOKOJA WM €ro
M3MCHEHUM 0€3 IpeJIBapUTENbHOTO YTBEPIKACHMUS/OMO0PEHUS COOTBETCTBYIOINX
nompasok  JIDK, kpome Tex cilydaeB, Korja HEOOXOJMMO  YCTPAaHHTh
HCTIOCPCJICTBEHHYIO  yIpo3y CyObEKTaM HCCJICJOBAHMS MM KOIJId W3MCHCHHS
KacaroTCs TOJIbKO aJMUHUCTPATUBHBIX WM TEXHUYECKHUX ACIEKTOB MCCJICIOBAHMUS
(HampuMmep, 3aMeHa MOHMTOPa, U3MEHEHHE HoMepa Teniedona).

7.10.7 TlonoxeHuss 00 OOSM3aHHOCTH MCCJIENOBATENS  HE3aMeUIMTCIILHO
coobmars JIDK:

7.10.7.1 00 OTKJIIOHEHMSX OT IPOTOKOJNA WIJIK H3MEHEHHSX IIPOTOKOJIA,
IIPOU3BEJICHHBIX  JUISL  YCTPAHEHMs  HEIIOCPEACTBEHHOM  yrpo3bl  CyOheKkTam
UCCIIeI0BAHUS;

7.10.7.2 00 wu3MeHEHHMSX, YBEIMUYMBAIOIIKUX PHUCK JUIs CyOBEKTOB W/WIHU
CYILECTBCHHO BIIMSIOLIMX Ha MIPOBECHUE UCCIIE0BAHNUS;

7.10.7.3 000 Bcex HeKeNaTeJbHBIX pEaKIUsAX, KOTOpbIE  SABISIOTCS
OJIHOBPEMEHHO CEPLE3HBIMU U HENPEIBUICHHBIMU;

7.10.7.4 0 HOBBIX JaHHBIX, KOTOPbIE MOTYT CBUACTEILCTBOBATEL O BO3PACTAHUU
pucka Juis CyOBbeKTOB WM HEOIAroNnpHusiTHO TIOBIHUSTE HA X0/ UCCIICJOBAHMUSL.

7.10.8 Ilonoxenust 06 obszannoctu JIDK HezaMeUIMTENBHO B ITHCHMEHHOM
BUJl€ COOOLIATh UCCIIEI0BATEIIO/OpraHr3aluu:

7.10.8.1 0 CBOMX pEILCHUSIX/3AKITIOYCHHUSIX, KACAIOLIMXCS UCCIICI0BAHUS;

7.10.8.2 0 npuyYMHaX NPUHSITUS PEIICHUH/3aKITIOYEHIHA;

7.10.8.3 o nopsiake 00KaJoBaHUS €ro PelCHUH/3aKII0YEHUH.

8 OcHoBHbIe dTanbl padoTsl JIIK

8.1 Ha paccmorpenue B JIDK uccnenoBarens (auccepraHT) IpeCTaBIsSCT
CJIEAYIOLIME JIOKYMEHTHI:
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8.1.1 mnucemo-oOpamieHre (3asiBKa) Ha  [POBEJEHUE  KIMHUYCCKOI'O
MCCIICNIOBaHMs B YHUBEPCUTETE HAa MM peKTopa (B IIPOM3BOIBLHON (opme ¢
YKa3aHHEM HauMEHOBaHHUs IIPOTOKOJIA MJIM IIPOTPAaMMbIl UCIIBITAHUHE U MPHIIAraeMbIX
JIOKYMEHTOB);

8.1.2 muceMmo-obpaienue (3asBka) B JIDK YHuBepcurera s paccMOTpeHuUs
TUIAHUPYEMOTO  KIIMHUYECKOr0 HMCCIeoBaHUs Ha uMs npexacematens JIDKa (s
POM3BOJILHON (opMe C yKazaHHMeM HAUMEHOBAHMSI [POTOKOJIA WJIM IPOIPAMMBI
UCIIBITAHUHI U [IpUJIaraéMbIX JIOKYMEHTOB);

8.1.3 paspeuenre MunucrepcrBa 31paBooxpanenus Poccuiickoit ®enepaiun
Ha NIPOBEICHUE KIMHUYECKOTO UCCIICIOBAHUS;

8.1.4 mpOTOKOJ UCCIIeI0BaHUS/TIONPABKY;

8.1.5 Opounopy uccieaoBaTes;

8.1.6 nH(pOpPMALMOHHBIN JTUCTOK MMAIIMEHTA;

8.1.7 muceMennyro GopMy MHGOPMUPOBAHHOIO COTJIACHS U €€ MOCIIELYIOLINE
pellaKiuy, NpejiaraéMble UCCiIe10BaTesIeM JIJIsl UCTIOJIB30BAHUS B UCCIIEI0BAHUM;

8.1.8 cBenenus 00 omblTe pabOTHI HCCIENOBATENCH 0 COOTBETCTBYIOLIMM
CIICLIUAIbHOCTSAM U UX OIIBITE PadOTHI 110 MPOBEICHUIO KIMHUYECKUX UCCIICOBAHNUIA;

8.1.9 cBeneHus 0 MEIMIMHCKUX OPraHM3alMsAX, B KOTOPHIX IPEIIOIaraeTcs
POBEJICHUE KJIMHUYECKOr0 UCCIIEJOBAHUs (II0JHOE M COKpAICHHOE HAUMEHOBAHMS,
OpraHu3alMOHHO-TIpaBoBas (OpMa, MECTO HAXOXKICHHUS U MECTO OCYLIECTBIICHUS
JeSATeIbHOCTH, TelleoH, Tenedakc, aapec  IJIEKTPOHHOM  I10YTHI KX 10H
MEJIMIIMHCKOMN OpraHu3aliiim);

8.1.9 cBenenus o mpelIojara€MbpIX CPOKax IPOBEACHMS KIMHUYECKOrO
HCCIIe/I0BAHUSI;

8.1.10 komust oroBopa o00s3aTEIBHOrO CTPAXOBAHUS, 3aK/IIOYECHHOIO B
COOTBETCTBHM C THUIIOBBIMU IIpAaBHJIAMH 0053aTEJILHOTO CTPAaXOBAHUS, C yKA3aHUEM
NPEJEIbHOM  YHUCIIEHHOCTH  IALMEHTOB,  YYaCTBYIOIIMX B  KIMHHYECKOM
HCCIIeIOBaHUH;

8.1.11 nHpopmalus o cocraBe JEKapCTBEHHOTO IIperapaTa;

8.1.12 orosop (corJaileHue) o MPOBEACHUN KIMHUYECKOIO UCCIIEI0BAHNUSI;

8.1.13 uHaUBUYyaIbHAsl pErUCTPAIIMOHHAS KapTa.

Jli1st paccMOTpeHHs HE3aBUCUMBIM 3TUYECKUM KOMHTETOM 3asBUTEJIEM MOI'YT
OBITH  IpEeNOCTaBIEHBl JIPyr'We JOKYMEHTBI ¥  MaTephalibl  KIMHUYECKOrO
WCCIIEJIOBaHMUs, B TOM 4YHCIE MaTepualibl, COJICpKalllMe OIMCaHue JEHCTBUM,
HAIIpaBJICHHBIX Ha [IPUBJICYEHHUE I1alIUCHTOB, 3JI0POBBIX JOOPOBOJIBIIECE K YYaCTHIO B
KJIMHUYECKOM  MCCJIEJOBAHMHU; I[HMCBMEHHBblE  MaTepualbl, KOTOpble  OyIyT
IPEIOCTABIICHbl  YYaCTHUKAM KIMHUYECKOI'O MCCIICJOBaHMS;, HWHPOpMAIUs O
BBIILIATAX M KOMIICHCAUUAX YYACTHHKAM KIMHUYECKOI'O HCCIIC/IOBAHUS; TEKYINast
BEepCcUsl Hay4dHOM Owuorpapuu wuccienoparesis u (WIM) Jpyrde MaTepUallbl,
IIOJITBEPKIAI0IIHUE €T0 KBAIU(DUKALHIO.

8.2 JIDK paccmaTpuBaeT BOIPOC O MPOBEICHHUH IPeIaraeMoro KJIMHUYECKOro
uccienoBanus B Tedenue 10 padouux nuHed (0T Aarsl NpuHsATUs 1oKyMeHTOB JIDK) u
JOKYMEHTaJIbHO O(GOpMIISIET CBOE MHEHHE, YETKO HICHTHHUIUPYS HCCIIEOBAHHE,
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paccMOTpeHHBIe TOKYMEHTBI M JIaThl. [lo pesynsraTtam paccmotpenus JIDK Brpase
IPUHSATH OTHO U3 CIACAYIOLIUX PEIICHWH:

8.2.1 onoOpuTh (YTBEpAHUTH) IPOBECHUE UCCIIE0BAaHU 0€3 3aMeUaHui;

8.2.2  0onoOpuTh  INpOBEICHHE  HCCIENOBAHMA C  HECYLIeCTBEHHBIMH
3aMEUAHUSIMHU, I[IOCJIC YCTPaHEHUs KOTOPbIX BBINMHCKa O pElIeHHH STHYECKOIO
KOMHTETA MOXKET OBITh BbI1aHa 0€3 IIOBTOPHOTO pacCMOTPEHHMS;

8.2.3 BHECTM M3MEHEHMs B MaTepHalbl HCCIENOBaHUS (C  yKa3aHHUEM
HEOOXOIMMbIX M3MEHEHHH) U BHOBB IIPEICTABUTH MATEPUATLI IO IIAHUPYEMOMY
HCClIeI0BanuIo Ha pacecmotpenue JIDK;

8.2.4 oTKazaTh B pa3pelICHUH Ha IIPOBEJICHUE HCCIIENOBAHMS C YKa3aHUEM
[IPUYHH OTKAa3a;

8.2.5 OTMEHMTH/IIPUOCTAHOBUTH JTAHHOE paHee paspellieHWe Ha MPOBeJCHHUE
HCCIIeI0BaHUSI.

8.3 JIDK obsi3an:

8.3.1 OlICHUBATh COOTBETCTBHUE KBaIMPUKAIIUU uccie10BaTelIs
peasiaraeMoMy HCCIIEIOBAaHUIO Ha OCHOBAHUU €ro Hay4Hou Ouorpaduu (curriculum
vitae) u/uiay Ipyroi COOTBETCTBYIOIIEH TOKYMEHTAIWH, 3ampomenHoil JIDK;

8.3.2 paccMaTpuBaTh KaXkIoe TeKyllee HCCIEIOBaHUE C IEPUOIUYHOCTDIO,
aJICKBaTHOM PUCKY JUIsL CYOBEKTOB UCCIIEJOBaHMUS, HO HE PEKE OJIHOIO pasa B rojl;

8.3.3 paccMaTpuBaTh pa3Mep U NOPSIOK BBILIAT CyOBEKTy MCCie0BaHus, (B
HesIX  MCKIIOYEHHWsS  Haju4y¥s HEOOOCHOBAHHOH  3aMHTEPECOBAHHOCTH  WJIM
NPUHYKIAEHUS CyOBEKTOB UCClIeIoBaHus ). PasMep BeIIIIAT CyOBEKTaM J0JIKEH OBITH
3apaHee OIPE/ICNICH U HE JIOJUKEH LEIMKOM 3aBHCEThb OT TOTO, 3aBEPIINI CYOLEKT
MCCIIe/I0BAHUE MTOJTHOCTBIO WIIK HET;

8.3.4 ybemurbcs B TOM, YTO MH(OpMALMs, KACAIOIIAsCSA BHIILIAT CyObeKTaM
MCCIICIOBaHUsL  (BKJIFOYAs METOJABI, CyMMBl M TIpaduK BBILIAT) OTpakeHa B
UCbMEHHON (hopMe MH(MOPMHUPOBAHHOIO COIVIACHS, C O0S3aTelbHBIM yKa3aHUEM
NOpsIZIKA OIIPEJICJICHHUsI pa3Mep BBIILIAT;

8.3.5 ybenuThes B TOM, YTO B IIPEJOCTABICHHOM IPOTOKOJIE W (MJIM) APYIOi
JAOKYMEHTAllMK TIOJIHOIIEHHO OTPaKEHbl OJTUYECKHE acCleKThl W HOPMATHBHLIE
TpebOBaHUs 17 UCCNIE0BAHMS, B KOTOPOM COIVIACHE Ha Y4acTHE UCIBITYEMOro JaeT
ero NnpeaCcTaBUTEIb;

8.3.6  yOemurbCcsl, 4YTO NPEJOCTaBICHHBIH POTOKOJ  (W/miu  Jpyras
JOKYMEHTALM), IPelyCMaTPUBAIOIMI HEBO3MOXKHOCTE IMOJIyUEHHUsI COIJIacusi Ha
ydacTHe B HCCIENOBaHUM y CyObeKTa WIM ero 3aKOHHOIO [PeJICTaBUTENs JI0
MOMEHTa BKJIIOYEHHs CyObEeKTa B UCCIIE0BAHUE, COOTBETCTBYIOT 3THUECKUM HOPMam
¥ MHBIM TPEOOBAaHUAM JJIS TaKUX HCCIICAOBAHMU (HANpUMeEp, MPH HEOTIOKHBIX
COCTOSIHUSIX ).

8.4 Ha orane mnpoBeJeHUs KIMHUYECKUX HCCIICIOBAHUN JIEKAPCTBEHHOIO
cpencrea JIDK ocymecTsisier mpouenypy KOHTPOJIS Ha BCEM IPOTSIKCHUU
[POBEJEHUS KIIMHUYECKOTO HCCIIeI0OBAaHUs JICKAPCTBEHHOI'O CPEACTBA, HO HE PEKe
OJIHOI'0 pa3a B I'oJi, IIPOBOJAMMOrO Ha 0aze YHuUBepcUTeTa, odecriedruBast CoOJIIOICHHUE
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MHTEPECOB U IpaB y4YaCTHUKOB UCCIIENOBAHUSA U MEIULIMHCKOTO IEPCOHANa, B TOM
qUCIIE:

8.4.1 KouTponupyer TOYHOCTb COONIOACHHS yTBepikaeHHoro IIporokosa
MCCIICIOBAHUS, UCIIOIb30BAaHUE €TI0 MOCIeTHEN BEPCHH.

8.4.2 Crnemut 3a  CBOEBPEMEHHBIM  IIPEJOCTABIECHMEM  Y4acTHUKAM
MCCIIC/IOBAHUS BCEH JOMOJIHUTENBHO IOCTyMAIOMIeH HHPOPMAIUKU 06 HCCIIeNyeMOM
JIEKapCTBEHHOM CpEJICTBE.

8.4.3 CriocoOCTByeT CBOCBPEMEHHOMY IpeicTaBieHuto B KoMuTeT 1o »THke
npud DejiepalbHOM OpraHe KOHTPOJS KadecTBa, 3GQGEKTUBHOCTH, OE30MIACHOCTH
JICKapCTBEHHBIX CPEJCTB, 3asBUTENIO, & IPU HEOOXOIHWMOCTH, B paspeliuTe/IbHbLIE
MHCTaHLIUK JOKYMEHTOB C OINMCaHMEM OTKJIOHeHHs oT IIporokoina, KoTopoe OblIo
jonyieHo 6e3 paspemenus Komurera 1o aTuke juist yCTpaneHUs HEIIOCPEICTBEHHO
OITAaCHOCTH, YIPOXKAIOIIEH UCITBITYEMBIM.

8.4.4  OcyulecTBisileT KOHTPOJb 38 CBOEBPEMEHHBIM  BBISBICHUEM U
perucrpanuei MoOOYHBIX pPeakLUi, 3a OINepaTUBHBIM O(GOPMIECHMEM OTYETHBIX
JOKYMEHTOB M CBOEBPEMEHHLIM HMH(MOPMUPOBAHHUEM O HEXKelaTelbHBIX (dexTax
OQUIMANbHBIX HHCTAaHIMH (CIOHCOpa, 3aKa3ydKa, pa3pellIMTENbHBIX OPraHoB,
KOMHUTETa 10 3THKE Ipu DezepalibHOM OpraHe KOHTPOJIS KauecTBa, 3G GeKTUBHOCTH,
0€30I1aCHOCTH JIEKAPCTBEHHBIX CPEICTB).

8.4.5 KoHTponupyeT NpUYMHBI IIPEKACBPEMEHHOTO BBIBOAA UCILITYEMbBIX W3
UCCIIEIOBAHUS 110 MEIUIIUHCKUM TTOKA3aHUSIM.

8.4.6 IlpuHuMmaer ydacTHe B OIPEICNICHHN HEOOXOIUMOCTH PACKPBITHS KOJIA B
MHTEpecaxX y4aCTHHUKA UCCIIEJIOBAHUS 10 MEIULIMHCKUM ITOKA3aHUSIM.

8.4.7 IlpuHuMaeT y4acTie B OIpEIeICHUH YCIOBHUI JJOCPOUHOrO MIPeKpallieHHs]
KJIIMHUYECKOTO HCCJIC/IOBAHMsI P IIOJYYEHHU B XOJ€ IPOBEPOK HH(POPMALUU O
HapymeHuu [Iporokona mccie1oBaHUs WM BO3HUKHOBEHHMH CEPBE3HBIX MOOOYHBIX
peaxiui, ClIoCOOHBIX HAHECTH YIIEPO 30POBbIO/SKU3HHU YUACTHUKOB UCCIIEJOBAHMSI.

8.4.8 B ciyuae oTkaza HCHOBITYEMOro OT Yy4acTUS B  KIMHUYECKOM
MCCJIC/IOBAHUU KOHTPOJIMPYET, HE YIIEMIIAIOTCS JIM €ro IpaBa Ha JIpyrue BH(bl
JICUCHHUSI.

8.4.9 KonrpoidpyeT Halu4due U NPaBUIBHOCTH OQOPMIICHHS HEOOXOIUMON
JOKYMEHTALUH.

8.4.10 OOecrneunBaeT ONEPATUBHOCTh pELIEHHS BO3HUKAIOUIMX B XOJe
MCCIIEOBAHUS  INpoOJIeM  JUIsl  TPEJOTBPAIICHHS  HEraTUBHBIX  IOCIIEICTBUN
UCCIIC/IOBAHMUSI.

8.4.11 B cayyae IOATBEpXkKACHUS B XOJI€ MOHHMTOPMHIA KIMHUYECKOIO
UCCJICIOBAHUS HEOJIHOKPATHBIX MM I'PYOBIX HAPYUICHUH ITUYECKUX HOPM BBIXOJUT
C  XOJATaWCTBOM  IIepell  PYKOBOJACTBOM  YHHBEPCUTETAa O  BLIHECEHUHM
JUCHMIUIMHAPHOIO B3BLICKAHMSA WM OTCTPAHEHMSI OT HCCICIOBAHUSI COTPY/IHUKA,
JIOITyCTUBIIIEr0 HAapyLICHUE, UM HalpaBJsieT CBoe 3akitoueHue B KoMurer 1o sruke
npu DenepalbHOM OpraHe KOHTpPOJIsS KauecTBa, 3(G(MEKTHBHOCTH, 0€30MacHOCTH
JEKapCTBEHHBIX  CPEACTB W Pa3pelUUTENIbHBIE  OpraHbl ¢  IPEAJIOKCHUEM
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[IPUOCTAHOBUTHL JEMCTBHE paA3pEIIUTENBHBIX JOKYMEHTOB Ha IIPaBO IIPOBEICHUS
KJIMHUYECKOI'0 UCCIIEI0BAHMUS.

8.4.12 IlpencraBiseT OTY4ET O pe3yibTarax MPOBEPKH COOIIOIEHHMS, YTUKO-
IPaBOBBIX HOPM B XOJI€ KIMHUYECKOIO HCCIIENOBAaHUS JIGKAPCTBEHHBIX CPEJICTB I10
Ka)XJOMY UCIIBITaHUIO PEKTOPY Y HUBEpPCHUTETA.

8.5 Ha sramne 3aBepiuenus kiinHu4eckoro uccienosanus JIDK obecrieunsaer:

8.5.1 CoOmonenne CTPaxoBbIX 0053aTENBCTB IMPU BO3HHUKHOBEHMS ylepOa
3[10POBbIO YYaCTHMKA MCCIIEJOBAHUS OT UCIBITHIBAEMOI0O IIperapara.

8.5.2 T'apantum coOmojeHuss KOH(GUICHUUAIBHOCTH I[10 OTHOILIEHUIO K
YYaCTHHMKY HMCCIEIOBaHMA M pa3pabOTYUKy IIPU HCIIOJNB30BAHUU PE3YJILTATOB
UCCIIC/IOBAHUSI.

8.6 Jlis obecriedeHnst 2THUECKUX HOPM IIPH [IPOBEICHUH IKCIIEPUMEHTAIBLHBIX
WccileJoBaHui ¥ (WiIM) J1adOpaTOpHOTrO  MPAKTHKyMa ¢  MCIOJbL30BaHUEM
ouoobwekToB JIDK mposomur skcneprusy PK Ha srame mmanuposanus HUP u
OLEHKY J1abOopaTOpHBIX paldOoT, BBIIONHAEMBIX B XOJ€ Y4eOHOro Ipolecca Ha
IPeAMET COOTBETCTBUS CYILECTBYIOIUM HOPMATUBHBIM JOKYMEHTAM, OTPAXKAIOIIUM
MPUHLIKI TYMaHHOI'O OOpaIleHus C KUBOTHBIMU U APYTUMU GHOOOBEKTAMH.

8.7 PesynbraThl OKCHEpPTU3Bl paccMaTpUBalOTCs Ha 3aceganuax JIDK B
MPUCYTCTBUM HCIIOJIHUTENECH (IIpM HEOOXOAMMOCTH — PYKOBOJMTENled pabort), ¢
IPUHATHEM OJHOTO U3 CJIEAYIOIIUX PEIICHUH:

8.7.1 yTBepx1eHUs1/0100pEHNUS;

8.7.2 TpeboBaHMs O BHECEHUM H3MEHEHMH, HEOOXOIUMBIX JUIS IOJIydeHHsl
YTBEPKICHUS/0I00peHUs;

8.7.3 OTpULATENLHOIO 3aKIIIOUEHHS/HEO00PEHHUS C yKa3aHUEM [IPUYHH;

8.7.4 OTMEHBI/IIPMOCTAHOBIICHUS TAHHBIX PAHEE yTBEPIKACHUS/0100PEHHS.

8.8 Ilpunsaroe JIDK pemenne noKyMeHTaNbHO O(OPMIISETCS, a €ro KOIMHsI
(BpIIMCKa U3 npoTokosa 3acemanust JIDK) Beiaercs uccienoBaTeslio B TEUCHHE 3
pabounx naHed co 1HA 3acenanus. Cekperapuar COOOIIAET HCCIIEN0BATEN0 O
pemenuu, npuHsaToM Ha 3acenanuu JIOK. Ilpu Heomobpenuu JIDK Ilompasku k
[Tporoxomy (IIporpamMMbl) HCClICIOBaHUSI CEKpETApUAT HE3AMEIUTEILHO W3BELIACT
uccnenoBarest B [UCBbMEHHOHM (opMe O MPUHSATOM pEUICHHH W [PUYMHAX
OTKJIOHeHHMs 3asBKU. B ciydae, eciu JIDK romocyer 3a He0OX0MMOCTh KaKUX-JIH00
MOMM(UKALMKE  JOKyMEHTAalMd WId 1onpaBok k Ilporokony, Cekperapuart
OTIIPABJISIET IIMCHbMEHHYIO IPOChOY HCCIIEAOBATENIO  CHeNaTh HEOOXOJUMbIC
U3MCHEHMS U CHOBA MPEAOCTaBUTh JoOKyMeHTauuto B JIDK.

8.9 3axmouenue JIDK sBisieTcst 00s3aTeIbHBIM JTOKYMEHTOM JIUISi KOMUCCUI U
COBETOB YHUBEPCUTETA IIPU IUIAHUPOBAHUM IUCCEPTAIMOHHBIX UCCIICI0BAHUIA.

8.10 JIDK ocymecrBisier  mocleayromiee  HaOIOJeHUE 3a  XO0JIOM
uccienosanus. Ilocnenyromee HaOmogeHHe MOXKET NPOBOIUTHCS WM B (Gopme
3a049HOM OKCIEPTU3bl TEKyIUX JaHHBIX 110 [IpoTokony (IIporpammer) uccienosanusi
Wi IyTEM IPOBEJICHUS KOHTPOJIBHOIO BHU3UTA B HCCIENIOBATEIBCKUM ILIEHTP JUIS
OIIpe/IeJIEHNss COOTBETCTBUS IIpolecca IPOBEJACHUS KOHKPETHOI'O HCCIIC/IOBAHMUS
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TpeDOBaHUAM 110 COOJNIONEHUIO TpaB y4acTHUKOB uccienosanus, GCP u ycioBusam
coorseTcTByIOLIEro [Iporokoia.

9 ®unancupoBaHue

9.1 JISK He nomKeH HMeTh NPAMOH 3aMHTEPECOBAHHOCTH B KOHKPETHOM
uccaenoBanuu (ucnbitanun). HesaBucuMo oT uccneoBarensi, 3aKa3unka, CIOHCOpa
WM MEJMIMHCKOW (0OpaszoBarenpHON) opranmsamuu. JIDK penensupyer miaHsl
MCCIIEJOBAaHUN U MEXaHU3MBbI 3alLUThI [IPaB YeJIoOBEKa U ero 0e3011aCHOCTH.

9.2 JIDK He N0JKeH CTPeMHUTHCS K TPUOBUIN /BBINOJE B Ka4eCTBE LIEJIM CBOCH
JeATEeNIBHOCTH U HE JIOJDKEH PacClpeleNsaTh MOJYYeHHYIO NPHOBLIB/BBIFOLY MEKLY
CBOMMM WICHAMH M yd4peaurensMud. Tem He MeHee, 3aKa34UK/CIIOHCOD WM
YHUBEPCUTET MOXKET KOMIIEHCHPOBATh AJMMHHCTPATHUBHBIC PACXOMbI, IIPU ITOM
orjlaTa HE 3aBUCHUT OT TOro, OJOOpPEHBl JM JOKYMEHTBI MIIM OTHOCHUTEJILHO
UCCJIEJOBaHUs [IPUHATO KaKoe-TM00 APyroe pelieHue.

9.3 JIDK - orkpeIThIi opran. Mupopmarus 06 ero wienax, rpadpuxe paboTsl,
BCEX NPUHSATBIX PELIEHUSIX HE SIBISIETCS] KOH(PHUIEHIIHAIBHOM.

9.4 B ciyyasx, npeanosaraiomux CI0KHYIO MEIUKO-3TUIECKYIO IKCIIEPTU3Y,
MOYKET OBbITh IIPEAyCMOTPEHa KOMIICHCALHS 32 PabOTy IPHUBJIEKAEMOr0 SKCIIEpTa.

10 Xpanenue 10KyMeHTHPOBaHHOI nHpOpMaNUK

HpI/I BBITIOJIHCHUH Tp€6OBaHHﬁ JAaHHOI'O TIIOJIOKEHHWA B IIOApaA3JACJICHUU
CO31acTCsa ClIeAyroniass JOKYMEHTHPOBAHHAs] I/IH(bOpMaHI/ISII

No HaumenoBanmne ®opmar 10KyMeHTALHH Mecto Cpoxk
n/n JOKYMEHTHPOBAHHOMH (OyMasKHBII/AJIEKTPOHHbIH) XpaHeHHs XpaHeHHUs!
nHpOpMalUH

1 ITpotokonsl  3acemanus | Bexyres B anexrponnom | JIDK, nocie | [locrostHHO
JIDK OI'bOY BO | Bune OKOHYaHUSsI Cr.180
OpI'MY Munszpasa uccienosanust | [1.2010
Poccuu (B TOoM umcie — OJ10 (apxwuB)
[IpE/ICTaB/ICHHbIE Ha
paccMoTpeHue
JIOKYMEHTHI)

2 Beimucka w3 npotokona | BymaskHbIi JDK, nocie | [locrostHao
3acenanus JIDK ®I'BOY OKOHYaHHUS Cr.186
BO OpI'MVY Munsnpasa uccnenosanust | [1.2010
Poccuu — OJ10 (apxuB)

OcoOble  TpeOoBaHMst K XpaHeHUIO JokymeHToB JIDK: jokymenranus
XPaHUTCS B IOMEILIEHUH, HEJOCTYITHOM JIsl TOCTOPOHHUX.
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