[Ipunoxenue 1 k npukaszy

or« M n A0 2023 1. Ne ALY

[TOJIOXXEHUE
O xoMuTeTe M0 OMOMEAUIMHCKON ITHKE ['0Cy JapCTBEHHOTO yUpexk/IeHUs
3paBooxpaHeHus «HaydHo-ucciaen0BaTebCKUi MHCTUTYT CKOPOM ITOMOIIM UM.
H.B. Cxnudocosckoro JlenapramenTa 3apaBooXpaHeHus I. MOCKBBD»

1. O0uue nosoxeHus

1.1. Komuter mno Ouomeauumuckod ostuke npu [bBY3 «HUU CII wum.
H.B. Cxmudocosckoro [3M» (nanmee nmo texcty — Komurer) sBisieTcss He3aBHCHMBIM
OpraHoM, CO3/IaHHBIM JUISl 3aUIUThl IIpaB, 370POBbS M TapaHTHU O€30IacHOCTH JIHII,
y4acTBYIOLMX B HAYyUHBIX MCCJIEAOBAHUAX B KaU€CTBE UCHIBITYEMBIX (Jajee Mo TeKCTy —
HCIIBITYeMBIE»), a TaKxke s COOMIOJeHUS] NpaBHJI TyMaHHOro oOpalieHus ¢
9KCIIEPUMEHTAIBHBIMH )KMBOTHBIMH.

1.2. B cBoeii pabore Komwurer pykoBoactByercss Konctutyumeit Poccuiickoii
Denepauuu, Mex1yHapoIHBIMU JOKYMEHTAMH, B TOM YHCJIE:

+ XenbCHUHCKOM Jeknapauueit Bcemupuoit Menuuuuckon Accouuaiuu (IIepecMoTp
2013 1.);

* Pexomenpamusimu CoBeTa MeXIyHapOIHBIX OpraHM3alUi 10 MEIUIMHCKUM
Haykam (CIOMS) 1996 rona;

* MexayHapoqHBIMA TapMOHU3UPOBAHHBIMU TPEXCTOPOHHUMU PEKOMEHIalUsIMU
o Hajuexauen kiiuHuyeckoi npakrtuke (ICH GCP);

* WHBIMHU MEXyHapO/IHbIMH JIOKYMEHTaMHU B 00JI1aCTH MEIMIIMHCKON 3TUKH;
3aKoHo/1aTeNbcTBOM Pocceuiickoit Deepannu, B TOM YUCTIE:

« ®enepanbHbiM 3aKkoHOM OT 21 HOsiOpst 2011 r. Ne 323-D3 «O6 ocHOBax oxpaHbl
3/10pOBbsl Tpaxk/1aH B Poccuiickoit Menepannny;

» OenepanbubiM 3akoHOM oT 12 ampenst 2010 r. Ne 61-®3 «O6 obpauienun
JIEKaPCTBEHHBIX CPEICTBY;

» HaumonaneHbiM ctangaprom PO T'OCT P 52379-2005 «Hanpnexamas
KJIIMHUYecKasi NpakTuka», yTB. llpukazom @DenepaibHOrO areHTCTBA MO TEXHUYECKOMY
peryJiupoBaHuUIO U MeTpoJIoruu ot 27 centsopst 2005 r. Ne 232-cr;

« TOCT P HUCO 14155-2014. «Knunuueckue wuccinenosanus. Hannexamas
KIIMHUYECKas IPaKTUKaY;

+ IIpukaszom Munuctepctna 31paBooxpanenus PO ot 1 anpenst 2016 r. Ne 2001 «O6
yTBEpXKIeHUE IIPaBUJI HaJIexkKallled KIMHUIECKON IIPAKTHKN;

* Ilocranosnenuem IlpaBurensctBa P® or 13 cenrsiops 2010 r. Ne 714 «O6
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YTBEPKJICHUH THITOBBIX ITPABUJI 00513aTEILHOIO CTPAXOBAHMsI )KU3HHU U 3/I0OPOBbS MAIMEHTA,
YYaCTBYIOILEIr0 B KJIMHUYECKHX UCCIIEJOBAHUAX JIEKAPCTBEHHOTO TIperaparay;

* Ilocranosnenuem IlpaBurensctBa Poccuiickoit @eneparmu ot 27 nexabps 2012 r.
Ne 1416 «O6 yrBepxnaenun IlpaBun rocyiapcTBEHHOH perdcTpaldd MeJUIMHCKHX
U3AEITUN;

« TOCT P UCO 14155-1-2008 «PyKoBOACTBO IO MPOBEAECHUIO KIMHHYECKHUX
UCIIBITAHUN MEIULIMHCKUX u3aenuit. O0umue TpeboBaHus»;

« TOCT P HUCO 14155-2-2008 «PyxoBOACTBO MO MPOBEAEHUIO KIMHHYECKUX
UCIIBITAHUM MEIMLMHCKUX u3aenuil. [InanupoBaHue KITMHUYECKUX UCTIBITAHUI,

 IIpukasom MuHnucrepctBa 3apaBooxpaHeHusi Poccuiickoir @enepanuu  OT
09 auBapst 2014 r. Ne 21 «O6 yrBepxaenuu Ilopsiika mpoBeieHNs OLEHKHA COOTBETCTBUS
MEJUIIMHCKUX M3AeIUd B (opMe TEeXHUYECKHUX HMCIBITAHUNH, TOKCHKOJOTHYECKUX
UCCIIE/IOBaHUM, KIMHUYECKUX MCIBITAHUM B 1LeEJISIX TOCYyJAapCTBEHHOW perucTpaiuu
MEIULMHCKUX U3IEITHI;

* Hanmonansueim crangaprom PO 'OCT P 53434-2009 «IIpuHumnel Haaexamen
nabopaTopHoil mpakTuku», yTB. [Ipukazom DenepalbHOrO areHTCTBA MO TEXHUYECKOMY
peryJIMpoBaHuIo U MeTposioruu ot 2 nexadbps 2009 r. Ne 544-cr,

* IIpukazom MunucrepctBa 3apaBooxpaHenuss PO ot 01.04.2016 Ne 19991 «O6
yrBepxaeHuu [IpaBui Hapiexaniei 1ab0paTOpHOM MPaKTUKI;

* Pacniopsbkenuem Bericiieit arTectanoHHONW Komuccuu «O IOpsiiKe NMPOBEACHUS
OMOMEIMLIMHCKUX HCCIIeIOBAaHUN Yy dYelloBeKkay, omyOiukoBaHHBIM B bromrerene BAK
(2002, Ne 3).

Jpyrumu [eMCTBYIOIIMMH MEXyHapOAHBIMH HOPMATHUBHBIMM aKTaMH M aKTaMH
Poccuiickoit ®enepanuu, OTHOCSAUIMMHUCS K JESTEJIBHOCTH STUYECKMX KOMHUTETOB H
IIPOBEJCHUIO KIMHUYECKUX HCCIEJOBAaHUM, a Tak)Xe HACTOSIIUM TIOJIOKEHHEM M
CTaHJapTHBIMH onlepallMoHHbIMH npoueaypamu (COII).

1.3. KoMuTeT C€aMOCTOSITEIbHO TPUHUMAET perjaMeHThl W HHBbIE JIOKYMEHTHI,
peryJiMpyrounme nopsiiok ero padorsl. JlokymMeHTsl, npuHuMaembie KoMuTeTOM HE HOJIKHBI
IPOTUBOPEUYUTH HacTosimemy [lonoxkenuto.

1.4. JIokymeHTBI, periaMeHTUpylolue aestenbHocTh KomuteTa, pa3zpaboTaHHBIE
Komuterom, a Taxxke rpadpuk ero paboThl, JOJDKHBI OBITh OTKPBITBIMH IS
3aMHTEPECOBAHHBIX JIHII.

1.5. B cBoeii padore Komurer nonssyercst TepMunosioruet, onpenenenon ['OCT
P 52379-2005. «Haanexamias KIMHAYECKask IPAKTUKa.

1.6. B ciyqyae Heobxonumoctu KoMuTeT MOKeT NpUBIIeKaTh K paboTe He3aBUCUMBIX
HKCIIEPTOB U CIIEIMAIIMCTOB B MOPSAKE, IPeyCMOTPEHHOM HacTosuM [lonoxenuem.

1.7. KoMHTET MIPOBOAUT 3TUUECKYIO IKCIIEPTU3Y:

- OMOMETUIIMHCKHX;
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- HAYYHO-HUCCJIEAOBATECIIbCKUX pa60T C y4aCTHEM 4YCJIOBCKa U 3KCIICPUMECHTAJIBHBIX
JKXKHUBOTHBIX B Ka4€CTBEC CYGBCKTa B paMKax CIIOHCHUPYEMBIX IIPOCKTOB, HHUIIMATHBHLIX U
AUCCEPTANHOHHBIX pa60T.

2. Ilens u npuHuuIe! gesteabHoctd Komurera

2.1. OcHoBHolt 1enblo Komwurera sBisiercs CoO3MaHWE TapaHTHH COOJIOIEHUS
JIOCTOMHCTBA, TpaB, 0€30IIaCHOCTU UCIIBITYEMBIX IPU MPOBEACHHH BCEX BHIOB HAyYHBIX
uccnenosanuii B ' bY3 «HUU CII um. H.B. Cxnudocosckoro /[3M».

2.2. Komuter pgokeH OBITH HE3aBUCHM  OT  YBMX-JIMOO  ITOJUTHYECKHX,
BE/IOMCTBEHHBIX U IIPO(HECCUOHATBHBIX HHTEPECOB.

2.3. Komuter ocymecTBisieT CBOIO AESTENIbHOCTh B HHTEpPECax MCIBITYEMBIX,
YUUTBIBas IIPY 3TOM OOLIECTBEHHYIO 3HAYUMOCTH [IPOBOJIMMBIX UCCIICIOBAHUN, HHTEPECHI
¥ IOTPeOHOCTH UCCIIe/lI0BaTelNeH.

2.4. Uudopmaust o pabore Komurera sBisieTcss OTKPBITOM, 3a HMCKIIIOYEHHEM
CBEJICHUH, SBJISIOMUXCS KOH(PUACHIMAIbHBIMU B COOTBETCTBHH C 3aKOHOJIATEIHCTBOM
Poccuiickoit @enepanuu u HacToswuM [ lonoxeHnuem.

2.5.DTtHyeckass JKCIEepTH3a KIMHUYECKHMX  HCCIIeIOBAaHUH  OCYIIECTBISETCS
Komuterom Ha 6€3B03Me31HON OCHOBE.

3. ®ynkuuu 1 nonHomouusi Komurera

3.1. K ¢ynkuussm Komurera oTHOCSTCS:

3.1.1. IlpoBeeHue HE3aBUCUMOM, KOMIIETEHTHOM M CBOEBPEMEHHOW 3SKCIIEPTU3BI
STUYECKOM CTOPOHBI IpPEAIoJiaraeéMblX Hay4dHBIX HCCIe0BaHUM, npoBoauMbeix B ['BY3
«HHU CIT um. H. B. Cxindocosckoro [[3My.

3.1.2. KonTposip 3a moixydyeHHeM HHGOPMUPOBAHHOI'O COTJIACHs HUCIBITYEMBIX Ha
ydacTHe B IPOBOJMMOM Hay4YHOM UCCIIEOBaHHUHU.

3.1.3. KouTpons 3a coOMIOAEHUEM OTHUYECKHMX HOPM, B TOM YHCIE C LEJbIO
BBISIBJIGHUS CTEIICHU PHUCKA, KOTOPOMY IOABEPraroTCsi UCIBITYEMbIE B XOJE IPOBEACHUs
HAy4HOT'0 UCCIIEOBaHMUs, paHee MOIYYUBILEro M0J0KUTeIbHOoe 3akitoyeHne Komurera, Ha
BCEX CTaJUSX €ro MPOBE/ICHHUSI.

3.1.4. BzaumozelicTBue C JIOKaJIbHBIMHM, HAUMOHAJIBHBIMH M MEXIyHapOIHBIMU
OpraHU3alUsMU, 32aHUMAIOIIUMHUCS BOIIPOCAMU ITUKH.

3.2. KomureT o0naaeT moJHOMOYUSIMHU IS

3.2.1. o10OpeHus UM OTKa3a B 000pEeHHs IPOBEICHUS KIMHUYECKUX UCCIIeI0BaHUN
Ha dTale UX IIAaHUPOBAHUS;

3.2.2. o100peHus Wik OTKa3a B 000pPEHUH U3MEHEHUN U JIOTIOJIHEHUMN B IIPOTOKOII
UCCJIe/IOBAaHUsl U MHBIE MaTepHualbl TEKYIIero ucciae0BaHus;

3.2.3. onoOpeHus UM OTKa3a B O00PEHUH MPOJOJDKEHUs UCCIIeIOBaHMs B ClIydasx
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TSKEJIBIX HeXelaTeJIbHbIX TOO0YHBIX 3P (HEKTOB UCCIIEyEeMbIX CPEJICTB;

3.2.4. pekoMeHAAUUA 10 BHECEHHUIO M3MEHEHUM W/HWIM  JONOJHEHHH B
IPEICTABICHHYI0 Ha pPacCMOTpPEHUE JOKYMEHTAIMI0 Ha JII0OOM 3Tare KIMHUYECKOIo
MCCJIe/IOBaHMS C LIeJIbIO IIPUBE/IeHUS MX B cooTBeTcTBHE C npaBuiaaMu GCP u obecrieyeHus
IIpaB U UHTEPECOB YYACTHUKOB UCCIIEIOBAHUS;

3.2.5. 3a0pocoB, KacaroUuMxcsi COONIOAEHUsI NpaB Y4YaCTHUKOB HCCJIEAOBaHUS U
3THYECKHUX aCIIEeKTOB;

3.2.6. ocyleCTBIEHUS MOHUTOPUHIA KIIMHUYECKOTO UCCIIEN0BAaHUS C TTO3ULIUHA ITHKH
Y TIpaBa;

3.2.7. uncdopmMupoBaHus B Cily4yae HapylEeHUH NMpaBUJl TPOBEICHUS KaueCTBEHHBIX
KJIMHUYECKUX HMCCIIEIOBaHUN, HECOOIIOIEHUs] PEKOMEHIallUMA 110 TIPUBEJEHUIO U3aifHa,
IPOTOKOJIA U MPOUYeH JOKYMEHTalUU B cooTBeTCTBUM € paBuiamu GCP, neicTByomuMu
NPaBOBbIMA M 3THUYECKUMU HOpPMaMHU Yy4YpexaeHHs, Ha Oa3e KOTOPBIX IPOBOIATCS
KJIMHUYECKUE  HCCIIEJJOBAHMUS, peryjJupylollie HWHCTAaHLUMH, KOMIIAHUIO-CIIOHCOpA
MCCIIEIOBaHMs U MMPOYHE 3aUHTEePECOBAaHHbIE OPraHU3alU K.

3.3 KomureT He 00aziaeT OJTHOMOYMSIMH JIS TOTO, YTOOBI:

3.3.1. 3anpeTuTh NpoBeAeHHUsI KIMHUYECKOTO UCCIIEIOBAHUS;

3.3.2. nperaBaTh  IVIACHOCTH  MHGMOpMaIUIO,  Kacalomylocs  KIMHUYECKOIo
UCCJIEJIOBAHUSI ¥ €r0 YYacCTHHUKOB O€3 COrjlacOBaHUs C YYaCTHUKAaMM HCCIIEIOBAaHUS U
CIIOHCOPaMH.

4. CtpykTypa, nopsijiok hpopmuposanust 1 pabotsl Komurera

4.1. KOMHTET COCTOUT HE MeHee 4yeM U3 7 (CeMH) 4JleHOB. B Hero mMoryT BXOOUTH
CHEIHAIUCTHI B 00JIaCTH MEIULIMHBI, OMOJIOTUU, COLMATIbLHO-TYMaHUTAPHBIX HaYK, BKJIIOYAs
IOPUCTOB, CHELMAIUCTOB CMEXHBIX JUCLUMIUIMH pa3IM4YHBIX [0 II0Jy M BO3pacTy,
oOJraiaronie HeOOXOAUMBIM CYMMAapHBIM OIIBITOM U KBalWU(UKAILMEN I IKCIEPTHOU
OLIEHKU Hay4YHO-MEJUIMHCKUX, IPABOBBIX U DTHUYECKUX aCIIEKTOB UCCIEOBaHMs HA Tanax
ero IUIAaHUPOBAHUS U ITPOBEICHUS.

4.2. Ynensl KomuTera Ha3HaudalOTCs M YTBEPXKIAIOTCS IPUKA30M JUpeKTopa
WHCcTHTYTA 10 MPECTaBICHUIO 3aMECTUTEIIS IMPeKTopa [0 Hay4yHOH paboTe.

4.3. YUnennt KomuTera Ha3HayaoTcs Ha 3 (TpU) roza, ¢ BO3MOXKHBIM ITPO/JICHUEM Ha
nocienyromui cpok. Ynensl Komurera sBIsItOTCS HE3aBUCUMBIMU SKCIIEPTAMHU U HE MOTYT
IPEACTaBISATh HHTEPEChl KaKOH-IMO0 OpraHu3aluy.

4.4. PykoBoactBo Komurerom ocymectiser Ilpencenarens, u3bupaeMbiii Ha
3acemanuu KomMuTeTa, CpoKOM Ha TpH rojia ¢ BO3MOKHOCTBIO IIeper30paHusl.

[Ipencenarens Komurera:

* PYKOBOJHMT JeATeNbHOCThI0 KomuTera, obecrnieunBas pellleHHE BO3JI0OXKEHHBIX Ha
KomureT 3anau;
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* IIpe/iceaTeNbCTBYET Ha 3acenanusax Komurera;

* IIpeJOCTaBIsAET TEKYIy HH(pOpMAIUIO 0 JAesTellbHOCTH KomuTeTa 3amecTuTento
nupekropa MHcTuTyTa 110 Hay4yHOU pabore.

4.5. 3amecturens [Ipencenarenst Komurera u cekperapb U30uparoTcs Ha 3aceaHiu
Komurera mpocTeiM OOJBIIMHCTBOM TOJIOCOB CPOKOM Ha TPpU ToAa C BO3MOXKHOCTBIO
nepeuzopaHusi.

4.6. 3amecturens IIpencenarens Komurera:

+ BboaHseT Gyukuuu [Ipeacenarens B ero oTcyTCTBUE, a TAKXKE B MHBIX CIIydasx
o nopyuenuto [lpencenarens Komurera,

* mno nopyuenuto Ilpencenarenss Komurera pykoBOAUT paboyuMu TIpylnamy,
co3zaBaeMbIMM KOMHUTETOM ISl pellieHUsl OTAEIBbHBIX BOIIPOCOB.

4.7. Cexperaps Komurera:

* OTBEYaeT 3a BEJEHHUE NPOTOKOJOB 3acenaHuid Komwurera, BeleHUE U XpaHEHHUE
MHOM JOKYyMeHTalMu u KoppecrnonaeHuuu Komurera B cooTBeTcTBHMM C pazzpenom 10
Hacrosiiero [lonoxeHus.

4.8. 3acenanue Komutera npasomoyHo 1npu kBopyme 50%+1 oT ynuciaa ciuco4yHOro
cocraBa. KBopyM a0/pKeH BKIIOYaTh KaK MMUHUMYM OJHOIO 4JjI€HA, OCHOBHBIM POIOM
3aHATUSL KOTOPOT'O HE SIBIISIIOTCS HAay4dHbIEe UCCIIe0BAaHUS U, KAK MUHUMYM OJHOTO 4JIeHa,
KOTOpPBIA HE 3aBUCUM OT IojpasjeiieHuss MHcTutyTa, rae npeamnosaraeTcsi IIpoBEAEHUE
uccienoBaHus. Bo3MOXXHO JHMCTaHIIMOHHOE y4yacTue 4ieHoB (He Oosee 25% oT Becex
YJICHOB, Y4acTBYIOIIUX B 3acelaHusi) B 3aceqaHur Komurera ¢ MOMOIIBIO TEXHUYECKHUX
cpeacTB (IIpH yCIOBUU O3HAKOMIICHHUSI C MaTepUaIaMH).

4.9. KoMuTeT NpUHUMAET pEIIeHHs MPOCThIM OOJBIIMHCTBOM rosiocoB. B ciydae
ecsim rojoca wieHoB Komwutera pasgenunuce, [lpencenarens Komurera mmeer mpaso
pelaroIero rojoca no BceM Borpocam JesitesbHocTd Komurera.

4.10. B romocoBaHuu HEe UMEIOT IIpaBa IPUHUMATh y4aCTHE:

« yiensl KoMuTeTa, IMUHO NPSMO UM KOCBEHHO 3aMHTEPECOBAHHbBIE B
pe3yJibTaTtax 3TUYeCKOM dKCIIePTHU3HI;

« yyeHbl KoMuTeTa, He IPUHUMABIINE YYaCTUs B 00CYK/I€HUH JJOKYMEHTALUHU 110
BOIIPOCaM, BEIHECEHHBIM Ha T'OJOCOBAHUE;

« yiensl KoMuTeTa, B OTHOIIEHUH KOTOPBIX BBIHOCUTCSI pEILIEHUE.

4.11. YUneucrBo B KomMurere MOXKeT OBITH JOCPOYHO NPEKPALIEHO B CIIETYHOLIUX
cllydasix:

* 10 COOCTBEHHOMY >KEJaHUIO:

* B Clydyae CUCTEeMAaTHYECKOI'o YKJIOHEHHUs 0e3 yBaXUTEJIbHbBIX IIPUYUH OT y4acTHs B
3acenanusix Komurera;

* HEOIHOKpAaTHOro rpyooro HapyumeHus nopsjaka padorsl Komurera;

» B ciyvae eciau wieH KoMurera He MOXET OCYIIECTBIISATh CBOIO JEATEIBHOCTH B
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Komurere 1o cOCTOSIHHIO 3/10pOBBS;

* B CJIy4Yae ecjIy, 10 MHEHHIO OOIBIIHHCTBA WieHOB KoMuTeTa, OH pyKOBOICTBYETCS
B CBOEM JESTEIIbHOCTH JIMYHBIMH MHTEPECaMU, OIpeeIsieMbIMUA TOJUTHYECKUMH,
npo¢eCCHOHAIbHBIMU ¥ HHBIMH OTHOLICHUSIMH;

* B Cllyyae HapylLIeHHs yCIOBUH KOH(GUICHIMATBEHOCTH AesTenbHoCcTH Komurera.

4.12. Penienre 0 JOCPOYHOM IIpEKpalleHUM 4WIEHCTBa mNpuHuMaeT Komurter B
cooTBeTcTBHH ¢ 11 4.11. [Tonoxenus, o 4em oH 00si3aH MPOUH(POPMHUPOBATH 3aMECTUTEIS
aupekropa MHcTUTyTa IO Hay4HOH pabore.

4.13. B ciry4ae npekpallleHus 4IeHCTBa 0/1HOro u3 4yieHoB Komurera, npepcenarens
Komurera mnpencTaBiaseT 3aMECTUTENIO JUPEKTOpa [0 Hay4YHOHl paboTe HOBYIO
KaHJWJaTypy, KOTopas AOJDKHA ObITh yTBEpXK/E€Ha B TEUEHUE JIBYX MECSLEB B IOPSIKE,
NpelyCMOTPEHHOM ITyHKTOM 4.2 Hacrosimero Ilonmoxxenus. B TedeHue sToro cpokxa
KomMurer MOXET IpOJ0IDKaTh CBOIO JAESITENBHOCTh, €CIU 00Ilee KOJMYECTBO €ro 4JICHOB
M03BOJISIeT O0eCHeYuTh HalMyMe KBOpyMa Ha 3acelaHusX B COOTBETCTBHM C 1. 4.8.
HacToswero [Tonoxenus.

4.14. Ynens: Komurera 00s3aHbl noamucate CornameHwue O HepasralleHHH
UH(OpMaUK, MPU3HAHHOW KOH(UIEHIIMAIBHOM B COOTBETCTBUHU C II. 6.3 HACTOSIIETO
[TonoxxeHnus, MOIydeHHOHM B CBA3M C ywactueM B pabore KomwuTera, CBs3aHHOH C
collep)KaHMEeM 3asBOK, IpefcTaBileHHbIX B Komwurer, cBemeHHd 00 yYaCTHUKAX
MCCIIEI0BaHUM U IPYTUX, OTHOCAIIMXCS K AesiTeibHocTH KoMuTera Bonpocos.

4.15. KomuteT rapanTupyeT, 4TO €ro 4WieHbl UMEIT HeoOXoauMoe oOpa3oBaHUeE,
II03BOJISIIOIIEE OCYILECTBIISATh PA3IUYHYIO JESITeIbHOCTD 10 3al[UTE JIUILl, YYaCTBYIOIIUX B
HAy4YHBIX UCCIIeI0BAHUSIX.

4.16. KomuTeT B XOJ€ OCYILECTBIIEHUS CBOEU NEATEIHHOCTH BIIpaBE NPHUBJIEKATH
HE3aBUCUMbBIX KOHCYJIbTAHTOB, SIBISIOIIMXCS CIEUUAATUCTAMUA 110 DSTHYECKUM W/WIIH
IOPUAMYECKHUM  BOIIpocaM, CrHelubUYeCKUM  3a00JeBaHHUSIM MJIH  METOIOJIOTHSIM,
IIPeICTaBISIOMUX UHTEPECHI Pa3IMYHBIX COOOIIECTB U JIFOOBIX APYTHX 3aHHTEPECOBAHHBIX
rpyni. KoHCynsTaHTBI MOTYT OBITH IpuBJIedYeHbl KOMHUTETOM IPH YCJIOBHM TOITUCAHUS
UMH COVIAIIEHUs] O KOH(HUIACHUMAIBHOCTH HWH(OpMaUUU, IPU3HAHHOM TaKOBOH B
cootBeTcTBUM ¢ 1. 6.3. Hactosimero [lonoxeHus, MoayuyeHHOW HMMH B CBS3U C
IPUBJIEYEHUEM UX B Ka4eCTBE KOHCYJIbTAaHTOB. KOHCYJIBTaHTBI MOTYT OBITH NPUTJIALIEHBI
Ha 3acenanus Komwurera, Moryt mno 3ampocy Komurera mnpeactaBisTh MHUCBMEHHBIE
3aKJIFOUEHMS 110 TIOCTABIEHHBIM IIepe]] HUMHU BOIIPOCAM.

5. Tlopsinok nmojga4yu 3asiBOK Ha UCCIIEOBaHUS
5.1. 3asBurens (noapasznenenue ['bY3 «HUU CII um. H.B. Cxnudocosckoro J[3M»,
3aKa34MK WK CIIOHCOP UCCIeIoBaHus) peacTaisieT B KoMuTeT cneayromue JOKyMEHTBI:
« 3agmiieHHe (IBa 3K3eMIUIsipa), JAaTHPOBAaHHOE M IOJANUCAHHOE 3asBHUTENEM, B
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KOTOPOM YKa3bIBaeTCsl MOJIHOE€ Ha3BaHUE IPOTOKOJIA MCCIIeI0BAHUS, IIPUBOIUTCS CITHCOK
IpeJICTABIEHHBIX TOKyMEHTOB C HOMEpaMU BEPCUN U JaTaMH (€ClTd OHU eCTh);

« IIpoTOKOJI KIMHUYECKOrO HMCCIEeJ0BaHUS Ha aHIJ. (€Cd HCClelOBaHUE HMEET
OTHOIIEHHE K 3apyOeKHBIM KOMIIAHUSIM) U PYCCKOM $I3bIKaX (MOXXHO CHHOIICHUC);

« Mudpopmanus g nanueHra U ¢Gopma IMHUCBMEHHOrOo WHGOPMHUPOBAHHOIO
Corjacusi MalMeHTa, Ha aHIJl. U pyccKoM si3bikax (B coorBercTBUH ¢ COIl, 1. 6), KoTOpBIe
JIOJDKHBI COZIePXKATh:

— Ha3BaHUe HccleloBaHus (IIOJHOE Ha3BaHME IPOTOKOJIA, €ro HOMep), HOMep Wi
JlaTy BepcHu MHGOpMalMU: Ha3BaHHWe KOMIIAaHUH-CIIOHCOPA UCCIIEI0BaHMUS;

— XapaKTepUCTHKY ILeJed M 3agady MCCIeloBaHMs, O0O0OBEM HCCIIEIOBaHUs
(>kenaTtenbHO yKazaTh. B KakKMX CTpaHax, B Kakux IeHTpax B Poccuum oHo Oyner
IPOBOAMUTHECS, CKOJIBKO  MCIBITYEMbIX IUIAHUPYETCS  BKIIOYUTH W T.OL.), €ro
IPOJIOJIKUTCIIBHOCTD;

— XapaKkTEepUCTUKY IpeAMeTa MCCIeJOoBaHUs  (HAmpuUMep, JIEKapCTBEHHOTO
CpeICTBa). MEXaHU3Ma ero JeHCTBUs, ero npeArnogaraeMblX U y)Ke JJ0Ka3aHHBIX CBOUCTB U
IIp. HAKOTIJIGHHBIH OMBIT €ro MpUMEHeHHUs (3aperucCTpUpOBaH JIU OH B JIPYIMX CTpaHaX H B
P®) omnucanume pauzaiiHa HCCIIEOBAaHUS, BEPOSTHOCTb IIONAJAHUS MCIBITYEMOTO B
KOHTPOJIbHYIO I'PYIIILY; BOZMOXHAsI [10JIb3a OT y4acTHsl B UCCIIEIOBAHUU U PUCK, CBSI3aHHBIN
C HccleloBaHUEM, HeyJnoOcTBa M JONOJIHMUTEIbHAs Harpy3ka [0 CpaBHEHUIO C
TPaIULIMOHHON Tepanuel (Hanpumep, 3a cHYeT JONOJHUTENBHBIX METOI0B 00CIeI0BaHMs),
0053aHHOCTH IallMeHTa B XOJI€ MCCIIeJOBaHUS, HEOOXOAUMOCTh OTKa3a OT MCII0JIb30BaHUS
JPyTUX JIEKapCTBEHHBIX CPEJICTB, ONPEeICHHBIX IPOYKTOB uTanus u np. Ocobo cinepyer
OCBETUTH MPOOIEMATHKY y4acTHUsi B UCCIIEJJOBAaHUM OEPEMEHHBIX KEHIIUH U KOPMSIIUX
MaTepeid, pUCKOB JUISI HHMX, UX IUIOJAa M TPYJIHBIX AeTed; obecriedeHUe HEO0OXOAMMOIro
JleYyeHusl B Cilydae NpeKpalleHHs] y4acTUs B MCCIEJOBAaHUU WIIM B CiIy4ae 3aBepIUeHHUs
WCCICOBAHUS; IIOPSIOK UM pa3Mepbl KOMIIEHCAlMM  pacXO/OB, CBSI3aHHBIX C
UCCIIe/IOBaHUEM, €CITH TaKOBasi KOMIIEH AUl [IPe/ly CMOTpEHa;

— MOpsZOK o0ecredeHus: MalueHTa MEIUIMHCKONH ITOMOIIBIO WM IIOKPBITUS
pacxoJ0OB Ha TaKOBYIO B Cllydae HaHECEeHHUs ylepOa 3/70pOBBIO IallMeHTa B XOJe
MccieIoBaHus. Y CIoBUs oOecriedeHre nauueHTa MeJMIMHCKoN nomonnsio. Mubopmarus
O CTPaxOBaHUU 3/I0OPOBBS MAlMEHTa WU 00 UHBIX MApaHTHUSX;

— uHQOpMAIMI0O O KOHOQHUACHIMATBHOCTH HH(OpMAIUU 00 HUCIBITYEMOM;
KOHTaKTHbIE aapeca U TeleOHbl, 10 KOTOPBIM HCHBITYEMBI MOXET IOIYy4YUTh
JIOTIOJTHUTEJIBHYIO HH(OPMALIHIO, B TOM YHKCIIE IO IPAaBOBBIM BOIIPOCAM;

— CBEIIEHHMS O IMPEJOCTABJICHUH JIONOJHUTEIbHOW HMH(pOpPMALUM B  XOJe
MCCIIeJOBAHUS;

» WHIUBUIyaJIbHAs PErMCTPallMOHHAS KapTa MallueHTa;

» JIHEBHUKH, AHKEThbl, KOTOpBIE TIPEJICTOMT 3aIOJHATH IAl[HeHTaM-y4aCTHHUKaM
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UCCIIETOBAHMUS,

« Opourropa uccieoBarels;

* CIIMCOK KJIMHUYECKUX LICHTPOB, I'Jle IUIaHUPYETCS IPOBOJIUTH MCCIIEOBAHUE;

» pestome (curriculum vitae - CV) wuccienosarenel, IMOAIIMCAHHBIE
UCCIIeI0BaTe sIMUA U JaTUPOBAHHbIE,

¢ JIOKYMEHT O rapaHTHUsAX COOJIIO/IEHUS MpaB NalUeHTOB-YYaCTHUKOB MCCIIE0BAHMS
B Clly4ae HaHECEHHs Bpe/la X 3I0POBbIO B XOZ€ UCCIIeI0BaHUs (CepTU(HKAT CTpaxOBaHUS
O KOMIIEHCAllMM TallMeHTaM B Cily4ae HaHeceHHus yuiepda HUX 370pOBBIO B XOJ€
UCCIIEJIOBAHMS ),

e MaTepualibl, BKJIIOYas peKJIaMHble, HHQOpMUpYIOUIHE OO0 HCCIEIOBAHUA U
UCIIOJIB3yEeMbIe /1JIsI IPUBJICYEHUSI [TALIUEHTOB K YYaCTHIO B HEM;

 IpeAbIAYLIME PEelIeHUs POCCUMUCKUX KOMUTETOB IO 3THKE B OTHOLIEHHUU JIAHHOTO
IJIaHUPYEMOT'0 UCCIIeIOBAHMS, €CJIM TAKOBBIE UMEIOTCS,

5.2. 3asBUTeINb B 3asiBJIEHUHU yKa3bIBaeT, KaKHe U3 MPE/ICTABICHHBIX UM CBEIECHHH 00
MCCJIEJOBAaHUM JOJDKHBI 110 €r0 MHEHHUIO, OBITh IPU3HAHBl KOH(MUIECHIIMAIBHBIMUA U TIO
KaKUM IIpUYHHaM.

5.3. IlepedeHs JIOKyMEHTOB, YKa3aHHbIH B I1. 5.1. HacTosero [TonoxeHus, siBiaseTcs
IIPUMEPHBIM U MOXKET OBITh COKpalleH WJIM pacllMpeH B 3aBUCHMOCTH OT OCOOEHHOCTEM
uccieoBaHus. Bompoc 0 J0CTaTOYHOCTH IPEACTABICHHBIX JIOKYMEHTOB pelIaeTcs
KoMuTETOM OTHOCUTEIBHO KOHKPETHOIO HAYYHO-UCCIIE0BATEILCKOTO MTPOEKTa.

6. [lopsinok paccmoTpeHus 3asiBOK Ha UCCIIeI0BaHUS

6.1. Hapnexame mnpenacraBleHHble MaTepualbl paccMarpuBatoTcss Komurerom B
TEYEHHUE JIBYX HeJleIb CO JHS UX MOTyUYeHUs.

Y4uThIBasi 0COOEHHOCTH NPEANoIaraéMoro UCCiaeaoBaHusl, ero OOUIECTBEHHYIO H
Hay4YHYI0 3Ha4uMOCTh KoMUTET BIipaBe NPUHSTH pellieHne 00 YCKOPEHHOM pacCMOTPEHHUH
3asiBKU. XOJaTalCTBO 00 YCKOPEHHOM pPAacCMOTPEHUH IIOJAeTCs 3auHTEePeCOBaHHOM
CTOPOHOH JI0 Hayajia pacCCMOTPEHUS 3asIBKH.

B cinydae HeOOXOIMMOCTH IOJIYYEHUsS IOTOJHUTEIBHON WMHGMOpPMAIUU, W3ydEHUs
Oonbioro oobema UHGOPMALUK, TPUBICYECHUS IKCIIEPTOB, a TAKXKE MO UHBIM NMPUIMHAM
KoMurer BnpaBe NpUHATH MOTUBUPOBAHHOE PELLIEHUE O TMPOJICHHH CPOKa pacCMOTPEHUS
3aSIBKH.

6.2. 3acenanus Komutera npoBoasTCs B COOTBETCTBUHU C rpauKoOM, yTBEPKIaeMbIM
Ha oOuiem coOpanuu wieHoB Komurera. CBenenust o rpaduke 3aceiaHusi JOKHBI OBITh
JOCTYITHBI JTULAM, 3aMHTEPECOBAHHBIM B UCCIIEI0BAaHUM, B OTHOLLIEHUHA KOTOPOIo IOojaHa
3asiBKa.

6.3. Jlo mpuHATHS pelIeHWs O NpPUIVIALIEHUM JUL, He SBJIIOLIUXCA 4YIeHaAMHU
Komurera, Ha 3acenanue Komurera, a Takke NpUBIEYEHHUS] HE3aBUCUMBIX KOHCYJIbTaHTOB
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K pacCMOTpPEHHMIO IIOJaHHOM  3asBKM, Komwurer paccmaTpuBaeT BOMNPOC O
KOH(OUAECHUMAILHOCTH CBEJCHHH, TIpeICTaBIeHHBIX 3asBHUTeNeM, 00 y4YaCTHHUKax
UCCIIEJOBaHUS U MCIIBITYEMBIX, a TaKXke HHOW HMH(OpMauMH, CBSI3aHHOM ¢ paboToii
Komurera. IIpy 5TOM y4UTBIBalOTCSI HOPMBI 3akoHoO/1aTenscTBa PD, unTepecs! 3asBuTers
(m. 5.2 Hacrosimero IlonoxeHus) U uccaenoBaresel, B TOM YHCIIe CBSI3aHHBIX C OXPaHOU
aBTOPCKHUX I1PaB, a TAKXKE C BO3MOXKXHBIM I10JIyYEHHEM [1aTEHTa Ha pe3yJIbTaT UCCIIeJOBaHUS,
UHTEPECHl UCIBITYEMBIX, OOLIECTBEHHbIE MHTEPECHI, MPUHIIMIIBI MOPAIH, & TAaKXKe WHBIE
(akTOpbl, UMEIOIIHE 3HaUEHHUE, IT0 MHeHHIO wieHoB KomureTa.

6.4. Komuret Brpase:

6.4.1. yrBepauTh mnpeanosiaraeMoe uccienoBaHue. B Takom cinygae Komurer
IPUHUMAET pelIeHHe O MOpsJIKe MOCIeyIOIIero HabIoAeHUs 3a X0/I0M UccliefloBaHus. B
pemennn Komurera ycraHaBiauBaroTcs TpeOoBaHUsl, 00s3aTeNIbHbIE I UCClleoBaTeNel u
MHBIX 3aUHTEPECOBAHHBIX JIUL], B YACIO KOTOPbIX MOTYT BXOIUTh:

+ 00s3aHHOCTB ClIe/I0BaHuUs TpeboBaHUAM ykazaHHoro Komurera;

* IIpeJOCTaBIIEHHE OTYETOB O XOJI€ UCCIICIOBAHNUS;

+ HeoOXoauMocTh onoseleHus Komurera npu BHECEHUH MONPABOK B IIPOTOKOII
UCCJIe/IOBAHUS;

+ HeoOXoauMOoCTh u3BelaTh KoMHUTET B cilydyae BHECEHUS] U3MEHEHUI B MaTepUallsbl,
UCTIONIb3yeMble Il HaOopa IOTEeHLHMalbHBIX YYaCTHUKOB HCCIIEJOBaHUS (B KauecTBe
HCTIBITYEMBIX ), UH(OPMAIIMOHHEIE MaTepHalibl UIH GOpMbl HHOOPMHUPOBAHHOTO COTIACHS;

« HeoOXxoauMocTh cooOmare B KomHuTeT o0 cepbe3HbIX M HEOXHIAaHHBIX
HeXXeJIaTeJIbHBIX SBJICHUSX, TPOUCXOJSALIMX B XOJ€ MCCIIeIOBaHUs; HEOOXOAMMOCTb
coo0ImaTh O HeIpeBUJIEHHbIE OOCTOATENBCTBAX, O INPEKIAEBPEMEHHOM IIpeKpalleHUuH
MCClIeZIOBaHMS UM CYILECTBEHHBIX PEIICHUsIX, IPUHATHIX ApyruMu KoMuTeramu 1o 3THKe;
IpYryl0o MH(GOpMaLMIO, KOTOPYIO IpeAarnojaraeT rnoiaydats KomMuTeT i IOCTOSIHHOIO
HaOJII0/IeHUs 3a XOJ0M UCCIIEJOBAHMUS;

+ KpaTKO€ COAep KaHUe U MOPSALOK NPEOCTaBIEHHUs 3aKIIOYUTEIIBHOIO OTYEeTA.

6.4.2. IpUHATH TIOJIOXKHUTEJIBHOE pelleHHe 00 YTBEpXKIEHUU IIpearnogaraeMoro
MCCIIEIOBAHUSI C OIpe/IeNICHHBIMH YCIIOBHSMU. B Takom ciry4ae JOJKHBI OBITH yKa3aHbI
YeTKHE pPEeKOMEHJAUUU JUIsg TepepadoTKu JOKYMEHTOB M OIpeleeHa Ipoleaypa
IIOBTOPHOT'O pacCMOTPEHUS 3asiBKH;

6.4.3. npuHsATH pemieHue 00 OTKa3e yTBEPAWUTH IpeArosaraeMoe MCCIeIOBaHHUE C
00s13aTeIbHBIM YKa3aHUEeM IIPUYMH OTKa3a.

6.5. B pemiennn KoMurera MoryT ObITh Takoke JJaHbl PpEKOMEHIALIMH.

6.6. Pemenne Komwurera odopmisieTcss NPOTOKOJIOM, KOTOPBIA IIOAIMCHIBAECTCS
[Ipencenatenem u Cekperapém Komurera. Konus npoTokosa win BeIIKUCKA U3 TPOTOKOJIA
HaIpaBIISIOTCS 3asBUTEIIO B TeueHue 2 (IBYX) He/leIb CO JIHS IIPUHSATHUS PELIEHHUS.
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7. Boripocsl, paccmatpuBaeMble KOMUTETOM MpU NMPUHSITHH PELIEHUSI O JOITY CTUMOCTH
UCCJIe/I0BaHUS

7.1. [lpuHuMas peeHue o JoIyCTUMOCTH uccieqoBanus, KomureT paccMarpuBaet
ClIeTyIOII1e BOIIPOCHI:

7.1.1. O nuzaiine uccienoBanus (00U IJ1aH, CXeMa UCCIIEIOBAHMUS ):

* COOTBETCTBHME JU3aifHa HCCJIENOBAHUS LEJISM MCCIIEIOBaHUs, CTATUCTHYECKOM
METOJOJIOTUM (BKJIIOYasi pacyeT pa3Mepa BBIOOPKH), W BO3MOXXHOCTH JOCTHIKEHHS
IPABUJIBHBIX BBIBOJOB C BOBJICUYEHHEM MHHUMAJIBHO BO3MOXXHOI'O  KOJIMYECTBA
UCIIBITYEMBIX B HCCIIE/IOBaHUE;

* 000CHOBaHUs IIPEAINOIaraeMoro pucka 1 Hey100CTB, OLIEHEHHBIX 10 CPABHEHHIO C
OKUJlaeMOM IOJIB30M JIUISl UCIIBITYEMBIX U 00111eCTBa;

* 000CHOBaHHOCTH UCII0JIB30BAaHUS KOHTPOJIBHBIX IPYTIIT;

* KPUTEpHH ISl NPEXKIEBPEMEHHOIO NPEKpalleHUs] YYacCTUsI B UCCIIEIOBAHUM JJIst
UCIIBITY EMBIX;

* KPUTEPHUH JJIsl IPUOCTAHOBJICHUS WU MIPEPbIBAHUS BCEIO UCCIIEIOBAHUS;

* COOTBETCTBHE BO3MOXXHOCTEH HCCIIEI0BaTEIbCKOW TIpYIIbl, BKIIOYas HaJIUuue
BCIIOMOTaTeJIbHOI'O IepCoHaa, HEOOXOJUMOro oOOpYIOBaHHS U BO3MOXHOCTEH [Uis
HEOTJIOKHBIX MEIUIIUHCKHUX MEPOTIPUSITUH;

* [IPUEMJIEMOCTh YCJIOBUM MOHUTOPUHIA M ayAUTa B XOJI€ UCCIIEIOBAHMS, BKIIIOUAs
coctraB KoMmuTeTa 1o HaOIIOAeHUIO 32 O€3011aCHOCTHIO;

* crocod cooOIIeHUs 0 pe3ylibTaTax UCCIIeIOBaHUs U YCIOBUS UX ITyOIMKAIIUH.

7.1.2. O nopsiike Habopa UCIIBITY EMBIX:

* XapaKTEPUCTUKH CIIOCOOOB OTOOPA UCIBITY EMBIX;

* METOJbI, COIVIaCHO KOTOPBIM IIOJIHAash MH(OpMalus 00 wuccienoBaHUU OyaeT
nepeaBaThCsl UCTIBITYEMBIM HIIA UX TIPEICTABUTEIISIM;

* KPUTEPHUU BKIIIOYEHUS U UCKIIFOUEHUS HUCIIBITY EMbIX.

7.1.3. O METULIMHCKOM ITOMOIIU U 3aLIUTE UCIIBITYEMBIX:

* COOTBETCTBME KBaTHU(PUKAIMK U MPO(ECCHOHAIBLHOIO OIbITa HCClefoBaTeleH
TpeOOBaHUSIM MPEIIIOIAraeMOro UCCIeI0BAHMUS;

* HaJu4yMe U OOOCHOBAHHOCTH JIIOOBIX IJIAHOB IO OTMEHE WM IPUOCTAHOBKE
CTaHJApPTHOTO JIeYeHUs JIJIs LieJIel POBEIeHUs UCCIIeI0BAHUS:

* MpejoCTaBlIEeHHWE MEJMIIMHCKOM IIOMOLIM  MCHBITYeMbIM, KaK B XoOje
UCCJIeJIOBAHUS, TaK U M10CJIe €r0 OKOHYAHHUS;

» oOecrieueHHe COOTBETCTBYIOIIEr0 KadecTBa MEIUIMHCKOTO HaOMOAeHUs u
TICUXOCOIMAIBHOM MO/IEPIKKU UCTIBITYEMBIX;

* 00OCHOBAaHHOCTb Mep, KOTOpbIE IJIaHUPYETCs NPEINPUHATD, €CIH UCIBITyEMBbIE
JTO0OPOBOJIHO pelIaT MpeKpaTUTh CBOE yYacTHe B UCCIIEIOBAHUU /10 €r0 OKOHYaHUS,

* KPUTEPUHU IUIsI BO3MOXKHOCTH IIOJIy4YEHHUsI HCCIIEyeMOro Iperapara BHE paMOK
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MCCIIEI0BaHMs], 0COOEHHOCTH €ro MCIOIb30BAHUS B ClIydae SKCTPEHHOM CUTYaIUH;

* CIocoObl IpenocTaBieHus MH(OPMAIMK JIeUallliM BpayaM MCIBITYEMBIX, €CIIH
IJIAHUPYETCS NPEJIOCTaBIATh TaKyl0 HH(OpPMALMIO, BKIIIOYAs MPOLELYPHl IMOIYYEHHS
COTJIacHsl MCIIBITYEMbIX Ha TaKoe JIeHCTBHE,

e uHdopmanys O JMOOBIX IUIaHAX IMPEJOCTABUTH HUCCIEAYEMBIM MPOMYKT
UCIIBITYEMBIM I10CJIE OKOHYAHUSI UCCIIeIOBAHUS;

* uHpopManus 000 Bcex (UHAHCOBBIX 3aTpaTax, KOTOPhIE MPEJACTOUT HECTH
HCTIBITY €MbIM;

* IOOIIpEHHMs U  KOMIIGHCAllUM  UCIBITYeMbIM  (BKJIIOYast  JEHEXKHBIE
BO3HArpaXk/IeHUs, JOTOJIHUTEIbHbIE YCIYTH W/ UK MOJIapKH );

* YCIIOBHS BBIIUIATBl KOMIIEHCALMM W/WJIM TIPE/IOCTABICHUS JIEUEHHs B Clydae
yuiepba 310pOBbIO, YTPaThl TPYJAOCHOCOOHOCTH WM CMEPTH MCIBLITYEMOTO, SBUBIIMXCS
CJIEZICTBHEM y4aCTHsl B UCCIIE/I0BAHHUU;

* COIVIAlIEHUE 10 BhIIUIATE CTPAXOBAHUS WM BO3MEILEHUIO YOBITKOB.

7.1.4. ObecneyeHue KOH(GUICHIIMATBHOCTH CBEICHUN 00 MCIIBITYEMBIX:

* IIpeJoCTaBleHHe HH(YOpPMAlMM O IHIAX, KOTOpble OyayT HMeTh JOCTYI K
IIEPCOHAJIBHBIM JaHHBIM UCIBITYEMbIX. BKIIIOYAs METULIMHCKHAE 3alTUCH H OMOJIOrHYECKUE
o0pa3ipl;

* Mepel 10 OO0ecleyeHHI0 KOHMDUICHIMAIBHOCTH ¢ O€30IaCHOCTH JIMYHOM
MH(OpMaIK 00 UCTIBITYEMBIX.

7.1.5. Ilpouenypa nonyyeHus: *HGOPMUPOBAHHOT'O COTJIACHS:

* IIOJIHOE OIIMCaHUEe IMpPOLEeAypbl MONy4YeHUss HH(GOPMUPOBAHHOIO COIJIACHS,
BKJIIOYas! MOJIHYIO MH(GOPMAIUIO O TeX JIMLAX, KTO HeCeT OTBETCTBEHHOCTh 3a IOJy4YeHUe
corjiacus;

* JI0CTaTOYHOCTh, KOMIIETEHTHOCTb M JOCTYIIHOCTH JUIsl TIOHUMAHUS TUCBMEHHOM U
YCTHOH HMH(pOpMaIUU, KOTOPYIO IUIAHHPYETCS MpPEeNOCTaBISATh HCIBITYEMBIM H, €CIIH
HE00XO0/IMMO, UX 3aKOHHBIM IPECTABUTEIISIM;

* eCJIM B MHCCIEJOBAHME IIPENIOJIaraeTcss BKIIOYUTH MCIIBITYEMBIX, KOTOpBIE
CaMOCTOSITEIbHO HE MOIYyT JaTh WH(GOPMUPOBAHHOE COIJIacHe, HEOOXOIMMO YETKOE
o0ocHOBaHME HEOOXOJMMOCTH HX BKJIIOYEHHsS B HCCJIEIOBaHME, a TaKXe OIMCaHUE
NpoLeyp MOTY4YEHHUS COIIacus Ha BKJIIOUEHUS TaKH K JIUI B UCCIIEIOBAHKE Y UX 3aKOHHBIX
Ipe/CTaBUTENeH;

* TapaHTHH TOI'O, YTO UCIIBITYeMble OyIyT MOJIy4YaTh HOBYIO HH(OPMALIHIO, KOTOpast
OyZeT NOSIBIATBCS B XOJ€ MCCIEAOBAHUS U MOXET UMETh OTHOIICHHE K HUX yYaCTHIO B
UCCIIeJOBaHUH (BKIIIOYAs UX IpaBa, 0e301acHOCTh U OJ1aronoryyue);

* IpOLEAyphl MOJIYYEHHUs] BOIPOCOB U Kajlod CO CTOPOHBI MCIBITYEMBIX WM HX
3aKOHHBIX MPEICTaBUTENIEH B XO0J€ MCCIEIOBATEIbCKOIO MPOEKTa, U OTBETOB Ha TaKue
oOparleHus.
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7.1.6. Ob1ecTBEHHOE MHEHHUE 110 PAaCCMAaTPUBAEMOMY UCCIIEIOBAHUA:

* OIIeHKA BJIUSHHUS Pe3yJIbTaTOB UCCIEI0BaHUS Ha COOOIIECTBO 3aMHTEPECOBAaHHBIX
B MCCIIEZIOBAHUH JIIOJIEH U Ha Apyrue 00IIeCTBeHHbIE IPYIIIIb;

* MepBbl, NpeANpUHATHIC IS KOHCYJIbTAllMM C BOBJICYEHHBIMA B HCCIIEIOBAaHUE
00IIIeCTBEHHBIMY TPYIIIaMH B X0/ pa3paboTKu Ju3aiiHa UCCile1I0BaHMS;

* BJIMSHUE OOIIECTBEHHOI'O MHEHHUS Ia pellieHUe UCTIBITYEMBbIX IIPUHIThH y4acTHE B
HCCIIeIOBAHUMY;

* TpearnojaraeMble KOHCYJbTAl[MH C OOIIECTBEHHOCTBIO B XOJ€ HCCIICOBAHUS;
pa3mep BKJIaja, KOTOPBIM HCClIeI0OBaHUE BHOCUT B YIIyUIlIEHHE CUCTEMBI 3[[paBOOXPAHEHUS
U T.J.

* OIHCaHUe CTEIIEHH  JOCTYIIHOCTH  TNPOAYKTa  MCCIENOBaHUA  JUId
3aMHTEPECOBAHHBIX  OOIIECTBEHHBIX TIpPYyNI B ClIy4yae YCIEIIHOIO  3aBeplleHHs
HCCIIe/IOBaHUS;

e croco0 O3HAKOMJIEHHsST C pe3yjbTaTaMu HCCIENOBAaHUS HUCIIBITYEMBIX U
3aWHTEPECOBAHHBIX OOIIECTBEHHBIX IPYIII.

8. Habmonenue 3a X010M IPOBEIEHUS UCCIIEOBaHUS

8.1. [Topsimox HaOMIOAEHUsT 32 XOJOM HCCIIENOBAHMS, MEPUOJAUYHOCTE U TOPSIOK
NPENOCTABICHUSI W PACCMOTPEHMsl  JOKYMEHTOB  YYaCTHMKAMM  MCCII€IOBAHMS
OIpENIEISIOTCS XapaKTepOM HCCIIeI0BATE/IbCKOr0 IIPOEKTa U IIPOUCXOASIIMMHU B XOJI€ HETO
COOBITUSIMHU.

8.2. IIpoTOKOIIBI, OTYETHI, & TAK)KE WHAs JOKYMEeHTalus, pejacTasBiseMas Komurery
B XOJ€ IIPOBEAEHHUS HCCIIEe0OBAaHUs, PAacCMaTpUBAIOTCS B IIOpAJKE, YCTaHOBICHHOM
. 6.2 — 6.4. nacrosimero Ilonoxenusi. [lo pesynbrataM paccMOTpeHHs TOKYMEHTOB,
CBS3aHHBIX C XOJIoM HcciefoBanus, Komurer nMeer ImpaBO YyCTaHaBJIMBAaTh
JIOTIOJIHUTENIBHBIE YCIOBHS [IJIsl YYaCTHUKOB MCCIIEI0BaHus, 1aBaTh PEKOMEHIALIMH.

8.3. Komuter BmpaBe B 000 MOMEHT NPHUHATH PpEUIEHHE O IPHOCTAHOBKE
UCCIIEJIOBAHUs B Cily4ae BBISBJICHUS CYIIECTBEHHBIX HApPYIIEHUH dTUYECKHMX HOPM B XOJ€
pealu3alii MCCIIeI0BATEILCKOrO IPOeKTa, a TakXke B Cllydae OTKasa 3asBHTEls
IpeoCTaBUTh HeoOXxoauMyro HHpopManuio. B cioyyae NpHOCTAHOBKHM HCCIIEIOBAHUS
Komurer Brpase:

* HaAmpaBUTh €ro y4acTHUKAM TpeOOBaHUsS O IOPSJIKE M CpOKaxX YCTpaHEHHs
HapyILIeHUH,

* HA3HAYUTh U [IPOBECTH MTOBTOPHOE PAaCCMOTPEHHE UCCIIE0BATEIBCKOIO IIPOEKTA C
IEJIBIO TIEPECMOTPa paHee IPUHATOrO PELIEHUs O €r0 YTBEPKIACHUH.

8.4.Ilo pe3synbTaraM IOBTOPHOIO PACCMOTPEHHS HCCJIEI0BATEIBCKOTO IPOEKTa
KoMurer npyHUMaeT pelieHme:

* 0 BHECEHHU U3MEHEHHUH B IIepBOHAYAJILHOE PEILIEHHE,

ITosoxenue o6HoBIeHO 05 oxTsOps 2023 rona
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* 0 TIIpUOCTAHOBKE JIEMCTBUS II€PBOHAYAIBHOIO pEIIeHWS JO BBISCHEHUS
JOIOJTHUTENBHBIX 00CTOSITENIBCTB, KACAIOUIUXCS JAHHOTO UCCIIEI0BAHUS;

* 00 OCTaBJIEHUH B CHJIE IEPBOHAYAIBHOIO PEIICHHUS.

8.5. Obs3arenbHOro paccMorpeHusi KoMHTeTOM B XOJe MpPOBEINEHHs MOBTOPHOIO
HCCIIeI0BaHMs TPEOYIOT ClleyIonue cOObITUSI U 0OCTOSTENLCTRA:

* BCE MOMPaBKH K IPOTOKOJY, KOTOPbIE MOIYT IOBIMATH Ha COOIIO/IEHUE IpaB,
0e30macHOCTh W/MIM OJaronoydne HCIBITYEMbBIX WM Ha IMPOIECC MPOBEIEHHUsS CaMOro
UCCIIe/IOBaHMUS;

* Cepbe3HbIE W HENpe/IBH/ICHHbIC TOOOYHBIE SBICHUS, CBSI3aHHBIE C IPOBEIECHHEM
UCCJICTOBAaHMS UJTH MCCIIElyEMBIM ITPOYKTOM, a TaK)Ke IIPEIPUHSTHIE B 3TON CBSA3U MEPEI
CO CTOPOHBI UCCIIE0BATEIIeH, CIIOHCOPOB U O(PUIIHATIBHBIX WHCTAHIIWH;

* m00ble  COOBITHS WM HOBas HHPOpPMaIMsi, KOTOPblE MOTYT W3MEHHUTh
COOTHOILIEHHUE TI0JIb3a/ PUCK JJISI UCCIIeIOBAHMS.

8.6. Pemenust Komurera mo pesynbrataM pacCMOTPEHHs, MPEANPUHATOrO B XOIE
MCCJIEIOBaHUsl, JOJDKHO OBITh O(OpPMIEHO M JOBEJEHO IO CBeJEHUs 3asBUTENS, C
yKa3aHHWEM W3MEHEHMMH, BHECEHHBIX B II€PBOHAYAILHOE PEIIeHUE, UK TPUOCTAHOBKH WITH
OTMEHBI INEPBOHAYAILHOIO pPELIEHHs, WM IOATBEP)KIEHUE TOro, YTO IEepBOHAYAIBHOE
pellIeHUEe OCTAeTCs B CUIIE.

8.7. B ciy4ae npex1ieBpeMeHHOr0 MPeKpallieHus: UK IPUOCTAHOBKH UCCIIEI0BAHMS,
3asBuTENb J10JDKeH MH(OpMUpoBaTh KoMHUTET 0 mpUYMHAX MpeKpalieHus/IPHOCTAHOBKHY;
KpoMe Toro, B KoMurer noimkeH ObITh nepesiad KpaTKUid 0030p pe3yIbTaTOB, MOy YeHHBIX
K MOMEHTY IIpEKpaleHUsl UIIM IPUOCTAHOBKH MCCIIEJOBAHUSI.

8.8. Komurer nomKeH mNONydUTh OT 3asBUTENsS YBEJOMIIEHHME 00 OKOHYaHUU
HCCJIEZIOBAHUsS T10 €r0 3aBEpLICHUIO M KPaTKOE COJiepKaHWe 3aKIIOYUTEIBLHOr0 OTYeTa
(pe3romMe) MM CaMOro 3aKJIIOYMTENIHOTO OT4eTa 00 HCCleA0BaHHH (10 YCMOTPEHHUIO
Komurera).

9. Ilpenocrasienue uupopmaunu o padbore Komurera

9.1. Undopmanust o pabore Komurera, copepikamiasi oOiie CBEIEHUs O HAy9HO-
HCCIIEI0BATEIbCKUX IIPOEKTaX, MPeICTaBIeHHBIX Ha dKkcrepTudy Komurera, o mpoekrax, o
peleHusx, NpuHATEIX KoMuTeToM, 0 MOTUBaxX MX NPUHSATHS, O cocTaBe WwieHoB Komurera
U U3MEHEHHSX B HEM, a Taioke o rpaduke padorsl Komurera, sIBIsSE€TCS OTKPBITOW U MOXKET
MyOIMKOBAaThCS B CHEHHMAIBHBIX H3JAHMSIX, ITOCBSIIEHHBIX OWOMEIUIIMHCKOW O3THKE,
Hay4YHBIM HCCJIEJIOBAHUSAM, MEIULIMHE U HHBIM O0JIaCTSM 3HAHUH, KOTOpbIE MOTYT OBITH
CBsI3aHBI ¢ AesTesbHOCThi0 KoMuTeTa.

9.2.He ny6nukyercss wuH(OpMauus, TMpU3HaHHAs KOH(QHUICHIMAIBHOU B
COOTBETCTBHH ¢ II. 6.3. HacTosmero [Tonoxenus.

9.3. bonee noapobHas uHdopMalyst MOKET OBITh NPeIOCTaBlIeHa rOCy1apCTBEHHBIM
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OpraHaMm B Clly4yasiX U B IIOpsiZIKe, IMPeIyCMOTPEHHBIX 3aKOHOJATeIbCTBaM P®d, WHBIM
OpraHu3alMaM ¥ (U3NYECKUM JIMIaM Ha OCHOBAaHHMH HX IIMCHMEHHOTO MOTHBUPOBAHHOIO
3asBJICHUs B CIly4YasX, €ClIM Takas MHQOpMalys He NpU3HaHAa KOH(UIEHIMATLHOM B
COOTBETCTBHH C II. 6.3. HacTosero [Tomoxenus.

10. JlokymMeHTalLUs ¥ ee XpaHEeHHe

10.1. Bcs  goxkymeHTauuss ¥ KoppecrnmoHjaeHius Komurera [JOMKHBI OBITH
AAaTUPOBaHEI, TIOAUIUTEI ¥ ApXUBUPOBAHBI B COOTBETCTBUH C IIOPSIKOM JOKYMEHTOO00pOTA,
NpUHATEIM KOMHUTETOM, M XpaHUTCS HE MEHee TpeX JIET CO AHS OKOHYAHUS UCCIIeIOBAHMU.

10.2. TocTyn K pa3Iu4HBIM JOKYMEHTaM, TallkaM, apXUBaM, TIOPSIIOK UX U3BJICYEHHUS
13 apX¥Ba, BKIIIOYast UMEHA YIIOJIHOMOYEHHBIX JIULL, JOJKHBI OBITh YCTaHOBIIEHBI ITOPSIKOM
noxkymeHnToobopora Komutera. OTBETCTBEHHOCTh 3a €ro YCTaHOBJIEHHE M COOIIO/ICHHE
HeceT Cekperaps Komurera.

11. INopsimox pabotsl Komurera onpenensiercs cienyrommumu COIlamu:

11.1. Ilopsinok onpenenenus rpaduka 3aceaHuil ¥ MX OpraHU3aLHs.

11.2. TpeboBaHus K IpeACTaBICHUIO TOKYMEHTOB Ha JKCIIEPTH3Y, TPeOOBaHMS K
UH()OPMUPOBAHHOMY COIJIACHIO MMALMEHTA.

11.3. Opopmnenue npeacTaBieHus B CEKpeTapUaTe.

11.4. 3acenanue komurera. [Iponenypa sTudeckoit sxcreptussl. [1opsaoK mpruHSTUS
pEeLIeHU .

11.5. Ilopsnok u3Bemenus 3asBuresei o pemerusx. OpopmileHHe 3aKIIOYEHHHA.

11.6. DTHyeckoe CONPOBOXKIECHUE, MOHMTOPHHT, IOCIENyIollee HaOIIoJeHue |
pPaccMOTPEHME MaTepUasoB OA00PEHHOI0 KIIMHUYECKOTO UCCIIEOBaHUS.

11.7. JlokymeHTaLMs 1 apXUBUPOBAHHE MATEPUATIOB KITHHHYECKOI'O UCCIIEIOBAHUS.

3aMeCcTUTEeNb AUPEKTOPa UHCTUTYTA
110 Hay4yHOU paboTe, mpodeccop

M.JI. Poraiup
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