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®I'BOY BO C3rMY um. 1.1, Meunuxopa Munsapasa Poccun» (B HoBoil peaakuuu)

B coorserctun ¢ Pemenuem Cosera Espasuiickoii skonomuueckoit xomuccuu ot 03.11.2016
Ne79 «O6 yTBepkaenuu IlpaBun  Hajjexamedl  KIMHMYeCcKOH —rnpakTukd  EBpasuiickoro
IKOHOMHYECKOTO coro3a», Pexomenpauusmu Kosmuternu EBpasuiickoli 5KOHOMHYECKOH KOMHCCHH OT
17.07.2018 Ne 11 «O PykoBozCTBE 110 OOLIMM BOIIPOCaM KIMHHYECKHUX HCCIIE/IOBAHUIY, denepanbHBIM
3akoHOM oT 12.04.2010 Ne61-®3 «O6 obpalieHuu JIEKapCTBEHHBIX cpelcTBy, DeepalbHbIM 3aKOHOM
or 21.11.2011 Ne323-®3 «O6 ocHOoBax OXpaHbl 3/0poBbsi rpaxziad B Poccuiickoit Denepaiun»,
Ipukasom Munsgpasa Poccuu or 01.04.2016 Ne200n «O6 yTBepikueHMH NPABHI HaIeKalleH
KJIHHHYECKol paktukuy, Pemenuem Cosera EBpasuiickoit sxoHoMHYeckol komuccuu ot 12.02.2016
Ne 29 «O TIpaBuiax NpoBeieHHs KIMHAYECKUX U KIXHAKO-Tab0paTOPHBIX UCIIBITAHKH (HCCIIe/IOBaHHI)
MEMIMHCKUX u3siennit», [Ipukazom Munsipasa PO or 09.01.2014 Ne2n «OO6 yTBepxIeHUH MOpsIKA
IIPOBEMICHHsT OLEHKH COOTBETCTBMS MEJMIMHCKHX H3JIEHi B (POpME TEXHHYECKHX HCIIBITAHUH,
TOKCHUKOJIOTMYECKHUX MCCIEA0BAHNUM, KIMHAYECKUX UCTIBITAHUH B LEJISIX TOCyIapCTBEHHON PerucTpauu
MemuiuHCKuX u3genuii», Ipukazom Munsapasa Poccun ot 10.07.2015 Ned433u «OO yTBepiKICHHH
[Tonoxxenust 06 OpraHM3alMM KIXHUYECKOH armpobamku METOJ0B IMPOMHUIAKTHKH, JHATHOCTHKH,
JedeHns ¥ peaOWIMTAlMU U OKAa3aHWs MEJMUMHCKON MOMOIIM B paMKaX KIMHHYECKOH anpodarum
METOJI0B MPOPUIAKTHKHY, THATHOCTHKH, JICYEHHs U peaOduInuTaluu (B TOM YKCJIE TOPs/IKa HallpaBIeHUs
MAIMEHTOB JUIsl OKA3aHHUsS TAKOH MEIMIMHCKOW MOMOIIH), THIIOBOH (JOpMBI MPOTOKOJA KIMHAYECKOH
anpobanuu METOOB NpPO(HUIAKTHKY, AMATHOCTHKH, jedeHusi u peabunmuranuu», 'OCTom P 52379-
2005. Haumonaneubii cranmapr Poccuiickoir Depepauun. Hamnexamias KiIMHWYECKas TPAKTHKA,
yTBepieHHbIM [Ipukazom Pocrexperyiauposanus ot 27.09.2005 Ne232-ct, DenepaibHbIM 3aKOHOM OT
23.06.2016 Nel80-®3 «O GHOMEIUIMHCKUX KJIETOUHBIX MPOAYKTax», [Ipukazom Munsapasa Poccnn
or 22.09.2017 Ne669n «O6 yreepxaenuu [lpaBun Hajuiexamed KIMHAYECKOH MPAKTHKH
OMOMEMIIMHCKUX KIETOUHBIX HpoaykroB», «[OCT P UCO 14155-2014. HanwmonanbHplid CTaHAApT

Poccuiickolt ®enepannn. Kiunuyeckue wuccnenoBanus. Hauiexainas KiMHHYECKas [MPAaKTHKa,



HactosimuM [lonokeHueM, OOIIEHPU3HAHHBIMUA [PUHLMIIAMM W HOPMaMHU I[POBEJEHUS OTHYECKOM
OKCIEPTU3bl, XEIbCHHCKOH JeKiapalell BCEMHPHOH MEJIMIMHCKOM accouuanuu «ITHYECKHE
HPUHIIAIBI MEAMIIMHCKUX HCCIIE0BAHHI ¢ y4acTHEM uelioBeKa B KauecTBe cyOBeKTa HCCieloBaHus "
1964 ropa, a Tak)ke HHBIMH HOPMATHBHBIMH [IPABOBBIMH aKTaMU, PEryJMPYIOIIMMH [IPOBEJIEHHE TaKUX
KIIMHUYECKUX WCCIIEIOBAHUM, KIMHMUYECKHX HUCIBITAHWH, KIMHUYECKOH anmpobaunuu M CBA3aHHBIX C
HUMH [paBOOTHOIUeHuM, pemenueM Yuenoro Cosera ®I'bOY BO C3IMVY um. U.M. Meunukosa

Munsapasa Poccun ot 26.02.2021 nporoxos Ne2
NPHKA3BIBAIK:

. Vreepauts  [lonokenune  «O  JlokanbHOM — 9THUeCKOM — KomuTeTe  (heaiepajibHOro
TOCYAAapCTBECHHOI'O 6i0ﬂ,}KCTH01"O 06pa303aTeanor0 YUPCHKACHHS BbICHICTO 06pa3OBaHHH ((CCBC]JO-
3anajHblil rocyjaapcTBeHHbIH MeaunuHcKui yHuBepcureT uM. W.M. Meunukosa» MuHHCTEpCTBa
3ipaBooxpanenus Poccuiickoit @enepaiun» B HoBo# penakuuu (ITpunoxenue Nel).

2. KoHTpo/lb 3a UCIIOJIHEHMEM HACTOSILEro MpHUKa3a BO3JIOKHTH HA IPOPEKTOpa 10 HAyKe H

HMHHOBaIMOHHOM aesrensHocTH CumnHa A.B.

Pexrtop | C.A. Caiiranos



[Mpunoxenue Nel
Kk npukazy ot «05»mapra 2021 r. Ne405-O

MunuctepcTBo 3apaBooxpanenus Poccuiickoi @enepanuu

(henepanbHOE rocyiapcTBeHHOe 010/PKeTHOe 00pa3oBaTeIbHOE yUpek/IeHHe
BbICIIEro 00pa3oBaHHsA
"Cepepo-3ana/biii rocyIapcrBeHHbIii MeUpHcKui yriBepenter nvenn VLU, Meunkosa''
Munucrepersa 3apaBooxpanenus Poceuiickoii @eaepanuu

(®I'OY BO C3I'MY um. .M. MeunukoBa Munszapasa Poccuu)

NPUHATO YTBEPXIAIO

pemenuem Yuenoro Cosera PexTop

OI'BOY BO C3IMY um. U.M. Meunukosa M. Meunukona

Munsapasa Poccuu 3pasa Poccun
26 ¢epans 2021r., mpoTokos Ne 2 '

.A.Caiiranos

2021 r.

INOJIOKEHHUE

O Jloka/IbHOM 3THYECKOM KOMHTETE
denepaabHOro rocyapcTBeHHOro 010ZKeTHOro 00pa3oBaTE/ILHOI0 YUPEKICHH BhICHIEr0
odpazoBanus «Cesepo-3anaaubiii rocy apcTBeHHbIA MeIHUHHCKHI YHUBepcuTeT umenn U.H.
MeunukoBa» MuHHcTepeTBa 3paBooxpanenus Poccuiickoii @egepanun

(B HOBOIi pegaKkuHu)

L. O61mue Moa0KeHNs

1.1. JloxaneHBIH 3THUeckuii kKomuTeT (manee - JIDK) denepansHoro rocyaapcTBEHHOIO
610/uKeTHOr0O  06pa3zoBaTeNLHOTO  yupexjieHus:  Bbiciiero  oOpazoBaHus  «CeBepo-3anaHblii
rOCyJapCTBEHHBIH  MENMUMHCKHI  yHuBepcuTeT wumenu WM. Meunuxosay MuHucTEpcTBa
31paBooxpanenust Poccuiickoii @enepauuu (ganee — YHUBEPCUTET) — CO3JaH HA OCHOBAHMU IIpHKa3a
Pextopa YHuBepcuTeTa Kak HE3aBUCHMBIH OpraH, COCTOSIIUN M3 JuL, 00nafaromux HeoOXOJUMBIM
OTIBITOM W KBaJIM(puKanuen JJisi SKCIEPTHOH OLIEHKH HAYYHbBIX, MEJUIIMHCKUX U STHYECKUX acIeKTOB B
00/1acTH HAyYHO-HCCIEI0BATENbCKON AEATEIBHOCTH, B TOM YHCIE MPH MPOBEACHUU JAMCCEPTALIMOHHBIX
HCCIIEOBAHMN, KIMHUYECKHX HMCCIACAOBAHHNA JIEKApCTBEHHBIX IIpenaparoB Id  MEJUIHHCKOIO
OPUMEHEHHsI W MeJuuuHcKkux wu3aenuit, bAJlos, jiedeOHOro nuTaHus, KOCMETHYECKMX CpPEJICTB,
KIIMHUYECKON anpobauuyu METOJ0B NpO(UIaKTHUKH, JHArHOCTHKH, JIEYeHUs W peabujMTalMd U
OKa3aHWs MEJMIMHCKON IOMOIM B paMKaxX KJIMHHYECKOH anpoOanuu MEeTO/0B NpOo(HUIaKTHKH,
JIUarHOCTHUKH, JIeYeHUsl U peabuiuTaluu, KIMHUYECKUX HCCie10BaHui OHOMEIUIIMHCKOTO KJIETOYHOTO
IpoAyKTa (Jlajee — UCCIeAOBaHMM), C ydyacTHeM JIIOJIeH U KUBOTHBIX (€C/IM IIPHMEHHMO) B KAyecTBE
CyOBEKTOB HCC/IEIOBAHMN B LEJAX 3allMThl [IpaB M rapaHTHH O€30IaCHOCTH M OXpPaHbl 30pPOBbI



CYOBEKTOB HCCIICJIOBAHHWH, NPEAYNPEKIACHUs HapyIIEHUH M paspelieHHe MOpabHO-9THYECKHX
npodJieM, BOSHUKAIOIIUX IIPH NPOBEIACHUH HCCIIEIOBAHUM.

Vupeauresem (eaepasbHOTO roCyAapcTBEHHOI0 OI0UKETHOrO 00pa30BaTEIBHOIO YUPEIKACHUS

Beiciiero oOpazoBanus «CeBepo-3anajHblii TOCYIapCTBEHHBIH MEJMLMHCKUN YHMBEPCHTET HUMEHH
N.N.Meunukosa» Munucrepersa 3japaBooxpaneHus Poccuiickoit ®epepanun ssisercs Poccuiickas
Denepanus. [lomHoMounst Yupemurtelisi ocyiecTsiseT MUHICTEPCTBO 3[paBOOXpaHeHust POCCHICKOH
DQenepanuu.
1.2. JIDK ocyiecTBiIsieT CBOIO AEATENIbHOCTh B IMOJHOM COOTBETCTBHH C HOPMATHBHLIMH MPABOBBIMH
aKTaMH, pPETYJMPYIOIMMH [OPANOK [poBefeHus wuccnenoBanuif, B T.4.:. Pemenuem Cosera
Espasuiickoii sxonomuueckoit komuccuu ot 03.11.2016 N 79 «O6 yrBepxaennu Ilpasun Hajuiexkamie
KIMHHYECKOH mpakTuky EBpasuiickoro skoHoMuYeckoro coro3ay, Pexomenpauusmu Kojuieruu
Enpasuiickoii sxoHoMuYeckoit komuccun ot 17.07.2018 N 11 «O PykoBojcTse 1mo oOmmM BOIPOCcam
KIMHHYECKHX HccieoBanuity, PemepansbiM 3akoHoM 0T 12.04.2010 Ne61-®@3 «O6 obpatieHuH
JIEKapCTBEHHBIX cpelicTB», DenepanbHbiM 3akoHOM oT 21.11.2011 Ne323-®3 «OO6 ocHOBaX OXpaHBbI
310poBbs Tpakaan B Poccuiickoit Menepaiumny», [pukazom Munszpasa Poccun ot 01.04.2016 Ne200n
«O6 yTBepIKIEHUH MPaBUJl HaJleKalledl KiMHudeckoi npaktukuy, Pemenuem Cosera Eppasuiickoi
skoHOMHYecKol komuccuu oT 12.02.2016 N 29 «O [lpaBuiax npoBejeHUs KIMHHYCCKUX W KIMHUKO-
1ab6OpaTOPHBIX MCIBITAHUM (HCCIIE0BAHMI) MEINIMHCKIX u3jenuity, [Ipukasom Munsjapasa PO ot
09.01.2014 Ne2u «OO6 yTBepXKIEHHU T[OpsJKa I[POBEJECHHS OLEHKH COOTBETCTBHUSI MEJIULIMHCKHX
usfenuii B (opMe TEXHHUECKHX HCHBITAHUH, TOKCHKOJIOTHUECKHX HCCIEIOBAHUM, KIMHAYECKUX
HCIBITAHUH B LIEJIAX IOCYJApCTBEHHON perucTpalii MEAWIWHCKHX u3ziesui», Ilpukasom Munsnapasa
Poccun or 10.07.2015 Ned33u «OG yrBepxienun [lonokenus 00 opraHmsanuu KIMHUYECKOH
anpobauuy  METOJ0B NPOQHIAKTHKH, JAHArHOCTHKH, JieueHHs | peabunuTanuy M OKasaHWs
MEIUIIMHCKON MOMOIIM B paMKax KIMHHYECKOW anpobaluu MeTOA0B NpO(QHIAKTHKH, IMarHOCTUKH,
JevyeHnus U peabunurtaiuu (B TOM YHC/IE MOPS/JKa HANpaBjICHUs IALMEHTOB JUI OKa3aHWs TaKoH
MEIUIIMHCKOW [OMOIIHM), THMOBOW (OpMBI NPOTOKONA KJIMHMYECKOH anpobaluud  METOJI0B
NpopUIAKTUKM, IHATHOCTUKM, JieueHus W peabuimmrauumy», [Ipuxazom Munsapasa Poceuu ot
01.04.2016 Nel199n «O6 yreepxiaenuu [IpaBun Hamiexamiei gaboparoproit mpaktuku», 'OCTom P
52379-2005. Haumonanbubiii cranjapt Poccuiickoit @enepauun. Hazyexarnas KmuHAYeCKas paKTHKA,
yrBepikaeHHbIM [Ipukazom Poctexperynuposanus ot 27.09.2005 Ne232-ct, OenepanbHbIM 3aKOHOM OT
23.06.2016 N 180-®3 «O 6uoMeIMIMHCKUX KIETOUHBIX IIPpoyKTax», [Ipukazom Munsapasa Poccuu ot
22.09.2017 N 6091 «O6 yrBepwaenun [lpaBun Hajiexkailed  KIMHUYECKOH — MPaKTHKH
OHOMEIHIMHCKHX KIETOUHBIX NpoaykToB», «'OCT P UCO 14155-2014. HauuoHanbHBIA CTaHIApPT
Poccuiickoit ®emepauuu. Kiunudeckue wuccrnenopanus. Hajuiexaimas KIHHAYECKas [PaKTHKaY,
macrosum [TosokeHneM, OOIIENPU3HAHHBIMU MPUHLUIIAMH M HOPMAMM [POBEJIEHHS STHYECKOM
sKcnepTusbl, XeJNbCHHCKOH Jlekiiapaldeii BCeMHPHOW MEAMIMHCKOH acconuanuu «ITHYECKHE
[IPHHIHKIIBL MTPOBCACHHA MCIHIHMHCKHX HCCJICJOBAHUH ¢ YUacTHEM UYCIIOBEKa B Ka4deCTBC C)/G'BCKTa»
1964 rojia, a TakixKe UHLIMU HOPMATUBHBIMH [TPABOBBIMH AKTaMH, PErYJUPYIOIIUMHU MPOBEICHHE TAKUX
HCCIe0OBaHUN U CBSI3aHHBIX C HUMU NPABOOTHOIIEHUH.

1.2.1. JIDK rapaHTHpYET, YTO NPH OCYLIECTBICHUM CBOUX (yHKUMH MM OyayT NpUHATHI U
HCIIOJIb30BaHbl B pa00oTe HOpPMATUBHBLIE IIPABOBBIE aKThl, NEHCTBYIOLIME Ha MOMEHT IIPOBEACHUS
STHUECKOH 3KCMEPTH3bl JOKYMEHTOB HCCIE/I0BAaHUH, Ja)ke, eClIM OHM HAlpsAMYI0 HE ITOMMEHOBAHbI B
HacrosieM [lonoxennn.

1.3. JIDK ocyluecTBisieT CBOIO JIeATEIbHOCT M0 PACCMOTPEHHIO JIOKYMEHTOB Ha O€3BO3ME3HOM
ocHoBe. Texuumyeckoe obecneuenue aestensHocTH JIDK (nomemenue must paboThl U 3aceaHuid,
pacxojiHble MaTepuasibl, IedaTHoe o0opyjoBaHHE W TIpod.) obecrednBaeTcsi YHUBEPCUTETOM.
O6Gecneuenne aestenapHoct JIDK, kak TexHuudeckoe, Tak u (UHAHCOBOE, 3a CYET YYACTHUKOB
UCCIeIOBaHUH HE JIOMYCTHMO.

1.4. Hactosimee [lonoxenue coiepkut cranapTHeie oreparioHHblie (padoune) mpoueyphl.

2. Crpykrypa u nopsaaok popmuposanus JIIK
(cTangapTHas onepaunoHHas (pabouas) npoueaypa Nel)



2.1. JIDK Bxmrouaer He MeHee 11 (ouHHAMIATH) YEJI0BEK, B TOM YWCJIE KAK MHHHMYM OJHOTO,
YbM HHTEPECHI JieKaT BHE c(epbl HAYKH M KaK MHHHMYM OJIHOTO, KTO HE 3aBHCHUT OT (helepanbHOro
rocy/IapcTBEHHOTO OIO/DKETHOr0 00pa3oBaTe/IbHOrO yYpexJIeHUs Beiciero obpasopanus «CeBepo-
3amagHbIi rOCY/ApCTBEHHBIN MeJUIUHCKHN yHUBepcuteT MMeHH M.M.MeunnkoBa» MuHHCTEpCTBa
3apaBooxpaHenus Poccuiickoi.

Cnucounbl# coctaB W KBanukannontsie qanubie wieHoB JIDK corsacoBeiBaroTes ¢ Y4eHbIM
CoBeToM YHUBEpPCHUTETA U YTBEPKAAKOTCS PEKTOPOM Y HUBEPCHTETA.

2.2. Kanpupatypsl B coctas JIDK Yuuepcutera MMEIOT MPABO BBIABUTATH PEKTOP, PAOOTHUKH
CTPYKTYPHBIX MojapasjelicHuii Yuupepcurera u unensl JIDOK.

2.3. B tom cnyuae, ecnu wieH JIDK B cuily 0OBEKTHBHBIX NMPUYMH HE MOXKET YJacTBOBATL B
pabore JIDK, on MoxeT ObITh BhiBejieH U3 coctaBa JIDK 1mo cobcTBEeHHOMY JKEaHHIO H2 OCHOBAHHH
OJAHHOTO 3asaBJieHus. B manHoM ciaydae coctaB JIDK Moker ObITh 0MOJIHEH HOBBIMH YWIEHAMH.

2.4. Ynen JIDK, otcyrerBytoiuit Gonee yem Ha S5 3ace/janusax B TeyeHue | KajeHJapHOTo roaa
6e3 yBaxKUTEJILHOW NPUYMHBI WM HEe NpUHUMAaoui ydacTust B pabote JIDK, MokeT OBITh HCKIIIOUEH
u3 cocrasa JIDK. 3acemanme JIDK no Bompocy wuckimodeHuss u3 cocrapa 4wieHa JIOK cumraercs
IIPABOMOYHLIM, ECJIH B €ro paboTe NPUHUMAET yyacTue He MeHee 1oJa0BHHbI wieHoB JIDK.

Pemenus 00 HCKIIOUEHWH KaHauaaTypbl u3 cocraBa JIDK u o BK/IIOYEHHHM KaHIMAATYpbl B
cocra JIDK mpHHMMAIOTCSI OTKPBITHIM  I'OJIOCOBAHHEM  IMPOCTHIM  OOJIBHIMHCTBOM — T'OJIOCOB
IPUCYTCTBYIOUIMX Ha 3aceanun wieHoB JIDK.

2.5. PyxosojctBo pgestenbHocThio JIDK ocymecrsasier ero mnpejcenartens. Kanauaarypsl
npexacenarens JIDK, ero 3amectuTtens u cexperapsi peaIaraloTcs peKTopoM YHUBEPCUTETA U YICHAMU
JIDK u usbuparorcs Ha 3acefanuu u3 umcna wienos JIDK u/mnm He u3 uucna wienos JIDK, eciu
TAKOBBIE KAHIUIATYPLI ObUIK NpeliiokeHbl. KBopyM Juis npaBomoutocty 3aceganus JIDK u npuHsTus
peenus onpexaensercs 11.3.1.3. Hacrosmero [lonoxenusl.

2.6. Ilpencenarens spisercs opuiuansubiM npeacrasutenem JIDK B ero KoHTaKTax ¢ jaunam,
obpamaromumucs B JIDK mo Bonpocam nposeaeHus uccienoBanus (3asBUTENAMH), B T.4. 3aKa3YUKaMH,
CIIOHCOPAaMH, MCCJIE/IOBATENISIMH, KOHTPOJIMPYIOLMMU OpraHaM¥ U MHBIMU JIMLAMH, HMEIOIIUMHU MPaBoO
Ha obparmenue B JIDK no Bonpocam jiearensuoctu JIDK.

[Ipencenarens JIDK opranusossiBaet AestenbHocTs JIDK, Bejer 3acenanus, onpenenser CpoKu
¥ [IOPSIZIOK TPOBEJICHUs 3aceianuii, oGecrieynBaeT Hale)Kalylo i CBoeBpeMeHHYIo noarotosky JIDK
3aceaHusIM, BLIIIOJIHAET HHbIE QYHKLUHU U 3a1a4i, HeoOXxoaumble i peainszanuu JIDK nocrapieHHbIX
nepej HUM 3a/1ay.

Bamectutens npeacenarens JIDK okazbisaer nomompe [Ipeacenaremo JIDK npu nposeseHdd
3aceJlaHuil U MPUHUMAET MMOJHOMOUMS U ucnogHeHue obszannoctei Ilpeacenatens JIDK B mepuox ero
OTCYTCTBHSL.

Cekperapb JIDK obecneunBaer jenonpoussojctso B JIDK, B T.u. npuem, o6paboTky, BbLIAYY
JIOKYMEHTOB, HeOOX0/IMMBIX Jy1s obecneyenus aestenprocty JIDK.

2.7. Ynensr JIDK o6s3aner cobirogaTh KOHGUACHUHAIBHOCTh B OTHOIICHUM HH(OPMALUH,
CTaBHIEil UM M3BECTHOM B CBs3U ¢ yuacTueM B padbore JIOK.

3. Pernament aearejabHocT JIDK
3.1. Topsaox nposenerust 3acepanunii JIDK (cranpaprnas onepaumonuas (pabouasn)
npouexypa Ne2)

3.1.1. 3acenanus IIAHUPYIOTCS B COOTBETCTBUU ¢ paboueil Harpyskoi JIOK. 3acemanus JIOK
MPOBOJSITCS. PEryJisipHO: He pexke 1 pasa B 1 mecsil| (HCKITFOUCHHE COCTABJISIOT JIETHHE MECSILbI, KOrjaa
4acToTa MPOBE/ICHUS 3acelaHuil onpeaensercs no yeMoTpenuto npeacenaresns JIDK).

[To pewenuio npeaceaarens JIDK 3acemanus JIDK Moryr mnpoBOAMTECS B yAaleHHOM
MHTEPaKTUBHOM pexkume. B ciydae npoBeiieHust 3acelaHuss B YAQJICHHOM MHTEPAKTUBHOM DPEXHME
HO/DKeH ObITh OOecreueH HENMpPEephIBHBIN ayAMOBH3YyaJIbHBIH KOHTAaKT co BcemMH uneHamu JIOK,
Y4acTBYIOLIMMH B 3aCe/laHUH, JI0JKHA BECTUCH ayJTHOBH/IC03alNCh, (PHKCHPYIOLIAsl X0/l 3acelaHHusl.



Opranmszauus u obecnieyenue mnposefeHus 3acefganus JIOK B ynajeHHOM HHTEPaKTHBHOM
pexume obecrieunBaer YpasiieHHe HHPOPMATH3alHU U CBSI3U Y HUBEPCUTETA.

3.1.2.Tounas jara OUEPEAHOr0 3ace/laHusl ONPEJE/AeTCs Ha KaKJOM TEKyIeM 3acelaHdu H
nybnukyercs Ha oQuipansHOM caiite YHuBepcutera B ceth «MHTepHer» B pasjene
Hayka/OG1ectBenHbie HayuHble 00beuHenus/Jlokanbnpiil Itnueckuit Komurer.

B uckmountensHplx cayuasx JIDK MokeT nepeHecTH 3acellaHmMe, O uYeM cooOIaeTcs
3aMHTEPECOBAHHBIM JIMIIAM, a OOBSIBIECHUE O [IEPEHOCE 3aceJaHus pa3MeIaeTes Ha OQUIMATBHOM caTe
Yuusepcurera B cetu «MuTepuer».

3.1.3. Bacenanue JIDK cyuTaeTcsl NpaBOMOYHBIM, €CIIH B ero paboTe NMpUHUMAET ydacTHe He
MeHee I[IOJIOBHHBI OT crucodnoro cocraBa wieHoB JIDK. Pemenne npuHHMAeTcs OTKPBITHIM
rosnocoBanueM wieHoB JIDK u cumrTaercs NPUHATHIM, €CJIM 3@ HErO MPOrojocoBajd HE MEHEE JBYX
tpeteil wieHoB JIDK, yuacTBOBaBIIMX B 3aCelaHMH, UMEIOLIKX MTPABO roJI0ca..

3.1.4. Tlpucyrcraue uinenoB JIDK Ha 3aceianuu MOATBEPIKIAETCS COOCTBEHHOPYYHON MOJITHCHIO
B SIBOYHOM JIUCTE JAHHOTO 3aCe/aHHsl.

3.1.5. Jlo nauasa ¥ B Xoje 3acemanus kaxuaeii wied JIDK pomken uMeTh BO3MOXKHOCTb
O3HAKOMUTHCS C MaTEpPUATaMU HCCIEeI0BaHUI, pacCMOTPEHUE KOTOPBIX 3allJIAHHPOBAHO HA 3aCCJaHHH
JIDK.

3.1.6. Bacenanue JIDK sexer Ipencenarens JIDK, nubo, B ciiyyae ero oTCyTCTBHS, 3aMECTHTEIIb
ITpencenaresns JIDK.

Jlo manupyemoii aatsl 3acenanust JIDK Ilpejcenarens BiipaBe pacipeaeinTh MEi1y HieHaMH
JIDK mnakeTsl JOKYMEHTOB HCCIEIOBAHMM JjIs H3YYeHHWs, aHaJM3a U IOJATOTOBKH COOOLICHHA O
IUIAHUPYEMOM MCCIIE/JOBAaHUM Ha 3acejaHud. B Takom cilyyae Ha 3ace[laHud JIDK B 00s3aTenbHOM
TMOPSJIKE 3aC/yIIMBACTCsl MHEHHE YKazaHHbIX uieHoB JIDK.

3.1.7. JIDK MoKeT mpurjiacuTh 3asBHTENs U KPaTKOrO BBICTYIUICHHS WM/WIIH JUIS OTBETOB Ha
Borpocs! JIDK 1o ucenenoBanuio.

3.1.8. Ilpu neobxomumoctn JIDK moxer 1puBiekars k CBoei paboTe HE3aBUCHMbIX KCIIEPTOB U
KOHCYJIbTAHTOB, He siBistouuxcs wienamu JIDK, m He uMmelonux mpaBa NpUHUMATH Y4acTHE B
rojiocoBaHuu. HezaBuCHMBIE SKCIEPTH U KOHCY/BTAHTBI MOTYT IPUCYTCTBOBATh Ha 3aceJaHHU JTHYHO
WM TIPEJCTaBUTh CBOM KOMMEHTapHM B MHCbMEHHOH Qopme, TpH YCJIOBHHU MOJANMCAHUS HMH
corjauieHusi 0 KOH(UIEHIMATBHOCTH.

JIDK MoeT uMeTh IIOCTOSHHBIM CIHCOYHBIN cocTaB JKCIepToB M KoHCymbTanToB JIOK,
yTBEpAJIEHHBIH pekTopoM YHuBepcutera. Kanauaarypsl skcreproB v KoHcyasTantoB JIDK umeror
IpaBo BbIABUraTh pexTop YHuBepcurera, wieHbl JIDK u paGoTHHKH CTPYKTYpPHBIX MOApa3/ieleHU
YHuBepcurera.

3.1.9. Unen JIDK He wmMeeT mnpasa NPUHUMATh Y4acTHE B TIOJIOCOBAHWH, €CIIM OH HUMEET
HEIOCPEICTBEHHOE OTHOIIEHHE K MCCIIEOBAHUIO, IO KOTOPOMY IIPOBOAUTCS IojocoBaHue. B 1aHHOM
ciydae ykasanueii wien JIDK Tonbko npexcrasiser, mHTepecyiomyro JIOK unbopmanmo 06
HCCJIEIOBAHMH, H HE IPUHUMAET Yy4acTHs B OJIOCOBAHUU.

3.1.10. He3aBucuMBIe SKCIEPTHI U KOHCYJIbTAHTBI, IPUralieHHble Ha 3aceaanue JIDK, obsa3anbl
MOJANKCATh COMJIAIEHHE O KOHQUICHIHAIBLHOCTH MOJdyYeHHOH HH(OpMaluu 0 Havala 3acelaHwHs
JIDK.

3.1.11. B xone 3acemanus JIDK cexperapem JIDK Bemercs NMpOTOKON 3acelaHus, KOTOPbIH
BKIIIOYAET ClEAYIOLIHNE JaHHBIC!

- HOMEp, AaTy U MeCTO [1POBEJ(CHHUS;

- IepcoHaJbHBINA COCTAB NPUCYTCTBYIOIIMX;

- Kparkoe oInucaHue 00Cy)KIaeMBIX BOIIPOCOB UCCIIEOBAHMS, MPEACTABICHHBIX HA STHYECKYIO
skeneptusy, («Clymanu:...») ¢ yKazaHMeM  [10JIHOTO  Ha3BaHMs  BCEX  JIOKYMEHTOB ¢
UAeHTH()UKALMOHHBIMK XapaKTepUCTHKAMHU, pe3ioMe coolIeHni BpicTynamux wienos JIDK; npouune
BOIPOCHI;

- H3JIOKCHHE X0o/a 00CYKICHUs;

- pe3ynbTaThl FOJIOCOBAHUS,



- npuHsaTHIe peuieHuss («Pewmau:...»), HOpH OTCYTCTBUHM IOJOXKHTEIBHOTO pPEIICHHA -
00BSICHEHHE TTPUYKH;

- BOIPOCHI U PEKOMEHJIALIMH 110 Ka)KJIOMY M3 BOIIPOCOB;

- ocobOble MHEHHs (IPH HAJIMYUH TaKOBbIX );

- JIaTy U BpeMsl CIACAYIOLLErO 3ace aHusl.

3.1.12. JIDK ob0s3an B Teuenue 10 (necsarw) mHed, ¢ MOMEHTa TPHHATHSA PEIIEHHS, B
IMHCBMEHHOM BHAE COO0OLIaTh 3asSBUTEISAM O CBOMX pELICHHAX [0 pe3ylIbTaTaM pacCMOTpPeHUs
JOKYMEHTOB ¥ O MPUYMHAX NPUHATUS pelleHuit (B cilyuae oTKas3a B 0JJ00peHHH).

3.2. JoxymenTauns (cranjaprHuas onepaunoHHas (padouas) npoueaypa Ne3)

3.2.1. JIDK pasmelnaer Ha oduuuaibHoM caiite YHuBepeutera B cetH «MHTEepHET” B pasaene
Haykxa/OGiuecTBeHHble HayuHble 0ObefuHenus /Jlokanbuprii Dtuueckuir Komurer u B (aiioBom
XpaHHIHIIE: (N:\Daitnosoe XPaHHIIHLIE\ 06 _Hayunas_pabota\
01 OOmecTBeHHble HAy4YHBIE OOBEIHHECHHUS\ 04 JlokanpHBIH ATHYECKUH KOMMTET) CIIUCKH
JIOKYMEHTOB, HeoOXOmMMBIX ansi mpenctaBneHus B JIDK juis npoBejeHHs 3THYECKOH 3KCIEPTHU3BI
JIOKYMEHTOB UCCIIEJOBAHUH,

3.2.2. B cnyuasx, ycraHOBIEHHBLIX 3akoHopareibcTBoM Poccuiickoll Penepainu, nepevyeHb
JOKYMEHTOB, HCOGXOILHMBIX JJI51 ITHYECKOHN IKCICPTU3bI, OIPEHCIIACTCS 3aKOHOMATEIECTBOM. B HHBIX
cllydasx Tako# nepedenb Gpopmupyercs JIDK.

MunumaneHelilt  nepeueHsb  QOKYMEHMOG, HEOOX00UMbIX 0N IMUYECKOU  IKCHepmu3bl
OOKYMEHMO8 HAVUHO-UCCACO0BAMENbCKUX PADOM, 8 M. 4. OUCCePMAYUOHHBLY, BKII0UAem 6 ce0s.

- ciy»eOHast 3anucka Ha uMs npeacenareta JIDK Yuusepeurera ¢ 06s13aTe/IbHBIM yKa3aHHEM B
TEKCTe: HMEHH, OTdecTBa M (haMHIMKM MCCIIEJOBATe s, MMEHH, OT4YecTBA M (PaMMIMH HAY4YHOTO
PYKOBOIUTEIsI(-eii) MJIM HAYYHOrO KOHCYJIbTaHTa(-0B); MOJHOI0 Ha3BaHWs NOJpasjeneHus, rae Oyaer
BBINOJIHATBLCS MJIM BbINOJHEHA paboTa; Ha3BaHUE HAY4YHO-HCCIIEL0BATE/ILCKON paboThI;

- BBIIUCKA U3 IPOTOKOJIa 3acejaHusi Kadelpbl ¢ yKasaHMEM JaThl 3acelaHus U IPHHATOTO
penieHus;

- MPOTOKOJI HAYYHO-HCCIEOBATEILCKOW paboThl C yKazaHWeM Ha3BaHUsi paboTel, cyOBEKTOB
HCClIeIoBaHUs (KOJIHYECTBO, BO3pacT, MOJ, €CIH HEOOXOAMMO), HCIIOJIb3YEMbBIX METOIOB MOJYYEHHA
pe3yJbTaTOB;

- DKCIICPTHOEC 3aKIIIOYCHHE,

- uHopmalu Juist cydbekTa uccieoBanus 4 hpopMa HHGOPMHUPOBAHHOIO COINIACHSL.

Munumanvnelil nepeyens 0OKYMeHmos, HeodXo0UMblx 05t NPOGEOCHUS IMUYECKOU IKCRePMU3bl
KIAUHUYECKUX UCCeO0BAHUL IEKAPCMEEHHBIX NPENApamos 0151 MeOUYUHCKO20 NPUMEHEHUL:

- 3ajABJICHHE OT 3aKa34yHKa,

- IPOTOKOJ KJIMHUYECKOTO HUCCIIEJOBAHMS;

- Opo1topa uccie10BaTels;

- “HQOPMALMOHHbIH JIMCTOK naiuenTa 1 popma HHPOPMUPOBAHHOTO COTTIACHS;

- cBeJleHusl 00 onbiTe paboThl MccleoBaTEIeH 10 COOTBETCTBYIOIIMM CIELHAILHOCTAM U HX
onpiTe paboTbl 1O MPOBEJCHUID KIMHMYECKHX HCCIIEAOBAaHMI; TEKYLIYI0 pEIakKlHI0 pe3tomMe
uccaeposaress (curriculum vitae) u (uiin) qpyrue MaTepualibl, IOATBEPHKAAIONINE €0 KBAIH(PHKALHIO;

- CBEICHHA O MEAHIWHCKUX OpraHu3alusaX, B KOTOPBIX MPEANOIaraeTcss IMpOBENEHHE
KIIMHUYECKOIr0 HCcCciaeoBanus (IIOJIHOE M COKpAlICHHOE HAWMMEHOBAHWS, OpraHu3alliOHHO-IIpaBOBast
dopma, MeCTO HaXOXKACHHS M MECTO OCYUIECTBICHHs AesTejbHoCTH, TeiedoH, Tenedaxc, anpec
9JIEKTPOHHOM MOYTH! KaK/I0H MEJIMLIMHCKONH Oprauu3alun);

- CBEJICHUS O I1PEI10JIaraeMbIX CPOKaxX MPOBEACHUS KIMHUYECKOr0 UCCIIEIOBAHNS;

- KONUs JIOTOBOpa 00s3aTeNbHOr0 CTPaXOBaHUs, 3aK/IIOYEHHOTO B COOTBETCTBHH C THUIIOBBIMH
npaBuiaMu 00s3aTeIbHOIO CTPaxXOBaHMs, € YKa3aHWEM MPEACIbHOH YHCIEHHOCTH MNAlLUEHTOB,
YYacTBYIOMIMX B KIMHUYECKOM UCCIIE10BAHUU;

- uHpOpMaIMK O JIEKAPCTBEHHOM Iiperapare, B T.4. HHpopMalus o ero (GapmMakoIorH4eckoi
rpyIIie, ero aHajaorax;

- M3BECTHAS MH(POpMALMs, Kacatomiascs 0e301acHOCTH.



s pacemorpenus B JIDK moryr ObITh mpejocTaBiieHbl JPYyrHe JOKYMEHTBI W MaTephasibl
KIIMHUYECKOI'0 MCCIIE/IOBaHUs, B TOM 4YHCJIE MaTepuallbl, COJieplKalllie OIUcCaHue JIeHCTBUH,
HalpaBJICHHBIX Ha IIPUBJICYEHUE [AllUEHTOB, 3J0POBBLIX JOOPOBOJBIEB K YYaCTHIO B KJIHHHYECKOM
HCCJIEZIOBAHUH; [THCbMEHHBIE MaTepHalbl, KOTOpbIC OyAyT MpPeJoCTaB/IEHb! yYaCTHUKAM KJIIMHUYECKOTO
ucciiefloBaHMs; HH(POpMAIUs O BbIILIATAX ¥ KOMIIEHCAIUSIX YYACTHUKAM KITMHUYECKOTO MCCIeI0BaHMS;
TeKyIlas BepcHs HayuHoH Ouorpaduu uccienoparens U (WIK) Apyrue MaTepuaibl, II0ATBEPKIAOIIHE
€ro KBaJIM(pUKaIHio:

- paspeiieHHe MUHHCTEPCTBA 3/pPaBOOXPAHEHHs M CONMAIBHOrO pasBuTusi Poccuiickoi
Qenepai  Ha MPOBEJICHHE MCCIENOBaHMs JIEKAPCTBEHHOrO Tpenapara Ui MEJHLUHCKOro
IPUMECHEHUS;

- sakinoueHue 00 dTHUECKOH OO0OCHOBAHHOCTH BO3MOXKHOCTH IPOBEICHUS KIMHHYECKOTO
UCCIIeIOBAHUS JIEKAPCTBEHHOI'O Mpenapara /Ui MEIULHHCKOTO IMpUMeHeHHs, BbliaBaemoe COBETOM I10
sTHKe MunucrepeTsa 3paBooxpanenus Poccuiickoi @enepaunu.

Munumanvuoiii nepeverns OOKYMeHMOG, HeEOX00UMbIX OJis IMUYECKOL IKCNEePMuU3bl OOKYMEHMO8
KAUHUYECKUX UCTIBIMAHUL (UCCRe006UHUL) MCOUYUHCKUX U30CHUIL

- 3asBJICHHE HA PACCMOTPEHHUE;

- I[porpamMMmy IUIAaHHPYEMOTO MCIBITAHHUS (B ciydae IPOBEAEHHS MCILITAHUM € YdacTHEM
YyeJIoBeKa);

- AKT OLIEHKH pe3yJIbTaTOB TeXHHYECKUX HCIHBITAHUH MEAUIMHCKOrO M3IENUs C MPHIIOKEHHEM
JOKYMEHTOB, 000CHOBBIBAIOIIMX Pe3Y/IbTAThl TEXHUYECKUX UCITHITAHUMH;

- 3aKJIIOUYEHME 110 pe3ylbTaraM TOKCUKOJIOTHYECKUX HCCIENOBaHUM MEIMIIMHCKOrO M3JENHs C
NPHIIOKEHHEM JOKYMEHTOB, 000CHOBBIBAIOLUMX PE3YJIbTaThl TOKCUKOJIOTHUECKUX HUCCIEN0OBAHUN (JUis
MEIUILUHCKUX H3JIeNUH, HCIONB30BaHUE KOTOPBIX TMpejnonaraer HajlliuMe KOHTaKTa ¢ OpraHu3MOoM
YeJIOBEKa);

- CBCJICHUs O HOPMATHBHOH JOKYMEHTAUUH Ha MEIUIMHCKOE H3/IENHe C IMEepPEeYHEM
HaAIlMOHAIBLHBIX (MEXYHApOAHbBIX) CTAaHAApTOB, TPEOOBAHUAM KOTOPBIX COOTBETCTBYET MEIMIMHCKOE
u3jienue (Ipu ero NpUMEHEHHH TIPOU3BO/IUTEIEM);

- TEXHUYECKYI0 H 9KCILUIYATAMOHHYIO JOKYMEHTALMIO [IPOU3BOJAMTENS Ha MEIHIUHCKOE
H3JIeNINeE;

- (ororpaduueckue uzo0OpakeHuss 00IEr0 BHJAA MEAMIMHCKONO HW3JeNUs BMECTE C
HPUHAAIEIKHOCTAMH, HEOOXOJUMBIMH JUIsl NPUMEHEHHUS MEAMIIMHCKOTO H3JEHsl 10 Ha3HAYEHHIO
(pasmepom He meHee 18 x 24 cm);

- JIOKYMEHTBI (MaTepuasl), cojiepKaliie JaHHble 0 KIMHUYECKOM [IPUMEHEHUH MEIUIUMHCKOrO
u3jienus, B TOM 4ucie 3a mpefenamu Poccuiickoit @epepaunuu, B TOM uucie 0030pbl, OTYETHI O
NPOBEJCHHBIX HAYYHBIX HCCIACHOBAHUAX, MyOIUKalMU, JOKIa/bl, AaHAJIW3 pUCKA IPHUMEHEHHs, METOMbI
IIPUMEHEHUS MEUIIMHCKOTO U3/ienust (IIpH HaJluuuHu);

- (¢opmy HHOOPMHPOBAHHOIO COIJIacHs Ha ydacTHe B HCHBbITAHHU (B clydae MPOBEACHHS
UCIBITAHUH C yJacTHEM UeJIOBeKa);

- paspellieHHue Ha MPOBE/ICHHE KIMHUYECKOTO HCCNeI0BaHus, BellaHHOe Poc3ipaBHai30poMm;

- IOJIOIKUTENIbHOE 3aK/IIOUEHHE COBETa Mo 3THKE B cepe obOpallleHHs MEAMLUUHCKUX H3ZCIHH
Munucrepcrsa 3jpaBooxpaHenuss Poccuiickoil ®epepanuu (B ciydyae MPOBEACHUSI KIMHUYECKUX
MCIIBITAHUH MEJIMIIHHCKOTO U3JIe/IUs C yYacTHEM 4YeloBeKa).

B ciyuae eciM  OpMrMHaibl  JIOKYMEHTOB COCTAB/IEHBl H@ HWHOCTPAHHOM SI3bIKE, OHH
NIPEJICTaBIISIIOTCS € 3aBEPEHHDIM [1EPEBOJIOM HA PYCCKUH S3bIK.

Munumanvuelit nepeyens OOKymMenmos, HeebX0OUMbIX OJis BPOGEJCHUS IMUHECKOU IKCHEePIMU3bl
ooxymenmos bBAJ], nevebnoco numanus, Kocmemudeckux —cpedcmé pasMellaeTcs Ha o caifTe
Yuusepcureta B ceru «MHTepHer» B pasuene Hayka/OOuiecTBeHHble HayuyHble OOBEIMHEHHS
/JloxaneHbIH DTHdecKuit Komurer " B taitinoBom XpaHUJIHIIE:
(N:\@aiinosoe xpanunume\06 Hayunas paGora\0l O6uiectBenHble Hayunble obbeauHeHus\04 JIok
aJbHBIN_ITHYECKHUH KOMUTET).

MunumanbHblil  nmepeuens  QOKYMEHmos, HeobXo0umblx O MUYECKOU  IKCnepmusol
KIUHUYeCKol anpodayuu - npakmuyeckozo npUMeHeHUs. papabomaniblx U panee He npuMeHAGUIUXCS]



Memooos NpOGUIGKMUKY, OUASHOCMUKY, JeYeHuss U peaburumayuu npu OKA3AHUU MEOUYUHCKOU
noMOwu Ons NOOMEepIcOeHus. O0KA3amelbeme ux s@gexmueHocmu pasMENIaeTCs Ha  caiTe
Yuusepcutera B cetd «MuTepHeT» B pasjene Hayka/OOuiecTBeHHbIE HayuHble OObEIMHCHUS
[Jlokaneubiii Druueckuit Komurter u B Qaiinobom xpauumume: (N: \@aitnoBoe XpaHumue
06_Hayunas _pabota\

01 OG6uecrBentbie HayuHble 00beanHeHus\04 JlokanbHblil_3THUCCKHE _KOMHUTET).

Munumansuetii  nepevens  QOKYMeHmMo8,  HeO6X0O0UMbIX — ONd  IMUYECKOU  IKCRepMuU3bl
UCCNEO0BANUTI ¢ YHACTUEM JICUBOMHbIX (B Cllydae MpPOBEJCHUs TAKUX MCCIIE0BAHMI) pa3MelraeTcs Ha
caiite Yuusepcurera B cetu «MutepHer» B pasnene Hayxa/OOuiecTBeHHBIE HaydHble 0ObEIMHEHHS
/Jloxanbubtit  Druueckuit Kommrer u B (aiimoBom xpanwmime: (N: \@aiinoBoe XpaHHIHIIE\
06 Hayunas paboTal\

01 O6uectBennsie Hayunbie 00benuHeHus\04 JlokanbHbI_3THYECKHH_KOMHUTET).

Munumansusiii nepeuens OOKYMenmos, HeodxXo0uUMbIx 0l IMUYECKOU IKCNePMuU3bl KIUHUYECKUX
ucenedoanuil DUOMEOUYUHCKO20 KAeMOYH020 npodykma pa3MeliaeTesl Ha caiite Y HUBEpCUTeTa B CETH
«MuTepHery B pasmene Hayka/OGiuectBenHble Hay4yHble 0ObenuHenus /JloxanbHbli DTHUECKUH
Komuter u B  (aitnosom xpammnume: (N:\  ®DaiinoBoe xpanmwmume\ 06_Hayunas_pabGora\
01 O6uectBennsie Hayunbie oObenuHenus\04 JIoKalbHBIH_3THYECKUI_KOMHTET).

Munumanvuolii nepedens QOKYMeHMOG, HeoOX0OUMbIX Olsl JMULECKOU IKCNePMusbl HAYYHOU
JACYpHANLHOT NYyOAUKaAYUY, YUeGH020 nOCOBUS 1Y MOHOpAhUU, GKII0YAem 6 ceOsL:

- caykeOHas sanucka Ha uMs npejceaarens JIDK Yuupepentera ¢ 00s3aTe/IbHBIM YKa3aHUEM B
TEKCTE 3asBJIEHUS: UMEHM, OTUECTBAa M (paMUIMU BCeX aBTOPOB IJIaHUPYEMOH 1yOJIHMKaluH; MOJHOTO
Ha3BaHUs [yOIMKaL|H;

- BBIIUCKA M3 mporokosia 3acepanus kadenpel mnm HUJI ¢ ykasanwem matel 3ace/aHus U
HNPUHATOTO PELICHHUS;

- TOJIHBIA TEKCT CTaThbd, & JUld yuyeOHOro mocoOust WM MOHOrpaduu THUTYILHBIH JHCT M
OrJ1aBeHHUE.

Munumansustii nepeqens OOKYMEHMO8, HEOOX0OUMbBIX Olsl DMUYECKOU IKCNEPMU3bl HAYYHOU
JIcypHanbHOt nyGaukayuy, yueorno2o nocobus Ul MoHozpaguu pasMelaeTcs Ha caiite Y HUBEpCHTETa B
cetn «Murepner» B pasuene Hayka/OOuiectBennbie HayuHble oObeauHenus /JlokanbHeii DTHUECKHA
Komuter u B aitnosom xpanunume: (N:\  @aiinoBoe xpanunume\ 06 Hayunas_ paGora\
01_OGuiectBennble Hay4Hble 00beauHeHUs\04 JIoKallbHbIH_3THUECKHH KOMMTET).

3.2.3. B ciyuae, eciiM  [pH MPOBEAECHHH KaKOTO-T00 HCCle0BaHUS MTPOBOAUTCS AaHOHMMHBIN
OMpOC PECIOHJEHTOB, TAKOM aHOHUMHBIN ompoc aommkeH ObiTh oOocHOBaH, Takoe obocHOBaHHE
JOJDKHO COAEpIKAaThCs B MPOTOKOJie HccjeaoBanusi. Heobxomumo, urtoObl B cocTaBe MMaKera
JOKYMEHTOB, NPEJICTABJICHHBIX /IS [POBEJCHUS THUECKOH HKCIIEPTH3bl HUCCIENOBAHUA TaKKe ObLIH
MpeJICTABJICHBIL:

- oOpaszel (-11bl) HCII0JIb3YEMBIX HHCTPYMEHTOB MCCIIEI0BaHus (aHKET, ONPOCHLIX JIMCTOB, BOIIPOCHUKOB
HT.A);
- uH(opMaIKs 15 PECIOH/ICHTA.

B pamkax wucciiegoBanusi ¢ 000CHOBaHHO UCMOJIB30BAHHON TEXHUKOW aHOHHMHOIO O0mpoca,
HH(GOPMUPOBAHHOE COIJIACHE C YyKAa3aHHEM [IepCOHANbHBIX JAHHBIX PECIIOHJEHTa MOXET ObITh
HCKJIIOYEHO U3 MakeTa JOKYMEHTOB, mpejcrasisieMblx ucciepoarenem B JIDK. Hecnenosatens,
NPOBOJAIINN aHOHMMHBIH onpoc o0s3aH co0I0faTh HTHUECKUE HOPMBI, IPUMEHSEMbIE K Hay4HBIM
HCCIIEJIOBAHMAM B LEJOM M K COIMOJIOTHYECKHM HCCIEOBAHHAM B YacTHOCTH. PecronzeHry,
[IPUHUMAFOIIEMY YYacTHEe B aHOHUMHOM OIIPOCE JIOJDKHBI OBITh TAPaHTUPOBAHEI:

- aHOHUMHOCTE;

- JOCTYITHOCTh MH(OpPMAIMK O HPOBOJMMOM HCCJEIOBAHUM, €ro LENX, 3aja4ax M T.JI., BO3MOMKHBIX
PHCKaX, €C/IM TAKOBBIC €CTh ¥ HHas HH(pOpMallus, KOTOpas MOXKET [OBJIMUATE Ha PELICHUE PECIIOHIECHTA
00 y4acTHH B UCCIIC/IOBAHUM;

- BO3MOJKHOCTB OTKA3aThCsl OT YYACTHs B OTIpoce, a TaKKe 3a(pMKCHPOBATh CBOE COrJIACHE UITH OTKa3.



JIDK Bmpase 3ampaliuBarh CiIy)XeOHble 3allMCKM W 3asBICHHS B JJIEKTPOHHOH (Qopme.
Cnyxe0OHble 3amMCKH M 3asBJICHHS B OJIEKTPOHHOH (opme MOryT OBITH HpHCIaHBI Ha ajpec
3IEKTPOHHO# nouTs! lek@szgmu.ru.

3.2.4. JIDK BrpaBe 3anpocuTh TAKXKe JOKYMEHTHI C TEKCTOM Ha aHIJIMHCKOM s3blke. B ciydasx,
NpeyCMOTPEHHBIX 3aKoHOaTelbeTBOM, JIDK Moxer 3arpeboBarh J1100Oble Apyrue MOKYMEHTBLI IS
BBIITOJIHEHHUSI CBOUX 00s13aHHOCTEN.

3.2.5. B ciiydae eciid JIOKYMEHTBI He [OJUIeKaT 3THYeCKOH sKcrepTuse, 3asBHTEIb H3BELIACTCS
06 sToMm B Teuenue 10 (mecsTH) aHEH, CIEAYIOUUX 3a JHEM 3ace/aHus, Ha KOTOpoM ObUIO MPHHATO
TaKoe pellleHHUe.

3.2.6. JIDK npunuMaeT Jyis pacCMOTPEHHUS JIOKYMEHTBI TI0 MCCIIS/IOBAHUAM HE MEHee, YeM 3a 7/
(cemb) pabouux jiHe# j10 nianupyeMoit j1arhl 3aceanus JIDK.

3.2.7. JIDK npuHuMaeT MOKYMEHTBI [0 HCCICIOBAHMAM, COIIACHO ONYyOJIMKOBAaHHOMY Ha
ounmanbHoM caiite Yuusepcurera B cetd «MHTEpHET» M B (aiyoBOM XpaHWJHIIE YHUBEPCHTETA
CrHcKy, B 1 (0jiHOM) sK3eMIisipe (Kpome NHcbMa-3asBieHHs Ha ums [Ipencenarens, rnpejicTaBiseMoro
B 2 (1BYyX) sk3emiuisipax). JlOKyMEHTBI JOMKHBI ObITh COCTaBiE€Hbl HAa PYCCKOM SI3BIKE, PAMOTHO, B
COOTBETCTBHM C YCTAHOBJECHHBIMH TpeOOBaHUSIMM K HUX O(OPMIICHHIO M COJEPKAHUIO U B IOJIHOM
obneme.

3.2.8. JIDK npunumaet jokymentsl no ajapecy: 195067 Cankr-IlerepOypr, Iluckapesckuii np.,
1. 47 no pabounm aHsM u no azgpecy: 191015, Caukr-IlerepOypr, yin. Kupounas, a. 41 no padodum
JHsM. MHpopMmalis 0 BpeMEHH W MECTe MpHeMa JIOKYMCHTOB IyOJIMKYETCs Ha caliTe Y HUBEpCUTETa Ha
caiite Yuupepcurera B cetu «MutepHer» B paszzene Hayka/OOiecTBeHHBIE HayuHble O0BEJIMHEHHS
/JlokaneHblii DTrueckuii Komurer.

JIDK mpuHmMMaeT AOKYMEHTBI 110 HMCC/IEJOBaHUSIM Ha OyMa)kHOM HOCHTENE IMPU TEpBHYHON
nojiaye JOKYMeHTOB. Ha 2J1eKTpPOHHOM HOCHTEs e MOTYT OBbITh MOJaHBI CIEAYIOIINUE JOKYMEHTHI:

- OTUeTHI 10 OE30MacHOCTH,

- HOBBIE BEPCHH IPOTOKOIIOB, MOIPABKH K ITPOTOKOJIAM,

-HOBbIE BepcuM Opolutop ucciepoBartesieil, npu YCIOBUM W3NOKEHUS Ha OyMa)KHOM HOCHUTENE CYTH
BHOCHMbIX U3MECHEHHIA;

- IporpaMMa IIaHHPYEMOT0 UCIIBITaHUs (B Cllydae MPOBEJICHUs UCIILITAHUI C y4acTHEM YeJIOBEKa);

- dKT OLEHKM pE3y/bTATOB TEXHUYECKUX HCIBITAHUM MEJHLIMHCKOrO H3JENUd C IPHIOKECHUEM
JOKYMEHTOB, 000CHOBBIBAIOIIUX Pe3yJIbTaThl TEXHHUUECKUX HCIIBITAHUH;

- 3aKIIOYEHHE [0 pe3yjbTaTaM TOKCHKOIOIMYECKUX HCCIICJOBAaHUH MEIMIMHCKOro H3Je/usd C
[IPHIIOKEHUEM JJOKYMEHTOB, 00OCHOBBIBAIOIIMX PE3yJbTaThl TOKCHKOJIOTUYECKUX MCCIENOBAHUMN (U1
MEJIMLIMHCKUX W3JIeIUi, MCII0JIb30BaHUE KOTOPBIX MpEAIoyaracT HAMYME KOHTAKTa ¢ OpPraHu3MOM
qyesoBeKa);

- CBeJIeHUsI O HOPMATHUBHOH NOKYMEHTALIMM HA MEIMIIMHCKOE H3JeMe ¢ MEPEYHEeM HalHOHAJIbHBIX
(MEXYHAPOHBIX) CTAHAAPTOB, TPEOOBAHUAM KOTOPBIX COOTBETCTBYET MEIMIIMHCKOE H3/ienue (TIpH ero
MPUMEHEHUH [IPOU3BOAUTEIEM);

- TeXHUYeCKas ¥ IKCILIyaTallHOHHAsH JJOKYMEHTALIUS [TPOU3BOIUTENS HAa MEIULIUHCKOE U3/IEITHE,

- (Qororpadpuueckue unzoOpaxcenus  obOulero  BUJa  MEJUUMHCKOrO  W3JENUs  BMECTe C
TIPUHA/ICIKHOCTAMHU, HCOOXOJMMBIMH JUIsl MPUMEHEHHMS MEAMIIMHCKOIO H3JIeusl [0 Ha3HAYCHHIO
(pasMepoM He meHee 18 X 24 cm);

- JOKYMEHThl (Marepuaibl), coAepiKallMe J[aHHble O KIMHMYECKOM I[PUMEHEHHUH MEJIUIMHCKOIO
U3enus, B TOM uucie 3a mnpenaenamu Poccuiickoit @ejepaunu, B TOM uucie 0030pbl, OTYETHI O
MPOBEACHHBIX HAYYHBIX UCCIIEJAOBAHUSX, NYyOJIUKALMK, JOKIIA/Ibl, AaHAJIW3 pUCKA NTPUMEHEHHS, METOMbI
IPUMEHEHHUS MEAUIIMHCKOr0 U3ICTUS (MPH HAINYHH).

3.2.9. Perucrpauus jokymeHrtoB, npeacrasisieMmbix B JIDK, ocymecrsisiercs [Ipeacenarenem
JIOK mimm ynonnomouenusM IlpesiceatenemM nuiom.

3.2.10. B cityyae npejcrapiieHus 3asBUTENEM JTOKYMEHTOB C HapyLIEHHUEM CPOKa, YKa3aHHOI'O B
nyukre 3.2.6. nactosiunero Ilonoxenus, JIDK paccmarpuBaer Takue JOKYMEHTBI Ha CJIEIyIOLIEM
maHupyemom 3acesanuun JIDK.



3.2.11. B ciyuae mnpejcTaBieHus TakeTa JIOKYMEHTOB, HE COOTBETCTBYIOLIEr0 MEPEYHIO,
yKa3aHHOMY Ha caiite YHusepcurera U B (aiizioBom xpanunuue Yuusepcurera, JIOK orkaseiBaer B
TIIpEEMe, YCTHO YKa3biBasi Ha HEOOXOMMOCTD JIOII0JIHEHMSI TaKeTa JIOKYMEHTOB.

3.2.12. Tlo oxonuanuu wuccienosanus B JIDK Brpase tpeboBaTh OTYET O MPOBEICHHOM
HccneoBaiuu. B ciyuasx, MpeayCMOTPEHHBIX 3aKoHoJaTelbeTBOM Poccuiickolt ®elepanyn, oT4eT
JIOJKEH COMEPIKATh MPEyCMOTPEHHYIO 3aKOHO/JaTeNIbCTBOM HH(OPMALHIO.

3.2.13. JIDK ocrasmisier 3a coboit npaBo TpeboBaTh YBEIOMIICHUS O HEIKEJIATSIIbLHOM SBICHUH
(HsT) ot MccnenoBaTenbCKoro HeHtpa YHuBepenTeTa fA0/KHO ObITh mepesnano B JIDK B Tevenne 24
YacOB C MOMEHTA BLISIBJICHMS (BO3MOXHO Iepejada jJaHHpiX o HS mo ajexTpoHHOM moyre): s
uccleoBaTenbekux  1eHTpos  Yuusepcutera —LECSPBGMA@mail.ru, s ap@uiupoBaHHBIX
HCCIICI0BATEIbCKHX TICHTPOB — lec@szgmu.ru, a mpejocTaBlieHus cymmaproro ordyera o HA ot
adGUIMPOBAHHBIX UCCIIE/IOBATENBCKUX LIEHTPOB - He pexe | pasa B 3 Mecsna.

3.3. F'apanTun cof.110eHNUs NPaB Cy0bEKTOB HecaeA0Banuil npu pacemorpennu JIIK
JAOKYMEHTOB KIHHUYECKHX HCC/Ie/10BAHHI JIEKAPCTBEHHBIX NPENapaToB 1Js MeIHIHHCKOro
NpHMEHEHH, MeAHIHHCKHX H3/1e/IHil, MHBIX HeC/Ie/I0BAHNI (cTaHAapTHAs oNepalHoHHAsA
(paGouasi) npoueaypa Ned)

JIDK npusBan 3aiyiaTh npasa, 6e30MacHOCTb U 0JIAronolyyue BeexX cyObeKTOB HCCiIe0BaHus,
a TAKXKE OCYILECTBIISITh KOHTPOJIb 3a COOJIOJICHHEM 3THYeCKHX HOpM. McciieloBaHUsIM C yyacTHeM
YSI3BUMBIX CyOHEKTOB J0JDKHO OBITh yjieneHo 0co0oe BHUMAHHKE.

3.3.1. UccnenoBanue He HauuHaeTcs 10 TexX nop, noka JIDK He 0100puT npoBesieHHe Takoro
ucceaoBanus. HeonycTumMo OTKIIOHEHHe OT MPOTOKOIA WM ero u3MeHeHue Oe3 MpeBapHTe/IbHOTO
HNUCBMEHHOro 000peHMs (3aKioueHns) cooTBeTCTByomuX nonpasok JIDK, 3a uckioueHHeM Tex
clyvaeB, KOIJia W3MEHEHMS HAllpaBJICHbl HA YCTPaHEHHE HEMOCPEICTBEHHOM yrposnl CyOBEKTaM
HCCIIE/IOBAHMs MJIM  KOTJA W3MEHECHMS KacaloTcs TOJBKO aAMHHMCTPATHBHBIX H MaTepUallbHO-
TeXHHYECKHX acIeKTOB UCCIIeI0BaHMs (HAPUMEP, CMEHAa MOHHUTOpPA, H3MEeHeHne HoMepa TeseoHa).

[Tpu paccMOTpeHHH AOKYMEHTOB KIMHHYECKUX MCCICIOBAHUMN JIEKApPCTBEHHBIX MpenapaToB IS
MEJIMIUHCKOrO MPUMEHEHHUS:

3.3.1.1. JIDK olieHHBaeT COOTBETCTBHE KBaJIM(PHUKAIMH HCCAEA0BATEsl Ipe/ylaraeMoMy
HCCIIE0BAHUIO Ha OCHOBAHMM TeKyluell peiakiuu pestome ucclieoBaresns (curriculum vitae) u (uiu)
APYroil COOTBETCTBYIOIIEH AoKyMeHTaluu, sanpoinennoi DCO (HOK).

3.3.1.2. JIDK paccmatpuBaeT KakKjoe TEKYIIEC HCCIeI0BaHue ¢ TIEPHOMYHOCTBIO, a/ICKBATHOM
pHCKY Juisi cyOBeKTOB uccieioBanus. [1py npoBeaeHny KIMHUYECKMX UCCIICI0BAHUH JIeKapCTBEHHbIX
npenapaToB s MeauuMHckoro npumenenus JIDK paccmarpuBaer  JOKYMEHTALMIO 10 KaXAOMY
TEKYyIIEMy HCCIEe/IOBAHUIO C 4YacTOTOH, 3aBUCAIIECH OT CTENEHHW PHUCKA, KOTOPOMY IMOJABEPraroTCsa
CcyOBEKTBI HCClIEIOBAHMsL, HO HE pexke 1 pasa B rojl.

3.3.1.3. JIDK mnpuHuMaeT OT wucclejgoBaTe/led KpaTKue [HUCLMEHHBIE OTYeTBl O XOJe
MCCIIEIOBAHKEM €3Kero/IHO Miln Haitie, eciu aroro tpedbyer JIDOK.

JIDK npunuMaeT OT uccieoBaresei IMCbMEHHBIE OTUYETh] TAKIKE B CIydasiX:

- OTKJIOHEHHMS OT MPOTOKOJA HJIM HW3MEHEHHSAX IPOTOKOJA, NMPOU3BEICHHBIX I yCTPaHEHUS
HEMOCPE/ICTBEHHOMN YIrpo3bl CyOheKTaM UCClIe/I0BaHUs, B COOTBETCTBUH C TPEOOBAHUAMH HOPMATHUBHBIX
MIPaBOBBIX aKTOB;

- U3MEHEHHUH, YBENHYMBAIOUIMX PHUCK Uil CyOBEKTOB MCC/ENOBaHUS M (MJIH) CYUIECTBEHHO
BIIMSIOIINX HA [POBE/ICHUE UCCIEOBAHUS, B COOTBETCTBUHU ¢ TPEDOBaHHIMU HOPMATHBHBIX MMPABOBBIX
aKTOB;

- BCEX HETPEABUACHHBIX CEPLE3HBIX HEXKEJIATC/IEHBIX JICKAPCTBEHHBIX PEAKITHUAX,

- IOSIBJIEHAS HOBBIX JIAaHHBIX, KOTOPBIE MOTYT CBHJIETEJILCTBOBATH O BO3PAaCTaHWM pUCKA LA
CyOBEKTOB MCCIIEIOBAHMS MIIH HEOIArOIPUATHO TMOBIUATE Ha X0 HCCIEI0BaHMSI.

JIDK npuHuMaeT KpaTkuit oTueT 00 urorax uccliejiopanus ot Meenenosarers.

3.3.1.4. JIDK moxer norpeboBarh, 4ToObl CyObheKTaM HCCleOBaHMS TMOMHMO HH(QOPMalHH,
IPEeJyCMOTPEHHOH HOPMATHBHBIMHM [PABOBBIMH aKTaMu, OBUIM IPEJCTABIEHBI IOMNOJIHHTE/IbHbBIC



cBejleHMsl 00 HceenoBanuu, eciu, 1o Mueruto JIDK, 910 HeoOXoauMo JUls 3alMTEl PaB U 3/10POBbs
cyOBEKTOB UCCIIEIOBAHUS, a TAKXKE JUIl TapaHTHH UX O€3011aCHOCTH.

3.3.1.5. B cinydae eciu corjacue Ha y4acTHe CyOBEKTa B HCCJIE[IOBAaHMH, HE CBA3aHHOM C
JIeYEHHEM, JIaeT ero 3aKOHHBIH TpEeJICTaBUTENb B COOTBETCTBHH C ImyHKTaMu 4.8.12 u 4.8.14 Pewenust
Cosera Eppasuiickoii skoHomuueckoi komuccun ot 03.11.2016 N 79 "OG yrsepxpaenun Ilpasui
HajUtexamell KIMHMYecKo# npakTHkd Eppasuiickoro skonomumueckoro corosa" JIOK  jpomken
yOeUTLCS, YTO MPEJICTABICHHBIH NPOTOKOI M (MAM) JApyras JNOKYMEHTALHs [OJHOCTBIO OTPaXKAIOT
KIIMHUYECKHE BOMPOCHI M COOTBETCTBYET OSTHYECKHM M JPYTMM HPHMEHHMBIM TpeOOBaHUIM K
N0J00HBIM KIHHUYECKUM UCCIIEIOBAHUSM.

3.3.1.6. B ciyuae eciau B MPOTOKOJIE YKa3bIBAETCs HA HEBO3MOJYKHOCTH MOJIYYECHHS COTJIacHs Ha
yyacTHe B MCCJIEIOBaHWUM Yy CyOBeKTa HWCCleIoBaHHS HIIM €ro (€e) 3aKOHHOIO MpEeACTaBHTeNs B
coorBercTBUM ¢ myHKToM 4.8.15 Pemenus Cosera EBpasuiickoii 5KOHOMHYECKOH KOMHCCHM OT
03.11.2016 N 79 "O6 yrsepijaenun IlpaBun Hajuiexkaileil KITMHUYECKOH IPakTHKH EBpasHicKoro
KOHOMHMYECKOro co1o3a" [0 MOMEHTa BKJIIOYeHHs cyObeKTa B HccleloBaHUE (Harmpumep, MIpu
HeoT/I0XHOM coctosiHun), JIDK jomken yOeauThes B TOM, YTO [PEJCTABICHHBIN MPOTOKON H (WJIK)
Apyrasi JOKyMEHTAIHMsl [OJHOCTbIO OTPaXKAET KIMHHYECKHE BOIPOCHI U COOTBETCTBYET ITHHECKMM H
JPYTHM PUMEHHMBIM TPeOOBaHUSM K MOJ00HBIM KIMHHYECKUM HCCIIE/IOBAHHSM.

3.3.1.7. JIDK paccmaTpuBaeT pasMmep M IOPSJOK BBIUIAT CYOBEKTY MCCIEIOBaHHs, YTOOBI
yOeauThCs B OTCYTCTBMM HEOOOCHOBAHHOW 3aMHTEPECOBAHHOCTH MM NPHHYNKICHUSA CyOBEKTOB
uceienopanus. Pasmep BoliiatT cyGbekTaM HCCIeI0BaHus MOYKET ObITh MPOMOPLHHOHAICH UX Y4acTHIO B
HCTBITAHUM, HO HE JIOJDKEH 3aBUCETh UCKIIIOUMTENIBHO OT TOrO, 3aBEPILUHI JIM CYOBEKT HUCCIIE0BAHKE
MOMHOCTBIO MIIHW HET.

3.3.1.8. JIDK nomxken ybexuThes B TOM, 4TO HH(pOpPMalMs, Kacalolascs BeIIIAT CyObneKTam
HCCNIeI0BaHMs, BKJIOUAs crnocoObl, pasMep M IOPSJOK BBILIAT, OTpakeHa B IHCbMEHHON (opme
UHPOPMHUPOBAHHOIO COIJIACHsi M B JIOOBIX JPYTMX MPEJOCTaBIAEMBIX CYOBEKTaM HCCIIEIOBAHUS
marepuanax. JloykHo ObITh yKazaHo, KakuMm 00pazoM OyIeT onpejiesieH pa3Mep BBITIIAT.

3.3.1.9. JIDK BeimaeT wuccienoBaTesM BBIIMCKH M3 porokonoB 3acemanuii JIDK, kotopeie
coaepxkar pezynbtarst npunstoro JIDK pemenns.

3.3.1.10. JIDK MOKeT NpHUBJIEKaThb Ul HPHHATHS PEIICHHH JIHL[ (HE3aBHCHMbIX SKCIIEPTOB),
001a1aloKX CHEeUUAIbHBIMU 3HAHUSMM B COOTBETCTBYIOHIMX 00JIaCTAX, KOTOPbIE HE Y4YacTBYIOT B
IPEHUSIX U FOJIOCOBAaHUU,

3.3.1.11. JIDK corsacoBbiBaeT MomnpaBKu B MPOTOKOJI KIMHHYECKOTO HCCICI0BAHMS,

3.3.1.12. JIDK coBepiuaeT WHbIC JEHCTBUS, HAIPABICHHBIC HA MCIIOJHEHHE CBOUX (YHKIHH H
[10JITHOMOYHH.

3.3.2. JIDK oreHuBaeT JOKYMEHTbI MHBIX MCCIICAOBAHUI B LEAX 3allUThl 1paB, 0€30MacHOCTH U
Gnarononyuus BceX CyOBEKTOB HMCCIICIOBAHHUSI, & TAKXKE OCYIICCTBIATH KOHTPONb 3a COOJIOJEHHEM
STHYCCKHUX HOPM A0 Hadalla IPOBCACHHS TaKuX HCCHC}IOB&IIHﬁ.

B mpouecce NpoBejeHUsT TAKUX HCCIEIOBAHMWI JOKYMEHTAlHs pPacCMaTpUBAETCs ¢ 4YacTOTOH,
3aBUCAINEH OT CTENEHH pUCKa, KOTOPOMY [OJBepraiorcs CyOBEeKTbl HCCIEN0BaHMsA, IHO0 ¢
HEePHOANYHOCTBIO, MPEJlyCMOTPEHHOH HOPMATHBHBIMH [IPABOBBIMHM aKTaMHM, IpPH HAJIHYHM TaKOTo
PEryJIMpOBaHusl, HA OCHOBAHUH IIPEAOCTAaBJICHHBIX OTHCTOB.

JIDK Takke npuHuMaer K CBeACHUIO uHQOpMaLMIo 000 BCeX HEKENaTe/bHbIX peaKnusx,
BO3HHKAIOIIMX MPH MCIIBITAHUY MEJULIMHCKUX U3/ICIHI.

4. Xpanenue JoKyMeHTaUuH (CTaHAAPTHAS onepauuonuas (paboyas) npoueaypa NeS)

4.1. JIDK xpanut cnucku wienos JIDK ¢ ykazaHuem poja JEsSTEIBHOCTH H MECTa UX paboThl,
mpejcTaBieHHble Ha pacemorpende B JIDK  mokymentsi, mpotokonsl 3acepanuit  JIDK  wm
KOPPECIOHCHIIMIO He MeHee 3 (Tpex) JIeT ¢ MOMEHTA 3aBEpIlIeHMsl MCCIIE/IOBAHUI U TIPEIOCTaBIALT UX
3aMHTEPECOBAHHBIM OpraHam 1o ux TpeboBaHHIO B Npejesax UX KOMIIETEHIIMH B IPEea1yCMOTPEHHBIX
3aKoHoarenscTBoM Pocculickoi Denepanuu ciayyasx.

4.2, JIDK XpaHuT ykazaHHbIC JOKYMEHTBl ¢ COOJIIOJEGHHMEM CpPOKOB W IIPaBHJI XpaHEHHS,
obecneunBasi KOHQHUICHIHAIBHOCTD COJepIKALIEHCs B HUX HHOPMALIUH.



5. YckopeHHas npoueaypa (cranaapThas onepaunonnas (pabouas) npoueaypa Ne6)

5.1. YckopeHHasi mpoleaypa NpeiHasHaueHa Ui PACCMOTPEHHUs U YTBEPXKICHHS/OM0OpEHHs!
He3HaYHUTEIbHBIX H3MCHEHHUI /1715 Mcclle/I0BaHuii, paHee yTBepkKICHHbIX/0100peHHbIX JIDK.

5.2. Tlo yckopeHHO# mporeaype MOryT paccMarpuBaThCst MOMPABKU, U3MCHEHHUS U JIONOJTHCHHUS
K IPOTOKOIy, OpoIlope HccieloBaTels, HHAHBHIYAJIbHONW PETHCTPAMOHHOW KapTe M JpYrHM
JOKYMEHTaM, KOTOpbIe HEe CHIKAIOT Oe30MacHOCTH YYaCTHHKOB HMCCIICIOBAHUs, HE YIICMISIOT HX
MHTEPECOB U NIPaB, HE YMEHBIIAT HH(GOPMUPOBAHHOCTh YUACTHUKOB HCCIICOBAHUH W HE CKPBIBAIOT OT
HHUX HH(pOpMAIUIO, KOTOpas AOJDKHA ObITh JOBEIEHA J0 MX CBEICHHS, HE YBEIHYMBAIOT HArpy3Ky Ha
J0OPOBOJIBIIA-YIACTHHKA B XOJE HCCIE/OBaHMs, HE BIUAIOT HA JUTHTEIBHOCTH HCCIENOBAHHSA, HE
KacaloTcsi OTBETCTBEHHOCTH Bpadel-uccienoBaTencii, B 1e/I0M HanpaBlieHbl Ha yNy4lleHHe KauecTBa
UcclieloBanus, 6€301acHOCTD MMAMEHTa U €ro HHPOPMUPOBAHUSL.

5.3. Tlopsijiok HasHadenust komuccun JIDK, ynojaHoMoueHHOW MPOBOJMTH YCKOPEHHYIO
MpoLeAypy M MOPsYIOK TMepejlayd MarepuajoB Ha YCKOPEHHOE PAaCCMOTPEHHE YCTaHABIMBAIOTCS
[Tpencenarencm JIDK.

5.4. CpoKH paccMOTPEHHMS 110 YCKOPEHHOM IPOLEaype cocTaBlsoT He Gosee 2 (1ByX) paboumx
JIHEl, (popMa 3aKIIIOUeHUs IIPU ATOM OCTAeTCs CTaHIapTHOM.

6. TpeGoBannsa K nH(poOpMALHH /1151 NOTEHIHAILHOr0 cy0bLeKTa HCC/IeI0OBAHUS U K NpoLeaype
noJy4eHns HHGOPMUPOBAHHOIO corjiacus (CTaHAAPTHas onepanHonnas (pabovas) mpoueaypa
Ne 7)

6.1. BxjioueHne y4acTHUKOB MCCIISOBAHIH B HCCIEI0BAHUE SBIIAETCA JOOPOBONBHBIM.

6.2. YUacTHUK MCCIE/OBAHMS HJIM €0 3aKOHHBIM MPEeJICTaBUTellb A0JDKEH ObITh HH()OPMUPOBAH
B muchMeHHOH ¢opme 060 Bcex 0COOEHHOCTSIX IPOBOJUMOrO HCcieoBanus. B ciydasx,
IPeAyCMOTPEHHBIX 3aKoHOJaTeNnbeTBOM Poccuiickoit Mezepaliny, y4acTHHK HCCIIEOBAaHHA HIH €ro
3aKOHHBIA [IPEJCTABUTENIb JIOKEH OblTh HpouH(pOpMUpOBaH 00 OCOOEHHOCTIX [POBOAMMOIO
HCCIIeI0BaHMs B 00BbEME, MPELyCMOTPEHHOM 3aKOHOATEeNIbCTBOM.

6.3. JloOpoBosbHOE corjiacue ydacTHUKAa HMCCIEJ0BaHUs MOATBEPIKIACTCS €ro MOAMUCHIO HIIH
MOAIMKCHIO €0 3aKOHHOI'0 [PeJICTaBUTENs Ha HHPOPMALIMOHHOM JIMCTKE.

6.4. YUacTHUK MCCIIEJOBAHUSA MIIM €r0 3aKOHHBIN [Ipe/CTaBUTE/Ib UMEET 1PAaBO OTKa3aThCs OT
y4YaCTHs B MCCIICAOBAaHMH Ha 1000 CTa MK NpOBeIeHUs TAKOI'0 UCCIIEI0BAHH.

6.5. IlpoBeieHHE KIMHUYECKOrO MCCIE0BaHHs JIEKAPCTBEHHOTO Npenapara JUisi MeHIIHHCKOTO
IIPUMEHEHHs ¢ y4acTHEeM B KauecTBe MAllUEHTOB JieTeH (MasloneTHue 10 14 JieT, HeCOBEPIICHHOICTHHE
ot 14 110 18 5ieT) JionmycKaeTes TOJIBKO ¢ corliacks B MUCbMEHHON (popMe MX POJUTEINEH, YChIHOBHTEIICH.

JleT MOTYT paccMaTpHBATLCs B KayeCcTBE MOTCHIHAIBHBIX NAIHEHTOB TAKOTO HCCIIEIOBaHUS,
TONBLKO €CJIM €ro MpOBEACHUE HEOOXOMMMO JUISl YKPCIUICHHsSI 3[0POBbS JeTel MM IpOQHIaKTHKH
uHpeKIHOHHBIX 3a00/eBaHuil B IETCKOM BO3pacTe JHO0 €C/Id LENbI0 TaKoro HCCeoBaHus SBIACTCA
MOJIyYCHHE JAHHBIX O HAMJIy4LIel M03MpOBKE JISKApCTBEHHOTO Tpernapara juls JieueHus Aerei. B oTux
cllydasX  TAKOMy  HCCJEJOBAHUIO  JIOJDKHO  [IPEJIIIECTBOBATL  KIMHHMYECKOE  HCCIIe/l0BaHUE
JIEKapCTBEHHOTO Mpernapara Juis MEIULMHCKOr0 NMPUMEHEHUs Ha COBEPIICHHOJETHUX Ipak/aHax, 3a
MCKITIOUCHUEM CITy4aeB, el UCCIIeAYeMblil JICKapCTBEHHbIA [1pernapar JiUisi MEAMLUHCKOTO PUMEHEHHs
[peHa3zHAuCH UCKIIIOUUTEIBHO JUISl HCIOJIB30BaHUs HECOBEPIIIEHHOIETHIUMHU IPaykiaHaMH.

6.6. 3anpelnaercs MpPoOBEACHUE KIMHMYECKOIO HCCIIEOBAaHUA JIEKAPCTBEHHOTO Npenapara [Jis
MEJIMIUHCKOTO IPUMEHEHHS C YYaCTHEM B KAQUCCTBE NAlUEHTOB:

6.6.1. neTel-cupoT U JeTei, ocTaBluxcs 0e3 [oNeUeHnsa POUTEIICH;

6.6.2. xeHMH B 1eproji OepeMeHHOCTH, JKEHIMH B [I€pHOJ[ I'PYJHOI0 BCKapM/IMBaHHUA, 3a
HCKJIFOUYEHHEM CJIyyacB, €CjiM NPOBOJMTCS KIMHMYECKOE MCCIE/JI0BaHME JIEKAPCTBEHHOrO Mperiapara,
MpeAHA3HAYEHHOIO JIJIs YKa3aHHbIX YKEHIMH, MPH YCIOBUM HEOOXOJUMOCTH MOJIy4eHHs HMH(pOpMauu
TOJILKO BO BpeMs MNPOBEACHHA COOTBETCTBYIOIIMX KJIMHMYECKHMX MCCJCAOBAHMH W TNPHHATHA BCEX
HEOOXOMMBIX MEP [0 HMCKJIOYEHHIO pHCKAa HAHECCHUS Bpeja JKeHIIMHE B NEepHoJ OepeMEHHOCTH,
KEHILMHE B EPUOJI IPYAHOr0 BCKapMIIMBaHUs, MIIOLY HiIH peOeHKY;



6.6.3. BOGHHOCIYKAIIUX, 32 UCKIOUCHAEM CJIy4acB MPOBEJICHUS KIMHUYECKOro UCCIeAOBAHHUA
JIEKapCTBEHHOI'0 Iperapara, chelualbHo pa3paboTaHHOro JUIsl NPUMEHEHHS B YCIIOBHAX BOEHHBIX
JEHCTBHI, 4pe3BblYaliHbLIX cuTyauui, npoguIakTHKH W JeucHHs 3abosieBaHUN W NOpaXKEHHiH,
MOJIyYEHHBIX B  pe3ylbrate BO3JeHCTBHS — HEOJAronpuUsATHBIX  XUMHYECKHX, OHOJIOrMYECKHX,
pajguanMoHHbIX (akTopoB. KinuHuueckoe ucciejoBaHue TAaKOro JICKapCTBEHHOrO Ipernapara MOXKET
[POBOJUTLCS C yYacTHEM B  KA4yecTBE MALMEHTOB BOEHHOCHYXKAIHMX, 3a HCKJIIOYEHHEM
BOCHHOC/IYKAIIMX, [TPOXOJSIIIUX BOEGHHYIO CIyXOy MO Npu3bBy, ¢ coOiojeHreM TpeOoBaHuiA,
YCTaHOBJIEHHBIX HacTOSUM PejlepalbHbIM 3aKOHOM B OTHOLIEHUH IPaXKIaHCKUX JIMII,

6.6.4. COTPYIIHUKOB IIPABOOXPAHUTEIILHBIX OPIraHOB;

6.6.5. nuil, oTOBIBAIOLIUX HAKA3aHUE B MeCTaX JIMIIEHHs] CBODO/IbI, a TAKXKe JIUL], HAXOMSIIHXCS
MOJl CTPaXkeil B CJEJCTBEHHBIX U30/ISATOpAX, 3aJ€PiKaHHBIX, 3aK/IIOYEHHBIX 10]] CTPaXy, OTOBIBAIOIIUX
HaKa3aHWE B BHJE OrpaHUYCHHUs CBODOOJBI, apecTa, JHIIEHHUs CBOOOJBI MO0 aIMHHUCTPATHBHOIO
apecra.

6.7. lommyckaercs NpoBeJieHHE KIMHUYECKOrO0 UCCIEeJ0BaHUs JIEKApCTBEHHOIO Ipernapara s
MEIMIIHHCKOIO MPHMEHCHHS, TIPeIHa3HauCHHOTO YIS JICUCHUS ICUXUYEeCKUX 3abosieBaHuii, ¢ yyacTHEM
B KayecTBE MAlMEHTOB JIMIl C MNCUXHYECKUMHU 3a00JIeBaHUSAMU, TMPU3HAHHBIX HEAEECIIOCOOHBIMH B
MopsiJIKe, YCTAHOB/IEHHOM 3aKkoHoare/lbeTBoM Poccuiickoilt Dejepanmn. Knunudueckoe ucciieioBaHue
JIEKApCTBEHHOTO Mpenapara B 9TOM Cliydae [POBOJAMTCS MPH HAJIWYHH COTJIACHS B IIMCbMEHHOH (Qopme
3aKOHHBIX IPEJICTABUTEIICH YKa3aHHBIX JIULI.

6.8. Oxaszanue MEIMUMHCKOH MOMOIIM B paMKax KJIMHHYECKOH anpobaiuu 3arpemiaercs ¢
y4acTHEM B KAYeCTBe [1allUEHTOB:

6.8.1. gerel, KeHIHUH B nepuos OepeMEHHOCTH, POJOB, JMKEHUIUH B MEPHOJ TIPYyAHOrO
BCKapMJIMBaHUsl, 3a UCKJIIOUEHHEM CJIYYaeB, ec/ld COOTBETCTBYIOLIME METO/b] NPeJIHA3HAYEHB] I 9THX
NAlMEHTOB, MPH YCIOBUM NPHHATHUS BCeX HEOOXOJUMBIX MEp M0 HCKIIOYCHHMIO pUCKA NPUYMHEHHS
Bpe/la JKEHIUHE B Iepuoj OepeMEeHHOCTH, POJOB, JKEHINMHE B MEPUON IPYAHOIO BCKapMJIHBAHHI,
101y MJIA pebeHkKy;

6.8.2. BOCHHOCITY)KaIllNX, 3@ HCKIIOUEHHEM BOEHHOCIYXKAIIMX, MPOXOSIIUX BOSHHYIO CIyXKOy
110 KOHTPaKTy, B Clly4yae, eClli COOTBETCTBYIOIINE METO/(bI ClIelHallbHO pa3paboTaHbl JUIsl IPUMEHEHUS
B YCJIOBUSIX BOCHHBIX JICHCTBHI, Upe3BbluaiHbIX CUTYALUH, NTPO(QUIAKTHKH U JieueHUs 3abosieBaHull U
HOPaXKEHHH, MOIYUEHHBIX B pe3yJibTaTe BO3JACHCTBHS HEONArONMPUATHBIX XUMHUYECKUX, OHOJIOTHYECKHUX,
pajMalMOHHbIX (aKTOpOB;

6.8.3. nui, crpajaloiux [CUXHYECKUMH pacCTpOHCTBAMM, 3a HCKIIIOYEHHEM CJIy4yaeB, €Clid
COOTBETCTBYIOIIME METO/IbI NPEAHA3ZHAYUEHBI JIJIs JISYEHUs TICUXUYECKUX 3a00/IeBaHUH;

6.8.4. nuu 3a/epiKaHHBIX, 3aK/IIOYEHHBIX [0J CTPaxy, OTOBIBAIOIIMX HaKa3aHHWe B BHJE
OrpaHH4YCHM s CBOSO,U,I:I, dpecTa, JIMIICHH CBOﬁO,[[bI J'IH60 aﬂMHHHCTPaTHBHOFO apecra.

6.9. MeauuuHcekas oMOIlb B paMKax KJIMHMYecko# anpodaluy OKaspIBacTCs MPH HAIUYHH
HHPOPMUPOBAHHOIO JIOOPOBOJIBHOIO COIJIACHs COBEPLICHHOJCTHErO JEecnocoOHOro nalueHTta, a B
OTHOLUEHUH HECOBEPUICHHOJIETHErO IallMeHTa U IallueHTa, [IPU3HAHHOIO B YCTAHOBICHHOM 3aKOHOM
NOpsfiKe HeleecrnocoOHbIM, - IPU HATHYUH HH(OPMHPOBAHHOTO A0OPOBOILHOIO COIVIACHS OHOIO M3
poauTENIe MM HMHOIN0 3aKOHHOr0 IpPEJCTaBUTElNs, JAHHOrO B IOpAAKE, YCTaHOBJICHHOM
YIIOJIHOMOUYEHHBIM (pejiepajibHbIM OPraHOM UCIOIHUTEIbHO BIACTH.

6.10. HcnblTanue crenHaaM3MpoOBaHHBIX MPOIAYKTOB JieueOHOr0 THTAHUS, MEIMIIUHCKUX
U3AeIui U JAe3MH(PEKIHOHHBIX CPEJICTB C NpPUBICUECHUEM B KadecTBE OOBEKTa JUIsl 3THX LeNeH JHILL
3aICPIKaHHBIX, 3aKJIIOYCHHBIX I10]] CTpamy, OTGBIBEUOU.IHX HaKa3aHUC B BHJIC OIpaHHYYCHHSA CBOﬁO,[[bI,
apecra, JuleHust cBoO00/1bl 1100 aIMUHUCTPATUBHOIO apecTa He JOIyCKaeTes.

6.11. JIDK npuBercTByeT, eciid JIOKYMEHT ¢ HH(pOpMalueH, Mo cojAepKaHHuI0 MoA00HOH
uHpOpPMALIHK JUId pOJUTENIeH, MOArOTOBJICH, TAKXKe, /Ul HecoBepuieHHoJeTHUX 14 no 18 ner. Jns
Hlereil B BospacTe 10 14 5er KenarenbHO MPeJOCTaBiIsATh HH(poOpManuio 00 HCClIeJOBaHUH B
ajanTUPOBAHHOM BUJIe (laHHOe TpeboBaHue He sIBJeTCS 00s3aTe/IbHBIM, JOKYMEHT MPEA0CTaBIISETCS
110 JKEJIAHUIO 3asiBUTE]Is!).



7. Bujbl IPUHAMAEMbBIX pellennii (CTanapTHas onepannoHHas (padoyast) npoueaypa Ne8)
7.1. Tlo pesynbratam paccMOTpeHHs mokymeHToB JIDK mnpuHMMaeT OJHO M3 CIEHYIOIHX
pemenuit: 1) ono6peHue Ha TPOBEJEHHE MCCIENOBAHMS; 2) TpeOOBaHWE O BHECEHHH HU3MEHEHHH B
TIPEOCTABIEHHYIO JOKYMEHTALMIO ISl MOJTyYeHus 0M00pEHNs Ha POBEIEHHUE MCCIIEJOBAHNS] 3) otxa3
B OJI0OPEHHH Ha MPOBEIEHHUE MCCIIe0BaHus; 4) OTMeHa U (WIM) TPUOCTAHOBICHAE BBIIAHHOTO paHee
0/100peHns Ha TIPOBEJIEHUE UCCIIEI0BAHNUS.

7.2. Tlo pe3ynbsTaTaM pacCMOTPEHMs JOKYMEHTOB 3asABUTE/IFO BBIAACTCS BBIMCKA U3 [IPOTOKOJIA
sacepanus JIDK.

[Tpencenareisb
JlokaIbHOTO 3THYECKOI0 KOMUTETA
®I'B0OY BO C3rMY um. U.M. MeunukoBa

Munszpasa Poccun kk\w m M.A. IlleBsiKOB



