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06 yrpepxaennn Ionoxenus «O JloKaILHOM 3THYECKOM KOMHTETE
®I'bOY BO C3IrMY um. U.U. Meunnxosa Munsapasa Poccun» (B HoBoii pegaxmun)

B coorserctBuu ¢ Pemennem Cosera EBpasuiickoif sxoHoMmueckoit komuccuu ot 03.11.2016
Ne79  «O6  yrBepnenwn Tlpapun  Hajmexamedl  KIMHAYECKOH —TPaKTHUKH EBpasuiickoro
3KOHOMHUYECKOro coro3a», Pexomenmauusamu Kommerun EBpasuiickodf 3KOHOMHYECKOH KOMHCCHHM OT
17.07.2018 Nell «O PykoBozcTBe 1o 06mmM BONpOcaM KIHHMYECKUX HCCIEI0BAHUILY, denepanbHBIM
3akoHOM oT 12.04.2010 Ne61-®3 «O6 obpameHuy TeKapcTBEHHBIX CPEACTB», MenepalbHbIM 3aKOHOM
or 21.11.2011 Ne323-®3 «O6 ocHOBaX OXpaHBI 30POBbsi TpaxkaaH B Poccuiickoii DOeneparm,
Ilpukasom Munsgpasa Poccun ot 01.04.2016 Ne200n «OG yTBep)ACHWM TpaBHII HaMIexXameit
KIMHIYECKOH mpakTukw», Pemennem Coeta EBpasuiickoil skoHOMuyeckoi komuccuu ot 12.02.2016
Ne29 «O IlpaBunax NpoBeAeHUs KIMHHIECKHX M KIMHUKO-Ta60paTOPHBIX MCTIBITAHHI (uccnenoBanmii)
MeTMIMHCKAX m3penmity, [Tpukasom Munsapasa P® or 09.01.2014 Ne2n «O6 yTeepkaeHHH MOps/Ka
NpPOBEJIEHUs OLEHKU COOTBETCTBUS MEIMLMHCKAX W3Jenuil B (DOpME TEXHHYECKMX HCIIBITAHMIA,
TOKCHUKOJIOTHIECKHX HCCIE0BAHNH, KITMHUYECKAX UCIIBITAHUHN B IIENISX I'OCYJaPCTBEHHON PErHCTpaLiu
MEJMIMHCKUX u3aenuity, IIpukasom Munsapasa Poccum or 10.07.2015 Ned33n «O6 yTBEep:KIECHHH
[lonoxenust 00 OpraHu3alMy KIMHHYECKOH ampoGalvu MeTO[0B NpOGMIAKTHKY, IHATHOCTHKH,
JMeYeHHsI ¥ peabMIINTAIMY W OKa3aHWsS MEJIMIMHCKON IMOMOIH B paMKax KIMHHYECKOH ampobaruu
METO/I0B NIPOQHUIAKTHKY, AUATHOCTHKH, JIEUCHUS U peabuIuTaiuy (B TOM Yicie TIOPSIKA HaTPaBIICHHs
NalMEHTOB JUI OKa3aHUS TaKOW MEIMIMHCKON TOMOINM), TUIIOBOH (hOPMBI MPOTOKONA KIMHHYECKOH
anmpoOaIuu METO/0B PO(YUIAKTHKY, IMATHOCTHKHM, IeUeHHs U peabunuTtamumy, [pukazom Mumnsapasa
Poccnu ot 01.04.2016 Nel99u «O6 yteeprknenuu ITpaBui Haajexameil 1a6opaTOPHON PaKTHKM,
I'OCTom P 52379-2005. Hammonaneneiii crangapt Poccmiickoit ®@emepammn. Hamexamas
KJIMHMYECKas MpaKTHKa, yreepykaeHHbIM [Ipukasom Pocrexperymuposanus ot 27.09.2005 Ne232-cr,
®Genepansubiv 3ak0HOM 0T 23.06.2016 Nel80-®3 «O OGHOMEAMIMHCKHX KJIETOYHBIX HPOAYKTAX,
IIpukasoM Munsipasa Poccun ot 22.09.2017 Ne669u «O6 yrBepkmenwu [lpaBmin Hamexarei
KIMHUYECKON MPaKTHKM OMOMEIUIMHCKHUX KJIETOYHBIX MpoaykTtoB», «['OCT P MCO 14155-2014.
Hanonansueiii  crangapt Poccuiickoit ®epepaiuu. KnmHuueckue wucciemoBaHus. Hamiexammas
KJIMHUYECKas MPaKThKa», HacTosmmMm [lonoxenneM, oOIIENpU3HAHHBIMY IIPUHIANEAMHA ¥ HOPMAaMM
OPOBEJICHUsl OTHYECKOH OKCHepTH3bl, XeNbCHHCKOH JeKiapamueil BCEMHUPHON MeIUITMHCKON
accouyanuu «ITUYIECKUE IMPUHIMILI MEJUIMHCKUX UCCIEAOBAHMI C YYacTHEM YENIOBEKAa B KAYeCTBE
cyObekTa wuccienosanus» 1964 roga, a TaKKe HHBIME HOPMATHBHBIMH ITIPAaBOBBIMH aKTaMH,
PETYNUPYIOIUMHA  NPOBEJICHUE TaKWX KIMHUYECKHX HCCICHOBAHUN, KIMHUYECKHX HWCIIBITAHUIA,
KIIMHAYECKOM ampodaluu ¥ CBS3aHHBIX C HUMHU [PaBOOTHOMIEHWH, pemenueM YueHoro Cosera
®I'bOY BO C3IMYV um. M.W. Meunukosa Munszapasa Poccuu ot 31.05.2019, npotokosn Ne 6

NPHKAa3bIBA:

1. Yreepmute  Tlonoxenne  «O  JIOKaIbHOM — 3THYECKOM  KOMHTETE  (DefCpANBHOTO
TOCYIapCTBEHHOTO OIOJUKETHOr0 00pa30BaTENbHOTO YUPEXJIEHUs BBICIIEr0 00pa30BaHUS «Cesepo-



3amanHelii TOCYAAapCTBeHHBIH MexuiumHckui yHuBepcuter uM. W.M. Meunukosa» MunHcTepcTsa
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Munsapasa Poccuny.
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CeHOrS]

INOJIO’KEHUE

O JloxanbHOM 3THYECKOM KOMHTETE
(rexepasibHOrO rocy1apcTBEHHOr0 GIOAZKETHOr0 06Pa30BATEIHHOIO YYpexIeHus BhICIIEero
obpasosanust «CeBepo-3ana/Hblii rocyapeTBeHHbI Me HHHCKHIT YHHBEPCHTET HMEHH
U.U.Meunnkosa» MunucTeperBa 3apaBooxpanenns Poccuiickoii Degepanun
(B HOBO}i penakium)

I. O0mue moJioxenus

1.1. Jloxanbubiii sthdeckuit xommrer (manee — JIDK) (eaepansroro rocy/1apcTBEHHOT'O
OloO/KeTHOrO  00pa3OBaTeNBHOTO  YUPEXKACHUS  BHICHIEr0  0Opa30BaHUs «CeBepo-3anaHeli
FOCyTapCTBeHHBIM  MEIUIMHCKUN  yHHBepcuTeTr wuMeHu WM. Meunukosay MunucrepctBa
3apaBooxpaneHus Poccuiickoit Denepanun (nanee — YHUBEPCHTET) — CO3aH HA OCHOBAHHM IIpUKa3a
Pextopa VuuBepcuTeTa Kak HE3aBHCHMbI OpraH, COCTOSIIMI M3 JIHI, OOJIANAIONINX HEOOXOIUMEIM
OTIBITOM U KBaJM(DMKAIMEH NI SKCIHEPTHOM OLEHKH HAYYHBIX, MEIUIMHCKUX ¥ STHYECKHX ACIIEKTOB B
00IaCTH HAYYHO-HCCIIEI0BATENECKOM AESTENBHOCTH, B TOM YHCIIE IPH NPOBEIEHHH JUCCEPTAIMOHHBIX
UCCIIEJIOBAHNH, KIIMHUYECKUX HUCCNIENOBAHMM JIEKADCTBEHHBIX TIPEMAapaTOB JUlsi  MeIUIMHCKOrO
NPUMEHEHHS ¥ MEIMUMHCKUX wu3menuii, bAJloB, neueOHOro mUTAaHUSA, KOCMETUYECKHX CPEJICTB,
KIUHAYECKOH anpobammy MeTOJOB TNPOMMIAKTHKH, JMATHOCTUKH, IICYeHUs W peabunmuTanuu u
OKasaHWs MEIMIMHCKOH IIOMOIM B paMKaX KIMHUYECKOH ampoOalii METOA0B NpPOMHIAKTHKH,
JMArHOCTUKH, JICYECHUs ¥ peaOuIMTaluy, KIWHHYECKUX MCCIEM0BAHUN OHOMEIUIMHCKOTO KIETOYHOTO
TIPOJyKTa (Jajiee — MCCIICOBAHUH), C y4acTHEM JIOJeH U JKUBOTHBIX (€CIM MPUMEHHMO) B KAYECTBE
CyOBEKTOB MCCIEOBAHMH B IEISIX 3alUTHl MpPAaB M TapaHTHH 6E30MacHOCTH W OXPaHbl 30pPOBbS
CYOBEKTOB HCCIIENOBaHMM, MPEAYNPEKIACHNS HAPYIIEHMH M paspelleHue MOPaJIbHO-3THIECKHX
npo6JieM, BO3HUKAIOIIHMX [P MIPOBE/IEHN ! HCCIIeJOBAHMTIA.

Yupenutenem (heepaibHOro rocylapcTBEHHOr0 GIOIKETHOTO 06Pa30BATENBHOTO YUpeXIeHUs
BeICIIEr0 0OpasoBanus «CeBepo-3ama/iHbli rOCYIapCTBEHHBIN MeEIUIMHCKHIL YHUBEPCUTET HMEHH



M.V1.Meunnkosa» MuHHCTEPCTBA 3/paBOOXpaHEHHs PoccHiickoit ®enepanuu sBisiercss Poccuiickas
Oepepauus. TonHOMOUMS VUpeauTens OCymecTBseT MunucTepcTBo 31paBooxpanenus Poccuiickoit
Deneparum.

1.2. JISK ocymecTBISeT CBOI JEATENHHOCTE B MOJHOM COOTBETCTBHM C HOPMATHBHBIMU
[PaBOBBIMH aKTaMU, PETYJIMPYIOIIMMHU NIOPSAIOK NPOBENCHUS UCCIIEJOBAHMIMA, B T.4.: Pemennem CoBeTa
Epasuiickoii sxoHOMIYeckoit komucenn ot 03.11.2016 Ne79 «O6 yrBepxaenun [IpaBun Hamnexameit
KIMHIYECKOH TpakTHKK EBpasuifckoro 3KOHOMHYECKOTO cOI03a», Pexkomermammsmu Kosmerum
EBpasuiickoit sxoHOMHYeCKOM Komuccuu ot 17.07.2018 Nell «O PyxoBomcTBe 1o o6mum BOIIpOCAM
KIMHAYECKUX HCCNCA0BaHINHY, PenepanbHbIM 3akoHOM 0T 12.04.2010 Ne61-d3 «O6 obpauieHun
JICKapCTBEHHBIX CPEACTB», DenepanbHbIM 3akoHOM 0T 21.11.2011 Ne323-®3 «O6 ochoBax OXpaHbl
370poBbs rpaxian B Poceniickoit ®enepanyuy, [Tpukazom Munsapasa Poccun ot 01.04.2016 Ne200m
«O6 yTBep)KJICHUM TPaBHII HAJUIEKAIIEH KIMHWYECKOH npakTHku», Pemenuem Cosera Eppasmiickoii
9KOHOMUYECKOH Komucenn ot 12.02.2016 Ne29 «O TIpaBunax mpoBefeHus KIMHMYECKUX U KIMHHKO-
nabopaTOPHBIX MCIBITAHUN (MCCIENOBAHMI) MeNUIHHCKUX u3nenuit», Ilpukazom Munsnapasa P® ot
09.01.2014 Ne2m «O6 yTBep)KIEHUM TIOpSIKA IIPOBENCHUS OLIEHKH COOTBETCTBHSI MEIUITHHCKHX
H3enuidi B (pOpME TEXHHYECKHX WCIBITAHUHA, TOKCHKOJIOTMYECKHX UCCITEIOBAHUM, KITHHHYECKHUX
VCIIBITAHUH B LENSX TOCYAapCTBEHHON PErucTpalvy MEIUIMHCKUX W3/IES iy, [Npukaszom Munsapasa
Poccuu or 10.07.2015 Ne433n «OG yreepxmenuu Ilonoxenus o6 OpraHu3aluyi KIMHWUYECKOH
anpodaluu METONOB NpPO(HMIAKTHKY, [AMATHOCTHKH, JEYeHHS | peaOMiMTalli ¥ OKa3aHWs
MEJMIHHCKON NMOMOIIM B PaMKaX KIMHHYECKOH anpobalud MeTomoB IpO(UIAKTHKY, THATHOCTHKH,
JeYeHUsT W peabmiuTanuy (B TOM 4YHCJE MOPSJKA HATIPABJICHWS MALMEHTOB JUISi OKA3AHHS TAKON
MEIMIMHCKOH TIOMOINM), THUIOBOH (OPMBI TNIPOTOKONA  KIMHHYECKOM anpobalud  MEeTOIOB
NpOGUIAKTHKY, JMAarHOCTHKH, JI€YCHHS M peaGIATAIUm, [Ipukasom Mumnsapasa Poccum ot
01.04.2016 Nel199m «O6 yrBepxmenuu IpaBun Hamiexameit nabopatopHol mpaktuku», 'OCTom P
52379-2005. HamuonansHsli cTanaapt Pocenitckoi Oenepanuu. Hamiexxamnas KIMHruUecKast [IpaKTHKa,
yrBepxaeHHBIM [Ipukasom Pocrexperymposanns ot 27.09.2005 Ne232-cr, DeepanbHBIM 3aKOHOM OT
23.06.2016 Ne180-®3 «O 6GHOMENUUHHCKHX KNETOYHBIX POLYKTAXY, ITpukazom Munsapasa Poccun ot
22.09.2017 Ne669m  «O6  yrBepxmenuu IlpaBun  Hamiexameld  KIHHUYECKOMH MPaKTHKH
OHMOMEINIIMHCKUX KJIETOYHBIX npoaykros», «I'OCT P UCO 14155-2014. HanmoHambHBIH CTaHOapT
Poccuiickoit ®enepamuu. Kiunudeckue ucciemnoBaHms. Hannexamas winamgeckas IpaKTHUKay,
HacTosmuM [lonoxeHueMm, OONICNPU3HAHHBIMEM NPUHIMIAMEA W HOpMaMM IIPOBENEHUS STHYECKOM
SKCHIEPTH3bl, XENbCUHCKOW JeKapanueil BCEMHUPHOW MEIMIMHCKON AaCCONMAAH «DTHUECKHE
TIPUHIATBL IPOBEACHAST MEAMIMHCKUX HMCCIENOBAHHN C yYacTHEM 4YelOBeKa B KadeCTBE CYOBEKTa»
1964 roza, a TakKe MHBIME HOPMaTUBHBIME IIPABOBHIME AKTAMH, PETYIHPYIOMUMH POBEIEHHE TaKUX
MCCIICIOBAHUI U CBS3aHHBIX C HUMHM IIPAaBOOTHOIICHHI.

1.2.1. JIDK rapaHTHpyeT, YTO NpH OCYINECTBIECHHH CBOUX (GyHknuii UM GyayT TPHUHATH H
HCIO/Ib30BaHEl B paboTe HOPMATHBHEIC IIPABOBEIE AKTHI, JCHCTBYIOIIME HA MOMEHT NpOBEIEHUS
OTHYECKON 3KCIEPTH3Bl JOKYMEHTOB UCCIIEOBAHHUM, JaXe, eCiid OHH HampsMyl0 He MOMMEHOBAHBI B
HacrosmeM [Tonoxenuu.

1.3. JISK ocymecTBIseT CBOI0 AESTeNBHOCTS 110 PACCMOTPEHHUIO JMOKYMEHTOB Ha 6e3Bo3Me3 IOl
OCHOBE.

1.4. Hacrosmmee ITonoxeHue comepsxut CTaHAapTHBIE ONEpallOHHbIE (paboune) Mpoueaypsl.

2. Crpykrypa u nopsiiox popmuposanus JIDK
(cranpapraas onepaumonnas (paGouas) mpoueaypa Nel)

2.1. JI3K Bxmouaer He MeHee 11 (oAMHHANUATH) YENOBEK, B TOM YHCIIE KaK MHHUMYM OJIHOT'O,
9bH MHTEPECHI JIOXKAT BHE CQEphl HAYKH W Kak MUHMMYM OJHOTO, KTO HE 3aBHUCHT OT (henepaisHOrO
rOCYapCTBEHHOTO OIOPKETHOTO 06pPa30BATENBHOTO YUPEXKIEHHS BBICIIErO obpasoBanus «Cesepo-
3amagHbli roCyapCTBEHHBIA MeIUIIHHCKHIA yHuBepcuteT umenn W.M.MeunukoBay MunucrepcTsa
3ApaBoOXpaHeHus PocCcUicKoi.

CniucoyHbli COCTaB ¥ KBaTH(QHKALMOHHbIE JaHHBIE YeHOB JIDK COracoBBIBAIOTCS ¢ VUeHEM
CoBetoM YHUBepCUTETA U YTBEPIAAIOTCA PEKTOPOM YHuBepcurera.



2.2. Kanyunarypst B coctaB JIDK YHuBepcutera mMeror TIPaBO BBIIBUTATh PEKTOP, pabOTHUKH
CTPYKTYPHBIX MOJpa3fieieHuii YHuBepcurTera U iens! JIDK.

2.3. IIponomkuTeIbHOCTE wieHcTsa B JIDK — 7 (ceMp) ner.

2.4. B oM cnyuae, ecnn wien JIDK B cuty 0GBeKTHBHBIX NPUYUH HE MOXKET Y4acTBOBATH B
pabote JIOK, on moxer GbiTh BhiBemeH u3 cocrasa JIDK mo COOCTBEHHOMY JKEJIAaHMIO HA OCHOBaHHH
IOJAHHOTO 3asBjieHus. B nanHoM ciryyae coctas JIDK MOXET OBITEH NOMOTHEH HOBEIME YJIEHaMH.

2.5. Unen JIOK, orcyrcTByromuii Gonee 4eM Ha 5 3aceqaHMSX B Teyenue | KaJIeHJapHOro rona
0e3 yBaXXMTeNbHOM NPYYMHBI MM HE IPUHUMAIONIMI YIaCTHS B pabote JIDK, MOXeT OBITh UCKITIOYEH
w3 cocraa JISK. 3acenanwe JIDK mo Bompocy wckmoueHms u3 cocraBa wiena JIOK cumraeTcs
NPaBOMOYHEIM, €CJIH B €r0 padoTe IPUHUMAET YIacTHE HE MEHEE TTOJMOBUHBI 4WieHOB JIDK.

Pemenust 06 uckimoueHMH Kanaumatypsl u3 coctaBa JIDK U 0 BKIIOYEHHH KaHIUJaTypEl B
coctaB  JIDK npHHMMAIOTCH OTKPBITBIM  TrOJOCOBAHMEM TMPOCTHIM  OONBOTHHCTBOM  TOJNOCOB
NIPUCYTCTBYIOIIMX Ha 3acefanuu wieHos JIDK.

2.6. PykosoxmcTBo pgeatensHocThio JIDK oCymIecTBISIET ero npencenatens. Kannumatyps
npeacenarens JISK, ero samectutens u cexperapst IIpeUIararoTcs peKTopoM YHUBEpCUTETA U YleHAMHU
JISK u u3buparorcs Ha 3acefaHHy W3 4mcina 4wieHoB JIDK W/uiu He W3 9UHCIa WIEHOB JI2K, ecmm
TaKOBBIE KaHMATYPhl ObUIH Npenoxkensl. KBopym as mpaBoMounocty 3acenanus JIDK u MIPUHATHUS
pelienust onpenendercs .2.5. Hactosmero [TonoxeHus.

2.7. llpencenarens JIDK, ero samecTuresns u cexperapb U30MparoTCs Ha CPOK, YKA3aHHEIA B
1n.2.3. Hacrosimtero ITonoxenust.

2.8. llpencenarens sBnsercs oQpUIUATEHEIM npeacrasutesieM JISK B ero koHTakTax ¢ qmuamu,
obpamatomumucs B JIDK mo BompocaM NpoBeIeHNs HCCIE[0BAHMUS (3asBUTENSIMM), B T.4. 3aKa39AKAMH,
CTIOHCOpaMH, MCCIICI0BATEIISIMH, KOHTPOIUPYIOIMUMHI OPraHaMi U WHBIMHU JINIAMH, UMEIOIMMH [IPaBo
Ha obpamenne B JIDK 1o Bonpocam nesrrensrocTr JIDK.

IIpencenarens JIDK opranusossiBaet gesrensrocts JIDK, Beser sacenanms, OIIPEJIENAET CPOKH
U TIOPSIOK [IPOBE/CHHS 3aCE/IAHNH, 00ECIIeUMBAET HAIENKAIIYIO U CBOEBPEMEHHYIO ITOAr0ToBKY JIDK K
3aCeIaHUAM, BBINOJIHSCT HHbIE (DYHKIMH U 3a1a4u, HeoOXouMBbIe 1ist peammsanui JIDK mocTaBiIeHHBIX
nepes HUM 3a/1a4.

3amectutens npexcenatens JIOK oxassisaer momomp Ipencenatemo JIDK IIpH IIPOBEJEHUH
3aceNaHuil U NpUHUMAET IOJHOMOYHS M HUCIOJIHEHNE 003aHHOCTe IMpencenarens JIDK B nepuos ero
OTCYTCTBUSL.

Cexperaps JISK obecrneunBaer genonpoussoncteo B JIK, B T.4. npuemM, 06paboTKy, BeIIauy
JIOKYMEHTOB, HEOOXOMUMBIX JIJIsL obecnieyenus aesreabaocT JIDK.

2.9. Ynennt JIDK ob6s3ansl cobmogatsb KOH(HIEHIIMAILHOCT B OTHOMIEHUH uHopManyn,
CTaBIlIeH UM M3BECTHOM B CBA3H € ydacTueM B pabore JIDK.

3. Pernamenrt pesrensnocru JIDK

3.1. Tlopsinok mposenenus 3acenanuii JIDK (cranmaprHas onepanpoHHas (paboyas) npouemypa
Ne2)

3.1.1. 3acenaHusl IWIAHUPYIOTCA B COOTBETCTBUM ¢ paboueii Harpyskoit JIDK. 3acenanus JIDK
IPOBOJATCS PETYJIAPHO: HE pexke 1 pasa B 1 Mecsrn (MCKIIOYEHWE COCTABISIOT JIETHHE MECSIbI, KOra
JacToTa POBE/ICHAS 3aCe/laHN} ONPE/EeNSeTCs MO yCMOTpeHHIo npeaceaates JIDK).

3.1.2.Tounast 1aTa OYEPENHOTO 3aceNaHUs ONMPENENSETCS HA KAKIOM TEKYIIEM 3acelaHuu U
nyOimuKyercsi Ha OoQuIHMaTbHOM calite YHHBEPCHTETA B  CETH «MHTepHeT» B  pasnene
Hayka/O61mecTBennsle HaydHbie 00benunenns/JlokanbHbl DTuueckuit KoMuTer.

B mexmounrensHpx cnydasx JIDK MoxeT mepeHecTH 3acefaHMe, o ueM coolmaercs
3aMHTEPECOBAHHEIM JIMLAM, a 00BSBIEHHE O MEPEHOCE 3aCeJaHNsI pa3MelaeTcs Ha o(UIHATEHOM caiiTe
VHusepcurera B ceti «HTEpHETY.

3.1.3. 3acepanue JIDK cumtaercs NpaBOMOYHEIM, eciiM B ero paGoTe [IPUHAMAET Y9acTHe He
MEHEE IOJIOBMHBI OT CHMCOYHOro cocraBa uineHoB JIDK. Pemenue mnpuHMMaeTcss OTKPHITHIM
TOJIOCOBAHMEM TPOCTBIM OOJBIIMHCTBOM TonocoB wienoB JIDK, ydyacTBOBaBHIMX B 3acelaHuM,
HMEIOIIUX TIPaBO rojioca.



3.1.4. IIpucyrctBue ynenos JIDK Ha 3acenaHuu MOATBEPIKAAETCS COOCTBEHHOPYYHOM MOMMUCHIO
B SIBOYHOM JIMCTE JAHHOIO 3aCe/IaHusl.

3.1.5. Jlo Havana u B Xone 3acemaHmd Kaxneii wieH JIDK IODKEH HMETh BO3MOXKHOCTH
O3HAKOMHTBCS C MaTepHajiaMu MCCIIENOBaHMM, PACCMOTPEHME KOTOPHIX 3aIIAHMPOBAHO Ha 3aCENaHUH
JIDK.

3.1.6. 3acenanue JIOK sener [pencenarens JIDK, nubo, B ciiydyae ero oTCyTCTBHS, 3aMECTUTEND
[Mpencenarens JIDK.

Ho mnanupyemoit natel 3acenanns JIOK Ilpencenatens BhpaBe pacrpeienTs MeXIy WieHaAMU
JIDK mnaxeTsl JOKYMEHTOB HCCJEIOBAaHUHM I M3ydeHHs, aHalu3a W IIOJrOTOBKH COOOINEHUS O
IUIAHKPYEMOM HCCIIEAOBaHMM Ha 3aceflaHuu. B TakoM cnydae Ha 3acemanuu JIDK B o6s3arensHOM
HOpsi/IKE 3acaylIuBaeTCsd MHEHNE YKasaHHBIX wieHos JIDK.

3.1.7. JIDK moxeT npuriacute 3asBUTENIs IS KPATKOTO BBICTYILIEHHS W/WIK IS OTBETOB Ha
Borpocs! JIDK 1o ucesenoBanHuio.

3.1.8. Ilpur HeobxomumocTH JIDK MoxeT npHBIEKaTh K CBOEH paboTe HE3aBHCHMBIX SKCIEPTOB U
KOHCYJIBTAHTOB, HE sBIOIUXcs wieHamu JIDK, m He uMmeomux npaBa HpUHUMATh YYacTHE B
royiocoBaHuy. He3aBucumMbie 9KCNEPTHI U KOHCYJIBTAHTHI MOTYT MPUCYTCTBOBATH HA 3aCENaHUH JIMYHO
WIM TIPEJCTaBUTh CBOM KOMMEHTApUW B TNHCBMEHHOH (opme, npu yCIOBHHM IOANUCAHUS HMH
COIVIAIIEHUS O KOH(UICHIUATBHOCTH.

JIOK Mo)XeT HMMeTh IOCTOSHHBIH CIHCOYHBIM COCTaB 3KCIEPTOB M KoHCylbTaHTOB JIDK,
YTBEPXKJIEHHBIH pekTopoM YHMBepcuTeTa. KanaupaTyphl sKcnepToB W KoHCynsTanToB JIDK umeroT
[paBoO BBIIBUTATh PEKTOp YHuBepcuTeTa, 4ineHbl JIDK u paboTHUKM CTPYKTYPHBIX MOJApa3feleHuit
YHuBepcurera.

3.1.9. YHyen JIDK He uMeer mnpaBa NpPUHUMATH y4YacTHE B TOJOCOBAHHM, €CIIM OH MMEET
HETOCPEJICTBEHHOE OTHOLICHHE K HMCCIENOBAaHHIO, [0 KOTOPOMY NPOBOIUTCS roJIocoBaHue. B maHHOM
cnyyae ykasanHeld wned JIOK Ttompko mpexcraBmster, mHTepecyromyro JIDK wundopmanmio 06
HCCIIEIOBAaHNH, ¥ HE IIPHHUMAET Y4acTHs B TOJIOCOBaHHH.

3.1.10. He3aBucumeie 3KCIIEPTHl U KOHCYJILTAHTEI, MPHUTIIAIIEHHEBIE Ha 3acenanue JIDK, 06g3ansl
MOANKCATh COTJIANIEHHE O KOH(HJIEHIUATBHOCTH TNONYYeHHOH MHpOpPMAIMKM [0 HaYana 3acefaHus
JISK.

3.1.11. B xome 3acemanus JIOK cexperapem JIDK Bemercs mpoTokon 3acemaHusi, KOTOPHIH
BKJIIOYAET CIIEAYIOIIUE JaHHBIE:

- HOMeEp, IaTy U MECTO IPOBEICHHUS;

- IIepCOHANIBHBIN COCTAB MPHUCYTCTBYIOINX;

- KpaTKoe OmMcaHue oOCykKIaeMbIX BOIIPOCOB HUCCIIENOBAHNS, IPECTABIEHHBIX HA 3THYECKYIO
skcrepTusy, («Caymanm:...») ¢ yKasaHHeM [IOJIHOTO Ha3BaHHsA BCEX JIOKYMEHTOB C
HICHTU)MKAIMOHHBIMA XapaKTePUCTHKAaMHU, pe3foMe coobIenuii BricTynaromux wieHos JIDK; npoune
BOIIPOCHI;

- U3JIOKEHHUE XOZa 00CyKIeHus,;

- pe3ynbTaThl FOJIOCOBAHUS,

- [puHATBIE pemeHus («PemmJiM:...»), NpU OTCYTCTBUU IOJIOKUTEIHHOTO PpEIIEHUS -
00BSICHEHHE TIPHUYKH;

- BOIPOCHI ¥ PEKOMEHJIAIMH [0 KaXKIOMY U3 BOTIPOCOB;

- ocoOple MHEHUS (TIpH HAUTAIHH TAaKOBBIX);

- JlaTy U BpeMsi CIIEAYIOIEeTO 3ace/laHusl.

3.1.12. JIDK ob6s3an B Teuenwme 10 (mecsitu) nHEH, ¢ MOMEHTa NPUHATUS pEIICHMS, B
IUCHMEHHOM BHJIE COOOIIATh 3asgBHTENSAM O CBOMX pEIIEHHAX IO DPe3yJbTaTaM pPacCMOTPEHHUS
JOKYMEHTOB M O IIPUYMHAX MIPHHATHS PEIleHUH (B clydae 0TKa3a B 0100peHun).

3.2. loxyMmeHTanusA (CTaHAapTHas oneparuoHHas (pabovas) mporemaypa Ne3)

3.2.1. JIDK pasmemaer Ha opUIMATBHOM caiiTe YHHBEpCHTeTa B ceTH «MHTEpHET» B pasjiele
Hayka/O0mectBennble HaydHele oObenuHenus /JlokanmbHbiii Dtuueckuit Komurer m B (ailioBom
XpaHUIHIIE: (N:\Daiinosoe XpaHunuIe\ 06_Hayunas_paGoTa)
01_OOmecTBeHHbIE _Hay4HBIE _00BETUHEHMS\ 04_JloxanbHBIA_3THYECKUN KOMUTET) CITUCKH



AOKYMEHTOB, HEOOXOMMMBIX Juisi mpexcraineHns B JIDK mis mpoBeneHWst 5TUYECKOM SKCIEPTH3HI
JOKYMEHTOB HCCIIE/IOBAaHUM.

3.2.2. B cnyyasx, yCTaHOBJIEHHBIX 3aKOHoJarenbcTBOM Poccuiickoit ®Denepaiuu, nepeyeHs
JIOKyMEHTOB, HEOOXOUMBIX JJISI 3THYECKOH YKCHEPTU3bl, OMpPEAEsIeTcs 3aKOHOJATEILCTBOM. B HHBIX
cilydasx Takoi nepedeHs opmupyercs JIDK.

Munumanenviii  nepeyenv  OOKYMEHmMOS, HeOOXOOUMbBIX Ol IMUYECKOU  IKCHepmu3bl
OOKYMEHN08 HaYYHO-UCCNe006AMENbCKUX pabom, 8 m.4. OUCCePMAYUOHHBLX, 6KII0YAem 6 cebs:

- 3agByieHMe Ha uMs npexncenarens JIDK YHusepcutera ¢ 0043aTeIbHEIM YKa3aHUEM B TEKCTE
3asBJICHUs: MMEHH, OTYECTBA M (DaMMIIMM MCCIEIOBATENs; UMEHH, OTYECTBA W (DaMHIMH HAYYHOIO
PYKOBOIMTENSI(-€H) WM HAYYHOTO KOHCYJIbTAHTA(-0B); MOJHOTO Ha3BaHUS MOJpasjeNieHus, rae Oyuer
BBIIIOJIHATHCS WM BBINIOJIHEHA paboTa; Ha3BaHKUE HAyYHO-HCCIIENOBATENBCKON paboTHI;

- BBIIMCKA M3 IPOTOKOJA 3acefaHus KaeJpel C yKa3aHHEM AaThl 3acelaHusl W IMPHHSITOrO
peleHus;

- TIPOTOKOJI HAay4YHO-HCCIIEM0BATENBCKON paboThl ¢ yKazaHMEM Ha3BaHHs pabOTH, CYOBEKTOB
UCcCleIoBanys (KOJMMYECTBO, BO3PACT, MOJ, €CIM HEOOXOAUMO), MCIIONB3YeMbIX METOJOB IMOIyYEeHHs
pe3yNbTaTOB;

- OKCIEPTHOE 3aKII0YECHHUE;

- uHdopMaIuHu s cyobexTa ucciaejoBanusd U Gopma HHGOPMUPOBAHHOTO COTIIACHS.

Munumanonvlii nepeyens 00KYMeHmos, Heobxo0UMbLX 015 NPOBEOEHUsS IMUYCCKOU IKCNEePMU3bL
KNUHUYECKUX UCCTEO08aAHUTL JNeKapcmeeHHblX npenapamos ona Me()m;wfcxoao NPpUMEHEHUA.

- 3asIBJIEHUE OT 3aKa34MKa;

- IPOTOKOJI KIIMHUYECKOTO MCCIIeI0BaHMUS;

- Opoumopa HccnenOBaTENS;

- ”HQOPMaLMOHHBI JIMCTOK ManueHTa u (popMa HHPOPMUPOBAHHOTO COTTIACHUS;

- cBefieHus1 00 ombiTe pabOTHI UCCIEHOBATENEH MO COOTBETCTBYIOIUM CIIENHAIBHOCTSIM U HX
ombiTe pabOTHl 1O MPOBEICHUIO KIMHHYECKMX HCCIEIOBAHHUN; TEKYIIYI0 pPENakiUuio pe3ioMe
uccnenopatens (curriculum vitae) u (Mnm) Apyrue MaTepraisl, OATBEP/KIAIONINE €r0 KBATH(PUKAIIHIO;

- CBEIEHHMS O MEIUIMHCKUX OpraHu3alyaxX, B KOTOPHIX TNpeJroiaraeTcs MpoBeIeHHe
KIIMHUYECKOrO MCCIIE0BaHus (TIOJJHOE M COKpAIleHHOE HAWMEHOBAHWsS, OpPraHW3al[MOHHO-TIPaBOBAs
(opma, MECTO HAXOXIEHUS M MECTO OCYIIECTBICHUS [EsATeIbHOCTH, TenedoH, Tenedakc, ampec
9JIEKTPOHHOM MOYTHI KaXK10H MEAUIMHCKONW OpraHu3anun);

- CBEJIEHMs O MpEAToaracMelX CpoKax IPOBEICHHS KIHHUYSCKOTO MCCIIeIOBAHMS;

- KOIMs JIoroBopa 00s3aTeIbHOT0 CTPaXOBaHMUS, 3aKIIOYEHHOTO B COOTBETCTBHHU C THIIOBBIMH
npaBUIaMH 00s3aTENBHOTO CTPAXOBaHMS, C YyKa3aHWEM MpeJeNbHOM YHMCIIEHHOCTH MAlUEeHTOB,
Yy4acTBYIOIIMX B KJIMHUYECKOM HCCIIEIOBAHNH;

- mH(QOpMaNUK O JIEKapCTBEHHOM Nperapate, B T.4. HHGOpMALus 0 ero (GapMakoIorHIecKon
IpyIIE, €ro aHajaorax;

- U3BecTHas HH(OpMAI¥sl, Kacaromascs 6€30TMacHOCTH.,

Mt pacemotperust B JIDK MOryT OBITh IPENOCTABIEHBI APYTHe JOKYMEHTHI M MATEPHAIIEI
KIMHAYECKOTO MCCIEJOBaHMUs, B TOM WYHCJIE MAaTepuasibl, COJEpIKallue OMUCAHWE JeHCTBUM,
HanpaBJI€HHBIX Ha IIPUBJIEYEHHE IALIMEHTOB, 3/I0POBHIX JOOPOBOJIBLEB K YYACTHIO B KJIMHHYECKOM
UCCIIEIOBAHMM; ITUCEMEHHEIE MaTepHallbl, KOTOpbhie OYAYT MpeaocTaBlieHbl Y9aCTHHKAM KIHHHYECKOTO
HCCIIEN0BaHNs; HH(OPMAIHs O BBILIATAX U KOMIEHCAIMAX YYACTHUKAM KJIMHMYECKOro MCCIIENOBAHUS,
TEeKyIass BEpCHs Hay4yHOU Ouorpadum mccienoBartels U (W) JPyrue MaTepHANBI, OATBEPKAAIONINE
€ro KBaM(UKALHUIO:

- paspemenre MuHHMCTEPCTBA 3pAaBOOXPAHEHHS W COIMANBHOTO Pa3sBUTHS PoccuiicKoi
®enepanun  Ha TNPOBENEHHE HCCIENOBAHWUS JIEKApDCTBEHHOrO TNpenapara Ui MEAUIMHCKOTO
NPUMEHEHHUS;

- 3aKoveHne 00 STHYecKold OOOCHOBAHHOCTH BO3MOMKHOCTH IIPOBEJEHHS KIHHUYECKOTO
HCCIICIOBaHKA JIEKAPCTBEHHOI'O Ipenapara JJisi MeJHIIMHCKOr0 IpUMeHeHus, BhimaBaemMoe COBETOM 1O
sTuKe MuHMcTepCcTBa 3/1paBooxpanenusi Poccuiickoii Memepanuu.

Munumansnotii nepeyens 0OKyMenmos, HeobX00UMbIX OISk IMUYECKOTi IKCHepMU3bl OOKYMEHMO8
KAUHUYECKUX UCNBIMAHU (UCCIe008aHUN) MEOUYUHCKUX US0enUN:



- 3asBJICHUE HA PaCCMOTPEHHE;

- TPOrpamMMy IUIAHUPYEMOIO HCHBITAHWA (B Cllydae MpPOBEAEHHs WCIBITAHUNA C YY4aCTHEM
4eJIoBeKa);

- KT ONEHKH PEe3yJbTATOB TEXHMYECKHX HMCIBITAHUM MEJUIMHCKOTO U3JENUS C IMPHIOKECHAEM
JOKYMEHTOB, 00OCHOBHIBAIOIIMX PE3Y/IbTATH TEXHHYECKUX UCTIBLITAHUIA;

- 3aKIIOYEHHE IO pe3yjbTaTaM TOKCHKOJIOTMYECKUX HCCICHOBAHMNA METUIIMHCKOIO M3HENHUS C
NPUIOXKEHUEM JIOKYMEHTOB, 0OOCHOBBIBAIONIMX PE3YJBTATH TOKCHKOJOTHYECKHX MCCIENOBAHMM (IJIs
MEIUIMHCKUX W3JEIMHA, UCIIONB30BAHUE KOTOPBIX IPEAINONaraeT HajJW4yde KOHTAKTa C OpraHH3MOM
4eJioBeKa);

- CBEJEHWs O HOPMATHUBHONM [OKYMEHTAllUd Ha MEOWIIMHCKOE WM3JeNHe C [epeYyHeM
HaIlMOHAIBHBIX (MEXTyHapOJHEIX) CTaHAapTOB, TPEOOBAaHHSIM KOTOPEIX COOTBETCTBYET MEAMIMHCKOE
uzzienye (MpU ero IpUMEHEHUH IPON3BOIUTENIEM);

- TEXHHYECKYI0 H O3KCIUIyaTAlMOHHYI0 [OKYMEHTAIMI0 IMPOU3BOAUTENS HA MEIMIIMHCKOE
U3JEINeE;

- Gororpadhuyeckue wu3obpaxkeHus O0OMmMEro BUJAa MEOUIMHCKOTO M3JEIHUs BMECTE C
INPUHAUICKHOCTAMM, HEOOXOOUMBIMU ISl TPUMEHEHUS MEIUIMHCKOTO W3JENHs 110 Ha3HAYEHWIO
(pasmepom He MeHee 18 x 24 cm);

- IOKYMEHTHI (MaTepuaisl), CoJepKallue JaHHBIE O KIMHUYECKOM MPUMEHEHHH MEIHIUHCKOTO
usjiends, B TOM 4ucne 3a mpenenamu Poccuiickodt ®enepanuu, B TOM 4ucie 0030pH, OTYETHI O
MPOBEJICHHBIX HAYUHBIX MCCIICJOBAHUSX, ITyOJIMKAIIMY, JOKIIAAB], aHAIA3 PHCKA IPUMEHEHUS, METOBI
NPUMEHEHUS MEJUIIMHCKOTO W3Aenus (IIpy HAJIMYUH );

- (opmy HMHGOPMHPOBAHHOIO COINACHS Ha y4YacTHE B HCHOBITAHMM (B Cllydae IPOBENEHHS
UCIIBITAHN C YyJaCTUEM YelIOBeKa);

- paspelieHre Ha MPOBEICHNE KIMHUYECKOr0 UCCIIeIOBaHMs, BEIaHHOEe Poc3apaBHaI30poM;

- TIOJIOXKUTENLHOE 3aK/IFOYEHHE COBeTa MO ATUKE B cdepe obOpallleHuss MeIUIMHCKUX H3IEIHi
MunucrepcTBa 31paBooxpaHenus Pocculickoit ®epmepanyuu (B ciiyyae NPOBENEHHS KIMHUYECKHX
UCIBITAHUN MEIUIITHCKOTO M3/IENNs C Y9aCTHEM YEeJIOBEKa).

B cnmywae ecnmm  OpuMruHanbel JIOKYMEHTOB COCTaBJIEHBI Ha WHOCTPAHHOM SA3BIKE, OHH
NPEJCTABIISIOTCS C 3aBEPEHHBIM IIEPEBOJIOM Ha PYCCKHU S3BIK.

Ilepeueny 0oxymenmos, 1Heobx00UMbIX O/l NPOBEOEHUS IMUYECKOU IKCNEPMU3bl OOKYMEHMOE
BAJl, neuebnozo numanus, kocmemuyeckux cpedcmeé pa3MelaeTCss Ha caiite YHHBEpCHTETa B CETH
«uTepreT» B paznene Hayka/O6mectsenHsle HaydHble 00benuHenus /JIOKanbHBIA DTHYECKHit
Komurer %} B (aitioBom XpaHUIIUIIE:
(N:\@aiinosoe_xpanumime\06_Hayunas_pa6ora\01_O6uiectBennsle_Hayunsie o6benunenus\04 Jlox
QJIBHBIA_ITUYECKUI_KOMUTET).

Ilepeyenvy 0okymenmoe, Heobx00uUMbLX OJisl SMUYECKOT IKCHEPMU3bL KIUHUYECKOU anpobayuu -
NPAKMUYeCcKo20 NpUMeHeHus. paspabomantsiX U panee He NPUMEHSIGULUXCS Memo008 NPOGUIAKMUKI,
OuazHOCMUKY, NeYeHus U peaburumayuu npu OKA3AHUU MEOUYUHCKOLU NOMOwU Ol NOOMEepICOeHUs.
dokazamenbcmeé ux agpexmusnocmu pasMelaeTcs Ha caiite YHuBepcuteta B ceTd «MHTEpHET» B
pasnene Hayka/OOmecTBeHHbIe HayuyHble oOBenuHeHus /JlokanpHeli Oruueckuit Komurer u B
daiinoBom XpaHWIHILE: (N: \@aiinoBoe XpaHIHUIIE\ 06_Hayunasi_pabota\
01_OOmecTBennsie_HayuHble 00beauHeHHs\04 JIOKaNbHbINA 3THYECKUHA KOMMTET).

Ilepeuenv Ooxymenmos, HeobX0OUMbIX O/l IMUYECKOU IKCNePMU3bl UCCAe008ANHUIl C yyacmuem
Jcusomubx (B Cllydae IPOBEACHUS TAKUX MCCIIE/IOBaHUI) pa3MelaeTcs Ha caiite YHUBEPCUTETA B CETH
«Mntepaery B paspmene Hayka/OOuiecTBeHHBIE HaydHble OOBequHeHus /JIoKalbHBIA DTHYECKHUI
Komurer w B (¢Qaiinosom xpammmume: (N: \@aitnoBoe xpanwmmme\ 06 Hayunas pa6ota\
01_OO6mecteennsie_Hayunsie_oO0benuHeHUs\04_JIoKanbHBIN ATHYECKHUN KOMHTET).

Ilepeuenv doxymenmos, HeobX00UMbIX OIS SIMUYECKOU IKCHEPMUIbL KNUHUYECKUX UCCIe008aHUTI
buomeduyuncrozo KiemoyHo20 npodykma pasMelaercs Ha caiite YHuBepcuteTa B ceTu «MHTEpHET» B
pasgene Hayxa/OOmiecTBeHHBle HayuHble oObenwnHeHus /JIokanbHbli DTmueckuii Komurer u B
(aiinoBom XpaHWIUIIE: (N:\ DaiinoBoe_XpaHumuine\ 06_Hayunas_pa6oTa\
01_O6mecrBennsle_Hay4Hble 00beuHeHUs\04 JIOKATBHBIN_STHUECKUI KOMUTET).



3.2.3. JIDK BmpaBe 3alpOCHTH TaK¥Ke JTOKYMEHTHI C TEKCTOM Ha aHTJIMHCKOM S3BIKE. B ciygasx,

IPEAyCMOTPEHHBIX 3aKoHozaTenscTBoM, JIDK Moxker 3atpeboBaTh JIFOOBIE Opyrue MOKYMEHTHI IS
BBITIOJIHEHUS CBOUX 00S3aHHOCTEHH.

3.2.4. B ciyyae eciu JOKYMEHTHI HE MOJJIekKaT STHUECKOM dKCIepTH3e, 3asBUTENb U3BEIAeTCs
006 sroM B Teuenue 10 (mecsaTH) QHEH, clieIyONMX 3a JHEM 3ace/laHWs, Ha KOTOPOM OBLIO HPUHSTO
TaKO€ PELICHHE.

3.2.5. JIDK npuHHMAaeT s pacCMOTpPEHHUS JOKYMEHTHI 110 HCCIIeIOBAaHUSIM HE MeHee, 4eM 3a 7
(cemp) pabounx gHEH H0 MaHupyeMoit natel 3acemanus JIDK.

3.2.6. JIDK mnpuHMMaeT JOKYMEHTHl IO HCCIENOBaHMSAM, COIVIACHO OINyOJIMKOBaHHOMY Ha
opunmansHOM caiite YHuBepcuTeTa B ceTd «MHTepHET» M B (paiimoBOM XpaHWIMINE YHHUBEpCHTETa
CHMCKY, B 1 (omHOM) 3K3eMIUIsIpe (KpoMe muchMa-3asBicHHs Ha UM [Ipencenarens, npeacTaBisieMoro
B 2 (aByX) sk3eMmiuisgpax). JIOKyMEHTHI NOJDKHBI OBITH COCTaBJEHBI HAa PYCCKOM $3bIKE, IPAMOTHO, B
COOTBETCTBUU C YCTAHOBJIEHHBIMM TpeOOBaHUSMU K UX OG(OPMIIEHUIO U COAEPIKAHUIO U B TIOJHOM
obbeMe.

3.2.7. JIOK npuauMaeT JoKyMeHTHI 1o agpecy: Caukrt-Iletepbypr, yn. Kupounas, n.41, kabuaer
Jloxaneroro 2tuyeckoro Komurera Nel06 ¢ 10.00-16.00 gyacos no pabouum AHAM, a Tak ke 110 agpecy
Cankr-IlerepOypr, ITuckapesckuii np., a. 47, maBuinboH Nel0, 2 stax, otnenenue auanusa, ¢ 11.00 go
14.00 gacoB o pabouum JHSM.

JIOK npuHUMaeT NOKYMEHTHI II0 MCCIEJOBAHUSAM Ha OyMaKHOM HOCHUTENE NpH MEPBUYHOH
nofaye JOKyMeHTOB. Ha 5/IeKTpOHHOM HOCHTENE MOTYT OBITh TTO/IaHbI CIENYIONIUE JOKYMEHTHI:

- OTYETHI 110 0e30MaCHOCTH,

- HOBBIE BEPCHH IIPOTOKOJIOB, MONPABKH K MIPOTOKOIAM,

-HOBBIE BEpPCHUU OpOIIOp HMCclienoBaTeNieil, NPy yYCIOBUM H3JIOKEHHS HAa OYMa)KHOM HOCHTEJIE
CYTH BHOCHUMBIX U3MEHEHHUH;

- TporpaMMa MNOIaHUPYEMOrO MCHBITaHHS (B Cilydae TPOBEACHUS HCHBITAHHA C ydacTHeM
YeJIOBEKA);

- aKT OIEHKH PE3yIbTATOB TEXHUYECKUX HCIBITAHUN MEJUIMHCKOIO M3JeNus C MPUIOKeHHEM
JIOKYMEHTOB, 000CHOBBIBAIOIIMX PE3YJIbTAThl TEXHUYECKHUX UCITBITAHUIA;

- 3aKJIOYCHHUE MO PE3YJIbTATAM TOKCHKOJIOTMYECKUX MCCIIENOBAHMA METUIIMHCKOIO H3IENHUs C
MIPUIIOKEHUEM JOKYMEHTOB, OOOCHOBBIBAIOIIUX PE3YJITAThl TOKCUKOJOTHYECKUX HCCIeHOBaHMH (IS
MEIULIUHCKUX W3JENNl, MCIOIB30BAHNE KOTOPBIX MPEAINOJIAraeT HaJM4YUe KOHTAaKTa C OpPraHu3MOM
4eJIOBeKa);

- CBEJCHMS O HOPMATMBHOH JOKYMEHTAMW Ha MEIUIMHCKOE U3JIelIMe C TepedyHeM
HAIMOHATBHBIX (MEXIyHAPOAHBIX) CTaHIAPTOB, TPEOOBAHUSM KOTOPBHIX COOTBETCTBYET MEIHIIMHCKOE
uzaenve (MpH ero NpUMEeHEHUH IPOU3BOIUTENIEM);

- TEXHUYECKas U IKCIUTyaTallHOHHAs JOKYMEHTALUS IPOU3BOAUTENIS HA MEITULIUHCKOE U3/IENIHE;

- ¢ororpapuyueckue u3obpakeHuss oOOIErO0 BHAA MEOHIIMHCKOTO H3JENUsA BMECTE C
MPUHAUIEKHOCTAMY, HEOOXOMUMBIMU JUIS MPUMEHEHUS MEJMLMHCKOIO H3AENMs 10 Ha3HAYCHHIO
(pasmepom He MeHee 18 X 24 cm);

- JIOKYMEHTHI (MaTepuaisl), COAEpIKAIIME JaHHBIE O KIMHUYECKOM MPUMEHEHNH MEIHIHHCKOTO
U3LenusA, B TOM 4YMcle 3a npeaenamu Poccuiickoi @elepalnu, B TOM 4ucie 0030psl, OTYETH O
[OPOBEJICHHBIX HAYYHBIX MCCIIEIOBAaHUAX, MMyOIMKaIMK, JOKIA(bl, aHAJTN3 PHCKA MPUMEHEHHU, METOBI
[pUMEHEHHS MEAUIMHCKOTO u3aenus (Ipy HaTnIuH).

3.2.8. Peructpanus IoKyMeHTOB, mpexctaBisieMslx B JIDK, ocymectrnsercs [lpencenarenem
JIOK unu ynomHomModeHHBIM IIpeacenareneM muiioMm.

3.2.9. B cinyyae npezncraBiieHus 3assBUTENIEM JOKYMEHTOB ¢ HapylIeHHEM CpOKa, YKa3aHHOTO B
nyakte 3.2.5. nacrosmero ITonoxxenus, JIDK paccMmaTpuBaer Takue IOKYMEHTHI Ha CIEAYIOLIEM
mwianupyeMoM 3acenanuu JIDK.

3.2.10. B ciyuae mnpexncTaBieHus MakeTa JOKYMEHTOB, HE COOTBETCTBYIOIIETO IIEPEYHIO,
yKasaHHOMY Ha cailite YHuBepcuTeTa U B (ailioBoM Xpanwnuine YHuBepcuteTa, JIDK oTkasbiBaer B
IpUeMe, YCTHO yKa3biBasi Ha HEOOXOAUMOCTh JIOTIOIHEHHS ITAKETA JOKYMEHTOB.,

3.2.11. Tlo oxonyanuu wHccienoBanuss B JIDK JOmKeH moiaBaThCs OTYET O IPOBEAECHHOM
HCCIIENOBAHUH.



B ciywasix, IpelyCMOTPEHHBIX 3aKoHOJarenbcTBOM Poccuiickol @ezepanuu, OTYET NOIDKEH
coepaTh MpeyCMOTPEHHYIO 3aKOHOJATENbCTBOM HHPOPMALIHIO.

3.3. Tlapantuu cobmomeHus npaB CyOBEKTOB HCCIENOBaHMM npu paccMoTpeHud JIOK
JOKYMEHTOB K/IMHUYECKMX HCCIEAOBAHMI JIEKADCTBEHHBIX IIPENapaToB Ul MEIUIIMHCKOrO
NpPUMEHEHNs], MEJUIIMHCKAX M3/eJUii, UHBIX MCCIENOBaHMH (CTaHAapTHas onepaluoHHas (paboyas)
nponenypa Ned)

JIDK mpu3BaH 3aIlMIIATh IpaBa, 06e30MacHOCTh U O1aromnoyiyuue Bcex cyObeKTOB HCCHIeI0BaHus,
a TaKKe OCYIIECTBIATH KOHTPOJIb 32 COOMIOeHUEM 3THYECKUX HOpM. MccienoBaHusM ¢ y4acTHEM
YA3BUMBIX CyOBEKTOB IOJDKHO OBITH yIeNIeHO 0c000€ BHUMAHKE.,

Hccnenosanue He HaYMHAeTCA OO0 Tex mop, moxka JIDK He onoOpuT NpoBeNeHHE TaKOro
HCCIIEIOBAHNUS.

HenonycTuMoO OTKJIOHEHHE OT TMPOTOKOJAa WIH €ro H3MeHeHue 0e3 mNpeaBapuTeIbHOTO
MHCBMEHHOT0 Of00peHus (3aK/IoueHus) coOTBeTcTByIomux mompaBok JIDK, 3a uckmodeHueM Tex
CllyyaeB, KOTJa WM3MEHEHHS HalpaBlieHbl Ha YCTpaHEHHE HENOCPEACTBEHHOH Yrpo3sl CyObeKTam
HCCIIEOOBaHUS WJIM KOrJa W3MEHEHHs KacaliOoTCs TOJIBKO aJMHHUCTPATHBHBIX U MaTepHaJIbHO-
TeXHWYECKHX acIIeKTOB MUCCIIeN0BaHus (HalpuMep, CMEHa MOHUTOPA, U3MEHEHHE HoMepa Tene(oHa).

3.3.1. Ilpu paccMOTpEHHH JOKYMEHTOB KJIHMHHYECKHMX MCCIeJ0BaHUN JIeKapCTBEHHBIX
IpenapaToB JJIsl MEAULIMHCKOTO IIPAMEHEHHUS:

3.3.1.1. JIDK oneHWBaeT COOTBETCTBHE KBIM(UKALUKM HCCIENOBATENd IIpeliaracMoMy
MCCIIENOBAHMIO Ha OCHOBAaHMH TEKYIIeH pelakiuu pe3toMe uccienoBarens (curriculum vitae) u (uim)
JPYTO# COOTBETCTBYIOMIEH JoKyMeHTanuy, 3anpoimernsoi 2CO (HOK).

3.3.1.2. JI9K paccmaTpHBaeT KaXK[oe TEKYILIEe MCCIENOBAaHUE C NEPHOAUYHOCTBIO, aIeKBAaTHOM
pucKy i cyObeKkTOB uccnenoBaHus. [Ipyu npoBeeHUN KIMHUYECKUX HMCCIIEJOBAHUN JI€KapCTBEHHBIX
npernapatoB Juis MeaunuHcKkoro npumeneHus JIOK paccmaTtpuBaeTr  TOKYMEHTAIMIO MO KaXIOMY
TEKyIlleMy HCCJIEJOBAaHMUIO C YaCTOTOM, 3aBUCAIIECH OT CTENEHM PHUCKA, KOTOPOMY II0JBEPraroTCs
CyOBEKTHI HCCIIEIOBaHMs, HO HE peske 1 pasa B rof.

3.3.1.3. JIDK npuHuMMaeTr OT WuCcileAoBareneil KpaTKWE TIMCbMEHHBIE OTYETHl O XOIe
HCCIIeOBAHMMA €XEroIHO WK yarie, eciiu atoro Tpedyet JIDK.

JIDK npunuMaeT oT ucciaenoBaTeNell MMCEMEHHBIE OTYETHI TAKXKE B CITydasx:

- OTKJIOHEHHSI OT IPOTOKONA WM W3MEHEHMSX NPOTOKOJA, MPOM3BENEHHBIX IJISl YCTPaHEHUS
HeToCpeICTBEHHOM Yrpo3bl CyObeKTaM MCCIeI0BaHUs, B COOTBETCTBUHU ¢ TpeOOBAHUIMU HOPMaTUBHBIX
IPaBOBBIX aKTOB;

- HU3MEHEHUM, YBEJIWYMBAIOIUX DPHCK Il CYOBEKTOB HCCIIENOBAHWs W (WJIM) CYIIECTBEHHO
BJIMSIIOIIMX Ha MPOBEJIEHUE UCCIIEOBAHUS, B COOTBETCTBUH C TpeOOBaHUSIMU HOPMATHBHEIX IIPAaBOBBIX
aKTOB;

- BCeX HEIPEBU/ICHHEIX CEPbE3HbBIX HEeXKeNaTebHbIX JIEKAPCTBEHHBIX PEaKIusiX;

- TOSIBJIEHUSI HOBBIX NIAHHBIX, KOTOphlE MOTYT CBHIETENILCTBOBATH O BO3PACTAHMH DPHUCKA IS
CyOBEKTOB HCCIEIOBAHUS MU HEOJIArONPUSTHO MOBJIUATH HA XOJI MCCIIEIOBAHMSL.

JIOK npunuMaeT kpaTkuif otueT 06 urorax uccienosanus ot Mccnenosarers.

3.3.1.4. JIDK moxer morpeboBaTh, 4ToObl CyOBEKTaM HCCIEJOBaHUS TOMHUMO HHQpOpPMALNH,
IpPEeIyCMOTPEHHO! HOPMATHBHBIMU [IPABOBBIMU aKTaMi, OBUIM MpPEICTABICHbl JIOTOJHUTEIBHbIE
cBeneHust 00 HcclenoBaHNM, ecii, Mo MHeHMI0 JIDK, 310 HeoOXoaumo Ui 3aIyThl IIpaB ¥ 30pPOBbs
CYOBEKTOB HCCIIEIOBAHUS, a TAKXKE JIJIsl rapaHTUH UX 0€301acHOCTH.

3.3.1.5. B cimydae ecnm corjacMe Ha ydacTHe CyOBEKTa B HCCJIEIOBAHHH, HE CBS3aHHOM C
JICYCHHEM, JIaeT ero 3aKOHHBIM Ipe/ICTaBUTENb B COOTBETCTBUM ¢ MyHKTaMH 4.8.12 u 4.8.14 Pemenus
Cosera EBpasmiickoii skoHomuueckoit xomuccuu ot 03.11.2016 Ne79 «O6 yreepxnaenuun IIpasui
HajUIeXKaIlneil KJIMHUYecKod npakTukd EBpasuiickoro skoHoMHuYeckoro coroszay JIOK momken
yOenuThes, 4T0 NPEACTABICHHBIM MPOTOKOJX M (MIM) Apyras AOKYMEHTAIMsl IOJIHOCTBIO OTPaXKaroT
KIIMHAYECKWE BOMPOCEI M COOTBETCTBYET OTHYECKMM W JPYTUM NPUMEHHMEBIM TpeOOBaHUSAM K
NOJO0HBIM KIIHHUYECKUM HCCIIEI0BAHUAM.

3.3.1.6. B cny4ae ecnu B MPOTOKOJIE YKA3bIBA€TCsl HA HEBO3MOKHOCThH IOJIYYEHMS COTJIacHs Ha
y4acTHe B HCCIENOBAHUHM Yy CYOBEKTa MCCIENOBAHUS WM €ro (ee) 3aKOHHOrO NpENCTABUTENS B
coorBeTcTBHM ¢ NyHKTOM 4.8.15 Pemenus Coera EBpasuiickoil 5KOHOMHYECKOW KOMHMCCHH OT



03.11.2016 Ne79 «OG yrBepxaenuu IlpaBunm Hajulexaineil KIMHHYECKOM NpakTuku EBpa3smiickoro
5KOHOMHYECKOTO COI03a»  JI0 MOMEHTa BKIIOYEHHs CyOBEKTa B MCCleJOBaHWE (HANPUMED, IpH
HEOTIIOKHOM cocTostHum), JIDK momken yOemutbes B TOM, 4TO NpeCTaBIEHHBIA MPOTOKON M (WMIIH)
Apyrast JOKYMEHTalus MOJHOCTBIO OTPaXkaeT KIMHUYECKHE BOIPOCHL M COOTBETCTBYET ITHYECKHM H
JIPYTUM IPUMEHUMBIM TPeOOBAHUAM K NOAOOHBIM KIMHHYECKAM HUCCIIEIOBAHUSIM.

3.3.1.7. JIDK paccmarpuBaeT pa3Mep M MOPS/IOK BHIIUIAT CYOBEKTY MCCIEHOBAHHA, YTOGEI
ybenuTscs B OTCYTCTBMM HEOOOCHOBAaHHON 3aMHTEPECOBAHHOCTH WM TPUHYXKICHHS CYOHEKTOB
HCCNeioBaHus. Pazmep BhIIAT CyObeKTaM HCCleJ0BaHKs MOXKET OBITh IPONOPIHOHATIEH X YYACTHIO B
UCTIBITAHNM, HO HE JIOJDKEH 3aBHCETh MCKIIOYMTENBHO OT TOTO, 3aBEPILIMJI JIH CYOBEKT HCCIIENOBAHUE
TIOJIHOCTBIO WJIA HET.

3.3.1.8. JIPK pomxen ybemuthcs B TOM, YTO MH(OPMAIMS, KAcAlOMAscss BHILIAT CyOBEKTaM
HCCIIEI0BaHNs, BKIOYas CHOCOOBI, pasMep M TOPSNOK BBILIAT, OTpaKeHa B MHCHMEHHOH (opme
HH(QOPMUPOBAHHOTO COIJIACHS M B JHOOBIX NPYrUX TMPEJOCTABISEMBIX CYOBEKTAM HCCIEIOBAHUS
marepuanax. JIoJKHO OBITE yKa3aHO, KakuM o0pa3oM OyzeT ompelieneH pa3Mep BHIIJIAT.

3.3.1.9. JISK BbimaeT ucclenoBaTeNnsM BBIIMCKH U3 HPOTOKONOB 3acenanuii JIDK, koTopsie
cozmepxar pe3ynsrarhl npussroro JIDK pemenus.

3.3.1.10. JISK MoxeT mnpuBleKaTh [Uis MPUHSTHS PEIICHWH UL (HE3aBHCHMBIX JKCIIEPTOB),
00Jiafaromux CIeNUaNbHbIMU 3HAHUSMH B COOTBETCTBYIOIIMX OONACTSAX, KOTOpHIE HE YYacTBYIOT B
IIPEHUIX U FOJIOCOBAHUY;

3.3.1.11. JISK cornacoBbIBaeT MONPABKH B MPOTOKOJ KIMHUYECKOTO UCCIIENOBAHHUS;

3.3.1.12. JIOK cosepimaeT WHBIE AEHCTBYs, HAaNpaBJCHHbIE HA WCIIOJHEHHE CBOMX (QYHKIMi 1
TOJIHOMOYHIA.

3.3.2. JIOK onenmBaeT JOKYMEHTHI UHBIX MCCJIE[OBaHUM B IENAX 3alIMTHI MIPaB, 6€30MacHOCTH U
Omaromomy4nsi BceX CyOBEKTOB HCCIETOBAHMS, a TAK)Ke OCYLIECTBJIATH KOHTPOJL 3a COOMOAEHUEM
3TUYECKMX HOPM JI0 Hayalla IPOBEAECHUS TAKMX MCCIIEIOBAHMIA.

B mponecce mpoBeNeHMs TaKMX HCCIENOBAaHMH JOKYMEHTAIMs PacCMaTPUBAETCS C YacTOTOM,
3aBHCSINEN OT CTENEHHM pHCKA, KOTOPOMY IOJABEPraloTCs CYOBEKTBI MCCIENOBAHUs, JMOO ¢
NEPHOJUYHOCTBIO, TNMPENYCMOTPEHHOW HOPMATHBHBIMHM IIPABOBHIMHM aKTaMH, NPH HAIWYMH TAKOI'O
peryJlupoBaHus, Ha OCHOBAaHUY MPEIOCTaBICHHBIX OTYETOB.

JIOK Taioke mnpuHEAMaeT K CBeAeHHMIO MH(OpManuio 000 BCeX HEXeNaTeNbHBIX peaKiusx,
BO3HHUKAIOIIMX IIPU MCIIBITAHHY MEIUITUHCKUX W3 IENHH,

4. Xpanenue JOKyMEHTANMH (CTaHAapTHas onepanuonHasi (pabouasi) npouexypa Nes)

4.1. JIDK xpanut cnucku wieHoB JIDK ¢ ykasaHueM pona AesATENBHOCTH W MeCTa UX paboThl,
NpeACTaBICHHBIE Ha paccMoTpenue B JIDK mokymeHTsl, npoTokoibl 3acemanumii JIDK wu
KOPPECIIOHICHIMIO HE MeHee 3 (TpeX) JIET ¢ MOMEHTA 3aBEPIICHHS UCCIE0BAHUI U MIPEJOCTABISET UX
3aWHTEPECOBAHHBIM OpraHaM II0 MX TPeDOBAHHIO B MpeAenax WX KOMIETEHIMH B IPEXyCMOTPEHHBIX
3aKoHOIaTeNbCTBOM Poccuiickoit @eaepanyu cinyyasx.

4.2, JIDK XpaHWT yKaszaHHBIE JOKYMEHTBl C COONIOJCHWEM CPOKOB W MpPaBUJI XPaHEHHS,
obecneynBas KOHPUIECHIMANBHOCTD COJiepKalleiics B HUX HH(YOpMaLUu.

S. Yekopennas npoueaypa (craniapTHas onepannonHasi (paGouas) npouexypa Ne6)

5.1. VckopenHnas mponeaypa HpeJHa3sHa4YeHa IJI1 PACCMOTPEHMS W YTBEPIKIEHUs/0N06peHus
HE3HAYUTENIbHBIX M3MEHEHUH JUIs MCCIIE0BAHNI, paHee YTBePIKACHHBIX/0n00peHHbIX JIDK.

5.2. Tlo ycKOpEeHHOM Mpoleype MOTYT pacCMaTpPUBAThCS MTONPABKHU, U3MEHEHHUS U JOIOIHEHUS
K MpOTOKONy, Opomirope HCCIeNOBaTeNs, WHAMBHAYAIBHOM PETMCTPALMOHHON KapTe W JAPyrHM
JNOKYMEHTaM, KOTOpbIe HE CHIDKAIOT O€30IacHOCTH YYAaCTHHKOB HCCIICNOBAHUS, HE YIIEMISIOT HX
HHTEPECOB U MPAB, HE YMEHBIIAIOT HHPOPMUPOBAHHOCTS YIACTHUKOB UCCIIEIOBAHMIA M HE CKPBLIBAIOT OT
HUX WH(OPMALMIO, KOTOPas OJDKHA GBITH JOBEEHA 0 MX CBEJCHWS, HE YBEIMYMBAIOT HATPY3Ky Ha
ﬂDﬁpDBOHBH&-y‘IaCTHHKa B XOI€ HCCIeNOBaHHS, HE BIHUSIOT Ha JIIUTEILHOCTH MCCenoBaHud, HE



KacaloTcs OTBETCTBEHHOCTH Bpadel-Mcclie/oBaTelNel, B 11eJI0M HalpaBJIeHbl HA YIy4IleHHE Ka4ecTBa
HCCIIeI0oBaHus, 0€3011aCHOCTh MAMEeHTa U ero HHYOPMUPOBAHUSL.

5.3. Tlopsimox HaszHaueHus: komuccuu JIDK, yrnonrHOMOYEHHOW IIPOBOAMTL YCKOPEHHYIO
MpoUeAypy M IOPSIOK Mepefauyd MAaTepualoB Ha YCKOPEHHOE DPacCMOTPEHHE YCTaHaBIMBAIOTCA
ITpencenarenem JIDK.

5.4. Cpoku pacCMOTPEHHS IO YCKOPEHHOM NpoLeaype cocTaBisioT He Oonee 2 (AByX) pabodmx
mHeit, popMma 3aKITIOYeHNUs IPA 3TOM OCTAeTCs CTaHIapPTHOM.

6. TpeGosanus K undopManuu JJIsi HOTEHIHATBLHOTO cy0BLEKTa HCC/Iel0BAHUSA M K poueaype
noy4denust uHGOPMHPOBAHHOTO coriacus (CTaHAapTHas onepannonnas (pabouas) npouexypa
Ne 7)

6.1. BmoueHue YYaCTHUKOB UCCIIEIOBAaHUHI B MICCIIEJOBAHNUE SBIISETCS JOOPOBOIBHBIM.

6.2. Y9aCTHHK WCCJIC[IOBAHUS UM €ro 3aKOHHBIN MPEICTaBUTENb A0IKEH OBITh HHYOPMUPOBAH
B IMChMeHHOM (opmMe 000 BceX OCOOEHHOCTSX MNPOBOAMMOrO WcClenoBaHus. B cinydasx,
IPENYCMOTPEHHBIX 3aKOHOAaTeNbCTBOM Poccuiickoil @Desepalyy, y4acTHHK MCCIIEJOBaHUS WM €ro
3aKOHHBIM IIpEJCTAaBUTENb JOJDKEH ObITh NpouH(OpPMHUPOBaH 00 0OCOOEHHOCTIX IIPOBOAMMOIO
HCClieIOBaHUs B 00BEMe, IPeIyCMOTPEHHOM 3aKOHOIaTEILCTBOM.

6.3. JIoOpOBOJIEHOE COTJIACHE YYacCTHHKA MCCIIEJOBAaHMS MOJITBEPIKAAETCS €ro IMOANMCHI0 MU
MOIIMCHIO €r0 3aKOHHOTO MIPEACTABATENSI HA HHPOPMAITMOHHOM JIUCTKE.

6.4. YUacTHUK HCCJIEIOBAaHUS WY €ro 3aKOHHBIM IPEJCTaBUTENIL UMEET IIPaBO OTKA3aThCSA OT
y4acTus B MCCIIEOBAHIY Ha JIF0O0H cTafuy MPOBENEHHS TAKOrO UCCIIEI0BAHMUS.

6.5. IIpoBeieHe KITMHUYECKOTO UCCIIEIOBAHMS JIEKAPCTBEHHOIO Mpenapara Jjis MeIUIIUHCKOTO
NpPUMEHEHHUs] C YYaCTHEM B KadecTBE NMAlMEHTOB Jerell (ManoneTHue 10 14 1eT, HECOBEPIIEHHOIETHHE
ot 14 1o 18 siet) JomycKaeTcs TONBKO € COryiacus B MUCbMEHHOM (popMe UX POAUTENEH, YCHIHOBUTENEH.

JleTH MOTYT paccMaTpUBaThCAd B Ka4eCTBE NMOTEHIMANBHBIX MALMEHTOB TAKOIO MCCIEJI0BAHMS,
TOJBKO €CITM €ro MpoBedcHHE HEeOOXOAMMO ISl YKPEIUIEHWs 3J0pOBbSl JeTei WM NpO(QUIAKTHKH
uH(peKIHOHHBIX 3ab0sieBaHUil B IE€TCKOM BO3pacTe JUOO0 €CNIU IENbI0 TaKOTO MCCIIEOBAHMS SBIISETCS
MOJIydeHHe JaHHBIX O HAWIy4Illei MO3UpOBKeE JIEKAPCTBEHHOTO Mpenapara Jijis jge4eHus gered. B atux
cloydasx TAakOMy FHCCIIEJIOBAaHWIO  JOIDKHO  MpEJIIECTBOBaTh  KIMHUYECKOE  HCCIIe[oBaHWe
JIEKapCTBEHHOIO Tperapara JUisi MEJUIIMHCKOTO NPUMEHEHHs Ha COBEPIIEHHOJETHHX TIpaKaaHax, 3a
HCKJIFOUEHHUEM CJIy4aeB, eCIIM UCCIeIyeMBbli JIeKapCTBEHHEBIHN Mpenapar 1l MEJUIMHCKOro NPHMEHEHUS
IpeIHa3HauYeH HCKIFOUATEIBHO JUIs HCIIOIE30BaHMs HECOBEPIICHHONICTHUMHE Pk IaHaMU.

6.6. 3ampeuaercs IpOBEIEHUE KIMHHUYECKOTO HMCCIIENOBaHUs JIEKAPCTBEHHOrO Iperapara st
MEIUIHCKOTO IIPUMEHEHHUS C YYaCTHEM B KAUECTBE NallMEHTOB:

6.6.1. neteif-cHpOT U AeTel, ocTaBmuxcs 0e3 monevyeHns poguTeNe;

6.6.2. KEHINUH B IEepHOJ OEPEeMEHHOCTH, JKEHIUH B IMEPHOJ IPYJHOrO BCKapMIIMBaHH, 3a
HCKJIIOYEHHEM CIIyYaeB, €CJIM MPOBOJUTCS KIMHUYECKOE MCCIIENOBaHUE JIEKapCTBEHHOrO Ipenapara,
NpEIHA3HAYEHHOTO NIl YKa3aHHbIX XKEHIIMH, IIPU YCIIOBHH HEOOXOAMMOCTH MOJyYeHHs WHpOpMAIUK
TOJBKO BO BPEMS TPOBEACHUS COOTBETCTBYIOIIUX KIMHUYECKMX HCCIIEOBaHUNM M IIPUHATHS BCEX
HEOOXOMMMEIX Mep IO HMCKIIIOYEHHIO pPUCKAa HAHECEHHS Bpela JKEHIIWHE B IepuoJ]| OepeMeHHOCTH,
YKEHIIUHE B IIEPUOJ] TPYAHOTO BCKAPMITMBAHWYSL, TLIOAY WK peOeHKY;

6.6.3. BOEHHOCTY AKX, 32 UCKITIOYEHUEM CITy4aeB MPOBEJEHUs KIIMHUYECKOTO HCCIIEOBaHMS
JIEKapPCTBEHHOTO TMperapara, ClelanbHO pa3pabOTaHHOrO s NPUMEHEHMS B YCJIOBHMAX BOEHHBIX
JEUCTBUM, YPEe3BBIYAWHBIX CHUTYalWil, MpOQMIAKTUKHA M JieueHHs 3aboseBaHuii ¥ IIOpaKEHWH,
MOJMYYEHHBIX B pe3ynbTaTe BO3JCHCTBUS HEOIArONpHATHEIX XHMMHYECKHX, OHOJIOTMYECKHUX,
paguanuoHHEIX (hakTopoB. KilMHMYEcKoe HMCCIEeIOBAHHE TAKOro JIEKAPCTBEHHOIO IIpermapara MOXeT
MPOBOAUTHECS C ydYacTHEM B KadyecTBE [ALMEHTOB BOEHHOCHYXAMIUX, 33 HCKIIOYCHUEM
BOEHHOCIY)KAIMX, TPOXOISIINX BOEHHYIO CIyXOy IO TNpH3BIBY, ¢ coOmojeHHeM TpeOOBaHMI,
YCTAHOBIIEHHBIX HACTOAIMM DenepanbHbIM 3aKOHOM B OTHOIIEHHH IPaKJaHCKUX JIMIL,

6.6.4. COTPYJHUKOB IPaBOOXPaHUTEIBHBIX OPraHoB;

6.6.5. nui, oTOBIBAIOIIMX HAaKa3zaHHE B MECTAX JIMIIEHHS CBODOIEBI, a TaKXKe JIUIl, HAXOMSIIUXCS
MOJ| CTpaXKel B CHEACTBEHHBIX M30JIATOpAX, 3aJ€PIKAHHBIX, 3aKIHOUEHHBIX 10/ CTPaXxy, OTOBIBAIOIINX



Haka3zaHWe B BHJIE OTrpaHHYEeHMsS CBOOOXBI, apecTa, JMIIeHUs cBoOOABI MO0 aIMHHUCTPATHBHOIO
apecra.

6.7. IlomyckaeTcst MPOBEJECHUE KIMHUYECKOTO HMCCIEIOBaHUS JIEKapCTBEHHOIO Npenapara s
MEJUIUHCKOTO MPUMEHEHMS], IIPeJHA3HAYE€HHOT0 JJIs JICUCHHU NICUXUYECKUX 3a00eBaHmii, ¢ ydacTHeM
B KAueCcTBE MALMEHTOB JIMI[ C TNCUXMYECKUMH 3a00JeBaHUSIMH, NPU3HAHHBIX HENEeCOCOOHBIMU B
MOpsiIKE, YCTAaHOBIEHHOM 3akoHOJaTenbeTBoM Poccuiickoit @enepanuu. Knuauyeckoe ucciie[0Banue
JIEKapCTBEHHOTO TpenapaTa B 3TOM Cily4yae MPOBOAUTCS NPU HAIMYUM COTJIACHS B IIMCbMEHHOH (opme
3aKOHHBIX NIPEJICTaBUTENEH YKa3aHHBIX JIULL.

6.8. Oxazanme MeIMIIMHCKON TMOMOIIM B paMKaX KJIMHHYECKOH ampoOanuy 3ampemaercs C
y4acTHEM B KaYECTBE MALHEHTOB:

6.8.1. pere#t, ’keHIMMH B Iepuoj OEPEeMEHHOCTH, DPOJOB, JKEHIIMH B IEPUON TIPYyIHOTO
BCK&pMHHBﬁHHH, 34 HCKJIIOYECHHUEM CﬂyanB, ecliu COOTBCTCTB}(IOHJ,PIG METOEI HpC,[[HEL".HEI.‘-IeHH I 3TUX
HAIMEHTOB, MPH YCIOBHHM IPHUHATHS BCeX HEOOXOAMMEBIX Mep IO HCK/IIOUEHWIO pPHCKa NMPUUHHEHHS
Bpe/la JKEHIWHE B Nepuoj OepeMEeHHOCTH, POJOB, JKEHIIMHE B IEPUOJ TPyJHOr0 BCKApMIIMBAHUS,
IOy MK pEOEHKY:;

6.8.2. BOGHHOCITY)KAIUX, 32 UCKIIOUEHHEM BOCHHOCITY)XAIUX, MPOXOAAIIAX BOCHHYIO CIYXOY
110 KOHTPAKTY, B CJIy4ae, €CIId COOTBETCTBYIOIUE METO/IBI CIIENHANIBHO pa3paboTaHb! i IPUMEHEHHUS
B YCJIOBHSX BOCHHBIX JICHCTBHM, Ype3BEIYAHHBIX CHUTyallui, Mpo(QHUIaKTUKH U JieueHus 3a0oeBaHuil U
NOpaXKEHUH, MOJIy4EHHBIX B pe3ysbTare Bo3JeHCTBUS HeOIaronpusaTHEIX XUMUYECKUX, OHOIOTHYECKHX,
paualMOHHEIX (PaKTOPOB;

6.8.3. nuu, cTpagalOmMMUX NCHXWYECKUMH pPacCTPONCTBAMH, 3a HCKIIIOYEHUEM CIY4aeB, €cIiu
COOTBETCTBYIOIIME METOBI IIPEHAZHAUCHBI IS JIEUSHHSI IICHXUYECKUX 3a00neBaHuit;

6.8.4. nuu 3a7epXKaHHBIX, 3aKIIOYEHHBIX TIOA CTpaXky, OTOBIBAIOIIMX HaKa3aHWEe B BUIE
orpaHu4eHus cBOOOIbL, apecTa, JIMIIEHHs CBOOOIBI MO0 aIMUHUCTPAaTHBHOTO apecTa.

6.9. Menunuuckas MOMOIIb B paMKaxX KIMHUYECKOW ampobanuu oKa3bIBaeTcs MpPH HaTHIUH
UH()OPMUPOBAHHOTO OOPOBOJIBHOTO COIJIACHSI COBEPIIEHHOJETHEro AEeecrnocoOHOro mampMeHTta, a B
OTHOLIEHHH HECOBEPIIECHHOJETHErO NMAaleHTa U MAaIlWeHTa, IIPU3HAHHOIO B YCTAHOBJIEHHOM 3aKOHOM
HOpsIKE HENeecIoCOOHBIM, - IIPH HAJIWYNKM WH(OPMUPOBAHHOTO AOOPOBONBLHOIO COTJIACHS OIHOTO U3
pOOUTENed MM WHOTO 3aKOHHOIO TPEACTABUTENsI, [JAaHHOTO B MOPSAKE, YCTaHOBIEHHOM
YIIOJTHOMOYEHHBIM (hefiepasibHbIM OpraHOM HCIIOJTHUTENHON BIaCTH.

6.10. HcnelTanue crnenuaiu3dpoBaHHLIX MPOJAYKTOB JIeYeOHOro MUTAHUSA, MEIHIIMHCKIX
w3genuil ¥ Je3uH(EKIMOHHBIX CPECTB C IpPUBJICYCHHEM B KauecTBe 0OBEKTa IUIA 3THUX Lenei Jui
3afiep)KaHHBIX, 3aKJIIOYEHHBIX TMOJ CTpaXy, OTOBIBAIOMIMX HAKa3aHWUE B BHUJE OrPAHMYCHUS CBOOOJIBI,
apecTa, JIMIIEeHUs cBOOO B MO0 aAMUHUCTPATUBHOIO apecTa He I0IyCKaeTCs.

6.11. JIDK npuBeTcTBYeT, €CilM JOKYMEHT ¢ HH(pOpMalueld, mo CoIep)KaHUIO MOoxoOHOM
uHGOpMaLlUY UL PONMTENEH, IMOATOTOBIEH, TaKXKe, MU HecoBeplueHHoneTHUX 14 no 18 ner. Jns
Jetet B Bo3pacte 10 14 JeT KeNaTeNbHO MPENOCTaBIATH HHGpOpPMANUMIO 00 WUCCIENOBAHUH B

auanTHPOBAHHOM BU]E (JIEI.HHOC T‘pCGOBaHHG HE JBIIACTCH 06513&T8JIBHI:IM, JOKYMEHT IIPEOOCTABIIACTCS
110 JKEJIaHHIO SaﬂBHTeHﬂ).

7. Buael NpHHHMAEMBbIX pelIeHHH (CTaHAapTHAs onepanuonHasi (padouyast) mpoueaypa Ne8)

7.1. Ilo pesyapTaTtam paccMoTpeHuss NokyMmeHToB JIDK mnpunuMaer OZHO W3 CIEAYIOIIMX
pemenuii: 1) ogoOpeHure Ha MpoBeleHHE HCcienoBaHus, 2) TpeOOBaHHE O BHECEHWM W3MEHEHHHM B
[PeAOCTaBICHHYIO JOKYMEHTAIUIO /15l TOMy4eHUsl ofoOpeHns Ha IPOBEACHUE UCCIIeIOBaHNUs; 3) OTKa3
B 000peHMH Ha IIPOBEIEHHE HCCIIENOBaHUs; 4) oTMeHA U (M/IM) IPHOCTAHOBJIEHHE BBIAHHOTO paHee
onoOpeHust Ha MPOBEICHHE MCCIIEI0BAHMUS.

7.2. ITo pesynbrataM pacCMOTPEHHS JOKYMEHTOB 3asBUTEIIO BHIIAETCS BBHITHCKA M3 MIPOTOKOJIA
3acefqanus JIOK.

Ipencenarens JIokalbHOTO STHYECKOTO KOMUTETA
OI'BOY BO C3IrMY um. U.M. Meunukosa .
Munsgpasa Poccuun u@(/ M.A. IlleBsikoB



