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JIDK BY3 OpnoBckoit 001acTu
«OpioBckas 06acTHast KIIMHHYECKass 00JIbHHUIIA COII 05-01 ot 01.09.2023 .

1. OBHIUE ITOJIOKEHHWA

1.1. JIDK ocymecTBIsSeT IOCTOSHHOE 3THYECKOE CONPOBOXKICHHE, MOHHTOPHHT, IIOCICAYIOIICC
HaOTIOJECHUE U PACCMOTPEHHE MAaTEPHAIOB 0JI00OPEHHOI0 UM KIIMHHYECKOIr0 HCCIC/IOBAHHA.

1.2. Ha OCHOBAaHMM NaHHBIX M MATEpHAJIOB, IOJydYaeMbIX B Xoae uccieaoBanus, JIOK npuHHMacT
pemieHHe 00 OJOOpEeHWH [AJBHEHIIEro IPOBEACHHUS ISTOr0 HCCICIOBaHHA. JIDK MOXeT TaKxke
paccMaTpUMBaTh BOIPOC 00 OAOOPEHHMH IPOJOJDKECHUS HCCIEAOBAHMA IPU TIOJIYyHICHHH nHpopMauuu 00
HCIIOJIB3YEMBIX B HCCIIE0BAHHH JIEKAPCTBEHHBIX CPEJICTBAX M3 IPYTUX HCTOYHHKOB B CIIydac, CCIIH TaKMC
CBEIEHHS KacaloTCs H3MEHEHHS COOTHOIIEHHS TTOJIb3bI U PUCKA ISl CYOBEKTOB HCCIEIOBAHHA.

2. MOHUTOPHUHI UCCJUIEAOBAHUA

2.1. JIDK ocyniecTBiIsieT MOHUTOPHHT 3a XOJI0M HMCCJICI0BAaHUA HA OCHOBAHHH.

2.1.1. eXerofHBIX IMPOMEXYTOYHEIX OTYETOB O XO/€ HCCIeN0BaHuA. B OTACIBHBIX CIIydasX JIDK MOXxeT
OIPENENIATh HHYIO MIEPHOANIHOCTD IIPEIOCTABICHUS IPOMEXYTOYHBIX OTYETOB, HO HE Yallle OAHOT'O pasd
B 3 Mecslla ¥ HE peXxe OQHOro pasza B rof. IIpomMexyTOUHBIE OTYEThI AO/LKHBI COACPKATh CICAYIOLIYIO
MH(OpPMAIUI0, HO HE OrPAHUYHUBATHECS €IO:

e CBEJIEHUS 0 Habope CyOBEeKTOB MCCIIeI0BaHUs, MH(OPMALIKA O Hayajle UCCIIEI0BAHUA;

e cepbe3Hble HexenatenbHele sieHus (CHS) u nenpeaBHIEHHBIE CEPbE3HBIE HEXETATCIIBHBIC ABJICHHA
(HCHA);

* HCKJIFOYEHHE CYOBEKTOB U3 UCCIIEJOBAHHS;

* HOBBIE JIJaHHBIE, Kacallrecs 0€30I1aCHOCTH IIperapara.

JlaHHBIE OTYETHI MOTYT IOJaBaThCs Kak Ha OyMa)KHOM, TaK M Ha 3JEKTPOHHOM HOCHUTEIIX. B ciydae
HEOOXOIMMOCTH TPHUHATHA pEIIEHHs O NpoAoDKeHMH ucciegoBanusd JIOK MoxeT OBITH NPHHATO
pElIEHHE O IPOJO/DKEHHH HCcieoBaHusA. Takoe pelmieHHe MOBOAMTCSA [0 CBEICHHS 3asBHUTEIS H
o OpMIISETCS BBIITMCKON M3 MPOTOKOJA 3acenanus B coorBeTcTBUH ¢ COIL

2.1.2. cBenenuii 06 n3MeHeHusXx B xoje uccnenoBanus, CHS u HCHJIL.

2.2. O6s3atensHomy yBenomnennto JIOK noanexar sce CHS m HCHJI, 3aperucTpupoBaHHBIE B TJAHHOM
HCCJIEIOBATENBCKOM LIEHTPE, TO €CTh COOBITHS, KOTOPBIE:

* IPUBOJIAT K CMEPTH HCIIBITYEMOTO;

* IPEIOCTABIIAOT YIPO3y JUIA KU3HHU,;

e TPEOYIOT FOCIIMTATIM3ALMH MO0 €€ MPOUICHHUS;

* IPHBOJAT K CTOMKOM MJIM BBIPAKEHHOH HETPYAOCIIOCOOHOCTH HIIH HHBAIMHOCTH,;

* IPUBOJAT K BPOXICHHBIM aHOMAJIUSAM WJIM ITIOPOKAM pa3sBUTHS,

* TPEOYIOT MEIUIIMHCKOTO BMEIIATEILCTBA JIJIA MPEAOTBPAILICHUS PA3BUTHS MEPEUYHUCIIEHHBIX COCTOSHUM.
[Tpu pa3sutuu CHA nimm HCHY nccnenoBaTeb 10/DKEH:

» B TEUEHHE 2 pabouux aHed yBeAOMHTH JIDK MHCBEMOM, BKIIFOYAIOIIMM KPATKOE OIMMCAHUE COOBITHS H
dopmy CHS mimu HCHS, npe1yCMOTPEHHYIO IIPOTOKOJIOM HCCIIEOBAHMS,

» 110 3anpocy JIDK mpenocTtaBuTh MOAPOOHBIN MUCEMEHHBIM 0TYeT, ¢ onucanueM CHS wmm HCHA He
no3aHee 7 paboumx AHEH co AHA COOTBETCTBYromiero 3amnpoca JIDK. OT4eT Ho/mKeH BKIKOYATh IOIHYHO
HHOOpMAIMI0 00 HCXO0JE JAHHOrO COOBITHS (OKOHYAHHE TIOCIMTAIIM3AIlHH, Pa3BHUTHE OCJIOXKHEHMH,
IIOJIHOE BEI3JIOPOBJIEHHE WU CMEPTH OOJIBHOTO).

JIDK Moxer 3arpeboBarh AONOJHUTENBHYH0 HHGopmanuio o CHI wim HCHS, Bxiarowas naHHbIe
JOIOJHUTEIbHBIX MCCJIEIOBAHUM, BBIITMCHBIE U IIOCMEPTHBIEC SMUKPH3EI, IIPOTOKOJBI BCKPHITHS U HHBIC
JOKYMEHTEI.

2.3. Ob6s3arenpsHoMy yBeaomiieHuro JIOK B cpok He mo3gHee 10 pabouux aHEH CO JHS IOJYYECHHS
MH(OpMALIUH [10/JIEXKAaT:

* CBEJICHUS O Pa3BUTHH HENPEABUACHHBIX HEXKEJIATEIIbHBIX SIBJIEHUS HUCCIIEAYEMOro Inpernapara B JJaHHOM
LHEHTpE (SABJICHHHM, PAaCLEHEHHBIX HMCCIIEIOBATEJIEM KaK HEINpPEABUJIECHHBIE M, BO3MOXXHO, CBS3aHHBIX C
yIOTpEOJIEHHEM UCCIIEYEMOrO Ipenapara);
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* HOBBIC JAHHBIE M HM3MEHEHHs, YBEIMUMBAIONINE PHCK Ui CYOBEKTOB HCCIEIOBaHHA M (MIIH)
He0JIaronpusTHO BIMAIOLIME HA IPOBEICHUE UCCIIENOBAHUS;

00 OTKJIIOHEHHMSAX OT IIPOTOKOJIAa MJIM M3MEHEHMAX IIPOTOKOJA, TNMPOU3BEACHHBIX JUIA YCTpPaHCHHA
HEMOCPEACTBEHHOM Yrpo3bl cyObekTaM HccnenoBaHus. OTKIOHEHHsS WIM HM3MEHEHHs JIOJDKHBI OBITh
OITUCAHBI C YKA3aHUEM IIPUYHUH U IIPU HEOOXOIUMOCTH IPEUIOKEHBI ITOTIPAaBKH K IIPOTOKOJTY.

B nannoM ciywae JIDK octaBiser 3a co6oif nmpaBo 3aTpeGoBaTh JONOJHHTEIbHYIO HH()OPMALKUIO, JULA
pEeLIECHHUs BOIIPOCAa O BO3MOXHOCTH MPOJOJDKEHHUS HCCIIENOBAHUS B LICHTPE.

B COOTBETCTBHHM C OLEHKON 3HAUHMOCTH, COOOIEHMS MOI'YT OBITh MPUHATHI K CBEJICHHIO. B OTIEIBHAIX
CJIydasiX, 3aCly>KHBAIOIIMX 0c000€ BHUMAHHE C TOYKH 3pEHHUS 0€30IaCHOCTH UCIIBITYEMBIX U U3MECHCHHA
COOTHOIIEHHs PUCKA M TOJB3bl Y4acTHS B HCCJIEIOBAHMH, COOOIIEHHS BBIHOCATCS Ha OOCYX/JICHHME Ha
saceqanni JIDK M Mo HHM NPHHHMAIOTCS OcoObl€ pelleHHs, KOTOpble O(GOPMILIOTCS BBITHCKOH M3
[IpoTokoina B coorBeTcTBUH ¢ COII.

3. PACCMOTPEHHME JOINIOJIHUTEJIBHBIX MATEPHUAJIOB

3.1. JIDK paccMaTpuBaeT BCE JONMOJHHTEIbHBIE MaTE€pHalbl [PH IPOBEAECHHMHM OHOOPEHHOrO MM
UCCJICIOBAHHS, KaCAKOIIUECs €ro Au3aiHa U JOKYMEHTALUH:

* IIOIIPABKH, H3MEHEHUS U JIONOJHEHUSA K [IPOTOKOJIY HCCIIEIOBAaHMS,

* IIONpaBKH, H3MEHEHHs JONOJHEHHMS K HHOpMaUMH JUIi TalMeHTa/1o0poBoibla M  (opMme
MHGOPMHUPOBAHHOIO COrJIacHs NanyeHTa/ 100poBOJIbIIa;

* HHBIE MaTEpHAJIbI.

3.2. Bce momnpaBKH, M3MEHEHHs H JIONOJHEHHS K IPOTOKOIY, KOTOpPBHI€ 3aTparuBalOT O€30MacHOCTH
CyOBEKTOB MCCIIEI0BAHMsA, HX MHTEPECH U NpaBa, U3MEHAIOT Harpy3Ky Ha CyOBEKTOB HCCIIE/IOBAHUS B
XOJIe MCCJIeJIOBAHHUS, a TAKOKE BCE JIOMOJHHUTEIBHBIE MaTEPHAJIbl Ul CYOBEKTOB HUCCIIEN0BAaHUSA (aHKETEI,
OIIPOCHHKH, IMHCbMa U B TOM YHUCJIE 3JIEKTPOHHBIM KOHTEHT), JIOJDKHBI paCCMaTPUBATLCs HA 3aCeAaHMAX
JIDK. Pemenus obopmisatores B cooTBeTCTBHH ¢ COILL

3.3. [lonpaBku, M3MEHEHHUs W MAONOJHEHHMS K IPOTOKOJY, KOTOpBIE HE 3aTparMBalOT O€30I1aCHOCTH
CyOBEKTOB HMCCIIEIOBAHHS, X HMHTEPECOB H INpaB, HE W3MEHSIOT HArpy3KH B XOJ€ MCCIIEIOBAHMS, HE
KacaloTCd H3MEHEHHUs OTBETCTBEHHOCTH BpadyCH-HUCCIICAOBATEIIEH, MOIYT pacCMAaTpUBATHCS 110
YyCKOPEHHOM Mpoleaype B pabodeM nopsake npeacepareneM JIOK win ynoaHOMOYEHHBIM MM 4IEHOM

JIDK (COII 1 0).

4. SABEPIIEHUE NCCJIEAOBAHUWS
3agBuTea JO0DKHEI HHGopMupoBarth JIDK 00 OKOHYaHMHM HCCI€NOBaHHA, NpeacTaBIATh B JIOK
3aKJTIOYUTEbHBIA oTyeT WM ero cuHorcuc (IIpunoxenue 05-03-01).

5. ®OPMBbI U ITPUJIOKEHMWA
5.1 ®opma oTyeTa 0 3aBEpIICHUY KIMHUYECKOro uccienoanus. lpunoxenue 05-01-01.
/

IIpeacenarens JIDK A.B. MaMomuH « 01 » centsadps 2023 r.
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JIDK bY3 OpnoBckoi obnacTu
«OpnoBckas 00JacTHas KJIMHHYECKas OOJILHULIAY) COITI 05-01 ot 01.09.2023 r.

NPUJIOKEHHUE 05-01-01

OTYET O 3ABEPIIEHUU KJIMHUYECKOI'O UCCJIEJOBAHWAA

HccnenoBaTenbCkuii 1eHTp Ha 6a3e [[OJNHOE HAaMMEHOBaHHE YUPEXACHHs]| COOOIaeT o
3aBEPLICHUH HCCIIECAOBAHUS JIEKAPCTBEHHOIO IMpernapara QI MEIUIMHCKOro IpUMEHEHHA C ydaCTHEM
4eloBeKa B Ka4eCTBE CyOheKTa HCCiIel0BaHUS 10 IIPOTOKOITY [[10JIHOE HAMMEHOBaHKE IIPOTOKOJIA .
| taBHBIN HccnenoBarens: [PHUO, yueHas crenens (eCiu MIPUMEHUMO) |
KOHTaKTHEBIE JJaHHBIE:

Homep MobuibHOTO TenedoHa

Homep pabouero renedoHa

AJZIpEC 3JIEKTPOHHOHU I1OYTHI

Pa3paboTyMK JIeKapCTBEHHOIO Mpenapara: [HauMEHOBAaHUE OpraHU3aluH |
KOHTpaKTHO-HCCIIeI0BAaTEIbCKasi OpraHu3aius: [HaMMEHOBaHUE OpraHU3aliH |
Homep nporokona JISK u nara oqoOpeHus ucciie1oBaHus: [1aHHBIE ]

Onucanuve UccjIeJ0BaAHHUS
1. 3agaun, runoTe3bl U CIeU(UUECKHUE LIEJIM HACTOSAILIErO UCCIIEJOBAHUS.
2. Bun uccnenoBanus (OTKPBITOE, KOHTPOJIUPYEMOE -yKa3aTh KaKoe).
3. ®aza uccienoBanus (I-IV).
4. SIBnsieTcs I UCCJIEJ0BAHUE MHOTOLIEHTPOBEIM.
5. JlaTa Ha4ana 1 Jara 3aBE€pLICHHUs HCCIIEJOBaHUSI.
6. [TpoA0JKUTENBHOCTE UCCIIEAOBAHUS IS OTAEIBHOTO HCIIBITYEMOTO.

7. JIekapCTBEHHOE CpEJICTBO:
- He 3apeructpupoBaHo B PD.
- 3aperucTpupoBaHo B PD.
- 3aperucTpUpOBaHO B APYIHX CTpaHax
- PazpenieHo kK IpuMeHEHHIO B PD, HO 3aBJIE€HO 10 HOBBIM JIO3HPOBKAM HIIH I10 IPYTHM
[TOKa3aHUAM.
8. XapakTep UCCIIEI0OBaAHHUS:
- JIMarHOCTHYECKOE
- TepaneBTHYECKOE
- ®apMaKOKHHETHIEKOE
- ®apMaKoJMHAMHYECKOE

- pyroe

9. UHdopMaIusa 0 CEpbE3HBIX HEXKEATEJIbHBIX SBICHUAX B JIPYTHX UCCIIC0BATEIbCKHX
nenTpax (ykazate NeNe CIOMS-dopm) u peakuus Ha HEX JIOK.
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10. Uudopmaius o cepbe3HBIX HEXKEJATeIbHbIX ABJIEHUAX B BamieM ucCiie10BaTeIbCKOM
nenTpe (nara BosHukHoBeHHss CHS, onucanne CHA, npeamnonaraeMas CBsA3b C HCCIICAY EMbIM
[IpernapaToM, Mephl, IPUHATHIE HecaenoBaTeneM, 1 peakuus JIDK na CHA).

11. MadopManus 0 HENPeABUACHHBIX CEPhE3HBIX HEXKETATEIbHBIX ABJIEHUAX (ABICHHUAX, HE
OMHUCAHHBIX B OPOILIIOpE HCCIIEI0BATES) JIEKAPCTBEHHOI'O CPE/ICTBA.

Onucanue HCIIBITYEMBIX H IIpoHECCa Haﬁopa HUCIBITYEMBIX Uil YHACTHSH B HCCJICAOBAHHUH
. KonngecTBo UCIIBITYEMBIX, BKIIKOYECHHBIX B HCCJIICAOBAHUC B IAHHOM [CHTPC.

. Koin4gecTBo HCIIBITYEMBIX, ITOJHOCTHIO 3aBEPIIUBIINX YHACTHC B UCCJICAOBAHHH.

. Bo3pacT ucnbeIiTyeMbIX (HHXKHSISI/BEPXHSISA IPaHHUIIBI).
. I1lon HCnBITYEMBIX.

. Tun nanueHToB (aMOyIaTOpHEIE, CTAlMOHAPHEIE).
. SIBIISIIOTCS JIM HCIIBITYEMBIE 3J0POBBIMH JOOPOBOJIBIIAMH.
. Kpurepnu BKIIOYEHHUS U HCKIIFOYEHHUS UCIIBITYEMBIX B HCCIIC/IOBAHHUE.

. Ha6op HcmbITyeMbIX (YKaKHTE, OKATYHCTa, HCTOYHHK M METO/BI Ha00pa HCIIBITYEMBIX).
10. Madopmanus 0 NalMeHTax, J0CPOYHO BRIOBIBIIMX U3 UCCIIEN0BAHMA (KO MTAllUCHTA,
JaTa BKJIFOYEHHS M JlaTa BBIX0Ja M3 HCCIeNOBaHuUsA, IPHYUHA BBIXO0/A).

\O\IO\M-PWNF—

[ 1aBHBIM HCCJIEIOBATEND /OUO/
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