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1. HOPAOOK ®OPMHUPOBAHHS JIDK

1.1.Coctas JIOK dopMHpyeTCsi B COOTBETCTBAM ¢ TPEOOBAHMSIMHE CIIETYIONINX
JOKYMEHTOB, C Y4ETOM aKTyallbHbIX JOIIOTHEHUH U peIaKiiii:
— PykoBozcTBa Mo Hammexamedl KIMHHYECKOH IpakThke MexTyHapomHo#
KOHQEpPEHIMH N0 TapMOHM3ALMH TEXHWYECKHX TpeOOBaHMM K perucTpaIiy
QapmManeBTH4eCKUX  INPOAYKTOB, IPEJAHA3HAYEHHBIX IS  IPUMEHEHHS
genoBekoM (ICH GCP Guidelines);
— Hauonansroro crannapra Poccuiickoit ®enmepaimu T'OCT P 52379-2005
«Hamnexamas xnuHudeckas npaktuka» (Good Clinical Practical (GCP),
YTBEPXKICHHOTO IpuKazoM @DeepansHOr0 AareHTCTBa II0 TEXHUIECKOMY
PeryIrpoBaHuIO ¥ MeTpOIOrdH oT 27.09.2005 1. Ne 232-cr.
— Ilpukasa MunucrepcTa 3mpaBooxpaHeHus Pocculickoii ®emepanuu ot
01.04.2016 r. Ne 2001 «O6 yTBep)nenuu npasui Hamnexamel KIMHAYECKOH
IIPaKTHUKHY;
— Pemenus Cosera EBpasuiickoit Dxonomuyeckoi komuccuu Ne 79 ot 03.11.2016
r. «O06 yreepxnenun [IpaBun Hamnexameit knuaugeckoit mpaktuky EDCy;
1.2.Cocra JIDK dopmupyercs Ha MEKIUCUAIUIMHAPHON OCHOBE, IO
IPENJIOKCHUIO  DYKOBOJUTENEH  CTPYKTYpPHBIX  IOJpasfeleHuil u
yrBepxkaaercs qupekropom OO0 «HKKIL] Annepronxoruu u iMMyHOIOTHI
(manmee HKKII). B cocras JIDK BxomaT nwma, o6nafarolye ONBITOM H
AOCTaTOYHOH KBamU(UKalWeHd U1 pacCMOTPEHHMsS M IPOBENCHUS
OKCIICPTHOH OLIEHKHM HAy4YHBIX, MENUIMHCKHX H 3TUYECKHX AaCIIEKTOB
IIJIAHUPYEMOTO UCCIIEIOBAHHA.

1.3.Cocrap JISK BriOYaeT He MeHee 5 YeNOBEK, OTIHYAIOLIUXCS
OTBETCTBEHHBIM U NPHUHIUIIHAIBHBEIM IOJXOIOM K DEIIEHUIO0 3THYECKHX
BOIIPOCOB B chepe OUOMEAMIIMHCKIX HecienoBanuii. B coctas JIDK BxomsT
COTpYIHHUKH KITMHUKH, KaK MUHAMYM 1 9eI0BeK, He CIIeHaTH3HPYIOLIUHAC
B 001acTM HAy4HBIX HCCIENOBaHMNM M KaKk MHHUMYyM | deloBeK, He
apimroruiics corpyarukom HKKII. JISK cocTouT Kak U3 My»X9uH, TaK U U3
KEHIIMH PasHbIX BO3PACTHBIX IPYII, a TAK)Ke U3 MIPEICTAaBUTENeH PasHBIX
oOnacTel 3HAHUH.

1.4.Beiciim pykoBogsamum opranom JIOK ssiserca 3acemanne unenos JIDK.

1.5.1Ipencenarens JIOK, ero szamecrurens (3amMecTHTeNH) M OTBETCTBEHHBIH
CeKpeTaph H30WparOTCs Ha 3aceNaHud w3 4uciaa wienos JIDOK mpocTeiM
OOJBIIMHCTBOM TOJIOCOB IpH mpucyTcTBEE 2/3 wienoB JIDK cpoxom Ha 5
JeT. DTOT CPOK MOXET OBbITh MNpPOJJIEH INPH YCIOBHH COOTBETCTBHS
PYKOBOJISINEro cocTaBa BceM HeoOxomuMbIM miisg JIDK KBaJIM(PUKALIMOHHBIM
TpeOOBaHHSIM.

1.6.Oprauusanuonsoe obecneuenne paborel JISK oCyIecTBIsETCS OTHENOM
OpraHu3alyyd  JOKIMHHYECKHMX M KIMHHYECKHX  HCCIIeOBaHUMN
YHuBepcurera.
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1.7 Kaxneri anern JIOK mpu Berymienmd B cocra JIDK  momammchIBaeT
«O06s3aTenscTBO 0 KoHOuueHumansHocTH» ([Ipumoxkenue 07-01-01),
KOTOpO€ HMeeT CHUIy M Imociae Toro kak wieH JIOK, mo xakum-mubo
IIPUYKHAM, BEIXOAUT U3 coctaBa JIOK.

1.8.Bxmouenne u uckmoderue u3 cocrasa JIOK wunena JIDK mpunuMaeTcs
pewenueM JIDK mocne emuHoOrIacHoro rojrocosanus 4wieHos JIOK.

— Kaxeni unen JIOK uMmeer mpaBo BeriTéH M3 cocraBa JIDK, mpenocraBus
IIpencenaremo JIOK cooTBeTCTBYIOIIEE 3asABIICHUE C KPATKHM OIIMCAHHUEM
IIPHYKH CBOETO pemenus. JlomyckaeTcs ycTHoe yBegomieHus wieHoB JIDK
0 cBoeM pemenur Ha 3acemaHu  JIDK, kotopoe nomxHO OBITH
3a()MKCHPOBAHO B IIPOTOKOJIE 3aceIaHusl.

— Unensl JISK MoryT 6bITh Hckmodens! u3 coctaBa JIDK mo pemmenuro JIDK
IIPH HAJIMYUH COOTBETCTBYIOLIMX apIyMEHTOB ITyTeM I'OJOCOBaHUS UJIEHOB
JIOK. Tlpencenarens JIDK BIpaBe mocTaBHTH Ha TONOCOBAHKE BONPOC 00
ucxmodenny uneHa JIOK w3 cocraBa JIOK, mpu mpomycke 6e3
YBaXXHTENBHBIX IPHYMH TpeX noapsiy 3acenanuii JIOK.

— Bkmogenue B cocrtaB JIDOK HOBBIX WIEHOB, MPOUCXOIUT IOCIE
pexoMeHgaimy wieHa JIOK, nocie o3HakomuieHus ¢ KpaTko# Ouorpadueit
obcyxxaeMoro KaHaunaTa. BeIHOCHMOE pelueHre JODKHO OBITh 3aIIkCaHo B
IIporokon 3acenanus. B ciydyae npuUHATHS MONOXHUTEIHHOIO PEIISHHUS IO
IpeajaraeMoy KaHOuJaType B TedeHue 5 pabouyux JHeH IOJDKHBI OBITH
BHECEHBI COOTBETCTBYIOIIHE U3MEHEHHUS B CIIUCOK coctana JIDK.

1.9.11epenz6panue uieHoB JIOK MomKHO MPOXOAUTH HE MEHEe OTHOTO pa3a B 5
net. MakcumanbsHsli cpok pabots! B JIDK He ycTaHOBIEH.

2. ®OPMbI 1 ITPUJIOKEHU A
1.1.006s3aTenbsecTBO 0 KOHPUACHITHAIBHOCTH, TpritoxkeHne 07-02-01

ITpencenarens JIOK: 9/%@/ JIan H.A.



000 «Hay4HO — KnuHU4eckuin ueHTp Annepronorn u UmmyHonorum» COM 07, sepeus 1.0, 25.03.2020
MPUNOXEHWE 07-01-01
OBA3ATEJBCTBO

O KOHOUJIEHIIUATHHOCTH

JIOKaJIbLHOr0 S THYECKOro KOMHTETA
npu Hay4Ho - KITHHAYECKOM KOHCYJIbTATHBHOM LEHTPE

Annepronorun u UMmyHoJiorun

s, ©.1.0. , WIeH

JloxansHoro stwdeckoro xomutera mpu « HKKI[ Astepronorun 1 UMMyHOIOrHHY, 06S3YIOCH
COXpaHATh KOH()HIEHIHATLHOCTE HHGOPMALMH, CBI3AHHOM ¢ KIMHUYECKAMHE HCCIICIOBAHHIMH,

MaTepHalIbl KOTOPBIX pacCMaTpPHBAIOTCS Ha 3acelaHMsaIX JloKaBHOTO 3THYECKOI0 KOMHTETA.

5 py4arock B TOM, YTO HHKaKas NOKYMEHTAlWs B OPHTHHANE MM KOIHH, a TAKXKE HHKAKAS
HH}OpMaIKs O KIMHUYECKHX HCCICJOBAHIAX, HX XOJle, YYaCTHHKAX U Tp. He OyIeT mepeqaHa
MHOIO TPETBHM JIMIaM HIM KakuM-THO0 o0pa3oM pasriamieHa, 3a HCKIKOYEHHEM CIIydaes,

IPENYCMOTPEHHBIX  NCHCTBYIOIIMM  3aKOHONATEIBCTBOM M NpaBHiamMu  Hammexameit

Kmuamgeckoit [TpakTukw.



