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COTMl Nel Opranusauuma JIIK OO0 «BUTAMEL»

Jlokanbublii 3THYeckuii komurer OO0 «BUTAME]/l» (JIDK) opranmsyercs mo
pacnopspxenuto nupexkropa OO0 «tBUTAMEIy.

Hean co3nanmusi mokambHOTO dTHYecKoro komuteta (JIDK) — obecreyenune He3aBHUCUMOUN
OKCHEPTHU3bl, KOHCYJIbTUPOBAHHE W TMPUHATHE PEIIEHUI MO BOMpPOCAaM ATUKH OMOMEIMIIMHCKUX
HCCIIEIOBAHUH, TPEAYCMATPUBAOIINX YYACTHE JTFOJICH.

ObsacTs npumenenns: JlanHas crangaptHas onepanuonHas npoueaypa (COII) otHocutes
KO BceM BHJaM jesrenbHocTd JlokampHOro DtHueckoro Kommurera, co3aHHOTO B MEIUIIMHCKOM
uentpe OO0 «BUTAME]».

OTBeTCTBEHHOCTB: CJIEIOBaHHUE MOJIOKEHHUIO U MPaBUiIaM pabOThI JIOKaTbHOTO KOMUTETA 110
3THKE NpPU MPOBEICHUH OMOMETUIIMHCKUX HCCIEOBAaHUII HA OCHOBE NMPHUHIIMIIOB, U3J0KEHHBIX B
OCHOBHBIX MEXIYHAPOJHBIX U OTE€UECTBEHHBIX 3THYECKUX TOKYMEHTAX.

IIpaBoBas 06a3a 1esITeJIbHOCTH JIOKAJIBHOI0 JTHYECKOT0 KOMHUTETA

= |CH HARMONISED GUIDELINE INTEGRATED ADDENTDUM TO ICH E6 (R1):
GUIDELINE FOR GOOD CLINICAL PRACTICE E6 (R2).

= Directive 91/507/EEC, The Rule Governing Medicinal Products in the European Community.

= US Code of federal Regulations dealing with clinical studies (21 CRF including pars 50 and 56
concerning informed consent and IRB regulation).

= XenbCHUHCKas Aekiaapanusa BceMupHol MeIUITMHCKOM acconmanuu "PekoMenaauu: s Bpayuen,
3aHUMAIOIIUXCST OMOMEIUIIMHCKUMHU HCCIICAOBAaHMAMM C y4acTHeM Jonei", mpunstas 18-k
Bcemupnoii meauimackoi accambineeit (Ounmstaaus, 1964 r., mepecmorpena B SAnonuu B 1975
r.; Utamuu - 1983 r.; ['onkoHr - 1989 r.; FOxHO-Adpukanckoii pecyonuke - 1996 r., Dnunbypre
- 2000 r.); Bammuarrone -2002; Tokno-2004; Ceyne-2008; dopraneze-2013.

» KonBeHIUs 0 3alUTE MPaB YEJIOBEKA U JTOCTOMHCTBA YEJIOBEYECKOTO CYLIECTBOBAHUS B CBS3H C
UCIIOJIb30BAaHUEM JOCTHKEHUI OMOJIOrMM M MeauuuHbl: KOHBEHIMS O IpaBax 4YeloBeKa M
onomeuinae ot 04.40.1997.

*  MexIyHapoaHbIe U ’THYECKHE MpaBuiIa OMOMEIUIIMHCKUX UCCIEA0BAHNUN C BKIIOYSHHUEM JIIOICH.
CoBet MeXyHapOAHBIX OPTaHU3aIMi M0 MEAUIIMHCKOM Hayke. JXKenesa, 1993.

»  ®denepanbabiii 3ak0H PO "OO ocHoBax oxpaHbl 310poBbsi B Poccuiickorr depepanuu" ot
21.11.2011r. Ne323-®3.

=  @epepaibHbIM 3aKOHOM «O MEPCOHANBHBIX AAaHHBIX» OT 27.06.2006 r. Nel52-®3, Briroyas
M3MEHEHUSI.

*  Hanuonanenseiii cranaapt PO I'OCT P 52379-2005 "Hannexamas kinuaudeckas npaktuka" GCP
(2005 r.) Good Clinical Practice (GCP) yTBepxneHHbIi nprka3zoB deaepanbHOT0 areHTCTBa 110
TEXHUYECKOMY PETyJIUPOBAHUIO U METposioruu oT 27 ceHtssops 2005 r| N 232-cr.

»  depnepanbHblii 3ak0H «O0 00palieHnn JIeKapcTBEHHBIX cpencTB» oT 12 ampenst 2010 r. N 61- @3

» Craggapt otpaciiu OCT 42-511-99 "llpaBuna mnpoBeACHUS KadeCTBEHHBIX KIMHHUYECKUX
ucnelTaHuii B Poccniickoit @enepauun” ot 29.12.1998 r..

» MunucrepcrBa 3apaBooxpanenus Poccutickoit @eneparuu Ne 2000 «OO0 yTBEp)KIESHUN TIPABUIT
HaJyIeKallel KIMHUYECKOU pakTuku» ot 1 anpens 2016 ¢

= 3akoH PO ot 27.11.1992 Ne4( 15-1 «OO6 opranusammu cTpaxoBoro jnaena B Poccuiickoit
Denepauumny.

» [locranoBnenue IIpaButensctBa PG ot | 3.09.2010 Ne714 «O06 ytBepxkaeHun TUIOBBIX IpPaBHI
0053aTeNILHOTO CTPaXOBaHMS JKU3HHU U 3J]0POBbs MALMEHTA, YYACTBYIOUIETO B KIMHUYECKHX
MCCJIEIOBAHUSX JIEKAPCTBEHHOTO Mpenaparay. 3



» [Ipukaz MunucrepctBa 3apaBooxpaHeHus Poccmiickort ®eneparmuuu ot 29.11.201 2r.
N986H «O06 yTBepkaeHUH TONOKEHUS 0 COBETE ITUKEY.

» [Ipuniumnst padotel KomureToB mo Otuke Meanko-Ouonornueckux uccnenoanuii, BO3, XKenena,
2000.

= «JloroBop o EBpasuiickom skoHOMHYeckoM coro3e» 29.05.2014.

» Pemenne CoBera EBpasmiickoii skonomuueckoir komuccun ot 03.11.2016 N79 «O6

yTBepkaAeHUN [IpaBui Haanexamied KIMHUYECKOW MpakTHKK EBpa3uiickoro 3KOHOMHYECKOTO

COI03a.

* CrangapTtHa s onepaionHas nporenypa Ne2 «IIpouenypa npoBeaeHHs STHYECKONH HKCIEPTU3BI
UH(POPMAITMOHHOTO  JIUCTA narentay Mudopmanus Munsnpasconpazsutus PO ot
06.12.2011r.

* JlokanbHBIA DTHYECKUI KOMUTET NOATBEPKAAET, YTO OH OCHOBAH M AeicTBYeT coryiacHo [IpaBunam
GCP, mecTHOMY 3aKOHO/IATEIBCTBY U JICUCTBYIOIIMM HOPMAaTHBHBIM TPEOOBAHHUSAM, B TOM YHCIIC
Koncrurymmu Poccutickoit denepanuu ot 12.12.1993r.

Posin ¥ GpyHKUIMH JIOKAJTBHOT0 ITHYECKOT0 KOMHUTETA, €ro MOJTHOMOYHSA

JIDK OO0 «BUTAME/» B cBoeil paboTe mpH OLEHKaX, PEKOMEHAALUAX U PEIICHHUIX
YUUTBIBACT HALMOHAJIBHBIE M MEXKAYHApOJIHbIE PYKOBOJCTBA IO JTHKE OHOMEIUIIMHCKUX
uccienoBanuil ¢ yuactuem uyenoseka, SIOMS, WHO, Konsenuuto Cosera EBpomnsl 1o mpasam
YeJi0BeKa U OMOMETUIIMHE U IPYTHe aKThl.

JIDK paspabatsiBaeT coOCcTBEHHBIE cTaHAapTHBIE paboune mpoueaypsl (COIT),

OCHOBaHHble Ha PexkoMeHmanmusaxX KOMHUTETaM [0 3THUKE, MPOBOJAIIMM 3SKCIEPTU3Y
onomenuuHCKHUX uccienoBanuii (XKenesa, BO3, 2000 1 OK3CHr/SDCER/WHO/004, CII6., 2004).

JIOK co3paercs 1 GyHKIMOHUPYET B COOTBETCTBUU C HAIllMOHAJIBHBIM 3aKOHOJATEILCTBOM U
CTPEMHTCS BBINIOJHATH MEXKIyHAPOJIHbIE TPEOOBAaHUS MO COOJIOACHUIO TAPAHTUN Ul YYaCTHHKOB
OMOMETMIIMHCKUX HCCIIEJOBAHUM.

JIDK B cBoeii 1eSTEeNbHOCTH IPU3HACT M YBAXKAET pa3iniyue KyJlbTyp U perauruii, codbmomaer
IPUHIUNBI HE3aBUCUMOCTH, OTKPBITOCTH, KOMIIETEHTHOCTH M Iultopanu3Ma. CocTaB JIOKaIbHOTO
TUYECKOI0 KOMUTETA.

Bori0op M Ha3zHaueHue OCHOBHOro cocraBa JIJK, ompeneneHue 4ncIeHHOCTH
cocraBa

CocraB JIDK Moxer Briroyars B ceOs or 6 mo 10 uyemosexk. Umensl JIDK moimkHBI
MPEJICTABISITh PA3IMUHBIC 00JIACTH 3HAHUWH IS JIOTO, YTOOBI 0OECIIEUUTh MOJHYIO M aJCKBATHYIO
ITHUYECKYIO SKCIIEPTU3Y UCCIEeI0BAaHUM.

B uncno 4ieHOB KOMHUTETA 1O STUKE JIOJDKHBI BXOAUTH CHEITUAIMCTHI B 00JIaCTH MEIUIIUHEI,
CHEIHAIMCT B OOJACTH IOPUCIPYIEHIUU, KaK MUHUMYM OJIMH CHEIHUAIIUCT, cPepoil OCHOBHOM
JESTENIbHOCTH KOTOPOTO HE SBJSETCS 00JacTh MENUIMHCKOW HayK, Kak MUHUMYM OJIMH - HE
corpynauk OOO «BUTAME]]», He3aBUCUMBIN B CBOMX OLIEHKAX, COBETAX U PELICHUSX.

[Ipencenarens u 3aMecTuTeNb MpeAceAaTesis HazHadaeTcs mnpukazoMm aupektopa OO0
«BUTAME]l», npemnoxenus no coctaBy JIDK wuHuumMupyercs mnpeacenareneM, yTBEPKIACTCS
cocras JIDK nupektopom OO0 «BUTAME/I».

Pacmmpenue coctaBa M BBEIEHHE HOBBIX WICHOB MPOBOJIUTCS IO PEHICHUIO 3THYECKOIO
komuteta. HoBbie uiensl BBoAsATCA B cocTaB JIDK noce equHoriacHoro rojgocoanus uieHoB JIDK.

OO6cyxeHre KaHAUIaTyp HNPOBOAMTCA Ha OCHOBAHMM PEKOMEHAALMM 4ICHA: JIOKAIbHOIO
TUYECKOTO0 KOMHUTETA, KOTOPBIA MPEATIONKWI KaHIuAaTa, U MpodeccHoHaNbHOM aBTOOHOrpaduu



KaHauaaTa. YClIOBUEM OOCYXKICHHs SIBISETCS corjache KaHIuJaTa Ha BO3MOXKHOE BKIIIOUEHHE B
cocraB JIOK, roroBHoCTh cienoBaTh npaBuiam GCP, BBINONHATH CTaHIAPTHBIM ONEpALMOHHBIE
IPOLEAYPBl ATUYECKOT0 KOMUTETA, OJMUCATh 0053aTENbCTBO O KOH(PUIEHITUAIBHOCTH.

Unensr JIDK momkHBI OBITH pa3sNUYHOTO TOJAa W BO3pacta, cdepa mpodecCHOHATBLHOMI
NEeSTeIbHOCTH HE OTPaHUYMBAETCSl.

Unenst JIDK BBIOUpAIOTCS MO UX TUYHOCTHBIM Ka4eCTBaM, Ha OCHOBE UX; HHTEPECOB, 3HAHHUS
U ONbITa B 00JIACTH STUKU WIM HAyKH, a Tak’K€ Ha OCHOBAaHUHM CTPEMJICHUS M COTJIacusl yIEIHTh
HeoOxoaumoe Bpemsi U ycunust s pabotsl B JIDK. UneHbl 3THYECKOTO KOMHUTETa BBIOMPAIOTCS
CPOKOM Ha TpHU roJia ¥ CPOK UX MOJTHOMOYHI MOXKET ObITh MPOJJIEH MO PEIICHUIO YIEHOB KOMUTETA,
HO He 0oJiee YeM Ha TPH CIEAYIONUX OJHH 3a IPYTHM CPOKa.;

[Tpu Bcrymnennn B JIDK Kaknmplii y4acTHHK JOJDKEH IMOJNUCATh KOH(DHICHIIMAIBHOCTH,
o0OecrieunBaroliee COXpPAHCHHE B TailHE OT HEYNMOJIHOMOYEHHBIX HAa TO JHI HMH(OpMAaluu, HE
MoJyIeKaIIeH pa3rialeHuro.

UsteHbI STHYECKOT0 KOMUTETA JJOJKHBI YKa3aTh 00 HMEIOIIEMCs] Y HUX KOH(DIUKTE HHTEPECOB
WM KaKOW-THUOO0 CTENMEHW 3aMHTEPECOBAHHOCTH - B (pMHAHCOBOM, MPOGECCHOHATHPHOM WA WHOM
OTHOILLIEHUU - B MPOEKTe WU mpeioxkeHuu, [loamexamux paccMmorpenuto, a JIDK momxen
OTIPENICTTUTh BO3MOKHOCTh W YCJOBHS ydacTusi wieHoB JIDK, mmeromux kakou-mub0 KOHQIMKT
UHTEPECOB, PEKOMEH IALIUM.

Unenst JIDK Moryt OBITH AUCKBAIM(HUIIMPOBAHBI MO PEIICHUIO KOMHUTETA TPH HAIWMYWN
COOTBETCTBYIOIIUX AapTyMEHTOB M JAaHHBIM TMpolecc ANCKBATH(PUKAIUKA TPOBOAUTCI IMyTEM
rOJIOCOBAHUS WICHOB 3THUYECKOI0 KOMUTETA.

Unens! JIDK MoryT OBITH MCKIIIOUEHBI M3 COCTaBa PEUICHHEM OCTalbHBIX wieHoB JIDK mpu
HEZ00POCOBECTHOM BBIMOJHEHUH CBOMX OOSI3aHHOCTEH: YKJIOHEHHWM OT Yy4yacTHsl B 3acellaHusx,
pasrinameHny  KOHGUACHIHMATBHOW HWH()OpPMAINK, KaCAroMIeWcs KOHKPETHOTO KIMHHUYECKOTO
uccienoBanus w/wiam xoxa 3acemanui JIDK, cucremMarnueckoro; oTkasa OT y4acTHs B NMPUHSATHU
peleHuit n3-3a koHdaukra uarepecos (6onee 20 % 3acemanuii/ciydaes B roxn).

Unenst JIDK Moryt yWTH B OTCTaBKy CO CBOETO TOCTa IO COOCTBEHHOMY >KEJIaHHIO,
npezcTaBuB npomeHne o0 orcraBke npenacenatento JIDK. Ynenst JIDK, ymeammue B 0TCTaBKy WIH
JTUCKBATU(UIUPOBAHHBIE MOTYT OBITh 3aMEHEHbl B PE3yJbTaTe€ COOTBETCTBYIOUIMX Ha3HAYEHUU
HOBBIX YWICHOB KOMUTETA.

He3zaBucumbie KOHCYJIbTAHTBI. JIDK MOXeT onupaThcsi B CBOMX CYKICHUSX OTHOCUTEIBHO
oTaenbHbIX [IpOTOKONOB HCCleOBaHUS WJIM PEKOMEHJAMH Ha MHEHHE HE3aBHCHMBIX
KOHCYJIBTAaHTOB (PKCIEPTOB) MO OMNPEJCIEHHbIM BOIpPOCaM, OJHAKO UX TOJOC SBISETCS
COBEIIATENIbHBIM, a HE PEIIAIOIINM.

HeszaBucuMblil KOHCYJIBTaHT MOKET HazHadaThes npencenarenem JIDK u3 uucna skcnepToB
M0 Y3KOCTIECHHAIU3UPOBAHHBIM JIUCIMUIUIMHAM, BOMPOCAM IOPUCHPYACHUUU, PEIUTUU U Ap. s
MIPOBEJCHUS SKCIEPTU3HI 10 KOHKPETHOMY HCCIIEI0BAHUIO.

HesaBucumble KOHCYJIBTaHThI, IPU MPUBJICUYEHUU K ITUYECKON HSKCIEPTU3E, KaK U UJICHBI
JIDK, nomxHbI HoAIUCAaTh COTalieHne 0 KOHQUACHIINATbHOCTH / KOH(IMKTE HHTEPECOB.

Kpainpukanus 471eHOB 3THYECKOr0 KOMHUTETA:

- npeJceaaTens - U0, UMEIOIee BhICIIee MEAUIIMHCKOE 00pazoBanue, KommnereHTHOE
B 00J1aCTH STUKU U OPraHU3AlMH, U TIPOBEACHUN OMOMETUIIMHCKUX UCCIeI0BaHUN

- 3aMeCTUTENh TpEeJCceaaTeNs -JIUI0, UMEIOIIee BBICIIee MEIMIIMHCKONW 00pa3oBaHuE,
KOMIIETEHTHOE B 00JIaCTH ATHKU M OpPraHu3allly, U MPOBEACHUN OMOMETUIIMHCKUX HCCIIEI0BaHUMH,
3aMeniaroliee mpeaceaaresns BO BpeMs ero OTCyTCTBHS;

- CEKpeTaph - JHIIO C BBICIIMM 00pa30BaHUEM, IMOATOTOBICHHOE IO BOMPOCAM: ITUKH,
OpraHM3alMl U TPOBEACHMS] KIMHUYECKMX MCCIEIOBAHUN, JEJIONPOU3BOJICTBA, BIIAJCIOIICE
sHaausmu [1K, ymeroree obpamarbes ¢ opuCHON TEXHUKOM.

- ynensl JIDK - mpencraButenu MeaMIIMHCKOH, (GapMarieBTUIECKOM, 6I/Ionor51/1quK0171,



IOPUJINYECKOM, COIMaNbHOW, HAayyHOW M Jp. cdepbl IesATENbHOCTH, OOJafaroIue; 3HAHUSMU
TUYECKOHN IKCIEPTU3bI OMOMETUIIMHCKIX UCCIIEOBAHUI U TIPAB MaIlMeHTA.

Pacnipenenenue o6s3aHHOCTEN Cpeil YWICHOB THYECKOIO KOMUTETA.

Hamnexamee pynkunonuposanue JIDK B COOTBETCTBHH CO CBOEH cepoil OTBETCTBEHHOCTH
o0ecneunBaroT CleAyIoNre JOKHOCTHBIE JINLA:

-npeceaaTeNb

-3aMECTUTENb IIPeIcenaTeNs

-CeKpeTapb

-usniensl JIDK.

[Ipencenarens oTBedaeT 3a OpraHU3alMi0 COBEIIAHMM, MPUTJAIIaeT HE3aBUCUMBIX
KOHCYJIbTAHTOB JIJISi MPOBEACHUS CIEeHU(UYECKON 3KCHEPTHU3bl M0 KOHKPETHOMY HCCIIEOBAHHUIO,
OTBEUAET 3a CBS3b C OOIIECTBEHHOCTBIO.

3amecTuTeNnh TpeAcenaTeNis BBINOMHSET OO0S3aHHOCTH TMpelacedarenss BO BpeMs €ro
OTCYTCTBHSI.

Cekperapb OTBEYaeT 3a AJIMHHUCTPATUBHBIM acCMEKT JEATEITbHOCTH KOMHUTETa, U UMEET
cienyromue QyHKIUN:

-opranuzanus S()(GEKTHBHOTO ETOMPOU3BOJACTBA MO KAXKIOW TMOITYYCHHOW 3asBKE C
00s13aTeILHBIM 3aIl0THeHHEM BeeX GopM, peaycMoTpeHHbIx COIT;

-MIOJITOTOBKA U BEJCHUE JICTT;

-[I0JIrOTOBKA MOBECTKHU JHS U BEJEHUE TPOTOKOJIOB 3aceqaHusl;

-Benienne nokymenrtanuu JIDK u apxusa;

-OCyIIECTBICHHUE CBA3M ¢ wieHaMu JIDK 1 munamMu uim opraau3anusiMu, OJA0IIUMU 3asIBKH;

-o0ecreueHune MoAroTOBKY nepconana u wieHoB JIDK;

-OpraHu3anysl TMOJArOTOBKHM, PAaCCMOTPEHMS, MEPECMOTpPa M PACCBUIKA JOKYMEHTOB; -
obecrieueHne HEOOXOIMMON aTMUHUCTpaTUBHOW mojaepxkku JIDK, ero mpemcemarens B CBS3M C
OTHOCSIIIEHCS K €r0 KOMIIETCHIIUU AeITeTbHOCTHIO (HampuMep, JOBEIeHUE PEIICHHUS 10 3asiBKE 0 €€
MoAaTeNs);

-o0ecrieueHue moTHoN nHpopMmaruu ams yieHoB JIDK;

-o0ecrieyeHue CBsI3U C JIMIIAMHM WJIM OpraHU3alMsIMU IO BorpocaMm aesTenpHoctH JIDK B
mpeJienax CBoe KOMIETEHINH U C COOTI0ICHHEM KOH(DUICHIIMATEHOCTH;

-TEXHAYECKOE U OpraHU3allMOHHOE conpoBoxkacHUE PR - nestensHOCTH;

-o0ecrieueHue pabOThI COTJACHO padoueMy pachucaHuio, HHpoOpMamus O KOTOPOM
pa3memaercs Ha caiite OO0 «BUTAME/l» u noBoguTca 0 CBEIECHHUS 3aMHTEPECOBAHHBIX JIUIL;

-BeJICHUE JIOKYMEHTAllUd IO y4eTy mpojaenanHoi pabotel ([Ipumoxkenue 1), paboumx
J)KypHaJIOB U BHYTPEHHEHN JOKyMeHTaluu, npeaycmorpennon COIL.

O06s13aHHOCTH M c(epa OTBETCTBEHHOCTH YJICHOB 3THUYECKOTO KOMUTETA!

-y4acTHE B 3aCEJIaHUSIX KOMUTETA;

-paccMoTpeHHe, 00cyKIeHue, OlleHKa U SKCIepTU3a MakeTa: JOKYMEHTOB, PElLICH3UPOBaHUE
MPEAJIOKEHU N OTHOCUTEIBHO UCCIIEIOBAHUMN, TPEICTABICHHBIX Ha SKCIIEPTHYIO OLICHKY;

-paccMOTPEHUE MPETIATAEMBbIX 3asIBUTEISIMU TIONPABOK;

-pacCMOTPEHUE OTYETOB O CEPhE3HBIX CITyUasiX HEXKeJIaTeIbHbIX SBICHUI;

-U3y4yeHUE OTYETOB O XOJI€ HCCIIEJOBAaHMM M Mocieayrollee HaOII0JeHHUI 3a TeKyIUMU
HCCJIEIOBAHUSIMU;

-Ol[€HKa OKOHYATEJIbHBIX OTUETOB 00 MCCIET0BAHUAX u WX pe3yJIbTaTOB; -
obecrnieueHrne KOH(MUICHIINATbHOCTHIOKYMEHTOB U ux oOCyXJeHUsI Ha 3acenaHusIX
JIOK;

-00BSIBIICHUS O KOH(DIIUKTE UHTEPECOB;

-y4acThe B OpraHu3allid U MPOBEIECHUU 00pa30BaTENIbHBIX MEPONPUATHH B chepe ITHKU
OMOMEIUIIMHCKUX UCCIIeI0OBaHMIA;

-TIOBBIIICHNE KBATU(UKAIUY TyTeM CTaXUPoBOK, GCP TpeHUHTOB U T.1I.



Opranusanus padorsl JIDK, muiianupoBaHnune v npoBeeHne 3acelaHmi.

JlokabHBIN DTUYECKUM KOMUTET MPOBOJIUT 3aCeaHUs PETYIISIPHO HE Pexke

1 paza B (26-28 uuciax) 3acemaHusi MOTYT TakKe Ha3HAYAThCS IMPeACeIaTeNIeM M0 Mepe
HeoOxoaumocTu. Jlata odepeHOro 3aceqaHus ONMpeAeNsseTcs Ha KaxJIoM TeKylieM 3acenanuu. O
MO0BIX M3MEHEHHSIX Tpaduka 3acemanuil mpexacenarens JIOK cTaBUT B M3BECTHOCTH 3asBUTEIIS.
CekpeTapb KOMUTETA OMOBEILIAET O JJaTE€ U BPEMEHU 3aCEeIaHUsl M €0 MOBECTKE HE MO3/IHEE, UEM

Ha 3acenannu cooOuieHne o paccMaTpruBaeMOM UCCIICAOBAaHUY JieflaeT ouH U3 wieHoB JIDK,
MOJyYMBIIMN 3apaHee (3a HENENI0) JOChe CO BCEMU IMPEJCTaBICHHBIMU MaTepUallaMd II0
IUIAHUPYEMOMY  KJIMHUYECKOMY HCCJIEOBAHHIO, TOAPOOHO O3HAKOMHBILUKHCS CO  BCEMH
MaTrepuatamu

B xoze 3acenanus Beaercs npotokon 3aceganus. Ilporokon Benet cexperaps JIDK. IIpoTokon
JIOJKEH XpaHUThCs B JokymeHTax JIDK.

[Ipencenarens JIDK mommken Bectu 3acemanue, 0O, B Clydae €ro OTCYTCTBHS MOPYYUTH
BeJICHUE 3aceanus ogqHomMy u3 wieHoB JIDK.

JIOK pacnonaraercst B 000py/10BaHHON (KOMITHIOTED, TelIe(OH, KCEPOKC U T.1.) TTOMEIICHUH,
MpeyCMAaTPUBAIONIEM XpaHEHUE MAOKYMEHTAIlMM M apXuBa, padOTy ceKpeTaps W TPOBEACHHUS
3acemanuii. Ha caiite OO0 «BUTAME/I» vitamed-Ki.ru umeercst anekrponnas crpanumna JIDK.

TpeboBanusi o kBopymy. 3acemanue JIDK MokeT OBITh MPOBENCHO W €ro pelieHUs
CUMTAIOTCA JEHCTBUTEIBHBIMU IIPH IPUCYTCTBUU Ha 3acefanuu 50% + 1 uneHoB komurera. Pocyck
satTrdeckoro komutera. JIDK pacnyckaercst 1o pelieHUI0 yUpeauTEs.

Paboumii A3bIK ATHUECKOTO KOMHUTETa - pycckuid. Bes moxymenrtamms JIDK Benercs Ha
pycckoM si3bike. TpeOoBaHUS K MPENOCTABIAEMOM IS 3TUYECKON AKCHEPTHU3bl JTOKyMEHTAlUU
onucanbl B coorBeTcTBYIOIMX COIL.

IIpaBuiia nogavyu 10KyMEHTOB

JlokymeHTaIus 1o IJIaHUPyeMOMY KJIMHHYECKOMY HcclieoBaHuio rojaercs B JIDK ot nuna
3asIBUTEJIS, HECYIIErO0 OTBETCTBEHHOCTH 3a HayuHblid, OpraHu3alilMOHHbIA U STUYECKUNA aCIEKThI
HCCJICIOBAaHUS.

Jlocke, mpenocTaBisieMoe B HEIIX 3THYECKON KCIIePTU3bI, JOJDKHO BKIIIOYATh BCE JOKYMEHTHI
HEOOXOAMMBIC JIJIS TIOJHOIICHHOW ATHYECKOW AKCIEePTU3bl. JJOKyMEHTHI AJI1 TEPBUYHON MOJa4yH, a
Tak)Ke 0J0OOpPEHMS MOMPABKU HIJIM HOBOW BEPCHH MPOTOKOJIA, HHPOPMAIIMOHHOTO JIUCTA, OPOIIIOPHI
JOJDKHBI TIPEIOCTABIATHCSA B OyMakHOM (popMaTte U Ha AJICKTPOHHOM HOCHUTEE.
lomoBo#i OTYeT M OTYETHI MO OE30MaCHOCTH JUIS IOJAYM K CBEJICHHUIO MPUHHUMAIOTCSA TOJBKO
MIPUHUMAIOTCS Ha JIUCKE.

[Tepen mepechbUIKOW TOKYMEHTOB IMPEABAPUTENBHO HaIpaBisieTcss muchMo Ha e-mail JIDK
vitamed.lec@mail.ru .

OpurvHajibl TOKYMEHTOB B pacledaTaHHOM BHJI€ OTIPABISAIOTCS IO ajpecy: I. MockBa, yiI.
CecnaBunckas, a.10. Knuauka "ButaMen", na umes cexperapst JIDK.
B DJICKTPOHHOM (Ha JUCKE) U paclieuaTaHHOM BH/JIC



COlM Ne 2 KoHdnaeHUManbHOCTb

Henasr - omnpeneneHue ¢GOpMBI, YCIOBHA U TMpolecca 3aKIIOYCHHS COTJAICHUNH O
KOH(UIEHIMATBHOCTH MIPHU paboTe JIOKATHHOTO ITHYECKOI0 KOMUTETA.

O6sacT, mnpuMeHeHMss - paboTa JIOKAIbHOIO STHYECKOIO KOMHUTETa, TMOAMHCAHHE
COTJIAIICHUH 0 KOH(PUACHITUATHHOCTH / KOH(IIMKTE HHTEPECOB B padoTte ¢ nokymentamu JIDK.

OtBercTBeHHOCTH: Bee wiensr JIDK OO0 «BUTAME]/l» 00s13aHbI moamucaTh COrIalieHue
(0] KOHq)I/II[eHI_[I/Ia.HBHOCTI/I. Hosrie YICHBI, CTAXCPbI, OSKCIICPThI, HC3aBUCHUMbLIC KOHCYJIbTAHTHI,
MNPpEACTAaBUTCIIN HCCICAOBATCIIA U CIIOHCOpA, HWHCICKTOPBI, W Op.; JHLQ4, JONMYIICHHBIC K
03HAKOMJIEHHUIO C JOKYMEHTaIMeEN 10 UCCIIEI0BaHMI0 WK JokyMeHTanuei JIOK, npurnamenssie Ha
3acenanue JIOK, 00s3aHbl MpOYMTATh, MOHATH, NPUHATH U TMOANHUCATH (OPMY COTJIAIICHUS O
KOH(PHICHIIMAITBHOCTH/KOH(IMKTE WHTEPECOB JI0 TOTO, KaK OHU MPUCTYIAT K padore. bmanku
KOH(pHUICHIMAIBHOCTH (TIPHIIOKEHUS 1) XpaHUTHCS B CEKpeTapuare.

3a ¢akT moanmMcaHus COTJIAMICHUsI HECET OTBETCTBEHHOCTh cekperaph JIDK. Ilonmucannsie
auctel TomenraroTcss B (aitn «KonduaeHmumanpHOoCTh» W XpaHsrcs B apxuBe JIDK. Bropoi
NOJANMCAHHBIA JK3eMIUIAp (OPMBI COTJIANICHUs C MOJMUCHIO WIEHBI CEKperapuata M JaTou
MOANUCAHUS XPAHUTCS KaK O(bHHHaHBHBIﬁ JOKYMCHT Yy TOANINCAaBIICTO.

[MoapoOHast MHCTPYKIIKS MO MOAMMCAHUIO COTIIAIICHUS:

-Bce nmma, momnuceiBaromue ¢opmy coriacusi 0 KOH(QUACHUUMAIBHOCTH, IOIy4aloT 2
sk3emiuigpa ¢opMbl. OHM 00s13aHBl BHHUMATEIbHO O3HAKOMUTHCSA C COJEp)KaHUE, yKa3aTh CBOM
nanubie (PHUO), moctaBuTh moanuch u Aaty. [Ipy BOSHUKHOBEHHH BOIPOCOB HEOOXOIMMO 3a71aTh MX
CEKpeTapIo.

-Bce nuna, moanucasime Gpopmy corsiacusi 0 KOHGUIESHITNATLHOCTH, 00s13aHBI COOJII0IATh BCE
yCJI0BUS, Ka3aHHLIC B COTJIAILICHUH.

Ipuioxkenne 1
Corunamenue o KoHpuAeHIHAIbHOCTH 14 WwieHa JIDK O00 «BUTAME/»

A,
00s3yI0Ch HE pas3riamarb WHGOPMAIMI0 W COONIOAAaTh KOH(UICHIMATLHOCTh B OTHOILICHHUH
MPOUCXOAIINX Ha 3aC€JaHNM JTUCKYCCUH, npenctaBieHuid, nogaHHeix B JIOK OO0 «BUTAME[]»,
uH(popMaIuy 00 yYaCTHHKAX UCCIIEIOBAaHUI M BOIIPOCOB, BOSHUKAIOIIMX B TIPOIECCE 00CYKICHUS.

Hara Iloamuce




KoHdmKT HHTepecoB - 35TO CHTyamus, KOTAAa HEKOE JIMIO WMEeT JHMYHbIe WIH
npodecCHOHATbHBIE MHTEPECHl, JOCTATOYHBIC U TOTO, YTOOBI MOBIUATH HA OOBEKTUBHOCTH U
000CHOBAHHOCTD JICUCTBUI, OTHOCSIIUXCS K chepe MpodecCHOHANBHON NesITeTbHOCTH.

KoH}uuKkT MHTEpEeCcOB BO3ZHUKAET, KOT/1a:

1) YaCTHBIE WHTEPEChl YeJIOBEKa HE COBMANAIOT C €ro MpodecCHOHATHHBIMU
0053aHHOCTSIMU;

2) npodeCCHOHANIbHBIC IEHCTBUSI WIIH PEIICHUSI MOTYT OBITh 000OCHOBAHO; TIOJIBEPTHYTHI
COMHEHHMIO ITyTeM HE3aBUCHMOU SKCIIEPTU3HI;

3) KOH(JIMKT 3aBUCHUT OT CUTYAIlMH, a HE OT XapaKTepa JACHCTBUH YeIOBEKa,

4) MOTCHIUATBHBIA KOH(MIMKT HHTEPECOB IOJKCH OBITH BBISBICH M IPEIOTBPAILCH:

yTeM COOJIOACHHUS YCIOBUH COTTIAILICHHS.

O Hanmuyuu KOH(IUKTAa MHTEPECOB JHUIO 00S3aHO COOOLIUTH A0 IMPOBEACHUS 3TUYECKOM
HKCIEPTHU3BI UITH J0 Havaja 00CykKIeHHs mpoekTa (uccienoBanus). CBe1eHUs 0 HAIMYMU KOH(IUKTA
MHTEPECOB 3aHOCSTCS B IPOTOKOJL.

JIumo, nmeromniee KOHQIIMKT MHTEPECOB HE MOXKET NPHHUMATH YYacTHsl B TOJOCOBAHHMH IO
IIOBOJy IPOEKTA, [0 OTHOIICHHIO K KOTOPOMY OHO UMEET KOH(IMKT HHTEPECOB.



COTl1 Ne3. lNosecTka AHA 3acenanma JIoK OO0 «BUTAME» v ero
npoBeaeHme.

Heapb - oxapakTepu30BaTh aAMHUHHCTPATUBHBIA MPOLECC MOATOTOBKM M PACHpPOCTpaHEHUs

MOBECTKU JHSI, TUTaHa pabOThI, PacCHUIKU WH(GOpPMAIIUU, COCTABICHUIO HH(DOPMAIIMOHHBIX MTHUCEM TIO
3aceJaHuIo, OMIOBELIECHUS 3aNHTEPECOBAHHBIX JIULL.

JIOK.

Oo0aacTb NMPUMEHEHUS: 10-, BO- BPEMs U IMOCJIC 3aCCAaHUA O TUYCCKOI0O KOMUTETA.

OTBeTCTBEHHOCTb: OTBETCTBEHHOCTh 3a BblnoiaHeHue nanHoi COII siBnsercs cexkperapb

[Ipencenarens mpoBepsieT U 000PSET MOBECTKY JTHS 3aCEIaHUsI STUUYECKOTO0 KOMHUTETA.

[Tnan-rpaduk:

Ne Bun nesrensHOCTH OTBETCTBEHHOCTD
11/T1
IToaroroBka MOBECTKHU IHA 3acCIaHUS Cexkperapp JIDK
MepornpusaTus nepea KaxKIbIM 3aCeJaHuEM Cexpetaps JIDK
MepornpusaTusi B TEUCHHUE 3aCEeIaHms [Ipencenarenb, cekperapp, wieHbl JIDK
I"onocoBanue/KOHCEHCYC Unens! JIDK, He uMmeromue HHTEPEcOB /
npejceaarenb
[Tocne 3acenanus Cexkperapp JIDK

Meponpusitusi, npopoaumsble 10 3acexanus JIIK:

NPOBEPKA MOJTHOTHI 3aMIOJTHECHUS 3a5BOK;
Ha3HAYEHUE SKCIIEPTOB IS IEPBUYHOMN SKCIIEPTU3HI MPOEKTA;

nepeaada 3asBKH OKCIEpTaM JUIsi MEPBHYHOW OSKCIIEPTH3Bl HMCCICIOBAHUS; TOJTYYCHUE
3aKJTFOYCHUS SKCIIEPTOB U OIICHKA TOJHOTHI MPOBEICHHON 3KCIEPTU3BI B COOTBETCTBHH C
BOIIPOCHUKOM, KOTOPBIH 3aIOJHSIOT CIIEIUAINCTHI B XOJI€ TIPOBEICHHSI SKCIIEPTU3HI,
NPOBEICHUE TEKYIIEH OJKCIEePTH3bl 10 OTICIBHBIM TPOCKTaM M  COTJIACOBAaHHE C
ucciacaoBaTeiIisiMu  aaTtbl U YCJIOBI/Iﬁ €C TMPOBCACHHA, HAIIPABJICHHUC OJOKCICPTAa JIA €C
NIPOBE/ICHUS;

perucTpaIys pe3ybTaToB, IPOBEICHHBIX TUIAHOBBIX U AKCTPEHHBIX IKCIIEPTH3 M BKIIOUCHHE
BOTIPOCA M0 OTYETY 00 IKCIEPTU3E B MIOBECTKY JIHS;

CoryIaCoOBaHUC C IpCACCAATCIICM JaThl U BDEMCHHU NIPOBCACHUS 3aCCAAHUA,

(dopMHpOBaHHUE TTaKeTa JJOKYMEHTOB, KOTOPBIE TOJDKHBI OBITH PACCMOTPEHBI Ha 3aCeTaHUU
noJaroToBka nHpopmarmu it wieHoB JIDK u skcepToB, a Takke sl IPUCYTCTBYIONINX Ha
3acenanue JIOK i (mpu HE0OX0UMOCTH);

obecrieueHrne y4aCTHUKOB 3aCeaHus HEOOXOIMMBIMH MaTepHalaMHu.

MeponpusiTusi, IpoBoAUMbBIE BO BpeMs 3acenanus JIDK:

CereTapb AOKJIAABIBACT IMOBCCTKY AHSA IMPEACCAATCIIIO, BEACT 3allUCH IO XOAY 34CCAaHUd,



dbuKCcUpYyeT NPUHATHIE PEIICHUS U OT/IebHBIC MHEHHS YIaCTHUKOB B BHIe mpoTOKoOa.

B xoze 3acenanus ornamaroTcs MOJIHbIE Ha3BaHUS pacCCMaTPUBAEMBbIX TPOEKTOB COTIIACHO MX
MIOCJIEIOBATEIbHOCTH B IOBECTKE JHSI.

B ciywyae oTCyTCTBHSI SKCIIEPTOB CEKpETaph [aeT KpPaTKOE OIKUCAHWE HCCIEI0BaHuUs,
3aYNTHIBAET KOMMEHTAPUHU U PEIICHHUE dKCIIEPTOB.

3acenanue MPOXOAUT [0 HAMEUEHHOMY ILIaHY, HO MPEJCeAaTeNIb MOXKET U3MEHUTH 3TOT IJIaH,
CHENIaTh OTKJIOHEHUS OT MOBECTKHU JHS B 3aBUCUMOCTH OT CUTYallUU.

[locne mnpencraBiieHUsl HMCCIENOBAaHUS HAuMHAETCS AMCKyccusi cpeau wieHoB JIOK wu
BBICITYIIIMBAIOTCS. UX KOMMEHTapuu. J[ucKyccusi HOCUT AeTajabHBIA XapakTep, O0OCY>KIaroTcsl BCe
ACTIEKTHI MPeICTaBICHHOTO MpoekTa. Cekperapb (GUKCUPYET MHEHHUS BCEX BBICKA3aBIIMXCS,

[Ipencenarens mpenOCTaBISIET CIOBO BCEM JKENAIOIIMM BbICKazaTbesd wieHam JIDK,
MApPUTETHO BBICITYIIMBAsS MHEHHE MEIUIIMHCKUX PAaOOTHUKOB M HE MeAWKOB. [Ipu oOcCykaeHHH
uH(poOpMaluK sl TanueHTa u GopM UHGOPMUPOBAHHOTO COTJIACHS MHEHHE JIMIl, HE HMMEIOIIUX
MEUITMHCKOTO 00pa30BaHusi, 0COOCHHO IIEHHO.

OO0CyXIeHHUIO TTOJITIEKAT BCE BOMPOCHI MPEIOCTAaBICHHOTO HCcenoBanus. ccinemoBaTensm,
MeHeIKepaM MPOeKTa U CIOHCOPaM (€CJIM OHH MPUCYTCTBYIOT) pa3pemiaeTcsi KpaTKo U3JI0KUTDh CYTh
UX MPOEKTOB U OTBETUTh HA BO3HUKIINE Y uieHOB JIDK BompocsL.

B npouenype npuHATHS peLIEHHs MOTYT HNPUHUMAaTh Y4acTHE TOJBKO HE3aBHCHMBIE OT
uccienosarens u cnoHcopo wieHsl JIDK Bo n3bexkanue KOHPIUKTa UHTEPECOB.

['onocoBaHMe OCYIIECTBIISETCS TOJBKO HE3aBUCHUMBIMHU OT HCCIEOBATENsI U CIHOHCOPOB
UCCJIEIOBAHMS WIEHAMH STUYECKOro KOMHUTETa. MHEHHME BHEIIHEro HKCIepTa KOHCYJIbTaHTa
SBJISIETCSl COBEILATENIbHBIM, CaM BHEIIHUN HKCHEPT/KOHCYJIBTAHT B TOJOCOBAaHUU HE YYacTBYET.
lNonmocoBanue nomyckaercst TOJIbKO TOTIa, KOT/1a BCE MPUTIIALIEHHBIE JINIIA, a Takxke; Te wieHbl JIDK,
y KOTOPBIX UMeeTCsl KOH(MIUKT UHTEPECOB, MOKMHYT 3a 3aceAaHuii. B cirydae ecnu npu rojocoBaHuu
OBLIM MOTYYEeHBI PA3JINYHbIE MHEHHS, OHU JIOJKHBI OBITh 3a()UKCUPOBAHBI B IPOTOKOJIE.

Cekperapb CIEIUT 3a T€M, YTOOBI BCE MPEICTABICHHBIC B MOBECTKE THS BOMPOCHI ObLIN
IIPEICTABIICHBI, [TOJYYEHBI 3aKIFOYEHUS 110 KAKIOMY OCAKIABLIEMYCS B XOJI€ 3aCEIaHUs BOIPOCY U
BBIHECEHO pelieHue. Pemenue MoxkeT ObITh B BUJE 000pEHUs, OJ0OPEHUS C PEKOMEHIAIIUSMU 1 ATH
PEKOMEHJALNN JODKHBI OBITh YeTKO C(HOpMYIMpPOBaH, MPUHATHH K CBEICHHUIO, HEOJAOOpEHHS.
Pemenne JIDK MoxkeT OBITh OTJIOKEHO IO BBIMIOJIHEHUS 3asBUTEIIEM KAKUX-THOO YCIOBUU M ATH
YCIIOBUS AOJKHBI ObITh YETKO MEPEUUCIICHBI C YKa3aHHON AaThl BTOPUYHOTO PACCMOTPEHHS TaHHOTO
BOITpOCA.

Meponpusrus, mpoBoauMble nocie 3acenanus JIDK:

Cekperapb OTBEYaeT 32 (OPMUPOBAHUE TIPOTOKONA 3acCeNaHUs U (POPMHUPOBAHUE BBIITUCOK U3
MIPOTOKOJIA JJIs 3aMHTEPECOBAHHBIX JIUII.

[Io OKOHYaHMM KaXJIOTrO 3acelaHusi CEeKpeTapb IMPOBEPSET BBINOJIHEHUE MPOTOKOJIA
3ace/laHusl, MOJMUCHIBAET U JAaTUPYET JOKYMEHTBI, apXUBUPYET KOIHUU.

Coneprkanue npotokosa 3acenanus JIDK:

OdunuanpHpli  MPOTOKOJ BKJIIOYAET MECTO TPOBEACHHS 3acelaHusi, JaTy, CIIHCOK
MPUCYTCTBOBABILIUX YJICHOB JIDK, MMEHa MIPUTIAIIEHHBIX JIUIL, KOHCTaTaIuIio
MpeICeIaTeIbCTBYIONIMM HAJIMUMS KBOpyMa KaK OCHOBHOTO YCJOBHSI TMPOBEACHUS 3acelaHmus,
KOH(JIMKTa MHTEPECOB Y WIEHOB ATHUECKOT0 KOMHUTETA, MOBECTKY JIHA U MH(OPMALIMIO 110 KaXIAOMY
PacCMOTPEHHOMY BOIIPOCY:

JlJ1 IpOTOKOJIOB KIMHUYECKUX MCCIEAOBAHUM JTOJKHBI ObITh YKa3aHbl: HOMEp MPOTOKOJIA,
Ha3BaHUE WCCIEAOBAHUS, CIOHCOP, TJIABHBIA HCCIEAOBATENb, IEPEUYUCIICHBl BCE JIOKYMEHTHI,
KOTOpBIE OBUIN MPEACTABICHBI JUIsl KCIepTu3bl, pemenue JIDK u pesynbrarsl ronocoBanus. Ecinu
MaTepuaibl HMCCIAENOBaHUs ObUIM PACCMOTPEHBI MOBTOPHO, TO MOJKHBI OBITH YKa3aHbl OTBETHI
WCCIIEIOBATENISI, JOMOJHUTENBHO TMOCTynuBIIME Marepuansl W pemieHue JIDK. VYkaspiBarorcs
BOMPOCHI KOJUIETHAIbHOTO 00CYXI€HUS, HAIMYUE KBOPyMa U CIIOCOO MPUHATHUS PELEHUS,

JIJist OTYETOB MO TEKYIIEH IKCIEPTU3E TOJDKHO OBITh YKa3aHO: HOMEP MPOTOKOJIA U Ha3BaHHE
WCCJIEI0BAHMS, MTOBOJ MTPOBEACHUS SKCIEPTU3bI, AaTa, MECTO, PUCYTCTBOBABUINE MPEICTABUTEIN
uccnenoBaresnei, ee pesynprarel U pemenue JIOK mo mpencraBienHomy otyery* Ilo ﬁmcz[OMy



OCKIABIIEMYCS B XOZ€ 3aCE€laHUsl BOIPOCY U MIPUHITOMY PELIEHHUIO B IIPOTOKOJ BHOCUTCSI KpaTKOE
3aKJIIOYeHHE B yAOOHOW i mpouteHus ¢opme. JlucKkyccus oTpakaeTcsi C yKa3aHUEM JIUI,
CAENABUIMX TE WJIN UHBIC 3aMEYaHMs], TOSICHEHM S, TOIIPABKHU U JIP.

Ecnu nmpussTO perieHue, conpoBOXKAAIONIEECS OMPECIEHHBIMHU YCIOBUSM, JOJDKHBI OBITH
yKa3aHbl YEeTKHE PEeKOMEHIAIMH JJs TepepaboTKU TOKYMEHTOB W OMPEICNICHbl MPOIeTypPhI
MOBTOPHOT'O PACCMOTPEHUS.

B crnywae mnpuHATHS OTPUIIATENHHOTO pEHICHHS 0 TPEACTABICHHBIM MaTepuaiaM
HE0OXO0IMMO YETKO yKa3aTh MpuurHbl. Heo0xoaumo copmMyaupoBaTh BO3MOKHBIE ITyTH BHECEHHUS
TJIABHBIM HCCIIE0OBATEIeM U3MEHEHHI U YCIIOBUS I CPOKHU TIOBTOPHOTO PaCCMOTPEHUSI.

OduuunanbHBI TPOTOKOMI 3aceJaHusl COCTABIISIETCS CEKpeTapeM Ha OCHOBAHMM MaTepUasoB,
3aduKcupoBaHHBIX BO Bpems 3acenanus JIDK. IIpoTokon moanuceiBaeTcs npeaceaaTeeM 1 Ha ero
OCHOBaHMU (OPMHUPYIOTCS BBIMUCKH HA KaXI0€ KIWHUYECKOE wHcchenaoBanue. [IpoTtokon
MOJITMCHIBACTCS HA CIEIYIONIEM 3aCEIaHUU BCEMU roJIocoBaBIIMMH uieHamu JIDK.

Brimucku u3 mportokona noanuckiBatotes npeacenarenem JIDK u cekperapem, Cekperapb
00s13aH oOecrieunTh CBOeBpeMeHHYIO0 (B Teuenme 10 paboumx pgHel) Bwimauy opranuszanuu-
3aSBUTENI0 WM 3aMHTEPECOBAHHOMY JHIy (MCCIEAOBATENI0, MPEACTABUBIIEMY MAaTEpPUAIIBI
MCCJIEIOBATEIHCKOTO MTPOEKTAa) MMCEMEHHOTO0 3aKII0UEHHS 0 MPUHATOM Ha 3acenanuu JIDK pemenun.

Cekperaph OTBEYaeT 3a OMOBEIICHUE 3aMHTEPECOBAHHBIX JIMII O PE3yJbTaTaX 3aceIaHus,
pEerucTpUpyeT BBIMUCKH U (DaKT MOIYUESHUS BBIITUCOK 3asBUTENAMU. [Ipr HEOOX0AMMOCTH OpraHu3yeT
OTIPAaBKY IO TOYTE PE3yNbTAaThl PACCMOTPEHUsS 3asiBOK M (UKCHUpPYyeT (PaKT W NaTy OTIPABKU B
CIEIMAIbHOM JKypHaJe.
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COTl1 Ned 3kcnepTn3a UCCneaoBaTeIbCKUX MPOEKTOB

Leas - onpeaenuTs, COOTBETCTBYET JIU MJIAHUPYEMOE OMOMEAUIIMHCKOE UCCIIEI0BAaHNUs, B TOM
YUCJe KIMHUYECKOE MCIBITAHHE JIEKAPCTBEHHOTO CPEJCTBA WJIM WHAs MEIUWLMHCKAs TEXHOJOTHS,
YCTaHOBJICHHBIM JTHYECKUM TpeOOBaHUAM. PaccMaTpUBAarOTCS W BBIHOCATCS 3aKJIIOYEHHUS 10
MPEJICTABICHHBIM IOKYMEHTAM.

OTBETCTBEHHOCTb - JIULO, IPOBOSIIEE SKCIEPTU3Y, OTBETCTBEHHO 3a €€ Ka4eCTBO.

B o6s13anHOCTH cekpeTapsi BXOJIUT IMepPBUYHOE 03HAKOMJIEHHE C JJOKYMEHTaIuel npu mprueme
MUChMa OT 3asBHUTENS, IPOBEPKA COOTBETCTBUS MPEACTABICHHBIX JOKYMEHTOB TpeboBanusM JIDK
000 «BUTAME]l», undopmupoBanue 3anHTepecoBaHHBIX WieHOB JIDK o momydeHHOU 3asBKe,
perucTpauusi pe3ysbTaToOB MOJYYEHHBIX SKCIEPTU3, XPAaHEHHUE JOKYMEHTAllMH, MpPE/ICTaBIICHUE
npoekra [Ipencenarento nsa BkatoueHus B [loBecTky nHa Tekymero 3acenanus JIDK. @opma nucema
pa3pabaTeiBaeTcs U yTBepxkaaeTcs Ha 3acenanuu JIDK.

B o6si3annoctu cexkperapsi JI9K Bxoautr mnepBuuHOe odopmieHue (HOpMBI OICHKH
HCCJIEI0BATENbCKOTO MPOEKTa, B KOTOPOW OJIKHA CO/IePKaThCs MH(OPMALIHS O:

® Ha3BaHUU IPOEKTA;

® UMEHHU IIaBHOTO MCCIIEIOBATENS;

e (uHAHCHUpYIOLICH OpraHU3aINH;

e BHJAC HCCIEAOBaHUA (PMHUIEMHUOIIOTHYECKOE, HAOIIOJaTeNnbHOEe, OCHOBAaHHOE  Ha
JIOKYMEHTallu1, T€HETHYECKOE, COIMATIbHOE, MPEAyCMAaTPUBAOIIECE [METUIIMHCKOES
BMEIIATEILCTBO U JIP.);
00IIeM YuCIie y9acTHUKOB UCCIICJIOBAHHS,

JUTUTEIIbHOCTU UCCTIEAOBAHUS;

L[EJIU UCCIIEIOBAHUS U €TO CYTH;

BKJIIOUEHUU YSA3BUMBIX KOHTHHTE€HTOB; F'€HAEPHON 0COOEHHOCTH MCCIeA0BaHU (€Cin
TaKoBas UMeeTcs ),

HAJIMYUU CTPAXOBKHU (CPOKH, YUCIIO 3aCTPAXOBAHHBIX ), pa3peIICHUs [IEHTPAIbHBIX OPIaHOB Ha
UCCJIeIOBAHKE

Jnis Toro utoObl AaTh apryMEHTHPOBAHHOE 3aKJIIOUEHHE M0 STHUYECKUM aCHEKTaM IUIAHUPYEMBIX
ucciaeqosanuii JIOK momxked:

e yOeauThcs B TOM, 4TO HH(OPMAIWS, TIPEICTaBICHHAS OPraHU3auel Wil GUPM- 3asIBUTEIIEM,
JIOCTaTOYHA JJISl TOTO, YTOOBI BBICKA3aTh OOOCHOBAHHOE CY)KJICHHE O COOTHOUICHUU MEXKIY
PHCKOM U TIOJIB30H IS JIHIL, TIO/IBEPTAIOIMXCSI NCTIBITAHHA;

® OLCHHUTh HEOOXOIMMOCTD MPUBIICUCHHS HE3aBUCUMBIX 3KCIIEPTOB;

® OICHUTh BO3MOKHOCTH ITOJMYYECHUS HEOOXOAMMOro 3aKIIOYeHHs N0 S(PQPEKTHBHOCTH W
0e3omacHOCTH OMOMEIUIIMHCKUX HCCIEIOBAaHMM C TPHUBICUYCHHEM MEHBIIIETO YHCIIA
YYaCTHUKOB UCCIICIOBaHMS;

® [IPOAHATU3UPOBATh OINPABJAHHOCTH NPEACKa3yeMOro pucka W JPYIHX JIETAIbHBIX
HOCJICAACTBUM  [UIi  yYaCTHUKOB HCCIIEIOBAaHMA IO CpPaBHEHUIO C OXKHJITaeMBIMHU
ONaronpusATHBIMY [T NAIIMEHTA WM IPYTUX JIUI Pe3yIbTaTaMH;

® OIICHUTHh BO3MOXKHYIO MOJIB3Y JUJIsl MAIIMEHTA OT YYacCTHUs B UCCIIEJOBAHUY;

e y0OeauThcs B TOM, YTO MOTEHIMANBHAS Y(PPEKTUBHOCTD, PUCK U HEYA0OCTBA OT IPUMEHEHUS
HOBOTO JIEKAPCTBEHHOTO CPE/ICTBA, TEXHOJIOTUH OLICHUBACTCS IIPH CPABHEHUH C JIYUIINMH W3
y’K€ CYHIECTBYIOIIMX JUArHOCTUYECKUX U TEPANEeBTUUYECKUX CPEACTB WM CXEM JICUCHUS;

L Y66I[I/ITBC$I B KOMIIECTCHTHOCTHU HCCHCHOB&TCHCﬁ, B TOM, YTO OHHU UMPIOT COOTBECTCTBYIOIIYIO



KBaTM(UKAIMIO U JOCTATOYHBIN OIBIT B; MPOBEACHUH OMOMETUIIMHCKUX HCCIECIOBAaHUN Ha
ocHoBaHMHM u3ydenus Curriculum vitae uccienosareneii;

® ONpEACIHTh, COOTBETCTBYIOT JIM UCCIECIOBATEIbCKHE IIEHTPHI HEOOXOIUMBIH TpeOOBaHUSIM
JUIS. TIPOBEJCHUSl TUIAHMPYEMOT'O WCCIICOBaHMs, BKIOYash HAJIUYUE BCIIOMOTATEIBHOTO
nepcoHanga, HEoOXOAUMOro oOOpYIOBaHHMS W  CPEACTB IPOBEACHUS HEOTIOXKHBIX
MEpPOIIPUATHH;

® OICHHUTh AaJCKBATHOCTh M YCJIOBHS BO3MCLICHUS Bpela 370pOBBIO, HACTYMAIOIIETO B
pe3ynbraTe OWOMEAMIIMHCKUX WCCIEIOBAaHWN, W TapaHTHH BO3MENICHHI pacXogoB Ha
OKa3aHUE HEOOXOJMMOW METUIIMHCKON IOMOIIH, B T.4. CTPaXOBBIX IOJIHCOB,

® YJOCTOBEPUTHCS B TOM, YTO IAIMCHTAM TapaHTUPOBAHBI JICYCHUE W/WIM KOMIICHCAIIMH B
Cllyyae HaHECEHUS BPe/ia MX 3/I0POBBIO B X0JI¢ OMOMEIUIIMHCKOTO HCCIIEIOBAHUSL.

[lpu paccMOTpeHHM W BBIHECEHHM 3aKJIIOUCHHS MO KOHKpPeTHbIM jgokyMeHTam ([Iporokosn
uccnenoBanus, bpomropa uccnenoBarens, Mudopmanus s maudeHTa ¥ GopM HUCHBMEHHOTO
WH()OPMUPOBAHHOTO COTJIACHS) pACCMATPUBAIOTCS CIEAYIOMHNE (PaKTOPHI:

B IIpoToxoJie ucc/ie0BaHUuA:
® Ha COOTBETCTBHE (DOPMBI U COCPIKAHHS KIMHUYECKOT0 HCciieoBanus ero Llemsim;
® BO3MOXXHOCTH MOJYYEHHs HEOOXOQMMBIX 3aKJIIOYEHUH C MPHUBICYCHHEM MEHBIIEro 4ucia
YYaCTHUKOB UCCIICIOBaHMS;
KOJINYECTBO MAI[MEHTOB, IPUHUMAIOIINX YYaCTHE B KIIMHUYECKOM HCCIIeIOBaHUH;
KPUTEPHH BKIIIOYCHHUS U HE BKIIIOUEHUS MALMEHTOB B HCCIIEIOBAHNE;
KPUTEPUH JJOCPOYHOTO HCKITIOYCHHUS TTALMEHTOB U3 YUCIIa yYaCTHUKOB;
KPUTEpUH BPEMEHHOW MPHOCTAHOBKH HJIM HOJHOTO MPEKPAIIEHHUs MCCICIOBAaHUS, METOIbI
00BEKTHBHOTO KOHTPOJIS;
npezcka3zyeMble mooouHsle 3¢ PeKThl U HEYJ0O0CTBA.
e BO3MOXKHOCTH TPUMEHEHHUS IUIale00 C Y4YeTOM B3BEUICHHOTO COIMOCTAaBICHUS PUCKOB U
0€30MacHOCTH MO OTHOIICHHIO K yYaCTHUKAM HCCIICAOBaHMUS.

B Bpomope unccnenoBatens aHaNIM3UPYIOTCS CBEICHHSA, Kacalomiuecss O€30MacHOCTH H
XapaKTePUCTHK MCIBITHIBAEMBIX JICKAPCTBEHHBIX CPEJCTB WM TEXHOJOTHH, a TakXKe NaHHBIA O
pe3ynbTaTax KIMHWYECKUX HCCIICIOBAHUM, IPOBEJCHHBIX HAa MOMEHT pPACCMOTPEHHS 3asBKU
(HanpuMmep, B (opMe HOCIETHUX OMYyOJMKOBAaHHBIX HAyYHBIX CTaTei, APYTHMX OMYyOJMKOBaHHBIX
JAHHBIX, KPATKUX XapaKTEePUCTUK HCIBITYEMOTO ITpernapara).

OneHuBasi JOCTaTOYHOCTD, MTOJHOTY, SICHOCTh, YETKOCTh M 3TUYHOCTb MH(OpPMAIIHii, BTOpas
JIOJDKHA OBITH JOBEZIEHA JI0 CBEICHHS CyObEKTa MCCIIEAOBaHMs, INOO ero 3aKOHHOTO IPEACTaBUTEIS
B MNUChbMEHHOH ¢opme “Undopmanmu s mnanumeHTa ¢ HUHOOPMHUPOBAHHOTO COTJIACHS
AHATM3UPYIOTCS CIICAYIONINE PA3/IEIIbl, KOTOPHIM JOIDKHBI TPUCYTCTBOBATh B JAHHOM JOKYMEHTE:

® IICTIb U 33/1a9U MCCIICOBAHNS;

® XapaKTepUCTHKA MCCIIEAYEMOTO JIEKapCTBEHHOTO Ipenapara Uik TeXHOIOTHil;

e OOWIETIPHHATHIC BU/BI JIEKAPCTBEHHOTO MJIM HE MEANKAMEHTO3HOTO JICYEHHUS, KOTOPHIE MOTYT
OBITH Ha3HAYEHBI HCITBITYEMOMY, a TAK)KE UX MTOTEHIMAIBHBIC ITOJIb3a U PUCK;

® BEpOATHOCTH MOMAJAHHS B OAHY U3 TPYII UCCIEIOBAaHMS, B TOM YHCIIE U TPYIIY IU1aneo;

e 00BEKTHBHO OXKHAaeMas MOJIb3a ISl HCIBITYEMOTO;

e HeynoOCTBa M OOBEKTHUBHO MPEACKA3yeMbIi PUCK KaK JJISl HCTIBITYEMOTO, TeKYyIIeH I Ioa
WIN TPYJHOTO peOeHKa;

® [IpOIEeNyphl UCCIICAOBAHMS, BKIIOYast UHBA3UBHBIE METO/IbI;



e 0053aHHOCTH JIUIIA, TIOABEPTAIOLIETOCS UCTIHITAHUSAM WU UCCIIEIOBAHUAM (WM MallMEHTa, HO
HUKaK HE UCIIBITYEMOT0);

e KOMIICHCAIlUsl W/WIM JIeU€HHE, Ha KOTOpBIE JHUIIO, MOJBEPrarolieecsi HUCIBITAHUIO WU
UCCIICIOBAaHUIO, WJIM TAllMEHT, MOYKET pacCUMThIBaTh B Cllydyae HAHECEHUs Bpena (ero
3I0POBBIO B XOJI€ UCCIICOBAHU;

® 3aABICHME O TOM, YTO Yy4YacTHE€ B HCCIECIOBAaHHM SBISETCS JOOPOBOJIBHBIM, M JIHUIIO,
[IOJBEPracéMoO€ HCCIEOBAaHUI0 MOXXET B JI000M MOMEHT OTKa3aTbCsl OT YYacTUs B
UCCIICIOBAaHUM MJTH BBIOBITH U3 HEro 0e3 Kakux-T1M00 CaHKIMKA WM YIIEMJICHUS ero MpaB Ha
JIpyTrHUe BUJbI JICUCHNUS,

e 3af4BJICHHME O TOM, YTO HCCienoBaTenu, ayautopsl, JIDK u paspemmrenbHble MHCTaHIUU
[OJy4yaT HEMOCPEJICTBEHHBIM JOCTyn K HWHQOpPMAlUud B TEPBUYHOH METUIIMHCKON
JOKYMEHTAlLUH HUCIBITYEMOro B 00bEME, ONPEEIEHHOM COOTBETCTBYIOLUIMMH 3aKOHAMH U
NOJ3aKOHHBIMH ~ aKTaMH, JUIsI TPOBEPKH MPOLEAYp W/WIM JaHHBIX KIMHUYECKOTO
MCCIIEJOBAHMSI, HE HapyIllas IIPY 5TOM aHOHUMHOCTB UCIIBITYEMOTO;

e [oANMCHIBas GOPMY MUCBMEHHOIO MH(MOPMUPOBAHHOTO COIJIACHH, JIULIO,

MIOABEPrarolleecs UCCIECIOBAHNUIO WM UCIIBITAHUIO, WM €10 3aKOHHBIN IIPEACTaBUTENS AAKOT
paspelleHne Ha JOCTYI K 9TOW JOKYMEHTAIUH;

® 3aABJICHHME O TOM, YTO CBEJCHUA, UACHTU(PULUUPYIOLUINE JIUYHOCTh JIUIA, IIOJBEPratoIerocs
UCTIBITAHUIO WM UCCIICOBAHUIO, OyTyT COXPAHATh B TalfHE U MOTYT OBITh PACKPBITHI TOJIBKO
B IIpeJie1aX, YCTAHOBJIEHHBIX COOTBETCTBYIOIMMH 3aKOHAMU W/WIIM MOA3aKOHHBIMU aKTaMH;
npu MyOJIMKaUKU pe3yabTaToOB UCCIEI0BAHNS aHOHUMHOCTD TaKOTO JIMIA OyAeT COXpaHeHa;

® 3asABJICHHE O TOM, YTO HCIIBITYEMbIi UJIH €ro 3aKOHHBIN MPeACTaBUTENb Oy1yT CBOEBPEMEHHO
O03HAKOMJICHBI C HOBBIMU CBEACHUSAMHU, KOTOPBHIE MOT'YT ITOBJIUATH HA JKEJIAHUE UCIIBITYEMOIO
IIPOJOJDKUTH y4acTUE B UCCIIENOBAHNN;

®  CIHCOK JIML, K KOTOPBIM MOYHO OOPaTUTHCS [UIs OIY4YEHUs JOIOTHUTEIbHON

e pHpopManuu 00 UCCIIETOBAaHUM U ITPABAX UCIBITYEMOT0, a TAKXKE CIELIUATUCTOB C KOTOPBIMU
UCIBITYEMBII MOJKET CBS3aTbCsl B Cllydac HAHECEHMs Bpela €ro 310pOBbI0 B XOJe
HCCIICJOBAHNS,

®  YCIIOBHS, IPU KOTOPBIX y4acTUE UCTIBITYEMOTO B MCCIIEIOBAHUN MOXKET OBITh IIPEKpaIeHO 0e3
€ro coriacus;

e [pearnosaraeMas JJIUTEIbHOCTb YYaCTUsl B HCCIEAOBAaHUY;

e pUOIU3UTENBHOE YUCIIO UCTIBITYEMBIX.

JlokyMeHTaIusi, mojaBaeMasi B 3TUYECKUH KOMUTET JOJDKHA UMETh JTMOO TMOJHBIA MEepeBOI,
anb0 KpaTKWil TepeBOJ C TMOJHOICHHBIM OCBEIICHHMEM BHECEHHBIX B JIOKYMEHT HW3MEHEHUH,
3aBEPEHHBIN MOANNCHIO [IABHOI'O UCCIIE0BATES.

JIDK moxeTr motpeboBaTh, YTOOBI UCHBITYEMbBIM, IOMUMO HH(GOPMAIIMH, YKA3aHHOW BBHIIIIE,
ObUIM TIPEOCTABIICHBI JOTOJIHUTENIbHBIE CBEIEHUS 00 MCClIeOBAaHUH, eclii, 1o MHeHHo JIDK, 310
HEOOXO0UMO JJISl 3aIMTHI TPaB M 3I0POBbS UCTIBITYEMBIX, & TAKXKE JIJISl TApAaHTUU WX O€30MacCHOCTH
WUTH JUTSI TyYIIeTr0 MOHUMAHWS HMH OTICTIBHBIX MOJOXKCHHUH (KITMHUYECKOTO UCCIICIOBAHHS).

[Torydenue cornacus JOMyCKaeTcs TOJIbKO B MMCbMEHHOH (opMe.

Wndopmanus s manueHta ¢ (Gopmoil MHGOPMHUPOBAHHOTO COTJIACUS JOJDKHBI OBITH
HalMCcaHbl Ha PYCCKOM f3BbIKE W IO NMPOChOE HCIBITYEMOTo IepeBefieHa Ha ero (POIHOM A3BIK.
Nudopmanust ans manueHTa AOHKHA OBITh HANMCaHA TAKUM SI3BIKOM, MOHHUMAaHHWHA KOJOBOTO HE
TpeOyeT MEIUIMHCKOTO oOpa3oBaHMs WM 3HaHWUA mnpuHIUNOB KadectBennoit KinuHuueckoi
[Mpaktuku (GCP). Pexomenmyercs wu30erath CreUUATbHBIX TEPMUHOB, JJIWHHBIX CIIOXKHBIX
NPEUIOKEHUI M yTBEPKIECHUN, KOTOPhIE MOTYT OBITh HEBEPHO MCTOJIKOBAHBI MCHBITYEMBIM WM
BBECTH ero B 3abmyxnaenue. B “Undopmamum ans mamuenta ¢ ¢Gopmoil MHGOPMHPOBAHHOTO



coriacus’ He JOJKHO OBITh POPMYIUPOBOK, KOTOPBIE MOTYT 3allyTaTh UCIBITYEMOT0, U TEM CaMbIM
BBIHY/IUTh €T0 OTKA3aThCS OT CBOMX 3aKOHHBIX MPaB MPUHSATH yYacTHE B UCCIIEOBAHUH, WIIM OKa3aTh
JTaBJICHHUE Ha MaIlMeHTa [P NMPUHATHHI PEIICHHUS.

OHM TakKe HE JOJDKHBI COJEpXaTh 3asBICHHH, OCBOOOXKIAIOMIMX HCCIEI0BATEIS,
MEAMIIMHCKOE YUpEeXJEHHE, CIIOHCOpa WM €ro MpeACTaBUTENel OT OTBETCTBEHHOCTH 3a
JIOTMYIIEHHYIO XaJaTHOCTh, UM (POPMYIIMPOBOK, MO3BOJISAIOMINX MTOI00HYIO HHTEPIIPETALHIO.

NudopmupoBaHHOe coryiacue M Jpyrue, MNpeaoCTaBisieMble HCHBITYEMbIM MaTepUalbl,
nepecMaTpPUBAIOTCA PH MOSIBICHUN HHPOPMALIUHU, CIOCOOHOW MOBIMATH Ha COTIIACHE UCIIBITYEMOTO.
HoBble penakuuu uHGOPMAIMOHHOTO COTJIACHA W JAPYTUX MPEAOCTaBISIEMBIX HCIBITYEMbIM
MaTepuaioB mpeaBaputenbHo yrBepxkaaroTcs JIOK OOO «Buramen». HcnbiTyemblii nWiam ero
3aKOHHBIM MpeNCTaBUTENb JOKHBI ObITh CBOEBPEMEHHO O3HAKOMJICHBI C HOBOW HHGopMaiueil,
CIOCOOHOW TOBJIMATH HA JKETaHWE MCIBITYEMOTO MPOAOJDKUTH ydyacThe B HccieoBaHUM. Dakt
COOOIIIEHUS ATOW HHPOPMAIIMH JTOJDKEH ObITh TOKYMEHTAJIBLHO TTOATBEPIKICH.

B cmyuae, ecnu [IpoTOKOJIOM  MNpexyCMOTPEHO YydacTHE B  HCCIECIOBAHUU
HECOBEPIICHHOJIETHUX, KOTOPhIE MOTYT IMOHSATH CMBICI MPOMUCXOJSALIET0 U JaTh CBOE corjacue Ha
ydacTue B MccienoBanuu, “‘Mudopmanus ans nanuenta U popmMa MHOOPMUPOBAHHOTO COTJIACHS
JOJIKHBI OBITh HANMCaHbl B MOHSITHOW/JOCTYMHOW AJii HECOBEPIICHHOJIETHEH (OpPMBbI, KOTOPYIO
OH/OHa COOCTBEHHOPYYHO MHOJNHCHIBAIOT M JATUPYIOT B JOMOJHEHHWH K TOANUCH UX 3aKOHHOTO
IIpEICTaBUTEIS.

B ciyuae neo6xoaumoctu JI9K nmeer npaBo morpeOoBaTh OT MCCIIENOBATENS 3asBUTEIS
T100y10 AONOMHUTENbHYI0 HH(popMmanuio. Ecou Takas undopmanusi He IpeaocTaBisieTcsl B CPOKH,
onpezaenennele JIDK, JIDK He paccMaTpuBaeT JOKYMEHTBI HCCIIEI0BATENIBCKOTO ITPOEKTA.

JIDK MoxeT o100puTh MPOBEACHUE KIMHUYECKOTO MCCIICIOBAHUS TOJBLKO B TOM CiIyyae,
€CITM OTEHIMAJIbHAS T10JIb3a JUISI HCIIBITYEMbIX MPEBBIIIACT BCE U3BECTHBIEC U MPEJICKA3yeMbIe BH/IbI
pHUCKa JJI HUX.

3aKItoYeHNs JOKJIAIbIBAIOTCS Ha 3aCEIaHUHU JINYHO.

HezaBucumplii sKcnepT AODKEH AaTh 3aKkirodeHHe 00 3(PGEeKTHBHOCTH M 0€30MacHOCTH
JEKapCTBEHHOTO CpPEJICTBA Ha OCHOBAaHMM 3HAHMM O NPUMEHSEMbIX B IPAKTHKE aHAJOrOB
UCIBITYEMOI0 JIEKAPCTBEHHOT'O CPEJICTBAa M CBEACHUI, MPUBOJUMBIX B OpOILIIOpEe HCCIIEI0BaTENs,
yKa3aTh KaKOB CTAaHJApT JICUEHHUs JaHHOTO 3a00JieBaHMA, NMPUHATHI B HAlICH CTpaHe W Kakoe
JIeYeHHE TToTydalt Obl 00JIBHOM, e€clii OBl He OBLT yYaCTHUKOM UCCIICIOBAHMS, @ TAK)KE B UEM Pa3JINune
MEXIY CTaHAAPTHOI cXeMoii JieueHus (KOTOpy1o O0JIBHOM Mmosyyalt Obl, €ciau Obl He ObUT Y4aCTHUKOM
UCCIIEIOBaHMSI) U TpeajiaraeMoil mpu TMpoBeneHUU HKcrepuMmeHTta. OH JOKEH OICHHUTH
HEOO0XOIMMOCTh U 0€30MacHOCTh JIOMOJHUTENBHBIX MpOoIenyp (J1e4eOHBIX U HCCIEI0BATENbCKHX ),
KOTOpPBIM OyJeT MOJABEPTrHYT YYAaCTHHUK 3KCIIEPUMEHTa, XapaKTep HEyJ0O0CTB, KOTOPBIM OyaeT
NOJBEPTHYT MAlMEHT, OLIEHUTH MPEICKa3yeMblil pUCK U JIpyTHe HEeKeNaTesbHbIe MOCISICTBHS JUIs
YYaCTHUKOB HUCCIIEJIOBAHMS 110 CPABHEHUIO C OXUJAAEMBIMHU OJaronpUATHBIMH ISl MMallME€HTa WU
JPYTUX JIAL pe3yJIbTaTaMu U MOJIb3Y M0JIb3a JJIs MAMeHTa OT yuacTus B uccieaoBanuu. Ilpu onenke
SKCTEPT JTOJDKEH yOeTuThCS B TOM, UTO MOTEHIMadbHas 3()PEKTUBHOCTh, PUCK U HEYIOOCTBA OT
NPUMEHEHHUS HOBOTO JIEKAPCTBEHHOT'O CPE/ICTBA OLIEHUBAIOTCS MPU CPABHEHHUH C JIYUIIMMHU U3 YXKe
CYILECTBYIOIIUX TUAarHOCTUYECKUX U TEPANIEeBTUYECKUX CPEJICTB MIIM CXEM JICUEHUS.

IIpu mpenBapuTENBbHON 3KCIEPTH3E HCCiIenoBaTeNbcKoro mnpoekra wieH JIDK skcneprt-
MEAMK JOJDKeH oOpaTuTh oco00oe BHUMaHHE Ha MEAMIMHCKUE AacCleKThl HUCCIIEJOBAHUS
(6e3omacHOCTh, 3()()EKTUBHOCTH, COOTHOLICHHWE PHUCK/TIONB3a I OTOMPAeMOTO KOHTHHIEHTA,
MUHUMU3ALUS Bpeaa Ui yYaCTHUKOB IIPOEKTA, a/IeKBATHOCTh YCIOBUM MOHUTOPHHTA.

B 3apmaum skcnepra He MeAMKa BXOJIUT TIIATENbHBIA aHAIN3 BO3MOXHOCTH HAaHECEHUS
Bpe/la YYacTHMKaM HCCIENOBaHUS B cllydyae pasmialmieHus KoH(UIEHIMalIbHON uH(pOpManuy,
HeaJleKBaTHOW 3alllUThl YacTHOW KHU3HH, 0co00e BHHMaHHE OH JIOJDKEH OOpaTuTh Ha
OeCIpHUCTPaCTHOCTh OTOOpA MAIMEHTOB, (HOPMY TOTyISHUST HHPOPMHUPOBAHHOTO COTJIACHS, 3AIIUTY



ySI3BUMbBIX KOHTUHT€HTOB.

B ClIydasx, CCJIM HCCICHOBATCIIb OTKIIOHHIICA OT HpOTOKOJIa 663 npeaABapUTCIbHOTO
paspemienusa, JIOK ¢ 1enpi0 ycTpaHEHUsT HEMOCPEACTBEHHOM OIMACHOCTH, YTpOXKarolleu
HCIIBITYCMBIM, OH B KpaTqaﬁmHe CPOKH OOJIKCH NPCACTABUTH OIMMMCAHUC JOMYIICHHOI'O OTKIIOHCHUSA
C YKa3aHUEM NMPUYNH U3MEHEHHUS, a P HE0OXOJUMOCTH U nomnpasku K [IpoToxoiy:

e Komurery 117151 pacCMOTpPEHHS U OA00PEHHUS:
® 3ajdBUTCIIIO AJIA COIJIaCOBaHUA,
¢ PpPa3pCHIUTCIIbHBIM MHCTAHIIUAM, CCIIN HGOGXOI[I/IM;

JIDK mociie paccMOTpeHHs] TPEACTABICHHBIX JOKYMEHTOB 10 UCCIEAOBAHUIO HA CBOEM 3aceJaHuU
MPUHUMAET OJTHO U3 CIAEAYIOLIUX PEIICHU:

e 0JI0OpUTH MPOBEJCHUE UCCIICIOBaHMs 0€3 3aMEeUaHuUi;

e 0700pUTH TPOBEICHHE HCCIEAOBAHMUS IOCIE YCTpaHEHHUs 3aMedyaHuil 0e3 IMOBTOPHOTO
PaCCMOTPCHUA TIpHU  YCIIOBUMU OTBCTOB Ha IIOCTABJICHHBIC BOIPOCBI W  BHCCCHUA
PEKOMEHIyeMbIX W3MEHEHUW W/WIM JOTOJHEHWH B pabouem mopsake. B srtom ciydae
N3MCHCHHBIC JTOKYMCHTBI I/I/ Wi JOMOJIHCHHBIC HJOKYMCHTBI IOOJIKHBI GBITB O,Z[O6peHI>I
npeceaaTesaeM Wi 3aMeCTUTENIeM IIpeceaaTeNsl STUUECKOTO KOMUTETA;

® [IOBTOPHO paccMOTpeTh Ha 3acemanuu JIOK mocime BHECEHUS] M3MEHEHMI B MPOUEIYyPhl U
matepuaisl uccinepoBanus. [Ipu stom JIDK yetko ¢popmynupyeT Bce BOSHUKILIUE BOIPOCH U
MPETEH3HH;

® HE pa3peluTh NPOBEACHNUE UCCIIEIOBaHMS (C YKa3aHUEM MPUYUH OTKa3a).

JIDK paccmarpuBaer mnpeacTaBiICHHbIE MPEABAPUTENIbHBIC 3aKJIIOUEHUS] O HKCIEPTU3E
HCCIIEIOBATENIBCKOTO MPOEKTa HE3aBUCUMOTro 3Kcnepta W wieHoB JIDK: meaumka m He Menuka u
IPUXOJUT K 000CHOBAHHOMY PELLIEHUIO.

[Ipu BeIHECEHUU TIOJOKUTEIBHOTO PELICHUS 10 MPEICTABICHHOMY MPOEKTY (0100peHuH),
JIDK ompenenser 4acTOTy MPOBEACHUS TEKYIIEH AKCIIEPTU3BI 110 JAHHOMY HCCIICIOBAaHUIO (HE peke
1 paza B ron).

Ecmm JISK mporosocoBan 3a BHECEHHE MOINPABOK B JIO00H M3 JOKYMEHTOB, CEKpeTapHaT
OTIOBENIACT 3asBUTENS B MUCHbMEHHON (pOopMe 1O TOBOY KOHKPETHBIX H3MEHEHHH C TPOCh00ii BHECTH
MOINPABKU U MOBTOPHO MPEACTABUTH JOKYMEHTHI B JIDK.

B cnyuae OTKIIOHEHHS HCCIIEIOBATENBCKOTO MPOSKTa HEOOXOAMMO yKa3aTh Ha MPOIEAYpPY
aneJISUU MyTEM MUCbMEHHOT0 oOparienus Ha uMst ripeacenarens JIOK ¢ nznoxkennem apryMeHTOB
JUTSL anleJUTSALIAN.

Cexkperapp JIDK oOecrieunBaeT apXWBUPOBAHHE JTOKYMEHTOB IO HCCIIEIOBATEIHCKUM
IIPOEKTaM, IPOTOKOJIOB Becex 3acenanuil JIOK.

Brinmucku u3 npoTokosa npoueamero 3aceganus ¢ pemenreM JIDK no npencraBieHHOMY TPOEKTY
BBIJIAETCS 3asBUTENIO B CPOK He mo3aHee 10 pabounx nHel mocie mpoBeICHHOTO 3aCeIaHuUs.

Cekperapb HECET OTBETCTBEHHOCTh 3a OIIOBEILEHUE 3asBUTENCH, OBEACHHE 1O HX
CBEJICHU PE3yIbTAaTOB PACCMOTPEHUS TPOEKTOB.



COTl1 Ne5. 2KcnepTr3a NoNpPaBoOK K MPOTOKOY

Heapb - omucaTh MpoLEAypPy IKCHEPTU3BI MOMPABOK K MPOTOKOIY HUCCIICIOBAHUS, HOBBIX
Bepcuit wmHbopmanuu s manueHta U GopM  HHGOPMHPOBAHHOTO COTJIACHS, PEKIaMHBIX
JIOKYMEHTOB, IIOCTYNHUBILIUX [1OCJIE 0I00pEHUs UCCAEA0BAHNUS STHIECKIM KOMUTETOM.

O6sacT, nmpuMeHeHHusi: padoTa C IPEIBAPUTEILHO OJOOPEHHBIMU HCCIEIOBAHUSIMHU, B
KOTOpBIC MO3HEEe ObUTM BHECEHBI MOMPABKHU, B CBSI3HM C YeM 3asSBUTEH HAIMPABWIIM JOKYMEHTHI HA
nornonuutenbHoe onodpenue JIOK, IlompaBku He MOTYT OBITh NPHUHATHI 0€3 PAaCCMOTPEHHS H
onobpenus JIDK.

OTBeTCTBEHHOCTB: OTBETCTBEHHOCTH 3a pabOTy ¢ MOMpPaBKaMH HECET CeKpeTapHuar
JIDK. B onmcaHHBIX Clydasx MOMPaBKH MOTYT OBITh MPECTaBICHBI ISl YCKOPEHHOM SKCIIEPTU3bI HA
3acegaHuu bropo nnu nomaHo# skcnepTu3bl Ha 3aceqanun JIDK.

[TonHast sKkcnepTr3a NpeayCMOTpEHa B cayvae:
» l3meHeHus Au3aiiHa McCiae0BaHus (MCKIIOYUTh WK U3MEHHUTH (POPMYITHPOBKY)
» H3MeHeHUii B KPUTEPUSIX BKIFOUCHUS/UCKITFOUCHHS
* JIONOTHUTENBHOM WJIM COKPAIIEHHON Teparuu
* 3HAYUTENBHOTO YBEJIMYECHH YUCiIa ydacTHUKOB (Oosee 20%)
* 3HAYUTENBbHBIX U3MEHEHUH JO3UPOBOK MPENapaToB WK PEKUMOB HX BBEICHUSL.

B cnyyae mnonHON SKCHEpTU3bl TOMPAaBKH BMECTE€ C IEPBHUYHO TPEACTABICHHBIMU
JOKYMEHTaMH  CEKpPETapHaTOM HANpaBISIOTCS JKCHEPTY s MOJYYeHHS KOMIIETEHTHOTO
3aKII0YeHHs. B ciyyae He3HAUMTENbHBIX M3MEHEHU SKCIIepTr3a MpoBOAUTCs cuiiamu wieHoB JIDK.

[Tocne paccMoTpenust monpaBok Ha 3acemannu JIDK MoxeT ObITh BBIHECEHO CIEAYIOIIee
pelieHue:

¢O100pUTH.

ePemmmth Bompoc 00 M3MEHEHUHM JIOKYMEHTOB MO MPEIIOKEHHOH IOMpaBKe ¢ 00OCHOBaHHUEM
NPUYMH TaKOTO peleHust (HarpuMep, BHECTH M3MEHEHHUs B MH(OpMAIMIO JUTs MaleHTa Win Gopmy
MH()OPMHUPOBAHHOTO COTIIACHSI, PEKJIAMHBIE JIOKYMEHTHI).

o]IpHOCTaHOBUTH HCCIEIOBAHWE JO0 MOMEHTAa MPEIOCTaBICHUS JajbHEHIel HeoOXOMMMOM
UH(pOPMALHHL.

eHe npuocranaBnuBas UCCIIEJOBAHUSI 3aLIPOCUTH JAOTIOIHUTEIBHYIO HH(OPMALHIO.

¢OTKJIOHUTH TPOCHEOY 00 00OOPEHNH MONPABKU C YKa3aHHEM NMPUYMHBIL, HO 1aTh paspelleHue Ha
MPOIOTDKEHNE HCCIIEIOBAHUS KaK paHee 0J00pEHHOTO.

TpeOoBaHus K Npea0CTABJIAEMOIl HH(OPMAIIUN:

Bce MaTcpHualibl, MPEAOCTABIISICMLIC B STUYECKUU KOMUTCT, NOJUKHBI UMCTH IICPCBOJ Ha
pycckuil si3bIK. B HEKOTOPBIX ciyyasix (IMIpH OTCYTCTBUU CEPbE3HBIX M3MEHEHUI MPOTOKOJIA MU He
CYIIECTBEHHBIX IMOMpaBKaX PErucTPAllMOHHOW KapThl), BO3MOXKHO MPEIOCTaBICHUE HA PYCCKOM
A3bIKE CHHOIICHCA H3MEHEHMH C KOMMEHTAapUsSMHU TJIaBHOTO HCCIEA0BATENsl, 3aBEPEHHBIE €ro
MOJIMHUCHIO.

[lo oxoH4YaHuM 3aceJaHHs CEKpeTapuaT BHOCUT pELICHHE B MPOTOKOI M 00s3aH
uHpopmupoBaTh 3asButens o permeHuu JIDK: yctHo He mo3nHee 3 AHEH, MUChbMEHHO - B TeueHue 10
pabouunx qHE mocie MPOBEACHUS 3aceIaHusl STHIECKOTO KOMUTETA.

B cnyuae HeomoOpeHHMs MONPAaBOK WM HEOOXOJUMOCTH 3ampoca JIOTOJHUTEIbHON
JOKYMEHTAIIMH PEIICHNE JOJDKHO OBITh B TeueHue | pabodero JHs MOCie MPOBEACHHOTO 3aceIaHHs
JIDK noBesneHo 0 CBEICHUS 3aMHTEPECOBAHHOTO JIUIIA/3asIBUTEIIS.



COIMN Nob. HabntogeHme 3a Xo40M UCCAeN0BaHUS.

Iens - onucanue mnpouenypsl (YacTOTbl, NEPUOJUYHOCTH U YCJIOBHUH) NPOBEACHUS
HaOJIIOAEHUS 32 XOJIOM MCCJIEJOBAHUSA, O KOTOPOMY OBUIO HMPHUHATO MOJOXKHUTEIBHOE pEIICHUE.
HaOnronenue MokeT IpoBOIUTHCS B (pOpMe 3a04HOM IKCHEPTH3bl TEKYIIUX AAHHBIX MO MPOTOKOIY
UCCIICIOBAaHMS B BHJIE OTYETOB IJIABHOTO MCCIIEOBATEINS W/WIM MyTEM MPOBEICHHUSI KOHTPOJIBHOTO
BU3UTA B HCCIECNOBATCIBCKUM LEHTP Ul ONPEACICHUS COOTBETCTBHA IPOLECCA NPOBEACHHUS
KOHKPETHOT'O HMCCIEI0BaHUs TPeOOBaHUAM COOJIOACHUS MpaB y4yaCcTHUKOB uccienoBanusi, GCP u
YCIJIOBUSIM COOTBETCTBYIOILETO MTPOTOKOJIA.

O0siacTh NpPHUMEHEHMsl - KO BCEM BHJAM DJKCIEPTHU3bl IPOBEIEHUS MCCIEAOBAHUS
onobpennoro JIDK.

OTBeTCTBEHHOCTB - DKCIIEPTH3A JaHHBIX 10 TEKYIIEMY MCCIIEOBAHUIO U MHCIIEKTUPOBAHUE
10 MECTY NPOBEIECHUS CAHKIIMOHUPOBAHHOT'O UCCIIEI0BaHUs, KOTOpoe poBoauTes wieHamu JIOK.

Cexkperaps JIOK no cornacoBanuto ¢ Ilpencenarenem JIDK nomkeH npoBoIuTh KOHTPOIIb 3a
COOJIIOJIEHEM CPOKOB MHCHEKTHPOBAHMUSA M IOJYYEHHEM OTYETOB U BECTH COOTBETCTBYIOLIYIO
KapTOTEKY.

PaccmoTpenust TpeOyloT cieayronme COOBITHS M OOCTOSTENbCTBA, BO3HUKAIOUINE B XOJE
UCCIICJOBAHMS:

* BCE [ONPaBKU K IPOTOKOIY, KOTOPbIE MOT'YT MOBJIMSTH Ha COOJIOCHNE TIpaB, 0€30MacCHOCTh U
3I0pPOBbE YYaCTHUKOB MCCJICIOBAaHUS WIH ITPOBEICHUE CAMOT0O UCCIIEIOBAHMS,

* CCPbE3HBICE M HENPEIBUICHHBIC HEXKENATEIbHBIC SBJICHUA, CBSI3aHHBIE C IPOBEICHUEM
MCCJIEIOBAHMSI WJIM UCCIIETyEMbBIM IIPOAYKTOM, a TAKXKE MPEATNPUHATHIE B 3TOM CBSA3H MEPHI CO
CTOPOHBI HCCIIeIOBaTENeH, CIOHCOPOB U O(UIIMATbHBIX HHCTAHLIUH;

e Jto0ble COOBITHS MM HOBas HMH(OpManus KOTOpble MOTYT HW3MEHUTh COOTHOLIEHHE
N0JIb3a/PUCK ISl YYACTHUKOB MCCIIEIOBAHUS.;

[InanoBoe HabIIOACHUE 332 XOAOM HCCIEIOBAaHMS BKJIIOYACT B ceOs Mojady OT4eTa O XOJIe
MCCIIEIOBAHMS C KPaTHOCTHIO, onpeaeneHHon JIDK npu nmpuHATHHN MOJ0KUTEIBLHOTO PEMICHUs, TPU
JUINTEIBHBIX UCCIIEN0BaHUAX HE pexke | pa3a B rog. OTUeT NOANMCHIBAETCS U TATUPYETCS TNIABHBIM
HCCIIEI0BATEIIEM.

[Ipu yuactuum B KU1 ysS3BUMOro KOHTMHICHTa (IETH, MOXUIIbIE, HEAECECIIOCOOHBIE, JTUIA C
NICUXUYECKUMHU PACCTPOMCTBAMH U T.J.), IPH BBICOKOM PHUCKE JUIsS yYaCTHHKA MCCIEOBAHUS WX 10
KakuM-11u00 Apyrum npuunHam, JIDK MoXXeT KOHTpOJIMpOBaTh XOJ HCCIENOBaHHUA C OOJbIICH
MEepUOIUYHOCTHIO. Pemenne 06 0cOOCHHOCTAX MOHUTOPUHTA MpUHUMaeTcs Ha 3aceganuu JIDK: mpu
BbICOKOM pucke 1 pa3 B 1 mecs, | pa3 B 3 mecsiua, Ipu pucke cpenHel crenenu 1 pas B 6 win 1 pas
B 9 mecsneB. B ciaydyae BBICOKOrO pHCKa UCCIECNOBAHMS M IPUBJICYCHHS YSA3BUMBIX KOHTHHIECHTOB
BO3MO)XHO IPUHATHE PpEUIEHHS O KOHTPOJIE KaXIOoro mnanueHTa. lIpu HEBBICOKOM pHCKe
WCCJIeIOBaHMS KPATHOCTh HaOI0IeHHsI cocTaBiisieT 1 pa3 B 12 mecsies.

B cnydae xoHcraTanuu (pakta HapylIeHHsl NMPOTOKOJIA HCCIIEAOBAHUS, MOSBICHUU HOBBIX
CBE/ICHUI, U3MEHSIOINUX COOTHOIIEHUE MOJIb3a/PUCK ISl YHAaCTHHUKOB MCCIIEIOBAHUS, PETUCTPALIUH
CEPbE3HBIX HEXKCIIATENbHBIX SBJICHUM Yy IIallMEHTOB, CBSA3aHHBIX C IIPOBEIECHUEM JTAHHOIO
KJIIMHUYECKOIO UCCIIEI0BAHUS 3TUUECKUN KOMUTET MOXKET:

- B OTHOIIEHUM HCCIIEJOBaHMs: OTO3BaTh pelIeHHE 00 0J00pPEHHMH KIMHUYECKOTO HCCIEeIOBaHMS,
NPUOCTAaHOBUTH €T0 MPOBEACHHE, TOTPEOOBATH; CTPOTrOro COOIOACHHS MPOTOKOJIA MTPH YCUICHHOM
KOHTPOJIE CO CTOPOHBI S TUYECKOIO0 KOMUTETA,

- B OTHOILEHUU JINIA, B OTHOLIEHUH KOTOPOTO MPOU30LLIO HApyIIEHNUE MPOTOKOJA: BHIBECHHUE U3
MCCIICJOBAHMS, OKAa3aHUE MEP MEAMIMHCKOIO BMEIIATENbCTBA, HAIIPABICHHBIX HA HEUTPAIU3ALHIO
HapYILICHUHN.



COTl1 Ne7/. 2KcnepTr3a OTYETOB O HeXXenaTelbHbIX ABIEHMAX

Heanb - pazpaboTaTh HHCTPYKIMH IO IKCIIEPTU3E U MOCTIEAYIOIIEMY HAOIIOICHUIO TI0 (aKTy
OTUYETOB O Pa3BUTUU HeKeJlaTeJbHBIX sIBJEHHUI/peakuuii B X0/Ie TEKYIIEr0 UCCIIeI0OBaHus, paHee
0JI00pEHHOTO STUYECKIUM KOMHUTETOM.

ObsacTh NPpUMEHEHHUS - BCE 000PEHHBIEC MPOTOKOJIBI.

TepMHHBI U OnIpeeIeHUs —

o nexcenamenvras peaxyus (tepmut 1.26 mo GCP) - Bce HeraTMBHbBIC WM HETPEABHICHHBIC
peakuuu, CBS3aHHBIE C WCIOJIb30BAaHUEM JIIOOOH J03bl MEAHMIIMHCKOTO TMPOAYKTa U
MpeJIoiaraoliie BO3MOXXHOCTh HAJUYUs MPUYMHHO-CIICACTBEHHON CBS3M MEAMIIMHCKOIO
MPOIYKTa U JAaHHBIX MTPOSBICHUH.

o neocenamenvroe ssienue (tepmud 1.27 mo GCP) - BBIsBIEHHOE y MAIlMCHTa MM CyObeKTa
KIIMHUYECKOTO HCCIIEOBAHMS TOCIEe MPUMEHEHUS (DapMarieBTUYeCKOro MpOAyKTa Jrdoe
HEONMAronpusITHOE C MEIUIIMHCKON TOYKH 3pPEHUSI COOBITHE, KOTOPOE MOXET U HE HUMETh
MPUYUHHO-CJIEICTBEHHOU CBSI3U €r0 MPUMEHEHUEM.

o nenpeodsuodennas nexceramenvras peakyus (tepmut 1.32 mo GCP) - HexkenaTenpHas peakius,
CYIIHOCTb WJIU TSHKECTh KOTOPOM HE COTIIACYIOTCS C UMEToIeicss nHpopmaruen o mpoayKTe.

® cepvesHoe HedcenamelnbHoe slleHue U/ Ul cepbe3Has HexceramenvHas peakyus (Tepmun 1.51

no GCP) - mo6oe HeOIaronpusTHOE KIMHUYECKOE COOBITHE, KOTOPOE BHE 3aBUCHMOCTH OT
O3Bl Tpemnapara: MPHUBEIO K CMEPTH; MPEICTABISICT Yrpo3y s JKU3HU; TpeOyeT
FOCHUTAIM3AUUA WM €€ NPOMICHMS; TMPHUBEIO K CTOMKOM WM 3HAYUTEIbHOU
HETPYI0CTIOCOOHOCTH/UHBAIIUTHOCTH; TIPEJICTABIIACT COOON BPOXKICHHYIO aHOMAJIUIO/TIOPOK
pa3BUTHSL.

C yuemom 3a0au oannoti COII oanee 6 0aHHOM OOKYMeHme HedcelameNbHas peaKyusl,
HedcenamenbHoe s6leHue U Henpeo8UOEeHHAs HedcelamebHas peakyus Oyoym
obo3nauamuca abopesuamypoii HA, a cepvesnoe nesxcenamenvroe sagnenue u/unu

cepvesnas HexcenamenvHas peakyus - CHA.

OTBeTcTBEeHHOCTH. [lepBoii 00s13aHHOCTBIO ITUYECKOTO KOMHTETA SIBISETCS JKCIEepTH3a
OTYETOB 0 HeXKeJaTeJbHbIX peaKuMsAX U SBJIEHHMAX, BKIIOYAIONIMX PUCK JI1 YYaCTHHKOB
WCCJICTOBAHMSI MITM HECOOTBETCTBHE STUYECKUM CTaHIapTaM.

1. CHA, cnyyusuieecsa ¢ 0AHHOM UCC/1€008AMEN1bCKOM YeHmpPe.

UccnenoBarens o6s3an u3Bemarh JIOK 060 Bcex CHS, cnmyumBImmxcst B JaHHOM (CBOEM)
HCCJICIOBATEIILCKOM IIEHTPE B MUCHbMEHHOM BHJIE U TI0 Telie(hOHY B TEUEHUE S5 CYTOK MOCIIE TOr0, Kak
OHO IIPOU3O0IILIO.

B coobmennn rnaBHBIA HccleqoBaTeNb JODKEH YyKaszaTh HHpopmammio o Bcex CHS,
IIPOM3OLIEIIINX 32 JaHHBIN TIepHUO/ BpEMEHHU:

e CYyTb COOBITHS;

e KpUTEpUHl CEephe3HOCTU COOBITHS (CMEpTh, YrpoKarollee XKHU3HU COCTOSHUE, CTOMKOe WU
BBIPQKEHHOE HApyLIEHHE TPYyIO0CIIOCOOHOCTH/EECIOCOOHOCTH, TOCTIUTANM3ALUS WU
NPOJUIEHHE TOCHHUTANN3allii, BPOXKIECHHBIE AHOMAJIUU WM JAe(PEKThl pa3BUTHUS, IpYrue
Ba)XHBIC C METUIIMHCKON TOYKH 3PEHUS COOBITHS ), UCXOBI (€CIT COOBITHE PA3PEIIUIOCH);
CBSI3b COOBITHUS C UCCIIEAYEMBIM MTPOYKTOM U/WJIH MPOLIETypaMu UCCIIEIOBAHMUS;

BBIBOJI (OIIEHKA) MO TOMYyYeHHOW WH(GOpPMAIMU C TOYKH 3PEHHUS BO3MOXKHOTO BIIUSHUS Ha

npoaonkeHue wim otmeny KH.

CooOmienre  MpeACTaBIAETCS  IVIABHBIM  HCCIENOBATeNieM WM MPEICTaBUTEISMU
uccienoBareabckoro mentpa B JIDK mo anmekrponnoit moute (vitamed.lec@mail.ru) u o6s3atensHo
pPEruCTPUPYETCS] CEKPETAPEM.

Cekperapb cpa3y xe uHPOpMUpyeT npeacenarens uinu 3amecturens npencenarens JIOK o CHA B
neatpe BUTAME]] mist cpoyHOro NpUHSTHS PEIICHUS B BUIE COOOIICHHS, TMOANMHMCAHHOE W
JaTHpyeMoe TJIABHBIM HCCIeAoBaTeleM B 2-X JK3eMIuisipax. Ha mokymMeHTe CTaBUTCS OTMETKa O



NOJYyYeHUH HH(POPMALIUH C AaTOW U MOAIMHUCKHIO CEKpeTapsl.
[Ipencenarens unm 3amectutens Ilpencenarens B €ro OTCYTCTBUE BBIHOCAT OJHO U3
CIEAYIOLIUX PEUICHUN:

* TPUHATH K CBEJCHUIO IIPEJCTABICHHYIO HH(POPMALIUIO;

* B OTACTBHBIX CIydYasx, 3aCiy>KHBAIOIIMX 0COOOT0 BHUMAHUS C TOYKH 3peHHs 0€30MacHOCTH
YYaCTHUKOB HCCIICIOBAaHMSI M HW3MEHEHHMsS COOTHOLICHHS pPUCK/TIONIb3a Y4YacTHs B
uccienoanuy, [Ipencenarens JIDK, 3amecturens Ilpencenarens nnu s3xkcnepT, Ha3HAYEHHBIN
[Ipencenarenem, npeInpUHUMAIOT KOHKPETHBIE NEHCTBUS B OTHOIIEHHH JAHHOTO COOBITHS
(3ampocuTh  AOMOJHUTENBHBIC JOKYMEHTHl W/HWIM HWHPOPMALHKIO 10 HCCIEIO0BAHUIO,
IPUOCTAHOBUTH UJIM NPEKPATUTH UCCIIEIOBAHUE).

* TI0 pEUICHHIO BbIIIEyKa3aHHbIX wWieHOB JIOK coolmieHus BbIHOCATCS Ha 0O0CyXKAeHUE
sKCTpeHHoro 3acenanus JIOK u mo HUM rosocoBaHNEM MPUHUMAIOTCS OCOOBIE PEILICHHUS.

Ecnu xakue-nmubo maru ObUIM MpennpuHsaThl, cekperapb JIDK HezamemnurensHo coolmiaer oo

9TOM IJIABHOMY HMCCJIEZOBATEII0 U OpraHW3aluM, NMpoBoJsauied ucciaenopanue. Cekperapb TOTOBUT
ounmanbHOE MUCHMO, OANMCAHHOE U JaTHpoBaHHOE npezcenareneM JIDK umm ero 3amecturenem
[JIABHOMY MCCIJIEZIOBATENI0 O TOM, KaKue JIeHCTBUS JAOJKHBI ObITh NPEAIPUHATHI B COOTBETCTBUU C
pemennem JIDK. Ecnu JIDK He mpeanpuHMMaeT HUKAaKWX ACHCTBUH, HA COOOLICHHM CTAaBUTCS
OTMETKAa «IPUHATO K CBeAeHUIO». COoOOIIeHUsT apXUBUPYIOTCS CEKpeTapuaTtoM B (hailie JaHHOTO
HCCIICJOBAHMS.

2. CHA na oOaumuwlii npenapam, 3apecucmpuposannvle 6 Opy2Ux uUccie008amesibCKux
yenmpax.

JIDK nmomxen ObITh mpouH(pOpMHpoBaH 000 Bcex ciyuasx CHS na nmansbIil mpemapar,
KOTOPBIE 3apPErHCTPUPOBAHBI B X0J1€ IIPOBEIECHUS KIMHUYECKOT0 HCCIel0BaHus (He 00s13aTeIbHO MO
JAHHOMY TIPOTOKOJIy) BO BCEX MCCIENOBATEIbCKUX LEHTPAX, I/I€ MPOBOJAUTCS MHOIOLEHTPOBOE
KJIMHUYEeCKoe wucciepoBanue. OpraHuzaiys, NPOBOASAIIAs MCCIEI0BaHHE (CHOHCOp), o00s3aHa
CBOEBPEMEHHO CO00IIaTh 000 BCEX CEPhE3HBIX HEMPEIBHICHHBIX MOOOUYHBIX dddekTax. [ maBHBIN
UCcIeIoBaTeNb 0043aH MPOMH(POPMHUPOBATE 3TUUECKUI KOMUTET 000 Beex ciyuyasx CHS Ha naHHbIHI
npenapar, NpoU30LIEIINX B KaKUX-THOO HCCleAoBaTeNbCKUX LieHTpax. Ilucbma ¢ otueramum mo
6e3onacuoctu UIT paccmarpuarores JIDK pa3 B mectb MecsIies.

3. HA, cnyuuguwiuecsn 6 0aHHOM UCC1€006AMENIbCKOM UeHmpe.

B Texkymem ordere O MpOBOAMMOM HCCIIEAOBAaHUM U 3aKIFOUUTEIBHOM OTYETE IJIaBHBIN
uccinenoBarenab o00s3aH  uHpopmupoBars JIDK o mpomzomenmux B JaHHOM  (CBOEM)
uccienosarenbckoM nenTpe HS Ha nanHblii npenapar, 1 IPOKOMMEHTHPOBATS .



COIl1 Ne8. JKcrnepTn3a 3aK1KUMNTE/IbHOTO OTHeTa

Heabp - obOecrmeueHue mporecca 3KCHEPTU3Bl 3aKIIOYUTENBFHOTO OTYeTa IO JII00OMY
HCCIICI0BaHMIO, paHee ogo0peHHomy JIDK.

O06JacTh MPUMEHEHHS - DKCIIEPTH3 JIFOOOTO 3aBEPIIMBIIETOCS MPOCKTA. 3aKITIOUYUTEIbHBIN
OTYET MOKET OBITh Mpe/icTaBjIeH B BUe POPMBI 3aKIIOYUTEIHLHOTO 0TYeTa 00 rccieaoBaHnu, QopMbl
MPEKpALEHUs] UCCIEIOBaHUS 10 3alIaHMPOBAHHOTO CPOKAa WM HMETh BHJ MNHUCbMa, (opmy,
MPEJICTABICHHYIO CIIOHCOPOM U Jp. MPU YCIOBUH, YTO MH(OpMALUS SBISETCS AOCTATOYHOU IS
SKCHEPTHU3BI.

OtBercTBeHHOCTh. Cekperapp JIDK oTBewaer 3a NpUHATHE MaTEpPUATIOB M IPOBEPKY
MIOJIHOTHI MPEICTABJICHHBIX JaHHBIX.

Cekperapb U3y4yaeT MaTepHAIbl OTYETA, MPOBEPSET MOTHOTY U TIOCTOBEPHOCTH MH(POPMAITUH,
COOTBETCTBHE €€ MIEMEHTaM UCCIIeIOBaHMsI, paHee ogo0penHoro JIDK.

Ha3nauennsiii Ilpencenarenem skcnept u3 umucna uwieHoB JIDK cocraBisier pesiome,
npelcTaBisieT naHHble Ha 3acegannu JIDK u mHunmupyer muckyccuro. Jro6oit wien JIDK moxer
MOCTABUTH BOMPOC O HEOOXOAMMOCTH 3aIlpoca TOTOTHUTEILHON NHGOPMAITUU WM UHBIX JEHCTBHIA
OTHOCHUTENIbHO HcciieqoBaTeneil. [lo uroram paccMOTpeHUs] MPUHUMAETCA PELICHUE O MPUHSATUU
3aKJIIOUMTENBHOTO OTYETA UITH 3aIIPOCE TOMOTHUTENbHON HHPOPMAIIHH.

CexkpeTtapb 1ociae NPUHATHS PELICHNs U3BEIAET UCCIIEI0BATENS O IPUHIATOM PEIICHHH.
Ecnu oTder npuHAT, cekpeTapb OTBEYAET 3a APXUBUPOBAHUE JOKYMEHTOB 10 3TOMY HCCIEI0BAHUIO
Y 3aKPBITHIO €TO0.



COlM Ne9. PaboTa ¢ KOHPUAEHLMANbHBIMU AOKYMEHTAMM

Leap - onucanue npoueaypbl €KEeIHEBHOTO MOJb30BAHUS U 0OpalieHusi, o0ecreurnBaroas
rapaHTHIO UX KOH(PHUIEHITMAIBHOCTH B X01e AestenbHoct JIDK.

O6sacThr NMpUMEHEHHS] - KO BCEM BHUAAM OOpaOOTKH, PacCHpOCTPaHEHUsS U XpaHEHUs
MPEICTABICHHBIX HA HKCIIEPTU3Y IPOTOKOJIOB UCCIEAOBAHMS, MATEPUAJIOB MEPENUCKHU C IKCIIEPTAMHU,
ayIUTOpaMu, TJIABHBIMU UCCIIEAOBATENIIMH, CIIOHCOPAMH U JIp. 10K

OTBeTCTBEHHOCTHh - COOJNIO/ICHHE KOH(PHUIECHIIMAIBHOCTH MPUMEHUTENIBHO K MPOTOKOJIaM
uccienoBanus, nokymentam JIOK u mepenucke siBisieTcs o0s3aTenbHOM miis Bcex wieHoB JIDK,
HE3aBHCHUMBIX 3KCIEPTOB U JIp., KOTOPbIE MOAMKUCHIBAIOT COTJIalleHHe o KOHuIAeHIHansHOCTU. B
chepy OTBETCTBEHHOCTH cekperapuara u wieHoB JIOK BxoguT obOecnedeHne rapaHTUU
KOH(pHUACHIHAIBHOCTH BceX NoKymMeHTOB JIDK B ciyuyae MCronb30BaHMsI WX KOMHA CTOPOHHUMHU
JTULAMH.

[MonppoOuass  wmHCTpyKIMs: uiensl JIDK  mocme  moamucaHus — corjamieHds O
KOH(QHICHIIMATPHOCTH HMMEIOT JOMycK Ko BceM nokyMeHTam JIOK (daiinsl uccrnenoBanuii,
moHuTopupyembix JIOK, moxkymentsl camoro JIDK, COII, nepenucka). Bompocsl konupoBaHus
JOKYMEHTOB pEIIAIOTCSl CEeKpeTapuaToM, B OTHENbHBIX CIIydasX IIyTEeM KOHCYJIbTUPOBAHUS C
npejceaarenaeM, 1 GUKCUPYIOTCS B clielnaibHOM KypHase. CIUCOK KOMUM XpaHUTCS B CEKpeTaprare
JIDK, roe dukcupyercs MO, moanuck moiaydaress KONUU U MMPUYMHA €€ 3arpoca, 1aTa, MOIUCh
CeKpeTaps, IepeyeHb KOMMUPOBAHHBIX TOKYMEHTOB.

Komun noKyMeHTOB, BKIIOYash YEPHOBUKHU, SIBISIOTCA KOH(PDHICHIIMAIBHBIMU U WX
Pa3MHOXEHHE 3allpelieHo, HCKIYas CIIy4ad, KOTJa €CTh HEOOXOJAMMOCTh B UX €XKEIHEBHOM
UCIIOJIb30BaHUH.

Paspemeno konupoBaTh JOKYMEHTHI 110 3anpocy wieHoB JIDK cekperapem. Cekperapb JIMUHO
HaAOJI0/IaeT U OTBEYAET 3a IMPOLIECC KOMMPOBAHUS.

[Ipu 3anpoce komwmii yuiamu, He sBIsrOIUMuUc wieHamMu JIDK, oHM MOTYT OBITH BBITaHBI
nocie paspermeHus npencenarens JIOK mocie 00s3aTenbHOrO TMOAMHCAHHUS COTJAIICHHS O
KoH(puAeHIManbHOCTH. DaKT BhIJAUM KOMUU (UKCHUPYETCS B )KypHaJIe.



COTl1 Ne10. HanucaHue n pacnpoctpaHeHne COll 1 pykoBOACTB

Heas - onucare mnpoueAypy HalUCAaHUS, PACIPOCTPAHEHUST M KOHTPOJS  3a
pacnpocTpaneHHeM 0J100peHHBIX 3THYeckuM KomuteToM COII 1 pyKoBOJCTB.

Oob0aacTy npuMeHenusi - Hanucanue u pacnpoctpaneHue COIl U pykoBOACTB, a Takke
MOJTOTOBKA CIIUCKA PACTIPOCTPAHEHHS.

OtBercTBeHHocTh. Hammcanme COII BXxomuT B cdepy OTBETCTBEHHOCTH CIICIIHAIBHO
MOATrOTOBJICHHEIX WwieHOB JIDK.

IIpu pacnpoctpanennn COIl U pyKOBOACTB ceKpeTapuaT dTHYECKOTO KOMHUTETAa OOsI3aHBI
NENCTBOBATH B COOTBETCTBUH C MpaBUiIamMu, NpuHATHIMU B JIDK.

IIpaBuna nanucanusi COIIL. Kaxapiii 3THUeCKrii KOMUTET AOJKEH CO37aTh COOCTBEHHBIC
COII u um cnenosate. [Ipu cozmanuu COII B 00s3aTenbHOM TMOPSIKE JOHKEH OBITH COOMIOICH
o0ImuMii CTaHJapTHBIN Gopmar.

COII nomxen 6bITh 00cyxaeH Ha 3acenanuu JIDK u onobpen npencenatenem JIOK.

COII BcTynaeT B cHily IOCIIE €ro MOANUCAHUS U JaTUPOBAHUS MIPEICEIaTEIIEM.

Hossie COII Brimtoyarorcs B nmakeT « AxktuBHble COIl», yTpaTuBine CUly - apXUBUPYIOTCA.
Hoseie COIl uMeOT OTAENbHBIA JHCT, couepkKamuii uHOOpMaIuio 00 HCTOPUU BHECEHHBIX
n3MeHeHu (Ne COII, pa3zieln, MPeabIayIIui TeKCT, HOBBIM TEKCT, MPUYWHA BHECCHUS M3MCHCHHM).
IIpaBuna pacnpoctpanenus COIL.

JIDK OO0 «BUTAME]]» paboTaeT B COOTBETCTBUH C IMpPaBUJIAMHU, ONPEICICHHBIMU B €T0O
COIl.

COII xommmpyroTcs U pacmnpoctpaHstorcs BceM wienam JIDK, npu ooHoBnenun nakera COII
Bce wieHbl JIDK o00s3aHbl momyuuTh HOBYIO akTyanbHyio Bepcuto COIl mis pykoBoAcTBa K
JNEUCTBUIO.

COII noanexaT KOMUPOBAHUIO U PACIIPOCTPAHEHUIO 3aMHTEPECOBAHHBIM JIMIIAM TOJBKO MO
paspemenuto npeacenarens JIDK ¢ obs3arensHbM hukcupoBaHueM (pakTa BbIAYH TOAMUCAHHON H
3aBEPEHHON KOMMH B CIEIIUATIBHOM JKypHAJIE.

3aMHTEPECOBAHHBIMHM JIMLIAMH MOTYT OBITh TMPEACTABUTENN YUPEAUTENs, SKCIEPTHI,
3asIBUTEIIN U JIp. TN, 3aMHTEPECOBaHHbIE B HHPopMarnmu o padore JIDK.

®opmupoBanue nakera pacnpocrpanseMsix COII sBisercst pyHKUIKEH 1 OTBETCTBEHHOCTHIO
ceKpeTapsl.

IIpaBunia apxusupoBanus HeakTuBHbIX COII.

VYcerapesmme COII 1omkHBI XpaHUTBCA B HAZAEKHOM MeCTe, UX Helb3d yHuuToxkatb. COII,
BBINIC/IIINE U3 YIOTPEOICHUS, Ha3bIBAIOTCS HEAKTUBHBIMU M JOJKHBI XpaHUThCA B nanke «APXWB
COIl



COM Nell NcTtopuma BHECEHHbBIX U3MEHEHWI

13.01.2020
Paznen Ipeapigyuiuii TekcT Hosprlii TekeT IIpu4uHbI BHECEHUSI
W3MeHEeHHs
COIl'1 Wudopmanns orcyrcTBOBaa. IIpaBuna nonauu JOKyMEHTOB | PerynspHsle BOIPOCHI CO
Opranunzamus JIDK Tlepen MIEPECBUIKON | CTOPOHBI CIOHCOPOB.
000 JOKYMEHTOB TpeIBapUTEIHHO
«BUTAME]» HarpaBJIsieTCsl MHChbMO Ha e-
mail JIBK
vitamed.lec@mail.ru .
OpuruHanel JIOKyMEHTOB B
pacrnedaTaHHOM BUJIC
OTMPABJISIOTCS TO ajpecy: T.
Mocksa, yn. CecnaBuHCKas,
1.10. Kimunuka "BuraMen" .
JIOKyMeHTBI HE00X0AUMO
MPUCHIIATE B IIEKTPOHHOM (Ha
JIICKE) M pacrieyaTaHHOM BHUJIC.
COIT Ne4 Brimucku u3 mpoTokoyia | Belmuckn w3 TpOTOKOJA | YBEIWUYEHUS! KOJMYECTBO
OkcrepTuza MPOIICAIIETO  3aceJaHdsi  C | MPOMICOIIEr0  3acelaHus C | IPOTOKOJIOB B
HCCIIEIOBATEIBCKUX | pelIEHUEM JIDK 110 | peuieHueM JIDK 10 | MCCIIEI0BATEIHCKOM
MIPOEKTOB MIPEICTaBICHHOMY MPOEKTY | MPEACTaBICHHOMY  TPOEKTY | IEHTpe, U KaK CIIEe/ICTBUE,
BBIJIACTCS 3asBUTENIO B CPOK HE | BBIAACTCS 3asBUTEIIO B CPOK HE | YBEIMUYCHHE KOJMYECTBA
nosaHee 7 paboumx aHei nocne | mosgHee 10 paboumx gHeW | monau.
MIPOBEJIEHHOTO 3ace/laHusl. nocine MIPOBEJIEHHOTO
3aceaHusl.
COIT No5 I[lo oxonuanum  3acemanus | [lo okoHyaHuu 3acedaHus | YBEIUYEHUs] KOJTUYECTBO
OkcrepTu3a CeKpeTapruaT BHOCHT pPEIICHHE B | CEKPETapHaT BHOCUT PEIICHHE | MPOTOKOJIOB B
MTOTIPABOK K TIPOTOKOJT u 00s3aH | B TPOTOKONI HW  00s3aH | UCCIEAOBATEIHCKOM
MIPOTOKOITY nHPOPMHUPOBATH 3asBUTEIS O | HHPOPMHUPOBATH 3aABUTENS O | ICHTpPE, M KaK CIEICTBUE,
pemennn JIOK: yctHO He | pemrenmm JIOK: ycTHO He | yBenmuUeHHWE KOJMYECTBA
MO3IHEE 3 THEN rmociie | mosgHee 3 gHEH, TUCEMEHHO - B | mojad.
[IPOBEICHUS 3acemanus | TedeHne 10 paboumx mHEH
STHYECKOTO KOMUTETa, | MOCJe MPOBEACHUS 3acelaHus
MUCBMEHHO - B TEYECHHEC 7 | 3TUYECKOTO KOMHTETA.
pabouux THEH.
COIT Ne7. HUccnenosatens 00s3an | MccnemoBartenb 00s13aH | YBETUYCHUS KOJIHYCCTBO
Dkcneprusa u3Beniate JIDK 060 Bcex CHS, | m3emars JIDK 060 Bcex CHS, | mpoTokoios B
OTYETOB O CJIyYHBIIMXCS B IaHHOM (CBOEM) | CIYYHMBIIMXCS B  JIAaHHOM | MCCIEIOBATEIBCKOM
HEXKEJTaTeTbHBIX HCCIICOBATEILCKOM IIEHTPE B | (CBOEM) HCCIEIOBATEIHCKOM | IICHTpPE, M KaK CIIEICTBHUE,
SIBIICHUSX MMUCBMEHHOM BHAE€ MW IO | IEHTpe B NHCHBMEHHOM BHJE | YBEIHUYCHHE KOJIMIECTBA
TeneoHy B TEUYEeHHE 5 CyTOK | pa3 B 6 MecdAleB (BMecTe C | mojad.
mocie TOTO, KaK OHO | OTYETOM IO OE30MaCHOCTH).
TIPOU3OIILIO.
COIT Ne7. Coo0Omenne npencrasisieTcss | CooOIeHne TMpencTaBisieTcs | YBEIWYSHHsI KOJTUIECTBO
DKcneprusa [JIABHBIM HCCIICIOBATENICM KJIU | TIABHBIM HCCIICOBATEIIEM WIH | MPOTOKOJIOB B
OTYETOB O MPEICTABUTEIIIMU MPEICTABUTEISIMHU UCCIIEI0BATEIILCKOM
HEXKEeJaTeTbHBIX HCCIICIOBATEIILCKOIO IICHTPA B | MCCIIEOBATEIILCKOTO IIEHTPA B | IICHTpe ObLIa CO3/1aHa
SIBIICHUSAX JISK mno tenedony, a taxke no | JIOK mo snexTpoHHO# mouTe | OTAENbHAsA 1oura,

dakcy +7(499)550-28-01 wm
anexTponHoi moure (medclinic-

(vitamed.lec@mail.ru) u
00s3aTETLHO  PETHCTPUPYETCS

KOTOpast OTBEYAET TOIHKO
3a KOPPECIIOHICHITHIO




vita@yandex.ru) u 00s3aTENBHO | CEKPETAPEM. JIDK. Taxxe omnucamu

peructpupyercs  cekperapeM. | Cekperapb cpasy xKe | mopady Goutee

CekpeTapb cpazy Ke | uHpOpMHUpYeT TMpejcenaTelis | JIAKOHHYHO.

uHPOPMHPYET  THpeicenaTeNs | Wiu 3aMeCTUTENsS

WK 3aMecTuTelts npezacenarens | npencenatens JIDK o CHA B

JIDK o CHA B wmenrtpe | neatpe  BUTAMEJI  nnsa

BUTAME]Jl 11 CpOYHOrO | CPOYHOI'O HPHUHATHS PELICHUS

TIPUHATHS PEIICHHUS. B BUJIC COOOIIeHHS,

B Teuenue nociaeayroomux 5-X | NOANUCAHHOE U JAaTUPYEMOE

oHen JaHHOE COO0OIIIEHNE, | TIIaBHBIM HCCIIEIOBATEIEM B 2-

MOJIIICaHHOE H JaTUpyeMoe | X sk3eMIuripax. Ha moxymenre

TJIABHBIM HCCIIEOBATENeM B 2-X | CTaBUTCA OTMeTKa 0

9K3EMIUIApPAX, IepenacTcs B | MOJNyuyeHHH WHPOpPMAIUU ¢

JIBK MPECTABUTEIIAMHU | JATOW M MOJIUCHIO CEKpeTapst

HCCIIEI0BATEIbCKOTO  IIEHTpa

auuHO (IO JEHCTBYOLIEMY

anpecy JIOK). IlpeacraBurento

HCCIIeI0BATEIbCKOrO LIEHTPa Ha

BTOPOM SK3EMIUIIPE COOOIICHUS

(xommst  cooOImIeHUs, KOTOpas

BO3BpaIIacTCs B

HCCIICIOBATEIIHCKHUHA LEHTP)

CTaBHUTCS OTMETKA O TOIYYICHUHU

HHpOpPMALIMK ¢  JaTtod |

MOJNUCHIO CEKpEeTaps.
COIT Ne7. Coobmenne  npexacrasisiercst | Coobmenne mpezcrasisiercs | [lomensuics
DKcneprusa [JIABHBIM HCCIICIOBATENICM KIIU | TIABHBIM HCCIICIOBATEIICM WM | DJICKTPOHHBIH azpec.
OTYETOB O MPEICTABUTEIIIMU MPEJICTABUTEISIMHU Bonee JIAKOHUYHAS
HEXKEeJaTeTbHBIX HCCIICIOBATEIILCKOTO IICHTPA B | MCCIIEJOBATEILCKOTO IEHTPA B | (hOPMYIHPOBKA.
SIBIICHUSIX JISK mo tenedony, a takxke no | JIOK mo smekrpoHHOH mouTe

¢dakcy +7(499)550-28-01 wm
ANMeKTpoHHOH moute (medclinic-
vita@yandex.ru) u o0s3aTeTHHO
PETHUCTPUPYETCS CEKPETapeM.
Cekperapb cpasy xKe
nndopmupyer  mpeacenaTens
WIN 3aMECTHUTENsl MpeceaaTens
JIDK o CHA B uenrpe
BUTAMEJ nmns  cpodHOro
MIPUHATHSI PCIICHHUS.

B teuenue nocneayommx 5-x
IHEW JaHHOE COOOIIEHHE,
MTOJIIMICAHHOE U TATHPYEMOe
TJIABHBIM HICCIIEIOBATENEM B 2-X
9K3EMIUTIPAX, IePeJacTcs B
JISK mpencraBuTensiMu
HCCIIEI0BATEIbCKOTO IIEHTpa
JINYHO (TIO AEHCTBYIOIIEMY
anpecy JIOK). [IpencraBurento
HCCJIeI0BATEIbCKOTO IIEHTpa Ha
BTOPOM 9K3EMILISIpe COOOIIEHHs
(xonust cOOOIIeHNS1, KOTOpast
BO3BpaIacTcs B
HCCIICAOBATEILCKUH IEHTP)
CTaBHUTCS OTMETKA O MOTyYCHIH
HHPOPMALINH C JATOH U
TOJIIHICHIO CEKpeTaps.

(vitamed.lec@mail.ru) u
00513aTeNFHO  PETUCTPHPYETCS
CeKpeTapem.

Cekperapb cpasy xKe
HHPOPMHUPYET TpeaceaaTens
WK 3aMeCTUTENS

npencenarens JIDK o CHS B
LEHTpE BUTAME]] s
CPOYHOTO TPUHSATHS PEHICHUS
B BHJIE COO00IIEeHN S,
MMONMTUCAHHOE M JaTHpyeMoe
IJIaBHBIM HCCIIEI0BATEICM B 2-
X 3K3eMIuripax. Ha moxymenre
CTaBHUTCS OTMETKa o
MOJMy4YeHHH WHGOpMAIH C
JIATOH W MOJIHCKHIO CEKpeTapsl.




COIT Ne10. Hosrie COII nmerot otaenbubiii | HoBbie COIT nMeroT | boiee marmamHo mojaHa
Hanucanue n JICT, COJIEpIKaIlMi | OTAEJBHBIH JIUCT, coliepkaiuil | nHGopmanus.
pacnpocTpaHeHHe ndopmanmio 00  wucropuu | uHpopmaumioo 00  HcTOpPUH
COII u pykoBOJICTB | BHECEHHBbIX u3MeHeHuil  (Ne | BHeCeHHBIX u3MeHeHui (Ne
COlI1, nepoHauansHas | COIl paspmen, mnpenblIyLuii
penaxuusi, U3MEHEHHBIH TEKCT, | TeKCT, HOBBIH TEKCT, NpUYUHA
JlaTa BHECCHHBIX N3MECHECHUN). BHECEHUS] U3MEHEHUH).
25.08.2021
COIT 1 OTtBercTBeHHOCTD: | [IpaBoBas  6a3za  JeATENbHOCTH  JIOKaJIBbHOTO | JloOaBieHbI
OpraHu3anusi | CICAOBAHUE TIOJIOKECHUIO H | DTHYECKOTO KOMUTETA ¥ OOHOBJICHBI
JIBK 000 IIpaBUIAM pabotsr | [] ICH HARMONISED GUIDELINE | noxymeHTbI
«BUTAME/l» | nokampaoro komutera mo | INTEGRATED ADDENTDUM TO ICH E6 (R1):
stuke mnpu  nposenenun | GUIDELINE FOR GOOD CLINICAL PRACTICE
OMOMETUITMHCKUX E6 (R2).
HCCIIENOBAHMM Ha OCHOBE | [J Directive 91/507/EEC, The Rule

MPHUHIUIIOB, W3JI0KCHHBIX B
OCHOBHBIX MEXyHapPOIHBIX
M OTCUYECTBCHHBIX STUYCCKHUX
JIOKyMEHTaX, TAKUX KakK:
XenabcUHCKAS
JIeKJIapaius Bcemupnoit
MEIMLMHCKON  accolualuu
"PexoMeHIaInH: s
Bpaueii, 3aHUMAIOIIHUXCS
OHMOME TUITUHCKUMU
HCCIIeTOBAaHUSIMU c
yJacTueM Jitojieit", mpuHsTas
18-ii BceemupHoi
MEIHUIMHCKOH  accaMOJeei
(OuHNSTHAWS, 1964 T.,
nepecMoTpeHa B Snonun B
1975 r.; Utamum - 1983 r.;
TI'onkonr - 1989 r.; IOxHo-
a(ppUKaHCKOW pecIryOIIuKy -
1996 r., Dnunabypre - 2000
r.); Koucrutyuus
Poccuiickoit denepanuu ot
12.12.1993r.;DenepanbHblit
3akoH P® "OO ocHoBax
OXpaHBbI 37I0POBbSI B
Poccwuiickoit @enepanuu” ot
21.11.2011r. Ne323-D3;
®DenepanbHbIM 3aKOHOM «O
MIePCOHANBHBIX JTaHHBIX» OT

27.06.2006 r. Nel52-®3,
BKJIIOUAst N3MEHEHHS.
HauuonaneHelii  craHmapT

P® TOCT P 52379-2005
"Hamexxamast KIHHHYECKast
mpaktuka" GCP (2005 1.)

Good  Clinical  Practice
(GCP) YTBEPKICHHBIN
MIPUKA30B ®denepanbHOTO

areHTCTBA TI0 TEXHUIECKOMY
PEryIHNPOBAHUIO u

Governing Medicinal Products in the European
Community.

0 US Code of federal Regulations dealing
with clinical studies (21 CRF including pars 50 and

56 concerning informed consent and IRB
regulation).

0 XenbcuHcKass Aeknapamus BcemupHoi
MEIUIMHCKOM acconmanuu "PekomeHmanuu: s
Bpauei, 3aHUMAaIOIIUXCS OHOMe TUIIMHCKUMK
WCCIIEIOBAaHUSIMU C ydacTHUEM JIoAei", mpuHaras
18-it BcemupHOH MeOMUIMHCKOH — accambieei

(Dunnauaus, 1964 r., nepecmoTpeHa B SInoHuu B
1975 r.; Utamuu - 1983 1.; I'oukonr - 1989 r.;
IOxHOo-Adpukanckoit pecnybmmke - 1996 T,
Omuuabypre - 2000 r.); Bamuarrone -2002; Tokuo-
2004; Ceyne-2008; dopranese-2013.

O KoHBeHnus o 3ammre MpaB dYeloOBeKa M
JOCTOWHCTBA YEJIOBEYECKOTO CYIIECTBOBAHUS B
CBSI3H C HCIOJb30BAHUEM TOCTHIKEHUN OHOJOTUU U
MenunuHbl: KOHBEHIMST O TpaBax ueJoBeKa U
ouomemuiuae ot 04.40.1997.

[ MexnyHapoJaHblE W OSTHUYECKHE TpaBHiia
OMOMEIMITMHCKUX HCCJICAOBAaHUN C BKJIIOUCHHUEM
mojeil. CoBeT MEXIyHApOIHBIX OPraHU3alMHA O
MenuuuHckoi Hayke. XKenea, 1993.

O Oenepanpablii 3akoH PO "OO6 ocHOBax
oxpasbl 3710poBbs B Poccuiickoit ®denepauun" ot
21.11.2011r. Ne323-D3.

[ ®DenepanbHBIM 3aKOHOM «O TIepCOHATBHBIX
magHeIX» oT 27.06.2006 1. Nel52-®3, Bximodas
W3MCHCHUSL.

0 Harmmonanphenii cranmapr PO T'OCT P
52379-2005 "Hamnexaias KIMHHYCCKAsI IIPaKTHKA"
GCP (2005 1.) Good Clinical Practice (GCP)
YTBEPXKACHHBIN Mpuka3zoB denepasbHOTO areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO U METPOJIOTHH
ot 27 centsiops 2005 1| N 232-cr.

O OenepanbHblii 3akoH  «O0  oOpameHun
JIeKapCTBEHHBIX cpeAcTB» oT 12 ampens 2010 r. N
61- ®3

O Cranmapt

orpacii OCT  42-511-99




METPOJIOTHH OT 27 CeHTAOps
2005 r| N 232-crT;
®Oenepanbubiit  3akoH  «O0
oOpallleHuH JIeKapCTBEHHBIX
cpenacTs» ot 12 anpens 2010
r. N 61- @3 u OenepanbHbiit
3akoH "O JIeKapCTBEHHBIX
cpenctBax" ot 22.06.1998 r.;
Craanapt otpaciu OCT 42-
511-99 "TIpaBuna
MIPOBEACHUS KAa4eCTBEHHBIX
KIMHAYECKUX WCIBITAHUHA B
Poccuiickoit ®enepauuu" ot
29.12.1998 r.;
MpunucTtepcTBa
3PaBOOXPAaHEHUS
Poccuiickoit @enepanuun N
2000 «O06 yTBepKICHUH
TIpaBUI HaJJIeKamen
KIMHAYECKON MPAKTHKW» OT
1 anpenst 2016 T

U WHBIE  HOPMATHBHO-
MIPaBOBBIE JIOKYMEHTEI,
periaMeHTHpYIOoIIne
IIPOBE/ICHUE
OMOMETUIIMHCKUX
UCCIICIOBAaHUNA C ydacTHeM
4eJoBeKa M JKUBOTHBIX, a
TaKxke JIeCTBYIOIIIEE
3aKOHOJATEIHCTBO
Poccuiickoit ®enepaunu u
Pecny6mmuku TatapcTas.

"[IpaBuna IIPOBEICHUS Ka4yeCTBEHHBIX
KJIIMHUYECKUX HCTIBITAHUN B Poccuiickoit
Oeneparun” ot 29.12.1998 ..

O MuHucTtepcTBa 3/IpaBOOXPaHEHUS
Poccuiickoit ~ ®Demeparum Ne 200 «O06

YTBEPXKICHUN MPaBWJ HaJUIeXkalled KIMHUYECKOMH
mpakTUKW» oT 1 anpens 2016 T

O 3akoH P® ot 27.11.1992 Ned0 15-1 «O06
opraHuzaluy cTpaxoBoro nena B Poccuiickoi
denepanuny».

O ITocranosnenne [IpaBurensctBa PG ot 1
3.09.2010 Ne714 «OO6 yrtBepxkaeHUH THITOBBIX
NpaBuJl  0053aTENLHOTO CTPAaXOBAaHHUS IKHU3HU U
340POBbA MAINUCHTA, YUACTBYIOUICTO B KIIMHUYCCKUX
UCCIIEI0OBaHUAX JICKAPCTBEHHOTO TIpemaparay.

U ITpuxkas MunucrepcTBa
3apaBooxpaHeHuss Poccuiickoit Penepanuu U OT

29.1 1 201 2r. N986H «OO0 yTBepKACHUH
nosoxeHust 0 COBETE ATHKEY.

0 [puatuner padotsr KomureroB mo JTuke
MEIUKO-OMOJOTHYECKUX  HcciemoBanuii, BO3,
Kenera, 2000.

0 «JloroBop o EBpazuiickoM 5KOHOMHYECKOM
coroze» 29.05.2014.

0 Pemienne Cosera EBpazuiickoii

skoHOMuueckoi komuccun ot 03.11.2016 N79 «O6
yTBepxkaeHuM [IpaBuin Hajuiexamel KIMHAYECKOM
IIPaKTUKU EBpa3suilckoro 3KOHOMUYECKOIO COH03a».
0 CranmapTHa s OIlEpalMOHHAs IpoIexypa
Ne2  «Ilpouenypa  mpoBeaeHHS  ITHUECKOH
9KCIEPTN3bl HHPOPMAIMOHHOTO JIUCTA TAIEHTa
Wndopmamms  Munsnpascoupassutuss PP or
06.12.2011 r.

0 JloxanbHbIi Ortudeckuit KOMHUTET
MOATBEPXKIACT, YTO OH OCHOBAaH M JEHCTBYET
COTIJIaCHO IIpaBunam GCP, MECTHOMY

3aKOHOJIATEIbCTBY U JIEHCTBYIOIIMM HOPMATUBHBIM
TpeOboBaHMSIM, B TOM 4ucie KoHcTuTynmu
Poccuiickoif @enepanun ot 12.12.1993r.

COIT 1 HNudopmanus Pom wu Qyskuumm nokameHOro Jrtudeckoro | JJobarieH

Opranuzanus | OTCYTCTBOBaja. KOMUTETA, €ro MOJTHOMOYHS 3aroJIOBOK

JIDK OO0 pasnena

«BUTAME]I»

COIT 1 HNudopmanms Bribop m HaszHaueHume ocHOBHOTO cocraBa JIOK,

Opranm3anusi | OTCYTCTBOBAJA. oTIpeNieIeHNe YICICHHOCTH COCTaBa

JIBK 000

«BUTAME]I»

COIT 1 HNudopmanms Opranuzanus pab6otsl JIOK, mmanupoBanwe u | JlobaBneHa

Opranm3anusi | OTCYTCTBOBAJA. TIPOBE/ICHUE 3aCEIaHNH. nHpOpMAaLHA

JIDK OO0 JlokanpHBI ~ DTHUYECKHH  KOMHUTET  HIPOBOJHUT | 00

«BUTAME]T» 3acellaHus PEryJIipHO HE pexe opraHusaluu
1 paza B (26-28 umciax) 3aceganus MOTyT Takke | pabotsl JIDK

Ha3HA4YaThCs mpeJiceIaTeNIieM o Mepe
HeoOxomumocTu.  Jlata ouepemaHOro 3acenaHus
OMpeNeNIIeTCs HAa KAXKAOM TeKyileM 3acenanHun. O
MOOBIX ~ W3MEHEHMsAX  rpaguka  3acemaHuid
mpencenatens JIDK  craBUT B M3BECTHOCTH
3asBuTens. Cexperapb KOMUTETA OMOBEIIACT O JaTe




Y BPEMEHHU 3aCeJaHusl U €ro MOBECTKE He MO3IHEe,
qeM

Ha 3acemanumu cooOleHHe O paccMaTpruBaeMOM
HCCIIEIOBAaHMM JejaeT oauH u3 wieHoB JIDK,
MOJYYHBIIHU 3apaHee (3a HENENI0) IOChE CO BCEMH

Npe/ICTaBICHHBIMH MaTepHallaMH 1o
IUIAHAPYEMOMY  KIMHHYECKOMY  HCCIIEAOBAHUIO,
HOAPOOHO 03HAKOMMBIIIHHCS co BCEMH
MaTepHataMu

B xome 3acemanmsi BemeTCS MPOTOKOJ 3aceTaHUs.
IIporokon Bemer cekperaps JIOK. IIportokon
JOJDKEH XpaHUTheA B JokyMmeHTax JIDK.
IIpeacenatens JIDK pomkeH BecTH 3acelaHue,
1100, B ClIydae ero OTCYTCTBUSI IIOPYYHUThH BEJCHUE
3acefaHus oqHoMy u3 uneHoB JIOK.

COIl'1
Opranuzanus
JISK OO0
«BUTAME]l»

Wudopmanns
OTCYTCTBOBAJIA.

IIpaBuna nogaym JOKyMEHTOB

JokymeHTanusi mo IJIaHUPYEMOMY KIMHHUYECKOMY
uccienoBanuio nogaercs B JIDK ot nuia 3asBures,
HECYUIETro OTBETCTBECHHOCThH 3a Hayunprit,
OpraHU3alMOHHBIN M 3TUYECKUN  aCIMEeKThI
HCCIIEIOBAHUS.

Hocwe, mnpemocTaBisieMoe B UENSAX ATHYECKOUH
SKCIEPTHU3BI, IOJDKHO BKIIOYATh BCE JOKYMEHTEHI
HEOOXOAUMBIE IS  IIOJHOIIEHHOM  JTHYECKOM
SKCTEepPTU3bl. JJOKYMEHTBI 17151 IEPBUYHOMN MMOJauu, a
TaKXke OJ00OpEHMS IMONPABKU WM HOBOW BEPCHH
MPOTOKOJIAa, WH(OPMAIIMOHHOTO JUCTA, OPOIIIOPHI
JIOJDKHBI TIPEIOCTABIIATHCS B OyMakHOM (popmate u
Ha DJIEKTPOHHOM HOCHUTEJIE.

T'omoBOM OTYET M OTYETHI MO OE30MACHOCTH IS
MoJayl K CBEJNEHWI0 TPUHUMAIOTCS  TOJIBKO
MIPUHUMAIOTCS Ha JIWCKE.

Pacmupena
uHpopmanus
0 IpaBuiIax
HO/Ia4H.
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