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COTM Nel Opranunsauuma 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 JesTenbHocTH JlokampHOro OTtnueckoro Komurera, CO31aHHOIO B MEAMIIMHCKOM
uentpe OO0 «BUTAME]».

OTBeTCTBEHHOCTD: CJIEIOBAHNE TIOJ0XKEHUIO U MPAaBUJIaM PaObOThI JTOKaIbHOIO KOMUTETA IO
3THKE NpPU MPOBEICHUH OMOMETUIIMHCKUX HCCIEOBAaHUII HA OCHOBE NMPHUHIIMIIOB, U3J0KEHHBIX B
OCHOBHBIX ME&X/YHAaPOAHBIX U OTEUECTBEHHBIX 3TUYECKUX JOKYMEHTAX, TAKUX KaK:

- XenbcuHCKas Aekiapanus BecemupHOM MeIMIMHCKON accouuanuu '"PexomeHnanuu:
JUISL Bpadel, 3aHUMAIOIINXCSl OMOMEIUIIMHCKUMH UCCIEOBAaHUSMU C YYaCTHEM JIIOACH", TpuHsTas
18-it BcemupHo#i MmenunHckoi accambieet (Punnsaaaus, 1964 r., nepecmorpena B Slnonuu B 1975
r.; Utamuu - 1983 r.; N'orkonr - 1989 r.; FOxHo-adpukanckoit pecryomuku - 1996 r., Dauabdypre -
2000 1.);

- Konctutynus Poccuiickoit @eaepanuu ot 12.12.1993r.;

- ®OenepanbHblif 3akoH PO "O6 ocHOBax oxpaHbl 310poBbs B Poccuiickoit deneparyn”
or 21.11.2011r. Ne323-®3;

- ®enepalbHbIM 3aKOHOM «O INepCcOHalIbHBIX AAHHBIX» OT 27.06.2006 r. Nel52-@3,
BKJIIOYasl U3MEHEHMSL.

- Haumonaneneiit crangapr PO I'OCT P 52379-2005 "Hangnexamias KiuHUYECKas
npaktuka" GCP (2005 r.) Good Clinical Practice (GCP) yrBepkneHnnblii mpuka3oB denepaabHOTO
areHTCTBA MO0 TEXHUYECKOMY PEryJIMPOBAaHUIO U MeTposioruu ot 27 ceHtsiops 2005 1| N 232-ct;

- ®depnepanbHbiii 3akoH «O0 oOpalieHUH JIeKapCTBEHHBIX cpeacTB» oT 12 ampens 2010
r. N 61- @3 u ®enepanbhblii 3akoH "O nekapcTBeHHBIX cpeacTBax” oT 22.06.1998 r.;

- Crangmapt otpacim  OCT 42-511-99 '"llpaBwia mpoBeneHHS KadeCTBEHHBIX
KJIIMHUYECKUX ucnbiTaHui B Poccuiickoit denepanuu” ot 29.12.1998 r.;

- MunucrtepctBa 3apaBooxpaHeHusi Poccuiickoit  ®enepaunu N 2001 «O6
YTBEPKACHUM NTPaBUII HaJUIeXkKalllel KIMHUYECKONW NpakTUKW» oT 1 anpens 2016 r

- U UHBIE HOPMATHUBHO-IIPABOBBIE [JOKYMEHTBI, PpErJaMEHTUPYIOIIME IPOBEACHUE
OMOMEIMIIMHCKMX HCCJICOBAaHUI C ydyaCTHEM 4YelIOBeKa M JKMBOTHBIX, a TaKXkKe JEHCTBYoOLIee
3akoHo1aTeabcTBO Poccuiickoit Deaepanun u Peciyonuku TatapcTaHs.

JIDK OO0 «BUTAME/» B cBoeil paboTe mpH OLEHKaX, PEKOMEHAALUAX U PEIICHHUIX
YUUTBIBACT HALMOHAJIBHBIE M MEXKAYHApOJIHbIE PYKOBOJCTBA IO JTHKE OHOMEIUIIMHCKUX
uccienoBanuil ¢ yuactuem uyenoseka, SIOMS, WHO, Kounsenuuto Cosera EBpomnsl 1o mpasam
YeJl0BeKa U OMOMETUIIMHE U IPYTHE aKThl.

JIDK paspabatsiBaeT coOCTBEHHBIE cTaHAapTHBIE padoune mpoueaypsl (COIT),

OCHOBaHHble Ha PexkoMeHmanmusaX KOMHUTETaM [0 53THUKE, IPOBOJAIIMM 3SKCIEPTU3Y
onomenumuHCKUX uccienoBanuii (XKenesa, BO3, 2000 1 OK3CHr/SDCER/WHO/004, CII6., 2004).

JIOK co3paercst U GQyHKIMOHUPYET B COOTBETCTBUU C HAIlMOHAJIBHBIM 3aKOHOJATEIBCTBOM U
CTPEMHTCS BBITIOJHATH MEXKIyHAPOJIHBIE TPEOOBAaHUS MO COOJIOACHUIO TAPAHTUN Ul YYaCTHHKOB
OMOMETMIIMHCKUX HCCIIEOBAHUM.

JIDK B cBoeii 1eSTEeNbHOCTH PU3HACT M YBAXKAET pa3sindyue KyJlbTyp U perauruii, codbmomaer
IPUHIUNBI HE3aBUCUMOCTH, OTKPBITOCTH, KOMIIETEHTHOCTH M IuTtopanu3Ma. CocTaB JIOKaJIbHOTO

9THUYCCKOI'O KOMUTETA.
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CocraB JIDK Moxer Briroyars B ceOs or 6 mo 10 uyemosexk. Umensl JIDK moimKHBI
MPEJICTABISITh PA3IMUHbIC 00JIACTH 3HAHHWH IS JIOTO, YTOOBI 0OECIIEUUTh MOJHYIO M aJCKBATHYIO
ITHUYECKYIO SKCIIEPTU3Y UCCIeI0BaHUH.

B umcno 4ieHOB KOMHUTETA MO STUKE JIOJDKHBI BXOIUTH CHEITUAIMCTHI B 00JIaCTH MEIUIIUHEI,
CHEIHAIMCT B OOJACTH IOPUCIPYIEHIUU, KaK MUHUMYM OJIMH CHEIHUAINCT, cPepoil OCHOBHOM
JESATENIbHOCTH KOTOPOTO HE SBJSETCS 00JacTh MENUIMHCKOW HayK, Kak MUHUMYM OJIMH - HE
cotpynauk OOO «BUTAME]]», He3aBUCUMBIN B CBOMX OLIEHKAX, COBETAX U PEIICHUSX.

[Ipencenarens u 3aMecTuTeNb MpeAceAaTesis HazHadaeTcs mnpukazoMm aupekrtopa OO0
«BUTAME]l», npemnoxenus no coctaBy JIDK wuHuUuMHpyercs mnpeacenareneM, yTBEPKIACTCS
cocras JIOK mupektropom OOO «BUTAME/I».

Pacmmpenue coctaBa M BBEJEHHE HOBBIX WIEHOB MPOBOJUTCS IO PEHICHUIO 3THYECKOIO
komuteta. HoBbie uiensl BBoAsATCA B cocTaB JIDK nocie equHornacHoro rojgocoanus uieHoB JIDK.

OO6cyxeHre KaHAUIaTyp HNPOBOAMTCA Ha OCHOBAHMM PEKOMEHAALMM 4ICHA: JIOKAIbHOIO
TUYECKOTO0 KOMHUTETA, KOTOPBIA MPEANIONKWI KaHIuAaTa, U MpodeccHoHaNbHOM aBTOOHOrpaduu
KaHauaaTa. YClIOBUEM OOCYXKICHHs SIBISETCS corjache KaHIuJaTa Ha BO3MOXKHOE BKIIIOUEHHE B
cocraB JIOK, roroBHocTh cienoBaTh npaBuiam GCP, BBINOIHATH CTaHIAPTHBIM ONEpPAlMOHHBIE
IPOLEAYPhl ATUYECKOr0 KOMUTETA, OJAMUCATh 0053aTENbCTBO O KOH(PUIEHITHAIBHOCTH.

Unensr JIDK momkHBI OBITH pa3sNUYHOTO TOJa U Bo3pacta, cdepa mpodeccHOoHATBLHOMI
NEeSITeIbHOCTH HE OTPaHUYUBAETCS.

Unenst JIDK BBIOUpAIOTCS MO UX TUYHOCTHBIM Ka4eCTBaM, Ha OCHOBE UX; HHTEPECOB, 3HAHHUS
U ONbITa B 00JIACTH STUKU WIM HAyKH, a TakKK€ Ha OCHOBAaHUHM CTPEMJICHUS M COTJacusl yIElIHTh
HeoOxoaumoe Bpemsi U ycunust s pabotsl B JIDK. UneHbl 3THUECKOTO KOMHUTETa BBIOMPAIOTCS
CPOKOM Ha TpHU roJia ¥ CPOK UX MOJTHOMOYHI MOXKET ObITh MPOJJIEH MO PEIICHUIO YICHOB KOMUTETA,
HO He 0oJiee YeM Ha TPH CIEAYIONUX OJHH 32 IPYTHM CPOKa.;

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

UJteHbI STUYECKOT0 KOMUTETA JJOJKHBI YKa3aTh 00 HMEIOIIEMCsl Y HUX KOH(DIUKTE HHTEPECOB
WM KaKOW-THUOO CTENMEHW 3aMHTEPECOBAHHOCTH - B (pMHAHCOBOM, MPOGECCHOHATHFHOM WM WHOM
OTHOILLIEHUU - B MPOEKTe WU mpeioxkeHuu, [loamexamux paccMmorpenuto, a JIDK momxen
OTIPENICTTUTh BO3MOKHOCTh W YCJOBHS ydacTusi wieHoB JIDK, mmeromux kakon-mub0 KOHQIUKT
HUHTEPECOB, PEKOMEH IALIUM.

Unenst JIDK Moryt OBITH AMCKBAIM(HUIIMPOBAHBI MO PEIICHUIO KOMHUTETA TPH HATWMYUN
COOTBETCTBYIOIIUX AapTyMEHTOB M JAaHHBIA TMpolecc AWCKBATH(PUKAIUKA TPOBOAUTCI IMyTEM
rOJIOCOBAHUS YWIEHOB 3TUYECKOI0 KOMUTETA.

Unens! JIDK MoryT OBbITH MCKIIIOYEHBI 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/uiam xoxa 3acemanuit JIDK, cucremMarnueckoro; oTkasa OT y4acTHs B NMPUHSATHU
peleHuit n3-3a koHdaukra uarepecos (6onee 20 % 3acemanuii/ciydaes B ron).

Unenst JIDK Moryr yWTH B OTCTaBKy CO CBOETO TOCTa IO COOCTBEHHOMY >KEJIaHHIO,
npencTaBuB npomienue o6 orcraBke npencenarento JIDK. Unenst JIDK, ymienmme B oTcTaBKy WiH
JTUCKBATU(UIUPOBAHHBIE MOTYT OBITh 3aMEHEHbl B PE3yJbTaTe€ COOTBETCTBYIONIMX Ha3HAYEHUN
HOBBIX YWICHOB KOMUTETA.

He3zaBucnmbie KOHCYJIbTAHTHI. JIDK MOXeT onupaThcsi B CBOMX CYKICHUSX OTHOCUTEIBHO
oTaenbHbIX IIpOTOKONOB HCCleOBaHUS WJIM PEKOMEHJAMH Ha MHEHHE HE3aBHUCHMBIX
KOHCYJIBTAaHTOB (PKCIEPTOB) MO OMNPEJCICHHBIM BOIpPOCaM, OJHAKO UX TOJOC SBISETCS
COBEIIATENIbHBIM, a HE PEIIAIOIINM.

HeszaBucuMblil KOHCYJIBTAaHT MOKET HazHadaThes npencenarenem JIDK u3 uucna skcnepToB



M0 y3KOCTICIHAIM3UPOBAHHBIM JTUCIMIUIMHAM, BOTPOCAaM HOPHUCIPYACHIIUU, PEIUTUA U Ap. IS
MIPOBEICHUS IKCIIEPTU3BI IO KOHKPETHOMY HCCIIEA0BAHUIO.

He3aBucruMble KOHCYJIBTaHTHI, MPU MPUBIICYEHUH K ATHYECKON DKCIIEPTH3E, KaK U UICHBI
JIDK, nomkHbBI OAMUCATh COTTAIIeHNEe 0 KOH(DUICHITNATEHOCTH / KOH(INKTE HHTEPECOB.

KBanndukanus 41eHOB 3THYECKOT0 KOMHUTETA:

- mpejceIaTenb - JIMI0, UMEIOIIee BhICIIEe MEIMIIMHCKOE 00pa3oBaHue, KoMiieTeHTHOE
B 00JIaCTH STUKH M OPTaHU3AIIMN U TIPOBEICHUHA OMOMEINITMHCKUX UCCIICTOBAHMI

- 3aMECTUTENb TPEACEaaTe/s -IUI0, UMEIOIee BBICIIEe MEAMIIMHCKONW OOpa3oBaHHUE,
KOMITIETEHTHOE B O0OJIACTH ATUKH W OPTaHU3aIlMU U MPOBEICHUN OMOMETUITMHCKUX HCCIICIOBAHUM,
3aMelaroIee mpeaceaTelNss BO BpeMs €ro OTCYTCTBUSI;

- CeKpeTaph - JUIO0 C BBICITUM 00pa30BaHHEM, MMOATOTOBICHHOE IO BOMPOCaM: ATHKH,
OpraHM3allid W TIPOBEJICHHUS KIMHUYECKUX WCCIICIOBaHUM, EJONMPOU3BOJICTBA, BJAJCIOIICE
sHanusamu [1K, ymeroniee oOpamatses ¢ 0pUCHON TEXHUKOM.

- ynensl JIDK - mpeacraBUTeIn MEIMIIMHCKOH, (papMaleBTHYECKOM, OHMOJIOIHYECKOM,
IOpUINYECKON, COLMAbHON, HAy4yHOW H Jp. chepbl AEATEIBLHOCTH, OO0JIafalomue; 3HAHUSIMU
ATUYCCKOMN IKCIIEPTU3bl OMOMEIUIIMHCKUX MCCIICIOBAHNN U ITpaB MallUCHTA.

Pacnipenenenne 00s3aHHOCTEH Cpey YWICHOB dTHYECKOTO KOMUTETA.

Hannexamee pynkimonupoBanue JIDK B cooTBeTCTBUU €O cBOEH c(hepoit OTBETCTBEHHOCTH
00€eCIIeUnBarOT CIICIYIONINE JOJDKHOCTHBIC JTUIIA:

-peice1aTelb

-3aMECTHUTENb TIpeJIceaTels

-CeKpeTaphb

-ynensl JIDK.

[Ipencenarens oTBeYaeT 3a OpPraHU3aAIMI0 COBCIIAHWMA, TIPUTJIAIIACT HE3aBUCHUMBIX
KOHCYJIbTAHTOB JUISI TIPOBEJCHHS CIECIU(PUICCKON IKCIEPTHU3BI MO0 KOHKPETHOMY HCCIICIOBAHHMIO,
OTBEYAET 3a CBA3b C OOIIECTBEHHOCTEIO.

3aMecTUTEeNh TpEIceaaTeNs BBINOJIHIECT OO0S3aHHOCTH IpeAceaarelis BO BpeMs €ro
OTCYTCTBHSI.

Cekperapb OTBEYaeT 3a AJIMHHUCTPATUBHBIM acCMEKT NEATETbHOCTH KOMHUTETa, U UMEET
cienyromue GyHKIUN:

-opraau3anus 3(PGEKTUBHOTO JEJIONMPOU3BOJCTBA IO KaXJAOW TIOJYyYEHHOW 3asBKE C
00s13aTeILHBIM 3aIl0THEHUEM BeeX GopM, npeaycMoTpeHHbIXx COIT;

-IIOATOTOBKA U BEJCHHUE JET;

-IIOITOTOBKA MTOBECTKHU JIHS M BEJIEHUE MPOTOKOJIOB 3aCeaHUs;

-Benenne nokymentanuu JIDK u apxusa;

-OCyIecTBICHUE CBsA3M ¢ wieHaMu JIDK u nuiiamMu uiam opranuzaiysmMu, MoJal0IIMMU 3asiBKH;

-o0ecrneueHne moAr0TOBKY NepcoHana u wieHos JIDK;

-OpraHu3anus TOATOTOBKH, PAacCMOTPEHHs, IEePecCMOTpa M PACCBUIKH JOKYMEHTOB; -
obecrieueHne HEOOXOIMMON aTMUHUCTpaTUBHOW mojaepxkku JIDK, ero mpemcemarens B CBS3M C
OTHOCSIIIIEHCS K €r0 KOMIIECTEHIIUHU ACATSIBHOCTRIO (HAIIPUMEp, JTIOBEICHUE PEIICHHMSI 110 3asIBKE JI0 €€
MoAaTeNs);

-o0ecnieyeHue noHoi uHbopmaruu 1 wieHoB JIDK;

-00ecreYeHUEe CBSI3M C JIMIIAMM WJIM OpraHU3alMsIMHU 110 BompocaMm aesTenbHoctH JIDK B
npejesiax CBOe KOMIETEHIIUU U ¢ COOJI0ICHNEM KOH(PUACHITUATBHOCTH,

-TEXHUYECKOE U OpraHu3aImoHHOe conpoBoxkacHNe PR - nesrenbHOCTH;

-o0ecrieyeHue pabOTHI COMIacHO paboueMy pacnucaHuio, WHOOpMaIUs O KOTOPOM
pasmemniaercs Ha caiite OO0 «BUTAME]l» u noBoauTCcs 10 CBEICHHS 3aMHTEPECOBAHHBIX JIHIL;

-BeJICHUE JIOKYMEHTAIlMM TO y4ery mpojenanHoi pabotsl (IIpmnoxenue 1), padounx
JKYpHAJIOB U BHYTPEHHEHN TOKyMeHTauuu, npexycMorpenHoit COIL.

Oo6s13aHHOCTH U cpepa OTBETCTBEHHOCTH YJICHOB ATHYECKOTO KOMHUTETA:

-yJacTue B 3aceJaHUsIX KOMUTETA;



-paccMoTpeHue, 00CyKIeHUE, OIleHKa U SKCIEepTU3a MakeTa: JOKYMEHTOB, PEIICH3UPOBaHUE
MPEJIOKEHNI OTHOCUTEIHHO UCCIICIOBAHMIA, TPEICTABICHHBIX HA YKCIIEPTHYIO OLICHKY;

-pacCMOTpEHHE MPEAIaraeMbIX 3asiBUTENISIMU MOTMPABOK;

-pacCMOTPEHHE OTYETOB O CEPHhE3HBIX CITydasX HEKEIATeIbHBIX SBJICHHIA,

-U3y4yeHUEe OTYETOB O XOJI€ HCCIIEJOBAaHMM M Mocieayrollee HaOMI0JeHHUI 3a TeKyIIUMHU
UCCIICIOBAHUSIMU;

-OlIEHKa OKOHYATEJIbHBIX OTYETOB 00 HCCIeI0BaHUSAX u UX PEe3yJIbTaTOB; -
obecrnieueHrne KOH(MUICHIINATEHOCTHIOKYMEHTOB U ux oOCyXJeHUsI Ha 3acemaHusx
JIDK;

-00BSIBIICHUS O KOH(DIIUKTE UHTEPECOB;

-y4acThe B OpraHu3allid U MPOBEIECHUU 00pa30BaTENIbHBIX MEPONPUATHH B chepe ITHKU
OMOMEIUITMHCKUX UCCIIeIOBAHUIA;

-TOBBIIIIEHNE KBATU(UKAUY TyTeM CTaXUPOBOK, GCP TpeHWHTOB U T.1I.

Oprann3anus padorsl JIIK. JIDK pacnonaraercst B 060pyaoBaHHOM (KOMIIBIOTED, TeNe(OH,
KCEPOKC W T.J.) TMOMEIIECHUH, TPeIyCMaTPUBAIONIEM XPAaHEHHUE JOKYMEHTAIllMu U apXuBa, padoTy
cekperaps u mpoBeAeHus 3acemanuii. Ha caiite OO0 «BUTAME]/l» vitamed-Ki.ru umeercs
3JeKTpoHHas cTpannuka JID9K.

TpeboBanust 1o kBopyMy. 3acemanuwe JIDK MokeT OBITH TPOBENEHO M €ro pelieHUs
CUMTAIOTCS JCHCTBUTENHHBIMU MTPH MIPUCYTCTBUU Ha 3aceqanuu 50% + 1 uneHoB komuteTa. Pocmyck
studeckoro komuteta. JIDK pacmyckaercs o pelieHuto yapeauTess.

PabGounii s3bIK ATHYECKOTO KOMHTETa - pycckuil. Bes moxkymenrtanmst JIDK Begercs Ha
pycckoM si3bike. TpeOoBaHUS K MPENOCTABISIEMOM IS 3THYECKOH AKCHEPTHU3Bl JTOKYMEHTAIUU
onucansl B cooTBeTcTBYIOomUX COII.




COlMM 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(PHUACHITUATHHOCTH / 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, CTAaXCpPbI, OSKCIICPThI, HC3aBUCHUMbLIC KOHCYJIbTAHTHI,
MNPpEACTAaBUTCIIN HCCICAOBATCIIA U CIIOHCOpA, HWHCICKTOPBI, W Op.; JULQ4A, JONMYIICHHBIC K
03HAKOMJIEHHIO C JOKYMEHTAIMEN 10 UCCIIEI0BaHMI0 WK JokyMeHTauueil JIDK, npurnamenssie Ha
3aceqanue JIOK, 00s3aHBl MpOYMTATh, MOHATh, NPUHATH U TMOANHUCATH (OPMY COTJIAIICHUS O
KOH(PHICHIIMAITBHOCTH/KOH(IIMKTE WHTEPECOB JI0 TOTO, KaK OHU MPUCTYIAT K padore. bianku
KOH(pHUICHIMAIBHOCTH (TIPHIIOKEHUS 1) XpaHUTHCS B CEKpeTapuare.

3a ¢akT moanmMcaHus COTJIAMICHUsI HECET OTBETCTBEHHOCTh cekperaph JIDK. Ilonmucannsie
muctel momenraroTcss B (aitn «KonduaeHmumanpHOCTh» 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 ¢opMmy coriacusi 0 KOH(UACHIMAIBHOCTH, IOIy4aloT 2
sk3emiuigpa ¢opMbl. OHM 00s13aHBl BHHUMATEIbHO O3HAKOMUTBHCSA C COJEp)KaHUE, yKa3aTh CBOM
nanubie (PHUO), moctaBuTh moanuch u Aaty. [Ipy BOSHUKHOBEHHH BOIPOCOB HEOOXOIMMO 3a71aTh MX
CEKpeTapIo.

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

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

A,
00s13yI0Ch HE pas3riamarbh WHGOPMAalMI0 W COONIOAAaTh KOH(UICHIMATLHOCTh B OTHOILICHHUH
MPOUCXOIAIINX Ha 3aC€JaHNM JTUCKYCCUH, npenctaBieHnid, noganHeix B JIOK OO0 «BUTAME ]y,
uH(popMaIuy 00 yYaCTHHKAX UCCIICIOBAaHUI M BOIIPOCOB, BOSHUKAIOIIMX B TIPOIECCE 00CYKICHUS.

Hara Iloamuce




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

KoH}uuKkT MHTEpEecOB 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 CUTYAIIMH, a HE OT XapaKTepa JeHCTBUI YeIOBEeKa,;

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

yTeM COOJIOACHHUS YCIOBUH COTTIAILICHHS.

O Hanmuyuu KOH(IUKTAa MHTEPECOB JHUIO 00S3aHO COOOLIUTH A0 IMPOBEACHUS 3TUYECKOM
HKCIEPTHU3BI I J0 Havajia 00CykIeHHs IpoeKTa (uccienoBanus). CBeeHUs 0 HATMYMU KOH(IUKTA
MHTEPECOB 3aHOCSTCS B IPOTOKOJL.

JIumo, nmeromniee KOHQIMKT MHTEPECOB HE MOXKET NPHHUMATh YYacTHs B TOJOCOBAHHMH IO
IIOBOJy IPOEKTA, [0 OTHOIICHHIO K KOTOPOMY OHO UMEET KOH(IMKT HHTEPECOB.



COTl1 Ne3. lNosecTka AHA 3aceaanma /12K OO0 «BUTAME» n ero
npoBeaeHme.

Heapb - oxapakTepu3oBaTh aAMHUHHCTPATUBHBIA MPOLECC MOATOTOBKM M PACHpPOCTpaHEHUs

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

JIOK.

Oo6aactb MNPUMEHEHUS: 10-, BO- BpEMs U IMOCJIC 3aCCAaHUA O TUYCCKOI0O KOMUTETA.

OTBeTCTBEHHOCTb. OTBETCTBEHHOCTh 3a BbloiaHeHUe nanHoi COII siBnsercs cexkperapb

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

[Tnan-rpaduk:

Ne Bun nestensHOCTH 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 Unensr JIDK, He mmeromue uHTEpecoB /
npejceaarenb
[Tocne 3acenanus Cexkperapp JIDK

Meponpusitusi, npopoaumsble 10 3acexanus JIDK:

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 IMPOBCACHHA, 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,

(dopMHpOBaHUE TTaKeTa JOKYMEHTOB, 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 IMOBECTKY 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 MTPeICTaBICHHOT0 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 INPUHUMAaTh y4acTHE TOJBKO HE3aBHUCHMBIE 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 ciydae ecnu npu rojgocoBaHuu
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 OCaKIAaBLIEMYCS B XOJI€ 3aCE€IaHtsl 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 O BBIMIOJHEHUS 3asBUTETIEM 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 IPOTOKONA 3aCeNaHUs 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:

OdunuanpHbpli  MPOTOKOJ BKJIIOYAET MECTO TPOBEIACHHS 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(OPMALIUIO 10 KaXAOMY
PacCMOTPEHHOMY BOIIPOCY:

JlJ1 IpOTOKOJIOB KIMHUYECKUX MCCIEAOBAHUM JTOJKHBI ObITh YKa3aHbl: HOMEp MPOTOKOJIA,
Ha3BaHUE WCCIEAOBAHUS, CIOHCOP, TJIABHBIA HCCIEAOBATENb, IEPEUYUCIICHBl BCE JIOKYMEHTHI,
KOTOpBIE€ OBUIN MPEACTABICHBI JUIsl KCTepTu3bl, pemenue JIDK u pesynbrarel ronocoBanus. Eciu
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 otuery* Ilo ]I-%I)KI[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 mpuHsTO perieHue, conpoBOXKAAIONIEECs OMPECIEHHBIMH YCIOBUSAM, 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,
3aduKcHpoBaHHBIX BO Bpems 3acenanus JIDK. IIpoTokon moanuckeiBaeTcs npeaceaaTeeM 1 Ha ero
OCHOBaHMU (OPMHUPYIOTCS BBIMUCKH HA KaXI0€ KIWHUYECKOE wHcchenaoBanue. [IpoTtokon
MOJITMCHIBACTCS HA CIEIYIONIEM 3aCEIaHUU BCEMU roJIocoBaBIIMMH uieHamu JIDK.

Brimucku u3 nmportokona 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 (UKCUpPYyeT (PaKT W NaTy OTIPABKU B
CIEIMAIbHOM >KypHaJe.
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COTl1 Ned 3kcnepTn3a UCCneaoBaTeIbCKUX MPOEKTOB

Leas - onpeaenuTs, COOTBETCTBYET JIU MJIAHUPYEMOE OMOMEAUIIMHCKOE UCCIIEI0BAaHNUs, B TOM
YHUCJe 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 JJOKYMEHTaluel npu mprueme
MUChMa OT 3asBHUTENS, IPOBEPKA COOTBETCTBUS MPEACTABIEHHBIX JOKYMEHTOB TpeboBanusM JIDK
000 «BUTAME]l», undopmupoBanue 3anHTepecoBaHHBIX WieHOB JIDK o momydeHHOU 3asBKe,
perucTpauusi pe3ysbTaToOB MOJYYEHHBIX SKCIEPTU3, XPAaHEHHUE JOKYMEHTAllMH, MpPE/ICTaBICHUE
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 OJKHA 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
BMEIIATEIBCTBO U JIP.);
00IIeM YuCIie y9acTHUKOB UCCIICIOBAHMS,

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 STHYECKUM AaCHEeKTaM IUIaHUPYEMBIX
ucciaeqosanuii JIOK momxked:

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

® OLCHHUTH HEOOXOIMMOCTD MPUBIICUCHHS HE3aBUCUMBIX 3KCIIEPTOB;

® OICHUTh BO3MOKHOCTH ITOJYYECHUS HEOOXOAMMOro 3aKIIOYeHHs N0 S(PQPEKTHBHOCTH W
Oe3omacHOCTH OMOMEIUIIMHCKUX HCCIEIOBAaHMH C TPHUBICUYCHHEM MEHBIIIETO YHCIIA
YYaCTHUKOB UCCIICIOBaHMS;

® [IpPOAHATU3UPOBATh OINPABJAHHOCTh NPEACKa3yeMoro pucka W JPYIHX JIETAIbHBIX
HOCJICAACTBUM  [UII  yYaCTHUKOB HCCIIEIOBAaHHMA MO CpPaBHEHUIO C OXHJITaeMBIMHU
ONaronpusATHBIMY [T MAIMEHTA WM IPYTUX JIHUI Pe3yIbTaTaMH;

® OIICHUTH BO3MOXKHYIO MTOJI3Y JJIsl MAIIMEHTA OT YYacTHUs B UCCIIEJOBAHUY;

e y0OeauThCcs B TOM, YTO MOTEHIMANbHAS 3PPEKTUBHOCTD, PUCK U HEYA0OCTBA OT IPUMEHEHUS
HOBOTO JIEKAPCTBEHHOTO CPE/ICTBA, TEXHOJIOTUH OLICHUBACTCS IIPH CPABHEHUH C JIYUIINMH W3
y’K€ CYHIECTBYIOIIMX JUArHOCTUYECKHX U TEPANEeBTUYECKUX CPEACTB WM CXEM JICUCHUS;

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



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

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

® OICHHUTh AaJCKBATHOCTh M YCJIOBHS BO3MCLICHUS Bpela 37A0POBBIO, HACTYMAIONIETO B
pe3ynbraTe OWOMEAMIIMHCKUX WCCIEIOBAaHWN, W TapaHTHH BO3MENICHUI pacXogoB Ha
OKa3aHUE HEOOXOJMMOM MEUIIMHCKON IOMOIIH, B T.4. CTPaXOBBIX IOJIKCOB,

® YJOCTOBEPUTHCS B TOM, YTO IAIMCHTAM TapaHTUPOBAHBI JICYCHUE W/WIIM KOMIICHCAIIMH B
Cllyyae HaHECEHUS BPe/a MX 3/I0POBBIO B X0JI¢ OMOMEINIIMHCKOTO HCCIIEIOBAHUSL.

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

B IIpoToxoJie ucc/ie0BaHUA:
® Ha COOTBETCTBHE (DOPMBI U COIEPIKAHHS KIMHUYECKOT0 HCCiieioBanus 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 TOJHOTO MPEKPAIIEHHUs HCCICIOBAaHUS, METOIbI
00BEKTHBHOTO KOHTPOJIS;
npezcka3zyeMble mooouHble 3 PeKThl 1 HEYJ0OCTBA.
e BO3MOXKHOCTH TPUMEHEHHUS IUIale00 C Y4YeTOM B3BEUICHHOTO COIMOCTAaBICHUS PUCKOB U
0€30MacHOCTH MO OTHOIICHHIO K yYaCTHUKAM HCCIICAOBaHMUS.

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

OrneHuBasi JOCTaTOYHOCTD, MTOJHOTY, SICHOCTh, YETKOCTh M 3TUYHOCTb MH(OpPMAIIHii, BTOpas
JIOJDKHA OBITH JOBEZIECHA JI0 CBEICHHS CyObEKTa MCCIICAOBaHMs, INOO €ro 3aKOHHOTO MPEACTaBUTEIS
B MUChbMEHHOH ¢opme “Undopmanmu Ui mnanumeHTa ¢ HUHOOPMUPOBAHHOTO COTJIACHS
AHATM3UPYIOTCS CIICAYIONINE PA3IEIIbl, KOTOPHIM JOIKHBI TPUCYTCTBOBATh B JAHHOM JOKyMEHTE:

® IICTb U 33/1a9U MCCIICOBAHNS;

® XapaKTepUCTHKA MCCIIEAYEMOT0 JIEKapCTBEHHOTO Npenapara Uik TeXHOIOTHil;

e OOWIETIPUHATHIC BU/BI JIEKAPCTBEHHOTO MJIM HE MEANKAMEHTO3HOTO JICYEHHUS], KOTOPHIE MOTYT
OBITH Ha3HAYEHBI HCIIBITYEMOMY, a TAK)KE UX MTOTCHIMAIBHBIC ITOJIb3a U PUCK;

® BEpOATHOCTPH MOMAJAHHA B OAHY U3 TPYII UCCIEIOBAaHMS, B TOM YHCIIE U TPYIIY IU1aneo;

e 00BEKTHBHO OXKUAAaEMas MOJIb3a ISl HCIBITYEMOTO;

e HeynoOCTBa M OOBEKTHUBHO MPEACKA3yeMbIi PUCK KaK JJISl UCTIBITYEMOTO, TeKYyIIeH JUIs Ioa
WIN TPYJHOTO peOeHKa;

® [IpOIEeNyphl UCCIIEAOBAHMS, BKIIOYast UHBA3UBHBIE METO/IbI;



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

e KOMIICHCAIlUsl W/WIM JIeU€HHE, Ha KOTOpBIE JUIIO, MOJBEPrarolleecsi HUCIBITAHUIO WU
UCCIICIOBAaHHUIO, WJIM TAllMEHT, MOXKET pacCUMThIBaTh B Clydyae HAHECEHUs Bpena (ero
3I0POBBIO B XOJI€ UCCIICOBAHU;

® 3afBICHME O TOM, YTO Yy4YacTHE€ B HCCIECIOBAaHHM SBISETCS JOOPOBOJIBHBIM, M JIHUIIO,
[IOJBEPracéMoe HCCIEIOBAaHUIO MOXXET B JI0O00M MOMEHT OTKa3aTbCsl OT YYacTuUsl B
UCCIICIOBAaHUU MJTM BBIOBITH U3 HEro 0e3 Kakux-T1M00 CaHKIMHA WM YIIEMJICHHS ero IpaB Ha
JIpyTHUe BUJIbI JICUCHNUS,

e 3af4BJICHHME O TOM, YTO HCCienoBaTenu, ayautopsl, JIDK u paspemmrenbHble MHCTaHIUU
[OJy4yaT HEMOCPEICTBEHHbIM JOCTynm K HWHQOpPMAlUUd B TEPBUYHOH METUIIMHCKON
JOKYMEHTAlLlUM HUCIBITYEMOro B 00bEME, ONPEIEIEHHOM COOTBETCTBYIOLUIMMH 3aKOHAMH U
NOJ3aKOHHBIMH ~ aKTaMH, JUIsI TPOBEPKH MPOLEAYp W/WIM JaHHBIX KIMHUYECKOTO
HCCIIEIOBAHMSI, HE HapyIllas IIPY 5TOM AaHOHUMHOCTB UCIIBITYEMOTO;

e [oJanMChIBas GOpMY MUCBMEHHOIO MH(MOPMUPOBAHHOTO COIVIACHH, JIULIO,

IIOABEPrarolleecs UCCIECIOBAHNUIO WM UCIIBITAHUIO, WM €70 3aKOHHBIN IIPEACTaBUTENS AAKOT
pa3pelleHne Ha TOCTYI K 9TOW JOKYMEHTAIUH;

® 3aABJICHHME O TOM, YTO CBEJCHHUA, UAECHTU(PULUUPYIOLUINE IUYHOCTh JIUIA, IOJBEPratoIIerocs
UCTIBITAHUIO WM UCCIIE0OBAHUIO, OyTyT COXPAHATh B TalfHE U MOTYT OBITh PACKPBITHI TOJIBKO
B IIpeJiesiaX, YCTAHOBJIEHHBIX COOTBETCTBYIOIMMH 3aKOHAMU W/WIIM MOA3aKOHHBIMU aKTaMH;
npu MyOJIMKAIUKN pe3yabTaToOB UCCIEI0BAHNS aHOHUMHOCTD TaKOTO JIMIA OyAeT COXpaHeHa;

® 3asABJICHHE O TOM, YTO HCIIBITYEMbIi UJIH €ro 3aKOHHBIN MPeACTaBUTENb Oy1yT CBOEBPEMEHHO
O3HAKOMJICHBI C HOBBIMU CBEACHUSAMHU, KOTOPBHIE MOT'YT ITOBIUATH HA JKEJIAHUE UCIIBITYEMOIO
IIPOJOJDKUTH y4acTUE B UCCIIENOBAHNN;

®  CIHCOK JIML, K KOTOPBIM MOYXHO OOPaTUThCS [UIs OIY4YEHUs JOIOTHUTEIbHOM

e pHpopManuu 00 UCCIIETOBAaHUM U ITPABAX UCIBITYEMOT0, a TAKXKE CIELIUATUCTOB C KOTOPBIMU
UCIBITYEMBII MOJYKET CBS3aTbCs 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 HCCIENOBAaHUY;

e pUOIU3UTENBHOE YUCIIO UCTIBITYEMBIX.

JlokyMeHTaIusi, mojaBaeMasi B 3TUYECKUH KOMUTET JODKHA UMETh JTMOO TMOJHBIA MEepeBOI,
anb0 KpaTKWil TepeBOJ C TMOJHOICHHBIM OCBEIICHHMEM BHECEHHBIX B JIOKYMEHT HW3MEHEHUH,
3aBEPEHHBIN MOANNCHIO [IABHOI'O UCCIIE0BATEIS.

JIDK moxeTr motpeboBaTh, YTOOBI UCHBITYEMbBIM, IOMUMO HH(GOPMAIIMH, YKA3aHHOW BBHIIIIE,
ObUIM TIPEOCTABIICHBI JOTOJIHUTENIbHBIE CBEIEHUS 00 MCCIIeOBAaHUH, ecliu, o MHeHHo JIDK, 310
HEOOXO0UMO /JISl 3aIUTHI TIPaB M 3/I0POBbS UCTIBITYEMBIX, & TAKXKE JIJIsl TApaHTUU WX O€30MacCHOCTH
WM JUTSI TyYIIeT0 OHUMAHWS HMH OTICTIbHBIX MOJOXKECHHUH (KITMHUYECKOTO UCCIICTOBAHHS).

[Torydenue cornacus JOMyCKaeTcs TOJIbKO B MMCbMEHHOH (opMe.

Wndopmanus s manueHta ¢ (GopMoil MHPOPMHUPOBAHHOTO COTJIACUS JOJDKHBI OBITH
HaIMCcaHbl Ha PYCCKOM f3BbIKE U IO MPOChOE HCIBITYEMOTo IepeBefieHa Ha ero (POIHOM A3BIK.
Nudopmanust ans manueHTa AOHKHA OBITh HANMCaHA TAKUM SI3BIKOM, MOHHUMAaHHWHA KOJOBOTO HE
TpeOyeT MEIUIMHCKOTO oOpa3oBaHMs WM 3HaHUA mnpuHIOUNOB KadectBennoit KinnmHuueckoi
[Mpaktuku (GCP). Pexomenmyercs wu30erath CHOEHUATbHBIX TEPMUHOB, JJIWHHBIX CIOXKHBIX
NPEUIOKEHUI M yTBEPXKIECHUN, KOTOPhIE MOTYT OBITh HEBEPHO MCTOJIKOBAHBI MCHBITYEMBIM HWIIH
BBECTH ero B 3abmyxnaenue. B “Undopmamum ans namuenta ¢ Gopmoil MHGOPMHPOBAHHOTO



coriacus’ He JOJKHO OBITh POPMYIUPOBOK, KOTOPBIE MOTYT 3allyTaTh UCIBITYEMOT0, U TEM CaMbIM
BBIHY/IUTh €T0 OTKA3aThCSl OT CBOMX 3aKOHHBIX PaB MPUHSATH yYacTHE B UCCIIEOBAHUH, WIIM OKa3aTh
JaBJICHHE Ha MAIlMeHTa [P NMPUHATHHI PEIICHHUS.

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

HNudopmupoBaHHOe coryiacue M Jpyrue, MpeaoCcTaBisieMble HCIBITYEMbIM MaTepUalbl,
nepecMaTpPUBAIOTCA PH MOSIBICHUN HHPOPMALIUHU, CIOCOOHOW MOBIMATH HA COTIIACHE UCIIBITYEMOTO.
HoBble penmakuuu WHGOPMAMOHHOTO COTJIACUA W JAPYTUX MPEAOCTaBISIEMBIX HCIBITYEMbIM
MaTepuaioB mnpeasBaputenbHo yrBepxkaaroTcs JIOK OOO «Buramen». HcnbeiTyemblii nuiam ero
3aKOHHBIM MpeICTaBUTENb JOKHBI ObITh CBOEBPEMEHHO O3HAKOMJICHBI C HOBOW HHGopMaiuei,
CIOCOOHOW TOBJIMATH HA JKETaHWE MCIBITYEMOTO MPOAOJDKUTH ydyacThe B HCCleAoBaHUH. Dakt
COOOIIIEHUS ATOW HH(POPMAIIMH JTOJDKEH ObITh TOKYMEHTAJIBLHO TTOATBEPIKICH.

B cmyuae, ecnu [IpoTOKOJIOM  MNperyCMOTPEHO Yyd4acTHe B  HCCIEIOBAHUU
HECOBEPIIICHHOJIETHUX, KOTOPhIE MOTYT MOHSATh CMBICI MPOMUCXOJSALIET0 U JaTh CBOE corjacue Ha
ydacTue B MccienoBanuu, “Mudopmanus ansg nanuenta U popmMa MHOOPMUPOBAHHOTO COTJIACHS”
JOJIKHBI OBITh HANMCaHbl B MOHSATHOW/JOCTYMHOW AJii HECOBEPIICHHOJIETHEH (OpPMBbI, KOTOPYIO
OH/OHa COOCTBEHHOPYYHO MOJNHCHIBAIOT M JATUPYIOT B JOMOJHEHHWU K TOANUCH UX 3aKOHHOTO
IpEICTaBUTEIS.

B ciyuae neo6xoaumoctu JI9K nmeer npaBo morpeOoBaTh OT MCCIIENOBATENS 3asBUTENS
T100y10 AONOJHUTENbHYI0 HH(popmanuio. Ecnu Takas undopmanusi He IpeaocTaBisieTcsl B CPOKH,
onpezaenennele JIDK, JIDK He paccMaTpuBaeT JOKYMEHTBI HCCIIEI0BATEIBCKOTO IIPOEKTA.

JIDK MoxeT 0100pHuTh POBEACHUE KIMHUYECKOTO MCCIICIOBAHUS TOJBLKO B TOM CiIyyae,
€CIIM OTEHIMAIbHAS T10JIb3a JUISl HCIIBITYEMbIX MPEBBIIIACT BCE U3BECTHBIEC U MPEJICKA3yeMbIe BH/IbI
pHUCKa JJI HUX.

3aKItoYeHNs JOKJIAIbIBAIOTCS Ha 3aCEIaHUHU JINYHO.

HezaBucumplii sKcniepT AODKEH AaTh 3aKirodeHHe 00 3(PGEeKTHBHOCTH M 0€30MacHOCTH
JEKapCTBEHHOTO CpEJICTBA Ha OCHOBAaHMM 3HAHMM O NPUMEHSEMbIX B IPAKTHKE aHAJIOTOB
UCIBITYEMOI0 JIEKAPCTBEHHOT'O CPEJICTBA U CBEACHUI, MPUBOJUMBIX B OpOILIOpE HCCIIEeI0BaTEN,
yKa3aTh KaKOB CTAaHJApT JICUEHHUs JaHHOTO 3a00JieBaHMSA, MPUHATHI B HAlICH CTpaHe W Kakoe
JIeYeHHE TTOTydalt Obl 00JIBHOM, eclii OBl He ObLT yYaCTHUKOM UCCIICIOBAHMS, @ TAK)KE B UEM pa3JInune
MEXIY CTaHAAPTHOI cXeMoii JieueHus (KOTOpyIo O0JIBHOM Mmosryyalt Obl, €ciau Obl He ObUT Y4aCTHUKOM
UCCIIEIOBaHMSI) U TpeAjiaraeMoil mpu TMpoBeleHuu HKcrepuMeHTa. OH JOKEH OICHUTH
HEOO0XOIMMOCTh U 0€30MacHOCTh JTOMOJHUTENBHBIX MpoIenyp (J1e4eOHBIX U HCCIEI0BATENbCKHX ),
KOTOpPBIM OyJIeT TOJABEPTrHYT YYAaCTHHUK 3KCIIEpUMEHTa, XapaKTep HEyJ0O0CTB, KOTOPBIM OyaeT
NOJBEPTHYT MAlMEHT, OLIGHUTH MPEICKa3yeMblil pUCK U JIpyTHe HEeKeNaTesbHbIe MOCISICTBHS JUIs
YYaCTHUKOB HUCCIIEJIOBAHMS 110 CPABHEHUIO C OXUJAAEMBIMHU OJaronpUATHBIMH ISl MMalUEHTa WU
JPYTUX JIAL pe3yJIbTaTaMu U MOJIb3Y M0JIb3a JJIs MAMeHTa OT yuacTus B uccieaoBanuu. Ilpu onenke
SKCTEPT JOJDKEH yOeTuThCS B TOM, UTO MOTEHIMadbHas 3()PEKTUBHOCTh, PUCK U HEYIOOCTBA OT
NPUMEHEHHUS HOBOTO JIEKAPCTBEHHOT'O CPE/ICTBA OLIEHUBAIOTCS MPU CPAaBHEHHUH C JIYUIIMMHU U3 yXKe
CYILIECTBYIOIIUX IUAarHOCTUYECKUX U TEPANEeBTUYECKUX CPEJICTB MIIM CXEM JICUEHHS.

IIpu mpenBapuTENBbHON 3KCIEPTH3E HCCiIenoBaTeNbcKoro mnpoekra wieH JIOK skcneprt-
MEAMK JODKeH o0paTuTh oco0oe BHUMaHHE Ha MEAMIMHCKUE AacCleKThl HUCCIIEeJOBAHUS
(6e3omacHOCTh, 3()()EKTUBHOCTH, COOTHOILICHHWE PHUCK/TIONB3a I OTOMPAeMOTO KOHTHHIEHTA,
MUHUMU3ALKS Bpea Ui yUaCTHUKOB IIPOEKTA, a/IeKBAaTHOCTh YCIOBUIM MOHUTOPHHTA.

B 3apmaum skcnepra He MeAMKa BXOJIUT TIIATENbHBIA aHAIN3 BO3MOXHOCTH HaHECEHUS
Bpe/la YYacTHMKAM HCCIEIOBaHHUS B Cllydyae pasMialmeHus KoH(UIEHIMalIbHON uH(pOopManuy,
HeaJleKBaTHOW 3alllUThl YacTHOW KHU3HHM, 0co00e BHHMMaHHE OH JIOJUKEH OOpaTuTh Ha
OeCIpHUCTPAaCTHOCTh OTOOpA MAIMEHTOB, (HOPMY TOTyYSHUST HHPOPMHUPOBAHHOTO COTJIACHS, 3AIIUTY



ySI3BUMbBIX KOHTUHT€HTOB.

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

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

JIDK mociie paccMOTpeHHs! TPEACTABICHHBIX JOKYMEHTOB 10 UCCIEAOBAaHUIO HA CBOEM 3aceJaHUuu
MPUHUMAET OJTHO U3 CIAEAYIOLIUX PEIICHU:

e 0JI0OpUTH MPOBEJCHUE UCCIICIOBaHMs 0€3 3aMEeUaHui;

e 0700pUTH TPOBEICHHE HCCIEAOBAHMUS IOCIE YCTpaHEHHUs 3aMedyaHuil 0e3 IMOBTOPHOTO
PAaCCMOTPCHUA TIpU  YCIIOBUMU OTBCTOB Ha IIOCTABJICHHBIC BOIPOCBI W BHCCCHUA
PEKOMEHIyeMbIX W3MEHEHUW W/WIM JOTOJHEHWH B pabouem mopsake. B srtom ciydae
N3MCHCHHBIC JTOKYMCHTBI I/I/ HWJIn JOMOJHCHHBIC HJOKYMCHTBI IOJIKHBI GBITB O,Z[O6peHI>I
npenceaaTesaeM Wi 3aMeCTUTeNIeM IIpeceaaTeNs STUHYECKOTO KOMUTETA;

® [IOBTOPHO paccMOTpeTh Ha 3acemanuu JIOK mocime BHeCEHUS] M3MEHEHH B MPOUEIYyPhl U
matepuaisl uccinepoBanus. [Ipu srom JIDK yetko ¢popmynmupyeT Bce BOSHUKILIUE BOIPOCH U
MPETEH3HH;

e He pa3peluTh IPOBEICHHUE UCCIIEIOBaHM (C yKa3aHUEM IPUYUH OTKAa3a).

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

[Ipu BeIHECEHUU TIOJOKUTEIBHOTO PELICHUS 10 MPEICTABICHHOMY MPOEKTY (0100peHu ),
JIDK ompenenser 4acTOTy MPOBEACHUS TEKYIIEH AKCIIEPTU3HI 110 JAHHOMY HCCIICIOBAaHUIO (HE peke
1 paza B ron).

Ecmm JISK mporosocoBan 3a BHECEHHE MOINPABOK B JIO00H M3 JOKYMEHTOB, CEKpeTapuaT
OTIOBENIAET 3asBUTENS B MUCHbMEHHON (pOopMe 10 TOBOY KOHKPETHBIX H3MEHEHHH C TPOCh00i BHECTH
MOINPABKU U MOBTOPHO MPEACTABUTH JOKYMEHTHI B JIDK.

B cnyuae OTKIIOHEHHS HCCIIEIOBATENBCKOTO MPOESKTa HEOOXOANMO yKa3aTh Ha MPOIEAYpPY
aneJISUY MyTEM MUCbMEHHOT0 oOparenus Ha umst ripeacenarens JI9K ¢ uznoxkenuem apryMeHTOB
JUTSL anleJUTSALIIN.

Cexkperapp JIDK oOecrieunBaeT apXWBUPOBAHHE JOKYMEHTOB IO HCCIIEIOBATEIHCKUM
IIPOEKTaM, IPOTOKOJIOB Becex 3acenanuit JIDK.

Brinmucku u3 npoTokosa npoueamero 3aceganus ¢ pemenneM JIDK no npencraBieHHOMY TPOEKTY
BBIJIACTCS 3asBUTEIIO B CPOK He mo3aHee 10 pabounx nHel mocie mpoBeICHHOTO 3aCeIaHuUs.

Cekperapb HECET OTBETCTBEHHOCTh 3a OIIOBEILEHUE 3asBUTENCH, TOBEACHHE 1O HX
CBEJICHUN PE3yIbTaTOB PACCMOTPEHUS TPOEKTOB.



COTl1 Ne5. 2KcnepTr3a NonpaBoK 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.

O06sacT, nmpuMeHeHHusi: padoTa C IPEIBAPUTENLHO OJOOPEHHBIMU HCCIEIOBAaHUSIMHU, B
KOTOpBIC MO3HEEe ObUTM BHECEHBI MOMPABKHU, B CBSI3H C YeM 3asSBUTEH HAIMPABWIM JOKYMEHTHI HA
nononuutenbHoe onodpenue JIDK, IlompaBku He MOTYT OBITH NPHUHATHI 0€3 PAaCCMOTPEHHS H
onobpenus JIDK.

OTBeTCTBEHHOCTBH. OTBETCTBEHHOCTH 32 pabOTy ¢ MOMpPaBKaMH HECET CeKpeTapHuar
JIDK. B onmcaHHBIX Clydasx MOMPaBKH MOTYT OBITh MPECTaBICHBI ISl YCKOPEHHOM SKCIIEPTU3bI HA
3acegaHuu bropo nnu nomaHo# skcnepTu3bl Ha 3aceqanun JIDK.

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

B cnyyae mnonHON SKCHEpTU3bl TOMPAaBKH BMECTE€ C IEPBHUYHO TPEACTABICHHBIMU
JOKYMEHTaMH  CEKpPETapHaTOM HANpaBISIOTCS JKCHEPTY s MOJYYeHHS KOMIIETEHTHOTO
3aKJII0YeHH. B ciyyae He3HAUMTENbHBIX M3MEHEHUI SKCIIepTr3a MpoBoAUTCs cuiiamu wieHoB JIDK.

[Tocne paccMoTpeHust monpaBok Ha 3acemannu JIDK MoxeT ObITh BBIHECEHO CIEAYIOIee
pelieHue:

¢O100pUTH.

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

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

eHe npuocranaBnuBas UCCIIEJOBAHUSI 3aLIPOCUTH JAOTIOIHUTEIBHYIO HH(OPMALHIO.

¢OTKIIOHUTH TPOCHOY 00 00OpPEHNH 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
pycckuit si3bIK. B HEKOTOPBIX ciyyasix (MIPH OTCYTCTBUU CEPbE3HBIX M3MEHEHUI MPOTOKOJIA MU He
CYIIECTBEHHBIX MOMpaBKaX PErucTPallMOHHONW KapThl), BO3MOXKHO MPEIOCTaBICHUE HA PYCCKOM
A3bIKE CHHOIICHCA W3MEHEHMH C KOMMEHTAapUsSMHU TJIaBHOTO MCCIEA0BATENsl, 3aBEPEHHBIE €ro
MOJIMHUCHIO.

[lo oxoH4YaHuWM 3aceJaHHs CEKpeTapuaT BHOCUT pELICHHE B MPOTOKOI M 00s3aH
uHopmupoBaTh 3asBuTens o permeHuu JIDK: yctHo He mo3nHee 3 AHEH, MUChbMEHHO - B TeueHue 10
pabouunx qHEl mocie MPOBEACHUS 3aceIaHusl STHIECKOTO KOMUTETA.

B cnyuae HeomoOpeHHMs NONPAaBOK WM HEOOXOJUMOCTH 3ampoca JIOTOJHUTEIbHOU
JOKYMEHTAIIUH 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
HaOJIIOACHUS 32 XOJIOM MCCJIEJOBAHUSA, O KOTOPOMY OBUIO HMPHUHATO MOJIOXKHUTEIBHOE pEIICHUE.
HaOnronenue MokeT IpoBOIUTHCS B (pOpMe 3a04HOM IKCHEPTH3bl TEKYIIUX AAHHBIX MO MPOTOKOIY
UCCIICIOBAaHMS B BHJIE OTYETOB IJIABHOTO MCCIIENOBATEINS W/WIN MyTEM MPOBEICHHS 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
COOJIIOJIEHMEM CPOKOB MHCHEKTHPOBAHHUSA M IOJYyYEHHEM OTYETOB U BECTH COOTBETCTBYIOLIYIO
KapTOTEKY.

PaccmoTpenust TpeOyloT cieayrone COOBITHS M OOCTOSTENbCTBA, BO3HUKAIOUINE B XOJ€
UCCIICJOBAHMS:

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

* 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
MCCIIEIOBAHUS C KPaTHOCTHIO, onpeaeneHHon JIDK npu npuHATHHN MOJ0KUTEIBHOTO PENICHU, TPU
JUINTETBHBIX UCCIIEN0BaHUAX HE pexe | pa3a B rog. OTUeT NOANMCHIBAETCS U TaTUPYETCS TNIABHBIM
HCCIIE0BATEIIEM.

[Ipu yuactuum B KW ysS3BUMOro KOHTMHICHTa (IETH, MOXUIIBbIE, HEAECECIOCOOHBIE, JTUIA C
NICUXUYECKUMHU PACCTPOMCTBAMH U T.J.), IPH BBICOKOM PHUCKE JUIsS yYaCTHHKA MCCIEOBAHUS WX 1O
KakuM-Iu00 ApyruMm npuunHam, JIDK MoXXeT KOHTpOJIMpOBaTh XOJ HCCIENOBaHHUA C OOJbIICH
MEepUOIUYHOCTHIO. Pemenne 06 0cOOCHHOCTAX MOHUTOPUHTA MpUHUMaeTcs Ha 3aceqanuu JIDK: mpu
BbICOKOM pucke 1 pa3 B 1 mecsw, 1 pa3 B 3 mecsiua, Ipu pucke cpeHel crenenu 1 pas B 6 wiu 1 pas
B 9 mecsneB. B ciayyae BBICOKOrO pHCKa UCCIECNOBAHMS M IPUBJICYCHHS YSA3BUMBIX KOHTHHIECHTOB
BO3MO)XHO IPUHATHE PpEUIEHHS O KOHTPOJIE KaXIoro nmnanueHTa. lIpu HEBBICOKOM pHCKe
WCCJIeI0BAHMS KPATHOCTh HaOI0IeHHsI cocTaBisieT 1 pa3 B 12 mecsies.

B cnydae xoHcraTanuu (pakta HapylIeHHs NPOTOKOJIA HUCCIEAOBAHUS, MOSBICHUU HOBBIX
CBE/ICHUH, U3MEHSIOIINUX COOTHOIIEHUE MOJIb3a/PUCK ISl YUAaCTHHUKOB UCCIIEIOBAHUSA, PETUCTPALIUH
CEPbE3HBIX HEXKCIIATENbHBIX SBJICHUM Yy IIalIMEHTOB, CBSA3aHHBIX C IIPOBEIECHUEM JTAHHOTO
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 HeXenaTelbHbIX 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 M OnIpeieSIeHUs —

o nexcenamenvras peaxyus (tepmut 1.26 mo GCP) - Bce HeraTMBHbBIC WM HETPEABHICHHBIC
peakuuu, CBS3aHHBIE C WCIOJIb30BaHUEM JIIOOOH J036l MEAMIIMHCKOTO 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 HWCCIIECOBAHMS TOCIIE MPUMEHEHUS (DapMarieBTUYeCKOro MpOAyKTa Jrodoe
HEONMAronpusITHOE C MEIUIIMHCKON TOYKH 3pPEHUSI COOBITHE, KOTOPOE MOXET U HE HUMETh
MPUYUHHO-CJICICTBEHHOU 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 Tpernapara: MPHUBEIO K CMEPTH; MPEICTABISICT yrpo3y s JKU3HU; TpeOyeT
FOCHUTAIM3AUUA WM €€ NPOMJICHMS; TMPHUBEIO K CTOMKOW WM 3HAYUTEIbHOU
HETPYI0CTIOCOOHOCTH/UHBAITMTHOCTH; 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 3TUYECKOTO KOMHTETA SIBISETCS JKCIEpTH3a
OTYETOB 0 HeXKeJaTeJbHbIX peaKuMsAX U SBJIEHHMAX, BKIIOYAIONIMX PUCK JI1 YYaCTHHKOB
WCCJICTOBAHMSI MJTM 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/IEECIOCOOHOCTH, TOCIUTANIM3ALUS U
NPOJUIEHWE TOCHHUTANIN3allMU, BPOXKIECHHBIE AHOMAJUU WM JAe(PEeKThl 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 TOMYy4YeHHOW 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 CHS B
neatpe BUTAME]] mist cpoyHOro NpHUHSTHS PEIICHUS B BUIE COOOIICHHS, MOANHUCAHHOE W
JaTHpyeMoe TJIABHBIM HCCIeAoBaTeleM B 2-X JK3eMIuisipax. Ha mokymMeHTe CTaBUTCS OTMETKa O



NOJYyYeHUH HH(POPMALIUH C AaTOW U MOAMHUCKHIO 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/TIONb3a y4YacTHs B
uccienoanuy, [Ipencenarens JIDK, 3amecturens Ilpencenarens unu s3xkcnepT, Ha3HAYEHHBIN
[Ipencenarenem, npeInpUHUMAIOT KOHKPETHBIE NEHCTBUS B OTHOIIEHHH JAHHOTO COOBITHS
(3ampocuTh  JAOMOJHUTENBHBIE JOKYMEHTHl W/HIM HWHPOPMALHKIO 10 HCCIEI0BAHUIO,
IPUOCTAHOBUTH UJIM NPEKPATUTH UCCIIEIOBAHUE).

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

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

9TOM IJIABHOMY HMCCIIEZOBATEII0 U OpraHU3aluM, NMpoBoJsauied ucciaenopanue. Cekperapb TOTOBUT
ounmanbHOE MUCHMO, OJNUCAHHOE U JaTHpoBaHHOE npezcenareneM JIDK umm ero 3amecturenem
[JIABHOMY MCCIJIEZIOBATENI0 O TOM, KaKue JIeHCTBUA JAOJKHBI ObITh MPEANPUHATHI B COOTBETCTBUU C
pemenrem JIDK. Ecnu JIDK He mpeanpuHMMaeT HUKAKUX ACHCTBUH, HAa COOOLICHUM CTAaBUTCS
OTMETKAa «IPUHATO K CBeAeHUIo». COoOOIIeHUsT apXUBUPYIOTCS CEKpeTapuaTtoMm B (hailie JaHHOTO
HCCIICIOBAHMS.

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
UCCcIeIoBaTesb 00s43aH MPOMH(POPMHUPOBATE 3THUECKU KOMUTET 000 Beex ciydasx 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 .



COTl1 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 0TYEeTa 00 HccineaoBaHnn, GopMbl
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 MaTEpUATIOB M IPOBEPKY
MIOJIHOTHI MPEICTABJICHHBIX JaHHBIX.

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

Ha3nauennsiii Ilpencegarenem 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.

O6sacTh MpPUMEHEHHS] - KO BCEM BHUAAM OOpaOOTKH, pPacCHpOCTpaHEHUsS 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 Becex wieHoB JIDK,
HE3aBHCHUMBIX 3KCIEPTOB U JIp., KOTOPbIE MOAMKUCHIBAIOT COTJIalleHHe o KOHuIAeHIHansHOCTU. B
chepy OTBETCTBEHHOCTH cekperapuara u wieHoB JIOK BxoguT obOecnedeHne rapaHTUU
KOH(pHUACHIHAIBHOCTH BceX NoKyMeHTOB JIDK B ciyuyae mcronb30BaHMsI MX 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). Bonpocsl 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 moaydaresas KOMUU 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.

Pa3pemeno konupoBaTh JOKYMEHTHI 110 3anpocy wieHoB JIDK cekperapem. Cekperapb JIMUHO
HaAOJI0/IaeT U OTBEYAET 3a MPOLIECC KOMMPOBAHUS.

[Ipu 3anpoce komwmii juiamu, He sBIsrOIUMuUC wieHamMu JIDK, oHM MOTYT OBITH BBITaHBI
nocie paspermeHuss npencenarens JIOK mocie 00s3aTenbHOrO TMOAMHCAHHUS COTJAIICHHS O
KoH(puAeHIManbHOCTU. DaKT BhIJAUM KOMUU (PUKCHUPYETCS B )KypHAJIe.



COTl1 Ne10. HanucaHue n pacnpoctpaHeHne COll 1 pykoBOACTB

Heas - onucare mnpoueAypy HalUCAaHUS, PACIPOCTPAHEHUST M KOHTPOJS  3a
pacrpocTpaHeHHeM 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 dTHYECKOrO KOMHUTETAa OO0sI3aHBI
NEICTBOBATH B COOTBETCTBUH C MpaBUiIaMH, NpuHATHIMU B JIDK.

IIpaBuna nanucanusi COIIL. Kaxapiii 3THUeCKrii KOMUTET AOJKEH CO37aTh COOCTBEHHBIC
COII u um cnenoate. [Ipu cozmanuu COII B 00s3aTenTbHOM TMOPSIKE JOHKEH OBITH COOMIOICH
o0ImuMii CTaHJapTHBIN Gopmar.

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

COII BcTynaeT B cHly IOCII€ €ro MOANUCAHUS U JaTUPOBAHUS MIPEICcEIaTelIeM.

Hosbie COII Brimtoyarorcs B nmakeT « AxktuBHbie COIl», yTpaTuBine CUTy - apXUBUPYIOTCA.
Hoseie COIl uMeOT OTHENBbHBIM JHCT, couepkamuii uHOOpMaIuio 00 HCTOPUU BHECEHHBIX
n3MeHeHu (Ne COII, pa3zieln, MpeabIayIIui TeKCT, HOBBIM TEKCT, MPUYWHA BHECECHUS M3MCHCHHM).
IIpaBuna pacnpoctpanenus COIL.

JIDK OO0 «BUTAME]]» paboTaeT B COOTBETCTBUH C IMpPaBUJIAMHU, ONPEICICHHBIMU B €T0
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 nmoanexaT KONMUPOBAHUIO U PACIIPOCTPAHEHUIO 3aMHTEPECOBAHHBIM JIMIIAM TOJBKO MO
paspemenuto npeacenarens JIDK ¢ obs3arensHbM hukcupoBaHueM (pakTa BbIJAYH TOANMUCAHHON H
3aBEPEHHON KOMMH B CIEIIUAIBHOM JKypHAJIE.

3aMHTEPECOBAHHBIMHU JIMLAMH MOTYT OBITh TMPEACTABUTENN YUPEAUTENs, SKCIEPTHI,
3asIBUTEIIN U JIp. TN, 3aHHTEPECOBaHHbIe B mHPopMarnmu o padore JIDK.

®opmupoBanue nakera pacnpocrpanseMsix COII sBisercs pyHKIMEH 1 OTBETCTBEHHOCTHIO
ceKpeTapsl.

IIpaBunia apxusupoBanus HeakTuBHbIX COII.

VYcerapesmme COII 1omkHBI XpaHUTBCA B HAZAEKHOM MeECTe, UX Helb3d yHuuToxkath. COII,
BBINIC/IIINE U3 YIOTPEOICHUS, Ha3bIBAIOTCS HEAKTUBHBIMU M JOJKHBI XpaHUThCs B nanke «APXMB
COIl
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13.01.2020
Paznen Ipeapigyuiuii TekcT Hosprlii TekeT IIpu4uHbI BHECEHUSI
W3MeHEeHHs
COIl'1 Wudopmanns orcyrcTBOBaa. IIpaBuna nonauu JOKyMEHTOB | PerynspHslie BOIpPOCHI CO
Opranunzamus JIDK Tlepen MIEPECBUIKON | CTOPOHBI CITIOHCOPOB.
000 JOKYMEHTOB TpeIBApUTEIHHO
«BUTAME]» HarpaBJIsieTCsl MHChbMO Ha e-
mail JIBK
vitamed.lec@mail.ru .
OpuruHanel JIOKyMEHTOB B
pacrneyataHHOM BHJIC
OTIIPABISIOTCS MO aJpecy: T.
Mocksa, yn. CecinaBUHCKas,
1.10. Kinmunuka "BuraMen" .
JIOKyMEHTBI HE00X0AUMO
TIPUCHUIATH B AIEKTPOHHOM (Ha
IIICKE) M pacrieyaTaHHOM BHJIE.
COIT Ne4 Brimucku u3 mpoTokoyia | Belmuckn w3 TpOTOKOJA | YBEIWUYEHUS! KOJMYECTBO
OkcrepTuza MPOIICAIIETO  3aceJaHdsi  C | MPOIISAIIEr0  3acelaHus C | IPOTOKOJIOB B
HCCIIEIOBATEIBCKUX | pelIEHUEM JIDK 110 | peuieHueM JIDK 10 | MCCIIEI0BATEIHCKOM
MIPOEKTOB MIPEICTaBICHHOMY MPOEKTY | IPEACTaBICHHOMY  TPOEKTY | IEHTpe, U KaK CIEe/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/IaHusl. nocine MIPOBEJIEHHOTO
3aceaHusl.
COIT No5 I[lo oxonuanum  3acemanus | [lo oxkoHyaHuu 3acedaHus | YBEIUYEHUs] KOJTUYECTBO
OkcrepTuza CeKpeTapruaT BHOCHT pPEIICHHE B | CEKPETapHaT BHOCUT PEIICHHE | MPOTOKOJIOB B
MTOTIPABOK K TIPOTOKOJT u 00s3aH | B TPOTOKOII HW  00s3aH | UCCIEAOBATEIHCKOM
MIPOTOKOITY nHPOPMHUPOBATH 3asBUTEIS O | HHPOPMHUPOBATH 3aABUTENS O | ICHTpPE, M KaK CIEICTBUE,
pemennn JIOK: yctHO He | pemrenmm JIOK: ycTHO He | yBenmuYeHHWE KOJMYECTBA
MO3IHEE 3 THEN rmociie | mosgHee 3 gHEH, TUCEMEHHO - B | mojad.
[IPOBEICHUS 3acemanus | TedeHne 10 paboumx mHEH
STHYECKOTO KOMUTETa, | MOCJe MPOBEACHUS 3acelaHus
MUCBMEHHO - B TEYEHHEC 7 | 3THYECKOTO 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) HCCIEIOBATEIBCKOM | IICHTpPE, M KaK CIEICTBUE,
SIBIICHUSX MMUCBMEHHOM BWAE€ W IO | IEHTpe B TNHCHBMEHHOM BHJE | YBEIHUYCHHE KOJIMIECTBA
TeneoHy B TeUYeHHE 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 HCCIICIOBATEILCKOrO IIEHTPA B | MCCIIEOBATEIILCKOTO IIEHTPA B | IIGHTpe ObLIa CO3/1aHa
SIBIICHUSAX JISK mno tenedony, a takke no | JIOK mo snexTpoHHO# mouTe | OTAENbHAsA 1oura,

¢dakcy +7(499)550-28-01 wnu
9JIeKTpOHHOU TouTe (medclinic-

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

KOTOpast OTBEYAET TOIBKO
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 3aMecTuTels npezacenarens | npencenatens JIDK o CHA B

JIDK o CHA B wmenrtpe | neatpe  BUTAMEJI  nnsa

BUTAMEJl 11 CpoOYHOIO | CPOYHOI'O HPHUHATHS PELICHUS

TIPUHATHS PEIICHHUS. B BUJIC COOOIIeHHS,

B Teuenue nociaepyroomux 5-X | NOANUCAHHOE U JAaTHPYEMOE

oHeHn JaHHOE COoO0OIIIeHNE, | TIIaBHBIM HCCIIEIOBATEIEM B 2-

MOINICaHHOE H JaTUpyeMoe | X sK3eMIuripax. Ha moxymenre

TJIABHBIM HCCIIEOBATENIeM B 2-X | CTaBUTCA OTMeTKa 0

9K3EMIUIApPAX, IMepenacTcs B | MOJNyuyeHHMH WHPOpPMAIUH ¢

JIBK MPEJCTABUTEIIAMHU | JATON M MOJITUCHIO CEKpeTapst

HCCIIeI0BATEIbCKOTO  IIEHTpa

JuuHO (IO JEHCTBYIOLIEMY

anpecy JIDK). IlpeacraBurento

HCCIIeI0BATEIbCKOrO LIEHTPa Ha

BTOPOM SK3EMIUIIPE COOOIMICHUS

(xommust  cooOmIeHHUs, KOTOpas

BO3BpaIIacTcs B

HCCIICIOBATEIIHCKHUH LEHTP)

CTaBHUTCS OTMETKA O TOJTYYCHUHU

uHpOpMAUK ¢  JaTtod U

MOJINUCHIO CEKPETapS.
COIT Ne7. Coobmenne  npexacrasisiercst | Coobmenne mpezcrasisiercs | [lomensuics
DKcneprusa [JIABHBIM HCCIICIOBATENICM KIIU | TJIABHBIM 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 mouTEe

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 teuenne nocneayommx 5-x
HEHW 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 COOOIIEHHMs
(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 TPUHATHS PEHICHUS
B BHJIE COO00IIEeHN S,
MMONMTUCAHHOE M JaTHpyeMoe
IJIaBHBIM HCCIIEI0BATEICM B 2-
X 9K3eMIuripax. Ha moxymenre
CTaBHUTCS OTMETKa o
MOJMy4YeHHH WHGOpMAIH C
JIATOH W MOJIHCKHIO CEKpeTapsl.




COII Nel0.
Hamnucanue u
pacrpocTpaHeHHe
COII u pykoBOACTB

Hosrie COII nMeroT oTAeabHEIN

JIHCT, coJieprKalui
nndopmanmio 00  ucTOpUHM
BHECEHHBIX  HM3MeHeHur  (No
COlI1, NepBOHAYAJIbHAS

penaxkuusi, U3MEHEHHBIH TEKCT,
JlaTa BHECCHHBIX M3MECHEHHI).

Hossie COII HUMEIOT
OTJIEbHBIN JIUCT, COAEPIKALIUI
udopmanmio 00  HCTOpUHU
BHECEHHBIX u3MeHeHui (Ne
COIl pazgen, npeablayIAit
TEKCT, HOBBIH TEKCT, MPUYMHA
BHECEHUS] U3MEHEHUH).

Bonee HarmsinHO monana
uHdopmanus.
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