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COII Nel Opranuzanus JIDK OO0 «BUTAME/1»

Jlokanbublii 3THYeckuii komurer OO0 «BUTAME]/l» (JIDK) opranusyercs mo
pacnopsbxkenuto nupekropa OO0 «tBUTAME]y».

Heab co3panus JokampHOrO 3THYecKOro Komutera (JIDK) — obecrieueHune He3aBUCHUMOUN
9KCIEPTHU3bl, KOHCYJIBTUPOBAHUE U TPUHATHE DPELICHUN MO BOMpPOCAM 3TUKH OHOMEIMIIMHCKHX
UCCIIEN0OBAHNM, IPEyCMATPUBAIOIIUX YYaCTUE JIFOICH.

Obaacts npumeHennsi: Jlannas crannapTHas oneparmonHas nporeaypa (COII) otHocuTcs
KO BCEeM BHJaM JeaTenbHOCTH JlokaibHOro DTHueckoro Komurera, cO3AaHHOTO B MEAMIIMHCKOM
nentpe OO0 «BUTAME]».

OTBeTCTBEHHOCTH: CJICIOBAaHHUE IMOJOKEHUIO U TIPAaBUIIaM pabOTHI JIOKAThbHOTO KOMUTETA TI0
9TUKE MPU NPOBEACHUH OMOMETUIIMHCKUX HCCIIEOBaHUI Ha OCHOBE MPUHIUIIOB, M3JIOKEHHBIX B
OCHOBHBIX MEXIYHAPOJHBIX U OT€YECTBEHHBIX 3TUUECKUX JOKYMEHTaX.

HpaBOBaH 0a3a ACATECJIBHOCTH JIOKAJBHOI'0 ITHYECKOT0 KOMUTETA

= ICH 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).

= XenbCUHCKas AeKaapanus BeceMupHoil MeIMIIMHCKOM accouuanuu "PekoMeHaauu: s Bpadei,
3aHUMAIONIUXCSl OMOMETUITMHCKUMHU HCCICOBAaHUSAMH C y4acTHEM Jitojen", mpuHsaras 18-i
Bcemupnoit Mmeaummacko accambOuneeii (Ounnsuaaus, 1964 r., nepecmoTtpena B Snonuu B 1975
r.; Utamuu - 1983 r.; ['oskoHr - 1989 1.; FOxHO-AdpukaHckoi pecriyosmke - 1996 r., DauabOypre
- 2000 r.); Bammarrone -2002; Tokno-2004; Ceyne-2008; dopranesze-2013.

» KouBeHIus O 3allKTe MMpaB YeJloBeKa U JOCTOMHCTBA YEJIOBEUECKOI0 CYIIECTBOBAHUS B CBA3H C
UCTIOJIb30BAaHUEM JOCTIKEHUI OMOJOTMM W MeauIuHbBL: KOHBEHIHS O TpaBax dYeloBeKa M
onomemunuge ot 04.40.1997.

*  MeXIyHapOJHbIE U ’TUYECKHE MpaBUIa OMOMEIUITMHCKUX UCCIEAOBAHUN C BKIIOUCHHUEM JTFOJICH.
CoBeT MeXIyHapOAHBIX OpraHu3alui o MeIUIMHCKOM Hayke. XKenesa, 1993.

» depnepanpublii 3akoH PO "OO ocHoBax oxpanbl 310poBbi B Poccuiickoit ®eneparuu" ot
21.11.2011r. Ne323-@3.

* @enepalibHbIM 3aKOHOM «O MepcoHanbHBIX JaHHBIX» OT 27.06.2006 r. Nel52-@3, Bkimrouas
M3MEHEHUSI.

* Hauuonanensiit crangapt PO 'OCT P 52379-2005 "Hannexaias kiuandeckas npaktuka' GCP
(2005 r.) Good Clinical Practice (GCP) yTBepxaeHHbIN TprKa3oB DeaepabHOrO areHTCTBA 10
TEXHUYECKOMY PETYJIUPOBAHHIO 1 MeTpoJoruu oT 27 centsops 2005 r| N 232-cr.

=  ®denepanbHbIi 3aK0H «O0 0OpaIieHuu JIeKapcTBEHHBIX cpeacTBy» oT 12 anpens 2010 r. N 61- @3

» Crangapt otpaciu OCT 42-511-99 "llpaBuna mnpoBeneHUsT KAUECTBEHHBIX KIMHUYECKHX
ucnbiTanuii B Poccuiickoit @epeparun” ot 29.12.1998 r..

* MuHucrepcTpa 3apaBooxpanenust Poccuiickoit @enepanuu Ne 2000 «O06 yTBEp>KACHUHU MTPABHUI
HaJJIexalen KIMHAUYEeCKoW mpakTukm» oT 1 anpens 2016 ¢

* 3akoH P® or 27.11.1992 Ne40 15-1 «OO6 opranuszammu cTpaxoBoro jaeina B Poccuiickoit
denepanumny.

» [locranonenue IIpaButensctBa PG ot | 3.09.2010 Ne714 «O06 ytBepxkaeHun TUIMOBBIX TpaBHI
0053aTeNIbHOTO CTPaxXOBaHUS JKU3HHU U 37]0POBbs MAllMEHTA, YYACTBYIOUIETO B KIMHUYECKHX
HCCIIEIOBAHMIX JIEKAPCTBEHHOI'O IperapaTay.



» [Ipukaz MunucrepctBa 3apaBooxpaHeHus Poccmiickort ®eneparmuuu ot 29.11.201 2r.
N986H «O06 yTBepkIeHUH TTONOKEHUS 0 COBETE ITHUKEY.

» [Ipuniumnst padotel KomureToB mo Otuke Meauko-Ouonornueckux uccrnenopanumii, BO3, XKenena,
2000.

= «JloroBop o EBpasuiickom skoHOMHYeckoM coro3e» 29.05.2014.

» Pemenue CoBera EBpasmiickoii skonomuueckoir komuccun ot 03.11.2016 N79 «O6

yTBepkaeHuN [IpaBui Haanexamed KIMHUYECKOW MpakTHKK EBpa3uiicKoro »KOHOMHYECKOTO

COI03a.

* CrangapTtHa s onepaionHas nporeaypa Ne2 «[Ipouenypa npoBeaeHHs: STHYECKONH HKCIEPTU3HI
UH(POPMAITMOHHOTO  JIUCTA narventay Mudopmanus Munsnpasconpazsutus PO ot
06.12.2011r.

» JlokanbHBIA DTHUYECKUI KOMUTET NOATBEPKAAET, YTO OH OCHOBAH M AeicTBYeT coryiacHo [IpaBunam
GCP, mecTHOMY 3aKOHO/IATEIBCTBY U JICUCTBYIOIIIMM HOPMAaTHBHBIM TPEOOBAHUSAM, B TOM YHCIIC
Koncrurymuu 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 OWOMEIUIIMHCKUX
uccienoBanuil ¢ yuactuem uyenoseka, SIOMS, WHO, Konsenuuto Cosera EBpomnsl 1o mpasam
YeJi0BeKa U OMOMETUIIMHE U IPYTHe aKThl.

JIDK paspabatsiBaeT coOCTBEHHBIE cTaHAapTHBIE padoune mpoueaypsl (COIT),

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

JIOK co3paercs 1 GyHKIMOHUPYET B COOTBETCTBUU C HAIIMOHAJIBHBIM 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 IuTtopanu3Ma. CocTaB JIOKaJIbHOTO
TUYECKOI0 KOMUTETA.

Bori0op M Ha3zHaueHue OCHOBHOro cocraBa JIJK, ompeneneHue 4ncIeHHOCTH
cocraBa

CocraB JIDK Moxer Briroyars B ceOs or 6 mo 10 uyemosek. Uiensl JIDK moimKHBI
MPEJICTABIISITh PA3IMUHbIC 00JIACTH 3HAHHWH 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 CHEIHUAINCT, cPepoil OCHOBHOM
JESTENIbHOCTH KOTOPOTO HE SBJSETCS 00JacTh MEIUIMHCKOW HayK, Kak MUHUMYM OJMH - HE
corpynauk OOO «BUTAME]]», He3aBUCUMBIN B CBOMX OLIEHKAX, COBETAX U PELICHUSX.

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

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

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



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

Unensr JIDK momkHBI OBITH pPa3sNUYHOTO TOJa W BO3pacta, cdepa mpodecCHOHATBLHOMI
NEeSTeIbHOCTH HE OTPaHUYMBAETCSl.

Unenst JIDK BBIOUpArOTCS MO UX TUYHOCTHBIM Ka4yecTBaM, 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,
oOecrieunBaroliee COXpPAHCHHE B TaillHE OT HEYNMOJIHOMOYEHHBIX HAa TO JHIl HWH(OpMAaluu, HE
MoJyIeKaIIeH pa3rialeHuro.

UsteHbI STHYECKOT0 KOMUTETA JJOJKHBI YKa3aTh 00 HMEIOIIEMCs] Y HUX KOH(DIUKTE HHTEPECOB
WM KaKOW-TUOO0 CTENMEHW 3aMHTEPECOBAHHOCTH - B (PpMHAHCOBOM, MPOGECCHOHATHFHOM HIIM WHOM
OTHOLLIIEHUU - B MPOEKTEe WU mpeioxeHuu, [loamexamux paccMmorpenuto, a JIDK momxen
OTIPENICTTUTh BO3MOKHOCTh W YCJOBHS ydacTusi wieHoB JIDK, mmeromux kakou-mub0 KOHQIMKT
UHTEPECOB, PEKOMEH IALIUM.

Unenst JIDK Moryt OBITH AMCKBAIM(HUIIMPOBAHBI MO PEIICHUIO KOMHUTETAa NPH HATWMYUN
COOTBETCTBYIOIIUX AapPTYMEHTOB M JAaHHBIM TMpolecc ANCKBATH(PUKAIUKA TPOBOJAUTCA 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 3acellaHusXx,
pasriameHny  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 ron).

Unenst JIDK Moryr 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 PEIIAIOIIHNM.

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 MPUBJICUYEHUN K ITUYECKON IKCIEPTU3E, 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 IPOBEACHUN OMOMETUIIMHCKUX UCCIeI0BaHUN

- 3aMeCTUTENh TpEeJCceaaTeNs -JIUI0, UMEIOIIee BBICIIee MEIMIIMHCKONW 00pa3oBaHuE,
KOMIIETEHTHOE B 00JIaCTU 3THKU M OpPTraHU3allld, U MPOBEACHUN OMOMETUIIMHCKUX HCCIIEI0BaHUM,
3aMeniaroliee mpeaceaaresns BO BpeMs €ro OTCyTCTBHS;

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

- ynensl JIDK - mpeacraBuTenu MeIMIIMHCKOH, (papManeBTHYECKON, OMOJIOTHYECKOM,



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

Pacnipenenenne o6s3aHHOCTEN Cpeil YWICHOB THYECKOIO KOMUTETA.

Hamnexamee dpynkunonupoBanue JIDK B COOTBETCTBHY CO CBOEH cepoil OTBETCTBEHHOCTH
o0ecneunBaroT CleAyIoNre JOKHOCTHBIE JINLA:

-npeceaaTeNb

-3aMECTUTENb IIPeIcenaTeNs

-CeKpeTapb

-usniensl JIDK.

[Ipencenarens oTBedaeT 3a OpraHU3alMI0 COBEIIAHMM, NPUTJAIIaeT HE3aBUCUMBIX
KOHCYJIbTAHTOB JIJISl MPOBEACHUS CHEeNU(UUECKON 3KCHEPTHU3bl M0 KOHKPETHOMY HCCIIEIOBAHMUIO,
OTBEUAET 3a CBS3b C OOIIECTBEHHOCTBIO.

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

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

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

-MIOJITOTOBKA U BEJCHUE JICTT;

-[I0JITOTOBKA MOBECTKHU JHS U BEJIEHUE TPOTOKOJIOB 3aceqaHusl;

-Benienne nokymenrtanuu JIDK u apxusa;

-OCyIIECTBICHHUE CBA3M ¢ wieHaMu JIDK 1 munamu uim opraau3anysMu, OJA0IIUMU 3asIBKH;

-o0ecreueHune MoAroTOBKY nepconana u wieHoB JIDK;

-OpraHu3anysl TMOJArOTOBKHM, PAaCCMOTPEHMS, MEPECMOTpPa M PACCBUIKA JOKYMEHTOB; -
obecrieueHne HEOOXOIMMON aTMUHUCTpAaTUBHOW mojaepxkku JIDK, ero mpemcemarens B CBSI3M C
OTHOCSIIIEHCS K €r0 KOMIIETCHIIUU AeITeTbHOCTHIO (HampuMep, JOBEIeHUE PEIICHHUS 10 3asiBKE 0 €€
MoAaTeNs);

-o0ecrieueHue moTHoN nHpopMmaruu ams yieHoB JIDK;

-o0ecreyeHue CBsI3U C JIMIIAMHM WJIM OpraHU3alMsIMU IO BompocaMm aestenbHoctr JIDK B
mpeJienax CBoe KOMIETEHITNH U ¢ COOTI0ICHHEM KOH(DUICHIIMATEHOCTH;

-TEXHAYECKOE U OpraHU3allMOHHOE conpoBoxkacHUE PR - nestensHOCTH;

-o0ecrieueHue pabOThI COTJACHO padoueMy pachucaHwio, HHpoOpMamus O KOTOPOM
pa3memaercs Ha caiite OO0 «BUTAME/l» u noBoguTca 10 CBEIECHHUS 3aMHTEPECOBAHHBIX JIUIL;

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

O06s13aHHOCTH M c(pepa OTBETCTBEHHOCTH YJIEHOB 3THUYECKOTO KOMUTETA!

-y4acTHE B 3aCEJIaHUSIX KOMUTETA;

-paccMoTpeHHe, 00cyXKIeHue, OlleHKa U SKCIepTU3a Makera: JOKYMEHTOB, PElICH3UPOBaHUE
MPEAJIOKEHU N OTHOCUTEIBHO UCCIIEIOBAHUMN, TPEICTABICHHBIX Ha SKCIIEPTHYIO OLICHKY;

-paccMOTPEHUE MPETATAEMBIX 3asIBUTEISIMU OIPABOK;

-pacCMOTPEHUE OTYETOB O CEPhE3HBIX CITyUasiX HEXKeJIaTeIbHbIX SBICHUII;

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

-Ol[€HKa OKOHYATEJIbHBIX OTUETOB 00 MCCIET0BAHUAX u WX pe3yJIbTaTOB; -
obecrnieueHrne KOH(MUICHIINATEHOCTHIOKYMEHTOB U ux oOCYyXJeHUsI 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, nuiianupoBaHnue v npoBeeHne 3aceqaHmi.

JloxalbHBIN DTUYECKUI KOMUTET MPOBOJUT 3aCEIAHUS PETYIISIPHO HE PEXE

1 paza B (26-28 uuciax) 3acemaHusi MOTYT TaKXKe Ha3HAYAThCs MpEICEIaTesIeM M0 Mepe
HeoOxoaumocTu. JlaTta odepeHOro 3aceqaHus ONpeaessieTcss Ha KaxaoM TeKylieM 3acenaHuu. O
T00BIX M3MEHEHUsX Tpaduka 3acemanuil mpexacenatens JIDK craBUT B M3BECTHOCTH 3asBHUTEIIS.
Cekperapb KOMHUTETA OMOBEIIAET O JaTe U BPEMEHU 3aCeaHUs U €ro MOBECTKE He MO3HEEe, YeEM

Ha 3acenanum cooOmieHre o paccMaTpuBaeMOM HCCIIEAOBAHUH JIeTIaeT OJIMH 13 wieHoB JIDK,
MOJyYMBINUN 3apaHee (3a HENEeN0) JO0Che CO BCEMH MPEICTaBICHHBIMHU MaTepUalaMd TI0
IUIAHUPYEMOMY  KJIIMHUYECKOMY  MCCIEJOBAaHHIO, MOJIPOOHO O3HAKOMHBIIMICS €O  BCEMH
MaTtepuaiamMu

B xone 3aceganus Benercst mpoToko 3acenanus. [Iporokon Beaet cekperaps JIDK. IIpoTokon
JIOJKEH XpaHUThCs B JoKyMeHTax JIDK.

[Ipencenarens JIDK momkeH BecTu 3acefanue, JUOO, B Cllydae €ro OTCYTCTBHUS MOPYYHTH
BEJICHUE 3aceaHus oJHoMY U3 wieHoB JIDK.

JIDK pacnonaraercst B 000pyA0BaHHOM (KOMITBIOTED, Tene(OH, KCEPOKC U T.JI.) TIOMEIICHHH,
IpeyCMaTPUBAIOLIEM XpaHEHUE JOKYMEHTAllMM M apxuBa, padoTy cekperaps M MPOBEACHUS
3acenanuii. Ha caiite OOO «BUTAME]]» vitamed-Ki.ru umeercs anextpoHHas ctpanuia JIDK.

TpeboBanust 1o kBopyMmy. 3acemanuwe JIDK MokeT OBITH TPOBENEHO M €ro peuieHUs
CUMTAIOTCA JEHCTBUTEIBbHBIMU MPU MPUCYTCTBUU Ha 3aceganuu 50% + 1 unenoB komurera. Pociyck
atrdeckoro komurera. JIDK pacnyckaercs no pemeHuo yupeauTes.

PaGounii s3Ik 3THUECKOTO KOMHUTETa - pycckuid. Besi moxymentamus JIOK Bemercs Ha
pycckoMm s3bike. TpeOoBaHMS K MPEJOCTABIAEMOW JUIsI 3TUYECKOM SKCHEPTH3bl JTOKYMEHTALUU
onucanbl B cooTBeTcTBYIOMMX COII.

IIpaBuia nogaum J0KYyMEHTOB

JloxymeHTanus 1o miaHupyeMOMY KJIMHHUYECKOMY HcciienoBaHuio nogaercs B JIDK ot nuna
3asBUTENS, HECYLIEr0 OTBETCTBEHHOCTH 3a HayuHblil, OpraHu3alMOHHbIA U STUYECKUNA aCIEKThI
UCCJIEI0BAHMUS.

Jocke, mperocTaBiasieMoe B LENSIX ATUYECKON KCIIEPTU3BI, TOJKHO BKIIIOYATh BCE JOKYMEHTBI
HEOOXOUMBIC ISl TIOJTHOIIEHHON ATHYECKOHN SKCrepTusbl. JJOKYMEHTHI sl IEPBUYHON MOJa4H, a
Tak)ke 0J0OpEeHHs MOMPABKU HJIM HOBOW BEPCHM MPOTOKOJIA, HHPOPMAIIMOHHOTO JIUCTA, OPOIIIOPHI
JOJIKHBI TIPEIOCTABIISATHCS B OyMakHOM (hopMaTe U Ha SIEKTPOHHOM HOCHTETIE.

['ogoBoit oT4eT M OTUeThl MO OE30MacCHOCTH AJS TMOJAAYM K CBEIEHUIO MPUHUMAIOTCA TOJBKO
MPUHUMAIOTCS Ha JIUCKE.

[lepen mepechbUIKON MOKYMEHTOB IMPEABAPUTEIIFHO HAmpaBiisgeTcss muchbMo Ha e-mail JIDK
vitamed.lec@mail.ru .

OpurvHansl JOKYMEHTOB B pacledyaTaHHOM BHUJE OTIPABIAIOTCA IO azapecy: I. MockBa, yiI
CecnaBunckas, 1.10. Knunuka "ButaMen", Ha umes cexperaps JIDK.
B DJICKTPOHHOM (Ha JTUCKE) U pPacIieuaTaHHOM BH/JIC



COII Ne 2 KonpuaeHuaabHOCTh

Hean - onpenenenue GOpMBI, YCIOBUM W TIpoliecca 3aKIIOYEHUS COTJIAICHUH O
KOH(UICHIIMATBHOCTH MIPHU paboTe JIOKATHHOTO ITHYECKOT0 KOMUTETA.

O6sacTs mnpuMeHeHuss - paboTa JIOKATBHOTO OSTHUYECKOTO KOMHUTETA, TMOAMHCAHNE
COTJIAIICHUH 0 KOHPUACHITUATHHOCTH / KOH(IIMKTE HHTEPECOB B padoTte ¢ nokymeHTamu JIDK.

OtBercTBeHHOCTH: Bee wiennr JIDK OO0 «BUTAME/I» 00s3aHbl OAIMCATh COTJIANIICHUE
0 KOH(HIEHIMATHHOCTH. HOBBIE YJIEHBI, CTaXEpPhl, SKCHEPTHI, HE3aBHUCHUMBIC KOHCYJIHTAHTHI,
MPEJICTaBUTENIN MCCIEAOBAaTENs] W CIIOHCOpA, WHCIEKTOPbl; W JAp.; Jula, MAOMYyIIEHHbIE K
03HAKOMJICHHUIO C TOKYMEHTAI[MeH 110 UCCIIeIOBAHMIO WK JokyMeHTanuei JIDK, mpurnamennsie Ha
3aceqanue JIOK, oOs3aHbl mpounTaTh, MOHATH, NPHUHATH W MOANHCATh (OPMY COTJIAIICHUS O
KOH(HICHIIMATLHOCTH/KOH(IUKTE MHTEPECOB 10 TOTO, KaK OHU MPUCTYIAT K pabore. branku
KOH(PHUICHIMAIBHOCTH (TIPHIIOKEHUS 1) XpaHUTHCS B CEKpeTapuare.

3a (hakT moamKMcaHus COTJAIlEHUs] HeCeT OTBeTCTBeHHOCTh cekperaph JIDK. Iloanucannsie
auctel TomernraroTcss B (aitn «KonduaeHmmanpHOoCTh» W XpaHsarcs B apxuBe JIDK. Bropoi
MOJMUCAHHBIA AK3eMIUIAp (QOPMBI COTJAMICHUS C TMOJNUCHI0 WIEHBI CEKpeTapuara ¥ JIaTOH
MOJMUCAHUS XPAHUTCS KaK OPUIIMATBHBIA JOKYMEHT y MOANKUCABIIETO.

[MoapoOHast MHCTPYKIIKS MO MOAMMCAHUIO COTIIAIICHUS:

-Bce nuna, nmoamuceiBatoniye ¢opmy coryiacus 0 KOH(GUICHIMATBbHOCTH, MOJY4aloT 2
sk3emIuisipa Gopmbel. OHU 00s3aHBI BHMMATEIHHO O3HAKOMUTBLCS C COJEp)KAaHUE, YKa3aTh CBOU
nanubie (PHUO), moctaBuTh moanuch 1 Aaty. [Ipy BOSHUKHOBEHHH BOIPOCOB HEOOXOIMMO 3a7aTh MX
CeKpeTapio.

-Bce nunia, moanucasme Gpopmy corsacus 0 KOHGUIECHITNATLHOCTH, 00s13aHbI COOJII0IATh BCE
YCIIOBUSI, Ka3aHHBIE B COTJIAIICHUU.

IIpnioxenne 1

Coraamenue 0 KOHpuAeHTUAIBHOCTH 11 wieHa JIDK OO0 «BUTAME/»
A,
00s13y10ch HE pasriamarh WHPOPMAIHMI0 W COOM0AaTh KOHGHUICHIIMATBLHOCTh B OTHOILICHUU

MPOUCXOASIINX HA 3aC€JaHUU TUCKYCCUM, npeacTaBieHui, noganusix B JIDK OO0 «BUTAME]]»,
nHpopMmaIuu 00 yJacTHHKAX MUCCIIEIOBAHUNA U BOITPOCOB, BOSHUKAIOIIMX B MPOIIECCE OOCYKICHHUS.

Hara Iloamuce




KoH()IMKT HHTEPECOB - 3TO CUTYaIlUsI, KOT/Ia HEKOE JINIO0 UMEET JIMYHBIE HITH MTPO(HeCCHOHATLHBIC
HUHTCPCChI, JOCTATOYHLIC OJId TOTO, I-ITO6I>I IIOBJIUATH HaA OGBGKTHBHOCTB u OGOCHOB&HHOCTB
JEHCTBUM, OTHOCSIIHMXCA K cepe mpodhecCHoHaATbHOMN NI TeIbHOCTH.

KoH(pauKkT MHTEpecOB BOSHUKAET, KOT/IA:

1) YaCcTHBIC HHTEPECHI YEJIOBEKA HE COBMA/IAIOT C €r0 MPOPECCHOHATHLHBIMHU
00S13aHHOCTSIMH,

2) npo¢eCCUOHABHBIC JEHCTBUS WIIN PEIICHHS MOTYT ObITh 000CHOBAHO; TIOJIBEPTHYTHI
COMHCHHUIO ITyTCM HEe3aBUCUMOU 9KCIICPTUIBI,

3) KOH(QUIMKT 3aBUCHUT OT CUTYAIIMH, a HE OT XapaKTepa JICHCTBUH YeIOBEKa;

4) MOTEHIIUATBHBIA KOH(MINKT HHTEPECOB JOJIKEH OBITh BBISBIICH M MPEIOTBPAIIEH: TTyTEM

COOJIIO/ICHHSI YCTIOBUH COTJIAIICHHUSI.
O HanMuuu KOH(MIMKTa HHTEPECOB JIUIO 0053aHO COOOLIUTH IO TPOBEACHUS STHUECKOM
9KCIIEPTU3bI WK JI0 Hadasia 00Cy KIeHHsI MpoeKTa (nccienoBanus). CBeIeHUS 0 HATMYUH
KOH(JIMKTA HHTEPECOB 3aHOCSTCS B TIPOTOKOIL.
JIumo, nMeromee KOH(GIUKT HHTEPECOB HE MOYKET NPUHUMATh yYacTHs B TOJIOCOBAHUH T10 ITOBOY
IPOEKTa, O OTHOLICHHUIO K KOTOPOMY OHO UMEET KOH(IMKT UHTEPECOB.



COII Ne3. Iloectka aus 3acenanusa JIDIK OO0 «BUTAME/I» u ero
NpoBe/ieHne.

Hean - oxapakTepu3oBaTh aJIMUHUCTPATUBHBIM MPOIECC MOJTOTOBKM M PACIPOCTPAHEHUS

MOBECTKH JHSI, TUIaHa paboThl, pacChUIKM MH(GOPMAIIUU, COCTABIEHUIO HH(POPMALIMOHHBIX MTUCEM IO
3aCe/IaHMI0, OTIOBEILICHUS 3aUHTEPECOBAHHBIX JIMII.

JIOK.

Ob6aacTb NPUMEHEHUHA: 10-, BO- BPEM: U ITOCJIC 3aC€AaHUA OTHYECKOI'0O KOMUTETA.

OTBeTCTBEHHOCTh: OTBETCTBEHHOCTh 3a BbINOJHeHHE NaHHOW COII saBnsieTcsa cekperapb

[Ipencenarens mpoBepseT v OAOOPSIET MOBECTKY THS 3aCEAAHUS STUIECKOTO KOMUTETA.

[Tnan-rpaduxk:

Ne Bun nearensHOoCTH OTBETCTBEHHOCTh
n/n
[ToaroroBka MOBECTKU JHS 3aCE€JaHUs Cexkperaps JIDK
MepornpusaTus nepe KaKIbIM 3aceJaHueM Cexkperapp JIDK
MeponpusTtus B TCUEHHUE 3aceqaHus [Ipencenarens, cekperapsb, wieHsl JIOK
I"onocoBanue/KOHCEHCYC Unens! JIDK, He uMmeromue HHTEPEcOB /
Ipencenareib
ITocne 3acenanus Cexkperaps JIDK

MeponpusiTusi, poBoAuMBbIe 10 3acenanus JIDK:

MIPOBEPKA MOJIHOTHI 3aII0JIHEHUS 3a51BOK;
Ha3HA4YE€HHE SKCIEPTOB ISl IEPBUYHOM SKCIEPTU3BI MPOCKTA;

nepeaadya 3assBKU OKCICPTaM JJId HepBI/I‘-IHOI\/'I SKCHCPTU3BI HCCICAOBAHUSA; IIOJIYUCHHUC
3aKJIIOUYEHUs] HKCIIEPTOB U OILIEHKA MOJHOTHI MPOBEIEHHON 3KCIEePTU3bl B COOTBETCTBHH C
BOIIPOCHUKOM, KOTOpBIfI 3aMOJHAIOT CICHHUAIIMCTHI B XOAC MPOBCACHUA DKCIICPTU3BI;
IIPOBEICHUE TEKYIIEW OKCIEPTHU3bl II0 OTIEIbHBIM IIPOEKTaM U  COIJIaCOBaHUE C
UCCIIEIOBATENsIMU JaThl U YCIOBHIl €€ TpOBENEHHUs, HalpaBleHHUE OJKCIepTa Uil ee
MIPOBE/ICHMUS;

perucTpanus pe3yJjbTaToB, IPOBCACHHLIX INIAHOBBLIX U SKCTPCHHBIX 3KCIICPTU3 U BKIIFOUCHUC
BOTIPOCA 10 OTYETY 00 IKCIEPTU3E B MOBECTKY JIHS;

CorjIaCoOBaHMC C IpCACCAATCIIEM JaThl U BDEMCHHU NIPOBCACHUS 3aCCAAHUA,

IIOATrOTOBKA IMMChbMaA IMOJa4H. B nesom BCPXHCM YTy OOJDKHA 6I>ITB HariedyaTaHa JaTa nogadyu
nokyMeHTa (OHa e ABJIsSeTCs aaToi noiaydenus nokymentoB JIDK), crosts meuars JIDK u
MMoAIUCH CEKpPLETapH. I'naBHBIN HCCIIEA0BATEIIb CTABUT CBOIO ITOAIIMCH B KOHIIC TMChMa.
(dopMHpOBaHUE MaKeTa JOKYMEHTOB, KOTOPbIE JOKHBI OBITH pACCMOTPEHBI Ha 3aCEAaHUU
noAroToBka nHpopmanuu i wieHoB JIDK u skcnepToB, a Takke A MPUCYTCTBYIOLINX Ha
3acenanue JIDK i (mpu HeoOX0oAMMOCTH);

o0ecrnieyeHrne y4aCTHUKOB 3aceaHusi HEOOXOIUMbIMHU MaTepHallaMu.
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MeponpusiTusi, IpoBOAUMBIE BO BpeMs 3acenanus JIDK:

CereTapb JOKJIAABbIBACT MOBECTKY OHA MPCACCAATCIIIO, BCACT 3allMCH 110 XOAYy 3aCCAaHus,
(buKCcUpyeT IPUHATHIE PEIICHUS U OT/IebHBIC MHEHHS YIaCTHUKOB B BHe mpoToKoma.

B xope 3acenanus ornaiaroTcs MOJIHbIE Ha3BaHUS pacCMaTPUBAEMbIX TPOEKTOB COTJIACHO MX
IIOCICO0BATCIIbHOCTHU B ITIOBCCTKE AHS.

B cnyuae oOTCyTCTBHSI 3KCHEpTOB CEKpeTapb JaeT KpaTKOe OMUCAaHUE HCCIeA0BaHuUs,
3a4UTHIBAET KOMMEHTApUH U PEIICHUE KCIIEPTOB.

3aC€I[aHI/I€ MpoXOoaAUT MO HAMCYCHHOMY IIJIaHY, HO IPCACCAATCIIb MOXKET USMCHUTD 3TOT I1JIaH,
cieNaTh OTKJIOHEHUSI OT MOBECTKHU JHS B 3aBUCUMOCTHU OT CUTYAIIUH.

[locne mpencraBiaeHMs] MCCIEAOBaHUSA HAadMHAETCA JUCKyccust cpeau uieHoB JIOK wu
BBICITYIIIMBAIOTCS. UX KOMMEHTapuu. J[ucKyccusi HOCUT AeTajabHBIA XapakTep, O0OCY>KIaroTcsl Bce
ACTIEKTHI MPeICTaBICHHOT0 MpoekTa. Cekperapb (GUKCUPYET MHEHHUS BCEX BBICKA3aBIIMXCS,

[Ipencenarens mpenOCTaBISIET CIOBO BCEM JKENAIOIIMM BbICKazaTbesd wieHam JIDK,
NApUTETHO BBICIYIINBAs MHEHUE MEIMLIMHCKUX PAOOTHUKOB M He MeaukoB. Ilpu oOcyxneHuu
uHbopMaluu sl manueHTa u GopM MHGOPMUPOBAHHOTO COTJacHus MHEHHE JIML, HE HWMEIOLIUX
MEAUIIMHCKOTO 00pa3oBaHusi, 0COOCHHO IIEHHO.

OO6cyx1eHNI0 TOTIeKAT BCE BOMPOCHI MIPEIOCTaBICHHOTO HccaenoBanus. cenenoBaTensm,
MEHEKEPAM MPOEKTA U CIIOHCOPaM (€CIU OHM MPUCYTCTBYIOT) Pa3pelIaeTcst KpaTKo U3J0XKUTh CYTh
MX IIPOEKTOB M OTBETUTh HAa BO3HUKIIKE Y WwieHOB JIDK Bompock!.

B mpouenype mnpuUHATHS PELICHHS MOTYT IPUHUMATh y4acTHE TOJBKO HE3aBUCHUMBIE OT
uccieaoBarens u croHcopoB WwieHsl JIDK Bo n3bexxanne KOH(MINKTa HHTEPECOB.

T'onocoBanue OCYHICCTBIIACTCA TOJIbBKO HE3aBUCUMBIMH OT HCCIICAOBATCIIA W CIIOHCOPOB
UCCJIEIOBaHMSI 4YJIEHAaMH ATHYECKOro KOMHTeTa. MHEHHE BHEIIHEro JKClepTa KOHCYJIbTaHTa
SABJIICTCA COBCINATCIIBHBIM, CaM BHCIITHUU BKCHepT/KOHCy.HBTaHT B TOJIOCOBAHUU HC YYACTBYCT.
["osocoBanme gomyckaercst TOJIbKO TOT/1a, KOT/Ia BCE MPUTJIAIICHHBIE JINIA, a Takke; Te uieHbl JIDK,
y KOTOPBIX UMeeTCsl KOH(IMKT HHTEPECOB, IOKUHYT 3aJl 3aceaHuil. B ciydae ecnu npu roiocoBaHUH
OBLIM MOTYYEeHBI Pa3INYHbIE MHEHHS, OHU JI0OJKHBI OBITh 3a()UKCUPOBAHBI B IPOTOKOJIE.

CereTapb CJIICAUT 3a TCM, ‘ITOGBI BCC IMPCACTABJICHHLIC B IMOBCCTKE JHA BOIIPOCHI GBIJII/I
MIPEJICTaBJICHbI, TIOJYYEHbI 3aKII0YSHHS 0 KaKJOMY OCAXKIABIIEMYCS B X0JI€ 3aceJaHUsI BOIIPOCY U
BBIHECEHO pelieHue. Pemenue MoxeT ObITh B BUE 000pEHUs, OJ0OPEHUS C PEKOMEHIAIIUSAMU 1 ATH
PEKOMEHJALNN JODKHBI OBITh YeTKO c(HOpMYIMpOBaH, MPHUHATHH K CBEICHHUIO, HEOJAOOpEHUS.
Pemenne JIDK Moxer ObITH OTJIOXKEHO JIO BBIOJHEHMS 3asBUTENIEM KAKHX-TMOO YCIOBHM M 3TH
YCIIOBUS AOJKHBI ObITh YETKO MEPEUUCIICHBI C YKa3aHHON AaThl BTOPUYHOTO PACCMOTPEHHS TaHHOTO
BOIIpOCA.

Meponpusrus, mpoBoauMble nocie 3acenanus JIDK:

Cekperapb OTBEYaeT 3a (OPMUPOBAHUE IPOTOKONA 3acCeAaHUs U (POPMHUPOBAHHUE BBITUCOK U3
IIPOTOKOJIA /1JIsl 3aMHTEPECOBAHHBIX JIULI.

[Io OKOHUaHMM KaXJIOTrO 3acefaHusi CEeKpeTapb IMPOBEPSET BBINOJIHEHUE MPOTOKOIA
3aceZlaHusl, MOAMNCHIBACT U JaTUPYET TOKYMEHTHI, apXUBUPYET KOIUU.

Coneprxanne npoTtokosna 3acenanus JIDK:

OdunuanbHbpli  MPOTOKOJ BKJIIOYAET MECTO TMPOBEIACHHS 3acelaHusi, JaTy, CIHCOK
HPHUCYTCTBOBABIIINX 4JIEHOB JIDK, AMeEHa HNPUTIIAIIEHHBIX N1, KOHCTAaTaIUIo
Ipe/ceAaTeIbCTBYIOIIUM HAJU4Msl KBOpyMa KaK OCHOBHOTO YCIIOBHUS IPOBEICHUS 3acelaHws,
KOH(I).HI/IKTa HHTCPECOB Y WICHOB 9TUYCCKOTO KOMHUTCTA, TOBECTKY JTHA U I/IH(bOpMaI_[I/IIO 10 KAXJI0MY
PacCMOTPEHHOMY BOIIPOCY:

JUst IPOTOKOJIOB KIMHUYECKHX MCCIIEAOBAaHUM JTOJDKHBI ObITh YKa3aHbl: HOMEp IPOTOKOJIA,
Ha3BaHME WCCIIEIOBaHMs, CIIOHCOP, TJIaBHBIA HCCIIEOBAaTENb, MEPEUYUCIECHbl BCE JOKYMEHTHI,
KOTOpbIE OBLIM MpeCTaBIeHBI A dKcrepTusbl, pemenue JIDK u pedynprarsl rogocoanus. Eciau
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MaTepHaibl HUCCIENOBaHUS OBUIM PAaCCMOTPEHBI MOBTOPHO, TO AOJDKHBI OBITh yKa3aHbl OTBETHI
UCCIIEIOBATENs, JONOJHUTENBHO NOCTynuBIIME Marepuansl U pemenue JIOK. VkassiBarorcs
BOIPOCHI KOJUIETHAIBHOTO 00CYKACHUS, HATMYNE KBOPYMA M CIIOCOO MPUHATHS pEILEHUS,

JUis 0TYETOB MO TEKyLIeW HSKCHEpTH3€ JOJDKHO OBbITh yKa3aHO: HOMEp MPOTOKOJa W Ha3BaHUE
WCCIICIOBAHMSI, TIOBOJ, ITPOBEEHUS JKCIIEPTHU3bI, 1aTa, MECTO, NPUCYTCTBOBABIINE IIPEICTABUTENHN
uccuenoBaresnei, ee pesynprarel U peumienue JIOK mo mpencraBnenHomy otuety® Ilo kaxxaomy
OCAKIABILIEMYCS B XOZ€ 3aCEIaHUs BONIPOCY U MPUHIATOMY PELICHHUIO B IIPOTOKOJ BHOCHUTCSI KPATKOE
3aKJII0OYeHHE B yAOOHOW i mpouteHus ¢opme. JlucKyccus OTpakaeTcsi C yKa3aHUEM JIUI,
CAENABUIMX TE€ WM UHBIC 3aMEYaHMs], TOSICHEHM S, TOIIPABKU U JIP.

Ecnyu npuHATO perieHne, ConpoBOXkKAAOLIeecs ONPEIeICHHBIMI YCIOBUSAM, JOKHBI ObITh YKa3aHBI
YeTKHE PEKOMEHJALUHU JJs TepepabdOTKU IOKYMEHTOB M ONpEeNeHbl MPOIeIyphl MOBTOPHOTO
paccMOTpeHHUsL.

B ciiyuae npuHATHS OTpULIATENFHOTO PEIIEHUS 10 MPEICTaBICHHBIN MaTepraiaM HE00X0IUMO YETKO
yka3zaTb npuuuHbl. Heobxomumo chopMyaupoBaTe BO3MOMKHBIE IIyTH BHECEHHUS TIJIaBHBIM
MCCJIE0BATEIEM U3MEHEHUH U YCIIOBUS U CPOKU IIOBTOPHOI'O PACCMOTPEHUS.

OdunnanbHbIl TPOTOKOJ 3aCelaHusl COCTAaBJIAETCS CEKpeTapeM Ha OCHOBAHUU MaTepHalioB,
3auxcupoBanHbIX BO BpeMs 3aceqanus JIDK. IIporokon moamuceiBaeTes mpeaceaaTesieM U Ha ero
OCHOBAaHMM (OPMHUPYIOTCS BBINMCKM Ha KaXJ0€ KIMHUYECKoe wuccienoBanue. [IpoTokon
HOJIUCHIBAETCA HA CIIEAYIOIIEM 3aceJaHUU BCEMU rojiocoBaBlinMu uneHamu JIOK.

Brimucku m3 mportokosa noanuckiBaroTes npeaceaareneM JIDK u cexkperapem, Cekperapb o0s3aH
o0ecreunTh CBOEBpeMeHHYIO (B TeueHue 10 pabounx nHeil) Beimady opraHuzanuu-3asiBUTEII0 UIIH
3aMHTEPECOBAaHHOMY JIMI[y (UCCIEIOBaTeNI0, MPEACTaBUBIIEMY MaTepHajbl HCCIEA0BATEIbCKOTO
IIPOEKTa) MMCbMEHHOIO 3aKJIFOUEHUS O MPUHATOM Ha 3acenanuu JIOK pemenun.

Cekperapp OTBEYaeT 3a OIOBEIIEHUE 3aMHTEPECOBAHHBIX JIMI[ O pe3yibTaTax 3aceJaHMs,
PETUCTPUPYET BHITUCKH U (aKT MOTyUYEHUS BBIIUCOK 3asBUTENAMU. [Ipr HEOOXOJMMOCTH OpraHu3yeT
OTIIPABKYy IO HOYTE pe3yJbTaThl PACCMOTPEHUS 3asBOK M (QUKCHUpPyeT (pakT M 1aTy OTHpPaBKU B
CIEIIMAJIbHOM >KypHAaJI€.
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COII Ne4 JDxcnepTrza HCC/IeI0BATEJILCKUX IIPOEKTOB

easb - onpeaenuTh, COOTBETCTBYET JIU MNIAHUPYEMOE OMOMEIUIIMHCKOE HCCIIEI0BAHUS, B TOM
yHclie KIMHUYECKOE UCTBITAaHUE JIEKAPCTBEHHOIO CPE/ICTBA WJIM WMHAas MEAMIMHCKas TEXHOJOTHS,
YCTaHOBJICHHBIM JTHYECKHM TpeOOBaHUAM. PaccMaTpUBAarOTCS M BBIHOCATCS 3aKJIIOYEHUS I10
MIPEJICTABICHHBIM IOKYMEHTaM.

OTBeTCTBEHHOCTH - JINLO, IPOBOJSAIIIEE IKCIIEPTU3Y, OTBETCTBEHHO 3a €€ KaueCTBO.

B o6s13anHOCTH cekpeTapsi BXOJIUT MePBUYHOE 03HAKOMJIEHHE C JJOKYMEHTaluel npu mprueme
MUChMa OT 3asBHUTENS, IPOBEPKA COOTBETCTBUS MPEACTABICHHBIX JOKYMEHTOB TpeboBanusM JIDK
000 «BUTAME]/l», undopmupoBanre 3anHTepecoBaHHbIX 4ieHOB JIDK 0 momydeHHOH 3asBKe,
peructpanusi pe3yjabTaToB IOTYYEHHBIX OSKCHEPTU3, XpaHEHUE JOKYMEHTAI[MH, MpEeCTaBlICHUE
npoekra [Ipencenarento qis BriatoueHus B [losecTky nHa Tekymiero 3aceganus JIDK. dopma nucsma
pa3pabaThIBaeTCs U yTBEpKIaeTcs Ha 3acenannu JIDK.

B o0s3annocTn cekperapsi JIDK Bxomutr mnepBuuHOe odopMieHHE (GOPMBI OIEHKU
HCCJIEIOBATEIHCKOTO MPOEKTA, B KOTOPOM JOJIKHA COo/iepKaTbcsa MH(OpMAaLU O:

® Ha3BaHUU IIPOEKTA;

® UMEHHU IIaBHOTO MCCIIEIOBATENS;

e (uHAHCHUpYIOLICH OpraHU3aINH;

e BHJAE HCCIeAOBaHHUA  (dMUIEMHUOJIOTHYECKOE, HaOJIoJaTeNbHOe, OCHOBAaHHOE  Ha
JIOKYMEHTallUU, TeHETUYECKOE, COLMAJIbHOE, TpelycMaTpUBalolIee [ MEIUIIMHCKOE
BMEIIATEILCTBO U JIP.);
o01IeM YuClle yYacTHUKOB UCCIIEIOBAHMUS;

JUTUTEILHOCTU UCCIIEOBAHNUS;

L[EJIM UCCIIeIOBAaHUS U €T0 CYTH;

BKJIIOUEHUU YSI3BUMBIX KOHTHHTE€HTOB; F'€HAEPHON 0COOEHHOCTH MCCIIeA0BaHU (€Cin
TaKoBas UMeeTcs ),

HATMYUU CTPAXOBKU (CPOKH, YUCIIO 3aCTPAXOBAHHBIX ), pa3pEIICHUS [ICHTPATBHBIX OPTaHOB Ha
UCCIIEIOBaHHE

st Toro 4ToOBl JaTh apryMEHTHPOBAHHOE 3aKIIOUEHUE IO ITHYECKUM aCIEKTaM IUIAHUPYEMBIX
nccnegoBanuii JIDK momkeH:

e yOenuThCS B TOM, YTO HH(POPMAIIHS, IPEICTABICHHAS OpraHu3aIieil nin (GupM- 3assBUTEIIEM,
JIOCTaTOYHA ISl TOT0, YTOOBI BBICKa3aTh 0OOCHOBAHHOE CYXKJIEHUE O COOTHOIICHUU MEXIY
PHUCKOM | TOJIB30M TSI JIUII, TOABEPTAFOIINXCS UCTIBITAHUI;

® OIECHUTH HEOOXOAUMOCTH MPUBJICUCHHUST HE3aBUCUMBIX YKCIIEPTOB;

® OICHUTh BO3MOXXHOCTH IMOJIYYCHUS HEOOXOAMMOTO 3aKiIiodYeHHs 1O 3(PPEKTUBHOCTH U
0e30macHOCTH  OMOMEIUIIMHCKUX HCCIEIOBAaHUN C TMPUBJIICUEHWEM MEHBIIIETO YHCIIa
YYaCTHUKOB UCCIICIOBAHMS;

® [POAHATU3UPOBATH OMNPABIAHHOCTh TMPEACKA3yeMOro pUCKa U JPYTUX JIETATbHBIX
MOCJICICTBUA Il  YYaCTHUKOB HCCIICIOBAaHUS 110 CPAaBHEHHIO C 0KHTa€MBIMH
OJIaroNpUSATHBIMU JJIs IAITUEHTA WM IPYTUX JIHI] Pe3yJIbTaTaMu;

®  OIEHUTH BO3MOXHYIO MMOJIB3Y IS MAIIMEHTA OT YYaCTHs B HCCIIETOBAHUY;

e y0OeauThcs B TOM, YTO MOTEHIMANbHAs 3(PPEKTUBHOCTD, PUCK U HEYA0OCTBA OT MPUMEHEHUS
HOBOTO JIEKAPCTBEHHOT'O CPEJICTBA, TEXHOJIOTUU OIICHUBACTCS MPU CPABHEHUU C JIYUITUMU U3
yKe CYIIECTBYIOIIHMX IUArHOCTHYECKUX W TEPANEBTUUYECKUX CPEACTB WU CXEM JICUCHUS;

e yOeIuThCS B KOMIIETEHTHOCTH HMCCIIEIOBATENEH, B TOM, YTO OHU UMPIOT COOTBETCTBYIOIIYIO
KBATH(UKAIMIO U JTOCTATOYHBIN ONBIT B; MPOBEACHUN OMOMEIMIIMHCKUX HCCIICIOBAHHUIN Ha
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ocHoBanuu u3yderust Curriculum vitae uccinenoBareneii;

e  OMNpEeNuTh, COOTBETCTBYIOT JIM HCCIIEIOBATEIbCKUE HEHTPHI HEOOXOIUMBIN TPeOOBaHUAM
JUIS TIPOBEJCHHS IUIAHUPYEMOTO HCCACIOBAHMS, BKJIIOYas HAIWYME BCIIOMOTaTeIbHOIO
nepcoHaga, HEOOXoAUMMOro OOOpYJOBaHHMS W CPEACTB IMPOBEACHHS  HEOTIOKHBIX
MEpONPUATHIA;

e OIICHHUTh AaJE€KBAaTHOCTh M YCJIOBHS BO3MEIICHHS Bpeaa 3A0POBbIO, HACTYIAIOIIETO B
pe3yanaTe 6HOMC,Z[I/H_[I/IHCKI/IX HCCHCHOBaHHﬁ, n FapaHTI/II/I BO3M€IHCHHI>'I paCXO,Z[OB Ha
OKa3aHHe HEOOXOAUMON MEIUITMHCKON TIOMOIIH, B T.4. CTPAXOBBIX ITOJIMCOB;

® YIOCTOBEPUTHCS B TOM, YTO MAI[MCHTAM T'apaHTUPOBAHBI JICYCHHWE W/WIIM KOMIICHCAIIMH B
cnyqae HAHCCCHUSL Bpez[a nux 3I[OpOBBIO B X0I€ 6HOM€I[I/H_[I/IHCKOI‘O HCCIICIOBAaHUs.

IIpu paccMOoTpeHMM W BBIHECEHHM 3aKJIIOUEHHsI 10 KOHKpeTHBIM jgokymeHTam (IIpotokon
uccienoBanus, bpomrtopa uccnenoBarens, Mudopmanus mid nauueHTa U GOpM HUCbMEHHOTO
UH(POPMHPOBAHHOTO COTJIACHS) PACCMATPUBAIOTCS CIeIyroIue GakTOpbI:

B IIpoToxo.ae ucciie1oBanus:
® Ha COOTBETCTBUEC q)OpMBI " COACPIKAHUA KIIMHUYICCKOTI'O UCCIICA0OBAHUSA CT'O HGHHM;
¢ BO3MOXHOCTH IOJIYUCHU HCOGXOI[I/IMBIX 3aKJIIOYCHUN C MNPUBJICYCHUCM MCHBIICTO YHUCJIa
Y4aCTHUKOB HCCIIEIOBAHMUS;
KOJIMYECTBO MallMEHTOB, MPUHUMAIOIINX YYaCTHE B KIMHUYECKOM HCCIIEIOBAaHUMY;
KPUTEPUHN BKIIFOUEHUS M HE BKIIIOUEHUS NAIIIEHTOB B UCCIIEJOBAHMUE;
KPpUTCPUHU JOCPOUYHOT'O UCKITFOUYCHUSA MAUCHTOB U3 YUCJIa YHACTHUKOB,
KPUTEPUU BPEMEHHON NPUOCTAHOBKYU MIIM IIOJHOI'O IIPEKPAIICHUS MCCIIECIOBAHUS, METOMbI
00BEKTUBHOT'O KOHTPOJIS;
npeackazyeMbie mo0odHbIe YHPEKTH U HEYT0OCTRA.
® BO3MOXHOCTH TMPUMEHEHMs IUIaledo C Y4YEeTOM B3BEUIEHHOI'O COIOCTaBICHHUS PHCKOB U
0€30I1aCHOCTH M0 OTHOILEHHIO K YYaCTHUKAM HCCIICIOBAHUSL.

B bpouope wuccrnegoBareis aHAIM3UPYIOTCS CBEICHHS, Kacarouiuecs Oe30MacHOCTH H
XapaKTEPUCTHK HCIBITHIBAEMBIX JICKAPCTBEHHBIX CPEJCTB WIIM TEXHOJOTHH, a TaKKe TaHHBIA O
pe3yJibTaTaX KIMHUYCCKUX HCCHGHOBaHHﬁ, MPOBCACHHBIX Ha MOMCHT pPAaCCMOTPCHUA 3asABKU
(Hanmpumep, B ¢GopMe TOCIETHUX OMyOJMKOBAaHHBIX HAYUYHBIX CTaTEH, APYrUX OMyOJTMKOBAaHHBIX
JAHHBIX, KPAaTKUX XapaKTEPUCTUK UCIIBITYEMOTO IpEnapara).

OreHnBast TOCTAaTOYHOCTD, MOJHOTY, SICHOCTh, YeTKOCTh M 3TUYHOCTh HH(MOpPMAIIHiA, BTOpast
JOJI’KHa GBITB JOBE€ACHA N0 CBCACHUA cy61>eI<Ta HUCCIICAOBaHUA, J'II/I60 €ro 3aKOHHOT'O PCACTABUTCIIA
B nmcbMeHHOUW ¢dopme “Uudopmanum i manmeHTa ¢ HWHPOPMHUPOBAHHOTO  COTJAcHs’”,
AQHAIM3UPYIOTCA CIEAYIOIIME pa3ieiibl, KOTOPBIM JOJDKHBI IIPUCYTCTBOBATH B IAHHOM JOKYMEHTE:!

® IICJIb U 3aJa4Uu UCCIICAOBAHUA,

®  XapaKTePUCTUKA UCCIICyEMOTO JICKAPCTBEHHOTO Mpenapara Wik TEXHOIOTHiA,

° O6H_IerI/IH}ITBIe BUBI JICKAPCTBCHHOI'O WJIM HC MCAUKAMCHTO3HOT'O JICUCHUS, KOTOPBIC MOTYT
6I>ITB Ha3HAYCHLI UCIIBITYCMOMY, a TAKIKC UX MMOTCHIUAJIILHBIC ITOJIb3a U PUCK;

¢ BCPOATHOCTH IIOMNaJaHusd B OAHY U3 I'PYIIT UCCIICAOBAHUA, B TOM YHUCJIC U I'PYIITY HJ'IaL[€60;

° O6’beKTI/IBHO oXXugacmad 1oJjib3a AJjisk UCHIbITYyCMOI O,

e Heyno0CTBa M 0OBEKTUBHO MPEICKa3yeMbli PUCK KaK Ul UCTIBITYEMOT0, TEKYIIEeH /uis m1oaa
WJIU TPYIHOTO PEOCHKA;

®  TIPOIEIypPHI UCCIICAOBAHNS, BKIIOYast HHBA3UBHBIC METO/IbI,

e 00s3aHHOCTH JIUIIA, TIOABEPTAIONIETOCS UCTIHITAHUSM HITH UCCIICIOBAaHUAM (WM TTAlMEHTa, HO
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HUKAaK HE UCIBITYEMOIO0);

e KOMIIEHCAlUsl W/WIN JIeYeHHE, Ha KOTOpbIE JIUIO, IOJBEPrarolleecs] HCHBITAHUIO WU
UCCIICIOBAaHUIO, WJIM TAllMEHT, MOXKET pacCUMThIBaTh B Cllydyae HAHECEHUs Bpena (ero
3I0POBBIO B XOJI€ UCCIICOBAHU;

e 3aABJICHME O TOM, YTO Yy4YaCTHE€ B HCCIECIOBAHMM SIBIISCTCS JOOPOBOJIBHBIM, U JIHIIO,
[IOJBEPracéMoe HCCIEOBAaHUIO MOXXET B JI000M MOMEHT OTKa3aTbCsl OT YYacTusl B
UCCIICIOBAaHUM MJTM BBIOBITH U3 HEro 0e3 Kakux-T1M00 CaHKIMKA WM YIIEMJICHHS ero MpaB Ha
JpyTrHUe BUJIbI JICUCHHUS,

e 3af4BJICHHME O TOM, YTO HCCienoBaTenu, ayautopsl, JIDK u paspemmrenbHble MHCTaHIUU
[OJy4YaT HEMOCPEICTBEHHbIM JOCTynm K HWHQOpPMAlUUd B NEPBUYHOH METUIIMHCKON
JOKYMEHTAlLlUM HUCIBITYEMOro B 00bEME, ONPEEIEHHOM COOTBETCTBYIOUIMMH 3aKOHAMH U
NOJ3aKOHHBIMH ~ aKTaMH, JUIsI TPOBEPKH MPOLEAYp W/WIM JaHHBIX KIMHUYECKOTO
MCCIIEIOBAHMSI, HE HapyIllas IIPY 5TOM aHOHUMHOCTB UCIIBITYEMOTO;

e [oJNKCHIBas (GOpPMY MUCBMEHHOTIO MH(POPMUPOBAHHOIO COTTIACHM, JIULIO,

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

® 3aABJICHHME O TOM, YTO CBEJECHUA, UACHTU(PULUUPYIOLUINE IUYHOCTh JIUIA, TIOJBEPraroIerocs
UCTIBITAHUIO WM UCCIIEOBAHUIO, OyTyT COXPAHATh B TalfHE U MOTYT OBITh PACKPBITHI TOJIBKO
B IIpeJieiaX, YCTAHOBJIEHHBIX COOTBETCTBYIOIMMH 3aKOHAMU W/WIIM MOA3aKOHHBIMU aKTaMH;
npu MyOJIMKaIUN pe3yabTaToOB UCCIEI0BAHNS aHOHUMHOCTD TaKOT0 JIMIA OyAeT COXpaHeHa;

® 3asABJICHHME O TOM, YTO HCIIBITYEMbIi UJIH €ro 3aKOHHBIN MPeACTaBUTENb Oy1yT CBOEBPEMEHHO
O3HAaKOMJICHBI C HOBBIMU CBEJICHUSIMH, KOTOPBIE MOTYT MOBJIMATH HA JKEJIaHUE UCIIBITYEMOIO
IIPOJIOJKUTH Y4acTHE B UCCIICIOBAHUY;

®  CIHCOK JIML, K KOTOPBIM MOYXXHO OOPaTUTHCS JUIs OJTYUYCHHUS JOIOTHUTEIbHOM

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

®  YCIIOBHS, IPU KOTOPBIX y4acTHE UCTIBITYEMOTO B HCCIIEIOBAHUN MOXKET OBITh IIPEKpaIeHO 0e3
€ro Coriacus;

e [IpearnosaraeMas JJIUTEIbHOCTh YYaCTUsl B HCCIENOBaHUY;

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 MTOANNCHIO [IABHOI'O UCCIIE0BATEIS.

JIDK moxer motpeboBaTh, YTOOBI UCHBITYEMBIM, IOMUMO HH(GOPMAIIMH, YKA3aHHOW BHIIIIE,
ObUIM TIPEJOCTABIICHBI JOTIOJHUTENIbHBIE CBEIEHUS 00 MCClIeOBAaHUH, eclii, 1o MHeHHo JIDK, 310
HEOOXO0IUMO /IJIsl 3aIUTHI TIPaB M 3/I0POBbS UCTIBITYEMBIX, & TAK)KEe JIJISl TApaHTUU WX O€30MaCHOCTH
WUTH JTSI TyYIIeT0 OHUMAHUS HMH OTICIBHBIX MOJOXKCHHUH (KITMHUYECKOTO UCCIICIOBAHHS).

[Torydenue cornacus JOMyCKaeTcsl TOJIbKO B MMCbMEHHOH (opMe.

Wndopmanus s manueHta ¢ (GopMoil MHPOPMHUPOBAHHOIO COTJIACUS JOJDKHBI OBITH
HalMCcaHbl Ha PYCCKOM f3BbIKE U IO MPOChOE HCIBITYEMOTo IepeBefieHa Ha ero (POIHOM A3BIK.
Nudopmanust ans manueHTa AOHKHA OBITh HANMCaHA TAKUM SI3BIKOM, MOHMMAaHHWA KOJOBOTO HE
TpeOyeT MEIUIMHCKOTO oOpa3oBaHMs WM 3HaHWA mnpuHIUNOB KadectBennoit KinumHuueckoi
[Mpaktuku (GCP). Pexomenmyercs wu30erath CreNUaTbHBIX TEPMUHOB, JJIUHHBIX CIOXKHBIX
NPEJIOKEHUI M yTBEPKIECHUN, KOTOPhIE MOTYT OBITh HEBEPHO MCTOJIKOBAHBI MCHBITYEMBIM WM
BBECTH ero B 3abmyxnaenue. B “Undopmanum ans namuenta ¢ ¢Gopmoil nHGOPMHUPOBAHHOTO
coriacus’ He JOJKHO OBITh POPMYIUPOBOK, KOTOPBIE MOTYT 3allyTaTh UCIBITYEMOT0, U TEM CaMbIM
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BBIHYIUTh €70 OTKA3aThCsl OT CBOMX 3aKOHHBIX MPaB MPUHSTH y4acTUE B UCCIIEIOBAaHUY, UITU OKa3aTh
JABJICHHUE HA TAIECHTA TP MPUHSATHU PEIICHHUS.

OHu Takxe He JOJDKHBI COAepX aTh 3asBICHUI, OCBOOOXKIAIOIIMX HCCIEA0BaTENs,
MEAHWIIMHCKOE YUYPEeKIEHUE, CIIOHCOpa WM €ro MpeACTaBHTENeH OT OTBETCTBEHHOCTH 3a
JOTIYIICHHYIO XaJlaTHOCTh, WA (POPMYJIHPOBOK, TO3BOJISIFOIINX MOJOOHYIO HHTEPIIPETALUIO.

NudopmupoBanHoe coriacue W Apyrue, MPEAOCTaBIsEMbIe HCHBITYEMBIM MaTEpUAIbI,
nepecMaTpUBAIOTCS MPH MOSBICHUH HHPOPMAIIUH, CIOCOOHOM MOBIUATEH HA COTJIACUE UCIIBITYEMOTO.
HoBeie penakmum uHOOPMAMOHHOTO COTJAcHsl M JPYTHX TMPEJOCTaBISEMBIX HCIBITYEMbIM
MarepuasioB npeaBaputenbHo yTBepxkaatorcs JIDK OOO «Butamen». McnbITyemblii uin ero
3aKOHHBIN TMPEACTABUTEIh JOJKHBI OBITh CBOEBPEMEHHO O3HAKOMIIEHBI C HOBOW WH(pOpMaIUeH,
CIIOCOOHOM TMOBNUATH HA JKEJaHUE MCIBITYEMOTO MPOJOJDKUTH ydacThe B HcciedoBaHUU. DakT
coo01eHus ATON NHPOPMAITUU JIOJKEH OBITh TOKYyMEHTAIBHO MOATBEPK/ICH.

B caywae, eciu IIpoTokomomM mNpeaycMOTpEHO ydacTHE B  HCCIEIOBaHUU
HECOBEPIIICHHOJIETHUX, KOTOPhIE MOTYT IMOHSATh CMBICI MPOUCXOJSAIIETO U JIaTh CBOE COTJIacHe Ha
ydactue B uccienoBanuu, “Muadpopmanms mist nanuenta u hopmMa HHOOPMHUPOBAHHOTO COTJIacus’
JOJKHBI OBITh HAMKMCAHBI B TMOHSITHOW/IOCTYMHOW MAJii HECOBEPIICHHOJNETHEH (OPMBI, KOTOPYIO
OH/OHa COOCTBEHHOPYYHO MOANMUCHIBAIOT U JATUPYIOT B JOMOJHEHUH K MOJIUCH UX 3aKOHHOTO
MIPEICTAaBUTEIIS.

B cnydae neoOxoaumoctu JIDK mmeeT nmpaBo moTpeOdOBaTh OT UCCIIENOBATENS 3asIBUTEIS
00y AOMOMHUTENbHYI0 nH(popMmanuoo. Ecnu Takas uHopmamnmsi He IpeaoCTaBIseTCs B CPOKH,
onpeaenenusie JIDK, JIDK He paccMatpuBaeT JOKYMEHTHI HCCIIEA0BATEIBLCKOTO MPOEKTA.

JIDK moxeT om00puTh IPOBEJACHUE KIMHHYECKOTO MCCIIEIOBAaHMS TOJIBKO B TOM CiIydae,
€CJIM MOTEHIMANIbHAs 110J1b3a JJIS1 UCTIBITYEMbIX MIPEBBIIIAET BCE U3BECTHBIE U MPEACKA3yeMble BU/IbI
pHUCKa JJI HUX.

3aKII04eHUs JOKJIaIbIBAIOTCS HA 3aceJaHUH JINYHO.

HesaBucumeblii dKcmepT MOJDKEH AaTh 3aKitodeHne 00 3PQPeKTUBHOCTH W 0€30MacHOCTH
JIEKapCTBEHHOTO CpEJCTBA HAa OCHOBAaHMU 3HAaHUNW O NPUMEHSEMbIX B TIIPAKTHKE AaHAJOrOB
UCIBITYEMOTO JICKAPCTBEHHOT'O CPEJICTBA U CBEACHMIA, MPUBOJUMBIX B OpOIIIOpE HCCIIeI0BATENs,
yKa3aTh KaKOB CTaHAApT JIeYeHHs] JaHHOTO 3a0o0JieBaHWs, MPUHATHIM B HaIlel CTpaHe U Kakoe
JIeYeHHE MoITyda Obl 00JIbHOM, eci Obl He OB yYaCTHUKOM HCCIICIOBAHMUS, @ TAKXKE B YEM pa3Inyue
MEXIy CTaHAAPTHON CXeMOH JiedeHUs (KOTOPYIO O0JIBHOM ToJTydast Obl, eciii Obl He ObLIT y9aCTHUKOM
WCCIICIOBAHMsI) W TpeajiaraeMoil Tpu TMpoBeneHuu HKcrepuMmenta. OH JODKEH OICHHUTH
HEOOXOAMMOCTh U O€30MaCHOCTh JIOMOJIHUTEIBHBIX Tpolenyp (J1e4eOHbIX W MCCIIEeI0BATEIbCKHX),
KOTOpPBIM OyJeT TOABEPTHYT YYACTHHUK OSKCIIEPUMEHTA, XapakKTep HEyJ00CTB, KOTOPBIM OyIeT
MOJIBEPTHYT MAllMEHT, OLIEHUTh MPEICKa3yeMblil pUCK U Jpyrue HexkelaTelbHbIe MOCIeICTBUS JUIs
YY9aCTHUKOB UCCIICJIOBAHHS 110 CPABHEHHUIO C OXHUIAAEMBIMHU OJArOMpUSTHBIMH ISl MMAlMEHTa WA
JOPYTHX JIUI pe3yibTaTaMu U MOJIb3Y MOJIb3a JUIs MalMeHTa OT yyacTus B uccienoBanuu. [1pu ouenke
OKCHEPT JOJDKEH YOETUThCS B TOM, YTO MOTEHIMaIbHas 3(p(PEKTUBHOCTb, PUCK U HEYT00CTBa OT
MPUMEHEHHS HOBOTO JIEKAPCTBEHHOI'O CPEJCTBA OLIEHWBAIOTCS MPH CPABHEHUU C JYUIIMMH U3 YXKe
CYIIECTBYIOIIUX TUATHOCTUYCCKUX U TEPANIEBTUYCCKUX CPEJICTB WIIH CXEM JICUCHUS.

[Ipu npenBaputenbHON 3KCNEpTU3E UCCIAeqOBaTeNbckoro npoekra uieH JIDK skcnept-
MEIWK JOJDKeH o0paTuth oco00oe BHUMAaHHE Ha MEAWIMHCKUE AaCMeKThl HUCCIICOBAHHUS
(6e3omacHOCTh, A(PPEKTUBHOCTh, COOTHOIICHHWE PHUCK/TIONIb3a I OTOMPAeMOro KOHTHUHIEHTA,
MUHUMU3ALUS Bpeaa U yYaCTHUKOB MIPOEKTA, aIEKBATHOCTh YCIOBHI MOHUTOPHHTA.

B 3amaum skcnepra He MeAMKa BXOIUT TIIATEIbHBIA aHANIU3 BO3MOXKHOCTH HAHECEHUS
Bpela YYacTHHKAM HCCIICIOBaHUS B Cllydae pasmiamieHus KoH(UISHIMAIbHON WH(GOpMaIuy,
HEaJeKBAaTHOW 3alllUThl YacTHOW J>KU3HM, 0co00e BHHUMaHHWE OH JIOJDKEH OoOpaTuTh Ha
OecrpucTpacTHOCTh 0TOOpa MalMeHTOB, (opMy NoTydeHHsE MHOOPMUPOBAHHOTO COTJIACHS, 3AIIUTY
ySI3BUMBIX KOHTUHT€HTOB.
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B cnydasx, ecnu uccinenoBarenb OTKIOHWICS oT IlpoTokona 6e3 mpeaBapuUTENbHOTO
paspemienus, JIDK ¢ 1menbio ycTpaHeHUs HENOCPEICTBEHHOW OMACHOCTH, YTPOKAIOIIEH
UCIIBITYEMBIM, OH B KpaT4allllie CPOKH JOJKEH IPEICTaBUTh OMUCAHUE JOMYIEHHOTO OTKJIOHEHUS
C YKa3aHUEM MPUYNH U3MEHEHUS, a TP HEOOXOJMMOCTH U momnpaBku K [IpoTokomy:

o Kowmurery 115 pacCMOTpPEHUS ¥ OIOO0PEHUS:
®  3aABUTEINIO JJI COIVIACOBAHMS;
e pa3peluTeIbHbIM HHCTAHIIUIM, €CIIH HE0OXO0IUM;

JIOK nocne paccMOTpeHHsI IPEACTABICHHBIX JOKYMEHTOB 10 UCCIEAOBAaHUIO HA CBOEM 3acCeJaHUU
IPUHUMAET OJTHO U3 CIEAYIOLIUX PEIICHU:

e 0100pHUTH IPOBEICHUE UCCIICAOBAaHUS 0e3 3aMevaHuni;

e 0100pUTH TPOBEACHHE MCCIIEOBAHUS IIOCIE YCTPAaHEHUS 3aMe4YaHui 0e3 MOBTOPHOTO
paccMOTpEeHMs TpPHU YCIOBHM OTBETOB Ha IIOCTAaBJIEHHBIE BONPOCHI W  BHECEHUS
PEKOMEHAYeMbIX W3MEHEHMH W/WIM JONOJHEHHWH B pabodyeM mopsiake. B sTom ciydae
U3MEHEHHbIE JIOKYMEHTbl H/WIM JOMOJHEHHbIE JIOKYMEHTBl IOJDKHBI OBITH 0JI0OpEHBI
IpeJceaaTeNeM WM 3aMECTUTENIEM IIPECEAATENS ITUUECKOTO KOMUTETA;

® T[IOBTOPHO paccMOTpeTh Ha 3acenanuu JIOK mocie BHeceHUs M3MEHEHHH B IPOLEAYpBl U
Matepuanbl uccaeaoanus. [Ipu stom JIDK vetko popmynupyeT Bce BOSHUKIIINE BOIIPOCH U
IIPETEH3HH;

e HE pa3pelInTh MIPOBEACHUE UCCIIEOBAHUS (C YKa3aHUEM IPUYMH OTKa3a).

JIOK paccMarpuBaeT mOpeACTaBICHHBIE MPEABAPUTEIIBHBIC 3aKIIOYEHUS MO SKCIEPTU3E
MCCJIEIOBATEIBCKOTO MPOEKTa HE3aBUCUMOro 3kcrepra U wieHoB JIDK: Menuka M He Menuka U
IPUXOJUT K 000CHOBAHHOMY PEILLIEHUIO.

[Tpu BbIHECEHUM MOJOXKUTEIHLHOTO PEHICHUS 110 MPEICTaBICHHOMY MPOEKTY (0700peHun),
JIDK ompenensieT 4acToTy MPOBEACHHS TEKYIEH KCIIEPTU3BI IO JAHHOMY HCCIIEIOBAaHHIO (HE pexe
1 paza B ron).

Ecnu JIDK mporonocoBai 3a BHeCEHHE MONPABOK B JI000I M3 JOKYMEHTOB, CEKpeTapHar
OTIOBENIAET 3asBUTENS B MUCbMEHHON (popMe 10 TOBOAY KOHKPETHBIX H3MEHEHHH ¢ POCh00ii BHECTH
NONPABKU U TOBTOPHO MPEICTaBUTh NJOKyMeHTHI B JIDK.

B ciyuae OTKIIOHEHUSI HCCIEIOBATENIbCKOIO MPOEKTa HEOOXOIMMO YKa3aTh Ha MPOLELypY
aneJuUIALKY MyTeM MHUCbMEHHOT0 oOpaiieHus Ha uMs npeacenarens JIDK ¢ u3noxeHnem apryMeHToB
JUTSL alleJUTSALHHN.

Cekperapp JIDK obecnieunBaeT apXMBUPOBaHHME JIOKYMEHTOB IO MCCIIEOBATEIBCKUM
MpoeKTaM, IPOTOKOJIOB Bcex 3aceaanuid JIDK.

Brinucku U3 nporokosia npoueamero 3acenanus ¢ pemenreM JIOK no npencraBieHHOMY ITPOEKTY
BBIZIACTCS 3aBUTEINIO B CPOK He mo3aHee 10 pabounx gHEH mociie MPoBEACHHOTO 3aceaHusl.

Cekperapb HECET OTBETCTBEHHOCTb 3a OIIOBEILLEHUE 3asBUTENEH, NOBEACHHE 1O HX
CBEJICHU PE3yIbTAaTOB PACCMOTPEHUS TPOEKTOB.
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COII NeS. Ikcneprr3a nonpaBok K NPOTOKOJIY

Henp - omucate npouenypy 3KCHEPTHU3bl MOMPABOK K MPOTOKOJY HCCIEIOBaHUS, HOBBIX
Bepcuii wmHbopmanuu g manueHta U GopM  HHGOPMHPOBAHHOTO COTJIACHS, PEKIaMHBIX
JIOKYMEHTOB, MIOCTYMHBIIUX ITOCJIE 0JI00pEHUS UCCIEAOBAHUS STHIECKIM KOMUTETOM.

O6sacTs mpuMeHeHHsi: paboTa C TPEABAPUTEIHLHO OJOOPEHHBIMU HCCICIOBAHUSMH, B
KOTOpBIC MO37HEEe ObUTM BHECEHBI MOMPABKHU, B CBSI3H C YeM 3asSBUTEIH HAIMPABWIM JOKYMEHTHI Ha
nonoHuTensHoe omoopenne JIDK, IlompaBku He MOTyT OBITH TPHUHATHI 0€3 PACCMOTPEHHS W
onobpenus JIDK.

OTBeTCTBEHHOCTBh: OTBETCTBEHHOCTH 3a pabOTy € MOMpPaBKaMH HECET CeKpeTapHuar
JIDK. B onmcaHHBIX ClTy4asx MOMPaBKUA MOTYT OBITh MPECTABICHBI JIsl yCKOPEHHOUW IKCIIEPTH3BI Ha
3acelaHuu bropo win noiaHou skcnepTussl Ha 3aceganuu JIDK.

[TosHas skcnepTH3a NpeayCMOTpEHA B CIIydae:
» l3meHeHus Au3aiiHa MCCIe0BaHUs (MCKIIOYUTh WIIK U3MEHHUTH (POPMYITHPOBKY)
» lI3MeHeHu# B KpUTEPUAX BKIIOYCHHUS/UCKIIOUCHUS
* JIONOTHUTENBHOM WJIM COKPAIIEHHON Teparuu
* 3HAYMUTENBHOTO YBEJIMYCHUS YMCIIa yYacTHUKOB (Oosee 20%)
* 3HAUUTENIbHBIX U3MEHEHUH JO3UPOBOK MPENAPATOB WK PEKUMOB MX BBEIACHUSL.

B cinywyae mnonHONM 3KCHepTH3bl MOMPaBKM BMECT€ C MEPBUYHO MPEACTABICHHBIMU
JOKYMEHTaMH CEKpeTapuaTOM HaNpaBsAIOTCA OKCIEPTy I TOJYy4YeHUS KOMIIETEHTHOTO
3aKIIIO4YeHus. B ciiydae He3HaUUTENbHBIX U3MEHEHUH YKCIEPTU3a MPOBOAUTCS criiamu wieHoB JIDK.

[Tocne paccmotpenust mompaBok Ha 3acenaHuu JIDK MoxkeT OBITH BBIHECEHO CIENyIOIee
pelieHue:

¢O100pUTH.
ePemiuTh BOnpoc 00 M3MEHEHMH TOKYMEHTOB IO NPEIIOKEHHON MOMNpaBKe ¢ 00OCHOBAHHEM
MPUYMH TAKOTO PeIeHus (HarpuMep, BHECTH W3MEHEHHs B MH(OPMAIIMIO TS TIAIeHTa Wi (hopMy
UH(POPMHUPOBAHHOT'O COTJIACHS, PEKIIAMHBIE JJOKYMEHTBI).
ellpHOCTAHOBUTH HCC/IEAOBAHME [0 MOMEHTA MPEIOCTaBICHUS aIbHEHIeH HeoOXOIMMOM
uHpopMarmm.
eHe npuocTtanaBaIMBast MCCJIeOBAHUS 3alIPOCUTDH JIOTMOTHUATEbHYIO HH(OPMALIHIO.
¢OTKJIOHUTH NPOCHLOY 00 0/100peHUH MONMPABKM C YKa3aHUEM IMPUYHMHBIL, HO JaTh pa3pellieHre Ha
MPOIOTDKEHNE MCCIIEIOBAHUS KaK paHee 0J00pEHHOTO.

TpeGoBanus k npegocrasaseMon HHpopManum:

Bce matepumansl, npenocraBisieMble B 3THUYECKHN KOMMTET, JOJDKHBI MMETh IIEPEBOJ Ha
pycckuil si3bIK. B HEKOTOPBIX cityyasx (IIpU OTCYTCTBUH CEPbE3HBIX U3MEHEHUI MPOTOKOJIA MU He
CYUIECTBEHHBIX IONPABKAaX PErUCTPALMOHHOM KapThl), BO3MOXHO HPEJOCTaBIEHUE HAa PYCCKOM
SI3bIKE CHHOIICHMCA W3MCHCHUM C KOMMCHTApUAMHU TJIABHOTO HCCICAOBATCIIA, 3aBCPCHHBIC Cro
NOAIIHUCHIO.

[Io okoHYaHMM 3acefaHusi CEKpeTapuaT BHOCUT pEUIEHHe B INPOTOKOJI M 00s13aH
uHpopMHUpOoBaTh 3asBUTENs 0 pemieHnu JIDK: ycTHO He mo3Hee 3 1Hel, MMChbMEHHO - B TeueHue 10
pabouux qHEl mocie MpoBeACHUs 3acelaHusl STHYECKOTO KOMUTETA.

B cnywae HeomoOpeHMs MNONpPaBOK WJIM HEOOXOAMMOCTH 3amlpoca JONOJHUTEIbHON
JOKYMEHTAIUH PELIeHne JOJKHO OBbITh B TedeHue 1 pabodero JHs MOcie MPOBEAECHHOIO 3acelaHts
JIDK noBeseHo 0 CBEICHUS 3aMHTEPECOBAHHOTO JIUIIA/3asIBUTEIIS.
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OcTaHoBKa HA0OpPA M OTCYTCTBHE AKTUBHBIX MAIUEHTOB.

[lpn OTCYTCTBMM MAalMEHTOB C AKTHBHBIMH BH3WTAaMH M BO3MOXKHOCTH HaOOpa HOBBIX
naueHToB uHpopmarys 060 0OHOBICHUH U MOMPABOK MPOTOKOJIA, HOBBIX BepcUi MH(OpMAIHH JUIS
nanpeHTa ¥ GopM HHGOPMHUPOBAHHOTO COTJIACHS, PEKJIAMHBIX JOKYMEHTOB HE aKTyalbHa |
OTCYTCTBHUE €€ 000pEHHsI HE MOBJIUSAET Ha HHTEPECHl MAllMEHTOB (TaK KaK UX HET U He IIaHUPYETCs)
U HE MPUBEAET K OTKIOHEHMSAM OT MpPOTOKona. B atom ciydae mHbopmanus o6 0OHOBICHHBIX H
JIOTIOJTHUTEIBHBIX JIOKYMEHTOB HE HYXKIAETCS B ATHUYECKOW DKCIEPTH3E€ M MOKET OBITh IMOJaHa K
CBEJICHUIO. JJOKYMEHTBI MOTYT OBITh IOAAHBI TOIBKO HA 3JIEKTPOHHOM HOCHTEJIH.

DTudeckas HKCIepTU3a JAHHBIX TOKYMEHTOB MOXKET IMPOBOJUTHCS MO TPEOOBAHUIO CIIOHCOPA
3a OT/AEIbHYIO OIUIATY.
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COII Ne6. HabGaronenue 3a X010M HCCJIeI0BAHNAL.

Henp - omnucanue mnpouenypsl (YacTOTbl, MEPUOJUYHOCTH W YCJIOBU) NPOBEACHUS
HaOJIOCHUsT 32 XOJIOM MCCJIEIOBAaHUsS, MO KOTOPOMY OBUIO MPHUHATO TOJIOXKUTEIBHOE pEIICHUE.
Habmoenue MoxeT mpoBOAUTHCA B (POpME 3a0YHOM 3KCHEPTU3bI TEKYIIUX JAHHBIX MO MPOTOKOITY
UCCIICIOBAaHMS B BHJIE OTYETOB IJIABHOTO MCCIIEOBATEINS W/WIM MyTEM MPOBEICHHSI KOHTPOJIBHOTO
BU3UTA B HCCIIEIOBATENIbCKUIM IIEHTP [UIsl OMpeAeNieHUus] COOTBETCTBUA IMpoliecca MPOBEACHUS
KOHKPETHOT'O HMCCJIEI0BaHUs TPeOOBaHUAM COOJIOACHUS MpaB y4yaCcTHUKOB uccienoBanusi, GCP u
YCIIOBUSIM COOTBETCTBYIOIIETO MTPOTOKOJIA.

OO0siacTh NpPUMEHEHMsl - KO BCEM BHJAM DJKCIEPTU3bl IPOBEIEHUS MCCIEIOBAHUS
onobpennoro JIDK.

OTBeTCTBEHHOCTD - SKCIIEPTH3a IaHHBIX M0 TEKYIIEMY MCCIIEIOBAaHUIO U MHCIIEKTUPOBAHHE
10 MECTY NPOBEIEHNUS CAHKLIMOHUPOBAHHOT'O UCCIIEI0BaHUs, KOTOpoe poBoauTes wieHamu JIOK.

Cexkperapp JIOK no cornmacosanuto ¢ [Ipeacegarenem JIDK nomkeH npoBOaUTh KOHTPOJIb 32
COOJIIOJICHMEM CPOKOB MHCHEKTHPOBAHUSA M TIOJYYEHHEM OTYETOB M BECTH COOTBETCTBYIOIIYIO
KapTOTEKY.

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

* BCE MOMpPaBKH K MPOTOKOJIY, KOTOPhIE MOTYT MOBIUATH Ha COOJIIO/IEHNE MTPaB, 0€30MaCHOCTh U
3/10pOBbE YUACTHUKOB MCCIIEA0BAHUS UM IIPOBEIEHUE CAMOI'0 UCCIIEIOBaHUS;

* CEpbE3HBbIE M HENPEIBUICHHBIE HEXKENATEIbHBIC SIBJICHUSA, CBSI3aHHBIE C IIPOBEIECHUEM
MCCJIEI0BAHMS WM UCCIIEIYEMBIM IIPOIYKTOM, a TAaKXKe MPEANPHUHSITHIE B 3TOU CBSI3H MEPHI CO
CTOPOHBI HCCIIe0BATENEH, CHOHCOPOB U O(PUIIMATIBLHBIX HHCTAHLUMT;

e Jo0ble COOBITHS WMIM HOBas HMH(OpMAIUS KOTOPblE MOTYT HW3MEHHUTHh COOTHOLICHHE
M0JIb3a/pUCK ISl Y4aCTHUKOB HCCIIEIOBAHMUSL. ;

[InanoBoe HabIIOACHUE 33 XOAOM HCCIEIOBAaHMS BKJIIOYACT B ceOs Mojady OT4eTa O XOJIe
MCCIIEIOBAHUS C KPaTHOCTHIO, onpeaeneHHon JIDK npu mpuHATHHN MOJ0KUTEIBLHOTO PENICHUs, TPU
JUTUTENIbHBIX UCCIEAOBaHUAX HE pexe 1 pasza B rog. OTyUeT MOANUCHIBAETCS U JAaTUPYETCs TJIaBHBIM
HCCIIEIOBATEIIEM.

IIpu ygactuu B KW ysS3BUMOro KOHTHHIEHTA (IETH, MOXKUJbIC, HENEECIIOCOOHBIE, JTUIA C
MICUXUYECKUMH PACCTPOUCTBAMU U T.[.), IPU BBICOKOM PUCKE JJI YYACTHUKA MCCIIEOBAHUS WIIU 110
KaKuM-1100 npyruM mnpuuuHaM, JIDK MoXeT KOHTpOJIMpOBaTh XOJ WCCICNIOBAHHS C OOJbIIeH
NEepUOIMYHOCTBIO. Pemenre 06 0coOEHHOCTSIX MOHUTOPHHTA ITpUHKUMaeTcs Ha 3aceqanuu JIDK: npu
BBICOKOM puicke 1 pa3 B 1 mecsil, 1 pa3 B 3 Mecsia, pu pucke cpeanei crenenu 1 pa3z B 6 win 1 pa3
B 9 MecsieB. B ciiyyae BBICOKOTO pUCKA MCCIIEIOBAHUSI M MPUBJICUYCHHS YSI3BUMBIX KOHTHHT€HTOB
BO3MOXXKHO TMPHUHATHE pEUIeHHs O KOHTPOJIE KaXIOro mnamueHTa. lIpu HEBBICOKOM pHCKe
WCCJICIOBAHMSI KPATHOCTh HAOMIOICHUS cocTaBisieT 1 pa3 B 12 mecsiies.

B cnyuae xoHcTtarauuu (akTa HapylmieHUs MPOTOKOJIA MCCIEIOBAHMS, MOSBICHUU HOBBIX
CBE/ICHUH, U3MEHSIOINX COOTHOIIEHUE MOJIb3a/PUCK ISl YHACTHHUKOB MCCIIEIOBAHUS, PETUCTPALIUH
CEpbE3HBIX HEXEJIaTeNbHBIX SBJIECHUN Yy TMAalMEHTOB, CBA3aHHBIX C IPOBEIECHUEM JIAHHOTO
KJIIMHUYECKOIO UCCIIE0BAaHUS 3TUUECKUN KOMUTET MOXKET:

- B OTHOILEHUHU MCCIEJOBAaHUSA: OTO3BATh pelieHrue 00 000peHUHN KIMHUYECKOTO HCCIIEOBaHMUS,
MPUOCTAHOBUTH €r0 MPOBEJEHUE, MTOTPEOOBATh; CTPOrOro COOMIOACHUS IPOTOKOJA MPH YCHUIEHHOM
KOHTPOJIE CO CTOPOHBI ATUYECKOIO KOMUTETA,

B OTHOIIECHHHU JIMLIA, B OTHOLIEHUWH KOTOPOTO MPOM3OLLIO HApyIIEHHWE MPOTOKOJA: BBIBEACHHUE U3
UCCJIEIOBAHMSI, OKa3aHHe MEp MEAUIIMHCKOTO0 BMEIIATEeNbCTBA, HAIIPABICHHBIX HA HEUTPaAM3alUIO
HapyLICHUH.
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COII Ne7. JkcnepTH3a 0TYETOB 0 HeXKeJATEJIbHbIX ABJIEHUAX

Iess - pazpaboTaTh HHCTPYKIIMHU O SKCIIEPTU3E U TOCIEAYIONEMY HaOII0AeHUIO 10 (pakTy
OTYETOB O PA3BUTHH HeXKeJIaTeJIbHBIX SBJICHUI/Peakuii B X0/¢ TEKYIIETr0 UCCIICIOBaHHS, paHee
0JI00pEHHOTO STUYECKIM KOMHUTETOM.

ObsacTh NpUMeHEHHUS - BCE 000pPEHHBIEC MPOTOKOJIBI.

TepMHHBI U OnIpeeSIeHUs —

o nexcenamenvras peaxyus (tepmut 1.26 mo GCP) - Bce HeraTMBHbIC WM HETPEABHICHHBIC
peaKIiu, CBS3aHHBIE C HCIIOJIB30BAaHHEM JIFO0OW 036l MEIUIIMHCKOTO TPOAYKTa W
NPEIOIararoIIue BO3MOXHOCTh HAJMYUSI MPUIHHHO-CICICTBEHHON CBSI3M MEIUIIMHCKOTO
NPOIYKTA U JAHHBIX MPOSBICHHIA.

o neoicenamenvroe signenue (tepmut 1.27 mo GCP) - BbIsIBIEHHOE Yy MAlMEHTa WINA CYyOBEKTa
KIIMHUYECKOTO HWCCIIEOBAHMS TOCIEe MPUMEHEHUS (DapMarieBTUYeCKOro MpOAyKTa Jrdoe
HEeOJIaronpusITHOE C MEIUIIMHCKOH TOYKU 3PEHHS COOBITHE, KOTOPOE MOXET M HE MMETh
NPUYHHHO-CJICICTBEHHOM CBS3H €r0 PUMEHECHUEM.

o nenpeosuodennas nexceramenvras peaxkyus (tepmut 1.32 mo GCP) - HexkenaTenpHas peakius,
CYIIHOCTb WJIU TSHKECTh KOTOPOM HE COTIIACYIOTCS C UMEroIeiicss nHpopmaruen o mpoayKTe.

® cepbesnoe HedxceramenvHoe AsleHue U/Un cepbesHas Hexceramenvrasn peakyus (Tepmut 1.51

no GCP) - mo6oe HeOIaronpusTHOE KIMHUYECKOE COOBITHE, KOTOPOE BHE 3aBUCHMOCTH OT
O3Bl Tpemnapara: MPHUBEIIO K CMEPTH; MPEICTABISCT yrpo3y s JKU3HU; TpeOyeT
FOCIUTAIM3AUMN WM €€ MPOMJEHHUs; TMPUBEIO K CTOMKOM WIM 3HAYUTEIbHOU
HETPYI0CTIOCOOHOCTH/UHBAIIMTHOCTH; TIPEJICTABIIACT COOON BPOXKICHHYIO aHOMAJIUIO/TIOPOK
pa3BUTHSL.

C yuemom 3a0au oannoii COII oanee 6 0aHHOM OOKyMeHme HeHcelamenbHas peakyus,
HedcenamenbHoe seleHue U Henpeo8UOEeHHAs HedcelamebHas peakyus Oyoym
obo3nauamuca abopesuamypoii HA, a cepvesnoe nesxcenamenvroe sagnenue u/unu

cepvesnas Hedcenamenvras peaxkyus - CHAL.

OtBercTBeHHOCTDb. [lepBoii 00S3aHHOCTBIO 3TUYECKOTO KOMHUTETA SIBISIETCS HKCIEpPTH3a
OTYCTOB O HEKeJATeJbHbIX PpeaKuHusiX M SIBJIEHUSIX, BKIIOYAIONIMX PHCK I YYaCTHHKOB
WCCJICTOBAHMSI MITM HECOOTBETCTBHE STUYECKUM CTaHIapTaM.

1. CHA, cnyuyusuieecsa ¢ 0AHHOM UCC1€008AMEN1bCKOM YeHmpPe.

Uccnenosatens o0s3an u3Bemars JIOK 060 Bcex CHS, cmyduBmuxcst B JaHHOM (CBOEM)
HCCJIEIOBATEIHCKOM IIEHTPE B MHUCbMEHHOM BHUJI€ B TEUEHHUE 5 CYTOK IOCJE TOT0, KaK y3Hall.

B coolOmennn rnaBHBIA HcclaeqoBaTeNb JODKEH yKaszaTh HH(popmamumio o Bcex CHS,
MPOM3OLIEIIINX 32 JaHHBIN TIEpHUO/ BpEMEHHU:

e CyTb COOBITHS,

e KpHUTEpHH CEPbE3HOCTU COOBITHS (CMEpPTh, Yrpo’Kalollee >XKM3HH COCTOSIHHE, CTOHKOE WU
BBIPOKEHHOE HApYIICHHE TPYIOCIIOCOOHOCTH/IEECTIOCOOHOCTH, TOCTUTAIM3AIUS — HIIN
NPOJUIEHWE TOCHHUTANU3allMi, BPOXKIECHHBIE AHOMAJUU WM JAe(PEeKThl pa3BUTHUS, Ipyrue
Ba)XHBIC C METUIIMHCKON TOYKHU 3PEHUS COOBITHS ), UCXOBI (€CIT COOBITHE PA3PEIIUIOCH);
CBSI3b COOBITHS C HCCIIEAYEMBIM MTPOIYKTOM W/UJIH MPOIIETypaMu UCCIICIOBAHHUS,

BBIBOJI (OIIEHKA) MO MOJy4YeHHOW MH(GOpPMAllMU C TOYKH 3PEHHUS BO3MOXKHOTO BIIMSHUS Ha
npoaoJkenue win ormeny K.

CooOmienre  MpeACTaBIAETCS  IVIABHBIM  HCCIENOBAaTeNieM WM MPEICTaBUTENISMU

uccienoBareabckoro mertpa B JIDK mo snexrponnoi moure (Vitamed.lec@mail.ru).

Cexkpetappb cpazy ke unpopmupyer npenceaarens JIOK o CHA B nuearpe BUTAME]L nnst
CPOYHOT'O IPUHSTHUS PEIICHUS B BUIC TMChMA MOJ]a4H, C MMOAMKUCHIO TIIABHOTO UCCIICIOBATENS
B KOHIIE ITCchMa. B 1eBoM BepxHEM yIuly AOJKHA OBITh HaleyaTaHa Jara MoJadyu JIOKyMeHTa
(oHa xe sBisieTcs naTod moiydeHus nokymeHTtoB JIDK), crosare meuats JIDK u monxmuch
ceKpeTaps.
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[Ipencenarens wnnm 3amectutens Ilpencenarens B €ro OTCYTCTBHE 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 OTHOIIEHHHM JAHHOTO COOBITHS
(3ampocUTh JAOMOJHUTENBHBIE JOKYMEHTHl W/HWIM HUHPOPMALHUIO 10 HCCIEIO0BAHUIO,
IIPUOCTAHOBUTH 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 HMCCIIEZOBATEII0 U OpraHW3aluM, MpoBoJsauie ucciaenopanue. Cekperapb TOTOBUT
ounmanbHOE MUCHMO, MOJNMCAHHOE U JaTupoBaHHOe npezcenareneM JIDK umm ero 3amecturenem
[JIABHOMY MCCIJIEZIOBATENI0 O TOM, KaKue JIeHCTBUS JAOJKHBI ObITh NPEANPUHATHI B COOTBETCTBUU C
pemenrem JIDK. Ecnu JIDK He mpeanpuHMMaeT HUKAaKUX ACWCTBUH, HA COOOLICHHM CTABUTCS
OTMETKAa «IPUHATO K cBefeHUIo». CoOOIIeHUsT apXUBUPYIOTCS CEKpeTapuaTtoM B (hailie JaHHOTO
HCCIICIOBAHMS.

® JIOAr0OTOBKA IMMChbMa noJgavdu. B nesom BCPXHCM YTy OJOJDKHA 6I>ITB HariedyaTaHa JaTa nogadu
JTIOKyMeHTa (OHa ke sIBJseTCs AaTou nonydeHus qokymeHToB JIDK), croars nmedars JIOK u
MMoAIUChH CEKpLCTaps. I'naBHBIN HCCIIECA0BATEIIb CTABUT CBOIO ITOAIIMCH B KOHIIC TMChMa.

2. CHAl na Oanmubvlii npenapam, 3apecucmpupoéanHvie 6 Opy2UX UCCAE006amenbCKux
yenmpax.

JIDK nomken OwbiTh mpomHpoOpMupoBaH 000 Bcex ciydasx CHS ma nmanHbBI mpemapar,
KOTOpBIE 3apPErHUCTPUPOBAHBI B X0JI€ TIPOBEICHUS KIMHUYECKOTO MCCeloBaHus (He 00s13aTeIbHO MO
JAHHOMY MPOTOKOJIY) BO BCEX MCCIEAOBATENbCKUX ILIEHTpaX, IJ€ MPOBOJUTCS MHOTOLIEHTPOBOE
KJIMHUYEeCKoe wuccienoBanue. OpraHuszaiys, NPOBOASAIIAs HCCIEI0BaHHE (CHOHCOp), 00s3aHa
CBOEBPEMEHHO CO00IIaTh 000 BCEX CEPhE3HBIX HEMPEIBHICHHBIX MOOOUYHBIX dddekTax. [ maBHBIN
UCCIIeIOBATENh 0053aH MPOUH(OPMUPOBATH ITHUECKUI KOMUTET 000 Beex ciydasx CHS Ha maHHBIA
npernapar, MIpOoU30LIeAIINX B KAaKUX-TH00 HCCIeA0BATENbCKUX 1IEHTPaX.

[lucema ¢ oTderamu MO OE30MACHOCTH TMOJAIOTCS HA AJIEKTPOHHOM HocHuTene (mauck). B
MUChME MTOJIaYM YKa3bIBaCTCS IIEPUO/I, B TEUEHHE KOTOPOTO OBLIH PEIIOPTUPOBAHBI OTUYETHI, TOTaHHEIC
Ha pacCMOTpEHHE.

[Mucema ¢ otueramu no 6ezomacHoctu UII paccmarpusatotrest JIOK pas B mects MecsIes.

Ecnu B pa3HbIX KIMHUYECKUX UCCIEI0BAHUSAX, KOTOPBIE TPOXOJIAT B LICHTPE, U3y4YaeTCsl OHA
U Take MOJeKysa (MCcleayeMblil mpemapaT), TuchMa ¢ OTYETaMU MO OE30MaCHOCTH MOTYT OBITh
MOJaHbl B OJIHOM NHUChbME MOJA4YM C NEPEeYEHbIO HOMEPOB IMPOTOKOJIOB. 3alMCaHHbIE JUCKH C
OTUYETaMH U MHUChMA TI0JIaYH APXUBHUPYIOTCS B OJJHOMU TaIKe.

3. HA, chayyusuwiuecsa 6 0GaHHOM UCC€006AMETbCKOM UeHmpe.

B Tekymem oTrdere O IPOBOAMMOM MCCIEAOBAHMM W 3aKIIOYUTEIBHOM OTYETE TJIaBHBIN
uccienoBarenb o0s3aH  mHbopmupoBarh JIDK o mpomzomenmmx B JgaHHOM  (CBOEM)
uccienosarenbckoM LenTpe HS Ha nanHbli penapar, 1 IPOKOMMEHTUPOBATD.
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COII Ne8. DkcnepTH3a 3aKJIKYUTETHHOT0 0TYETA

Heap - obOecrmeueHue mporecca 3KCHEPTU3Bl 3aKIIOYUTENBFHOTO OTYeTa IO JII00OMY
HCCIICI0OBaHMIO, paHee ogo0peHHomy JIDK.

O06JacTh MPUMEHEHHS - YKCIIEPTH3A JIFOOOTO 3aBEPIIMBIIETOCS MPOCKTA. 3aKITIOUYUTEIBHBIN
OTYET MOKET OBITh MTPeICTaBJICH B BU e POPMBI 3aKITIOYUTEIHLHOTO 0TYeTa 00 HccieaoBaHun, DOopMBI
MPEKPAIIEHUsT UCCIECIOBaHMUS 10 3alUIAHUPOBAHHOTO CPOKAa WM WMETh BHJ MHCbMa, (opmy,
MPEJICTABICHHYIO CIIOHCOPOM U Jp. TPU YCIOBUH, YTO MH(MOPMALUS SBISETCS AOCTATOYHOU IS
JKCIIEPTU3BI.

OtBercTBeHHOCTh. Cekperapp JIDK oTBewaer 3a NpUHATHE MaTEpPUATIOB M IPOBEPKY
MOJIHOTHI MPEICTABICHHBIX JaHHbBIX.

Cekperapb U3y4yaeT MaTepHalibl 0TYETA, IPOBEPSET MOJHOTY U TIOCTOBEPHOCTH HH(OpMaIuH,
COOTBETCTBHE €€ JIEMEHTAM HCCIIeIOBaHus, paHee ogoopenHoro JIDK.

Hasznauennsiii Ilpencenarenem skcnept u3 uucna wieHoB JIDK cocraBisier pesiome,
npelcTaBisieT naHHble Ha 3acegannu JIDK u mHunmupyer muckyccuro. Jro6oit wien JIDK moxer
MOCTABUTH BOMPOC O HEOOXOAMMOCTH 3alpoca TOTOTHUTEILHON NHGOPMAITUU WM UHBIX JCHCTBHIMA
OTHOCHUTENIbHO HcclieqoBaTeneil. [lo uroram paccMOTpeHHs] MPUHUMAETCA PELICHUE O MPUHSATUU
3aKTFOYUTETIFHOTO OTYETa WM 3allpoce AOMOIHUTEIBHON HHPOPMAIUH.

CexpeTtapb 1ocje NPUHITHUS PEIICHUs U3BEIIAET UCCIIEI0BATENS O MPUHITOM PEIICHUH.
Ecnu oTuer npuHAT, ceKpeTapb OTBEYAET 3a apXUBUPOBAHUE JOKYMEHTOB 10 3TOMY HCCJIEIOBAHUIO
U 3aKPBITHIO €TO0.
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COII Ne9. Pabora ¢ koOHPUIeHIHATBHBIMYA JOKYMEHTAMH

Heap - onucanre MpoIEeAyphl €KETHEBHOTO MOJIB30BAHUS U OOpalieHusl, 00eCTIeunBarOIIast
rapaHTHIO X KOH(QHUACHIIMATBFHOCTH B X0/e aestenbHocT JIDK.

O6sacT, NMpUMEHEHHs] - KO BCeM BHUAAM OOpaOOTKH, pPacCHpOCTPAaHEHUsS U XpaHEHUs
MIPEICTABJICHHBIX HA DKCIIEPTHU3Y POTOKOJIOB UCCIIEIOBAHMS, MATEPHAJIOB MEPEMUCKH C IKCIIEPTaMH,
ayJIUTOpaMHu, TJIABHBIMU HUCCIIEAOBATEIISIMH, CTIOHCOPAMH | JIp. JI0K

OTBETCTBEHHOCTb - COOJIO/IeHNE KOH(MUIECHIIMATLHOCTH MPUMEHUTEIHLHO K IMPOTOKOJIaM
uccienoBanus, nokymentam JIOK u mepenucke siBisieTcs o0s3aTenbHOM a1 Becex wieHoB JIDK,
HE3aBUCHUMBIX 3KCH€pTOB nu ,Z[p., KOTOpBIe IIOAIIMCBIBAKOT COTJIAIICHUE O KOH(i)I/I,Z[eHI_[I/IaJIBHOCTI/I. B
chepy OTBETCTBEHHOCTH cekperapuata u wieHoB JIDK Bxogutr oOecnedyeHue TrapaHTHH
KOH(HICHIIMATBLHOCTH BceX NOKyMeHTOB JIDK B ciydyae MCHoib30BaHUS MX KOMHHA CTOPOHHUMH
JINIIaMHU.

[Tonpo6Hast  wmHCcTpykmus: wiensl JIDK  mocne  moxmmucanust  coryameHds O
KOH(HICHIIMATPHOCTH HMMEIOT JOMycK Ko BceM nokyMeHTam JIOK (daiinsl uccrnenoBanuii,
mouuTopupyembix JIDK, moxyments camoro JIDK, COII, nepenucka). Bompockl komupoBaHuUs
JOKYMEHTOB pEIIAIOTCSl CEeKpeTapuaToM, B OTHENbHBIX CIIydasX IIyTE€M KOHCYJIbTUPOBAHUS C
npenceaareneM, U GUKCHPYIOTCS B CrielIUaTbHOM XypHase. CIUCOK KO XpaHUTCS B CEKpeTaprare
JIDK, roe dukcupyercs MO, moanuck moiaydaresas KOMUU W MMPUIMHA €€ 3arpoca, 1aTa, MOIUCh
ceKperapsi, IepeueHb KOMMPOBAHHBIX JIOKYMEHTOB.

Konuum nokyMeHTOB, BKJIIOYasi UYEPHOBHUKH, SBISIIOTCS KOH(QUICHIMAIBHBIMU M HX
Pa3MHOXXEHHE 3allpelieHo, HCKIYas CIy4ad, KOTJa €CTh HEOOXOJAMMOCTh B HUX €XKEIHEBHOM
UCIIOJIb30BaHUU.

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

[Ipu 3ampoce xomwmii JuamMu, He SBIAOMUMUCS WwieHaMu JIDK, oHM MOTYT OBITH BBIIAHBI TIOCTE
paspemenus npeacexarens JIOK  mocrme  00s3aTenbHOTO  MOANMKMCAHHMS — COTJIAICHHS O
KoH(pUAeHIHATbHOCTH. DaKT BBIIAYM KOMTUU (UKCHUPYETCS B )KypHAIIE.
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COII Nel10. Hanmucanue u pacupocrpanenue COII u pykoBojacTs

Hen» - omucate Tmpouenypy HamMCaHUs, pACHpPOCTPAHEHUS U KOHTPOJS  3a
pacrnpocTpaneHueM o00peHHbIX dTndeckuM KomuTeToM COIT 1 pyKoBOCTB.

Oob0aacTh npuMeHenusi - Hanucanue u pacnpoctpaneHue COIl U pykoBOACTB, a Takke
MOATOTOBKA CIHUCKA PACTIPOCTPAHCHHUS.

OtBercrBeHHocTh. Hamumcanne COIl BxomuT B cdepy OTBETCTBEHHOCTH CHEIHMAIbHO
MOATrOTOBIIEHHBIX WieHOB JIDK.

IIpu pacnpoctpanennn COIl U pyKOBOACTB ceKpeTapuaT dTHYECKOTO KOMHUTETAa OOsI3aHBI
JIECTBOBATh B COOTBETCTBUHM C MpaBUiiaMu, NpUHATHIME B JIDK.

IIpaBuiaa nHamucanusa COIIL. Kaxapiit 3TH4eckuil KOMUTET TOJDKEH CO371aTh COOCTBEHHBIE
COII u um cnenosate. [Ipu cozmanuu COII B 00s3aTenTbHOM MOPSIKE JOHKEH OBITH COOMIOICH
o0ImuMii CTaHJapTHBIN Gopmar.

COII nomxen ObITh 00cyxkeH Ha 3acenanuu JIDK u ogobpen npencenarenem JIDK.

COII BcTynaet B cHily TIOCJE €ro MOANUCAHUS U TaTUPOBAHUS MPEICEIATEIIEM.

Hosbie COII Britoyarorcs B nmakeT « AxktuBHbie COIl», yTpaTuBine CUTy - apXUBUPYIOTCA.
Hoseie COIl uMeEOT OTAENbHBIM JHCT, couepkamuii uHdOpMaIuio 00 HCTOPUU BHECEHHBIX
u3MeHeHui (Ne COIl, pasjen, MpenblIyluil TeKCT, HOBBII TEKCT, MPUUMHA BHECEHUS U3MEHEHUN).
[IpaBuna pacnpoctpanenus COIL.

JIDK OO0 «BUTAME]]» paboTaeT B COOTBETCTBUH C IpPaBUJIAMHU, ONPEICICHHBIMU B €T0
COIl.

COII kormupytores u pacipocTtpansiores BceM wieHam JIDK, mpu oonoBnennu makera COII
Bce wieHbl JIDK o00s3aHbpl momyuuTh HOBYIO akTyanbHyro Bepcuto COIl mnms pykoBomacTBa K
NIEUCTBUIO.

COII nmoanexaT KOMUPOBAHUIO U PACIIPOCTPAHEHUIO 3aMHTEPECOBAHHBIM JIMIIAM TOJBKO MO
pazpeuenuto npencenarens JIDK ¢ o0s3arenbHbIM pukcupoBanueM ¢akTa BbLAAYN MOAMMCAHHON U
3aBEPEHHON KOMUU B CIIEUAIBLHOM KypHAJIe.

3avHTEPECOBAHHBIMH JIMIIAMH MOTYT OBITh TPEACTABUTENN YUPEAUTENs, OSKCIECPTHI,
3asIBUTEIU U JIp. TN, 3aHHTEPECOBaHHbIE B mHPopMarmu o padore JIDK.

®dopmupoBanue makera pacnpoctpansieMbix COII sBisieTcst GyHKIMEH 1 OTBETCTBEHHOCTHIO
cekperapsl.

IIpasuaa apxuBupoBanns HeakTuBHbIX COIL.
VYcerapepmme COIl n0MKHBI XpaHUTBCS B HAJEKHOM MeCTe, MX Henb3st yHuuTtoxkarb. COII,
BBINIC/IIINE U3 YIOTPEOICHUS, Ha3bIBAIOTCS HEAKTUBHBIMU M JOJKHBI XpaHUThCA B nanke «APXMB
COII»
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COII Nell UcTtopusi BHECEHHBIX U3MEHEHM I

13.01.2020
Pazgen Ipeabiaymumii TekeT HoBblii TekeT IIpyunHbI BHeCeHUs
H3MeHeHHUs
COIT 1 HNudopmanmst oTCyTCTBOBANA. IIpaBuna mogaym TOKYMEHTOB Perynsipabie BONpoCH
Opranunzamus JIDK Ilepen mepechUTKON JOKYMEHTOB | CO CTOPOHBI
000 MpeBapUTEILHO  HAIPABISIETCS | CIIOHCOPOB.
«BUTAME» muceMo  Ha  e-mail  JIDK
vitamed.lec@mail.ru .
OpuruHanel  JOKYMEHTOB B
pacrneyaTaHHOM BHUJIC
OTIPABISAIOTCS 1O  ajapecy: T.
Mocksa, yn. CecnaBunckas, 1.10.
Kinnnuka "ButaMen" .
JloKyMeHTHI HEOOXOIUMO
NPUCBUIATE B DJEKTPOHHOM (Ha
IIICKE) U pacliedaTaHHOM BHJIE.
COIT Ne4 Brimucku 3 mpoTokosta nporreanero | Beimucku 3 MIPOTOKOJIA | YBETHMUEHUS
DKcneprusa 3acemanus ¢ pemenneM JIOK mo | mporemmero 3aceqaHus C | KOIUYECTBO
HCCIICIOBATEIILCKUX | MPEICTABICHHOMY MPOCKTY BBIACTCS | PEIICHUCM JIBK 10 | MPOTOKOJIOB B
MIPOEKTOB 3asBUTEII0 B CPOK HE IMO3JHEC 7 | MPEICTaBICHHOMY MPOEKTY | MCCIECNOBATEIBCKOM
pabounx JHEH MOciie MPOBEACHHOTO | BBIAACTCS 3asABUTEII0 B CPOK HE | IIEHTPE, u Kak
3aceaHusl. no3nHee 10 paboumx JHEH MOCKE | CIIeACTBUE,
MPOBEICHHOTO 3aCCIaHMUs. YBEIIUYCHUEC
KOJIMYECTBA I10/1a4.
COIT Ne5 Ilo OKOHYAaHNH s3aceqanus | I1o OKOHYAaHWH 3aceqaHus | YBeIMYESHUS
OkcrepTu3a CeKpeTapraT BHOCHT peIIEHHE B | CEKpeTapHaT BHOCUT PEIICHHE B | KOJHUYECTBO
TTOTIPaBOK K MIPOTOKOJN U 00s3aH MHPOPMHUPOBATH | MPOTOKOI u 00s13aH | TIPOTOKOJIOB B
MIPOTOKOITY 3asBuTens o pemenun JIDK: ycTHO He | mHOOPMHUPOBATh  3asMBUTEISI O | UCCIEAOBATEIHCKOM
no3nHee 3 maHEe# mocie mposeneHus | pemernu JIOK: ycTHO He mo3gHee | mEHTpe, " Kak
3acelaHds 3TUYECKOT0 KOMHTETa, | 3 JHE, MUCbMEHHO - B TeueHue 10 | ciencraue,
MUCBMEHHO - B TeueHHe 7 paboumx | pabouyux MHEH TMOCNe MPOBEJACHUS | YBEIHMUCHHE
JTHEH. 3aceaHus ITHIECKOTO KOMUTETa. | KOJIMYECTBA MOad.
COIT Ne7. HUccnenoBatens 00s3aH  u3Bemath | MccnenoBatens 00s3aH W3BEINATh | YBEIHYCHUS
DKcneprusa JIBK 060 Bcex CHS, cnyumBmmxcs B | JIDK 000 BCEX CHJ, | xonndecTBO
OTYETOB O JTAHHOM (CBOEM) UCCIICIOBATEIBCKOM | CIYYHMBIIUXCS B JaHHOM (CBOEM) | MPOTOKOJIOB B
HEeXKEJIaTeTbHBIX [EHTpe B NHCEMEHHOM BHJIE M IO | UCCIEAOBAaTEILCKOM IIEHTPE B | MCCIEIOBATEIHCKOM
SIBIICHUSX TeneoHy B TeUeHHE 5 CYTOK IOCNe | MMCBMEHHOM BHAE pa3 B 6 | meHTpe, " Kak
TOT0, KaK OHO ITPOU30IILIO. MecsIeB (BMECT€ C OTYETOM IO | CIIEACTBHE,
0e30macHOCTH). YBEIIMYICHUE
KOJIMYECTBA I10/1a4.
COIT Ne7. Coo01ieHne npencrasisgercst | CooOmieHne MIPENCTaBISACTCS | YBEIHMICHUS
OkcrepTu3a TJIIABHBIM  HCCJEIOBAaTENeM WM | TJIaBHBIM HCCIIEOBATENIeM WM | KOJIWYIECTBO
OTYETOB O MPEJICTAaBUTEISIMHU MPEICTAaBUTEISIMHU MPOTOKOJIOB B
HEXKEeJaTeTbHBIX uccnenoBarenbckoro nertpa B JIOK | mccrmemoBaTenbckoro IIEHTpa B | UCCIEIOBATEIBCKOM
SIBIICHUSIX no Ttenedony, a Takke mo ¢akcy | JIDK 1o a3nekTpoHHOW TOYTE | IeHTpe ObLIa Co3aHa
+7(499)550-28-01 wnu snekrponHoi | (vitamed.lec@mail.ru) U | oTHenbHas noyra,
noure (medclinic-vita@yandex.ru) u | 06s3aTeIBHO perucTpupyercs | Koropas OTBEYaeT
00s13aTeNEHO PETUCTPHUPYETCS | CEKpeTapeM. TOJBKO 3a
cekperapeM. Cekperaps cpasy xe | CekpeTaphb cpasy e | KOPPECIIOHICHIIHIO
nHbOpMHpYeT mpencenarens wid | mHbopMupyeT mpencenatens win | JIDK. Taxoke omucamu
3amecturens mnpencenatens JIOK o | 3amecturens npexacemarens JIOK | momaay Ooiee
CHA B unentpe BUTAMEJ s | o CHA B nientpe BUTAME]] nyist | makoHWUYHO.

CPOYHOTO MPHUHATHSI PEIICHHSL.

CPOYHOTO TPHWHITHS pEIICHUs B
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B Teuenue mocnenyoomux 5-x IAHEH
JJAaHHOE COOOIIEeHNE, MOJIHNCAaHHOE H
JaTupyemoe TJIaBHBIM
uccliefioBaTeNneM B 2-X IK3eMIUIAPAX,
nepeaaercs B JIOK npexacraButensimu
UCCIIEI0BATENbCKOTO IEHTpa JIMYHO
(mo neiictByromemy anpecy JIOK).
IIpencraBuremnto
HCCIIEIOBATENIbCKOTO  IIEHTpa  Ha
BTOPOM  JK3EMIULIpE  COOOIICHHS
(vormst COO0IIeHHS, KOTOpas
BO3BPAIACTCSI B MCCIIEIOBATEIIHCKHI
LEHTP)  CTaBUTCS  OTMETKa O
NOoJy4YeHUHd MH(POPMAaIMU C JAaTOH U
MOJIHCEIO CeKpeTaps.

BHJIE COOOILEHMS, TOAMUCAHHOE U
JIaTUPyEMOE IJIaBHBIM
HCCJIeIoBaTEIEM B 2-x
sk3emIuipax. Ha  gokymeHTe
CTaBUTCSI OTMETKA O MOJIyYeHUH
uHpOpMAUU C aTon "
MOJIIHCEHIO CeKpeTaps

COIT Ne7. CooO1ienne npexacrasiusiercst | CooOrueHne npezacrasisercs | I[lomenscs
DkcnepTHsa TJIaBHBIM ~ MCCIICOBAaTENIeM  WJIM | TJIaBHBIM HCCIIEIOBaTeNIeM WIIM | DJICKTPOHHBIA ajpec.
OTYETOB O Npe/ICTaBUTEISIMU Npe/ICTaBUTEISIMU Bonee  nmakoHu4Has
HEeXKEJTaTeTbHBIX uccuenoBarensckoro mnerTpa B JIOK | mccmemoBatenmbckoro IeHTpa B | (DOPMYIHPOBKA.
SIBIICHUSIX mo TtenedoHy, a Takke mo ¢akcy | JIOK mo snexTpoHHOW TOUTE

+7(499)550-28-01 wm smektponHO# | (vitamed.lec@mail.ru) u

moute (medclinic-vita@yandex.ru) u | 00g3aTenbHO perucTpupyercs

00s13aTeEHO PETHUCTPUPYETCS | CEKpeTapeM.

CeKpeTapeM. Cexkpetapb cpasy xKe

Cekperapb cpa3zy ke MHGOPMHUDPYET | HHPOPMHUpYET HpejcenaTens HiH

npejicenatens — WIM - 3aMecTHTels | 3amectutens mpencexarens JIOK

npeacenarens JIDK o CH B nentpe | o CHA B nentpe BUTAME]] ms

BUTAME]] nss cpoYHOTO NPUHATUS | CPOYHOTO MPUHATHS pEIICHUs B

peuIeHus.. BUJIE COOOIIEHUS, TOIITUCAHHOE U

B Teuenne nocnenyrommx 5-x qHen JaTUPyEMOE TJIaBHBIM

JAaHHOE COOOIIEHHE, TOANMCAHHOE U | MCCIEI0BaTEeIIeM B 2-x

JaTAPyeMOe TIaBHBIM sK3eMIUIIpax. Ha  mokymeHTe

HCCIIEZIOBATENIEM B 2-X SK3eMIUIIpaX, | CTaBUTCA OTMETKAa O TIONyYEeHUH

repenaercs B JIOK npencraButensamu | uHbOpMAIHN C naToi "

HCCIIEIOBATEIFCKOTO IIEHTPA JIMIHO TIOJIITHCEHIO CEKpeTapsl.

(mo geiictByromemy aapecy JIDK).

IIpencraBuremnto

HCCIIEIOBATENIBCKOTO IIEHTPa Ha

BTOPOM DK3EMILISIpE COOOIIECHHS

(xomus cooOILeHH s, KOTopast

BO3BPAIIACTCS B HCCIIEIOBATEIECKUI

LIEHTP) CTAaBUTCS OTMETKA O

MTOTyYeHUN MH(POPMAITUH C TaTOU 1

TIOJIIHCHI0 CEKpeTapsl.
COIT Ne10. Hoseie COIIl umerot oraensusbiii auct, | HoBeie COIl umeror otaensnbiii | Boiee HaTJISIIHO
Harmucanue u comepkamuii  wHGOpManUioo 00 | JWCT, colepKammii HHPOPMAaIUIO | IMoJAaHa HHPOPMAIIUS.
pacrpocTpaHeHne WCTOPUH BHECEHHBIX M3MeHeHui (Ne | 00 HUCTOPHU BHECCHHBIX
COIl n pykoBoactB | COIl, mnepBonawanbHast pepakuus, | usmMeHenuit (Ne COIl pazgen,

M3MEHEHHBIH TEKCT, JaTa BHECEHHBIX | MPEIbUIyNINH TEKCT, HOBBIN TEKCT,

U3MEHEHUM). NPUYMHA BHECCHHUS] M3MEHECHUH).

25.08.2021

COIT 1 OTtBercrBeHHnoct | [IpaBoBas Oasa IEATENBLHOCTH JokanbHOro | JloGaBieHbI
Opranmzamus JIDK | b: cleloBaHUE | DTUYECKOTO KOMUTETA 1 0OHOBJICHBI
000 MTOJIOXKCHHUIO M TIpaBujiaM | [J ICH HARMONISED GUIDELINE | mokymeHTbI
«BUTAME]I» paboTHI nokaneHoro | INTEGRATED ADDENTDUM TO ICH E6 (R1):
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KOMHUTETa IO STHKE MpH
MIPOBCICHUM
OHOME TMITMHCKUX
HCCICOBAaHUIA Ha OCHOBE
MPHUHIUIIOB, H3JI0KCHHBIX
B OCHOBHBIX
MEXTyHAPOTHBIX u
OTEYCCTBEHHBIX ATHYCCKUX
JIOKyMEHTaX, TAKUX KaK:
XenabcUHCKAS
nexmapauus  BcemupHoi
MEIULIMHCKOMN accoluaiuu
"PexoMeHIaIuH: s
Bpauci, 3aHUMAIOIIHUXCS
OHOME TUITUHCKUMU
HCCIICOBAHUSIMH c
y4acTueM moaeu",
npursTas 18-t BcemupHoit
MEIHUIMHCKON accambJeei
(Ouansaams, 1964 1.,
rnepecMoTpeHa B JnoHuu B
1975 r.; Uramum - 1983 r.;
T'onkonr - 1989 r.; FOxHO-
apUKaHCKOH pecityOnukn
- 1996 r., DmuHOypre -
2000 r.);Koncturynus
Poccuiickoit ~ Deneparuu
oT
12.12.1993r.;®enepaibHbI
i 3akoH P® "OO ocHoBax
OXpaHBbI 3I0POBBS B
Poccuiickoit  Peneparuun"
or 21.11.2011r. Ne323-D3;
DenepanbHbIM 3aKOHOM
«0O MIEPCOHATBHBIX
naHHeIX» oT 27.06.2006 T.
Nel52-D3, BKJIFOYAs
W3MEHEHUS.
HauumonaneHelii  cTangapt
P® T'OCT P 52379-2005
"Hamnexarmas
KIIMHUYecKash  TpakThka"
GCP (2005 r1.) Good
Clinical Practice (GCP)
YTBEPXKICHHBI TPUKA30B
®denepanbHOrO areHTCTBa

1o TEXHUYECKOMY
peryJIupoBaHUIO u
METPOJIOTUU oT 27

centsiopst 2005 r| N 232-cT;
®Oenepanbhblii 3ak0H «O0
obOpareHnu

JIEKapCTBEHHBIX CPEICTBY
ot 12 ampens 2010 1. N 61-
@3 n DenepalnbHBINA 3aKOH
"O JIEKapCTBEHHBIX
cpeactBax” ot 22.06.1998

GUIDELINE FOR GOOD CLINICAL PRACTICE
E6 (R2).

0 Directive 91/507/EEC, The Rule 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 XenbcUHCKasgs  Jekjapanusi — BcemupHoi
MEIUIMHCKON accommamuu "PexomMenmarmu: s
Bpaueii, 3aHUMAOIIUXCS OMOMETUITMHCKUMHU
WCCIIEIOBAaHUAMH C ydacTueM Jroneit", mpuasartas 18-
71 BcemupHoit MEIUIIMHCKON accamoueen
(Ounnaugus, 1964 r., nepecmoTpeHa B SImoHuMu B
1975 r.; Utamuu - 1983 r.; ['oukonr - 1989 r.; FOxHo-
Adpukanckoii pecryonuke - 1996 r., OaunOypre -
2000 r.); Bamunarrone -2002; Toxuno-2004; Ceyne-
2008; dopranese-2013.

0 KonBeHluss 0 3ammre mpaB deIOBeKa U
JIOCTOWHCTBA YeJIOBEYECKOTO CYIIECTBOBAHUS B CBSI3U
C WCIONB30BAaHUEM JIOCTI)KCHUH OHWOIOTHH U
MenuuuHB: KOHBEHIMS O TpaBaX delOBeKa U
onomemuiae ot 04.40.1997.

O MexayHaponHBIE ¥ OTHYSCKHE IMpaBHiIa
6I/IOMeI[I/IL[I/IHCKI/IX I/ICCJ'ICI[OBaHI/Iﬁ C BKJIIKYCHHUEM
mojeil. CoBeT MEXIyHapOJIHbIX OPTraHMU3alMid IO
MeauIMHCKoH Hayke. JKenesa, 1993.

0 OenepansHblii 3akoH PP "OO ocHOBax
oxpaHbl 310poBbsi B Poccuiickoit denepanuu" oT
21.11.2011r. Ne323-®3.

0 ®OenepanbHBIM 3aKOHOM «O TIePCOHATBHBIX
maHHeIX» oT 27.06.2006 1. Nel52-d3, Bkmouas
M3MCHCHHS.

O Hauumonaneueiii cranpapr PO TOCT P
52379-2005 "Hamnexamas KIMHHYECKas MpakTHKA"
GCP (2005 1.) Good Clinical Practice (GCP)
YTBEPXKACHHBIN TpuKa3oB denepallbHOr0 areHTCTBa
M0 TEXHUYECKOMY PETyIHPOBAHHUIO M METPOJIOTHH OT
27 centsaops 2005 r| N 232-cT.

[ ®Denepanpapiii 3akoH  «O0  obOparmeHun
JIEKapCTBEHHBIX cpeacTB» oT 12 ampens 2010 1. N 61-
o3

O Crangapr  orpacimu  OCT  42-511-99
"[IpaBuia NpoBeleHNs] KaYeCTBEHHBIX KIMHUYECKUX
ucneiTanuid B Poccuiickoit  @enpepanuu"  oT
29.12.1998 r..

0 MuHHCTEpCTBA 3IpaBOOXPAHEHUS
Poccutickoit ®eneparmm Ne 2008 «O0 yTBEepKICHUN
MpaBWJI HAAJEXKALEH KIMHUYECKONW MPaKTUKW» OT 1
anpens 2016 ¢

0 3akoH P® or 27.11.1992 Ned0 15-1 «O6
opraHuszaluu cTpaxoBoro Jena B Poccuiickoit
denepanum».

U [Mocranosnenue IlpaBurensctBa PG ot 1
3.09.2010 Ne714 «O06 yTBepxaeHHN THITOBBIX PaBHII
0053aTEILHOTO CTPAaXOBaHHS KU3HU U 3J0POBBS
MnanucHTa, Y4acCTBYIOUICTO B KIIMHUYCCKHUX
WCCJIEIOBAHMSIX JIEKAPCTBEHHOTO Tpernaparay.

0 IIpuka3 MuHucTepcTBa 3apaBOOXpPAHEHHUS
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r.;

Cranpapr otpacimu OCT
42-511-99 "IIpaBuna
IIPOBEACHUS
Ka4eCTBECHHBIX
KIMHAYCCKUX HCIBITAHHHA
B Poccuiickoit @eneparun"
01 29.12.1998 1.;
MunuctepcTBa
3IIPaBOOXPAaHEHHS
Poccuiickoit  ®eneparuu
N 2001 «O0 yTBEpKACHUH
TIPaBHII HaJIICKAIIeH
KIUHAYCCKOW  MPAKTHUKI
ot | anpenst 2016 T

U  HWHBIE HOPMATHBHO-
IIPaBOBBIC JIOKYMEHTEI,
periaMeHTHpYIOoIIne
MIPOBEICHUE
OMOMEIUIIMHCKUX
HCCIIEI0OBaHUM ¢ ydacTuem
YelnoBeKa W JKUBOTHBIX, a
TaKxe JICHCTBYIOIIEE
3aKOHOJATEIbCTBO
Poccuiickoit @enepanuu u
PecniyGnuku Tarapcran.

Poccuiickoit ®enepanuuu ot 29.11.201 2r. N986n
«O06 yTBepxeHnH nojoxeHust 0 CoBeTe ITHKEY.

0 [Mpuauuner padotel KomuteroB mo ItHke
MEIUKO-OUOJIOrHYECKUX HCCJICAOBAHUI, BO3,
Kenena, 2000.

O «JloroBop o EBpa3uiickoM 3KOHOMUYECKOM
coroze» 29.05.2014.

O Permenne Cogera EBpazuiickoii
skoHOMHUUecKoi komuccenu ot 03.11.2016 N79 «O6
yTBep)kaeHun IlpaBui Haanexameil KINHUYeCKOU
npakTUKU EBpasuiickoro 3KOHOMHUYECKOIO COH03a».

[ CraHgmapTHa g onepanroHHas mpoueaypa Ne2
«IIpouenypa mnpoBeAeHUS OSTUUECKOM 3KCIEPTHU3HI
nH(popManMoHHOro JMcta nanueHta»y Wudopmanus
Mumnsapascornpassurust PO ot 06.12.2011 r.

O JloxanbHbIH Otnyeckuit KOMHUTET
HNOATBEPXKJIAeT, YTO OH OCHOBaH M JAEHCTBYeT
COIJIaCHO IIpaBunam GCP, MECTHOMY

3aKOHO/IATEIbCTBY U JICWCTBYIOIIMM HOPMATHBHBIM
TpeboBaHusiM, B TOM uuciae KoHCTUTyUHH
Poccutiickoit @eneparun ot 12.12.1993r.

COIT 1 HNudopmanus Ponu u pyHKIIMH JOKaIBHOTO DTHYECKOTO KOMHUTETa, | JloOaBieH

Opranuzauus JIDK | orcyrcrBoBaia. €ro MOJIHOMOYUS 3aroJI0BOK

000 pasnena

«BUTAME]l»

COIT 1 HNudopmanus Breibop u HasHaueHume oOcHOBHOro cocraBa JIOK,

Opranmsanus JIOK | orcyTcTBoBana. OTIpe/IeJIEHUE YHUCICHHOCTH COCTaBa

000

«BUTAME]I»

COIT 1 HNudopmanms Opranuzanus pab6otsl JIOK, turanupoBanme u | JloGaBiena

Opranmzamus JIDK | orcyrcrBoBana. MIPOBEJICHUE 3aCeTaHNM. rHbOpMALHS

000 JlokanepHbBIH DTHYECKNHA KOMHUTET  IPOBOIUT | 00

«BUTAME]» 3ace/laHusl PEryJIsipHO HE pexke OopraHuzaiuu
1 paza B (26-28 umcmax) 3acemaHust MOTyT Takxke | pabotsl JIOK

Ha3HAYaThCS npeaceaaTesnemM o Mepe
HEO0OXO0JUMOCTH. Jlata odepeaHoro 3acenaHus
OTpeJieNisIeTCs. Ha KaXKIOM TekyuleMm 3acefanud. O
TFOOBIX U3MEHEHUSX rpaguka 3aceaHui
npencenarens JIOK cTaBUT B MU3BECTHOCTH 3asiBUTEIIS.
Cexperapb KOMUTETa OMOBEUIAECT O JaTe€ U BPEMEHU
3aceaHus U €ro IIOBECTKE HE IT03IHEE, YEM

Ha 3acemanmm coo0meHne O paccMaTpHBaeMOM
HCCICIOBAaHUN JienaeT oOAuH u3 uieHoB JIDK,
TOJYYHBIIHUI 3apaHee (3a HEIEN0) JOChe CO BCEMHU
MPEJCTABICHHBIMUA MaTepHallaMH TI0 IUIAHHPYEMOMY
KITMHUYECKOMY HCCIIEIOBAHHUIO, OIpOOHO
03HAKOMUBIIHMICS CO BCEMH MaTepHaiaMu

B xome 3acemanus BeAeTcs NPOTOKOJN 3aceIaHusl.
ITporokon Benet cexpetaps JIDK. [IpoTokon gomkeH
XpaHUTbCA B TokyMeHTax JIDK.

[pencenatens JIDK nomkeH BecTH 3aceqanue, JIudo,
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B Cllyuya€ €ro OTCYTCTBHMS MOPYYUTb BEACHUE
3aceqaHust ogHoMy u3 uneHoB JIOK.
COIl'1 WNudopmanns IIpaBuna noxauu JOKyMEHTOB Pacmupena
Opranusanus JIOK | orcyTrcrBOBaina. JlokyMeHTalysi 1o IUIAHUPYEMOMY KIMHUYECKOMY | MH(pOpMarms
000 uccnenoBanuio nogaercs B JIOK ot numa 3asButens, | o mpaBuiax
«BUTAME]» HECYUIETro OTBETCTBEHHOCTH 3a Hayunsiit, | mogauwu.
OpPTaHU3AI[MOHHBII U ’TUYECKUH  aCIEKThI
HCCIIEZIOBaHM.
Hocbe, mpepocTaBisieMOe€ B LEISIX ITUYECKOU
9KCMEPTU3Bl, IOJDKHO BKIIOYAaTh BCE JIOKYMEHTHI
HEOOXOIMMBIE I TOJHOILIEHHOW  DTHYECKOM
SKCIEPTU3bl. JJOKyMEHTHI AJi1 IEPBUYHOM MOJAAYM, A
TaKke OM00pEeHHs IONpaBKM WM HOBOM BepCHH
NpOTOKOJIA, HMH(POPMAIMOHHOIO JIMUCTa, OpOLIIOPHI
JIOJDKHBI TIPEIOCTABISITECSL B OyMaXHOM (opmare H
Ha 3JIEKTPOHHOM HOCHTEJIE.
lomoBoit oTyer W OTYeTHl 1O OE30MACHOCTH JUIs
HoJaud K  CBEJEHHI0 MNPUHUMAIOTCA  TOJBKO
NPUHUMAIOTCS HA JHCKE.
12.01.2022
Paznen Mpeapixyumuii Hospslii TekeT IIpuynHbI BHECEHUS U3MEHEHUs
TeKCT
COIl 3 WNudopmarnms MOATOTOBKA MHcbMa moxadu. B seBom | Her yrBepxneHHON (OpMBI
OTCYTCTBOBaja. | BEPXHEM YIJIy JOJDKHA OBITH HaledataHa | I10JATEJIbHOTO MUChbMa, 10OaBIICHBI
jJara Tojadd  JoKyMeHTa (OHa JKe | oOs3aTesibHble TpeOOBaHUSL.
SBJISICTCA AATOM MOIy4YEeHUs TOKYMEHTOB
JIOK), croste mewats JIOK u monmuck
cekperapsa. [naBHBII  uccienoBareb
CTaBUT CBOIO TTOAMNCH B KOHIIE TIHChMA.
COIl7 HNudopmarnms ITucema ¢ otderamu mo Oe3omacHocTH | bonbImoe  KOMWYECTBO  OTYETOB MO
OTCYTCTBOBaja. | MOJAIOTCS HAa DSJICKTPOHHOM HOCHUTENE | HEKOTOPBHIM IPOTOKONaM, (OpMHpPYET
(muck). B muceMme momaum ykaspIBaeTcsl | 00beMHOE MHUCHMO TOAa4H, Mepedb BCEeX
MEepHO/, B TEYEHHE KOTOPOro OBLIM | PEMOpPTOB MPH HEOOXOANMOCTH TTONAIOTCS
pETOPTUPOBAHBl OTYETHI, ITOJAHHBIE HA | TAKXKE B SJIEKTPOHHOM BHJIE.
paccMOTpeHHE.
COoI17 Wudopmanms Ecmn B pasHbIX KIMHUYeCKUX | B HECKOJIBKUX KJIMHUYECKUX
OTCYTCTBOBaJla. | UCCIENOBAHUAX, KOTOpPbIE MPOXOAAT B | MCCIEJOBAaHUSAX, KOTOpBIE MPOXOAAT B
LEHTpe, H3ydaeTcs OJHA U Taxe | LIEHTpPe, U3ydaeTcs OJHA U TaXke MOJIeKyJia
MoJeKyna (uccieayemblii mpemapar), | (Mcciuenyemblid npenapar). Bce orders
nuchMa C OTYETaMM 110 0E30MacHOCTH | JUIs 03HAKOMJIEHHUS TJIaBHBIM
MOTYT OBITH HOAAHBI B OJHOM IIMCHME | MCCICAOBATENIEM, HAXOIATCS B OIHOU
NOJaYd  C  IEpPEUeHBI0O  HOMEPOB | CHCTEME, POCMaTPHUBAIOTCSA u
MIPOTOKOJOB.  3alMCaHHBIE JAWUCKH C | CKaYMBAIOTCA OJHOBPEMEHHO IO BCEM
OTYETaMHU u IchMa MOJAYH | MCCICAOBAHUSAM. 3alMCHIBATh OJWH T TOT
apXHMBUPYIOTCS B OJHOH Iamke. XK€ JUCK HECKOJIbKO pa3, a 3aTeM
paccMmaTpuBaTh OJTHY " TyXe
nHpopMauuio He 1enecoodpasHo.
01.09.2022
COII5 | Ocrancs npexauM. | OcTaHOBKa Ha0opa M oTcyTcTBME aKTMBHBIX | ITo TpebGoBaHHMIO MHOTHMX
JlonoHuIIN. NMalueHToB. croHcopoB B coctaB JIDKa

[Ipu OTCYTCTBMHM MAalNUCHTOB C AaKTHBHBIMH
BU3UTaMH U BO3MOXXHOCTH Habopa HOBBIX
nmanueHToB uHbopManus o0 OOHOBJICHHH |

JIOJKHBL BXOJUTH YJICHEI,
KOTOphIE HE paboTalT B
000 «Burameny, mo3tomy
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NONPAaBOK  IPOTOKOJIa,  HOBBIX  BEPCHH
uHpopmanmu a8 manMeHra  u o GopM
MH()OPMHUPOBAHHOTO  COIJIACHS,  PEKIaMHBIX

JOKyMEHTOB HE aKTyaJbHa M OTCYTCTBHE €€
o00peHnsi He TOBIWSET HAa  HMHTEPECH
NalMeHTOB (TaK KaK X HET U He IUIaHUPYETCs) U
He NpUBENET K OTKJIIOHEHUSM OT IIpOoToKona. B
9TOM ciydae MHpopManus o0 OOHOBICHHBIX U
JOTIOTHUTENNBHBIX JOKYMEHTOB HE HY)KIAeTcs B
9THYECKOM HKCIIEPTH3E U MOXKET OBITh MOAAHA K
cBeleHHI0. JJOKyMEHTBl MOTYT OBITH ITOJAaHBI
TOJIBKO Ha JICKTPOHHOM HOCHTEIIH.

OrtHyeckas SKCepTH3a JaHHBIX JOKYMEHTOB
MOXET IPOBOJNTHLCS 1O TPEOOBAHMIO CIIOHCOPA
3a OTAENBHYIO OIUIaTy.

MBI [pUriamaemM
CIIEUANNCTOB U3 JAPYTUX
OpraHu3aluu. A
OTCYTCTBUE BEJICHUS
aKTHBHBIX [allUEHTOB U
KOMIIEHCAIlMi  3a  cuer
TEKyLIMX IUIaTeXed 1o
MPOTOKOJTy ~ YBEIMYIHUBAET
TeKyIIue pacxosl
KITMHHKH.

T.x. ISt LIEHTpa

OOHOBJICHHBIC JOKYMEHTBI

YK€ HC aKTyaJlbHbl U

NpUBCAYT K OTKIOHCHUAM
OT IMPOTOKOJIa, BO3MOXKXHO
MNPpUHUMATL HX TOJIBKO K

HC

CBEJICHUIO.

COIl 7 | Uccnenosarens o6s3an | HccnenoBarens 00s3an u3Bemars JIOK 0060 Beex | Yrounena nndopmanus
u3Bemath JIDK 060 Bcex CHA, | CHS, cnyumBmmxcs B JaHHOM  (CBOEM)
CIly4yMBIIMXCA B  JAaHHOM | MCCIEJOBAaTEIbCKOM IIEHTPE B IHCHMEHHOM
(cBOEM) HCCIIEIOBATENBCKOM | BHAE B TEUYEHHE 5 CYTOK IOCIE TOTO, KaK y3Hall.
LIEHTPE B MMMCHbMEHHOM BHUJE U
mo TtenehoHy B TedeHHEe 5
CYTOK TOCIIE TOro, Kak OHO
MPOHU30LLIO.

COIl 7 | Coobmenne mnpencrasisiercs | CooOuenne IpeaCTaBIseTCA rnaBHbIM | CKOppeKTHpoBaHa
TJIaBHBIM MCCIIEIOBATENIEM HIIM | HCCIIEI0BATENICM WIH NPE/ICTaBUTEISIMUA | MHPOPMAIM O MEXaHH3ME
IpeJCTaBUTENIMU uccienoBarensckoro  nenrpa B JIDK  mo | momydenust uHbopmanuu o
MCCIIEZIOBATEIbCKOTO IIEHTPa B | AJIEKTPOHHOM nouTe (vitamed.lec@mail.ru). CHALL
JIDK mo snextponHoii moute | Cekperapb cpasy xKe UHPOPMHPYET
(vitamed.lec@mail.ru) u | mpencenarenss JIDK o CHSA B  meHTtpe
obs3arensHO peructpupyercsi | BUTAME]] amst cpoYHOTO MPUHATHA PEIICHHUS B
CEKpeTapeM. BUJIE NHCbMa IIOA4M, C THOANHUCHIO TJIABHOTO
Cexkpetapb cpasy XKe | mcciemoBaressi B KOHIE IHMcbMa. B yeBoMm
uH(DOpMHUPYET TpeacenaTens | BEPXHEM YITTy JIOJDKHA OBITh HaledyaTaHa aaTa
WITH 3aMECTUTEN | MOa4n JAOKyMEeHTa (OHa JK€ SBIETCS OaTOH
npeacenarens JIOK o CHA B | momyuenust noxymentoB JIOK), cTosTs medarts
uentpe BUTAMEJ  gns | JIOK u moanucek cekperaps.

CPOYHOTO TPUHSITHS PEIICHUS
B BHJIE CoO00IIEeHN S,
MOJMUCAHHOE W JaTUPYEeMOe
TJIaBHBIM HCCJIE0BATENIEM B 2-
X 9K3eMIuIsIpax. Ha mokymenre
CTaBUTCS OTMETKA W)
MOJy4YeHHH WH(GOpMAIu C
JIaTOM M MOJIIUCHIO CEKpeTapsl.
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