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Opranmsanus: Komurer no DTuke 1npu  (eaepanbHOM — rocyaapcTBEHHOM 010 KETHOM
yupexcienun  «HalpoHanbHBIE  MEIMUMHCKMA  MCCNeJI0BATeNbCKH — LEHTP  OHKOJIOrHH
um. H.H. [Tetposa» Munucrtepcrsa 31paBooxpaHenus Poccuiickoi ®epepamun (nanee - PI'bY
«HMMLI oukonorun um. H.H. Ierposa» Munszapasa Poccuu) sBnseTcst NOCTOSHHO eHCTBYHOIIMM
OpraHoM, OpraHM30BAHHEIM N0 pacropskenuio aupekropa OI'BY «HMMUILL oHKONIOrMH WM.
H.H. TMerposa» Munzapaea Poccun (1anee - YupexkIeHue).

Hasgaunne: Komurer 1o Jruke npu ®I'BY « HMMUL onkonorun uM. H.H. Iletposa» Muu3ipasa
Poccun (nanee - K3), oKanbHbIH THUECKHI KOMUTET MpH ®OI'BY «HMHUL oHkonoruu MMEHU
H.H. [erposan Munsapasa Poccun (JIDK) 1 OHKONOTHYECKHUIT HE3aBUCHMBIH STHYECKHI KOMUTET
(OnkoHD3K) sBNAIOTCS CHHOHHUMaMHM, H JOMyCKaeTCA MCIONb30BaHNIe JIOOBIX U3 MEPEeYHMCIIEHHbIX
Ha3BaHUI B JOKyMEHTax.

Heas oprammsanun: KD opraHu3oBaH Ui NPOBEEHHs HE3aBHCHMOMH THYECKOI DKCMepPTH3LI
GHOMEIMIMHCKUX HCCIEOBAHUI ¢ Y4acTHEM 4elloBeKa MM GMOJIOrMYecKol MOAC/IH B KAa4eCTBe
cyobekTa nccaenoBanui. KO paboTaeT ¢ ueibto 00ecTieyeHHs 3allMTbl Mpas, 0e301acHOCTH U
GraronoNyuns CyObeKTOB MCCENOBAHHA M BBICTYMAET /Ul ODILIECTBA rapaHTOM TaKoii 3alUHThL.
K peanusyeT yka3aHHyi0 (YHKIIMIO IyTEM PaCCMOTPeHMs, 000PEHNUS NPOTOKO/IA HCCICA0BaHHA,
KaHAMIATYp HCClefoBareseil, HCCIElOBATENLCKHX — LEHTPOB, MaTephaioR M - METOIOB
HCCIICIOBAHNS, A TAKKE OCYIIECTBIEHMS KOHTPONA 32 KAueCTBOM M YCJOBHAMH MpPOBCACHHA
Hccle10BaHus.

O6aacTe npuMeHeHHf: JaHHasd CTaHJapTHas onepalHoHHas MpoLCaAypa (nanee - COII)
OTHOCHTCA KO BCeM BHAaM jesresbHocTh K3.

Oreercreennocts: B cepy orBeTcTBeHHOCTH wieHoB KO, HeszaBHCHMBIX KOHCYJIBTAaHTOB,
NpUrNALIEHHBIX ML, HcceoBaTeneil, Bpaueii u p. pabOTHUKOB YUPEXKICHAS BXOAUT H3YHCHHE,
ananus U cnegoanne COIT KD, cobGmoneHne NPUHIMIOB  H3JI0MKEHHBIX B OCHOBHBIX
MEKIYHAPOAHBIX M OTEHECTBEHHBIX OTHYECKHX JIOKyMEHTaX, H HOPMaTHBHO-IIPABOBBIX
JOKYMEHTaX, PerJIaMeHTHPYIOUMX MPOBEACHHE OHOMEIMUMHCKHX HCCJICIOBAHHI C y4JacTHEM
yenoBeKa M GHOJIOrMUECKOH MOJIEN B KauecTBe CyObeKTa HCCIeI0BaHHA.
Ilnan - rpaduk:

Ne

Bup aearensHOCTH OTBEeTCTBEHHOCTD

Unensl K3, CexpeTapuar, HE3aBUCHMEIE
KOHCYJIbTAHTBI, IPUIJIALIEHHBIC THLIA,
Mccle10BaTeu

1 CobnroaeHne HOPM STHKH

2 IlepsoHauanbHblit cocTae K3 Hupextop YupexaeHHs

Unensl K9, Cekperapuar, Jlupekrop
VupexaeHus

OTcrapka, gUcKBamuduKaLus, 3ameHa 4neHos K2,
yTBepxIeHUe HOBBIX uneHoB KD

4 TpeGoBaHHe K YNIEHAM Unennt KD, Cexperapuat

He3aRHCHMbIE KOHCYJIBTAHTBI M DKCMEPTHI M3 COCTaBa

unenos K3 Unenrl K3, Cexperapuat

6 Craxepsl, NpUrjialieHHbIE THLA Unennt KD, Cexperapuar

[Ipencenatenb, 3aMECTHTEIIb MPEACEIATENA

7 JlomAKHOCTHBIE JIMLA K2, Cekpetaps K3

Cexkperapuar

Cekperapb KO

OBs3aHHOCTH 1 cepa OTBETCTBEHHOCTH UieHoB K3

Yneust K3

10

TpeGopaHus N0 KBOPYMY

Ynensl K

11

Opranusauus paGoTsl

Cexkperaps K2

12

dunancoBoe obecrneyeHHe IeATeNbHOCTH K3

Jlupextop YupekIeHns

4
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Ne Buj nearenbHOCTH OTBETCTBEHHOCTD

13 Hesasucumocts KO, KoH(IHKT HHTEpECOB, Hupexrop Yupexaenus, Unenst K3,
KOH(HIEHLMATILHOCT CexperapuaT

14 Pocnyck K3 HMupekrtop Vupexnenus, Unensl K2

15 KoHTaxTHblE JaHHBIE JomxHocTHBIE nuua K3

6.1. CobnrogeHne HOPM ITHKH:

KD pykoBoacTByeTcs B CBOUX OLECHKAX, PEKOMEHJAIMAX M DPEIUEHUAX YHHBEpPCaJIbHBIMU
STHYECKUMH TIPHHLMIAMH, H3/10%KeHHbIMM B HIOpHOEpPrckoM KoJekce M XebCHHKCKOH
Aeknapauuyu  BcemupHoit  memuimHckoii  accoumauuu (19641, M ee  mocneayrolHx
pelakLMaix);

K3 B cBoeii pa0oTe Y4MTHIBACT HALMOHAIbHBIC H MEKIYHAPOJHBIE PYKOBOJACTBA [0 3THKE
OGUOMEIMUMHCKMX MCCreoBanuii ¢ yvactuem 4enoseka, CIOMS, WHO, Konsenumio Coseta
EBporibi 110 npagam 4eliopeka i OMOMEAULMHE U IPYTHE MEXYHAPO/IHbIC JIOKYMEHTBI,

KD paspabarteieaer cobcteennsle COIlbl, ocHOBaHHBIE HA PEeKOMEHIALMAX KOMHUTETAM MO
STHKe, NPOBOASLIMM SKCIIEpTH3y OMOMEIMLMHCKHX HCCIIEN0BaHMiA, 1 Mesk/1yHapoHOH
Koudepenuun 1o  rapMOHH3ALMM  TeXHHYeCKHX  TpeQOBaHMIi K  perucrpauuu
dapmanieBTHUECKHX CpeAcTB A1 NpiMeHeHus yenosekoM (ICH), BO3:

KD paboraeT B COOTBETCTBMH CO CIIEAYIOLIMMHM POCCHICKUMH HOPMATHUBHBIMH aKTamH,
BKJIIO4asA, HO HE OrPaHHYHBAACH:

Koucturyuus Poccuiickoil ®enepauyy ot 12.12.1993 (cratha 21);

®enepanbHblii 3ak0H OT 12.04.2010 Ne61-P3 «O0 obpaiueHnu 1eKapCTBEHHBIX CPEICTBY;
®enepanbHbiii 3akon or 21.11.2012 Ne323 «OO6 oCHOBaX OXpaHbl 3/0pOBbS IpaiiiaH
B Poccuiickoii @enepaunn»;

®enepaibHblii 3akoH 0T 27.07.2006 Nel152-@3 «O nepcoHaNbHBIX TAHHBIX»;

TMoctanosnenue IIpaButenscTBa  Poccuiickoil  @enepauun ot 13.09.2010 Ne714
«06 yrepikaeHn THNOBBIX MNpaBuil 00A3aTENLHOIO CTPaXOBaHHA MKH3HM M 3/10pPOBBA
[aLMEHTA, YHACTBYIOLIETO B KIMHAYECKHX HCC/IeJOBaHUAX JIEKAPCTBEHHOIO NpernapaTay,
IMocranoenenne IlpaeurensctBa  Poccuiickoii  ®enepaumu  OT 30.06.2004  Ne323
«O6 yrepaennn  Ilonokenns o @ejepanbHoil ciyxbe no Haasopy B cepe
3/IPABOOXPAHEHHAY,

TMpukas MuHHCTEpCTBA 31paBOOXpaHeHHs PoccHACKOM denepaunn or 24.03.2000 NelO3
«O mopsKe NPUHATHA PEIIEHHS O MPOBE/IEHHN KITHHHYECKHX HcCeI0BaHHii TeKapCTBEHHBIX
CpeaAcCTB»;

[lpukaz MHHHCTEPCTBA 3[PaBOOXPAHECHHA Poccuiickoii Denepauun ot 01.04.2016 Ne200H
«O6 yTRepsKICHHH NPABIT HAIEKALIEH KINHUYCCKOH MPAKTHKH,

INpuka3 MuUHHCTEPCTBA 3APaBOOXPAHEHHMA U COLMATIBHOIO Pa3BUTHA Poccuiickoii degepaunu
ot 01.04.2016 Ne199-H «O6 yTBepskAeHHUH [PABHI 1aDOPATOPHOIH MPAKTHKNY,
Haumonansupii crangapr Poccuiickoit ®enepaumu ['OCT P 52379-2005 «Hannexaias
KIMHMYECKAs MPaKTHKa»  YTBEp)KIEHHbl npukasom De/lepanbHOrO  areHTcTsa Mo
TEXHUYECKOMY PETYIHPOBaHUIO H METPOJIOTHH OT 27.09.2005 Ne232-cT.,

Pemenie Coeera Eppasuiickoii DKOHOMHYECKOIl KOMHCCUH Ne 79 or 3 nosbps 2016 r.
«O6 yTBepskaennn  [lpaBun  Haaiexalnei knaHAyeckoli  mpaktuku  EBpasuiickoro
IKOHOMHHYECKOT0 COHO3a»;

Haumonanbhbii  cranmapr Poccuiickoit ®enepauun  «PyKOBOACTBO MO NPOBEAECHUIO
KIMHNYECKHX WCIBITAHMA  MEIMUMHCKMX — H3JIENHii» F'OCT P HCO 14155-2014
«ICEnYecKue uccaeoBanns. Haaexkaman KIHHAYECKas MPAKTHKA», yTBEPIKIACH H BBEICH
g pgeiicteue Ilpukasom @enepajbHOrO arcéHTCTBA MO TEXHHHECKOMY peryJMpoBaHui0 1
metposioruu ot 04.06.2014 Ne 497-ct.;

HaupoHanbHeiii crangapr Poccuiickolt ®@enepauun 'OCT P 53434-2009 «llpuHImIisl
panexaweil 1adopaTopHOil MPaKTHKU» yTBEPIKICHHBII NpuKazoM DeaepabHOro areHTCTea
0 TEXHHYECKOMY PETYAUPOBAHHIO H METPOJIOTHH OT 02.12.2009 Ne 544-cT;

PYKOBOZACTBO TO MPOBEASHMIO NOKIMHHYCCKHX HCClIeOBAHUI NeKapCTBEHHBIX — CPEICTB.

Yactu 1 u 2. — M. I'pudp, 2012 1.;

Crpanuna 3 u3 8

0



6.2.

Pacnopskenue  Beicuweii  arrectaupoHHoil  komuccun  «O  mopaake  npoBeacHMs
GMOMETMLIMHCKIX HCCeoBaHuii y uenosekay, omybankoeaHHoM B bromnerene BAK (2002,
Ne 3);

Hnbie HOPMAaTHBHO-NIPABOBbIE JIOKYMEHTBI, pernamMeHTHpyoLHe NpOBEIEHHE
GUOMeULIMHCKUX HCCIEIOBAHMI ¢ yYacTHeM yeNoBeKa U OMOIOrMYeCcKoil MOJIENH B KauecTBe
CyObEKTa UCCE0BaHNU,

KD pa6oraer B crporom coorercTeuu ¢ ICH GCP 1 cTpeMutcs BBINONHATL MEX1YHAPOIHBIE
TpeGoBaHHs 110 3aLHTeE Mpae CyOHEKTOB OHOMEAMLIMHCKUX HCCITEI0BAHHI;

KD B cBOeil fesTebHOCTH MPU3HACT H YBaKACT PasiIudie KyIbTYp M pesuruii, cobmonaet
MPHHLHXITBI HE3aBUCUMOCTH, OTKPbITOCTH, KOMIIETCHTHOCTH H IUTIOpajiku3Ma.
Iepronaganbubiii coctap KJ: yrep:kaaercss JUpeKTOpOM YupekeHus H (bopMmupyeTca
NPENOYTHTENBHO U3 CTIELMAIHCTOB B PAs/IMH4HBIX 06NAcTaX 3HaHui, C LEeNbio obecneyeH s
Hauboee BCECTOPOHHErO, IOJIHOTO M aJeKBaTHOTO PAacCMOTPEHHs BOMPOCOB, CBA3AHHBIX C
MPOBEACHHEM JAOKIHHHYCCKHX H KTHHAYECKHX HCCIICA0BaHHIA.

Kaxnpiii yuactHuk KD Jo/KeH nmoanucars COrJIalieHHe o KOH(HIECHUHATBHOCTH/KOH(IHKTE
unTepecoe, cornacHo COII-KD-002, ofecneynBalomee COXpaHeHWe B TaiiHe OT
HeYMONHOMOUYEHHBIX Ha TO JIMIl HH(OpMauuM, He moOAjeKalleld pasrialleHuio, M
npeoTRpallieHne BIHIHUA KOH(INKTA HHTEPECOR Ha MPUHHMAEMBIC PELICHHUA.

KD MoxKeT BK/IH04aTh B ¢e04 0T 5 C/eIYIOIIHX CleHaluCcTOB:

CrneuHaanucT B obyacti MEIHLIHNHLI,

crnenUanicT B 061aCTH JOKTMHHHECKHX HCCIIEI0BAHMIL

creLManucT B 061acTH KJIMHIYECKHX MCCIeI0BaHUIA;

CTENMANTHCT, OCHOBHOI J€ATEIbHOCTBIO KOTOPOTO He ABJISETCS 00/1aCTh MEAMLMHBI M HAYKH,
CMIELMATTICT, He SB/IAIOUIHICS COTPYHUKOM Y UpekICHHA.

B cocras KD Bxomar npenceaarens KD, samectutens npeacenarens K3, ceKpeTaps u WieHbl
KD, npu OTCYTCTBUHM KOH(INUKTa HHTEPECOB BCE MMEIOT MPABO rojioca.

KD He MOXKET MOJHOCTBIO COCTOATH TOJILKO M3 MYKYUH HJIH TOJIBKO M3 JKEHINMH 1 JOKEH
BKJIHOYATS JIMI] PA3JIMMHOTO BO3pacTa.

OreTaBKa, AHCKBAIN(UKALHS, 3aMeHa wienoB K, yTBEpiK/ICHHE HOBbIX 4/ICHOB KD:
Ynenst KD MoryT yifTH B OTCTaBKY CO CBOEro IOCTa, MpPE/JICTABHB MPOLIEHHE 00 oTcTaBKe
IMpeacenaremo K3.

Unenbl KD MOTYT 6bITh AMCKBAIM(UIIPOBAHEI [IPH HEAOOPOCOBECTHOM BBITOJHEHHH CBOHX
00s3aHHOCTEH: YKIIOHEHHH OT y4acTHs B 3acEllaHHAX (6onee 70% 3acenaHuii/ciy4ace B roa),
pasrialleHnH KOH(HICHIMAIbHOM MHQOPMALIMH, KACAIOWEHCs KOHKPETHOrO KIMHUHCCKOro
uccaeqoBanua WM Xoma 3sacepanmii KD u o apyruX apryMeHTOB, TIPEACTaBIAEMBbIX
[Ipeacenatenem K3, mpouecc mucKBaanUKaLIMKM npoBoauTes Ha 3acemaHuu K3 myrem
roJI0CORaHMS WIEHOB 3THYECKOr0 KOMHUTETA.

KD [0/KeH NpoBOAMTH 4AacTHYHYWO pOTALHIO KaJpoB C  LIe/bio obecneueHus
NpeeMCTBEHHOCTH.

Unensl KD, yieauue B OTCTABKY, B POTaLMIO HIIH JMCKBATH(HIMPOBAHHBIE MOIYT ObITh
3aMEeHEHBI B Pe3yJIbTaTe COOTBETCTBYIOLIMX HA3HAYEHHUIT HOBBIX WIEHOB KOMUTCTA.
PaciuMpedue coCTaBa W BBEJEHHE HOBBIX WICHOB KD npoBoautcs M0 PELICHHIO
Ipencenarens K3. Horble wieHbl BBOAATCA B COCTAB K2 nocje eqUHOr1acHOro rojlocoBaHuA
yenoB KD.

TpeGoBauus K waenam KI:
OGcyKaeHHC KaHmWIaTyp TNPOBOAMTCA Ha OCHOBAHMH PEKOMEHIAlMM HicHa K3,

MpeUIOIKHUBILIEr0 KaHAWAATYPY, AMPEKTOpa YUpEi/IeHUus WIH rIaBHOro Bpata VupexaeHus.
VenorreM 00CYKIEHHS SBISETCA COIIacHe KaHAMJATa Ha BOIMOXKHOE BKIIIOUEHHE B COCTAB
KD, roTtoBHOCTB C€LOBaTh MpaBUIaM GCP, BBINOJHATh CTaHJAPTHbIE ONEPALHOHHLIC
npouenypsl KD, noanucars corjiailieHine o KOH(UAEHIMATEHOCTH/KOH(IMKTE HHTEPECOB.
Unensl KD BHIGHPAIOTCA 10 HX JIHYHOCTHBIM KAYECTBAM, HA OCHOBE MX HHTCPECOB, SHAHHA H
ONMbITa B OGNACTHM STHKH MWIH HAYKH, a TAlOKe Ha OCHOBaHHM CTPEMJICHMS W rOTOBHOCTH
Y€/IUTh HEOOXOMMOE BPEMsA H MPHJIOKUTE yCHIHA A paGotet B K3, cnenosarh UeniM U
npasiviam paboTsr KO.

Mpu Berymiennu B KD Kakapiil  yHacTHUK  JIOBKCH noArMcaTe CcorjlalieHe o
KOH(HACHIIMATEHOCTH/KOH(IMKTE HHTEPECOB, COIIACHO COII-KD2-002, obecnevnsaroLiee
COXpaHeHUe B TaiiHe ot HEYTOJTHOMOYEHHBIX Ha TO JIHI lrIHqJOpMaI.lHPl, HE HOJIJIG}KEIUIBIT!
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pasriaiieHHio M TpeJOTBpallleHHe BIHAHHA KOH(JIHMKTA MHTEPeCOR HAa NpPHHHMAEMble
peueHu.

Ipn Berymiennd B KD kaablif y4acTHMK JaeT CBOE COIJackHe Ha  BO3MOXHOCTB
o6HapooBaus uH(poOpMaLMK O cBoeM ydacTHH B paGore KD M (PMHAHCOBLIX OTHOLUCHHSX.

CBA3aHHBIX ¢ 3TOi paboToii.

Ipu Berynnennu B KD u Bo Bpems paGotsl B KD Kablii yqaCTHUK coobwaer K3 o6
HMEIOILIEMCS/BO3MOKHOM ~ KOH(MMKTE ~ WHTEPECOB  WIM  Kakoi-nubo  CTeNeHH
3a{HTEPECOBAHHOCTH - B (DHHAHCOBOM, MNPO(ECCHOHAILHOM HWIH MHOM OTHOLICHHH.

VyactHuku KD NpH3HAIOT, YTO CYIIECTBYIOIHE aIFOPUTMBI 3aLUTEI OT BAHAHHA KOH(JIHKTA

MHTepecoB Ha nmpuHUMaeMbie KD pelueHus, 0CO3HaHHOC MOHUMAaHHC npoOneMel H JKeJlaHne
COﬁIII-OIlEin HOPMAaTUBHBIE Tpe6onaﬂm, MO3BOJISIFOT H30eKaTh BIHAHHE KOH(!)J'IHKT& HHTEPECOB
Ha 0OBEKTUBHOCTHL MpUHIMaeMbIX K3 pelieHHuii.

dopMHpoBaHKE BCEX MOCIENYIOMMX COCTABOB OCHOBAHO Ha INPUHLMMAX OpraHv3aliH

[ePBOHAYAIBHONO COCTaBa, OMHAKO Chepa NpoheCCHOHANEHOM JEATENLHOCTH HICHOB K2 yxe
He OrpaHU4YMBaETCH.

KoucyabTanTbl H JKCNEPTHI:

K5 moxer onupatbcs B CBOUX CYHICHHAX OTHOCHTEBHO OTJE/ILHBIX BOIIPOCOB HA MHCHHEC
KOHCYJIbTAHTOB H 3KCIEPTOB, OJHAKO, HX roJIoC ABIAETCS COBELIATEIbHBIM, 8 HE pellatolM.

BbiGOp KOHCY/ILTaHTa H €10 0053aTe/IbCTBA OMHUCaHbI B COI1-K3-003.

K MOXeT ONUPaThCA B CROUX CYXKICHHSX OTHOCHTENIBHO OT/E/IBHBIX BOMPOCOB HA MHEHHC
Dkcmepra M3 wmkcna uneHop KD, ofHako, €ro ronoc OyjeT pellarolIUM TOJBKO IpH
OTCYTCTBUM KOH(JIMKTa HHTEPECOB.

HasnaueHue JKcrepra u3 yncna wicHos K3 u ero 0043aTe/bCTBa ONHCAHbI B COIT-KD-004.

KoHCy/bTaHTBI, MpPH NPHBICYEHHH K STHYECKOl SKCnepThse, Kak W HeHbI K3, momkHel
[IO/IIUCATE CODIALIEHHE O KOH(DHASHLHATbHOCTIH/KOH(/IMKTE HHTEPECOB.

Crazephbl, NpHrIAIICHHbIE JTHIA:
KD MOXeT NpOBOAMTH TPOrpaMMbl — CTaXMPOBOK C  LEMbIO  CO3AAHHMA LIKOJIBI

NpoeCcCHOHATIBHBIX IKCIEPTOB, MNPEEMCTBECHHOCTH, oByuenns ucciegoBateneii, obmeHa
onbIToM ¢ Apyrumi KO 1 MOCTOSAHHOrO MOBbLILICHUS YPOBHA NPOBOTUMBIX IKCTIEPTHS.

JInuo, u3bsBHBIIEE XKenanue crath yieHom K3 u ono6penHoe wieHamu KO, noiy4aeT CTaryc
cTaxepa. B Te4cHHE HE MCHEC HCM 2-X MECAYHOTO CPOKA OH MPOXOJHUT 6-4acoBOE 00y4eHHe
Ha pabo4eM MecTe MO BOmpocam ITHYECKOM D3KCMEepPTU3bl M M3Y4aeT BONPOCHI GCP,

NpHCYTCTBYET HA 3aCEaHMAX, HO HE NPHHUMACT y4acTHC B [OIOCOBHHH. Mo McTeueHHH He
MeHee YKa3aHHOTO CPOKa, i OBNAJEHHH 3HAHMAMH M HaBBIKAMH STUHECKO 3KCMEPTU3bI, OH
cranoButcs wieHom K3,

Tpecaenys pasiudubie uetn, KD MOXeT npuBiekath K cBoeii paboTe MPHIJIALIEHHBIX JIHIL,
FOIOC KOTOPBIX ABJISETCA COBEIIATENBHBIM, & HE PELUAIOLINM.

[IpurnaiieHHble JTHLA, NPA TPUBICHEHHH K pabore KD, Kak CTayepbl, KOHCYJIbTaHTbI H
wienbl KD, J0DKHBI MOANHCATE COTIAIICHHE O KOH(bHIEHLIHATBHOCTH/KOH(IIMKTE HHTEPCCOB

COI1-KD2-002.

JIo/KHOCTHBIE JIHIA:

Cneayrone JOJKHOCTHBIC JTHIA obecrieuuBaloT Hajexamee (yHkuuonnposatne KD B
COOTBETCTBHH CO CBOEH cpepoii OTBETCTBEHHOCTH:

JODKHOCTD Cdepa OTBETCTBEHHOCTH

OTBeuaer 3a opraiusauuio pabotsl KO u nposeaexue sacenannit KD, a
TalKe MpAMYK CBA3b C anMHUHKCTpaLMed YupexaeHHsA, NpHrlalacT
Mpeacenarens K3 He3aBMCHMBIX KOHCYJBTAHTOB B Cly4dac HeoOX0AMMOCTH, Ha3sHauyaer
skcneproB M3 coctaea uneHoB KO, OpraHM3oBbIBaCT nporpamMmMbl

CTKUPOBOK H [PHBIICYEHHE [IPHITIALICHHBIX JIHLL

OTeeyaeT 3a TpOBEJEHHE 3acefaHMit B OTCYTCTBUH NPEACENATENA u

3 -
3amecTuTens npeacesarens K HOMOIaET eMy B MPOBEIEHNN 3aceIaHHil

Cexpetapuat OTBeuaeT 3a aAMMHUCTPATHBHEII aCNeKT AeATe/IbHOCTH KD
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Tpeacenarens HasHA4aeTCs NPUKA3OM JMPEKTOpA YUPEKACHWA W3 HMCIA COTPYAHHKOB
VupexieHns, HMEIOMMX BbICLIEE MEIMLMHCKOE 00pasoBaHHME, a TaKXKe OMBIT paboTel MO
OpraHM3alii JOKIMHAYECKHX M KIMHHYECKMX WCCIIeIOBAHHI, Pa3spelieHHI0 BOMPOCOB,
CBA3AHHBIX C DJTHYECKUMM AacleKTaMM OpraHu3ald M TNpOBeJeHHs JIOKIMHUUYECKHX W
KIMHUYECKHUX HcClie10BaHui,

3amecTuTenb npeacenarens KD HazHauaeTcs NMPUKA30M JUPEKTOpa YUPEKIEHUS M3 YHCIa
COTPYIHMKOB YHpEKICHUA, UMEIOLIKX BBICIICE MEJHIMHCKOE 00pasoBaHHe, a TAKKe OMBIT
paboTbl O OpraHHU3aLMK AOKTHHHYECKMX WM KJTHHAMECKHX UCC/IeJ0BAHHIA.

JIOJDKHOCTHBIE JTHLA MOTYT YIfTH B OTCTAaBKY CO CBOEro MMOCTA, NMPeACTAaBHB NPOLIEHHE 00
OTCTaBKe JAHPEKTOpY YuperIeHus.

JIOIDKHOCTHBIE JIMLA MOTYT [POBOAMTE POTALMIO.

B ciayuae OTCTaBKM WIIM JUCKBATM(UKAINK AOKHOCTHBIX JIMLl MPOBOJAT HX 3aMEHY TyTeM
nepen3OpaHus UM Ha3HAYEHHUS.

PacuidpeHue COCTaBa M BBeJCHHE HOBBIX wWieHOB KO mMpOBOAMTCA 1O PELICHHIO
Tpencenarens KD. Hoebie wieHsl BBOAATCA B cocTaB KO mocie €AMHOrIACHOTO roJIocOBaHMs
wienos KD.

Cexperapuar:

Cexperapuar cOCTOMT U3 cekpeTaps KD 1 MOMOIIHHKOB CEKPETaps.

Cekperapp KD Ha3mauaeTcs NpHKa3oM IUpeKTopa YupexIeHHs M3 4ucia COTPYJHHKOB
YypekieHus, MMEIOLIMX BbICHIEe WIM CPEAHEE CHEUHATbHOC oOpa3oBaHHe, 3HaHMA B
00GNIACTH STHYECKHX M MPAaBOBBIX aCMEKTOB 3allIUTLI NPaB M CBOOOA 4e/I0BEKa M rpakiaHuHa,
MOArOTOBNEHHBIH MO BOMNPOCaM STHKM, OpraHH3aUMd U MPOBEACHHA JOKIHHHYECKHX H
KIMHUYECKUX MCCIeI0BaHUi B YUpexKIeHHH, 1eN0npoU3BOJICTBa, enanetommii sHanusamu [1K,
yMeIoIuii 06pamatbcs ¢ 0QUCHON TEXHHKOM.

CekpeTrapyar HMEET CAEAYIOIUME QYHKIHMH:

opranuzaius 3pQeKTHBHOrO 1€/0NPOM3BOJCTEA 110 KAKIOH MOJIy4EHHOH 3asBKE,

JoBesieHHe 10 cBeeHus wieHoB KD paccMaTpuBaeMbIX MaTEpHaIOB;

OpraHM3aLMs PETYIISAPHBIX 3aCe]aHHM;

MOArOTOBKA ITOBECTKH H BeJIeHHe MPOTOKOJIOB 3ace/laHNA;

BeJeHue JoKyMeHTauuu KO 1 apXxuBa;

obecneyeHue MOArOTOBKH IepcoHala U YWICHOB K3;

obecrieueHre HeOOX0AUMOil agMuHUCTpaTHBHOI noaaepxku K9, ero Ilpeacenarens B cBsisy
C OTHOCAIUEHCA K €r0 KOMIIETEHMHU AEATEIBHOCTBIO;

texunueckoe obecnevenue aestensHocTH KO;

obecnieyeHie 0OHOBIEHAA HHGOPMALIHH 1O BONPOCAM, KacalOIMMCSA ITHKH, NPUMEHHTEIIBHO
K OHOMEIMLIMHCKHM HCCIIE0BAHHAM;

npur/ameHne Ha 3aceanus KO BceX 3aMHTEPECOBAHHBIX JIMLL 110 YKA3aHUIO [Tpeacenareis.
O6sizannocTn u cdepa oTBercTBeHHOCTH Wienos KI:

VyacTue B 3acelaHUAX KOMUTETA;

PaccmoTpenne, 00CyKIeHHE MaKeTa JOKYMEHTOB, —PCLCH3MPOBAHMC TpeAJI0KEHNH
OTHOCHTE/IbHO HOBBIX MCC/ICAOBAHUH M JOTIOTHUTEILHBIX MAaTepHasoB, NMPEACTABICHHBIX HA
IKCTIEPTHYIO OLIEHKY;

PaccMOTpEeHHE OTHYETOB O CEPLE3HBIX CYHadX HEKEIATC/bHBIX SBJIEHUH U OTC/IEXKHBAHHE
BBINOJIHEHUSA PEKOMEHIYEMBIX JeiicTBHIA;

MayueHHe OTHETOR O X0/ HCCNIEIOBAHUI M KOHTPOJIb 38 TEKYIUMMH HCCIC/I0BARIAMM,
ObecneueHne KOHOHISHIHAILHOCTH JI0KYMEHTOR 1 X 00CYKIeHHs Ha 3aCeIaHIAX K3;
O6baBneHHs 0 KOH(IUKTE HHTEPECOB,

VuacTHe B OOpa3OBATENbHBIX MEPONPHATHAX B  chepe  STHKH OHOMeIMLIMHCKHX
ucclieoBaHuil;

[NoBbileHHE KBAIM(pUKALMM TyTEM CTOKMPOBOK, TPEHHHIOB, MpPOrpamMM TEMaTHYECKOro
YCOBEPLIEHCTBOBAHHA H JIONOJHHTENBHONO 00pasoBaHms H T.1.

TpeGoBanus N0 KBOPYMY:

Jacenanne K MOKET GbITh MPOBEAEHO H €ro pellieHHs CUMTAIOTCA JeHCTBUTENBHBIMH NPH
NPUCYTCTBHM Ha 3ace/aHHI He MeHee 5 uieHoB KO.

3acenanue KD Moxer ObITh MPOBEAEHO U €rO PELIEHHs CUHTAIOTCA AEHCTBUTENBHBLIMH IIpH
NPUCYTCTBHH Ha 3aCe/laHiH 4/I€HOB KD 6e3 kon¢uiuKTa HHTEpecoB B GOJIbLIEM COCTABE.
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6.12.

Unenam KD momyckaercs mpucytcTBHe Ha 3acefanuax KD mocpeacTBoM TesneKoH(pepeHUHH
WM CBA3M uepes uHTepdeiic nporpammsr Skype, B TakoM cnyudae uieH KD npunuMatowmpii
Y4aCTHE B FOJIOCOBAHHH TPIIKIbI O3BYHMBAET CBOE PEIICHHE MO KAXIAOMY BOTIPOCY, YTOOBI
Bce wieHsl KD oanHakoBo BOCIIPHHHMAIH €0 OTBET.

Bea uHdopManus 1o KBopyMy 0ToOpaxaeTcs B MIPOTOKOJIE 3aCeaHus.

Oprannszanus padorel K3:

Pa6ouuii s3e1k KD - pycckuii. Bes nokymenTauus KD BeeTcs Ha pycCKOM SI3BIKE.

KD pacnonaraetca B 000pyZ0BaHHOM (KOMIILIOTEP, Tele(OH, KCEPOKC H T.1.) MOMEIIEHHH,
MpeyCMaTPHBAIOLIEM XpaHEHHe JOKYMEHTALMK U apXHBa, paboTy CekpeTaps.

Cogelanns 1 3acefanus K2 MpoBoasTcs B MOMELIEHUH Y UPEKIACHH.

JIns nepenaun He KoH(uAeHIHMANbHOH HHGOpMaLmK wWieHam KD HCMOnb3yeTcs BHYTPEHHAS
uHpopMaLHOHHas cucTeMa «PeriaMeHT» U 37IeKTPOHHAs 1oYTa.

Jlns nepegaun KOHGUACHUHAILHON HH(OPMALMH HCHOJIB3YETCA NEKTPOHHBIH HOCUTEb.

K? sBasercs OTKpbIThM opraHoM. Hudopmauma o ero JesTeNbHOCTH MyO/IMKyeTcs B
COLMANILHBIX CETHX, Ha caiiTe YupexaeHus u Ha caiite KO.

Hokymentsl KD, Bkmodas COIN, cnucku unenos KD u Jp., NpelocTaBIglOTCA 3as8BATEMIO 110
3anpocy.

KontakTsl KD yka3ansl B paszene 6.15 Hacroamei COIL

®unancosoe obecneyenne geareabnocTn KI3:

Vupexieune obecneuupaer KD Bcem HeoOXOIMMBIM BHC 3aBHCHMOCTH OT 0bbema
BBITTONTHAEMBIX padoT.

Cpe/icTea, mojiydYeHHbie YupexkIeHHEM MO [OrOBOpaM CONPOBOXACHHS NOKIHHUHECKHX W
KTHHUYECKIX MCCI1e10BAHMIL, He BIMAIOT HA MPUHUMAaeMble peleHus KO.

6.13. Hezapucumoctb KD, Kon(paaKT HHTEpPECOB, KOH(HACHIHAILHOCTD!

H3BecTHO, YTO MOTEHLMANILHBIE MPUUMHEL 11 BO3HUKHOBEHHSA 3aBHCHMOCTH H KOHQIIHKTA
MHTEepEcOB OYIyT CyLIECTBOBATH BCET/a, KaK CYIIECTBYeT U BEpa B TO, YTO aAMUHUCTpaLi
VupexzaeHus, T0KHOCTHBIE JTHLA K7D, unenr K3, KoHcynbTaHThl, MPUITIALICHHBIE JTHLA 1
Jp. CMOTYT HaifTH BbIXOJ W3 KOH(IUKTHOH CHTyallu BO MM BBICLLEH LIETH - 3alUMThI NPaB
yenoseka. TTOTEHLMAIbHBIE PUCKH JOMKHbI ObITh BbIABICHBI M [PENOTBPALICHBI IYTEM
cobmonenus nopM 3tuku 1 COIL

Dkenepruza KO ABngeTcsa Ha4aabHbIM 3TarloM OpraHusaliy Hccnenosanuii B Vupe:k/IeHHH H
KD He3aBHCHM B CBOMX OlIEHKaX, COBETaX W PELUCHUAX.

K7D Gonbluoe BHUMaHHe yAenaeT BhIARICHUIO H NPEI0TBpallleHHUIO KOH(IMKTa HHTEPECOB.
Bce yuactsyiomue B pabore KO npuHMMaOT Ha cebs obs3aTeNbCTBA MO COTNIALIEHHIO O
KOH(pMAEHUHATBHOCTH/KOH(PIHKTE HHTEPECOB, COTJIACHO COIT-K2-002.

Bcem yuacteytomum B pabore K3, cneayer He3aMeTUTENLHO H3BECTHTD JO/DKHOCTHBIX JIHI
KD 0 (aKkTHHECKHX WIH MOTCHIHATbHBIX KOH(IMKTHBIX MHTEPECAX, UMEIOIINXCA B CBASH €
KaKuM Obl TO HM OBUIO KOHKPETHBIM [€7I0M, HaXOAIUEMCA Ha PacCMOTPCHHH B KD u
BO3/IEPHKATHCA OT KAKOro Obl TO HH ObLIO Y4acThs B AMCKYCCHAX WIH BBICKA3bIBaHWs MHEHMIA
o NoBOAY 3TOro acjia.

Ecnu y unena KD ecTb KOHQIHKTHBIH HHTEPEC, OH JOJLKCH H3BECTHTER 06 srom [lpencenarens
I ero 3aMecTHTeNs U MOJKET HE YJacTBOBaTh B JKCIEPTH3E M MPUHATHH PCLICHNA, 32
MCKJTIOUEHHEM Npe/ICTaBIeHHs HH(OPMALIMH 10 3ampocy KD.

Ecnu 3asBUTEND, HpeﬂCTaBHBLUPlﬁ HCCJIEIOBAHUE CYHUTACT, HTO OJHH H3 YWICHOB KD umeer
NOTeHLMANbHBIH KOH(IUKTHBIH HHTEPEC, OH BIpPaBe notpe6oBaTh, 4To0bl 3TOT wWieH K3 ObLI
HCKJIIOUEH M3 4ucl/la 3KCIIEPTOB, NpOBOAALIHX JKCIIEPTH3Y. 3anp0c B NMUCEMEHHOM BHIC
nonaerca Ha ums Ipencemarend K3 un ero 3aMeCcTHTENA. B HEM J0/DKHBI ObITh YKa3aHbl
MPUYMHBI ¥ TIPHBEIEHbI APTYMEHTBI, MOATBEPICIAIONINC cymecTBoanue y wiena(os) KD
KOHQMUMKTHOro HHTepeca. KO MOXKET NpHHATH PELICHUC O paccrieloBaHuu 110 NOBOIY
npeTeH3Hi 3aaBUTEA.

BoaMOXKHbIE MPHUHHBI BOSHHKHOBEHUA KOHQIHKTA HHTEPECOB:

ynen KD Mmoxer ObiTh BOBJIEYEH B MOTCHUHAIBHO KOHKYPHpYIOLIMIT MCCIE0BATENbCKHI
IPOEKT;

yten KD uMeeT A0CTYN K HCTOYHMKaM (HHaHCHpOBAaHMA WK MHTEJUIEKTYIbHOM
nH(opMaLiH, YTO Ja€T eMy BO3MOMKHOCTD n000upoBaHHS;

JIMYHblE TIPUBS3aHHOCTH WieHa K3 Melaer ObITh OOBEKTHBHBIM NPH NPUHATHH PCLICHHA.
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6.14.

6.15.

C uenbio NpeJoTBpaLeHHs BO3MOXKHBIX MPUYMH BO3HUKHOBEHHS KOH(IMKTA HHTEPECOB,
nonutuka KD Dazupyercd Ha NpUHLMIIAX:

OTEHIMANbHBIN KOHQIMKT MHTEPECOB JO/KeH ObITh BBISBIEH W TPENOTBpAlCH MyTEM
coOnoeHNs YCIIOBUI cornaleHus;

HEJIOMYCTHMOCTh YYaCTHs B NPHHATHH peweHui KO uMerouero KOH(JIMKT HHTEPECOB “JieHa
K9;

NPOBOJANTL OKCMEPTH3Y HCCIENOBaHWH BHE 3aBHCUMOCTM OT CTraryca COracoBaHuA
JOTOBOPHBIX OTHOILIEHMIA;

BKJIFOYATH B CBOI COCTAB JIFOAEH KaK YaCTHBIX JIHLL, 110 HX JINYHOCTHBIM Ka4eCTBaM, Ha OCHOBC
MX MHTEPecOB, 3HAHMA M OMLITA B OONACTH STHKM MM HAayKHM, a TaKke Ha OCHOBAHHH
CTpeMJIEHMs M COTJIacHsl YAEIUTh HeOOXOAMMOE BpeMs W YCHIMi JJid paborel B KD u
cieloBaHMAM Lieneil u npaeunaM pabotsl K3;

pa3palbaTsIBaTh, BHEAPATH M KOHTPOJIUPOBATh BBINOTHEHHE COIT;

npenocTaBnaTh wienam KD coBpeMeHHbIE STHIECKHE HOPMATUBHbIC IOKYMEHTBI,

Bce yuacTeylomme B pabote KO3, paboraioT Kak YaCTHBIC ML, & HE B KauccTBo
MpecTaBUTENs KAaKoro Mubo coo0luecTBa U HE B KaU€CTBE 3allMTHHKA HHTEPECOB KaKoii Obl
TO HH GBLIO OPraHU3aLMK WK CBOMX COOCTBEHHBIX;

rcem yuacTBylommM B pabore KO, BMeHseTcs B 00A3aHHOCTH - MPOBOAWTL HE3ABHUCHMYIO
SKCTIEpPTH3Y KaK STHYECKHX, TAK M HAYYHBIX aCTEKTOB HCCIIEAOBAHIS C YHACTHEM HElOBCKa
WK GuoNorMyeckoil MoJeIM B KauecTBe CyObeKTa HCC/ENOBAHMA, MPUHHMATH PELICHUA H
BBI1ABaTh MAaKCHMaJIbHO 00BEKTHBHbIE PEKOMEH/AIMH, HCXO0Ad U3 esneil gesrenbHocTH KO,
nesTensHocTh KD I0MKHA COOTBETCTBOBATE CAMBIM BHICOKMM STHYECKHM CTAHIApTaM, yTOObI
onpasiaTh JoBepHe cooOulecTBa, 3allMas Mpasa M Onarononyune Y4acTHHKOB
HCCe10BaHUs,

OT BceX ydacTByioumx B pabore K3 0XHiaeTcs, 4TO, HCIOTHAA CcBOH 00A3aHHOCTH, OHU
Oy/1yT COOTBETCTBOBATh BbICOKMM 3THYECKHM CTaHApTaM.

Bce yyacTeytomue B pabore KD, obasyrores cobmoaaTh KOHPUIEHUMATLHOCTb, XPAHATDH
IPOU3BO/CTBEHHYIO 1 KOMMEPUECKYIO TaliHy (He pa3riaiarh), JIOBEPEHHYIO UM, H obewaror,
yTO He GYIYT HCTIOIB30BATh ¢ B MHBIX LE/AX, KPOME NPEMICAHHbIX, TaKKe He PacKpoIoT e
Kakoii ObI TO HH OBLUIO TPETHEH CTOPOHE.

VyacTeytouas B pabore KO, nepenanas i 03HAKOMICHHA HIH 3KCMepTU3bl NMUMCbMEHHAsA
KoH(UIeHMaNbHas HHpOpMaLHs, HE Oy/IET KOMMPOBATHCA M HE CTAHET NPEAMETOM CAEIKH.
Beskas  koupmaeHuuansHas HH(oOpMauyd, TPEACTaBieHHas LI O3HAKOMJIEHHS  WIH
3KCMepTH3bl (BCE OK3EMILIAPbI) B mpouecce pabotsr K3, ocraeTcs HCKIOYHTCIRHO
cobereennocTeio KD.

[Moctynar paboter KD - nposeicHHe He3aBHCMMOI OT JHOBBLIX BIHAHMI OTHYECKOi
OKCTIEPTH3BI.

Pocnyck K3J:

K" pacnyckaeTcs N0 pelieHHIO AnpeKTopa VupesxaeHus.

KD pacmyckaercs MO PEIIEHUIO KD Ha OCHOBAaHMM PAcCMOTPEHHA MHCHLMEHHOIO
apryMeHTHPOBAHHOIO 3aABJICHUA NPEACCATEN KD.

KontakThble aannbie Komurera mo JTHKe IIpH (enepansHOM TroCy1apCTBCHHOM
OIOKETHOM  Y4pexKAeHHH «HauMoHaNbHBII  METHLIMHCKHI HCC/IeOBaTENBCKUIH  LIEHTP
onkonoruu umenn H.H. Ietpoa» MuHHCTEPCTBa 3ApaBOOXPAHCHISA Poccuiickoit Denepanuu
(cokpaiueno: ®PI'BY «HMHMLI onkonoruu nM. H.H. Ilerposa» Mun3pasa Poccun)

Anpec: 197758, Canxr-IletepOypr, M. TMecounblii, y/1. JleHuHrpajckas, 1om 68
JlaGopaTopHsiii kopryc ka6., 228.
Tpencenarens KD: Cemenoa Anna Mropesna, Teil.: (812) 4399555,

E-mail: mirannia@yandex.ru

3amecturens npeaceaarens K3: Kynesa Cernana AnekcanapoBHa, Tei.: (812) 4399555,
E-mail: kulevadoc@yandex.ru

Cekpetapb KD: Pazanckas Ceernana CepreesHa, Tei.: (812) 4399555 (3303),
E-mail: EC@GCP.center
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Haszpanue
Himep KonduaeHunanbHOCTb U KOHQIUKT o
COIT-K2-002 5.0 or 16.08.2018 r.
MHTEPECOB

Co,uepmanne H HajHaAICHHEC
O0bacHAeT npoueaypy coboaeHHA KOHPUACHUHATLHOCTH
¥ npejoTBpalleHus KOHGIMKTa HHTEPECOB

MecTOHAXO0XKIeHHS 3amensier BepcHio

OI'BY «HMMUL] oukonoruu um. H.H. Tlerposa» 4.0 01 17.08.2017 .

Munsgpasa Poccun
197758, Canxr-IleTepOypr, noc. [lecounsiii,
yi1. JlenuHrpajckas, oM 68

JlaBopatopHsiit Kopryc, kab. 228.
Komuret no Oturke

CocrasJiieno IIposepeno:
[Montopauxuii A.H. CemeHoBa A. M.

Ipeacenarens K9
YreepxaeHo Ha 3aceqanun K39 CemenoBa A.H.

Hoanuch

JlaTa 3acenaHus Homep 3acenanus Mara
16.08.2018 r. NelO 16.08.2018 r.




Heas - onpemenehue  dopmel,  ycioeuii  u npolecca  3aKIiOYeHHs  COrIalleHHs

0 KOH(HAEHUMATEHOCTH/KOHIUKTE HHTEpecoB (aee - Cornawenue) B KD.

O6uacrs npumenenns — yuactue B pabote KD.

OrsercTBennocTs: Bce uieHsl KD 00s3aHbl nmoamucats Cornawenne (®opma COII-002-01).

HoBble wmenbl, craxeps, HesaBucHMBlE KOHCY/IbTaHTbI, MpPEACTABUTENH MCCAEA0BATENS W

CMOHCOpA, MHCIEKTOPLl M Ap. JIMUA, MOMYLIEHHBIE K O3HAKOMJCHHIO C JOKYMEHTaumueil mno

HCCICI0BAHNIO MITH JOKYMeHTalmei KD, npurnameHHsle Ha 3acenanue KD, oba3ausl npounrars,

MOHATh, NMPUHATE M noanucate Gopmy Cornawenne (Popma COI1-002-02) no TOro, Kak OHH

npuUCTYNAT K paborte. Bianku CornameHus AOMKHBI ObITh pa3paboTaHbl M yTBEpKJCHBI Ha

3acenannn K3 u xpanntbea B apxuse. Cpok gaelicTeusa Cornamenus - beccpounblii. 3a dakr

MOANMHUCAHMA  COTJIALUEHMA HECeT OTBETCTBEHHOCTh cekperaph KD. [loanucaHHble JHCTHI

nomemaroTcs B paii «KoHpuACHUHATBHOCTEY M XpaHATCA B apxuBe K3. Bropoii noanucanHsblii

3K3eMIIAp (opmbl CornauieHys ¢ NOAMUCHIO WieHa CeKpeTapuara i JaToi MoJNHCaHuA XpaHUTCH,

KaK O)HLHANIbHBIH JOKYMEHT Y IOMHCABLIEro.

Ioapo6uan muCTPYyKUMA HO NOANKCAHAIO COTIAMICHHS:

Bee nmua, noanuceisatomme (GpopMy cornacus 0 KOHGHIEHLIUATEHOCTH, NIONY4aloT 2 3K3eMIuispa

¢opmbl Cornamenus. OHU 0053aHBI BHUMATEILHO 03HAKOMHTBCS C COJIEpIKaHHEM, YKazaTh CBOH

Aanubie (PHO), noctaeuts noanuck u aary. [pu BO3HUKHOBEHUM BOTIPOCOB HEOOXOJHUMO 3a]aTh

HX cekperapro KO.

Bce numua, nogmucasmme dopmy Cornacus, ofszambl cobmomaTh Bce YCJIOBHSA, YKa3aHHblE B

CornauleHuu.

KoHOMMKT HHTEpecOB — 5T0 cUTyalus, KOra HeKoe JHLO UMEET JTHYHbIC HiH npodeccHoHaNbHbIE

HHTEPECHI, OCTATOYHBIE [UIS TOro, 4YTOOBI MOBJAMATE HAa OOBEKTHBHOCTb M OOOCHOBAHHOCTD

NeHCTBHIA, OTHOCAIMXCS K cepe npodecCHOHANBHOIT AeATeILHOCTH.

Kon¢nukr uaTepeco Bo3HUKaET, Koraa:

¢ YaCTHBIC HHTEpPECH] Y€/JI0BEKA HE COBNaJaloT C ero ﬂpOd)CCCHOHaHBHbIMPI OﬁﬂSaHHOCTﬂMH;

*  MpohecCHOHAIbHBIE ACHCTBYA MM PELIEHHA MOTYT GbITh 0GOCHOBAHO MOJABEPTHYThI COMHEHHIO
nyTrem HE3aBUCHMOIA SKCIIEPTH3EI

*  KOHQ)JIMKT 3aBHCHT OT CHTYalUH, a HE OT XapakTepa JAeiiCTBHIi YenoBeKa.

[loTeHuMaNbHbI  KOH(IMKT HHTEpECOB JODKEH ObITh BbIsBIEH M TPEJOTBPALIEH IyTeM

COO/II0EHUS YCJIOBHIA COTJIALIEHHS.

O HaiM4uMM KOH(IMKTA MHTEPECOB IHMIO 0053aHO COOBLIUTbL 10 NPOBEJEHUS 3THYECKOI

OKCMEPTU3bl MIM 10 Hauana OoOCYXjeHHa npoekTta (uccinemoBanus). CBefeHHS O HATHYUH

KOH(JIHKTAa HHTEPECOB 3aHOCATCA B MPOTOKOI 3acenanus K3,

JInuo, umerolee KOHQINKT HHTEPECOR HE MOKET MPHUHMMATE YYaCTHS B FONOCOBAHHH MO TOBOJLY

MPOEKTA, [10 OTHOLIEHHIO K KOTOPOMY OHO MMEET KOH(IHKT HHTEPECOB.

Crpannua 2 us 4



Vo

®opma COII-002-01

OBA3ATEJIbCTBA O KOHOHUJEHLIMAJIIBHOCTHU U
O 3AJBJIEHHMH B CTTYYAE KOH®JIUKTA UHTEPECOB
Ans wieHoB KomureTa no 3tuke npu
OI'bY «HMHL] onkonoruun um. H.H. Iletposa» Mmunzapaea Poccun

A,
(OPHO nonHOCTEIO)

A, unen Komurera no Irtuke npu ®I'BY «HMHL] onkonoruu um. H.H. INerpoa» Munsapagsa
Poccun, 00s3ytock coxpaHATh KOH(UACHLMANLHOCT HHGMOPMALMH, CBA3AHHON C KIMHUYECKHMHU
UCCIIeI0OBAHUAMM, MATECPHANIBI KOTOPBIX paccMaTpHBAlOTCA Ha 3acedaHuax Komurera no Druke.

A py4aroCb B TOM, YTO HHKakKasd AOKYMCHTALMA B OPHIMHAJIC W/IM KOMNHH, & TAKKE€ HUKaKasd
undopMalis O KIMHMYECKUX MCCIIEJOBAHUSAX, UX XOJ€, YYaCTHHKaX W mp. He GyJeT nepenaHa MHOIO
TPETBUM JIMLAM WIH KaKuM-THO0 00pa3oM pasrialleHa, 3a MCK/IHOUEHHEM Ciy4aes, MpefyCMOTPEHHBIX
JEHCTBYIOLHM 3aKOHOAATEILCTBOM.

A obasytock craeuth Ilpejacenarens v wieHoB KomuTeTa no DTHKE B W3BECTHOCTH 000 BCex
ClIy4asXx NMOTCHUHAJIBHOIO HWJIH SABHOTO KOHd)HHKTa UHTEPECOB B CBA3H C MOMM Y4YaCTHEM B KakoM-JTHOO
KIMHHYECKOM MJIM JPYroM MHCCIefOBaHMH, Moero (UHAHCOBOH, Hay4HOH M/ npodeccHoHaNbHOI
3aMHTEPECOBAHHOCTBI) BO B3aMMOJEHCTBHU C KEM-THOO W3 3asgBUTENIEH, MOMABLIMX MCClIEOBAHHE
(npoext) B KomuTeT Ha 3THYECKYKO OSKCMEPTU3y M HE Y4YacTBOBaTh B TOJIOCOBAHMM MO TaKMM
ucceoBaHuAM (TIpoeKTaMm).

IMoanuce:

Hara: «__ » 201 r

Crpannna 3 uz 4
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®opma COII-002-02

OBA3ATEJIbLCTBO O KOHOUIEHIIMAJIbBHOCTH

1 He wieHoB KomuteTa no DTuKe npu
OI'bY «HMHUL] onkonorun um. H.H. [Terposa» Munzapasa Poccun

A,
(PHO nonHoCTLIO)

00A3YI0OCh COXpaHATb KOH(QHUACHUHAIBHOCTh HMHGOpMALMH, CBA3AHHOH C AOKJIHHHYECKHMH W/HIH
KIMHHYECKUMH HCC/IeA0BaHMAMH, MaTepUalbl KOTOPLIX paccMaTpUBAKOTCA Ha 3acedaHHaX Komurera no
Atuke npu OI'BY «HMMUI] onkonornu um. H.H. Ilerpora» Munszapasa Poccun.

J pyuatocb B TOM, YTO HHKakas JOKYMEHTALMA B OPMIHHAJIC WM KOMHH, a TaKKe HUKaKas
HH(pOpMaLKA O KIMHMYECKHX MCCIEI0BaHMAX, MX XOJe, YYaCTHHKAxX W np. He Oyler mepenaHa MHOIO
TPETHUM JIMIAM WIN KaKuM-1u00 06pa3zoM pasriialieHa, 3a MCKIOYEHHEM CITy4aeB, MPEayCMOTPEHHbBIX
JelCTBYIOLHMM 3aKOHOATE/IbCTBOM.

IMoanuce:

Jara: «__ » 201__r.

Crpannna 4 n3 4
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Homep
COI1-K>-003

Hazpanue
BbI0OOp KOHCYJIBTAHTOBR

Bepeusn
5.00116.08.2018 r.

Coaep:xanue n Ha3HAYeHHE
OO6BsAcHSET NMpoLEAYpPY BEIOOpa KOHCYIBTAHTOB

MecTroHaxo:xaeHus
OI'bY «HMHUL] onkonoruu um. H.H. Iletpora»
Munzapasa Poccun
197758, Canxr-Iletepoypr, noc. [lecounsiii,
yn. Jlenunrpanckas, aom 68
JlaGopaTopHblii Kopryc, kab. 228.
Komurer no Jtuke

3amMeHsieT BepcUIo
4001 17.08.2017 r.

Cocrasiieno
IMonTopaukuii A.H.

IIpoeepeHo:
CemenoBa A.H.

VrBepaaeno Ha 3acenannn K9

IIpeacenarens KJ9
Cemenosa A.1.

Jdara 3acenanus
16.08.2018 r.

Homep 3aceganus Hdara
NelO 16.08.2018 r.

Tloanuces
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e — oxapakTepus3oBaTh NpPOLEYPY NMPHBICUCHHS CTIELHATHCTOR B KAYECTBE KOHCYJIbTAHTOB

(manee - KoHcynbTaHT), 4bsi npodeccroHanbHAS KBaIM(HKAUUA B 00JACTH CrIENHATbHBIX

BOMPOCOB HeOOX0AMMa 1141 POBE/ICHHA IKCIIEPTH3bI KOHKPETHOTO HCCIeNoBaHNs B K.

Obaacts mpumenenns: Bo Beex ciyuasx mestensuoctu KD, korma paccmaTpHBaeMblii BOIPOC

JIEXHT 33 00/IACTHIO NPOPECCHOHAILHOM KOMIETEHTHOCTH Y/IEHOB KOMHTETA, [IPH BOZHUKHOBEHHH

pasHornacui Mexay wieHamu K3 no Bonpocam miaHHpyeMOro WM MPOBOJMMOr0 HCCIIe0BaHS

JUTA TIOJTYYEHUA TPETHErO MHEHHS.

OteercrBennocTH: BHIGOp H 0106peHHe KaHAuaaTyp KOHCY/IbTaHTOB /1S €/IMHOBPEMEHHOIO WM

NMOCTOAHHOrO KOHCYJILTHPOBAHHA B CHEUMANBHBIX RBOMPOCAX MOXET OITh MHMLIMMPORAHO

aAMUHUCTpalmeil Yupexaenus W wieHom KD. VTBep:ienue M mpuriaiieHue Koncynsranra

BXOIHT B MOTHOMOYMS aAMHUHUCTpauny Yupexaenusa U [Ipeacenarens KD.

KoncyanTanTei:

K3 moxer onuparecs B CBOMX CyKAEHHAX OTHOCHTENLHO OTAEMbHBIX [IPOTOKONOB MCCIEI0BAHMS

WIH PEKOMEHalmii Ha MHeHHe KOHCY/IBTaHTOB MO OMpe/IeIeHHBIM BOMPOCaM, OHAKO MX Irojoc

ABJIAETCA COBELLATE/IbHBIM, @ HE PELIAFOIIM.

KoHcynbranTtom Mosxer GBITh:

* COTPYAHHK mpoguibHoro nojpasgenehus ®IBY «HMUL] oxkosoruu um.H.H. ITerposay
Munszapaea Poccuu;

*  COTPYAHHK MPOPUILHOTO HAYTHO-HCCIIEJ0BATEILCKOr0/00PaZoBaTEILHOIO YPEHKICHHA;

* NpPEACTaBUTEIb KOMaH/Ibl HCC/IEI0BATENE;

* BeAyLIMii cneuualInuCT B cBOEH 0bacTH.

KoHcynbranT MoXeT HasHauathes mpefcenateneM KD M3 uMCia SKCMEPTOB 1O MpeaMETy

HCCJICI0BAHUA, BOTPOCaM OPUCHPYACHLUMH, DEMUTHH M Jp. JUIA MPOBEACHUS 3KCIEPTH3bI 10

KOHKPETHOMY MCCIIEIOBAHHIO.

Bribop KoHcynbranta ocyliecTeisercs o KpUTEpHSM COOTBETCTBMS KBAIM(DUKALMM IpeaMeTy

KOHCY/IbTHPOBaHHs, KOMIIETEHTHOCTH, AOCTYMHOCTH H HE3aBUCUMOCTH.

YTeepxaenue u npurnamenne Koncynsranta exomut B noaHoMouus IIpencenarens K3. Ipu

BbIOOpE KOHCYNBTAaHTOB HEOOXOIUMO 0JJ00peH e €O CTOpOHBI YieHoB KD.

KOHcyﬂbTaHTl:l, MpH NPHUBJIEYCHHH K STHUYECKOH IKCNEPTH3C, NO/DKHBI MOANMHCATE COIIAICHHE O

KOH(OMAEHINANBHOCTH/KOHDIUKTE HHTEpecoB. KOHCYILTAHT OCYIIECTBISET 3KCMEPTHIY B

COOTBETCTBHE C npoue;(ypoﬁ H Tpe6OBaHHﬂMH, p%paGOTaHHblMPl U YTBEPMKACHHBLIMH Ha 3ace1aHHuu

KD.

KoHcybTaHT MOXKET MpUCYTCTBOBAaTh Ha 3acedaHud KD, npeicTaBisTh OTHET, Y4acTBOBATh B

00CY:K/A€HHH, HO HE MOJKET I'0JIOCOBATb.

IMpoueaypa oueHkn KOHCYNETAHTOM TIPEACTABIEHHBLIX JOKYMEHTOB MpPEeaYCMATPHBAET OTBETHI HA

Bonpockl ykazanHslie B @opme COI1-003-01.

OreercTBeHHOCTH 32 B3auMojielicTeue ¢ KOHCY/IBTaHTOM, NpeJocTaBlIeHe eMy JOKYMEHTOB Ul

IKCMEPTH3bI, TOJNYYEHUA OT4YEeTa W TMpUriaumieHue and ydactus B 3acefanud KD  (mpu

HEOOXOAUMOCTH), MOAMKHCAHUE KOHCYJbTAHTOM (OpPMbI  KOH(MACHLMATBHOCTH/KOH(IMKTA

HHTEpecoB HeceT cekpeTapk K.

JIucT HanpaBneHHs MCCIECAOBATENBCKOrO MPOEKTa Ha AKCNEpTU3y KOHCY/IbTAHTY COOTBETCTBYET

®opme COII-003-02.

Jluct  HanpaBlieHHsT  JMCCEPTALOHHOTO HCCleaoBaHMa Ha skcreptu3sy KoHcynwranTy

cootsetrcTByeT ©opme COI1-003-03.

XpaneHue Matepuanos skcnepTussl Koncynsranra K3 He ocymiecTsiseTcs.

YuacTue KoHCy/bTaHTa B pabore K3 orobGpakaercs B ripotokose sacesanus KD.

Cekperapp xpanut uH$opmauuioo o Koncynsrante B cneupansHoii manke (CV, jaoroeop o

KOH(UAEHLMATIEHOCTH).

CekpeTaph OTBETCTBEHEH 3a CO3JaHHE pPEeCTpa KOHCYJIBTAHTOB C YKasaHueM o00nacTH MX

KOMIICTEHTHOCTH (3THKA, HOPHCIPYACHIHA, OTAE/NbHbIE 001acTH  MEIWLMHBI, CTaTHCTHKA,

METOJI0NIOTHA, TPeICTaBIEHHe HHTEPECOB MALMEHTa U PA3IUYHbIX COOOIECTB).

Crpannua 2 u3 §
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®opma COII-003-01

ITpouenypa ouenku KoHCyabTaHTOM MpeACTaBIEHHBIX JOKYMEHTOB
npeaycMaTpUBaeT OTBEThI Ha CEAYIOLIUE BOMPOCHI:

MO2KHO /1M TIOTY4HTh 3aKTOYEHHE 110 3PDEKTHBHOCTH M G€30MaCHOCTH JIEKApPCTBEHHOTO CpeCcTRa
C NPHBJICHEHHEM MEHBIIET0 YHC/IA YYACTHUKOB MCCIEN0BaHNA?

Hmerotest M y McclienyemMoro mpenapara aHaaorH W HCTIONB3YVIOTCS OHH CEroJHS S JIeUeHHS
OoMIbHBIX AaHHOI maToNoruei?

Kakoii crannapr neuenns nanHoro 3a6oseBanus npuHaT B Poccuu?

Kaxkoe neuenne nomydan Obl 00716HOI, ecii 661 He ObIT YHACTHHKOM HCCIIE0BAHKS?

B ueMm pasnuune Mex 1y CTaHAapTHOI CXeMoii JieueHns (KOTOpylo GONbHOI nony4an Obl, eciu Obl
He ObLI Y4aCTHUKOM HCC/IEIOBAHHS) H TPe/UTaraeMoii pH MpoOBEICHHUH YKCIIEPUMEHTa?

KakoBbl J10mosHuTeNbHbE MPOLICAYPL (€YeGHBIE M HMCCIEOBATENBCKHE), KOTOPBIM Oyner
NOJABEPrHYT YYACTHUK DKCHEPHUMEHTA, KAKOBBI Hey106CTBa, KOTOPBIM OY/IET NOABEPrHYT MAlHEHT?
OnpaeiaH 1M NpeacKasyeMblii PUCK M JPYrHE HEXeNaTelbHbe NMOCIEACTBHA A1 YYACTHHKOB
UCCJICJOBAHHA 110 CPABHEHHIO C 03KHAAEMOIT MONB30i1?

KakoBa Bo3MOsKHasi 10JIb3a V15 ALMEHTa OT Y4acTHs B HCCEA0BaHUN?

[oteHumanenas 3(eKTHBHOCTb, PUCK M HEYN0OCTBA OT NPUMEHEHHS HOBOTO JIEKAPCTBEHHOrO
CPEICTBA OLEHUBAIOTCS MPH CPABHEHUU C JIYYIUUMU U3 YiKE CYIIECTRYIOIIUX JHATHOCTHYECKHX U
TEPANeBTHYECKUX CPEJICTB WM CXEM JICHECHHA?

Uudopmuporanusiii nucTok n popma HHDOPMHPOBAHHOTO COracks oTobpaxkaeT HH(OPMALMIO B
HeoOX0MMOM 00beMe U Ha JOCTYMHOM JUTA He CTIELMATICTa YPOBHE?

Ornen opraHM3alMu JOKIHHHYECKHX H KIMHHYECKMX HCCIeNOBaHMiT YupekaeHHs NPOBOIMT
MPOBEPKY KauecTra paboTel HCCIEAORATENEH, KAKHE Pe3Y/IBTAThI TIPOBEPKH?

Kakoii ctannapt HCnosb3yeTcs A1 aHaJOTMYHBIX 3KCIIEpUMEHTOR B Poccuu u 3a pybesxom? (s
JOKITHHHYECKHX UCCIE0BaHHIT)

KakoBa HeoOXOIMMOCTL BBIMOJHEHHA OKCIEPHMEHTA HA OWOJOTHYECKMX Moaensx? (mus
JIOKIIMHUYECKHX HCCleI0BaHuit)

VcioBusa NpoBeaeHU 3KCIEPUMEHTOB Ha OMONIOrHYECKHX MOAETISAX COOTBETCTBYIOT HOPMATHBHBIM
TpeboBanuAM? (151 JOKITMHHYECKUX HCCIIE0BaHHIA)

Caenatb BbIBO/.

3aKniOYeHHE NO0DKHO 3aBEpLIATbCA PEKOMEHAAlMed MPOBOAMTL WM OTKIOHHMTb HCCIEI0BaHHE, €C/IH
HeoOXO/MMO — YyKa3aHHeM Ha M3MeHeHHe au3aiiHa HccleloBaHus, ¢ 00s3aTeNbHBIM 0OOCHOBaHHEM
npeiaraeMbIX U3MEHEHHIt Wid apryMeHTalueii 0Tkasa B peKoMeHIalHu.

Crpannma 3 u3 5
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Dopma COII-003-02

JlucT HanpaseHns HCCeI0BATENLCKOrO NPOEKTa Ha SKCnepTH3y KoHcybTanTy

Ha skcnepTusy HanpaeiseTcs KTMHHYECKOE HCCIIe0BAHHE 110 npoToKoy Ne

Hazeaume

I'naBHbIif HCenegoraTens

Kinnnnueckas 6aza

CrielMaIbHOCTh

JlexapcTeennsiii npenapar

Kondinkra HHTEpECOB 110 JaHHOMY HCCIE0BAHHIO:

1) He umero
2) umero

DKcnepTH3a
1) nepBuyHas
2) BTOpH4Has

3akmouenne KoHcynbranra:
UCClIeI0BAHHE
1) pekoMeH10BaTh

2) pekoMeH10BaTh ¢ 3aMEUAHHAMH (3aMEHaHHs YKa3aHbl B 3aKIH04eHIE KOHCYIbTaHTa)

3) He peKOMEH/I0BaTh B CIUTY:

a) BBICOKO# ONACHOCTH JJ15 Y4aCTHUKOB MCCJICA0OBaHHA

6) OTCYTCTBHS aKTYaJILHOCTH, HAYYHOI HOBH3HBI, IPAKTHYECKOH LIEHHOCTH
B) HEBO3MOXXHOCTH MPOBEJEHUS Ha peKOMeH1yeMoii Oaze CiiaMHi YKa3aHHOTO

[JIABHOT'O HCCllefoBaTens
r) apyroe

PasBepHyTtoe 3akmouenne KoncynsranTa:

Iloonuce

@HO xoncyromanma

Crpamnna 4 uz §
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®opma COII-003-03

JIucr Hanpag/ieHUs AUCCEPTALMOHHOTO HCC/ICA0BAHMNS
Ha 3kcnepTHsy Koncynesranrty

®UO uccnegorarens:

HCCJ'IGZ[OBaTeJ]bCKaH MO3HLHA;

CneunansHOCTb, MOApasieeHNE:;

PykoBoaurens:

Haspauue uccnenopanus:

Marepuan nccnenoBanus:

Ob6ocHoBanme:

MeTtoapl HeCIeI10BaHKA:

HHuBas3uBHbIE:

.Hel{apCTBEHHBIe npenaparsbl:

HudopmaumonHoe cornacue, zaMmevaHus

Hudopmanus ana nauueHTa, same4anis

Bonpochst:

Ioonucy DHO xoncynemanma

Cipannua S uz §



Hazpanue
Hasnauyenue skcnepra U3 yucna
ynenor KD

Homep
COII-KD-004

Bepcust
5.0 or 16.08.2018 r.

Copaepxanue H Ha3HAYEHHE
OO6BsAcHsET NpoLeAypy Ha3HAUEHHS SKCIIEPTOB U3 YUCIa
yneHoB KD nns skenepTH3sl U NpeACTaB/IeHHs HCC/Ie0BAHUS
Ha 3ace/laHuM

MecroHaxoxaeHus
OI'bY «<HMMUIL] onkonoruu um. H.H. Iletposa»
Mun3apasa Poccun
197758, Caukr-Ilerepbypr, noc. [lecounsii,
yn. Jlenunrpazckas, 1om 68
JlabopatopHslii kopnyc, Kab. 228.
Komuret no DTHke

3amMeHseT BEPCHIO
4.0 ot 17.08.2017 1.

CocTasJjieHo
[Tonropauxkuit A.H.

IIposepeno:
Cemenora A.H.

Yreep:xkiaeno Ha 3acefannn K9

Ipeacenarean K9

CemeHoBa A.J.

Homep 3acejanns

Jara 3aceqaHust No 10 Hara

16.08.2018 r. 16.08.2018 r.

_Tlognuck
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Iear — oxapakTepu3oBaTh MNPOLEAYPY HA3HAYEHMS SKCMEPTOB M3 umcna wieHos KD s
3KCIIEPTH3BI U NPE/CTABIEHHA HCCIIEA0BAHUS Ha 3aceIaHuAX (aliee - DKCnepr).

OGnacre mnpumenenmsi: Bo Bcex caydasx pestensHoctH Komurera no Druke, Korma
HCClie/IoBaHUE pacCMaTpUBaeTcd Ha 3aceqaHun K3,

Orsercreennocrs: [Ipemnokenne KaHAMAATYp DKCIEPTOB [UIS  €AMHOBPEMEHHOTO MM
NOCTOAHHOIO NpEJCTaBIeHHs HCCIEAOBaHUA Ha 3aceqaHuaXx KoMutera mo DTHKE MOXKET ObITh
MHHLMAPOBaHO wieHoM Komurera no Drtuke. HasHaueHwe DKcnepra BXOOMT B MOJHOMOYHS
[Ipencenarens.

Yiennl Komurera no Iruke:

[lpy o3HakoMieHMM C MOBECTKOH 3acelaHMs, HE MO3JHEe, YeM 3a NATh pabouMx Hel 10
3aceiaHus, Ynensl KomuTeTa no ITUKe MOryT MHHLMHPOBATH CBOE Ha3HAYeHHE JKCIEPTOM /s
€IMHOBPEMEHHOI0 MM IIOCTOSHHOIO TMpPEACTABIECHHA WCCIEAOBAHUSA Ha 3acefaHuix W
OTIPABJIAIOT 3JIEKTPOHHOE NHCbMO Mo Popme WHHIMATHBHOrO obpauieHns wieHa Komurera no
Otuke (Popma COII-004-01).

IIpeaceaarean KJ:

B ciyuae oTcyTCTBMS MHMULMATHBBLI CO CTOpOHBI wieHOB KD, He mosaHee, ueM 3a nath paboynx
AHel 10 3acenanua KO, paBHOMepHO pacnpeaendeT Mexay wieHaMmu KO Bornpochl, IiaHUpyeMble
K paccMoTpeHHto Ha 3acenaHun KD, o uem Hampaenser snekTpoHHOe mHceMO mo Dopme
HazHaveHus Jkcnepra (Gopma COIT-004-02).

Ha 3acenannn Komutera no Jtuke:

KD MoxeT onupaThcs B CBOMX CYKAEHHSIX OTHOCHTENBEHO PACCMAaTPHBAEMOro BOMPOCA HA MHEHHE
JKcnepra. PelueHuWe NpUHUMAETCAd KOJUIErMalibHO Ha 3acefaHuax KD, B ciy4ae OTCYTCTBHA
KOH(JIHKTa HHTEPeCcOB DKCTepT NPUHUMAET YYACTHE B FOJIOCOBaAHHH.

Cexkperaps Komurera no 3rnke:

Hecer OTBETCTBEHHOCTh 3a BOMPOCH! B3aUMOJEHCTBHA C OKCIEPTOM, MpPEJOCTAaBJIEHHE €My
JOKYMEHTOB /IS 5KCIIEPTU3BI, MOTYUYEHHE OTHETA U NPUIJIALLIEHHE U1 YU4acTHA B 3aCEIaHHH.
Xpauutr  uHpopmaumio o6  DOkcnepre B cnenuanbHoit manke  (CV,  porosop
0 KOH(pHAECHIHAIBEHOCTH).

IKenepT:

DKcnepramu MOryT ObiTh: JIOMKHOCTHBIE JIMLA H WieHbl KoMuTeTa no DTHKe.

DKcrnepT NpPOBOAMT OLEHKY BCEX MPEJCTABIEHHBIX JOKYMEHTOB U FOTOBMTCA OTBETHTh YCTHO Ha
gonpockl no ®opMe oueHkH HccnenoBaHua Dkcneprom (Popma COII-004-03) Ha 3acesanuu
Komurera no Dtuke u 3anonuser ®opmy oryera Dkcrnepra (Gopma COII-004-04).

B cnyuae HEBO3MOXKHOCTH DKCIEPTa A0JOKUTE PE3YILTaThl OLUCHKH MCCIEI0BaHUA Ha 3aCelaHuH,
3TH PE3YJIBTATHI JOK/IA/bIBAIOT JI0DKHOCTHBIE THLia KomuTeTa 1o JTuKe.

B ciyuae HEBO3MOXHOCTH DKCNEPTA BHIMOIHUTL OLEHKY MCC/IEIOBaHHs, €€ BBIMOIHAOT
nomkHoCTHbIe Mua Komurera no OTHKe.

B cly4yae HCBO3MOXKHOCTH 3Kcnep'ra U JOJDKHOCTHBIX JIML[ BBIITOJIHUTE OLIEHKY HCCIE€JOBaHUA,
npunexatorcs KoHcy bTaHThI WIH MPeICTABUTENN KOMaH/IbI HCCIen0BaTeei.

Crpannna 2 u3z §
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Popma COII-004-01
®opma HHMLMATHBHOIO o0paleHus dieHa KD

Otnpasnsiercs no NEKTPOHHOM MOYTe Ha aapeca:
EC@GCP.center nnu LEC@niioncologii.ru
Tema muceMma: «3ATTIPOC DKCITEPTA»

Hazpanue ucciegoBaHus:

Homep uccnenoranus:
Homep paccmatpuBaemoro Bonpoca B MOBECTKE 3aceaanun: Ne
[IpeacraBneHue uccnenoBaHys Ha 3acenanuax KD:

1) EnnHOBpeMEeHHO

2) IocrosHHO

KOH(]IUKT HHTEPECOB MO JaHHOMY HCCJIEI0BAHMIO:

1) He umero

2) Umero

@®UO skcnepra:

Jara:

®opma COII-004-02

dopma HazHaueHUA DKcrepTa
OTnpaenseTcs no dNEKTPOHHOM OYTE ¢ aJpeca:
EC@GCP.center unu LEC@niioncologii.ru
Tema nucbma: «tHASHAYEHHME DKCIIEPTA»

Haszsauue uccnenosadus:

Homep nccnenosanus:
Homep paccMaTpuBaeMoro Bonpoca B MOBECTKE 3aceJaHus: Ne

INpencrapnenue uccnea0BaHuA Ha 3acenaHuax KDO:
1) EaMHOBpEeMEHHO
2) [TocTosHHO

®HO skcnepra:

Jara:

Crpannua 3 u3z §



®opma COII-004-03

Dopma OLIEHKH HCClIeI0BaHUA DKCIEPTOM

BKCHB})T B pE3yJIbTaTE OLICHKH BCEX IMPEJACTABRICHHBIX JOKYMEHTOB 'OTOBHUTCH OTBETUTE YCTHO Ha
CACAYIOUINE BOTIPOCKI:

B W

\© o0

10.
11.

12,

13.
14.
15.
16.

17.

18.

19.

MoXHO 1 MOTYUUTb 3aKiTI04eHHe 110 3 deKTHBHOCTH 1 6e30MacCHOCTH JIEKAPCTBEHHOTO CPeICTRA
C NMPHBJICYCHHEM MEHBILEr0 YUC/a CYObEKTOB UCCICAOBAHHA?

Hmerorcs Y HccjacayeMoro Impernapara aHaJIOri H HCIIONB3YIOTCA OHHM CErojHa And JICYEHHA
OONBLHBIX JaHHOI Maronorueii?

Kakoe neuenue nonyyan Obl naLUeHT, eciiy Obl He ObU1 YYaCTHUKOM HCClIeJ0BaHUAT

Kakoii craHaapT nedyeHus AaHHoro 3aboneBaHus npuHAT B Poccuu  3a pydexom?

B uyem pasnnyue MEKIy CTaHAAPTHONH CXEMOH JeueHUA (KOTOPYO MalMeHT noay4an Obl, eciu Obl
He ObL1 YYaCTHUKOM HCCIEI0BAHKA) M NPeJIaraeMoii pu NpOBEACHHHN HCCICA0BaHNA?

KaxKoBbl [IOTOJIHATE/IBHBIE MpPOLEAYPhl (JIeHeOHbIE M MCCIIENOBATENBCKUE), KOTOpbIM Oyaer
NOABEPrHYT YYACTHUK IKCMEPUMEHTA, KAKOBbI HEY100CTBa, KOTOPBIM OYAET MOABEPrHYT NauueHT?
OnpapnaH n¥ MpeanojaraeMelii pUCK W JpyrHe HeKeaTesbHble MOCIeACTBHSA U1 yYaCTHHKOB
MCCIIE/IOBAHUS 110 CPABHEHUIO C O3KMIAEMOH 110116307

KakoBa BO3MOKHas 10Jb3a IS NAlHeHTa OT YUacTHS B HCCJIEIOBAaHUH?

[MoreHimansHag 3(pHeKTHBHOCTL, PHCK U HeyA00CTBA OT MPUMEHEHHS HOBOTO JIEKAPCTBEHHOIO
CpeICTBa OLIEHHBAIOTCA MPH CPABHEHUH C JIYUIIUMH M3 YK€ CYIUECTBYIOIIMX AHAMHOCTHYECKHX H
TEPANEBTHUYECKHX CPEACTB HIIH CXEM neueHus?

Kakue ¢mHaHCOBbIE MTOTEPH HECET MALMEHT, YHACTBYIOIMI B UCCIC10BaHUN?

UnpopmuporanHbiii JMCTOK U (popma HHPOPMUPOBAHHOrO coracHs oToOpakaeT HH(POPMALIHIO
JUTS TIAlIHEHTAa B HeoOXOMUMOM o0LeMe, HA AOCTYIHOM A1 He CIHEeLHAlNCTa YPOBHE COIIACHO
9THYECKHM HOpMam?

I'naeHbIii  (OTBETCTBEHHBIA) WCCAeqOBaTe/]b M KOMaHIa HCcledoBaTenel, BOBJICHYECHHAasd B
TNpoBeeHHe HCCIIeOBaHNs, COOTBETCTBYET MO OMBITY paboThl B UCCIENOBAHMAX, KBAIH(DUKALMH,
OCHAILEHHUIO U APYI'UM KPUTEPHAM V1A [IPOBEJCHHA HCCIECA0BAHMA?

I'NaBHbIi HCCIe0BATENb H €r0 KOMaH/Ia BBITIOJIHAKOT BCE HOPMaTUBHLIE Tpeboranus Komurera 1o
ITHKE BO BpeMs MOArOTOBKH MPEICTaBICHHOTO W MPOBEAEHH APYTHX HCC/IE0BaHMI?

I'naBHbIi MCCIe0BaTENb U €M0 KOMaH/Ia BBITIOJIHSIOT BCE HOPMATHBHBIE TPEOOBaHHMA BO BpeMs
paHee MpPOBOAMMBIX HCCIIEI0BAHMUIT?

Otzen opraHM3aliy JOK/IHHAYECKMX ¥ KIMHHYECKHUX MCCIIeOBAHHH YUPEXKIEHHS MNPOBOAMI
NpoBepKy KayecTsa paboTel Hccre0BaTeNei, Kakie pe3y/IbTaThl IPOBEPKH?

Kakoii cTaHaapT HCHOJB3YETCs IS aHAJIOrMYHbIX IKCIIEpMMEHTOB B Poccun u 3a pyGexkom? (and
NOKJIIMHHYECKHX MCCJIEIOBAHMIA)

KakoBa HeOOXOAMMOCTL BBITIONHEHHS SKCTEpHMeHT2 Ha Ouonorudeckux wmoaensx? (wi
JIOKIIMHHYECKHX UCC/IeIOBaHMIA)

VenoBuA NMpoBeieHHs SKCIEPUMEHTOB Ha OMOJIOrHYECKHX MOJIEIIAX COOTBETCTBYIOT HOPMATHBHBIM
TpeGoBaHuAM? (A1 JOKITMHUYECKHX HCCEN0BaHMi)

Hpyrue Bonpockl.
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®opma COII-004-04
®opma oTyera DKcnepra

Hazpanue uccienopanus:

Homep uccnenosanus:
Homep paccmarpusaeMoro Bonpoca B MoBeCTKe 3acegaHus: Ne

Ilpencrapnenue uccnenopaHus Ha 3aceaHuax K3:
1) EnuHoBpeMeHHO
2) INocrosauuo

KOHGIHKT HHTEPECOB M0 JaHHOMY HCCIIEA0BAHHIO:
1) He umero
2) Umero

JKcnepTusa
1) nepuynas
2) Bropu4Has

3amouenne Dkenepra:
Uccle0BaHNe
1) pexoMeHI0BaTh
2) pekOMEeH/IOBATE ¢ 3aMeYaHHAMHU (3aMeUaHus YKA3aHEI B 3aKIIOUeHHe DKCerepTa)
3) He peKOMeH10BaTb B CHITY:
a) BBICOKOI OMacHOCTH /1 YHaCTHUKOB HCC/ICI0BAHHA
0) OTCYTCTBHS aKTYaJIbHOCTH, HaY4HO!H HOBH3HBI, IPAKTHYECKOM LEHHOCTH
B) HEBO3MOXKHOCTH TPOBEICHHA Ha PeKOMEHAyeMoit Oase CHIaMH yKasaHHOro
IJIaBHOTO MCCIIE10BATENA

r) Apyroe

JaxioueHue JKcnepra

Jlama Ioonucw
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Homep Ha3zBaHnue
COII-KD2-005 3acenanus Komutera o DTHKE

Bepcns
5.1 0T 24.01.2019 1.

Copepikanne u HA3HAYEHHE
OO6BsacHseT mponeaypy GopMHPORAHUS MOBECTKHU 3aCeIaHUS
K3, mpoBeieHus 3aceanus ¥ opOpMICHUS MAaTEPHATIOR

JaceIaHuAg
MecroHaxokneHust 3amMeHsieT BepCHIO
®I'BY «HMHMI] ouxonorun um. H.H. ITetpoa» 5.0 ot 16.08.2018 r.
Mun3zapasa Poccun

197758, Canxr-IletepOypr, noc. Ilecounsrit,
yi. Jlenunrpaackas, oM 68
JlaboparopHsIii Kopmyc, ka0, 228.
Komurer mo Otuxe

CocraBieno
[Tonropauxmit A.H.

IIporepeno:
Cemenoba A.H.

Vreepxkaeno na zacenannu K9

Ipeacenareas K2

CcMeno_BgA.H.

Homep 3acenanns

JlaTa 3acenanusi Jara

24.01.2019 1. Ne2 24.01.2019 .
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1. Iens — onucanue npouenypsi dopmuporanus nosectku 3aceqanns KD, noarotopku 3ace aHus
K93, nposenenns 3acenanua K3 u odopmienus pe3ynbTaToB 3acegaHus KD.
2. OGaacTh npumenenus: 10-, Bo Bpems 1 mocie 3acenanns KoMurera 1o OTHKe.
3 OTBeTCTBEHHOCTb: [IOJKHOCTHBIE JIHLA K3, unennt K3, KoucynsranTel, NpUrialeHHbIe
Ha 3acefaHue JuLa.
4. Ilnan-rpaduk:
Ne Bu nesrensHoCTH 3
) JomxHocTHble nuuma KD, OKCHepTbl U3 4YMCIa
: MepOnpHSTHA niepel KaKILIM 3aceaHHeM unenoB K3, Koncynsrautel, uiensl KD
2 MeponpusTus B npoiiecce 3aceaaHus ADIREOCTERES J00a K23, wigns KD,
KoHcynbraHThI
3 1 TSR JomkHoctHble muna KD u unenst KD He
HMEIOLINE KOH(IMKTa HHTEPECOB
4 ITocne 3acenanus Cexperaps K3, ITpencenarens K3
4.1. MeponpusTus nepex KaxasIM 2aceqannem KD:

& CereTapb NPpUHHMACT 3a4BKH - HA TEKYIIee 3acelaHue, 3a9BKHU IMPHHHUMAKTCSI HE MEHEE YeM 3a
10 paGouux aneii 1o 3acenaHud.

*  Cekperapp B TeueHHe 2 paboumux jHeil MpOBEpSET NPABUIBLHOCTb M HOJHOTY 3anoJHEeHUS
3asBKM, U HATMYHE HEOOXOUMBIX JOKYMEHTOB.

*  Cekpetapb oOIpejieNseT CTaTyc PacCMOTPeHHs 3asBKH: MPHHATHE K CBEIECHHIO, YCKOPEHHOE
paccMOTpEHHE, IKCNEPTU3a Ha IKCTPEHHOM HJIH TEKYLLEM 3aceIaHHH.

*  Cekperaps popmupyer noeectky saceganns KD cornacno ®opme COIT-005-01.

* Cexperapb OTIpaBiAseT MO 3JIEKTPOHHON T[OYTE MPEIBAPUTENLHYIO TMOBECTKY 3acelaHus
Unenam KD.

*  Unensl KD uHMLIMMpYIOT CBOE Ha3HAayeHHE 3KCIEPTOM, OTMPABHB 3ampoc MO 3MEKTPOHHOM
noyre Ha uma Cexperaps u Ilpencenarens.

* Ilpencenarens HazHayaeT 3KkcneptoB 3 umcia Ynenor KD.

* Ilpeacenarens HasHauaeT KOHCYNbTaHTOB M NpUrJallaeT APYruX JIMI JJIS SKCHEPTH3bI (MU
HE0OX0AUMOCTH).

*  KoncynbrauTe " MpUTIAILEHHbIE LA MOAMHCLIBAIOT coryaleH1e 0
KOH(UAEHLIHATBHOCTH/KOHMINKTE HHTEpecoB (ecau paHee He noanuckiBann) COIM-KD-002;

*  Cexperapp nepeaaer MaTepuaiibl 3agBKH dKcrepram, KoHCy/IbTaHTaM, MPUIIIAIEHHBIM JIMLAM
u Jp.

*  Cexperapp cornacoseiaer ¢ Ilpencenarenem KD naty u BpemeHH mpoBeaeHms 3aceiaHus
(oberaHO B Tperuit yersepr, B 14.00) u pazmeinaet 3Ty MHGOPMALMIO Ha WH(BOPMALMOHHBIX
pecypcax KD.

*  Cornacio ®opme COIT-005-02, Unenst KD mnanupyioT mpoAoDKHTENBHOCTL MPOBEICHHS
3ace1aHuA.

*  Cexkpertapb N0AroTaBIMBaET pa3gaTouHble MaTepuaisl ans Ynenos KD.

e Cekperapb NOArOTABIHBAET 3471 3aCE/IaHHIA.

4.2. MeponpusiTus B NpoHecce 3aceTaHus:

IMoanucanue Gopmbl coracus 0 KOH(GHAEHUHATLHOCTH/KOH(IMKTE HHTEPECOB Y JIHLI, paHee He

MOANUCHIBABIIMX TAKOE COTTIACHE.
3anonHeHHe ABoyHOro jucra wieHamu K3 (Gopme COIT-005-05).

Pa3zna4a pabouux MaTepuanoRr 3aceaHus.
HOJIHHCEHHC NPOTOKOJIa NPEABIAYILETC 3aC€AaHHA NMPHCYTCTBOBABIIMMH Ha HEM YICHAMH Kg,

€CJIM JaHHas npoueaypa He COCTOAIaChk PaHee - O HACTOAILEIO 3aceJaH .
C@er’l‘apb JOKIIAABIBACT IMOBECTKY 3aCelaHMA W BEICT 3aIMCH IO XO4Y 3aceaaHus, (bHKCpreT

MPHHATLIE PEIICHNA H OTACIBHBIE MHEHHA YYACTHUKOB B BUIE IIPOTOKOJIA.
Hpence,ua'renb JOKNAABIBAET O MPOBECACHHBIX YCKOPEHHBIX 3KCNEPTH3ax, MPHHATBIX K

CBEJIEHHIO BOMPOCAX MO UCCIeOBAHUAM U APYTrUX ACTIEKTaX JeqTeILHOCTU KD3.
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* B cayuae vannums kondumkra naTepecor nomkHocTHeie mua KD u/unn unens KD coobumaror
006 3TOM, 0 4eM COBEpIIAETCS 3aMHCh B IPOTOKOJE 3ace1aHHs.

* B xoge 3acenaHus oramaroTcs nojiHble Ha3BaHHS paccMaTpuBacMBIX MPOEKTOB COIJIACHO HX
MOC/IeI0BATEILHOCTH B [TOBECTKE JIHS.

* B cayuae orcyTcTBHS SKcnepToB, JOMKHOCTHBIe imua KD jaror KpaTKoe OmHcaHue
HCCIICIOBAHUA, 3a4UUTBIBAIOT KOMMEHTAPUH U PEILEHUSA SKCTIEPTOB.

*  3acenaHne NPOXOJMT MO HAMEYECHHOMY TLIaHY, HO TPEICENATENh MOXKET HAMEHHTH TOT IL1AH.
CAeJIaTh OTKJIOHEHHUA OT MOBECTKH AHA B 3aBUCHUMOCTH OT CHTYallHH.

* [Ilocne npencTarneHHs MCCENOBAHHS HAUMHAETCS IHCKYCCHS cpenu unenor KD wu
BBICJYLIMBAIOTCA HX KOMMEHTAapUH. JIMCKYCCHS HOCUT JeTalbHBI Xapakrep, 06Cy)IaloTcs Bee
acIMeKThl NPe/ICTAaBIEHHOrO MPOEKTA.

*  Ilpeacemarens npeaocTasisieT CIOBO BCEM JKEJAIOIINM BBICKA3ATHCH YJIEHAM K3, napureTtHo
BBICTYIIMBAsA MHCHHE MEIMLMHCKHX pabOTHHKOB M He MemuKoB. [lpu obcyxaeHun
MH(pOpMALMK /1A NalkeHTa U GopM MHYOPMUPOBAHHONO COMACHS MHEHHE JIHII, He MMEIOIIHX
MEIULIMHCKOro 06pa3oBaHus, 0COOEHHO LIEHHO.

*  OOCyX/IeHHIO TIOIeNAT BCe BOMPOCHI MPEACTARIEHHOTO HCCIIeJOBAHMS.

*  HccnenoarensM, MeHeKepaM POEKTA H CIIOHCOPaM (EC/H OHH MPUCYTCTBYIOT) paspeliaercs
KpaTKO M3/10XKHTb CYTk HX MPOCKTOB U OTBETHTE Ha BOSHUKLIKE Y wieHOB KD Bornpocki.

* B mpouenype NpUHATHA pelueHMS MOTYT NPHHMMATL YYACTHE TOJNHKO HE3ABHCHMBIE OT
HCCNie/IoBaTesis M CIOHCOPOB wieHbl KD o n3berkanue KOH(IMKTa HHTEpEcOoB.

4.3. T'onocoBaume:

* TonocoBanue ocymiecTBASETCA TONBKO HE3aBHCHMBIMH OT HCCIIENOBATENAs M CIIOHCOPOB
HecnenoraHus wieHamu K.

' MHeHue BHeEIIHEro KOHCYJIBT&HT& SIBJISIETCA COBELUATENBHBIM, CaM BHEHNIHUIA KOHchTBTaHT
B I'0OJIOCOBaHHH HE YYacTBYET.

*  Kronocosanuio nomyckatorcs no/mkHocTHbIE Hia KD u unenst KD 6e3 kou@nukra narepecos.

*  Ilepen ronocosanneM KD MoxeT mompocHTh MOKMHYTH 3ai1 3aceiaHus KD KoHcy/ibTaHTOB H
MPUIrIalEeHHBIX JIUL,.

e IIpoBoauTcs OTKPHITOE OJIOCOBAHKE.

*  PeueHue npunumaetcs 60IBIIMHCTBOM TOJIOCOB.

G B CJlydac paBe€HCTBA TIOQJIOCOB [IPHHHUMACTCA PpPeIICHHE, 3a KOTOpOE€ MNporojocoBai
Ilpencenatens KO.

e B cliydqac €CJIM IPH roJIOCOBaHHH OblTH MOJYYEHBI PA3IMYHBIE MHEHHA, OHH JOJIXKHBI OBITH
3a()MKCUPOBAHBI B [IPOTOKOJIE.

4.4. TIlociae 3acenanmns:

* Cekperapp ciaeaur 3a TeM, 4TOObl BCE BONPOCHI, 3asBICHHBIE B TOBECTKE AHA, ObUIH
NPEICTABIIEHB], ITOJYYEHB! 3aKTIOUEHHS N0 KaKIOMY BOIIPOCY M BRIHECEHO pelneHue. Pemenne
MOXeT OLITH B BHJIE 0J100peHHs, 0400peH s ¢ peKOMEHIALMAMH i 9TH PEKOMEHIALMH [0JIKHBI
ObITE 4YeTKO cOPMYTHPOBAHEI, MPHHATHSA K CBeJAeHHIO, HeomoOpenus. Pemenne KD moxker
OBITE OTJIOIKEHO A0 BBITIOIHCHHUA 3aABHTEIICM KakHX-JINOo yC.J'IOBHﬁ H 3TH YCJIOBHA NOJIXKHBI
OBITE YETKO MEPEHUHCIICHBI.

® Unen KB, HECOIJIACHBIH ¢ MHEHHEM 60J'lbLLIPlHCTBa, BIIpaBE H3/10XKHTH B MUCBEMEHHOI (bopme
cBoe 0c000e MHEHHE, KOTOpoe 0TOOpaXkaeTcs B NPOTOKOIIE 3aceaaHua KD.

* Ecau BblHECEHO pellleHHE «OJOOpUTH TPOBEJEHHE HCCIAEA0BaHUS TIOCNE YCTPAHEHMH
3amMeyaHuii 6e3 MOBTOPHOTrO paccMOTpeHUs», CeKpeTaph OMOBELIAET 3aABUTEIA B MUCHMEHHOIA
¢opMe MO NOBOAY KOHKPETHBIX 3aMedaHHii ¢ mnpocb0oii WX ycTpaHeHus (HanmpuMep,
MpefoCTaBUThL paspeiieHe MuUHHCTEpCTBA 37paBooXpaHeHus Poccuiickod ®enepaiud Ha
NpoBe/ieHHe KIMHUYECKOro HCCae0BaH ).

* Ecamu KD nporonocoBan 3a BHECEHHE IMONPaBOK B JI000H M3 JOKYyMEHTOB, CeKpeTapb
OTIOBEIIAET 3a9BUTENS B MHCEMEHHOM (hopMe MO MOBOIY KOHKPETHBIX UBMEHEHHIl ¢ MpOCkOOi
BHECTH IONPaBKH U IIOBTOPHO MPEICTABUTE JOKyMeHThI B KD.

»  Cexperapuar OTBeYaeT 3a (OPMHUPOBAHUE MPOTOKOJIA 3acejaHns U (POPMUPORAHHE BHIITHCOK U3
NPOTOKOJA U1 3aHHTEPECOBAHHBIX JIUIL.

* Jlo OKOHYAHHHM K&XIOro 3aceldaHus CeKpeTapuar IIPOBEPAET BBHINOJHEHHE IPOTOKONIA

3acelaHud, NMOANHUCHIBACT U JaTUPYET JOKYMEHTHI, ApXUBUPYET KOITHH.
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Coaep:xanne nporoxona sacenanna K9J:

Odummanbhblii  MPOTOKON — BKITIOYAET MeCTO NPOBEACHUA 3acelaHusi, JaTy, CIIHUCOK
MPUCYTCTBOBABIIMX 4/ICHOB K3, HMMEHa NpUIJIALICHHBIX JHL, KOHCTATAIMIO KOH(IMKTA
MHTEpECOB y wieHOB Komurera no DTHKe, NMOBeCTKY AHS W MHPOPMALMIO IO KaKIOMY
paccMOTPEHHOMY BOTIPOCY.

Jlns MpOTOKONOR KIMHMMECKHX HCCIENOBAHKI MOMKHBI GbITh yKa3aHbl: HOMEP NPOTOKOJA,
Ha3BaHUE MCCIICIOBAHMA, CTIOHCOpP (3aKa3uMK), INIABHBIH HCCIEOBATEb, NepeYHcieHbl BCe
AOKYMEHTBI, KOTOpbIe ObUlM MPEJCTABICHBI [UIA JKCTIepTH3bl, pemenne KD u pe3ynbTaTel
rojocoranus. Ecnu Marepuanksl UcciieIOoBaHus ObInu PacCMOTPEHBbI MOBTOPHO, TO AOJMKHBI
ObITh yKa3aHBl OTBETHI HCCIIENOBATENS, JOMOIHHTENLHO NOCTYIMHBILIHME MAaTEPUABI U peLIeHNe
KD. VkaseiBaioTcs BONPOCHI KOMIErHAJILHOIO 00CYXIEHHs, HAMYMEe KBOpPYMAa M CHOCOO
TIPUHATHA PELICHHS.

Jlns 0TYETOB MO TeKyLEl HKCIEPTH3E JOMKHO GbITh YKA3aHO: HOMEp MpPOTOKOJIA H Ha3BaHHE
HCCIICI0BAHHA, MOBOJ MNPOBENCHHS SKCIEPTH3BL, JaTa, MeCTO, NPHUCYTCTBOBABIIME
[Ipe/ICTaBUTE/IH UCCIIEI0BATENEH, e¢ pe3y bTaThl H pelnenue KD mo npeacrasnennomy oruery.

[lo xaxnomy obcyxaaBuieMycs B Xome 3aceiaHus BOMPOCY H MPHUHATOMY peEILEHHI0 B
TIPOTOKOT BHOCHTCS KpaTKoe 3akmoueHHe B YAOOHOH ana mpoutenus cdopme. uckyccns
OTP@XKACTCA C YKAa3aHMEM JIML, CIENABIINX Te WIH HHBIC 3aMEYaHis, [OSCHEHHS, TIONPABKH
U Jp.

Ecnn npuHATO pellieHue, cOMpoROKIAIOLIEECS ONpeIeNeHHBIMU YCAOBHAMH, JIOMKHBI ObITh
YKa3aHbl HETKHE PEKOMEHIAUMH [ IepepaboTKH JOKYMEHTOB H ONPEAEEHbI MPOLETYpbI
TIOBTOPHOTO PacCMOTPEHHA.

B ciy4ae NpHHATHS OTPHLATENBHOIO PEIICHHA 110 MPEICTABIEHHBIM MaTepHaIaM Heo6X011MMO
HEeTKO yKa3aTh npuuusbl. Heobxonumo copMyanposars BO3MOKHbIEC MYTH BHECEHHS [NIABHBIM
HCCIeA0BaTeNIEM U3MEHEHHIA,

He mosgnee 5 paboumx jHeii mocne cocTosBLIErocs 3acelaHMs. CeKpeTaps (opMHpYeET
NIPOTOKOJI 3aC€laHud, MPOBEPAET €ro MPaBHIILHOCTH U TMOJHOTY, COMOCTABJISET C MOBECTKOM
3acefanud. Ilocne 3Toro mpoToKon 3acenanms moxanucwisaercs I[pencenarenem KD (ww
3amecTuteneM [pencenaresis) u cexperapem cornacuo ®opme COIT-005-03.

[IpoTokon mpexcraBnsercs s O3HAKOMIIEGHHS W MOAMHCAHMA €ro  YWICHAMH K3,
NPUCYTCTBOBABLIMMH Ha 3aCellaHHH, ¢ MOMEHTa MOINMHCAHHS NPOTOKONA HOKHOCTHBIMH
muuamu KO 1 110 crieayiolero o4epeIHoro 3aceaiis Wi Ha O4ePeIHOM 3aCeIaHnH (COrJIacHO
®opme COI1-005-04).

Ilpotokon npexpocraBnsiercs s O3HAKOMIEHHA M TOAMHMCAHMA ero wieHamu KD,
NPUCYTCTBYIOIUMMH Ha O4epeJHOM 3ace1aHuu coracHo @opme COIT-005-04.

Cexperapuar 00s3aH 00ecneqHTh CBOEBPEMEHHYIO (B TedeHHe 10 paboumx jameid) BBIJIA4y
OpraHHu3alHHu-3aABUTENI0 WU BaHHTepCCOBaHHOMy JIHLy (HCCHG,LIOB&TCJIIO, npeacTaBUBLUEMY
MaTtepuajibl HMCCIENOBAaTENLCKOrO MPOEKTa) MHUCHMEHHOIO 3aK/IIOYEHHS O TPHHATOM Ha
sacepanun KomuTera pelucHuu.

Cekperapuar OTBEYaeT 3a ONOBELIEHHE 3AMHTEPECOBAHHBIX JIHL O pesynbTatax 3acelaHmus,
PErUCTPUPYET BBIMMCKM M ()aKT IMOJYy4YEHUs BBIMUCOK 3agBUTENAMH. I[lpu HeoOXoammocTH
OpraHu3yeT OTNPABKY MO MOYTe Pe3yJbTaTOB PACCMOTPEHHA 3aj4BOK M (UKCHpPYET (haKT U aaty
OTNPABKH B CIIELUAILHOM XKYypHAJIE.
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®opma COII-005-01

®opma nosecTky AHA 3acenanua KO

Ne 3aceaHus B TCKYLIEM roay, njara, MECTO MpOBEACHH 3ace]aHus, BpeM:

OGcykaacMele BOMPOCHI (3aceaHKe NMPOBOANTCA 10 CIIEAYIONIEl cXxeMe):

e

DA W -

a

3anoMHEHHE ABOYHOIO JIHCTA WicHamu KD;

Pa3nada paGounx MaTepHasioB 3aceqaHHs;

Oo0penre NpoToKoia NpeabAYILEro 3aceIaHus;

Hogenenue 10 ceeaenns wienor KD Bonpocos mis o6cyKaeHus;

[IpeacTaBieHne HCCEN0BATENLCKHX MPOEKTOR, PE3YJITATOB UX HKCIEPTH3bI, NPOBEIEHHE
00CYXKIEHHS 1 rOJIOCOBAHKS;

HMHele BONPOCHI, MOUIEKAIIHE PACCMOTPEHHIO uneHamu K3,

®opma COII-005-02
[MpumepHEIit periaMeHT MpoBeicHHEe 3aceIaHus

3anosiHeHHe ABOYHOTO JHcTa wieHaMu KD — 5 muH.

Pa3naua pabounx MaTepuanoB 3aceilaHus — 5 MUH.

OnobpeHue NpoToKoNa Mpe/IbIAYIIEro 3aceaHus — 5 MHH.

JoeeaeHue 1o cBefieHHA wieHoB KD BonpocoB uis 06CyKACHHA — 5 MHH.

[NpeacrapneHne HOBLIX MPOEKTOB, HX 0OCYKACHUE, IPUHATHE pelleHus — 20 MUHYT HA  KaXK/IbIi

MPOTOKOJI
Husie BOMPOCHI NOBECTKH AHA — 20 MHHYT.

®opma COII-005-03

®opma nporokona 3aceganus DK

3acenanue NQ, Jara, MECTO NPOBEJICHHA, BONIPOCHI MTOBECTKH THA

[TpucytcTBytOLIME YNeHbl DK, KOHCY/ILTAHThI M MPUTTACHHBIC JTHIA

Bonpocel paccMOTpEHHUA:

Crnywanu (cBeaeHHs 00 HCC/IEN0BATENLCKOM TPOEKTE), PACCMATPUBAHM (TlEpeyeHb JOKYMEHTOB),
BOMPOCH H XapaKTep 00CYIK/ICHHA, CTIOCO0 NPUHATHA PELICHHA (KOHCEHCYC/T00coBaHHuE). Pelieuue.
IMoanucu npeaceaaTens/3aMecTUTENs NpeICENaTe/s U CeKpeTaps, aarTa.
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Jluct osHakomnenua Unenor K3 ¢ Iporokonom 3acenanus

™
S

Popma COII-005-04

CIIPOTOKOJIOM No oT «__» 201_r.
O3HAKOMWIHUCH:
PUHO Ynen JIDK Tognucs Jara

3aM. Ipeacenareiia KOMUTeTa

YJIEH KOMHTCTa

YJICH KOMHTETA

WIEH KOMHTETA

YI€H KOMHUTETA

YJIEH KOMHUTETA

YJIEH KOMHTETA

Y/iIeH KOMHTETA

YJIEH KOMUTETA

YJI€H KOMHTETa
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®opma COII-005-05

ABOYHBIN JIUCT

3aceganna KoMmurera mo sTnke

OI'BY «HMMII onxonorun nm. H.H. Ilerposa» Munsapasa Poccun

MecTo npoBeeHHs 3aceIaHus:
©OI'bY «<HMHL] onkonorun um. H.H. Ietposa»
Munspnpasa Poccun

3aceqanne Ne

Jara npoBeaeHusn:

Bpems nposegenus:

O.H.0.

Ioanuce

10.

11.

12.

13.

SBOYHBII JIUCT YAOCTOBEPAEM:

IMpeacenarens KO/3am.npencenarens KO/

DHUO

Cekperapb KD

0J5(0)
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Hazeanue
Homep 3Kcnepmsa MHOTI'OLEHTPOBBIX KIIHHHUYECKUX Bepcng
COII-KD3-006 HUCCJIeIOBaHUI 5.10121.02.2019T.

Conep:xkanue u Ha3HAYEHHE
OGbACHsET NpOLIEAYPY IKCIEPTH3B MHOTOLIEHTPOBBIX
KIIMHUYECKUX HCCIIeTOBAHMIA

3amMenn CHIO
MecToHAX0KIEHUS o A

OI'bY «HMMUL onkonoruu um. H.H. ITetposa» 5.0 ar E5.08201 8 .

Munzapaea Poccun
197758, Cankr-IlerepOypr, noc. ITecouHsIii,
yi. JlenuHrpaackas, oM 68

JlaGopatopHelii kopmyc, Kad. 228.
Komurer no Stuke

Cocrasaeno IIposepeno:
INontopauxwuii A.H. CemeHoBa A.H.

Ipencexarens KD

YT1BepxKaeHo Ha 3aceqannn KD Cosstnma I

Hoanucn

Jara 3acenanus Hata [/ "
21.02.2019 . S 21.02.2019 1. %




™
n

1 IMens - onuchbIBaeT MEXaHW3M ONpPEJEIEHHA COOTBETCTBUA IUIAHHPYEMOrO MHOTOLICHTPOBOTO
KIHHMYecKoro uccnenopanus (manee - MKM) nexkapcTBeHHOro cpeactsa, M3JeIHd MEQUIMHCKOIO
HA3HAYEHHA WIH TEXHOJOTMM YCTAHOBJECHHBIM 3THYECKHM TpeDOBaHMAM C BBIHECEHMEM pELICHHA
Komurera no Ituke (nanee - K2).

2. OtBercTBenHOCTh - DKcnepT w3 yucna wieHoB KD, unenst KD, momkHoctHbie auua KO,
He3aBUCHMbIC KOHCYIBTAHTBI.

1 I1puem 3agBoK Cekperaps K3

2 DKcnepTH3a 3adBoK /10 3acemanua | JomkHocTHble auua KO, OKcnepTsl U3 YHCIa WICHOB
K5 K3, KoHcynbTaHThI
3 DKcrepTH3a 3a8BOK Ha 3acefannd | Jomkuoctaele uua K3, unenst KD, KoHCYyIBTaHTEL,
KD NpHrIalleHHbIE LA
i o T — JomxnocTHele muua KD u unenst KD He numeronye
KOH(IMKTa HHTEPECOB
5 MeponpHsaTHs 10C/e roJioCOBaHHA Cexperaps K3, [Tpeacenarens K9

3.1. Ilpnem 3agBokK
B 0053aHHOCTH CEKpETapsA BXOUT:

«  TIEPBUYHOE O3HAKOMJIEHHE C JOKYMEHTALHMEH PH NpHeMe 3aABKH OT 3aABHTENIS;

.  IpOBEepKa COOTBETCTBHs NPEACTABIEHHBIX 0KyMEHTOB TpeboBanuAM K3 1 @opmam
COI1-006-01, COII-006-02, COIT-006-03 u COII-006-04,

e  perucTpaums 3asABKH;

. pa3sMelLleHHe JOKYMEHTOB B 3aKPEITOI CHCTeMe JocTymna As wieHoB KO;

«  uH(OpMupoBaHue wieHoB KO 0 nonyueHHoi 3a4BKe;

«  XpaHeHHe JOKYMEHTALUH;

«  npexctasieHue 3aaBky [Ipeacenarenio i BKIOUCHHS B [IOBECTKY SKCTPEHHOTO,
TEeKyILero WM cieayrowero saceaanus K9;

«  TpUIJALIEHHE HA 3ace/JaHKe BCEX 3aMHTEPECOBAHHBIX JIHLL.

3.2. Jkcuepru3a 3agBOK
B 0653aHHOCTH NO/DKHOCTHEIX Sl KO, uneHos K3, KOHCYIBTaHTOB BXOAMT:

.  coBMOIeHHe COoralleHus O KOHPUAECHIUATbHOCTH/KOH(QIHKTE HHTEPECOB (COIT-KD-002);

. ¢opmuposanue cmucka KoucynerautoB  (Tpu HEOOXOUMOCTH) [0 KOHKPETHOMY
HCCIIeIOBAHMIO JUTS €ro NPE/ICTABIeHUs eJUHOBPEMEHHO WIIH MOCTOAHHO Ha 3ace/laHuAX K3
(COII-K2-003);

«  BJajeHue HHpopMalmei o:
1. Ha3BaHHUE NPOEKTa,
2. MMEHH IJIABHOTO MCCIIEA0BATEA;
3. (QuHaHCHpYOLeil opraHu3aluy (eCiu NPHUMEHHMO);
4. BuUje U (as3e UCCNeTOBaHHUA, 7
5. 06meM 4yucjie Yy4acTHHKOB yccienoBaHud M [UIaHHUPYEMOM  YUCJIe B JaHHOM

UCCJIeJOBATENBCKOM LIEHTPE;
6. JUIMTEILHOCTH HCCIIEIOBaHHSA;
7. L€ MCCNEJOBAHUS H ero CyTH;
HayyMe nnanebo;
. BKJIIOYEHHE YA3BHMBIX KOHTHHI€HTOB;

10. HAaJIMYHe FeHeTHUecKOro UCC/ieIOBaHUs B PAMKaX 3asBIEHHOIO MPOeKTa;
11. HAIMYHe CTPAXOBKH (CPOKH, YHCJIO 3aCTPAXOBAHHBIX);
12. paspelleHHe LEHTPaIbHbIX OPraHOB Ha MCCIIE/I0BAHHE (4MCJI0 YHAaCTHHUKOB).
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B pesyabrare o3smakomienns ¢ mudopmanmeii xoknOCTHbIe Juna KD um wienwm KD

HOJIAKHBI:

1.

o

10.

yOeIHTECS B TOM, YTO MH(OPMALWS, TPECTABIEHHAs OpraHU3aLMeil WIH JHLOM-3asSBHTEEM,
JIOCTAaTOYHA JUIS TOTO, YTOOB! BBICKA3aTh 00OCHOBAHHOE CYX/IEHHE O COOTHOLIEHHH MEK/TY PHCKOM
1 N0IB30# 1S CyOBEKTOB MCCIIEIOBAHMA;

OLIEHUTh HEOOXO0JMMOCTB MpHBJiedeHHA KOHCY/IbTaHTOB M MpUrialIeHHBIX JIHL

OLCHHTE BO3MOXHOCTb TONy4EHMs HeOOXOAMMOro 3aKmioueHHs 10 >¢QekTHBHOCTH H
Ge3onmacHOCTH OMOMEIUIIMHCKUX HCCIIEAOBAHMI C NPHMBJIECYEHHEM MEHBIIETO YHCJA YUaCTHHKOB
MCCIIE0BaHNS;

OLICHUTb BO3MOXKHBIE PHCKH ISl HCIILITYEMOTO;

OLICHHTh BO3MOXHYIO MMOJB3Y IJIS MCMBITYEMOrO M COOTHECTH €€ ¢ PMCKAMH OT y4acTHs B
HCCIeIOBaHUH;

yOequThCa B TOM, HTO MOTEHUMaIbHAA S(P(EKTHBHOCTb, PHUCK M HEYA0OCTBA OT NpPHUMEHEHHs
HCCIIENyeMOro JIEKapCTBEHHOrO MMpernapara, HCCAeAyeMOro H3JeMUsA MEIMIMHCKOTO Ha3HaYeHHs
WIM TEXHONOTHM OLEHMBAIOTCA MPH CPAaBHEHMHM C JIYYIIUMH M3 Y)KE CYHIECTBYIOIHX
JIEKapCTBEHHBIX MPENapaToB, U3l MEIULIMHCKOrO HA3HAYEHHS HIIH TEXHOJIOTHIA,

YSE)II/ITLCH B KOMIIETEHTHOCTH uccnenosa'reneﬁ, B TOM, 4YTO OHH HMEKT COOTBETCTBYHOLUYVEO
KBAIM(MKALIMIO M JIOCTATOYHBIA ONBIT B MPOBEJEHHH OWOMEIWLIMHCKHUX WCCIEOBaHWI Ha
ocHoBaHuM m3yuenus Curriculum vitae uccnenorareneii, pe3ynsTaToOB MPOBEPOK KAYeCTBA PabOTHI
HccreoBaTeNel U MIMEIOLIMXCA OT3bIBOB 3aKa3YMKOB HCCIIEJOBAHHI 1 CyOBEKTOB HCCIENOBAHMI;
ONnpeacinTh, COOTBETCTBYIOT JIM HCCJICAOBATE/IBCKHE LIEHTPBI H606XOJIHMBIM Tpeﬁonal-mam 1S
MPOBeIcHUA TUIAHUPYEMOrO MCCIIEJOBAHMSA, BKJIIOYAs HaIMYHE BCIOMOraTeNbHOro MepcoHaa,
HeoOxoauMoro 060pyI0BaHHA M CPEICTB MPOBEACHHS HEOTIOKHBIX MEPONPHUATHIA;

OLIEHMThL aJIeKBATHOCTL M YCNOBUS BO3MELIEHHSA BpEIa 3710POBBIO, HACTYMNAIOWIErO B pe3ynkTare
OGUOMEULIMHCKUX HCC/IEN0BaHuMIl, i rapaHTHH BO3MEIIEHHS PacXOMOB Ha OKa3aHHE HeOoDXOJMMOH
MEIUIIMHCKOM MOMOLIH, B T.4. CTPaXOBBIX [I0JIMCOB;

YIOCTOBEPUTECA B TOM, YTO MALMEHTAM FapaHTHPOBAHBI JI€UEHHE W/WIH KOMIICHCALIUM B CiIyyae

HaHeCEeHHUs Bpeaa UX 3JI0POBLIO B XO/€ UCCIIEN0BAHHA.

Jlna pelleHds BOMpOca O COOTBETCTBMM BO3MOXKHOCTEH MCCNENOBATENBCKOTO LIEHTPa

(xamHIYecKoil Oaspl) TpeboBaHuaAM mportokona MKHM Ha 3acepanue no NepBUYHOMY pacCMOTPEHHIO
3a9BKH Ha [POBEJEHHE KIWHUYECKOrO HCCIeJOBaHUA MOXKET TMPUIIalaTeCs MpPeACTaBUTEND

aJIMMHICTpALMH KJIMHIYECKO# 0a3bl (MpU HEOOXOAHMMOCTH).

[lpy paccMOTPEHHH ¥ BBIHECEHMM 3aKJIOYCHHA N0 KOHKpeTHhIM JHokymentaMm (IIporokon

uccsenoranus, bpounopa uccnenosares, UHMOPMALMOHHBIN JTHCTOK NalMeHTa U (hopMa MHCbMEHHOTO
MH(OPMHPOBAHHOIO COTJIACHSA) PACCMATPHBAIOTCA ClIEAYIOIINE (DAKTOPbI:

B IIpoTokoJie Hecae J0OBAHNS:
cOOTBETCTBHE (hOPMBI U COAEPKAHMSA KIHHUYECKOrO MCCIIeI0BAaHUS €ro LEM;
BO3MOKHOCTH TIOJYYeHHs HeOOXOOUMBIX 3aKIOUeHHH C TNpPUBICYEHUEM MEHBIIEro 4ucia
YYaCTHHKOB HCCJIEIOBaHHSA;
KOJIMYECTBO MALWEHTOB, MPUHUMAIOIMX Y4acTHE B KINHHYECKOM HCCIIEI0BAHHN,
KPUTEpPUH BKIIIOUEHHS ¥ HE BKJIIOYEHHS MAIIUEHTOB B HCCIIEIOBAHHE,

KpHTEPHH JOCPOYHOI0 MCKIFOYEHH NAlMCHTOB U3 YHC/Ia y4aCTHHKOB;
KPUTEPMH BPEMEHHON TMPHOCTAHOBKM /M TIOJNHOTO MNPEKPAIeHUs HCCIEOBaHHA, METO/bI

00BEKTHBHOI'O KOHTpPOJIA,

npescKasyemble n1oGo4Hble 3QhEKTH U Hey100CTBa;
BO3MOXKHOCTH TIPHMEHEHHs TUiauedbo ¢ Y4eTOM B3BELIEHHOrO COTOCTAB/ICHMA pPHCKOB H

0e30MacHOCTH MO OTHOLIEHHIO K YYaCTHHKAM UCCIIEOBaHHA.

B BEpomnope uccneqoBaTesis aHATH3HPYIOTCH CBeeHHS

Kacaromiuecs 0e30nacHOCTH;
XapaKTePHCTHK HCTIBITHIBAEMbIX IEKAPCTREHHBIX CPEICTB WM TEXHONOIHH,

pe3ynbTaThl KIMHHYECKHX HCCIEI0BaHMH, TMPOBEICHHBIX HAa MOMEHT pacCMOTPEHHMA 3aiBKH
(Hanpumep, B GopMe MOC/HEHAX OMyOIMKOBAHHBIX Hay4HBIX CTaTed, Apyrux OrnyOJIMKOBaHHBIX

JAHHBIX, KPATKHX XapaKTEPHCTHK HCIBITYEMOTO Ipenapara).
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B nucbmennoii dopme Hudopmanmm aa8 nanHenTa ¢ ¢opmoii mHPOPMHPOBAHHOIO
corjiacHfl oneHHBaeTCH:

. JOCTATOYHOCTD,

. ITOJIHOTA,

. ACHOCTE,

. YETKOCTD,

° 3THYHOCTh HH(i)OpMa].[Hﬂ, KOTOpasa OOJDKHA OBITE JOBEJEHA 10 CBEEHUS cy61,e1cra HCC/IEN0OBaHUA,

100 ero 3aKOHHOTO NpEaACTaBUTECNIA.

AHATH3UPYIOTCA  CIEAVIOITHAE  pa3feNbl.  KOTOPhIE JIOJDKHBL  OPHCYTCTBOBATL B JaHHOM

IOOKYMEHTE:

° HeJb H 3aJa4H HCCJICAOBaHHA,

. XapakTEPUCTHKA HCCIIEAYEMOro JICKapCTBEHHOIO Ipernapara Hin TEXHOITOTHH,

. OﬁmeﬂpHHHTbIe BHBI JICKAPCTBECHHOIO WKW HE MEAUKAMEHTO3HOIO JICHCHHUA, KOTOPBIE MOTYT OBITE
Ha3Ha4YCHBI UCTIBITYEMOMY, a TAKKE UX MOTCHLHAIBHBIC [TOJB3a U PHCK]

. BEPOATHOCTD ONAJAHKS B OJIHY M3 TPYII HCC/IEA0BAHMs, B TOM YHCIIE H rpynmy nnaue6o;

. 00BEKTHBHO OXKHIAeMas NMoJb3a U1 UCTIBITYEMOTO;

. Heyn00cTBa M OOBEKTHBHO MpENCKa3yeMblii PUCK KaK JUls MCIBITYEMOrO, TaK M JJisi 1Jlofa MM
IPyAHOro pebeHKa;

. npoueaypel HCCIEAOBaHHUA, BKIIFOYad HUHBa3HUBHBLIC METOOBI,

. 00A3aHHOCTH JTHIIA, TIOJIBEPraroLIerocs UCTILITAHHAM MIIH HCCIIEIOBAHIAM,

. KOMMEHCALMA W/HWIM JIeYeHHE, Ha KOTOphle JIMLO, TOJBEpraioueecs MCMBITAHHIO WK

MCCIIEIOBAHHIO HIIH MAllHMEHT, MOJKET PAacCUMTBIBATL B CJIyHae HAHECEHHA BPEJa €ro 3[0POBLIO B
X0/1€ MCCJIEIOBAHNA;

. 3asBJIEHHE O TOM, 4TO Y4aCTHE B HCC/IENOBAHUH ABIAETCA NOOPOBOJIBHBIM, U JIHLIO, MOJBEPracMoe
HCCIEIOBAHUIO, MOYKET B JI0G0ii MOMEHT OTKa3aThCsl OT y4acTHA B HCC/ICAOBAHHH WIH BBIOBIT H3
Hero 0e3 KakMx-IM00 CaHKIIMI WM YIIEMJIEHHS €T0 MPaB Ha APYTHe BUABI JICHCHHA,

. 3agBlieHHEe O TOM, 4TO HMccienoBaTenu, ayauropsl, Komurer mo 3THKe M pa3speliMTe/IbHBIC
MHCTAHLMM TOJIy4aT HEMOCPEICTBEHHBIH AOCTYN K MH(OPMAlMM B NEPBAYHOH MEAUUMHCKOM
JOKYMEHTAalMM MHCTILITYEMOTO B 00OBEME, OTpEeeNeHHOM COOTBETCTBYIOLIMMH 3aKOHAMH M
MO3AKOHHEIME aKTaMH, U1 NPOBEPKH MpoLeNyp W/MIH JAHHEIX KIMHUYECKOro HCC/IE]0BaHMA,
He Hapylas [PH 3TOM aHOHUMHOCTE HCIIBITYEMOrO;

- noanuceiBas (GopMy NHCHMEHHOro MH(MOPMHMPOBAHHOTO COrJIACHA, JHMLO, MOABEPralomeecs
JICCJIEIOBAHMIO HITH HMCTIBITAHMIO, HIH €0 3aKOHHBIN NMPeACTABHTENb (€C/TH 5T0 PUMEHHMO) NaI0T
paspellieHHe Ha AOCTYII K 3TOi JOKYMEHTaLUK;

. nagpjeHHe O TOM, YTO CBEJEHHA, MACHTHQHMUUPYIOLIME JIMYHOCTE JIML@A, MOABCPratomEroci

MCTIBITAHMIO MM MCCIEIO0BAHHIO, OYIyT COXPAaHATh B TaifHe M MOTYT ObITb PacKphIThI TO/NLKO B

npezesax, YCTaHOBJICHHBIX COOTBETCTBYIONMMH 3aKOHAMHU W/WIK TOA3aKOHHBIMM aKTaMM; MpH

ITy6IMKALMH Pe3yNBTATOR HCC/IENOBAHIMS AHOHUMHOCTE TAKOTO JiiLa OyeT COXpaHeHa,

3afBJIGHUE O TOM, YTO WCIBITYeMbIlf WM €ro 3aKOHHbIH INpeACTaBuTENb OYAYT CBOEBPEMEHHO

O3HAKOMJIEHbl C HOBBIMH CBEIEGHHAMHM, KOTOpbleé MOTYT TOBJIMATH Ha KEJAHHC HCIBITYEMOTO

IPOJIOJDKUTE Y4acTHE B HCCIEIOBAHNN,

CIUCOK JIML, K KOTOPBIM MOXKHO OOpaTHThCA AJis MOMYHEHHA JOTONHUTEBHOM HHpOpMalmu 00

JICC/IEIOBAHMH M MPABAaX HUCTIBITYEMOIO, & TAKKE CHCLHAINCTOB, ¢ KOTOPBIMH HCIIBITYeMbli MOXKET

CBA3ATbCA B CIIy4ac HAHECEHUs BPE/a €ro 30POBBIO B XO/I€ HCC/ICAOBAHHUA;

YCJI0BHSL, TIPH KOTOPBIX y4ACTHE HCIBITYEMOrO B HCCIIEI0BAHHH MOXKET OBITH MpeKpaleHo Oe3 ero

COracus;
. npejmnosiaraemMas JUIMTEIbHOCT YHacTHs B HCCIIEA0BAHHH,
. NpHOIH3HTENEHOE YHCII0 UCTIBITYEMBIX.

K2 MoKeT moTpe6oBarh, 4TOOBI HCIBITYEMBbIM, [IOMUMO MHGOpMAaLuQ, yKa3aHHOI BbIlE, ObLIM
npeocTaBeHb! JONOIHHTENBHBIE CBEICHH 00 MCCIIEIOBAHNH, CCITH, 110 MHCHHIO K3, sto HeobXxoaumo
JUTA 3aLUTHI TIPaB M 3J0POBbA HUCTILITYEMBIX, a TAKKe JJis rapaHTHH HX 6e30MaCHOCTH WIH VIS JTy4IIeTOo
IOHMMAHUS MMH OTIETBHBIX MOJNOKEHHH KIMHUYeCKOro uccneaosanid. HanpuMep, €cii HCIIbITYCMbIM
MJaHUpYETCA BblJaYa KaKMX-JIMOO CIIOKHBIX ONPOCHHKOB WIH o6opyaoBaHuA (TaXOMETPbl, TOHOMETPHI,
NaHIIETHBIE KOMIBIOTEPLI, CMapT(oOHbl, BEChHl, TIIIOKOMETPHI H ap.), motpedyeTcs BKIIOUYATH

HH(OpMaLto 00 00y4eHHH NALMEHTOB H T.IL.
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Uudopmauus ans maupenta (MubopMaumoHHbl! JMCTOK) M (opMa HH(QOPMHPOBAHHOIO
COTNIacHsl IOJDKHBI OBITh HANMCAHBI HA PYCCKOM f3bIKe, [0 IPOChOE MCHBITYEMOro mepeBeieHa Ha ero
pomHoit A3bIK. MHbopMaums 11i nanuMeHTa JOJbKHA OBITh HampcaHa TakKUM S3BIKOM, TMOHMMAHHE
KOTOPOro He TpedyeT MeAHLIHHCKOro obpa3oBaHus Win 3HaHuA npuHLunoe Kavecteennoit Knunnueckoii
Ilpaktuxu (GCP). Pekomennyercs u3berats crieUMaIbHBIX TEPMUHOB, JVIMHHBIX CIIOKHBIX TPEITOKEHUH
H YTBEPXKIEHUI, KOTOpble MOTYT OBITH HEBEpPHO HCTOJIKOBAHbI HCIIBITYEMBbIM MJIM BBECTH €r0 B
3abnyxnenue. B MHopMaLoHHOM JTHCTKE 1A TalHeHTa U B popMe HHGOPMUPOBAHHOTO COTIAcHA He
JOJDKHO ObITh (GOPMYITHPOBOK, KOTOPbIE MOTYT 3aIlyTaTh WUCHLITYEMOrO, H TEM CAMBIM BBHIHYIHTh €r0
OTKa3aThCA OT CBOMX 3aKOHHBIX NpaB NPHHATb Y4acTHE B MCCIIEJOBAHWM, WIM OKa3aTh JABICHUE Ha
MalHeHTa NpH NPUHATHH pemueHns. OHU Takke HE JOKHBI COAEPXKATh 3asBJIEHUIl, OCBOOOMKIAIOIIHX
HCCIICA0BATEA, MEIHLIMHCKOE YUPEXKACHHE, CIIOHCOPa WK €r0 MPEACTABUTEINICH OT OTBETCTBEHHOCTH 3a
JOMYLIEHHYIO XanaTHOCTh, HWIH (OPMYIHPOBOK, MO3BOJIMIOMIMX MOAOGHYIO HHTEPIPETALMIO.
MudopmMupoBanHOe  cornmacue M Apyrue, NpeJoCTaBNisieMble  MCMLITYEMBIM — MaTepuaibl,
NepecMaTPUBAKOTCA NpPU MOABJICHHMH MH(OpPMALMH, COCOOHOI TOBIHATE Ha COINIACHE HCIBITYEMOTO.
Hopble penakumd  MHQOPMALIMOHHOTO  JIMCTKA, MH(POPMHUPOBAHHOTO cCOrnacus M JPYrux
MpENOCTaBsSEMbIX HCITHITYEMBbIM MaTEPHANIOB Npe/iBapHTeNbHO yTBepkaatoTes K.

HcnbiTyemblif MM ero 3aKOHHBIH NpeJcTaBUTeNb I0KHBI ObITh CBOCBPEMEHHO O3HAKOMIIEHBI C
HOBOH HH(opMaLyeid, crmocoOHONM MNOBIMATL Ha JKENAHHE HCHOBITYEMOTO MPOJO/DKMTh YYACTHE B
uccneaosanuu, Pakt coolleHns 310k HHPOPMALMK J0MHKEH ObITh JOKYMEHTAIBHO IOATBEPAACH.

B ciydae ecnu IIpoTOKONOM MpeaycMOTPEHO Y4YacTHe B MCCIENOBAHHH HecOBepUIeHHOJIETHHX,
KOTOpPBIC MOI'YT NOHATb CMBIC/ TPOMCXOAALIEr0 M JaTh CBOE COIVIACHE Ha Y4acTHE B MCCJIEIOBaHHM,
HHpopMalMoHHblil THCTOK W ¢opMa HHPOPMHPOBAHHOrO COrJIacHA AO/KHBI OBITh HANHMCaHbl B
TMOHATHOI/IOCTYIHON NI HECOBEpIIEHHONETHUX (opMe, KOTOPY) OH/OHA CODCTBEHHOPYYHO
MNOAIMHUCHIBACT M JaTHPYET B MNOMOJHCHHME K IMMOANHCH HMX 3aKOHHOIO MNpCACTaBHTCIIA. I.{J'Ul KaxKaon
BO3PACTHOM IPymmel (J€TH, MOAPOCTKM) AOJDKHBI OBITH NPeIycMOTPEeHbl OTAEIbHbIE HH(POPMALMOHHBIE
JIHCTKH COOTBETCTBEHHO BO3MOXHOCTAM BOCTIpHATHA. MH(MOPMALMOHHBIHA THCTOK U MH()OPMUPOBAHHOE
coryacue Juisi POIMTENIei/ONeKyHOB IOJKHO COAEPIKATh Ty e MHGOPMALMIO, HO Ha Gonee MPOABHHYTOM
YPOBHE JAOCTYITHOM U1 HOHUMaHUs HEMPO(PECCHOHATIOM.

TMonyyeHne cornacus A0MYCKAeTCs TOJBLKO B MUCBMEHHOH (opme.

B cnyuae neobxommmocth KD wnmeer mpaBo moTpeGOBaTh OT MCCIENOBATeNs/3asMBUTENS JHOOYIO
JIOTIONIHMTE IbHYI0 HH(popMauuo. Eciu Takas MHGOpManus He NpeloCTaBIAETCA B CPOKH, ONPEAC/ICHHbIE
K3, KD He paccMaTpHBacT JOKYMEHTBI HCCIIE0BATE/IBCKOTO IPOEKTA.

KD MoxeT oHOOpHTH MpOBeAeHHEe KINHMYECKOTO MCCIE0BaHHMA TOJLKO B TOM Ciydae, €ciu
MOTEHLHAIbHAA M0JIb3a VTS HCTIBITYEMbIX NPEBBILIAET BCE H3BECTHBIC M MPEACKA3yeMbIe BU/IbI PUCKA V1A
HHX.

Jlns skenepTH3sl Hccnenosareibekoro npoekra INpencenarenem KD Hasnauaercs akenept (COII-
K2-004), KOMMYeCTRBO SKCMEPTOB 10 KOHKPETHOMY UCCIIEI0BAHUIO HE PerIaMEHTHPOBAHO.

3.3. Dkcnepru3za 3asBoK Ha 3acegannn KD npu paccmorpennn MKH.
B cdepy oreercteenHoctH aomkHocTHbIX sl KD, wunenos K3, KoucynetaHTOB H

NPHMIIAIIEHHEIX JIML IPUCYTCTBYIOMMX Ha 3acefianuu K3 BXOIUT:

o  MOJMMCAHHE W CIEAOBAHHE COIVIALIEHWIO O KOH(HICHIHAIbHOCTH/KOH(IIMKTE HMHTEPECOB
(COIT-K3-002);
CBOEBPEMEHHOE 03HAKOMJIEHHE C MOBECTKON 3acelaHus U C NPeJoCTaBICHHBIMU 3aABUTE/IAMH
JOKYMEHTaMH 110 HCCIIEI0BAHHIO;
CBOEBPEMEHHas TOArOTOBKA K J0KIaay Ha 3acenanuu K3 cornacHo COIN-K3-003 wm COIll-
KD-004 (ecnu npumeHnMo) 1 Hactosmeit COIL
COTNMAcHO TIOBECTKH 3aceqaHms wiu pacnopskenus Ilpencenarens K3 npoBoautes
00CcyXIeHue 3a1BKH;
B Havane o6CyKIeHIA JoKaapBaeT KoHCYIBTaHT H/IWH SKCnepT U3 cocTasa WieHos K3;
KOHCY/bTaHT, NPOBOAMBLIMIL OKCIEPTH3Y, AOKIAABIBACT JIMYHO, €C/IH KOHCYILTAHT He
IPUCYTCTBYET, PE3yJbTATh IKCTIEPTH3bI JOKIA/IBIBAIOT NODKHOCTHBIE JiHia KO.
3KcTiepT M3 coctaga wieHoB KO, mpoBoauBuiuil 3KCTEPTH3Y, AOKIAABIBACT JHYHO, €CITH
SKCTIEPT He TIPUCYTCTBYET, Pe3yJIbTaThl IKCTIEPTH3bI IOKIABIBAIOT NOUKHOCTHBIe Hua K3
pe3y/IbTaThl SKCTIEPTH3H MOTYT OBITb TepeNaHbl B J000# yA00HOH QopMe U JODKHbI
cootBercTBoBaTs COIT-K2-003 mmn COII-K2-004;

Crpanuua 5 u3 13



3%

o  TOCJIC PACCMOTPEHHUA MPEICTABICHHBIX JOKYMEHTOB, A0K1ana KoHcynbTanTa w/unm Dkenepra
U3 cocraa wieHoB K3, npurnameHHex nuim, oOCYKIeHWS UM TOJYYEHHUS OTBETOB Ha EBCe
BO3HHMKIIME BOMPOCHI 110 3as4BKe KD 1nepexoauT K rojiocoBaHHIO.

3.4. TonocoBanme:

« TonocoBanue ocymiecTBiseTcs TOJbKO HE3aBHCHMBIMH OT HCCleJOBaTels M CIIOHCOPOB
uccnegoBanus Unenamu KD.

« K ronocopanuio ponyckatrorca aomkHocTHeie nvua KO m Ynenst KD 6e3 koHuukTa
HHTEPECOB.

« Muenue BHewHero KoHcyibranra sipisercs coBelaTe/ibHbIM, cam BHemHuM KoHcynsTanT B
rOJIOCOBAHWH HE Y4acTBYeET.

« [Ilepen ronocoBannem KD MOMKET NONPOCHTh NOKHHYTH 3aj 3acefanus KO KoHcynbTaHTOB M
NpUIJIALIEHHbIX JIHL,

« [IpoBOAMTCS OTKPEHITOE I'OJIOCOBAHHE.

»  Pemenue npuHuMaercs HONBIINHCTBOM I'OJIOCOB.

« B cnyyae paBeHCTBa TroOJOCOB NPHHUMAETCA pELIEHHE, 3a KOTOPOE MPOrojocoBall
IMpencenarens K3;

« B cnyuae ecnu npu ronocoBaHuM OBUTH MOJMYYEHB! Pa3IM4Hble MHEHHS, OHU JIOJDKHEI OBITE
3a(pMKCUpPOBaHbI B IPOTOKOJE.

HYTGM roJIOCOBaAHHMSA MPHHHMAET OAHO H3 CJIeAYHIIHX pemelmii:

1. onoOpuTh NpoBeaeHHe UcclieToBaHus Oe3 3amevaHuii;

2. 0406GPHTH NIPOBEJEHNE HCCIEIOBAHNS C PEKOMEH/IALIMAMH, TIOCNIE YCTPaHeHHs 3aMmedanuii 6e3
TMOBTOPHOTO PAcCMOTPEHMs NPH YCJIOBMM OTBETOB HA MOCTABJICHHBIE BOMNPOCH! U BHECCHHA
pEKOMEHyeMbIX M3MEHeHHi W/WiM jomonHeHuit B pabouem nopsuke. B atom ciyuae
M3MEHEHHbIE JOKYMEHTbl M/WIM JIOTIONHEHHbIE JOKYMEHTBI JO/KHBI OBITh 0A0OPEHSI
npeceaaTeneM WM 3aMecTHTeNeM npe/icenarens Komurera no 3THKe;

3. DOBTOpPHO paccMOTpeTs Ha 3acefanuu KO mocrne BHeceHMs H3MECHEHMH B TNPOLCAYPEI W
Marepuaasl uecaegoanud. [Ipu stom KD 4etko (opMyaupyeT BCE BOSHHMKIIME BOMPOCH H
NPETEH3HH;

4. [PHOCTAHOBMTh HJIM OTMEHHTb paHee BbIJAHHOE 3aKiioueHHe 00 0400peHMH NPOBEICHHS
KJIMHUYECKOTO HCCAEN0BAHHA.

3.5. TlocJie roJIocOBAHHS:

. uieH KD, HecorlacHslii ¢ MHeHHEeM OONBIIMHCTBA BNPABE M3JOKHTL B nUCEMEHHOH (dopme
cBoe 0ocoboe MHeHHe, KOTOpoe OToOpaXKaeTcs B MPOTOKOJIE 3aCe1aHuA K9;

. €ClH BbIHECEHO pelleHHe «Of00pUTh MPOBENCHHE HCCIENOBAHMA TIOC/IC YCTPAHCHHUA
3aMeyanuii Ge3 0BTOPHOTO paccMOTPEHHU», CEKPeTaph OIOBELIAET 3aABUTEI] B MUCHMEHHOI
(opMe MO TOBOAY KOHKPETHBIX 3aMeuaHnii ¢ Mpock0Oil MX YCTpaHeHus (HampuMep,
NpeIOCTABUTL paspelieHne MMHUCTEpCTBA 3/|paBOOXPaHEHHU Poccuiickoii ®enepauuy Ha
NMpOBEEHUE KIINHHYECKOTO HCCIEN0BAHIA);

o ecmi KD mnporonocoBan 3a BHECEHHE MONPAaBOK B moGoii M3 JOKYMEHTOB, CEKpeTapb
OMOBELIAeT 3aBUTENSA B MUCBMEHHOH (popMe 10 MOBOY KOHKPETHBIX M3MEHEHHIA ¢ npockOoi
BHECTH IONPABKH U OBTOPHO MPEICTABUTH JIOKYMEHTBI B KD2.

ITo pesynbraTaM OOCY:KIEHHA B XOAC sruueckoii skcriepTHssl K3 Moxer chopMyIUPOBATE
BOIIPOCHL K 3afBHTENI0 M PEKOMEHJALUH. PekoMEH/IAlIMH JIOJDKHBI OTHPAThCA Ha  MOJIOKCHHA
Xenbcuukckoit nexnmapauuy, GCP M OeHCTBYIOIIMX HOPMATHBHBIX AKTOB. Bonpockl u peKOMeHIalHH
JIOTKHBI GBITh HAMPABJIEHBI HA CO3JAHME YCIOBHH M Mep, 00ecredBalomuX fe30MacHOCTb MALMEHTA,
TONIB3Y OT €ro y4acTys B HCCJIEIOBAHMH, 0OBEKTHBHOCTE, [OJHOTY H JI0CTOBEPHOCTR uH(popMaLMK, Ha
OCHOBaHHH KOTOPOil MOTEHUHABHBINH HCIIBITYEMbi NPUMET peLICHHE 00 y4acTHUH B MCCIICAOBAHHM WK
oTKaze oT Hero. B cBomx pexomeHmaumuax KO fo/mkeH yBaxarh MpaBo uccaenosateleii Ha cBobony
HAYYHOTO MOWCKA MPH YCIIOBHHM, HYTO 3TOT TOMCK HE 3aTPardBacTt Gnaromomy4us ucnsiryeMbix. K3
JOJKEH COAEHCTBOBATh 3ajBHTENIO B BbIpaGOTKE PEIICHHil, HAMpaB/JCHHBIX HA obecrieyeHue Ipas,
Gnarononydus M MHTepecoB HCMbITyeMblX. KD 00s3aH o0pallaTh BHAMAHHE 3ajBUTE/]A Ha ACMCKTHI
AM3aiiHa WWIM JIOKYMEHTOB HCC/ICAOBaHMA HE COOTBETCTBYHIOIIHX JeMCTBYIOIMM TPABOBBIM M

3THYECKUM HOpPMaM.
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B ciyuae HeomoOpeHHs MCCIENOBATENILCKOTO MPOEKTA 3asBUTENIh MOXKET MOJAaTh AneULALMIO
myTeM NnucbMeHHoro obpawenus Ha ums [Ipeacenarens KO ¢ u3noxkeHneM apryMeHTOB [1s ane/UiALHAH.
Cexperape KD obecneunBaeT apXMBHpOBaHHE TOKYMEHTOB [0 UCCIIENOBATENLCKAM MPOEKTaM,
MPOTOKOJIOB BCeX 3acenaHuii K3.
Beinvcky 13 MPOTOKOJa NMPOLIE/ILIEro 3aceAaHus ¢ peweHneM KO o npeacTaBieHHOMY NPOEKTY
BBIJAETCS 3asBUTENMIO B CPOK He nozaHee 10 pabouux qHell nocie NPoReIEHHOrO 3aceJaHus.
Cekperapb ONMOBEINACT 3aABUTEIICH O pe3y/bTare SKCIEPTH3HL.
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®opma COII-006-001

IMpeacenarento Komurera no Ituke npu
@I'bY «HMMHII oukonorun um. H.H. IletpoBa»
Mumn3apaea Poccun

A.H. CemeHOBOI

OT I'TaBHOI'O MCCJICAOBATEA

3adaBneHHE

[Tpouy npoBecTH 3TUYECKYHO 3KCHIEPTU3Y
Hazpauue ucciieiopadus:
Homep uccnenoBaHus:

3aKa3uuK MCCIEI0BaAHM:
KoHTakTHEIE JaHHEIE 3aKa3ulKa: DHO, donscnocms, meaegon, E-mail

CpoK npoBeJeHHA KIHHHYECKOrO HCCIIEI0BAHMA: C 201 _mo 201 .

HccnenosarenbCKuii HEHTP:

Hanpumep: oTmenexue DOI'BY «HMUL] onxonorun uM. H.H. [Terpoea» Munsapasa Poccun, 197758,

Cankr-Tletep6ypr, n. [Tecounmiit, ya. Jlenunrpanckan, nom 68.

[TnaHupyeTcs CKpHHHPOBATH M PaHIOMH3UPOBATH CYOBEKTOB B HCCIIEIOBAHHE B YKa3aHHOM
MCCIIEI0BATENLCKOM LIEHTE.
ITnanupyeTca CKpUHMpPOBATh M paHIOMH3HPOBATH cyGBEKTOB B HCclel0BaHKe B PoccHH.

IpencrapiieHbl CeAyIOLINE TOKYMEHTBI 1A IKCIePTH3bI (C YKa3aHHEM BEPCHHU H 1aThl):

1. GopMynAp 3asBKU Ha MPOBEACHHE NEPBHYHOM IKCIEPTH3bI KTMHHYECKOTO HCCIENOBAHMUA,

2. ClIHCOK YIEHOB KOMaH Ikl HCCIIEIoBaTeNeli Mo ycTaHOB/IeHHOH (opme;

3. Tekywas BepcHs HayuHoii Guorpacdun nccnegosarens (curriculum vitae) no gopme Munsapasa
Poccuu;

4. Paspewenue M3 PO Ha npoBe/ieHHe KITMHAYECKOrO UCCIIENOBAHHSA MIIH 3asBJIEHHE C npocs00ii 0
NpPOBEJEHUH KIHHHYECKOro HCcle0BaHus NpuHaAToe Me/iepaibHbIM OPraHOM MCIIONHHTENBHOH B/IACTH;

5. IIpOTOKON KJIMHHYECKOro UCCIIe0BaHM,

6. ®opMa HHOPMHPOBAHHOTO JTHCTKA i (hopMa HHAOPMUPOBAHHOTO COrTIACHS;

7. bpowropy uccnenoparens,
8.CeeneHUA O MEIMIMHCKMX OpraHu3alax, B KOTOPbIX TpeanonaracTcs MpOBCICHUS

KITHHHYECKOTr'0 HCCICAJOBAHMA,
9. Konuu AOroeopa 00s3aTeILHOTO CTpaxoOBaHUA, 3aKIIOYCHHOI0 B COOTBCTCTBHH C TUIIOBBIMH

npaBunaMu  O6S3aTEBHOrO  CTPAXOBAHMA, € YKa3aHWeM IpeJelbHOH YMCICHHOCTH —MAlCHTOB,
YYACTBYIOIINX B KIMHUYECKOM HCC/ICIOBAHHH;

10. Hadopmanus o cocTaBe JICKapCTBCHHOTO Npenapara;

11. UsBecTHYIO HH(OPMALHIO, KACAIOLIYIOCA O€30MaCHOCTH;

12. Obpa3isl peKIaMHOI MPOAYKLIHH, €CIH NMPUMEHHMO;

13.TTicbMEHHBIE MaTepHAIBL, KOTOpble OyIyT NpeJoCTaBlIeHbl CyOLeKTaM, eclii NPUMEHUMO;

14. MaTepuansl no 3/EKTPOHHBIM, AMArHOCTHYECKMM U JPYTHM YCTPOHCTBAM, KOTOpbIC Oynyt

MIpeaoCTARJIEHBI HCIIBITYEMBIM, €ClIH HPHMCHHMO;
15. Undopmalius O BEIIJIATAX H KOMIIEHCALMSAX UCTILITYEMBIM, €C/TH MPUMEHHUMO;

16. Mubie goKymeHTbI 10 TpeGoanmio K3.

IMoamuce ®UO
Jata
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®opma COII-006-002

®OPMYJISAP 3AAABKH HA TEPBUYHYIO SKCNEPTH3Y KJIHHHYECKOI O HCCJEJ1OBAHUS

1

Homep nccienoanuns

2 | HazBanue KJIHHHYECKOI0
Hece10Banug
3 | Tun BccaeNoBaAHNSA
4 | ®aza KIAHHYECKOTO
HCCTIeJOBAHHS
3 | Hassanue Hosoro HCCIEAYEMOTo
npenapara
6 | HazeaHHe 3aperHCTPHPOBAHHOIO
B P® nekapcTBeHHOr0 npenapara
7 | Komnanus-npon3BoInTe/Ib
8 | Cnoncop mcciieropanus
9 | KoHTpakTHO-HCC/IEA0BATEIbCKA
OpraHu3alnHs
10 Heenenyemnbie mpoueaypbi
11 | 'pynnsl cpaBHenns IThayebo
Cmanoapmuas mepanus
Cmandapmuas mepanus +
ucciedyemulil npenapam
Cmanoapmuan mepanusa + niaye6o
Monomepanus uccredyemvim
npenapamom
Hem 2pynn cpasnenus
Jpyzue zpynnul cpagrHenus
12 | Bo3zpacr cy0beKkTOB " -
HeeIe10BAHHS S s
13 | Mekarouenue u3 uncaa
cy0LEeKTOB Hecael0BAHNS
14 | IoTpedHOCTE B pecypcax Humencuenas mepanus
Ilepenusarnue kpoGu
Tocnumanuzayus 6 cmayuoHap
Jleuenue 8 amoy1amopHoM pescume
CKT
MPT
Ocyomp 2uneroi02om
Ocmomp ohmanbmono2om
Ocmomp JIOPom
uoockonuveckoe UccIe008anue
Hpyeoe
15 | JlaGopaTopHbIi€e YCAYTH Jabopamopua

Tucmonozuueckoe uccieoo8anue

Lumonozuueckoe ucciredosanue

MTI'A

Hrx
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16 | OTnpaBka B HEHTPATBLHYIO Boru
J1abopaTopHio T
Lpyeoe
17 | AHaan3bl KPOBH Menee 250 mn/mecay
Bonee 250 ma/mecay
Apyzoe
18 Jlyueras Tepanus
19 | dunancoBble HOTEPH CyOBEKTA
HCCJIETOBaHHS
20 | Hporpamme nomomn cydbekram | Taxcu
HCCIeI0BAHMS K0 Ginemer
Asuabunemei
Tanonwvl Ha numanue
Onnama npoXcueanus 6 20CMuHuUYe
Apyeoe
21 | Crpaxoska Cmpaxosasn cymma:
8C€20/HA KaNCO020 NAYUEHMA
Yucno 3acmpaxoeanHblx
Cpoxu deilicmeus cmpaxosxu
Cmpaxogoe noxpvimue
Komnanus-cmpaxoeujux
22 | HeenenoBaTebCKHil NeHTP
(aapec, HA3BaHHE YIPeRICHHS,
OTAe/IeHHE)
23 | I'naBublii Hec/IeAOBATEND
24 | 3anonnun gopmy
25 | KonrakTHble AaHHBbIE JHNA,
3anoJHABIIEro Gopmy
26 | Mara

Crpanuua 10 nz 13




CnucoK 4JIeHOB KOMaHIbl HCClieoBaTeNeHl

,%‘P

Popma COII-006-003

Ne

HazpaHue uccnegoBaHus:

Ne | ®HUO uccnegoparens | JlomkHOCTL Pons B E-mail Jara Hanuuue OmeiT B

uccneposanuu | TenedoH | nocnenuero GCP HCClIeIOBAHUSX,
obyueHus |ceprudurara ner.
GCP Ha/Het

1 I'naBHbBIH
HCCNeIoBaTeNb

2 Uccnemosatens

3 Hccnenosarens

4 Koopaunartop

5 Koopaunatop

6 PapmauesT

7 QapmalesT

8

9
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@opma COII-006-004

(@opma ananozuunas M3, 603mocHO npedocmasienue Konuu nooarnHo 6 M3)

1 | DamMHIuA:

{2 Hma, OTyecTBoO:

13 Jara poxnenns:

| Vuenan
cTeneHb/3BaHHe:

i5 Tenedon cayxeOHbII:

6 |Tenepon MoOHIBLHBII:

PE3IOME

|
5
|

e ]

S

PRSI OIS, e—

{7 Daxc:
8 Anpec 3/1. NOYThI:
i
9, 3nanNe HHOCTPAHHLIX A3bIKOB (1 - WI10X0, 5 - OTIIMYIHO):
HHocTpaHHbIH A3BIK Pasrosop Yrenue ITucemo
Pycckuii poaHo#
AHITHACKHIA

10. OnbIT paboTEI (8 06PAMHOM XPOHOIO2UYECKOM NOPAOKE, 8 M.Y4. YKA3ANb MECHO patomvl
HO COBMECMUMENbCINGY 6 HACMOoAee 6peMs).

JloIDKHOCTB

11. Crax paGoThi: 0OIMA:

Jara (Meca1y/ron)

no

Haspanue yupexaeHus
[Moapasnenenue (OTACTEHHE)

Anpec

MmO CHenHaJdbHOCTH:

12. Boicmee 06pa3oBanne, HHTEPHATYPA, OPAHHATYPA, ACTIHPAHTYPA, IOKTOPAHTYPA H KypPChI
NOBBIIICHUS KBATHPHKANHH, c1a4a CePTHPHKANHOHHBIX IK3aMEHOB

KBanuduxauus Homep
IHIJIOMa,
cepTuduKara,
JaTa BblJAA4YH

c

(6 0BpamHOM XPOHONOZUYECKOM NOPAOKeE):

Jara (mecsw/ron)

10

Hasganue yupexuenus ®akynbrer
(ornenenue) Agnpec |
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13. YuacTue B ceMHHapax, TPEHHHTAX, KYPCax M0 BONPOCaM NMPOBEICHAN KIHHHYECKHX
HecaeqoBaHnil (8 o6pamuom xporonozuueckom nopsoxe):

Hazpaune yuebHoro
3aBeICHUA/OPraHU3aLHy, aapec |
(ropox)

- e it PR ... WSS, S —, |

Hazpanue ' Jara (Mecsw/ron)

SR

14. YuacTHe B KIHHHYECKHX HCCJIeNOBAHHAX (8 O6pam1-€0M XPOHONIO2UHECKOM nopﬂbke, 8 mMOoM Hucje

8 Hacmosiujee 8pems);

Kon, Homep Obnacts ®aza Ponp (rjaBHbIi Hara (rom)
HCCNIEIOBAHH  WCCIEHOBAaHMA  MCCIIENO HCCIIEHOBaTENb, CO- Y el
Pl f BaHHA  HCCIEN0BATENb, KOOPAMHATOP, | 1o

¢apmMarneBT ¥ T.I.)

15. KoamuecTBo mySamKanuii:
16. Hayunsie paGoTsl (nepevens Monozpaguil, cmameil u m.n. RO nPOQYUI0 KIUHUYECKO20
UccIed08anUsl, KOMopoe NIAHUPYEMC NPOBOOUNTL).!

Ne o Hepéqeﬂia Hayqﬂmx pabor

nommck: || mata | [
oty | | | B ...
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Homep Ha3zsanne

COIT-K>3-007

pabot (HHUP)

31<c11ep'1‘n3a Hay4HO-HCCICAOBATCIILCKHX

Bepcus

5.0 01 16.08.2018 r.

Co,aepmalme H HASHAYCHHE

O06BacHseT npoLeaypy SKCIEePTH3EI AUCCePTALMOHHBIX paboT

H HHULHMaTHBHBIX UCCIIeIOBAHUI

MecToHaxoxKaeHHs

PenepanbHOE rocyAapCTBEHHOE OFOKETHOE YyUPEKACHHE

«HMML] onkonoruun um. H.H. Ilerposa»
MunucTepcTBa 31paBoOXpaHeHHA
Poccuiickoit @enepauuu

197758, Cauxr-Iletepbypr, rnoc. [Tecounsli,

ya1. Jlennnrpaackas, aom 68
Komurer no Jruke

3ameHsieT BEPCHIO
4.1 or 23.11.2017 1.

CocrasbJieno
[Tontopauxuit A.H.

IIposepeno
CemeHoBa A.H.

VrBepxaeHo Ha 3acegannn K9

Ipeacexarens KJ
CemeHoBa A .M.

Homep 3aceganus

Hara 3aceganusi NelO

16.08.2018 r.

5,

HMara @ :
16.08.2018 1,

-

Tl'iigm_ncb
- _ ] Fil

[
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1. Ieab - ONMCHIBACT MEXaHW3M ONPENCICHHS COOTBETCTBMS IIIAHUPYEMOil HAYYHO-
HCCIICIOBATEIbCKOH pabOTBI, YCTAHOBICHHBIM STHYCCKAM TpeOOBAaHHSIM C BBIHECEHHEM
pemenus KD.

2. OGnacTs NpUMEHEHHS — DJKCIEPTH3A MPOEKTOB JUCCEPTAMOHHBIX H HHHITHATHBHBIX
HCCIICIOBAHMM, TEMATHKA KOTOPHIX CBfA3aHA ¢ NPOBEIECHHEM OMOMEIUIMHCKHUX MCCIIEIOBAHMIA.
IIpuMEHHMO 110 OTHOIIEHHIO K acHpaHTaM M COMCKATENIAM CTENEHH KaHu/1aTa U JOKTOpa Hayk,
HCIIOJIHATEIISIM HHMIIMATHBHBIX HCCIICOBAaHUI 10 TEMATHKE, YTBEP)KACHHON aIMHUHHCTpamue
OI'BY «HMHUI] omkomorum um. H.H. IlerpoBa» Munsapasa Poccuu, u npu BBIIOIHEHHH
TPAaHTOBBIX MCCIEIOBaHMM JO 3aceaHus MpoOJeMHOI KOMHCCHH, HA KOTOPOM paccMaTpUBaeTCs
aKTYaJIbHOCTh IUIAHHPYEMOTO HCCIICAOBaHMsA, WIM J0 Havyajla BKIKOYCHHA MAalMECHTOB H/HIIH
NPOBEJEHH IKCIIEPHMEHTANIBHBIX paboT Ha OHONOrHYECKHX MOJC/IAX JIF000r0 YpOBHS.
2. OrBercTBeHHOCTL - KoHcynprantsl, wiensl KD, nomkroctHble muna KD.

3. [lnan-rpadpuk:

Ne 9 Bun nesrensHOCTH OTBETCTBEHHOCTH
1 ITpuem 3aaBok Cexperaps KD
2 DKcIrepTH3a 3aABOK /10 3aceganus KD Homxroctisie it K3, wnenst K3,
KoHcyIbTaHTBI
omxHocTHEIe nuna KD, unens KD
3 DKcrnepTr3a 3a1BoK Ha 3acegaHnuu KO /A . . 2
KOHCYJILT&HTBI, IIPHUTIIANICHHBIC JIMna.
Jlomxroctasle muma KD u urens KD
4 I'omocoranue He UMerolHe KoH(ImKTa
HHTEPECOB
5 ITocne ronocoranus Cexpetaps KD, [Ipencenarens KD
p

3.1. [Ipuem 3asiBOK:
B 00s3aHHOCTH ceKpeTaps BXOJHUT:

* [IEPBHYHOE O3HAKOMJICHHE ¢ JOKYMEHTAIHEH IIPH IpHeMe 3asBKH OT 3asBHTEII;

« IpOBEpKa COOTBETCTBHS IpPECTABIEHHEIX JoKkyMeHToB TpeboBaHusM KO u ®opmam COII-
007-01, COII-007-02, COIT-007-03 u COII-007-04;

¢ perucTpanus 3asBKU;

+ pasMeIeHue TOKYMEHTOR B 3aKPhITOi CHCTEME 0CTyNa 11 wWieHoB KO,

« uH(popMuEpoBaHuEe uneHOB KD 0 moayyeHHoii 3a9BKe;

* XpaHCHHE TOKyMEHTAIHH;

o mpefcTaBieHue 3asBkM [Ipencenaremo [ BKIIOYEHHMs B I[OBECTKY TEKYINCrO HIH
cneayromiero 3acenanus KD;

« TIpUTTIANICHHE Ha 3acelaHie BCEX 3aMHTEPECOBAHHBIX JIHII.

3.2. IxcnepTu3a 3asBoK 10 3acefanus KJ
B o6s3aun0cTH goipkHOCTHEIX auil KD, yienos K3, KOHCYJIBTAHTOB BXOIHT:

« colI0jICHNe COTMaNIeHHs 0 KoH(uaeHIuanbHocTH/KoH(IKTe HHTepecos (COII-KI-002);

* 03HAKOMJICHHME C HH(QOpMALIUEH 110 3a1BKE;

« B PE3YJIbTATE O3HAKOMIICHHS ¢ HH(OpMaLHeH JO/DKHOCTHBIE JTNa KD u unens! KD nomxHb:

« yOEIUTBCS B TOM, UTO TIpeICTABIeHHas HH(pOpMAIKs, J0CTATOHA ISl TOTO, YTOOBI BHICKA3aTh
0GOCHOBAHHOE CYKIEHHE O COOTHOIIEHHMH MEXy PHCKOM M IIOJIb30M, BOZHHKAIOIMMMH IPH

[IPOBEIEHHH HCCIIETOBAHHA,
 OLIEHUTH HEOOXOIUMOCTh IMPHBJICYCHHUA KOHKPETHOT'O KOHCYHBT&HT& U IIPHIVIAIICHHBIX JIAIL;

« IIpencenatens KD nasnavaer Korcynpranta cornacao COII-K3-003.
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3.2.1. IHMIBaTHBHbIE HCCIEI0BANAS (THCCEPTANHOHHbIE paborni):
Hasnagenneriit Ynen KO/KoHCYIBTaHT HOMONTHATENBHO MOKET IIPOBEPSTH:

3a4BKY Ha IPOBEJCHHE 3THYCCKON IKCIEPTH3E], IIOIHCAHHYIO PYKOBOIMTEIEM CTPYKTYPHOTO

TI0/Ipa3/IC/ICHAS, B KOTOPOM OYIeT BRINOIHATBCS JUCCEPTAMOHHAS paboTa;

* CIELHAILHOCTE, 110 KOTOPOH IIAHUPYETCH 3aIATA;

* AHHOTAIUIO JUCCEPTAIIMOHHOM PaboThI;

* YTBEPXKACHHE TEMBI Ha 3aceanuu YueHoro Coperta (KCepOKOIHs BBITHCKH);

* MPOTOKOJI IJTAHUPYEMOTO HUCCIIEIOBAHMS;

* KPaTKyl0 aHHOTAlMI0O HA MCIOJb3yeMble JIeKapCTBEHHBIE IIPENapaTsl, OpPHTHUHAIBHBIC
METOJMKH H HX aBTOPCKHE MOMDUKALIAH;

* NOANMCAHHBEIE W JaTHPOBaHHLIE NPO(ECCHOHATBHBIE aBTOOHOrpadHM HCCICAOBATENS U €ro
HayJHOTO PYKOBOIHTENS (e#) (JUIsl JOKTOPAaHTOB — HAYYHOI'O KOHCYJIBTAHTa (OB)) ¢ yKa3aHHEM
KOHTAaKTHBIX Tenne(oHOR;

* HHQOPMALMIO IS TalMeHTa (MH(GOPMALMOHHBINA JHMCTOK) M (OPME HH(POPMHPOBAHHOIO
COIlacHs TMalWeHTa, €ClOM M[peaycMOTpeH Ha0op JdeTel, JHIl ¢ OrpaHHYEHHOI
ACCCIIOCOOHOCTBIO — TO MH(OPMALHMH [T CAMHX TIAMEHTOB M HX OIIEKYHOB/POIUTEICH;

* TEXHHYECKOE 3aJ1aHNE HA BBINIOJIHEHHE HAyYHO-HCCIIEI0BATENILECKOM paboThI;

* KaJICHAApHBIH I1J1aH,;

* CMETY PacX0/I0B Ha BBIIOJIHEHHE HAyIHO-HCCIIEIOBATEIbCKHX paboT;

¢ COOTBETCTBUHE paGOTBI Cc GHOHOFPI‘{CCKOﬁ MOIOCIBHO 3THYCCKHM TpeGOBaHHSIM.

3.2.2. UuuunuaTUBHEIE HCCIeN0BAHNS (He AMCCePTANHOHHLIe PaboTEI):
Haznauennsiii Ynen K3/KoHCYITaHT JOMOTHUTEILHO MOXKET IPOBEPSITH:

* 3a4BKY Ha IIPOBEJACHHE 3THYECKOH OKCIIEPTH3BI, IOAIMHCAHHYIO PYKOBOOHTEIIEM CTPYKTYPHOI'O
HoJpa3/ie/ICHHs, B KOTOPOM OYJET BHIMOJIHATHCS HHHI[MATHBHOE HCCIIC0BAHHE;

» ogoOpenue ammunuctpanuein ®I'BY «HMUIL] onkxonoruum mm. H.H. IleTpoBa» Mmun3zapasa
Poccun NPOBCACHUA HHHIITMATHBHOI'O HCCIICIOBAHHSA,

* IIPOTOKOJI IUTAHUPYEMOTO HCCIIEIOBAHHS,

* KPaTKYKdD AaHHOTaIlUKO Ha HCIIONB3YEMBIC JICKAPCTBCHHEBIC TIpE€Hiaparhl, OpHFI/IHaJIBHBIe
METOJIMKH U UX aBTOPCKHE MOIU(PHUKALINN;

* MOJMUCAHHYIO M JATHPOBAHHYIO Mpo(eCcCHOHANBHYIO aBTOOHOrpaduio uccaeaoBaTens;

o uH(poOpManMIO 11 NanueHTa (AH(QOPMAaIHOHHBIH JHCTOK) H (HopMbBl HHOOPMHPOBAHHOIO
corinacus nanmueHTa, C€CJIH IIPpEayCMOTPEH Haﬁop ne’reﬁ, JIAIY C OrpaHH‘IeHHOﬁ
JIeeCIIOCOOHOCTRIO — TO HH(OPMALIHY [T CAMHX MAIlHEHTOB H UX ONEKYHOB/POHUTEIEH;

» TEXHHYECKOE 3a/1aHHE Ha BHIIOJIHEHHE HayYHO-UCCIIE0BATEIbCKOM paboTsl;

» KaJICHJapHBIH IIJIaH,

* CMETy pacXoJOB HA BHIIOIHEHHE HAYYHO-HUCCIIEOBATEIECKUX PaboT;

* COOTBETCTBHEC paGOTBI ¢ Owmonoruyeckoi MOJCIBK) OSTHUYCCKHM TpeGOBaHI/IHM (ecnn
TIPHUMEHHMO ).

3.3. DKkcnepTu3a 3a89BOK Ha 3acefaHun KO
B ctepy otBeTcTBeHHOCTH qomkHOCTHBIX Tul KO, w1enos KO, Koncymsrantos u KO Bxoaur:

o HOANMMCAHHE M CIIEJIOBAHHE COIJIANIEHAI0 O KOH(HIECHIMATbHOCTH/KOHQIMKTE HHTEPECOB
(COII-KD-002);
* CBOCBPEMEHHOE 03HAKOMJICHHE C TIOBECTKOM 3aCe/IaHHs M ¢ MPEeIOCTABICHHBIMU 3aABUTE/IAMU

JOKYMCHTAMHM ITO UCCIIEJOBAHUIO,
« CBOeBpeMeHHas moarotoska Koncynsranta/Unena KD k noxnany Ha 3aceganun KO cornacHo

COII-K2-003;
e CODJIACHO IIOBECTKe 3aceqanHds Wi pacmopskenus IIpeacemarens K3  mpoomuted

oOcyxaeHue 3asBKH;
- B Hauase obcyxmenns noxnaaseaer Koncynsrant/Unen K3;
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+ KoHCy/IbTaHT, NpPOBOAMBINMH DKCIEPTH3Y, MOKIAABIBACT JIHYHO, €CIH KOHCYJIBTAaHT HE
IPHUCYTCTBYET, PE3YJIBTATEI IKCIIEPTU3BI JOKIIAABIBAIOT JODKHOCTHBIE Jinia KD.

 PE3yNbTATEl SKCIIEPTH3BI MOTYT OBITH mepenansl B J000H ymoOHOH dopMe H JOKHEI
coorBeTcTBOBaTh COII-KD-003;

* BCE HAYYHO-WMCCIIEN0BATEbCKHE pabOTHI JTODKHBI OTBEYATh MEXYHAPOIHBIM M POCCHHCKIM
TpeOOBaHMAM STHYHOCTH M IPEJIaraTh IpHEMIEMBIH mpoduis Ge30macHOCTH LA cyOBeKTa
HCCIIEI0BaHMS;

« IPH DPACCMOTPEHHH HayuyHO-HCCIIeA0RaTeNhCKHX pador KD momken oOpamarte ocoboe
BHHMAaHHE:

1. 106poBonEHOMY HHGOPMHUPOBAHHOMY COIVIACHIO CyOBEKTa HCCIIEIOBAHMS,

2. HayyHOH COCTaBIAIONICH IUIAaHHpPYeMOH palboThl (MOATBEPKACHHOH OSKCIEPTOM B
COOTBETCTBYIOMIEH oOnacth wnu pemeHHeM aaMuHHcTpaumu OI'BY  «HMMUI]
onkonoruu uM. H.H. Ilerposa» Munsapasa Poccun);

3- 3alHUTC NEPCOHAIIBHBIX JaHHDBIX ManmHuCHTOB-YYaCTHHKOB HCCIIEAOBAHH A,

4. KpUTepHAM BKIIOYCHHUS M UCKIIIOUEHUS CYOBEKTOB B HCCIIEJOBAHHE,

5. Meromam cTaTHCTHYECKOM 00pabOTKM MaTepuaia U IJIaHy IyOJMKalMi B Hay4HBIX
W3IAHUSX.

o TIPH OLIEHKE IPOEKTOB ITHYECKKI KOMHUTET JOJDKEH 4eTKO Au(depeHIupoBars:

1. HEHHTCPBCHIIHOHHEIC H HHTCPBCHHHOHHBIE HUCCIICJOBAHMU,

2. KJIMHHYECKHE HCCIIeI0BaHuA U X ¢assl;

3. mpoexTsl, croHcHpyeMble GupMaMu-npousBoauteaMu wid PI'BY «HMHILL oxkonoruu

uM. H.H. IlerpoBa» Mun3gpaBa Poccum, HX COOTBETCTBHE IIpaBHIaM 3THYHOIO
MapKeTHHIa.

ITocne paccMOTPEHHA MIPEACTABICHHBIX JOKYMCHTOB, JOoKJ1aaa jKOHCYHbTaHT&
NPHUIJIAIICHHBIX JIAL, OOCYXJIEHHA M IIOMyYeHMs OTBETOB Ha BCE BO3HMKINHE BOIPOCHI K3

NEPEXOIUT K rOJIOCOBAHHUIO.

3.4. I'o,rocoBanue
« ['0JI0cOBaHME OCYIIECTBISAETCH TONBKO HE3aBHCHMBIMH OT MCCJIENOBAaTeNss U CIOHCOPOB

uccnenopanus dyiaenamu KD.

« K TONOCOBaHHMIO JOmycKaroTcs JoJDkHOcTHble ymna KD u wiennl KO Ges koudumkra
HHTCPCCOB.

+ Muenue BHemHero KoHCYIbTaHTa ABISETCS COBCIIATEIBHBIM, CaM BHEIIHMH KOHCY/IBTaHT B

rOJIOCOBaHHH HE YYacCTBYET.

« Ilepen ronocoanuem K3 MoxeT MONpoCHTE TTOKHHYTH 3all 3aCCaHUA KD KoHCYNIBTaHTOB U
IPUTIAIIEHHBIX JIKIL.

« IIpOBOAMTCA OTKPBITOE OJIOCOBAHHE.

o Pemrenue mpuHUMAETCs OONBIIHHCTBOM I'OJIOCOB.

« B ciyuae paBeHCTBa TOJOCOB IPUHAMAETCS pPELICHHE, 3a KOTOPOC MpOroaocoBal
ITpencenarens KO;

« B ToM cily4ae, €C/M HpH IOJIOCOBAHHH OBUIM TOJyYeHBI PasIH9HBIC MHEHHS, OHH JIOIKHEI
OBITE 3aHUKCHPOBAHEI B IIPOTOKOJIE.

TIyrem ronocosanus KD IpHHAMAET OHO M3 CIEAYIOIMX PEIICHHH:

1. 0106puUTH IPOBE/ICHHE HCCIe0BaHAS €3 3aMeYaHMIt;

2. 00OPUTH TIPOBETICHHE HCCIEIOBAHUS IOCNE YCTPAHEHHA 3aMCUaHHM 6e3 MOBTOPHOIO
PacCMOTpEHHS TpPH YCIOBAM OTBETOB HA TMOCTABICHHBIE BONPOCHI W BHECCHHA
PEKOMEH/IyeMBIX M3MEHEHHH W/WIH JONOJHEHHH B paboyeM MOpAIKE. B stoMm ciryvae
M3MEHEHHBIE JOKYMEHTE! W/HIH JIONONHEHHEIE JOKYMEHTHI JTOMKHBI GBITH 000pEHHI
npesiceaaTeNeM WK 3aMecTuTeneM npencenarens K3;
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3. IOBTOPHO paccMOTpeTh Ha 3acefanuu KD nocie BHeceHHs H3MEHEHHH B NPOIEAYpPHl H
Martepuansl uccrenoBanus. [lpu stom KD wetko dhopMymupyeT Bce BOZHUKIIHE BOIPOCH
H IIPETEH3HH;

4. He pa3penuTh MPOBEJCHNE HCCleI0BaHu (C yKa3aHUEM IPHYHH 0TKa3a).

3.5. [locne ronocoBanus:

« yien KD, HecornacHsiil ¢ MHeHHeM OOJIBIIMHCTBA BIPABE M3JI0KHUTH B NHCEMEHHOH (opMme
CBoe ocoboe MHeHHe, KOTOpoe 0ToOpaxkaeTcs B MpoToKoe 3aceqanusa K9;

e €CJIM BBIHECEHO IMOJIOKHTEIRHOE pelleHue (Kakoe-mubo oj00peHue), To KI ykasplBaeT, C
Kakoil 9acTOTO# OymeT MpOBOAMTHCA TEKyIas SKCHEPTH3a IO JIAHHOMY HCCIIEOBAHUIO H
IPOBEPKH BBITOJIHEHHA HCCIIEA0BATEIeM 00A3aTeLCTE Ha MPOTSKEHHH BCEro HCCIIEeAOBAHNUS;

s €CJId BHIHECEHO PellleHKe 0J06pUTh IPOBEICHHAE UCCICIOBAHHUS MTOCIIE YCTPAHEHUs 3aMeYaHui
Ge3 MOBTOPHOIO PACCMOTPEHHS, CEKPETaph OMOBEIIAET 3asBUTEIS B MMCHMEHHOH (opme mo
IIOBOY KOHKPETHBIX 3aMe€yaHWii ¢ Mpock00H HX ycTpaHeHus (HampUMEp, MPENOCTABUTH
paspelleHHe aAMHHACTPAIHE YUpexIeHus Ha IPoBeIeHHe HCCIeI0BaHN);

« ecti KD mporosnocoBan 3a BHeCEHHE MONPABOK B Ji000H W3 JOKYMEHTOB, CEKPETaph
OIOBeNIAeT 3asABHTE/A B MUCHMEHHOH (opMe 110 II0BOY KOHKPETHBIX H3MEHEHHH ¢ IIPOCKO0i
BHCCTH IIONPABKH M MMOBTOPHO MpeACcTaBUTE JoKyMmeHThl B KD.

Ilo pesyabrataM OOGCYXICHHS B XOJe OTHYECKOH osKemepTusel KD moxer
cOpMYIHPOBATH BOIPOCH K 3asBHTENIO ¥ peKOMEHJauuy. PEKOMEHIAMA JO/DKHBI ONUPaThCA
Ha TOJOXKEHHA XenbCUHKCKOH nmexmaparuu, GCP u 1geficTBYIOIMIMX HOPMAaTHBHBIX aKTOB.
Bompocsl ¥ peKOMeHIAIHM NODKHBEI OBITE HANpABIEHE HA CO3JAHHE YCIOBHH M Mep,
obecreurBalOIUX Oe3omacHOCTh IAlMeHTa, TMONb3y OT €ro yJacTHd B HCCICIOBaHHH,
OGBEKTHBHOCTb, TOJHOTY M JOCTOBEPHOCTh HHpOpMAIMH, HA OCHOBAHHH KOTOPOH
MOTEHIHMAIBHBIN HCIBITYEMBIH HPHMET PEIICHHE 00 y4acTHH B MCCICZOBAaHHM HIIM OTKa3e OT
Hero. B cBomx pekoMmeHmanmsx KD Jo/bkeH yBaxarb IpaBO HccienoBatelnedl Ha cBoboxy
HAYYHOTO TIOHMCKA IPH YCJIOBHH, UTO STOT MOMCK He 3aTparkBaeT OIIaromony4is MCIBITYEMBIX.
KD nomkeH comeiicTBOBATh 3agBHTEIIIO B BRIPabOTKe pellleHHi, HallpaBpIeHHBIX Ha obecrieyeHne
1paB, G1aronony4ns ¥ HHTEpecoB ucnbIryeMsx. KD o6s3an obpamars BHUMaHHe 3aABUTENS Ha
acIieKTs [M3alfHa M/WIM JOKYMEHTOB HCCIENOBaHMS HE COOTBETCTBYIOIIHX [CHCTBYHOIIHM
IPABOBEIM ¥ STHYECKHM HOPMaM.

B ciayyac HEOmOOpCHHA HCCICAOBATEIbCKOIO TMPOCKTa 3aiBHTEIL MOXKET I0AATh
ane/USIHEI0 IyTeM NHChMEHHOro oOpamenus Ha uMsa [Ipexcemarens KO ¢ u3joikeHHEM
apryMeHTOB JUIS aleUIgIHH.

Cexperaps KD obecreumBaeT apXMBHPOBAaHUE OKYMEHTOB IO HCCIIENOBATEIHCKUM
IIpOEKTaM, MPOTOKOJIOB Beex 3acenannit KO.

BHINHCKH U3 HPOTOKOJIA MPOIMIEAWIEro 3acefanus ¢ pemenneM KO 1Mo NpeicTaBIeHHOMY
TIIPOEKTY BBIIAETCS 3a4BHTENIO B CPOK He mo3mHee 10 pabo4ux [HEH MOCIE MPOBEACHHOrO
3aceaHus.

Cekperaps HECET OTBETCTBCHHOCTh 3a OIOBCUICHHC 3ajABHTEICH, NOBCACHHE 10 HX
CBEJIEHHH pe3yJ/IbTATOB pPacCMOTPEHUS! IIPOEKTOR, UTO dpuxcupyeT B COOTBETCTBYIOIIEM

KypHaIe.
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®opma COII-007-01

IIpencenaremo Komurera no Druxe npu
OI'bY «HMMUII onkonorun um. H.H. Ilerposa»
Munsapasa Poccun

A.H. CemenoBoit

OT aCIUpaHTa/COHCKaTENs

3ASBJIEHUE
[Ipoury mpoBecTH ITHYESCKYIO IKCIEPTH3Y AUCCEPTAMOHHOM paboTHI:

Ha3BaHUe PabOTHI:
CIIENHAJIBHOCT (YKa3aTh Ha3BaHHE H HOMEP CIEIHAIBLHOCTH):

HauMmeHoBaHue noapaznenenus OI'BY «HMMUI] onxomorun uM. H.H. Ilerporay Munzmpara
POCCHH, Ha KOTOpOM 6}’I[eT MMPOBOAHUTECA HCCIICAOBAHHC!

K 3asBeHHIO IpHUIAraloTCes CleyIoNHe JOKYMEHTH (YKa3aTh Kakue).
1. IIpoTOKOI UCCIIEJOBAHUS;
2. Kparkas aHHOTalMss HAa HCIOJb3yeMbIE JICKAPCTBEHHBIE IpenapaTtsl (€Cid OHH
HCIIOJIB3YIOTCS );
3. Uudopmaiyonssiii nMCTOK manueHta u (opMa HHOOPMHUPOBAHHOrO coryacus u (B
ciyuae, ecnd TpeOyeTrcd corjiacue OIEKYHA HJIH POJUTENS, TO aJalTHPOBAHHYIO
AHGOOPMAIIHIO A OTNIEKyHa M OTIeKaeMBIX);

4. TlpodeccuoHaiabHbIE aBToOHOrpadpun HCCIIeIoBaTeNs U ero Hay4HOT'O

PYKOBOAUTEINSA/KOHCYIHTAHTA;

5. TexHHYECKOe 3aJ]aHH€e Ha BHINOIHEHHE HAYIHO-HCCIIEJOBATENLCKOM paboThI;

6. KanenaapHslii [11aH;

7. Cwmera pacXo/IOB Ha BHINOJHEHHE HAYYHO-HCCIIE0BATENECKUX paboT;

8. HuauBuayaspHas perucTpallMOHHAs KapTa MalHeHTa;

0. 3axkmoueHrMe O TOM, YTO paboTa 3amIaHHpOBaHA, M KOMHS OT3bIBA CIEIHATHCTa Ha
HCClIeOBaHKE.

Hccnenosarenb: IToanuce Hata

KonraktHsie TeieOHBI:

PykoBoaMTENb MOIpa3ICTCHUA (BH3a):
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®opma COII-007-02

Hpencenaremo Komurera o Dtuxe ®I'BY npu
«HMHI] orxomnorun um. H.H. ITerporax»
Munzapasa Poccun

A.H. Cemenoroii

OT HCCIe0BaTeNa

3ASIBJIEHUE

IIpoiry IpoOBECTH 3THYECKYIO IKCIIEPTH3Y MHUIMATHBHOTO HCCIIEIOBAHHS:

Hassanue nccnenoBanus:

CrenuanpHOCTh (yKas3aTh Ha3BaHHE M HOMED CIIEIUATBHOCTH):

Haumenosanue nonpazaenenns ®I'BY «HMHL[ ouxonoruu um. H.H. Ilerpoa» Munsapasa
Poccun, Ha KOTopoM GyJeT MPOBOAHTHCA HCCIEHOBAHKE:

K 3agBnenuio npunararores cieayromue JOKyMEHTH (YKa3aTh Kakue).

1.
2

560 o By B i

IIpoTokon uccnenoBanus;

Kparkad aHHOTaiMs Ha MCHOJMB3YEMBIC JICKAPCTBEHHBIE Ipemaparsl (€Cld OHU
HCIIOJIB3YIOTCH);

HudopManoHHEI THCTOK NanueHTa 1 Gopma HHHOPMUPOBAHHOTO coriacus (B ciydae,
ecnu Tpebyercs COracHe ONEKyHa HIIH POAMTENA, TO aJalTHPOBAHHYIO HH(pOPMAIHIO
JUIs OTIEKYHA M OTICKACMBIX);

IIpodeccronanbHeie aBTOOHOrpadUu HCCIETOBATENS U €10 HAYYHOTO PYKOBOTHTEIS;
Texnuueckoe 3aanue Ha BHITOJHEHHE HAYYHO-UCCIIEIOBATENLCKOM PabOTHI;
KaneHnnapHslii riaH;

Cmera pacxo/I0B HA BHINOTHEHHE HAYYHO-HCCIIEN0BATEILCKUX paboT;

WunusunyanbHas perucTpalloHHas KapTa MalueHTa;

OnoOpeHue aIMUHUCTpALMK Y YPEKACHUS [IPOBEICHHS UCCIIEAOBaHUSL.

HUccnenosarens: [Toamucs Jlata
KoHnTakTHEIE TENePOHBI:

PykoBoaurens moapasaencHud (Bu3a):
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®opma COII-007-03

Ilopsmox npeacraBneHus 3asBOK U JOKYMEHTOB Ha IPOBEIECHHE STHYECKOM SKCIIEPTH3BI
HCCIIEI0BATENBCKOI paboThL, Tie CYOBEKTOM HCCIEI0BAHMS ABJIACTCS YEIOBEK

Ilns monmydenus omoOpeHHs TNPOBEACHHS IUIAHUPYEMOTO HCCIEAOBAHMS 3asBUTEIDb
JOJDKEH MpeacTaBuTh cekperapio KD noxyMmeHTaIluio, HEOOXOAMMYIO IS TIIATETLHOTO H
HCUEPILIBAIONIET0 aHATH3A YTHYECKOH CTOPOHEI IIAHUPYEMOTO HCCIIEI0BAHUS

IlepeueHs fOKyMEHTAIINH, HEOOXOIUMOM JUISI IPOBEIEHHS SKCIIEPTH3bI

1. ITuceMo-obpatenne na ums npeacenarens K9;

2. IlpoTokon uccienoBaHus;

3. KpaTkas aHHOTalnMs Ha UCIOIb3yEMEIC JIEKaPCTBEHHBIE IIPENapaTsl (€CIH OHH
HCIIOJIB3YIOTCA ), ONTHCAHHE METOJIOB HCCIEJOBAHUS;

4. UndopManuoHHmIii TMCTOK HanuenTa u popMy HHGOPMHEPOBAHHOTO coryacHs (B ciydae,
ecd TpedyeTcs coriacue OlneKyHa MM POJUTENS, TO aalTHPOBAHHYIO HHGOPMALIHIO JUIS
OIIEKyHa ¥ OIIEKAEMBIX);

5. IIpodeccuonansasie asTodnorpadpuu (CV) Heenenosarelis/HaydHOro
PYKOBOJHTENS/KOHCYIETaHTa;

6. UuauBHIyansHas perucTpalliOHHAas KapTa NalKueHTa;

7. Texauuyeckoe 3ajaHHe HA BEIIOIHEHHE HAYYHO-HUCCIIEI0BATENIbCKOH paboThI;

8. Kanennapuerii riau;

9. CmeTa pacXo/10B Ha BHIIOJHEHHE HAYYHO-HCCIIE0BaTeNbCKAX paboT;

10. 3akroueHHe 0 TOM, 9T0 paboTa 3alUIaHMPOBaHA H KOIIHIO OT3BIBA CIICIMAIMCTA Ha

HCCIICOOBAaHHC.

KD uMeeT npago 3anmpocHTh U APYTHE JOKYMEHTBI, KOTOPEIE MOTYT IIOTPeOOBaThCS EMY
JUIsl UCTIOJIHEHUS CBOMX 00S3aHHOCTEH.
Cpok mojags JOKYMEHTOB /I PACCMOTPEHH: Ha 0UEPEHOM 3aCelaHUU: HE MEHEE YeM

3a JIBE HEZIEJIH A0 3acelaHus.
BHIIHACKH 0 IPHHATOM PELICHUH BBIIAIOTCA B TeyeHue 10 pabouux JHe# mocie

3acCIaHuA.
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®opma COIT-007-03

Ilepeuens qokyMeHTAIMH, HEOOXOMUMOH IS MPOBEAEHUS KCIIEPTH3HI HCCIIE0BAHHUS C
HCIOJIE30BAHMEM OHOJIOTHYECKOH MOJIENIN B KauecTBe CyOBeKTa HCCIIeJOBAHUS

1. ITucemo-obOpamenue Ha ums npeacenarens KO,

2. IlpoTokon ucclieJOBaHK;

3. KpaTkas aHHOTALMS HA MCIOJIB3YEMBbIE JIEKAPCTBEHHEIE [Ipenaparhl (eCiIM OHH
HCIIOJIB3YIOTCA);

4, TTpodeccnonanbHbie aBToOHOrpad My HeCIea0BaTECH;

Pasjensl, KOTOpHBIE JOJDKHBI OBITH OTPKEHBI B IPOTOKOJIE HCCIIE0BAHHS, TIPH HCIIONB30BaHHU
OHOJIOTHYECKOH MOEIIH:

1. 06BeKT HccaenoBaHue (B )KUBOTHOTO, KJIETOUHAS KyJIbTYpa U Ap.);

2. KONMHUYECTBO OHONOrHYECKUX MoJIeNiell ¢ 000CHOBaHHEM He0OXOIUMOro HX 4HCIIa;

3. yCITOBHS MOJYyYeHHS KJIETOYHOMN KyNbETYpHI:

4, yCIIOBHA CONEPIKAHUA KUBOTHOTO, IIPOJIOJLKHTEILHOCTE CONEPIKAHMUS;

5. penpoaykims (ec/ii IPeAyCMOTPEHO). YKa3aTh UCIIONb30BaHUE IPUILIO/IA, yIacTHE ero B

OKCIICPHUMCHTAX,
6. meTantbHOE U MOIIATOBOE ONMMCAHHE BO3ACHCTRUS HA OHOIOTHYECKYIO MOZIENb. METOIbI,

HCITIOJIE3YEMBIC B IIPOIICCCE SKCIICPUMEHTA,
a) Ha DOArOTOBHUTEIBHOM 3TAIE: BBEICHHE XUMUYECKHX BEIIECTB, MHIICBBIX 1[063.301{;

¢usuKo-MexaHHYeCKHe BO3IEHCTBUS H JIP.

6) Ha OCHOBHOM 3Tare: crocob 3abopa >KCIepUMEHTAIBHOIO MaTeprana; nepeyeHb
3a0HpacMoro MaTepHala; npeyCMOTPEHO JIH YMEPILB/ICHHE JKHBOTHOTO, €CIIH /1a, TO KAKUM
c110co00M; He0OX0MMO IIPEJOCTABUTE OIMCAHKE [IPOBOJIMMOM aHECTE3UH, BH/L,

HCITOJIL3YEMBIE TIpenapaThl.
B) Ha 3aKJIFOYHUTENBHOM HTare (HCIOIB30BaHUE JKMBOTHOI'O MOC/Ie IKCIIEPUMEHTA,

YTHIIH3AIHAS OCTAHKOB).
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®opma COIT-007-04
Obpa3sert GpopMs! HHGOPMAIIMOHHOTO JTHCTKA H MH(GOPMHAPOBAHHOIO COTJIACHS

MH®OPMALIMOHHBIN JIMCTOK NALIMEHTA
H ©®OPMA HHOOPMHPOBAHHOI'O COI'JIACHA

BEPCHUS U IATA
WHOOPMALIMH:

BPAY-UCCJIIEHJOBATEIJIb:

AJIPEC LIEHTPA
HCCJIENOBAHU A:

HAMMEHOBAHME
WCCJIENIOBAHUA:

TTPOTOKOJI Ne: (koA nompasaeNeHHA-TOI-MOPSAKOBbIH HOMEp HCCIEOBAHHA B 3TOM FOAy)

BEPCHA U TATA
MPOTOKOJIA:

OPI'AHU3ATOP ®I'BY «HMUI] onkonoruu uM. H.H. TletpoBan Mun3apasa Poccuu

KOOPJJUHATOP
HUCCIJIEJOBAHHA

O®UO Ten. ; Dakc:

Veaxaembiit naueHT(Ka)!
Bam mpensiaraercs NPHHATH AOOPOBONBHOE Y4acTHE B KIMHMYECKOM HCC/EJIOBAHHH HOBOTO JIEKApPCTBEHHOrO
npenapara UJIH VKA3ATb UTO HOBOE :
Llensto Hactosuiero uccnenoranus sensercs YKA3ATh CBOM LEJIM u3yueHue 6€301macHOCTH, MEPEHOCHMOCTH,

TOKCHYHOCTH M (hapMaKkoKMHETHYECKHX MNapaMeTpoB Tmpenapara , Jodunu3ar aas
TNPHIOTORIEHUS MYJbCUU s HHOY3HiE (000 « », Poccus) y NaluueHToB ¢ OMYXOJIEBbIM
3aboneBaHleEM , KOTOPBIM TOKa3aHO JIeYEeHHE i

dapMakoKUHETHUECKHE IAPaMETPhl BKIIOUAIOT B ce0A MOKA3aTENH, XapaKTEePH3YIOHKE NOBEACHHE JIEKapCTBEHHOTO
npenapaTa B OpraHu3Me YeIoBeKa.

[Ipesxkae 4eM NMPMHUMATh peLIEHHe 00 y4yacTHH B 3TOM HCCIEAOBAHHM, BAXKHO MOHATE, AN HEro OHO MPOBOIAHTCA,
YTO HYKHO Oy/eT JenaTh NalHeHTaM-y4aCTHUKaM JaHHOTO HCCTIEI0BaHUA.

TMoxanylicTa, MPOYTHTE BHMMATEILHO HIKECIELyIOUlylo HHDOPMALMIO M OOCYIHTe ee, €ClM MOkenaete, ©
APY3bSAMH, POACTBEHHMKAMK M ApyruMH Bpauamu. Cnipocute Baimero Bpaya-HCCIENOBATENS, eClH Bam uro-nbo
HEMOHATHO, WK eciii Bl jkenaere moiay4uTh Gonee moapoGHbie ceeleHus. He cnewure, NpuHUMas pelueHne o
ToM, KenaeTe N Bl ydacTBOBaTE B MccneoBaHMM. Bam He 00s3areNbHO NpUHMMATh y4acTHE B 3TOM
MCCIIeIOBAHIH, YTOOB! MONY4aTh JedeHHe Mo roBofy Bamero 3aGonesanus. Eciu Bbl pemmute NpuHATE B HEM
yuacTHe, To Bac nonpocsT nocTaBuTh NOAMACE H AaTy B hopMe MHYOPMUPOBAHHOTO COrIACHA B KOHUE AaHHOTO
JOKYMEHTa, 4TO 6}/2[6'[‘ SABJIATHECA MOATBEPXKACHUEM Bamero corjiacua Ha y4acTtue B JaHHOM KIIHHHYCCKOM
HCCJIEIOBAHMH U BBIMONHEHHE BCEX MPEAMUCAHUI U PEKOMEH Al Bpaya-nceIeI0BaTeIA.

Bii MOKeTe B 060 MOMEHT BLIATH H3 HCCIENOBAHNS, HE OOBACHSS MPH ITOM NPHYHH OTKa3a OT JalbHEHIICTO
yuacTus B HEM. Ballle pelieHre He MOBIHACT HA Ka4eCcTBO okazsiBacMoii BaM MeaHULMHCKOM MOMOIIH.

Ecnu Bel pemuTe yyacTBOBATH B 9TOM MCCIENOBaHUH, Bam HYKHO Oy/eT MPOXOAMTh MPOLEAYPH H BBIMOMHATD
NPEANHCAHNA, OTMCAHHBIE B 3TOM JOKYMEHTE, @ TaKKe Cle/oBaTh MHCTPYKLMSM COTPYAHHKOB MEAMLMHCKOrO
yupeskaeHus, y4acTBYIONMX B POBEICHUH HCCIIEN0BAHHA.

Yro Takoe KIMHUYECKOE MCCISIOBAHUE

K IHHHYECKOe MCCIeOBAHHE — HTO HAyuHOE MCC/EIOBAaHME C YYacTHEM JIoJied, KOTOPOE MPOBOJMTCA € LEJIBIO
uzyueHns 3¢ QexTHBHOCTH JEHCTBHA 3KCIEPHMEHTAIBHOTO JIEKapCTBEHHOrO npenapata ¥ 0e30MacHOCTH €ro
NpUMeHeHUs y mojeil. JlekapcTBeHH bl Mpenapat ABNACTCA SKCNEPUMEHTANBHBIM 10 TEX Nop, roka OH He Oyner
NOJMHOCTBIO MCCJEZOBAH M YTBEPXKIEH /Ui MEIMLUMHCKOTO [MPHMEHEHHs YNOJIHOMOYEHHBIMH Ha  3TO

perylIupylomUMH OpraHamMi CTPaHBI.
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K10 npoBOaMT HeenenoBanue?
Opranuzaropom uccnenosanus ssisercs ®I'BY «HMUL oukonoruu um. H.H. INerposa» Munsapasa Poccuu.
Kro omobpun uccnenosanue?
JlaHHOe uccneaoBaHue 01o0peHo:
ITpukazom nupekropa ®I'BY «HMMHI] ouxonorun uM. H.H. Iletposa» Munsapasa Poccun ot / /
Ne_ «o mpoBeeHHH HCCeIOBAHUSY.
3acenanuem Yuennoro Coseta npu @I'BY « HMHUILI onkonorku um. H.H. TleTpoa» Munsapasa Poccun.
Takxe nanHoe uccnenoranue OblI0 onodpeHo Komuterom mo Dtuxe npu ®I'BY «HMULL onkonorun um. H.H.
[lerpoBa» Mun3apasa Poccuu. s nojryueHus JonoiHUTeNsHOM nHdopmauun 0d uccnenosaHud v Bawux npasax
KaK YYacTHHMKa MccnenoBaHus Bel Moxere oOparutees B Komuter no Dtuke npu ®IBY « HMHULL oHKoIOTHH WM.
;ISH ITetposa» Munsapasa Poccun: Anpec: 197758, Cankr-Ilerepbypr, n. INecounsrii, yn. JleHuHrpaackas, 1om

* Ilpencenarens K3: CemeHoBa AHHa HMropesHa, Ten.: (812) 439 95 55;

E-mail: mirannia@yandex.ru

« 3amectutens npeacenarens K3: Kynesa CeetnaHa AnexcaHapoBHa, (812) 439 95 55;

+ E-mail: kulevadoc@yandex.ru

» Cekperaps KD: Pasanckas Ceetnana CepreesHa, ten.: (812) 439 95 55 (3303);

E-mail: EC@GCP.center

HHpOpPMAIHOHHEIH THCTOK TIALMEHTA CONEPKHT MeAUIIMHCKHE CIIOBA U TePMHHBI, KOTOPbIE, BO3MOXKHO, Bam GyayT
HE TIOHATHBI, MOXKaNnyHcTa, OOpaTHTECH K CBOEMY Bpauy-HCCIEJOBATENI0 C MLENbK0 PasbACHEHUs JAHHOM
HHPOPMALIHH.
Hudopmarins 06 sccnenyeMoM npenapare

Tpenapar AiRNSeTCS HOBLIM MPOTHBOOMYXOJEBHIM MPENnapaTtoM, MpeIHa3HAYEHHbIM JId
nevyeHus oHKosoruyeckoro sabonepanus JIOKAJIM3ALIMA. JlefcTBYIOUIHM BELIECTBOM OaHHOrO MNpenapara
ABNIAETCH NPOU3BOAHOE 5

HOBTOMY Ha3HAYCHHUE TAKHX MpernapaTroB COMNMpOBOXKOACTCA OJHOBPEMEHHBIM npocbunammqecmm Ha3zHaUCHHEM
TIIIOKOKOPTHKOHMIOB (CTEPOMAHEIX FOPMOHOB).

HAMM 6wuta paspabotana Qopma , KOTOpas He COJEPXKHMT MOMOOHBIX BCIOMOTraresbHBIX
BEILECTB U KOTOPas CIocoGHA IOCTABIATh AKTUBHOE BELLECTBO HEMOCPEICTBEHHO B KieTKH onyxonu. Takoii cnocob
JocTaBki ofecrneynBaeT MHHHMANbLHOE BO3IEHCTBUE Ha JpPYTHE KIETKM YeJOBEYECKOro OpraHH3Ma,

cnocoGeTBYeT BbicOKOH >((EKTHBHOCTH Npenapara W CHIDKEHHIO TOKCHUYHOCTH. OXHIAeTcs, YTO Mpenapar He
GymeT BHIZLIBATH peaKiMil THMePUYBCTBHTENLHOCTH M 33J€PKKH JKHIKOCTH B OpraHusmMe, [03TOMY
NpoUNaKTHYecKoe HasHaueHMe TOPMOHANBHBIX mpemapato He TpeOyercd. Bmecte ¢ Tem, B cCiydae
BOSHMKHOBEHHS MOJOGHBIX HEXeNaTelbHIX sBieHuil, Bam Oyzer HasHaueHo HeoGxoammoe Jeuchne. Ha
OCHOBAHMH PE3yJNITATOR JIEYEHHS ALHEHTOB B X0/ HCCIEI0BAHHSA, MOXET ObITb NPUHATO PEMIEHNE O BKITHOUCHHH
npOoQHUIAKTHYECKOTO JIEYeHHs FOPMOHAJIbHBIMHK TpEnapatamMu B 00LLYI0 CXEMY HCC/ICAOBAHHA.

[lepex BBegeHueMm npenapara B MEIHMUMHCKYI TMPAaKTHKY, OH MpOINEJT MHOrOYHCICHHBIE
MCC/IEIOBAHMSA HA KUBOTHBIX, B KOTOPBIX ObLIO MOKA3aHO, 4TO NIPENapar OKa3hbiBaeT BHIPAKEHHbIH TepaneBTHICCKU
adexT 1 06/121aT YMEPEHHOMH TOKCHYHOCTBIO.

HccnenoeaHue npenapara € Y4aCTHEM NMalHeHTOB NPOBOAUTCS BIICPBEIE.

[paBuna nporeJcHUs UCCIIENOBAHKS

[poBencHNE HCCIEA0BAHMS MPENIIONAraeT, YTO B HEM MPUMYT y4acTHe A0 30 MauueHTOB MYKCKOro u KEHCKOro
nona B Bozpacte ot 18 10 75 neT U3 HECKONBKMX KIHHHK HALUeH CTPaHbL.

Ecnu Bbl GyjeTe MPHHMMATh YUacTHE B JAaHHOM MccleloBaHMM, Bam OyAeT MpOBEACH OMH LYK Teparnui
HCCIeLyeMBIM TIPEenapaToM B OZIHOM M3 CeayIolMX 103 B 3aBUCHMOCTH OT Bauieil rpynmsl ne4enus:
. TlonajaHue B Ty MK MHYKO TPYIIY JEYECHHS 3aBHCHT OT MOMEHTa Balero BKo4eHHs

B HccnenoBanue. [IpoomKHTENBHOCTS LHKNA Tepanuu cocTassier 21 aens, uccneayemblii mpenapar Oynet

BBOJIUTHCA B rlepBblﬁ IOeHb LMKIa TeparnuH, OJAHOKPaTHO, BHYTPHBEHHO, KanejabHO, AIHTENbHOCTH BBEIEHHA
COCTABHT 0KOJIO 60 MUHYT.

INepebie 3 nauMeHTa, BKIOYEHHBIE B HCCIENIOBaHUC, 6yayT mony4ars UCCIIeAyEMBIN Mpernapar B MHHUMATBHOM
noze. Ecnu B Teduenue 21 nHA nocne BBeAeHHd Npenapara HA y OJHOIO MmalueHTa He 6yneT BBIABIEHO CePLE3HBIX
HeXeNnareNbHBIX ABJIEHHUM, To cneaytowye 3 nalMeHTa, BKIOYEHHbIE B HCCIEI0BAHKE, OyayT mony4arts npenapar B
Oonee BhICOKOM mose. IloBeiIeHME A03 AN MOCHSAYIOIIHX BKITHOHYEHHBIX B HCCIENOBaHHE TNALKUCHTOB 6y,1],8T
MPOMCXOAUTE AHAIOTHYHO. Ecnu cephesHile HexenarenkHLIE SBJIEHUS NPOABATCA Y JBYX W Oonee ManMeHToB W3
Tpex, HccienoBaHue OyaeT OCTAaHOBIEHO. B cryyae BOSHHKHOBEHHS B Ipymne JEYCHHA OAHOIO CEPBE3HOTO
HeXeNaTenbHOTO ABJEHMs, CICLYIOIMe TPH MauMeHTa OyAyT MoMydyaTh Mperapat B TOH ke Jo0se. ITpu
MOATBEPKICHHH PE3YJIbTATOB HCC/EA0BaHKE OYET OCTAHOBICHO.

B cyuae BO3HMKHOBEHMS HeXeJaTeNbHEIX ABIeHuil Bam GyzeT Ha3HaueHa KOppUrHpYiollad Tepalus, KoTopai
Gyner mpenocraBneHa OpraHW3aTopoM JAHHOTO MCCICAOBaHHA. B ciyvae BOSHHKHOBEHHA Yy Bac TOLIHOTBl M
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PBOTBI, JaHHbIE CUMITOMBI OYAYT YCTpaHEHBl B COOTBETCTBUM CO CTAHAAPTAMM, NPUHATHIMH B UCCJIE0BATENBCKOM
LIEHTPE, NPOBOIALIEM HCCIEN0BAHHE.
Hns ouenku dapmakokuHeTHuecKUX mapaMmeTpoB npenapata y Bac Gyaer orOuparses kpoes B o0beme 10 mn B
CJEAYIOILHE BPEMEHHbBIE TOYKHM: HEMOCPEACTBEHHO Me€pejl BBEJEHMEM npenapara, uepe3 30 MMH MOCHE Havana
BBEJCHHUA, 38 5 MUHYT 10 okoHuUaHus HHy3uH, yepes 5 muH, 15 mun, 30 mun, 1 v, 2y, 34, 44,649,884, 124,24y
1 48 4 mocae oKoH4aHuA MHQY3HK mpenapara. OTOOp KpOBH OYJAET OCYLIECTBAATBCA B TEUCHHE 24 4acoB 4epes
cneuMansHeli kaTetep (yeTpolicTBO, BBEAEHHOE B BeHy M obecrneumBaromee JOCTYI B KPOBEHOCHOE PYCJIO MpH
NOCIEAYOIINX BHYTPMBEHHBIX MAHMIYIALMAX), @ yepe3 48 4acoB W3 JIOKTEBOH BEHbI ¢ MOMOILbIO MInpHua. JlaHHas
npouenypa OyIeT BbINOJNHEHA BbICOKOKBANU(QUIMPOBAHHEIM TIEPCOHANIOM MCCIENOBATeNLCKOrO LEHTPa W He
JocTaBuT Bam cepbe3HbIX HEYI00CTB.
[poBeeHHe HCCAEIOBAHHA B KAKIOM POCCHHCKOM MEIHLMHCKOM yupeskieHHH OyIeT KOHTPOIMPOBAThCS Talkke
PocanpaBHamzopoM (OpraHu3anusaMu, o0ecredHBallIdMH KOHTPOL 32 6e30MacHOCThI0 MPOBOAMMOrO JIEYEHHS H
3aIIMTY NPaB MAIMEHTOR, YYACTBYIOUIMX B KIIMHUYECKHX MCCIEI0BAHMAX) H JIOKAIBHBIM KOMHUTETOM MO 3THKE TPH
MEOUUMHCKOM  yupexaeHud. Hccnenosanue Oyler TpOBOIMTRCS B COOTBETCTBUM C  POCCHHCKHM
3aKOHOJATENLCTBOM M MEXIYHAPOAHEIMH MpPUHLUHMNAMH TMPOBEAEHHMS KIMHMYECKMX HCCIENOBaHHA ¢ y4yacTHeM
mogeii, paspabotaHubiMi Beemuproit Meauupunckolt Accotpauueii H H310xkeHHBIMH B Xe/IbCHHKCKON JieKapauun
(B mocneanel pegakumu ot 2013 r.). [Ipu mpoBeaeHHH AaHHOTO HCCIEAOBAHMA TaKKe OYIyT BBINONHATECA BCE
cooTBeTCTBYIOImME nonoxkeHns Pykosopctsa mo Hamnmeskamemy npoBeNeHHIO KIMHHYECKMX HCCNe10BaHMUI,
NOATOTOBNEHHOTO MO pe3ynbTaTaM MexayHapoaHOH KoHdepeHIMH MO pa3paboTke eJIMHBIX TpeOoBaHHil K
KNMHHYECKHM HCCNEJOBAaHHAM U PErHCTPALUH J1€KapCTBEHHBIX MPenaparos.
l'[pogeg!y;gbl HCCIIEeIO0BaAHHA
Ecnu Bbl npuMuTe pelieHHe y4acTBOBATh B HACTOSLIEM HCCIENOBAHHH, 3TO MOXET 3aHATh Y Bac OKomo 36 IHeil.
HccnenoBaHue BKIIFOYAET B ce0s CIIELYIOLIHE MEPHOIBI:
- OrGopounelii nepuon: AnuTenbHOCTH A0 14 aHedt (1-2 nocelieHMs KIWHHKH), B XOJe KOTOpOro Bpad-
HCCIISJOBATE/Ib ONPENSTUT BO3MOXKHOCTE Bawiero yuacTia B HCClIeOBAHUH.
[epuon Tepanuu: AMHTENLHOCTH 21 AeHs + 24 uaca. B TeueHue nepebIX Tpex AHel nocine BBeJeHNs npenapara
Bbl GyjieTe HaxXOIMThCA B YCTIOBHAX cTaumoHapa. B nanbueiimem Bam HeoOxoaumo OyaeT MPHUXOIMTE HA
amOynaTopHble BU3WTHl B KIWHHKY U8 BbINOJNHEHWI 3aryiaHHPOBAHHBIX TPOLENYP HCCIENO0BaHHA W
FAKNKYHTENEHOIO OGCJ'IeﬂOBaHI/ISI.
Bce mpolenypbl HCCIeA0RAHUS HAYHYTCS TOILKO Noce noanucanus Bamu «MH@OpMaHOHHOTO IMCTKA NALMEHTa
1 QOpMbl MHPOPMHUPOBAHHOTO COrNacHsy, T.e. A0GPOBONBHOrO coriacks Ha Bame ywactue B uccnenosannu. C
coOmofeHneM BceX TNpeNnMcaHuii M peKOMEHIALWi Bpaua-uccaejosatens OyAyT MPOBOAWTBCA CIEAYKOUIHE
NpOLENYpPHI, MPeIyCMOTPEHHBIE MPOTOKOIOM MCC/IEI0BaHUS:
OTt0opouHbIi nEpUoa
OT60opo4HbIil MepHOA HCCIeIOBaHUS MPOBOAMTCA B TedyeHHe 14 IHEH ¢ MOMEHTaMH MOAMMCAHUSA Bamu storo
JIOKYMEHTa W JI0 Hayaja nepuosa tepanuu. Huske npeacrasieH CrucoK Npoueayp W aHaTu30B, KOTOphIE NPOBEAYT
Ball Bpay-HCCIENOBATENb M COTPYAHHMKH MCCJIE0BATENLCKOrO LEHTPA AN TOro, yTOOBI OLEHMTH BO3MOXKHOCTb
Baluero y4acTis B HACTOALIEM HCCIIEI0BAHUH.
C6op nAaHHBIX aHaMHe3a M JeMorpaguueckuX JaHHBIX (JaTa POXIEHWd, pacoBas MNPUHAILICKHOCTD,
CBefeHHs O BpPEJHBLIX NpHMBbIYKAX, HHOpMauus o6 OCHOBHOM 3a0ONCBAHHH M  COIMYTCTBYIOMIMX
3a60/1eBaHUAX)
DH3MKATILHBIH 0CMOTp (OLIEHKa OGIIEro COCTOSHMA, OCMOTp KOXH, BOJIOC, HOrTed, yumei, Hoca, ropia,
OLIEHKA COCTOSHHS CEepAEuHO-COCYIMCTOM, JBIXaTeNbHOH, KOCTHO-MbILICHHOH, MOUYEnoIOBO, HEPBHOM,
3PUTEILHOM, SHIOKPUHHON CHCTEM OpraHn3Ma, HKemyI09HO-KHIIEIHOrO TPaKTa, CHCHH H TMOYeK)
H3MepeHnue pocTa, MacCel Tea
OLEHKa ToKa3aTeNel KU3HEHHO BaXHLIX NoKasaTened (M3MEpEeHHE apTCPHAIBHOTrO NABICHHA, Mylbea,
TEMIIEPATYPHI TENa)
Dnextpokapauorpadus (OKI) B 12-Ti oTBeICHUAX
KiuHuyeckuii aHanus KpoBu
BHOXMMHYECKHH aHa/In3 KPOBH
Knuaudeckuii aHanu3 MOYH
Tect Ha GepeMeHHOCTh (JU1S KEHIIHH, CMOCOOHBIX K JETOPOMIEHUIO)
Ananus kpoen Ha BUY, renatut B u C
Ouenka obumero coctosaua no wmkane ECOG (cmeumanbHad mkana U OUEHKH Bamrero obuiero
COCTOAHMSA)
Peructpauus cBeeHHii 0 npenaparax COMYTCTBYIOLLEH Tepanuu
- COop aHHBIX O HCIKENATEIBHBIX ABJICHHAX
Ecnu pesynbTarsl OTOOPOUYHOrO IMepHoaa MOKAKYT, YTO Bel He MoskeTe MNPUHATE Yy4YacTHE B HACTOALICM
Hcce10BaHNK, Bbl HE CMOXKETE Janee 0CTaBaTbCA B HCC/IC10BaHHA.
Ecin Bwl mpoiigere orfop B MCCIENOBAHME M MNPUMHTE pEUICHHE B HEM YHaCTBOBATD, Bac momnpocat

rOCMUTAIM3MPOBATLCS B CTAlMOHAP AUIA Havaia NnepHo TeparnuH.

Ilepuon Tepanyu
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Buzur 1/]1ens 1
B ycnoeusx craunoHapa OyayT MpoBeeHb! CIeNYIOHeE NPOLEypbI:
TMoBTOpHAs OLIEHKA COOTBETCTBUS KpUTepUsIM 0TOOpA B UCCIEJOBaHUE
DU3HKaIBLHBIH 0CMOTP
Ouenka nokasareneif xu3HeHHO BaxHbIX Qynxumii (ALl nynbc TeMIeparypa Tena)
HenocpencTBeHHO Nepe]l BBEJEHHEM TNpenapara :
e  Otbop nmepporo obpasiia KpOBH 14 OLECHKH (apMaKOKHHETHKH Mpenapara
IMocne storo Gyner BeINoNHeHa BHYTpHBeHHas uHdy3Ha uccnenyemoro npenapara HASBAHUE MHH
IIpenapat OyneT BBOAMTbCA BaM BHYTPMBEHHO, KanelbHO, Ha NpOTHkeHMH 60 muHYT. BO Bpems BBEIEHHS
npenapara Brl ynere HaxoauThed Tox HAOMIOJEHMEM Bpaua, UMEIOLIENO OMBIT BBENEHHS NMPOTHROOMYXONEREIX
Npenaparos.
Ina oueHkd mokasatened  ¢apmakokuHetuku npemapata HA3SBAHUME MHH MepcoHan
HCCIIEI0BATENLCKOTO LIEHTpa Npou3BeneT oTéop o0pazua kpoeu yepes 30 mun. Kpome toro, uepes 30 munyT nocne
Hauana BBEIEHWs Mpemnapara Bpady-MCCienoBaTe/b OIEHHT MECTO BBeJIeHHs Mpernapara M MOKa3aTeld JKH3HEHHO
BRKHBIX (PYHKLMH.
Ilpu OKOHYaHMH MH(Y3MH npenapaTa OyayT MpoBeaeHb! CICAYIOIINE MPOUEAYPBI:
O160p 06pa3LioB KPORH IS OUEHKH (PapMakOKHHETHKH TIPernapata 3a 5 MHHYT 10 OKOHYaHHs WHQY3HH,
yepe3 5 MuH, 15 MuH, 30 MuH, 1 4,24,3 4,4 4,6 4, 8 4, 12 4 moc/ic OKOH4aHHA BBEAEHHA Mpenapara
H3mepenne nokasateseil )U3HEHHO BaXHbIX GYHKLMI cpa3y mocie okondaHus MHQys3uu, depes 1, 2, 4, 6
1 8 yacoB nmocie BBeleHUs TIpenapara
DnexTpokapauorpadus yepes 2 yaca [ocie BBEJCHUS npenapara
OueHKa MecTa BBEAEHH: Ipernapara
PerucTpanys JaHHBIX O HEWENATE/ILHIX ABJEHHAX
Peructpauus JaHHBIX 0 COMYTCTBYIOLIEH Teparuu
MI_’AM
B ycnoBusx cTalMoHapa OyayT NpoBEAeHbI Cle/IyIOlHe MPoLenyphl:
e  Ot6op obpasua kpoBH ANA OLEHKH (hapMaKOKMHETHKH Yepes 24 uaca nocie Haualla BRe/IeHHs npenapara
e  Perucrtpanus JaHHBIX O HEXEIATENbHBIX ABICHUAX

e PerucTpauys AaHHBIX O COMYTCTBYIOLIEH Tepanuu
Buzut 3//1eHs 3

B yc0BHAX cTauuoHapa Bam OyayT BBINOIHEHB CEAYIOIIHE MPOLIEAYPBI:
e Ot6op o6pasiia KPoBH /IS OleHKH (hapMakOKHHETHKH Mpenapara yepes 48 uacos nocne Havana BBECHAA
npenapara
du3MKanbHbIA OCMOTP
OLeHKa NOKa3aTeel JKU3HEHHO BaXHBIX QyHKUHHA
Ouenka obmero cocroauua no wkane ECOG
Knuauueckuii aHanus KpoBH
BHOXHMHYECKHUH aHAIH3 KPOBH
OO6wmif aHamu3 MOYH aHaH3 MOYH
Pemc*rpauuﬂ JAaHHBIX O HEXKENATCAbHBIX ABJICHHAX

e  Peructpauus JaHHBIX O COMYTCTBYHOLIEH Tepanuu
TMocne 3aBepiieHNs BCEX 3aNIaHUPOBAHHBIX MPOLEAYP AHA 3, Bbl CMOXKETE MOKHHYTh KIHHHKY. JanbHefimme

BU3UTHI OYAyT NPOBOAMTHLCH amOyaTopHo.
Busut 4/J1eun 7£1

B ycoBHsX aMGy1aTOpHOro BU3HTA B KIMHHKY Bam GYIYT BBIMOIHEHBI CIAEAYIOLIHE NPOLETYPEL:
Du3uKaIbHBIA 0CMOTP

OueHka moka3aTesei JKH3HEHHO BaKHBIX QYHKLUHHA

Ouenka odmero coctosHus no mkane ECOG

KnuHuueckuii aHalu3 KPOBH

BHOXMMHYECKHH aHATH3 KPOBH

OO6muii aHanIu3 Mo4u

PerucTpauus JaHHBIX O HEXeNaTellbHbIX ABICHUAX

e  Perucrpauus JaHHBIX O COIMYTCTBYHOLIEH Tepanuu

Busut 5/enb 10+1

B ycn0BUSX aMBy1aTOPHOro BU3iTa Gy1yT BBINOTHEHb! CEAYIOINE MPOLEAYPSI:
e  KiuHuueckuii aHaIu3 KPOBH
e Peructpaus JaHHBIX O HEXKENATe/IbHBIX ABIEHHAX

e  PerucTpalis JaHHEIX O COMYTCTBYHOLLE TepaHK
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Busur 6//Iens 14+1

B ycnoBuax amMGOyaTOpHOro BU3UTA B KIMHHKY BaM OyoyT BhIMONHEHH! CEAYIOILHE NPOLEIYPbI:
e  @u3HKaNLHBEIA OCMOTP

Ouenka nmokazareneii )KU3HEHHO BAKHbIX (pyHKLMIH

Ouenka obmero coctoauus no wxane ECOG

Knunuueckuii aHanu3 KpoBH

BroxuMuueckuii aHamnu3 KpOBH

OO0muii aHanus Mo4u

Peructpaiys JaHHBIX O HEXENaTEeNbHbIX SBIEHUAX

e DPerucTtpanya JaHHBIX O COMYTCTBYIOIICH TCPANHH

Buzur 7/enn 21+24 yaca

B ycnoBusx aMGy1aTOPHOrO BU3HTA B KIMHUKY BaM OyoyT BRINONHEHEI CAEAYIOIUIHE MPOLELYPHI:
e  Du3MKaIbHBIA OCMOTP, H3MEpPEHHE MacChl Tena

*  OueHka nokasareseil KU3HEHHO BamHbIX QyHKUMI

Ouenka obuero coctosHus no mkane ECOG
KnuHu4eckui aHanu3 KposH
Buoxumuveckuii aHamu3 KpoBH
O0wmuit aHaNu3 MOYH
Pemc"rpauuﬂ JAaHHBIX O HeXXeNaTeIbHBIX ABJICHHAX
PerucTpauys JaHHBIX O CONYTCTBYIOLIEH Tepanuu
Bauiy 0643aHHOCTH BO BPeMsl HCCIIEI0BAHHS
Bac nonpocaT cobmoaaTh cleyrollie NPaBria BO BpEMS Y4acTus B UCCIIEI0BaHUH:
e Cobmionats mpasuia npedbBaHUA B CTALMOHAPE, NPHAEPKUBATHCS CTAHIAPTHOMH AMEThI, HCTIONb3YEMOH B
HCCIIEIOBATENBCKOM LIEHTpE
BLimonHATs Bee MpeANHCaHHs Bpaua-uccaenoBaTens, codmoaars rpaduk HasHa4eHHBIX BU3UTOB
e 3a 24 yaca No BRENEHHs NPENAPATa HEe NPHHUMATh ATKOrolb, KOPEHH-CONepKalIHe HAMKTKH (Hail, Kode,
KOJIa), NIOKOJIa/l M LIUTPYCOBbIe (BKIK0UaA COKH LIMTPYCOBBIX)
e 3a 10 yacop 710 BREJICHUS MpeNapara BO3AEPKATLCA OT MPHEMa MUILLIH, MePBbIi MPHEM NMHILK AOMYCKACTCA
yepes 4 yaca ocie OKOH4aHus uH(Y3uH npenapara
o Bo BpeMs BCEro MCCIENOBAHMA NMPUHUMATH NEKApCTBEHHBIC MPENapaThi TOJBKO MOCIE KOHCYIbTALMK C
BpauOM-HCCIIEI0BATEIEM
e Ha Bce BUBHTH HEOGXOIMMO MPUXONMTh YTPOM HATOLAK (HE MPHHMMATH NHILY MHHHMYM 32 8 4acos 10
BH3WTa) AMA TOro, YTOOBI MOJYYEHHBIE DPE3YJbTAaThl JaOOPAaTOPHBIX aHaIM30B KPOBH MOIIH OBITH
JOCTOBEPHO OLIEHEHbI BpauOM-HCCIIeI0oBATENEM
Coo06uarh Bpauy-1uccieioBaTeNio 0 MoObIX H3MEHEHHAX €O CTOPOHBI Bariuero 310poBba

e (CobOmoaaTe ajJeKBaTHbIE METOAbI KOHTPALIETIIHH

BepeMeHHOCTE M KOPMJIEHHE TPYIbIO
B cBfA3M € TeM, YTO MCC/IEAYEMbIii MpenapaT MOMKET MOBIMATL Ha €Lle HE POJAMBLIETOCH peOeHKa, Bbl HE AOKHBI

ObiTh OepeMEHHBI, OEPEMEHETD, HITH, B CIIyUae €Ciii Bl MyX4HHa, CTAHOBHTHCA OTLIOM peOcHKa B MOMEHT y4acTHA
B MccnenoBaHuy. Eciy Bbl B ZaHHBIH MOMEHT sBIseTeCh KOpMsAleH MaTepbio, Bel HE JOMKHE KOPMHTE pebeHka
TPYyABIO.

Ecni Bl JKeHIIWHA, criocoOHas K JeTOpoxieHuro, Bam HeoGxoammo cobmioaaTh AafeKBATHbIE METOIbI
KOHTpALEMNLUMH ¢ MOMEHTA MOAMHCAHMA HH(OPMHUPOBAHHOTO COMNIACHA H JIO HCTEHEHUA 30 aueit mocne BREJEHUS
HCClIeyeMoro npenapara.

Ecnu Bel MyKuMHa, WMEIOLIMH MapTHEPWY, criocobHy0 K JIeTOpoKIeHHI0, Bam HeoOX0IHMO COONI0ATh
aNeKBaTHbIE METOIBl KOHTpALENUHU ¢ MOMEHTA MOANMCAHNA HMH(pOPMHPOBAHHOIO COMJIACHA M A0 MCTEHEHHA 6
MECALIEB [OC/IE BBEJACHHMS MCCIEIyeMOro npenapara.

AJIeKBATHBIMY METOZIAMH KOHTPALIENLMA CYHTAETCA HCTIONb30BAHHE O/IHOTO H3 CIICAYIOLIIX BAPHAHTOR:

e Hcnonpb3oBaHKe OJHOr0 BeICOK03(hdeKTHRHOrO METO1a KOHTpALIeNLHH.

1. TlonHoe BO3AEpXaHHE, ECIH 3TO COOTBETCTBYeT Bauemy o6pasy Xu3HH [NEPUOIUYECKOE BO3ACPIKAHUE
(Hanpumep, KaNeHIApHbI METOJ, WM3MEpEeHHE GasaNbHON TeMrepaTypbl M Jpyrue) He ABIAIOTCA
a/IeKBaTHBIM METOJIOM KOHTpauenuuu|

2. Myxckas cTepHIn3aLusg

WITH
e Hcronp3osanue MOOBIX ABYX 3(PPEKTHBHBIX METOZI0B KOHTPALCIIMH H3 IePEUHCTICHHBIX HIDKE!
1. BHYTpMMATOYHOE YCTPOHCTBO WM BHYTPUMATOYHAA CHCTEMA.
2. TopMOHA/bHbIE METO/Ib! KOHTPALCMIMH: OPAIbHBIC, HHLEKLIHOHHEIC FOPMOHA/IBHBIE KOHTPALeNTHBbI WK

ummanTsl. Ecii Bbl HCTONB3YeTe FOPMOHAIbHBIE METOJbI KOHTPALEMLHH, HeoOXoiMo, 4T00Bl Bbi
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MPUMEHSIIN OMNpesie/ieHHbI METON KaKk MHHMMYM B TeueHue 4 Henenb/l MeHCTpYalbHOrO LMKIA Mepes
MEPBBIM BBEJEHHUEM HCCIEeIyeMOro mpemnapata U Bel J0MKHBEI MPOAOHKUTE NPUMEHEHHME TOFO e METoJa
KOHTpALCNIUMN Ha MPOTHKEHAM BCEro McCnefoBaHMsas W 10 HcredeHusa 30 aHell nocne BBeleHUs
HCeceAyeMoro npemnapara.
3. TlpesepBaTB mioc coepMuLKH (MEHKa/renb/ NieHKa/KpeM/cynno3uTopHii).
4, Oxxmo3HOHHBIM konnadok (auadparma, LEpBHKAJbHBIH WM CBOAYATHIH KOMMAYKM) TMKOC CHepMULMA
(neHka/rens/ MICHKA/KPEM/CYNMO3UTOPHIL).
AnwrepHaTipolf MCTIONE30BAHMA ABYX (P EKTHBHEIX METONOB KOHTpPALENLHH SBJSETCH HCNOIBE30BAHUHE IBOHHOrO
GappepHOrO MeTOZA: MPE3epBaTHB W OKKIIO3HOHHBINA Konmauok (auadparMa, LEepBUKANBHBIA WIH CBOXYATHI
KOJIMa4yKH) IJII0C CiepMULIKA (TTIeHKa/TeNb/ MIIeHKa/KpeM/Cynmo3uTopHii).
Ecnu Bel He siBnsieTeCh MEHWMUHON JETOPOIHOro BO3pacTa, Brl He 005f3aHbl MPHIEPKUBATECA ONMHCAHHBIX BhILLIE
OTPAHUYEHUI.
Ecnu Bol 3a6epeMeneeTe BO BpeMs HCCNEA0BaHNs WK Yy Bac BOZHHKHYT MOJO3PEHNHA 0 BO3MOXHOI GepeMeHHOCTH,
NoXKanyhcTa, HeMeWeHHO coobimmre o6 3ToM Bpauy-ucciefoBare/to. Bac mompocat aaTe corjacue Ha
nabmonenue 3a Bameli 6epeMeHHOCTBIO U €€ HCXOJ B LieNax onpenenenus a¢dexTor uccneayemoro npenapara.
Ecn Bl MyxuKHa, cooOINTE BRILIEYKa3aHHYHO HHQOopMalkio Baliel napTHEPIIE, €ClTi MPHMEHUMO.
[Npuem ApYrux JeKapCcTBEHHBIX NPENapaToR
Pemiende 0 HasHaueHMd Bam mpemapartor koppurupyiolleil W cOMyTCTBYIOILEH Tepanuu OylaeT NPUHHMATHCS
BPauOM-HCCIEIOBATENEM 110 €r0 YCMOTPEHHIO U NPU HAIHYMH 000CHOBAHHON HEOOXOAMMOCTH TAKOTr0 Ha3HA4YEHHA.
B ciayuae BO3HMKHOBEHMA y Bac TOLIHOTBI M PBOTHI, IaHHBIE CHMNTOMbI OYAYT YCTpaHeHbl B COOTBETCTBHH CO
CTaHIApTaMH, IPHHATEIMHI B HCCITEI0BATEIBCKOM LIEHTPE, MPOBOMAILEM HCCIEIOBAHME.
Pucku u HeynoOcTBa, CBA3AHHBIE C YYACTHEM B HCCIEI0BAHHH
B xome npoBemeHHs MCCNEAOBaHMs, V Bac MOryT BO3HHUKHYTe NOOOYHBIE [EHCTBHA, XapakTepHbIE 1A
neficrytomero Hayana npenapata (HASBAHUE MHH). HA3BAHHUE MHH Mmosker BBI3BIBATh CNEAyIOUIHE
NoGOUHBIE PEAKLH:
Co CTOPOHBI CHMCTEMBI KPOBETBODEHHs: HEHTPONMEHHA (CHIKEHHE KIETOK KPOBH HMMYHHOH CHCTEMBI
(neiiTpodumnos)), TpomGoLUTONEHNHS (CHUKEHHE KOTHYECTBA KIETOK CBEPTHIBAIONIEH CHCTEMbI), AaHEMUS (CHIKEHHE
YpOBHA reMornobuHa).
CO CTOPOHBI HKeMyJ0UHO-KHIIEYHOrO TPaKTa: TOUIHOTA, PBOTA, JMaped, OONH B JKHBOTE, aHOPEKCHA (PaccTPOHCTBO
aNMeTHTa), MYKO3HTH (BOCHANUTENBHBIE MOPAKEHHA CIH3HCTHIX KEIYJ0YHO-KHIIETHOrO TpaKTa), 3amopsl,
HapylIeHHe BKyca, 330(arnT (BOCMalcHHE CIM3UCTOH 0GONOYKH MHILEBOAA), Gonu B 06NAcTH Kelyaka, KOJMT
(Bocmanenue TONCTOH KHIIKH), mepdopauus (HapyUIEHHE LEIOCTHOCTH) MKENyAKa WA KHIIEYHHKA, KHIIe Has
HENPOXOJHMOCTB.
Co CTOpOHBI HEpBHOM CHCTEMBI: nepuepuueckas Hedponatds B BHIE JIEFKO HIM YMEDEHHO BBIPAKEHHBIX
napectesun (He OOYC/IOBIEHHbIE BHEIIHMM DasApaXeHUEeM OLIYIICHHA OHCMCHHS, MOKAJBIBaHNs), THIIEPCTE3MH
(NOBbIIEHHAA  YYBCTBMTENBHOCTB),  IM3eCTe3Md  (HapylleHHe  YYBCTBHTENLHOCTH  XapaKTCPH3YHOUICCCH
aHOMANbHBIMH, HHOT/IA HEMPHUATHBIMH OLLYIEHHAMH), GOIH.
Co CTOPOHBI OPraHOB ABIXaHUS: OCTPEIA pecnUpaTOpHbIi THCTPECC-CHHAPOM (3KM3HEYTPOMKAOLIEE BOCTIATHTEIBHOE
NIOP@XKEHHE JIETKUX) HIH HMHTEPCTHLHMANbHAS NMHEBMOHHMA (BOCMANCHHE TKaHH nerxoro), nerouHsii ¢uopos u
yCHIIEHHE peakUyy Ha o0ydeHHE.
AJNNIepruyecKkue peaKkunu: KOXKHas Chillb B COYETAHHH C 3YAOM, NpPHIHBBI, CTECHEHHE B IPYIH, Dollb B CIHHE,
OJBIIIKa, 03HO0.
Co CTOPOHBI KOXHM M KOXHEIX MPHIATKOBR: alONeLUs (BBINazeHHe BOJOC), JITKHE MIM YMEPEHHO BBIPAXKEHHLIE
KOJKHBIE peaKiuH, [MrMEHTaUHus (OKpallMBAHHE) HOITel, TANEIbIE MOPAKEHHS HOTTel, nepuepHuecKne OTeKH
(oTekH HOT, pyK), acUMT (CKOILTEHHE HKHAKOCTH B GPIOLIHO NONOCTH).
Co CTOPOHBI CEpPAEYHO-COCYAUCTON CHCTEMbI: HApYIIEHHA CEPAEYHOrO pHTMA, CEpJeuHad HEJIOCTATOYHOCTD,
MOBBIIEHHE HIIH MOHHKEHHE apTePUANBHOTO JaBIeHHs.
Co CTOPOHbI TMEHEHH W SKEMYHBIX MyTeH: MOBBIIEHHE CHIBOPOTOYHOH aKTHBHOCTH tdepmentos ACT, AJIT,
menoyHoit pocdarazbl U KOHUEHTpaukK GruiMpyOHHa B CHIBOPOTKE KPOBH.
Peakuuu B MecTe BBEIEHHS: TMIepNurMeHTauus (NOBBILIEHHOE OKPALUHBAHHE), BOCMANEHHE, MOKPACHEHHE HIH
CYXOCTb KOXH, (reGuThl (BOCnaneHne CTeHKH BEHBI), KPOBOU3/IMAHNS MK OTEK BEHBI.
Mpoune: acteHus (c1aboOCTh), OIbILIKA, [€HEPATH30BAHHLIE WM JOKAIbHBIC Gonu, BKMOHas OOMM B IPyAHOH
KJIETKE, HECBA3aHHbIE ¢ 3a601eBaHUAMH CepLa 1 NeTKHX.
HHCTpyMeHTaNbHble M 1afopaTopHbie METOAb OOCNENOBaHMS, KOTOpbIE OynytT Bam mpoBOOMTRCH B paMKax
HACTOAIIEr0 MCC/EIOBAHNSA, ABJIAIOTCA PYTUHHBIMH METOJAMH W HE CO3MAN0T KaKkoW-mu00 JOMOTHATENLHBIH PHCK
ans Bac, 3a MCKIKOYeHHEM MaJOBEPOSTHOTO, HO BOSMOMKHOrO pHCKa uH(MIMPOBaHHUA BO Bpems 3a00pa KpOBHM A
MCC/IeIOBAHMS. M BBEJIEHUM TIpenapata. JTOT PHCK MOXET ObiThb HCKIHOYEH KBAIM(PULMPOBAHHBIM BbINOJIHECHHEM
npouenypbi W TpoGeCCHOHANM3MOM  COTPYAHMKOB ~MEIMUMHCKOTO  LIEHTPa, NPHHHMAIOIHUX ~YYacTHE B
Hecne10BaHUH.
[TonHoe ¢u3MKaIEHOE 00CIEA0BaHHE BKIIOHAET OUCHKY OBILEr0 COCTOSIHUS, OCMOTP KOWXKH, BOJOC, HOITEH, yine,
HOCa, ropjia, OLEHKA COCTOSHHMS CepIeuHO-COCYHMCTOI, JBIXATENbHOM, KOCTHO-MBILIEYHOH, MOUYETIONOBOH,
HEPBHO, 3PUTENBHOM, SHJOKPHHHON CHCTEM OPraHU3Ma, XKETyA04HO-KHILICHHOTO TpakKTa, MeYCHH H MOYeK.

Crpanuua 15 u3 19



60

Perucrpauys :H3HEHHO BaXKHBIX MOKa3aTeNnel BKIIOYAET U3MEPEHUE NY/IbCa, CHCTOMMYECKOrO H JHACTONHYECKOTO
apTepManbHOrO JaBJeHHA KpOBM, TeMmeparTypsl Tena. Hecnemyemble mokasatenu OynyT oOnpenensTeci B
TMOJIOXKEHWH CHJIA TI0CJIE HAXOXKASHHS B TIOKOE B TedeHHe 5 MUHYT. [1yabc OyneT MoACYMTHIBATHCA HA NMPOTAKEHHH
30 cexyHi. AprepuanbHOe JapieHue OymeT W3MEpPATHCS MO BO3MOMHOCTH HA OJHOM M TOH e pyke, Mo
O0LIENPUHATON METOANKE CepTHQHIHPOBAHHBIM MPUOOPOM I W3MEpPEeHHs apTepHanbHOTO AABJIEHMA, KOTODBIH
HCTIONB3YETCA B MCCIIEIOBATENLCKOM LieHTpe. Temmeparypa Tena Oyner HaMepsThcs B NOAMBILIEUHOH 061acTH.

Jns onpeesenus MIOLaAN NOBEPXHOCTH Tena OyayT usMepeHsl Baw poct u Bec.

BasTie KpOBH — NYHKIIHA BEHBI MOMKET COTPOBOXKIATHLCA FONOBOKPYKEHUEM H/UIM crabocThbio, KOTOPEIE, OJHAKO,
GHICTPO MPOXOAAT. MOTyT BO3HHKHYTS JerKHe GoNeBbIe OLLYLIEHHA, & TAKXKEe MOXKET 00pa3oBaThCa CHHAK B 00NacTH
BBEJICHUS HIJIBI TIOCTE TIPOLEAYPHI B3ATHA KPOBH. 3HAuMTElILHO pexe B BeHe MoxerT oOpasoBaThed TPOMO W B
PeIKHX CIyyasX BO3MOXKHO pa3sBUTHE MHPEKIIHH.

B xome uccnenosanus Bam 6ymnyT npoBeneHbl ChAeNyIOLIME aHAlM3bl: KIHHUYECKMiT aHanus KpoBH (6 pas),
Guoxumuueckuii aHanus kposu (5 pas), anamms kpoeu Ha BUY, renatutr B u C (1 pa3). Ha kaxasiii U3 3THX
aHanu3oB notpebyerca 5 M kpoBu. Kpome Toro, Ui OLEHKH MapaMeTpoB (papMaKOKHHETHKH HCCIELyeMOro
npenapara B OnpeeieHHbIe BpeMEHHbIE TouKH Y Bac Gyuer coGpano 15 oGpasuos kposu, kax sl oobemom 10 m.
Takum oGpasom, 3a Bce Heeneaoanue y Bac Gyner cobpano okoi1o 215 M1 KpoBH.

VeTaHOBKA KyOHTanbHBIX (IS JIOKTEBOH BEHBI) TeMapUHH3HPOBAHHBIX KATETEPOB MOMKET CONPOBONIATHCS
HENPUATHBIMK OIyIHEHUAMH. CyLIeCTBYET PHMCK OCJIOMXHEHMH IpH MPOBEAEHUM NPOLEAYPhl KaTeTepH3aLUH
NIOKTEBOM BeHbl. B MecTe KaTeTepH3aLMM MOKET IOABUTHCA reMatoMa (CHHAK) U MHOMIBTpauya (MPHIyXIO0CTh).
Ecau kateTep HAaXoJMTCA B BeHe TMTENBHOE BpeMs, BO3MOXHO oOpasoBaHue Tpomba B MpocBeTe Katetepa,
BOcManeHue BHyTpeHHell o6onouku redsl. Katetep GyneT yctaHoBleH He Oonee uem Ha 24 vaca.
Snektpokapauorpadus (IKI) — B peakux ciaydasx MOKET MOABHTHCS ChIllb HIH pasApa)keHHe HA KOWeE Ha MeCTax
HaHeceHHus KiIeHKoro reis u pasmemenus anektpogor ana IKI. HekoTopriM nauieHTaM-MYMK4YHHAM, BO3MOMXKHO,
Gyner HeoOxoAUMO BbIOPHTH HEGOMBIINE YYACTKH BOJIOC Ha IPyAM AJiA NPABUIBHOTO MPHCOSAMHEHHS 3JIEKTPO/IOB
s KT,

HeunseecTHele WK HENPEIBUACHHBIE PUCKH

[ToMHMO PHCKOB ¥ AMCKOM(OpPTA, MEPEYHCIEHHBIX BbIIE, BO3MOKHO MPOAB/IEHHE paHee He 3apEerHCTPHPOBAHHBIX
WM HETHTTHYHBIX 3¢ dekToB. HexenarensHble ABNEHHSA, KOTOPEIE MOTYT NMPOSBHTHCS NPH MPUMEHEHHH
HCCIeYeMOro Npenapara y Jiioeii, HeBOBMOKHO MpelBHAeTh 3apaHee. [109TOMY Helb3s HCKIIOYHThL BO3MONKHOCTh
Pa3BHTHS CEPbEe3HOTO HEMpeJIBHIEHHOTO HEXeNlaTeNbHOro ABNeHUs. Baul Bpay-HCCieoBarellb MPOHHPOPMHUpPYET
Bac CBOEBPEMEHHO O MOGBIX HOBBIX (aKTaxX MM H3MEHEHHAX B MCCJICIOBAHMHU, KOTOPbIE MOTYT NOBIHATE Ha Baie
eMaHie MPOJOIKHTh Y4aCTHE B MCC/IEAOBaHUA. B cilyyae BO3HHKHOBEHHA KaKMX-TMOO HEKENATEbHBIX ABCHUH
Bam HeoOXx0IMMO CBA3aThHCA CO CBOUM BPaYOM-HCCIEN0BATENEM.

Bo3MoskHas NoJib3a, CBA3aHHAA ¢ YYACTHEM B MCC/IE10BAHUH

Eciau Bbl coracMtech MPHHATH Y4acTHE B MCCIENOBAHHH, 9TO MOXET Kak MPHHECTH BaM HemocpeacTBEHHYIO
MOJIb3Y, TaK U HET.

Ha nporsxennn Bcero uccienosaHus Bel Oynere HaxoauTbes B YCNOBHAX CTAalMOHApAa MOX MPHCTATbHBLIM
HaGJIOAEHHEM COTPYIHMKOB MEIHIMHCKOTO YUPE/AACHHs, YHaCTBYIOIMX B MPOBEACHUH Hecae0BaHuA. Bam GyayT
1poBeIeHb! 06CEIOBAHNS U AHATH3BL, B Pe3y/bTaTe KOTOPBIX BEI cMOkKeTe MOMy4HTh NOAPOOHYIO HH(pOPMALHIO O
cocTosHnn Bamero 310poBbs. KpoMe TOro, 370 HCCEI0BaHHE MOXKET NMPUHECTH MOJB3Y M APYTHM JIOAM, T.K.
pe3ynbTaThl HCCAENOBAHHA TMOMOTYT IOMy4HTh BAKHBIE CBEJeHUs 00 sdppexTHBHOCTH M 0€30MACHOCTH
HCCIIeAyeMOro npemnapara.

A.'IETEQH&THBHHQ BHUJIBI JICYECHHUA

Jlna Toro 4to0bl MONYYNTE MEIMUMHCKYK MOMOMIL MO MOBOAY MAHHOTO 3abonesanus Bam HeoOs3aTeNbHO
Y4acTBOBaTh B JAHHOM KIMHHYECKOM MCCeN0BaHuH. Bpay-uccie1oBaTesb obcyaur ¢ Bamu apyrue AOCTYTHBIE
croco0bl IeYEHUs U pacha)KeT O BO3MOKHBIX PHCKax H IOJIb3C.

Yo npousoiineT ¢ MOUMH 00pa3liamMy KpOBK?
Bam o6pasusl KpoBH GyAyT HCIO/B3OBATBCA HMCKIOMUTENHHO AN KOHTPONA Hal HezonacHocTei0 Baiero

neuenus. Bammm obpasuaM GyaeT TPUCBOEH TOT )K€ KOJOBBIA HOMEp, YTO M ApYroi HH(OpPMALKH B pamMKax
nccnegoeanda. [lpu  B3satuu  oOpasuo kpoeu Baiin ofpasusl OyayT HEMEJJIEHHO aHaTH3UpOBAaThCA B
HCCTIe0BATE ILCKOM LIEHTPE, a Takxke Jlaboparopuu . Cpasy nocJie aHanu3a Bce 00pasibl OyAyT yHHUTOKEHBL.
Kak Bo3meniaercs yiiepO, 00ycIoBIAEHHbIH HAYYHBIM Hccle0BaHHeEM?

Ecnu B pesynpraTe y4acThA B JAAHHOM KIHHHYECKOM HCCIENOBAHWH Bamemy 370poBbi0 OyleT HaHeceH yuepo,
Bam Gyaer oka3aHa MeIMIMHCKas IOMOILb, HeoOXxoauMas [Uid YCTPaHEHHS TAKOTO Bpela. Bam He Hy:KHO Oynet
UIATHTH 32 MOTYYEHHE TakOM MeIHUMHCKOH nomomm. auHas uH(opMaLs He PacmpocTpaHAeTcd Ha Ciyvau,
xorma TpebyeTcs JeueHwe no moBoxy 3aboneBanmd, PasBMBLIErocs BO BPEMA JAHHOTO K/TMHHYECKOTO
HCCIea0BaHMA, HO HE CBA3AHHOIO HEMNMOCPEACTBEHHO C Baium y4acTHEM B 3TOM HCccneJ0BaHHH.

Pacxogm, CBA3aHHEIC C YYACTHEM B HcClienOBaHUH

BO3MOIKHO, YTO HEKOTODBIE TEPANEBTHYECKHE NPOLENYPLI, KOTOpble Bam GyayT NPOBOAMTLCS BO BPEMs JAHHOrO
HCCIIe/IOBAHKS, TIPELYCMOTPEHbl M NpH NPOBENEHUH CTAHIAPTHOTO JieveHus Bauwero sabonesanus. Pacxoael Ha
BLIMOJIHEHHE TAKHX CTAHIAPTHBIX TMpouenyp GyayT omnayupaThes Baweidl cTpaxoBoH KOMMaHuel uiK B paMKax

rOCyAapCcTBEHHBIX MPOrpamMM 3paBOOXpPaHEHH .
Jlns Bac yyacTHe B TaHHOM UCCIIeIOBAHHH ABIIACTCA OecruiaTHBIM.
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KomneHcauus
Bel He Oymere muaTHTe 3a MCCIeAyeMBIH mpenapar, MeAMUMHCKOe obciejoBaHWe, TecThl MIH NabopaTopHble

obcneioBaHus, KOTOpbIE MPOBOAATCA B paMKax JaHHOTO HccneloBaHud. Bce pacxonpl, casaHHbie ¢ Bawmum
npeOLIBaAHMEM B KIMHHMKE, OYAYT OnnaueHsl OPraHU3aTopoM JAHHOTO MCCEIORAHMS.
(TIpn HEeBO3MOXHOCTH ONJATHI HEKOTODPBIX TepameBTHYECKHX MpPOUEAYp, CBSA3AHHBIX € MCC/IeJOBAHHEM,
CTpaxoBoii KoMOaHMEll MJIH B paMKaX TOCYAAPCTBEHHBIX NPOrpaMM 3PABOOXPAHEHHS He0OXOXHMO
NpPeIoCTABUTD MANHEHTY NOJHYI0 HHPOpMAaLHIo 06 ITOM B TeKkeTe HH()OPMHPOBAHHOIC COTIACHS).
[Ipu moANMMCAaHWM JAHHOTO cornacus Brl cTaHOBMTECH YUACTHHKOM KIIMHHYECKOro uccnejopaHus. OOHAako npu
3ToM BBl HE TEpAETE HUKAKHX NpaB, NPUHA/UICKAILIX BaM 10 3aKoHY.
IloOGPOROIBHOCTb YYACTHS B HCCAEA0BAHHY
Baiie y4acTHe B HCCIIEIOBAHHH ABIAETCA MOJHOCTBIO 0OpOBONbHBIM. Bhl MOeTe B MoGOH MOMEHT BBIHTH M3
HMCCJIEIOBAHMs, HE OOBACHSS NP ITOM MPHYMH OTKa3a OT JaibHelimero yyactus B Hem. Ecam Bbl He 3axoTHTe
CTaTh YYaCTHHKOM HCCJI€JOBAHUA MM TPEKPATHTE CBO€ y4yacTHe B HEM, TO Bame peLIcHHue HE MOBJIUAET Ha
KAUEeCTBO OKa3blBaeMol BaMm meauuuHckoll nomomm B panbHeiimem. OpHako B 3ToM ciaydyae aid Bawei
6e30MacHOCTH PEKOMEHAYECTCA NPEaynpennTh Bpaya-HCCien0BaTe)ifa ¢ HAaMepeHHH MpPeKpaTUTEL UCCIIEN0BAHUE.
HcKknroMeHHe U3 HCCNEI0BaHUA
Bam Bpa4 MOXKET B nmoboe BpeMA HCKIHYHUTH Bac u3 uccieaoBaHus, €CiId Bam MpOTHBONOKAa3aHO Jl&J'IbHel‘:[l_LleB
YYacTHE B HEM, WJIH €CJIM Bbl HE CMOXETE BBIMOMHATE Kakue-THOO TpeOoBaHHA, MPEObABIAEMBIE K yIaCTHHKAM
HUCCIeA0BaHUA.
KpoMe TOro, MpOBEJEHHE ITOTO MCCIENOBAHHS MOXET GBITh NMPEKPalleHO B AHOO0H MOMEHT M0 MEIMLHMHCKHM
COOﬁpEDKEHl‘!ﬂM HMITH 110 NpHYHHAM OPraHU3alHOHHOIO XapaKrepa.

eBaine HexenaHue MPOoIKaTh YIacTHE B HCCISAOBAHHH MO KaKOH-1ub0 npuuuHe;

.OTCyTCTBHe H806XOII.HMOFO Bamero COTPYIHHYECTBA € Bpa4dOM-HCCIIEA0BATCIIEM,

oHepo3MOXHOCTE HIH OTKA3 CNIEN0BaTh TpedoBaHuaM IIpoToKoIa HCCIEA0BaHNS,

o Jlpyruie aIMHHHCTPATHBHBIC TPUMHHBI (3a601€BaHHE HCCIIE0BaTElI);

#Bo Bcex Cly4asx, He OrOBOPEHHBIX NPOTOKOJIOM, KOr/a Bpay-UCCIe/IoBaTeNb CHHTALT, YTO JaJibHeHLIee

Bauie yuacTue B MCCNe/lOBaHUU HaHOCKT BaM Bpen.

Ecnu Bbl IpekpaTHTe y4acTBOBATS B HCC/IEA0BAHHH PaHLLIE HAMEYEHHOrO Cpoka, Bac MompocaT kak MOXHO CKOpee
MpoiiTH 3aKTIOUHTENbHBIE O0OCnenoBaHus. Kpome TOro, AnA OUEHKH COCTOSHHA Baiero 340poBbf MOMKET
noTpe6oBaTbCA ONHO WM HECKONbKO JIOMOJHMTENbHBIX [OCEICHHH Bpaya-HCCIENOBaTEN] Ul NPOBEACHHA
Moceayero HabIoAeHHS.
HabmoeHye 3a NALUMEHTAMH, BHIOBIBIIMMHM M3 HCCIEJOBAHUA MO NPUYHHAM, HE CBA3aHHBIM C MEIHLIHHCKHMH
acrheKTamu, IPOBOAUTLCA He OyaeT.
KoutuaenuuaisHOCTE
KonduaeHunansHocts HHGopMalmu o Bac Gyner samuimena AeiCTBYOMUMH 3aKOHaAMH H HOPMATHBHBIMH AKTAMHU.
Cornacto @eznepanbHoMy 3akoHy Ne 149 ot 27.07.2006 «O6 undopmayiu, HHYOPMALHOHHBIX TEXHONOMHAX H O
sawute HHGopMauuu» u DeaepansHoMmy 3akoHy Ne 152 ot 27.07.2006 «O nepcoHaqbHBIX AAHHBIX) Brl umeere
[paBo Ha KOHGMIEHUMATBHOCTb, H BCE JaHHBIE, COOMpaeMbie B pamKaX JaHHOrO HCCICN0BaHMA, JOJLKHDI
XPaHWTBCS B TaliHe B Mpefenax, NpeiyCMOTPEHHbIX 3aKoHOM. Bawa GaMuus U Jpyrue NepcoHaibHbIe TaHHbIE HE
GyayT yKkaseiBaThC B MyONMKALMAX, CBA32aHHLIX C 3THM HCCIIEI0BAHHEM. HenocpencTBeHHBI AocTyn K Batuei
MeIMLMHCKON JOKYMEHTalMK GyIeT HMeTh KOOPAMHATOP M ayAHTOpbI, 8 TAKKE NPeACTaBHTEIH OpranuzaTopa U
OpraHoB TOCYJAPCTBEHHONO KOHTPOIA C LENbIO MPOBEPKH MOMLIHHHOCTH uHpOpMaLMK, MONY4eHHOH B Xoae
uecnenoBanus. Bhl MMeeTe MpaBo MONY4MTh MHPOPMALUMIO O pe3ybTaTax BeeX abopaTOpHBIX HCcCaen0BaHu

GHONOrMYecKuX 00pa3LoB, caaHHBIX Bamu.

OprauusaTop W €ro MNpeicTaBuTeNd He OyayT pasriaimiath uaGOpMalM0 0 COCTOAHHM Baiiero 310pOBbA
CTPAXOBBIM KOMMAHUAM, 33 MCKIIOYEHHMEM Cily4ace, KOrja 3TO TpeGyeTcs MO 3aKOHy, MM ecnH Bel He
npefocTaBuTe HA 3TO OTAENbHOE COrIacué B MHCHLMEHHOM pue. JlaHHwle HCCNeOBaHMA, KOTOPLIE Bpay-
KMCCICHOBATEIb HCCISA0BATENbCKOrO LEHTPA GYIIET HCMOJIL30BaTh B XOAe HWCCIeIOBaHMA, H IEpeaaBaThb
OpraHu3aTopy H ero npejcTaBUTE/AM, He OyayT BKmMOYaTh HU Bailero MMEHH, HH ajpeca, HH Kakoii-1u00 HHOMH
MH(OPMALMH, KOTOPas HANPAMYIO CMOXET HACHTH(HUHPOBATE Baiy JJHUHOCTb.

IMocne noanucanus MHGOpMUPOBAHHOIO JIMCTKA MALMEHTA H dopMbl HHYOPMHUPOBAHHOTO COINIACHA Ha y4acTHE B
WMCCiIeJOBaHHH Bpay-HCCIIEAOBaTeb NPUCBONT BallliM NaHHBIM KOL, @ TaKKe GyzmeT HCroNb30BaTH Baiu
uunpMansl. WUneHTudukauMoOHHBIM Kkon OymeT ykasaH Ha THTYIBHOH cTpaHule HH)OPMALMOHHOrO JMCTKA
nauenTa. Hekoropsle AaHHbIE, NPEAOCTaBIACMbIC OpraHu3aTopy, MOTYT COIEpXKaTh MH(pOpMaLlKIo, KOTOpas
MOsKeT GbITh HCIOJTB30BaNa JUiA MIeHTH KAy Baiweit THyHoCTH (Hanpumep, 1ata Bawero posxaenus). Ecin y
Bac  BO3HMKHYT  BONpPOCEI,  KacarwollHecs koHkperHoii  uHpopMmaluM,  KOTOpasd Oymer  mepenaHa,
MPOKOHCYJILTUPYHTECH, MOMKATYHCTa, C Bpa40OM-HCC/IE0BATENEM.

V Bac ecth NpaBo MPOCMATPHBATL M KOMMPOBATh Bamly NHYHYI0 MEIHUHHCKYIO uH(opMaLuio, KoTopas UMeeT
OTHOUIEHHE K 3TOMY HCCIEJOBaHHIO, 3Ta HMHQOpMauua XpaHuTes Y Bpaua-uccienoBaress WIM B
HCCIEIOBATENbCKOM LIEHTPE. Om—naxo, ans obecrnieyeHHa LEJOCTHOCTH AAHHBIX, TaKas BO3MOMKHOCTb MOMET OBITh

Bam npenocrasieHa YaCTHYHO HIIH MOJHOCTRIO MOCJIE 3aBEPILEHUS UCCIEI0BAHHA.
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Brl MOeTe 0TO3BATHL CBOE COriacke Ha Menob3oBanue Bawelt nuunoil undopmauuu B o060l MOMEHT, YBEIOMHB
o6 »3TOM Bpaua-lcclefoBaTens MHCBMEHHO. B 3TOM  ciyuae, Bpau-HCCNEfOBaTeNs WAM  TIePCOHAN
UCCNIeI0BATENIbCKOTO LigHTpa Gonee He OyAyT HMCMOMB30BaTh WM pasrjamaThe Bamy IHYHYI MEIMLMHCKYHO
MHOOpPMALIHIO, CBA3AHHYI0 C 3THM HCCIEIOBAaHUEM, €CAH TOILKO 3TOr0 He MNoTpedyeTcs I8 COXpaHEeHUs
LIEIOCTHOCTH Pe3y/IbTATOR HecneaoBanus. [[auHrle, MoTydeHHBIe B XOe Hece10Banus 10 Bamero oTkasa, MOryT
ObiTh Mcnone3oBanel OpraHuzaTtopoM M ero npeacrasuressMu. B ciydae orseiBa Bawero cornacka Ha
ucrosb3oBanue uHdopmaumu Bbl Janee He cMOXeTe NPHHHMATh YYacTHE B HMCC/EIOBAaHHMH, HO KaKHX-THOO
CaHKIMI M1 HeOnaronpuATHLIX MOCNeACTBHI U1 Bac 310 He moBIeyer.
Yro Opranusarop GyneT aenaTh ¢ AAHHBIMHU, MONY4EHHBIMH B 9TOM HCCAEAOBaHUN?
OpranusaTop UMEET Npaso:
®XpAHHTL H AHAJM3HUPOBATH IMOJYUEHHbIE CBEICHHS C MMOMOLUBI) KOMIIbIOTEpA, 1A JOCTHKEHHA LieJei
HACTOSIIErO HCCIIeI0BAHMUS;
scooblIaTh OTH JaHHbe OGMHUHANBEHBIM OpraHaM, OCYIUECTBISIIOWIUM  PETHCTPALHIO  HOBBIX
JIEKapCTBEHHBIX TMpENapaToB, WIM TPYNNaM, OCYIIECTBIAIOLIMM IIPOBEPKY Ha MNPEAMET HaLeKallero
TIPOBEIEHUS HCCIe0BaHM;
ecoobare 3Ty HHGOPMALMIO APYTHM KOMIGHHAM HJIH YHHBEPCHTETAM ¢ LeNLIo jgambueiimeii
pa3paboTKH W3y4aeMOro Tpenapara WiH APYTHX Ipenaparos,
®HCNONL30BATE pe3ynbTaThl s IJIaHUPOBAHHUA Apyrux uccaenoBaHui c LEIBK0
pazpaboTky W3yuaeMoro mnpenapara;
eco001ATh BCE CBENEHNS, MONYHEHHBIE B XO/1¢ MCC/ISI0BaHHA, APYTHM coTpyaHukam OpraHusaTopa B
JaHHO} CTpaHe M B APYIMX CTpaHax no Bcemy mupy. Ecin undopmauua Gyner otocnaHa B 100yio Apyryio
cTpaHy MHpa, Oprauusatop GyIeT NPHMEHATH TOT JKe YpOoBeHb 3auuTsl Bameii nadopmaunn, B TOi cTeneHH,
B KOTOpOI 3T0 OyyT NO3BONATH 3aKOHbI IAHHOH CTPaHBI.
Opranusatop SBIAETCA BNANENbLEM TNOMYYEHHBIX Pe3ylbTaToB HccinenoBadud. OpraHusatop IUIaHHPYET
HCTIONB30BATL MOJNYYEHHBIE pPE3YJAbTaThl MW MOXKET TONy4aTb COOTBETCTBYHOLIME MATeHThl WIH 3aHUMATHCA
npojakaMy JIeKApCTBEHHOTO Mpenapara B OyaylieM WM NONydaTh JioOyio IPYrylo Bbiroay Kak pesyibTar
NPOBEJEHHA JAHHOTO MCCIENOBaHMA, TPH 3TOM Bbl HE [0JYYMTE HHKAKOH BbIFOAbI BCIEACTBHC 3TOM
IeATeNBHOCTH.
KoHTakTsl 14 JanbHEAIEH HHGopMauun
VccaenoBaTe b H/HIH MCCe10BATENbCKHUIT IIEPCOHAN OTBETST HA Bce Bamu Bompock! 00 3TOM HCcenoBaHuH. Ecii
Bam Gyner Heo0XOOMMO COOOIWUTL O KaKUX-TM0O W3MEHCHHAX B NPUEME JIEKapCTBEHHBIX CPEICTB, O
HeGAAroNpPUATHBIX 15 310POBb ABMEHHAX, WK 00 ymweple, WK eciu BO BPeMA ydacTHs B 3TOM HCCIIC0BAHUH
BaM MoTpeGyeTcs HEOTIOKHAA MeIMUMHCKAs IOMOIIb, Bam crieftyet cBs3aThes ¢ BauliM Bpaiom-uCC/IeI0BaTENeM:
@.1.0. uccnenosarels:
Ten. uccnepopaTens:
wan B KoMuTeT no ITHKE MEAHLIHHCKOTO YUPEKACHHA:
Anpec: 197758, Cauxr-IletepGypr, n. Tlecounii, yi. Jleannrpanckas, 10M 68.
+ Tlpencenarens K3: CemenoBa AnHa Hropesha, Tei.. (812) 439 95 55;
E-mail: mirannia@yandex.ru
» 3amecturens npeacenarens K3: Kynesa Cseriana AnekcaHpoBHa, TEIL.: (812) 439 95 55;
E-mail: kulevadoc@yandex.ru
« Cexperapb KO: Pasanckas Cetnana Cepreesa, Tei.: (812) 439 95 55 (3303);
E-mail: EC@GCP.center

OpraHu3aTop HCC/IeI0BAHHA:

denepaabHOE rOCYAaPCTBEHHOE OHODKETHOE YUpeKIeHHE «HauuoHanbHbIH MEIMIMHCKHIA HCCIEA0BATENBCKHIH
nenTp oHkosioruu uM. H.H. INeTpoBa» MHHHCTEPCTBA 3APABOOXPAHEHN Poccuiickoii ®enepaumu. 197758, Caukr-
Terepbypr, noc. [lecounstii, yi. Jlenunrpaackas, oM 68

TenedoH:

Kyparop uccnenosanus: PHO, Tenedo.
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MHUCBMEHHA S @OPMA HUH®OPMHUPOBAHHOI'O COTJIACHA MAIIHEHTA

WupusunyansHeli HaeHTHOHKAIMOHHBINA KO

A J106pOBOJILHO COTamanch y4acTBOBaTb B IaHHOM KJTMHHYECKOM
HCCNIeJOBAHUM: « ».

Sl BHMMaTenbHO mpouuTan(a) daHHBIM NOKYMEHT W mMoHsI(a) ero coxepxanue. MHe NpenocTaBHIIM
noapoOHble OOBLACHEHHs, Kacaomuecs uHpOpPMaunM, H3IOKEHHOM B JaHHOM JgokyMeHTe. MHe Oblma
TpeNoCTaBIEHa BO3MOMKHOCTD 3a1aTh BOIPOCH! 00 9TOM HMCCIEIOBaHHH, H A MOJYy4uMi(a) HA HHX HCUEPMbIBAIOLIME
oteeThl. MHe Takke cooOLMNHM, K KOMY cliefyeT o0pamarscs, ecii Y MEHs MOABATCA AOMOTHUTENbLHEIE BOMPOCHL.
Bes nHbopmanua 00 MCCIeNOBaHUM, BKIKOYAA BCE MOACHEHHS M OTBEThl HA BOMPOCHI, Oblia H30KEHa MOHATHBIM
IUIA MEHA A3bIKOM. Sl TIOHMMaro, YTO A MOTY OTKa3arbed OT y4acTHd B JaHHOM KIHHHYECKOM HCC/IEIOBaHHH HIIH
BBIATH M3 HCCIIENIOBAHHA B MI000H MOMeHT 0e3 ykazaHusi KOHKPETHOH NpPUYHHBL, U YTO MOE€ PELIEHHE HE MOBJIHAET
HA KAYeCcTBO OKAa3bIBAEMOH MHE MEeIMLMHCKON MOMOILM. f 3HaK0, 4TO A He MOTY MPHHHMMATh Y4acTHe B APYroM
KJIMHHYECKOM HCCIIeIOBaHHH BO BPEMSA yHacTHs B JaHHOM KIMHHYECKOM HCCIICIOBAHHH.

S pazpewiaio npH HEOOXOAMMOCTH NPOMHMOPMHUPOBATE MOETO JIEYaLLEro (y4acTKOBOro) Bpaya o TOM, uTo g
YY4aCTBYH) B JaHHOM KIMHHYECKOM MCCICAOBaHMu. Sl NPEAoCTaBii Npaso Aocryna K MooH MOIuUMHOKOH
JOKYMEHTALMK COTPYOHHKaM H TpPEICTABHTENAM KOMMaHuH, (QUHAHCHpYOIIEH HccleqoBaHue, 3Kcrnepram
MunucrepcTra 3apaBooxpancHusa Poccuiickoiit @enepauyu ¥ Apyrux opraHoB 34paBOOXpaHCHHA, a TaKoke dieHaM
Cosera no stuxe. [loanuchiBas W AaTHpys AaHHBIH JOKYMEHT, f HE OTKa3blBAlOCh OT CBOHMX 3aKOHHBIX I1pas,
KOTOPBIC MHC NMPHHAAJICKAT HC3aBHCHMO OT TOrO, ABIAIOCH A YHaCTHHROM RIHHHYEGCKOro HCCISAOBAHHA HIIH HeT.
IMoanuceiBas AaHHBIA AOKYMEHT, s Takke O0A3YIOCH BHIMOMHATL BCE NPEANHCAHMA, YKA3aHUA W peKoMeH[aluH
Bpaua-HcCIeNoBaTeNA, coobmaTs eMy BCIO HeoOXOAMMYIO MHpOpMAUmMio 06 W3IMEHEHHH MOETO CaMOUYBCTBM,
MOAB/IEHHH HOBBIX ano® M CUMNTOMOB, 06 OOpauleHHsX 328 MEIHLHMHCKON MOMOLIBI, O NpHeMe Kakux-1ubo
JICKAPCTBEHHBIX TIPENapaToB, KOTOPLIE HE HCTOIB30BATHCE MHOIO paHee.

51 monyunn(-a) noanucaHHelii W maTuposaHHbli oksemmuiap HudopmaumonHoro suctka ¢ popmoii
HH(DOPMHUPOBAHHOIO COrNacug HA  CTP.

S nonyuun(a) noanucanHsii U AaTHPOBaHHBIH Ik3emMnap HudopMauuoHHOro NMCTKa NalHEHTa.

Tloamnuck manueHTa:

Hara (ono/mMm/rrrr):

Bpewms (B 24-9acoBoM hopmare):
DaMuIIEA, HMs, OTYECTBO
nanueHTa (IevaTHBIMH OyKBaMu):

S, wmwkenoanucaswmites (cA), noaTBepxkAA0, 4TO mauMeHty (ero 3aKOHHOMY NpeCTABUTENIO),
NOANUCABLIEMY JAHHBII JOKYMEHT, OB1IO npeaoCcTaBiICHO HO,HIJOGHOB oOBsicHEHHE BCEX ACTEKTOB MNpOBEICHUA
HCCIeNOBaHHA, H YTO IIaLUMEHT (ero 3aKOHHBIH ﬂpeI[CTaBHTBJ'Ib) [IOHUMAET, B YEM 3aKJIH4YaeTCa [AaHHOE
HCCeI0BaHKE, a TAKIKE PUCK U MOJIL3Y, CBA3AHHBIE ¢ €r0 YYACTHEM B JaHHOM KIHHMYECKOM HCCIeI0BaHHH.

IToamuce Bpayda-Hucciaen0oBareid:

Jara (u1/Mm/TTIT):

Bpems (B 24-9acoBoM (opMmare):

damuHs, HMs, OTYECTBO Bpada-
uccenopaTes (me4aTHEIME OyKBaMH):

1 3K3eMIIAp — AA nauuenTa, | aKk3eMmAp — 11 MEIMUHMHCKON J0KYMEHTalliH
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Hazpanue
Homep JKcnepTrsa MonpaBok K MPOTOKOAY U Teg ey
COI-K3-008 P P P y 5.0 oT 16.08.2018 .
Opomrope

Copep:kanue H HA3HAYMCHHE
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1. Iems — onrcats mpoueypy KCIEPTH3bI NONPABOK K IPOTOKONY HCCIeN0BaHuUs, OpomTope
HCCIIeNIOBATEIIS, HOBBIX BEpCHi HMH()OPMALMOHHEIX JIHCTKOB JUIs NALNMEHT2 U (opM
MH(OPMHPOBAHHOTO COITIACHS, PEKIAMHEIX JOKYMEHTOB, MOCTYIHBIINX MOCNE 0100peHus
HCCIIEIOBAHUS STHISCKHM KOMHTETOM.

2. Obaacre mpumenenmsi: paGota ¢ NPeABAPHTENBHO ONOGPEHHBIMH HCCIETIOBAHUSIMH, B
KOTOphIe MO37HCe OBUTH BHECEHBl NONpPABKH, B CBA3M ¢ YEM, 3afABHTC/IH HANPABHAIHA
JIOKyMEHTEI Ha nomnonHuTensHoe onobpenne KD. [onpasku ne moryT 6s1mh npumsitsr Ges
paccMoTpeHus 1 onodpenus KD.

3. OTBeTCTBEHHOCTDb: OTBETCTBEHHOCTE 3a paboTy ¢ MONMpaBKaMu HeceT cekpeTapuar K.
JKenepTH3a: B ONMCAHHBIX CJydYasX, IIONPaBKH MOTYT OBITh IPEICTABICHBI IUI
YCKOPEHHO#H 9KCIEPTH3BI WM ITOJHOH AKCIIePTH3BI Ha 3aceqannd KD.

4.1. Touanas 3KcnepTH3a NPeIyCMOTPEHA B ciyyae:

4.1.1. Msmenenus qu3aiiHa HCCIeJOBaHHS (HCKIIOYHTD WM H3MEHHTH (DOPMYITHPOBKY).

4.1.2. Msmencunit B KpUTCpPUsX BKIIOYCHUS/ACKIFOUCHHS,

4.1.3. JlonoaHHTENsHOH HIH COKPANICHHOMH TEpaIluH.

4.1.4. 3HAYATEJILHOIO YBEINYEHUS YUCIA YUACTHUKOR (Oosee 20%).

4.1.5. 3HaunTeNbHBIX U3MEHEHHH JO3MPOBOK MPENAPATOB MM PEKUMOB MX BBEICHHS.

B ciyuae momHOH OSKcHepTH3Bl MONPAaBKH BMECTE ¢ MEPBHYHO IPEICTABICHHBIMH
JOKYMEHTAaMH CEKpeTapuaTOM HalpaBlfIOTCS HJKCIEepTY H3 cocTaBa wieHoB KD w/umm
KoHcybTaHTy A1 HOMy4YeHHs KOMIETEHTHOTO 3aKTIOYEHHA.

B ciyyae yCKOpEHHOH 3KCIEPTH3BI, 3KCIEPTH3A MPOBOJUTCA TOLKHOCTHBIMM JIHIIAMH

KD cormacno COIT-K3-0009.

5. Pemenne: [locne paccmorpenuss mompaBok Ha 3acemanun KD MoxeT OBITh BEIHECEHO
Cllelyloniee penieHue:

S5.1. OnpobpuTs.

5.2. Pemmts Bompoc 00 WHM3MEHEHHMH JOKYMEHTOB IO TIPE/UIOXKEHHOH IIOIpaBKe C
000CHOBaHHEM TMPUYMH TAKOr0 pelleHus (Hampumep, BHECTH M3MEHEHHSd B
HHOOPMAIHOHHEIH JTUCTOK IS ManueHTa uid GopMy HHOOPMUPOBAHHOIO COITIACHS,
PEKIIaMHbIE JOKYMEHTHI).

5.3. IlpuocTaHOBHTH HCCIEIOBaHHE JO MOMEHTa IPENOCTABICHMS JalbHEHIIEH
HeoOX01uMOi HHpOpPMaIHH.

5.4. He npuocraHapIuBas HCC/IEA0BAHNUS 3aIPOCHTE JOTOIHHTETBHYIO HH(POPMAIIHIO.

5.5. Orknosuts npoce0y 00 0100peHHH NONPABKH C yKa3aHHEM IPHYMHBI, HO [aTh
paspelleHHe Ha IPOA0DKEHHE UCCIIeIOBaHNS KaK paHee 0400peHHOro.

6. TpebGoranms x npegocrasisieMoii nudopmanmn:

+ Bce Marepuansl, npenocTasisemMsie B KD, H0KHB MMETh TI€PEBOJl HA PYCCKHil A3bIK. B
HEKOTOPBIX ClIyYasX (M OTCYTCTBHH CEPhE3HBIX M3MECHEHMI IPOTOKOJA MM OPOIIFOPEI
HCCIIE0BATeNA, HECYIECTBEHHBIX IONPaBKaX DPETHCTPAlMOHHON KapThl), BO3MOXHO
NIpeOCTaBJICHHE Ha PyCCKOM S3BIKE CHHOTICHCA W3MEHEHUH ¢ KOMMEHTApHSMH IJIABHOTO
HCCIIea0BaTeIA, 3aBEPEHHEBIC €T'O MOAITHCEIO.

o [l0 OKOHUAHWH 3aceJaHHS CEKPETApPHAT BHOCHT pEIeHWEe B IIPOTOKON H 00s3aH
HHMOPMHIpPOBATE 3aABUTENA o pemennn KD: yeTHO He mo3jHee 3 uell mocie MPOBEICHUS
sacemanns KD, muceMeHHO - B Teuenue 10 paboumx jgueil. B ciydae HeomoOpeHHS
TMONPaBOK MM HEoOXOAMMOCTH 3ampoca JONOJHHTENBHOH [OKYMEHTAIlUM, PEIICHHS
JOJKHO OBITH B TeueHHe 1 paGogero AHs mocie IPOBEEHHOro 3aceaanus K9 nosesieno 10
CBEICHHA 3aHHTEPECOBAHHOIO JIHLA/3aABHTEIIS.

- o
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Hens — onucanne KpuTepues, Mo KOTOPBIM BEIHOCHTCS PELICHUE O TOM, KaKHe UCCIIeJ0BaTENbCKUE
TPOEKTEI, MOMPaBKM M Jp. MOAJIEKAT YCKOPEHHOMY PACCMOTPEHHIO (9KCrpecc-U3y4eHHI0) o
CPOYHBIM BHIHECEHHEM PELICHHUSI.

O6nacte npamenenns — pmannas COIl npegnaskavena s 9KCMEPTU3Bl HCCIIENOBATENILCKHX

MpOCKTOB, onpeaensemMbx gaHHbiMu COII, cm. ®opma COIT-009-01.

OrBercrBennoctn - npencenatens KD onpenenser, xakwe KU noaxomst s YCKOPEHHOIH

SKCHEPTU3BI (10 COAEPHKAHMIO petb He HAET 00 OTBETCTBEHHOCTH, PEUb HIET O KOMIIETEHLINH).

IKcmepTH3a: [OCNE TNOMyYeHHs 3aSBKM HA DKCIEPTH3Y M NAaKeTa JAOKYMEHTOR ceKpeTapb

NPCACTABNACT WX MNPENCENATENO C LENbI0 ONPEAENEHHA, COOTBETCTBYIOT JIH OHH MpoLeype

YCKOPEHHO#H 3KCNePTH3bl. ITO CITydau:

4.1. BTOPOCTENEHHBIX MONPABOK B paHee 0J0OPEHHbIE HCCIIEI0BAHMS,

4.2. n00aBNeHHs WIM M3BATHA HENPOLEAYPHBIX IYHKTOB B ONOODEHHbIE paHee MCCEN0BaHUs
(yBenmuenue umcna uccieoBatenelf, W3MeHeHMs Ha3BaHHil NabopaTOpHil, KOHTAKTHBIX
Te1epoHOB H MHPOPMALMHK 00 HCCIIENOBATENIX U T.11.);

4.3. MHHAMATLHOTO H3MEHEHHs PHCKA HCCIIENOBATENBCKON ASSTEIbHOCTH,

4.4. SNHIEMHOTOTHYECKHX, COLIMONOrMYECKHX HCCIEI0BAHUI M3yUeHNs TIOBEIEHUYECKIX peaKuuil
YCJIOBEKA BHE yCJ'IOBHﬁ cTpecca;

4.5. MaJOHMHBa3MBHBIX MCCIeNOBaHmii (3a60p MAnoOro KOJMYEeCTBA KpPOBH), HCCIEXOBAHHS,
CBA3aHHBIC C NIOJIy4YEHHEM MaTepHaia He HHBa3HBHBIM ITyTeM (BOJIOCHI, COCKOObI KOKN);

4.6, cOopa MaHHBIX JUIA WCCJIENIOBAHUSA C MOMOLILIO npoueayp, OOBIMHEIX U MEIMIMHCKO
MPaKTHKH, C HCTIOJIb30BaHHEM Yke of00peHHbIX MeTooB (DK, nomep-, pasiM4YHBIX TECTOB,
ONPOCHUKOR).

MCCI[BJJ,OB&HHH C UCMNONIB30BAHUEM NYUYEBEIX H MHBA2UBHBIX METOJOB JHATHOCTHKH U TEpalHH He

PEKOMEHAYIOTCA 1A YCKOPEHHOH IKCNEPTH3BI.

Ilpy npoBeJeHHMM DSNHAEMHONOTHYECKHX H  COLMOJIOTHMECKHX HWCC/ICIOBAHHI IO/DKHO ObITh

NPEAYCMOTPEHO CTporoe cobuoienue KoHduaeHMaabHOCTH HH(OpMaLKMK 0 naieHTax. B ciy4ae

paboThl HccieoBaTeNs ¢ apXUBHBIM MaTEPUAIOM (aMOYJIaTOPHBIMH KapTaMH, HCTOPHAMHE GOJIE3HH,

SKCTPEHHBIMH M3BELICHUAMH U 1p.) HEOOXOAMMO YIOCTOBEPUTCS B aJIeKBATHOI 3allnTe

nHpopmaunn. Ha paboTy B apxuBax JieueOHBIX YYPEXKICHHH HEOOXOAMMO pa3peliCHHE HX

a/IMMHUCTpALIUIH.

[MockonbKy B peTpOCMEKTHBHBIX HCC/IEIOBAHMSX HEBO3MOXKHO TMOIy4YeHHe HH()OPMHPOBAHHOTO

corjacus TNAaUUeHTOB, KOMMPOBaHHE [AAHHBIX M3 MeIHLMHCKOH JOKYMEHTaUMH JOJKHO HOCHTH

obe3nHyeHHBIl XapakTep, HCKIIOYAIOMMI BO3MOMKHOCTE pasriameHds KOH(DHISHIIHATEHOCTH.

["apantamu B JaHHOM CJiy4ae BBICTYMAIOT PYKOBOJUTENH JIeUeOHBIX YUpexKIeHHI.

3aceqanue Bropo: juis ycKOpeHHO!H 3KCIEpTH3bl HCCNIEJOBAHHA MpeAce]are/lb HazHadaeT Tpex

yneHoB KO (coctae Biopo KD). B crmydae nonpaBok, MOBTOPHBIX PacCMOTPEHHH, B YHCIIO

9KCMEPTOB/HE3ABMCHMBIX KOHCYJIBTAHTOB, KaK MPaBuiio, BXOAAT Te wieHbl K3, koTopeie npoBoanIn
paccMOTpeHHE 3TOrO HCCIIEOBAHMS PaHee.
5.1.11pu paccMOTpeHUH MPOeKTa Ha OHOPO NpeAcelaTe/IbCTBYIOLMI OralacT MOJHOE Ha3BaHHE
KaX/I0ro MCCIIeOBaHMs, BBICIYLIMBAET MHEHHE KXKIOTO KCIEpPTa, PYKOBOIHUT 00CYykAEHHEM
U o0BABNAET rojiocoBaHue. PellleHne TNpPUHHUMAaeTcs KOHCEHCYCOM 3KCIEpTOR. Perienue
YTREPHIAeTCA Ha NocieaytolleM 3aceanuu Komurera 1o 3Tuke.
5.2.Ecnu KOHCEHCYC MEXIY DKCIEPTaMH He JIOCTUTHYT, 0OCY)K/IeHHe BBIHOCHTCS Ha OJmKaiiliee
sacenanue K9.
5.3.1Ipoueaypa yCKOPEHHOM 9KCEPTH3bI HE JOJDKHA JUIUThCA Gosiee 2-X HeZens.

Iocne 3acenanns Bropo: cexperaph CIEAUT 32 CPOKaMH NPOBENECHHA JKCIEPTH3bl M H3BELUAET
3asBUTENS O MPUHATOM pemennn. OH BBIIAET BHIMUCKY 3a9BUTENIO B TeUeHHE 5 pabOYMX JHEH mocie
npoBejieHus 3aceiaHus 01opo.

6.1.B Beinucke Hapany ¢ pemenuneM KD B o0s3aTenbHOM MMOpPAJAKE YKa3blBacTCs MMOPALOK
Haﬁﬂl(),IIEHHﬂ 3a HCCIeAOBaHHEM, CpPOKH MNoaa4dH npomencyTquux OTUETOR, VCIIOBHUS
HOCeIeHHs UCCIIeIOBaTENBCKOro [eHTpa npeactaputensMu KO.

6.2.B npoTtokone 3aceianus GI0pO YKa3bIBAIOTCS Ha3BaHMe PabOThI, HA3HAYEHHBIC SKCNEPThI H HX
MHEHHE, BOMPOCHl JHCKYccHH, mpuHAToe pemieHue. Cekperapb OTBETCTBEHEH 32

MPOTOKOJIHPOBAHHE 3aCCNaHuA 1 apXHBHPOBAHHUE MATCPHAJIOB.

Crpannna 2 uz 3
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®opma COIT-009-01

Cxema neficteuii Komutera no tiike npu npoBeicHUH YCKOPEHHOI KCITEPTH3bI [POTOKOJIA
KIIMHHYECKOI'0 HCCI€J0BaHUA

Cexperapuar:
MOJy4YeHHE NaKeTa JOKYMEHTOB
Ha SKCIepTusy
l !
HC COOTBETCTBYCT KPUTEPUAM COOTBETCTBYET npooenype
YCKOPEHHOM 3KCTIIEPTH3bI YCKOPEHHOIH 3KCNepTHU3LI
i
Ha3Ha4eHue npeacenareneM 3-x wieHoB K - Bropo
l
obcysxaenue Ha bropo
KOHCEHCYC MEXIy KOHCEHCYC MEXKIY
3KCnepTaMu JOCTUTHYT IKCNEPTAMH HE JOCTUTHYT
l l
NPHHUMAETCSA pelleHIe, KOTOPOe OrallaeTcss 00CYIKIEHHE BBIHO-
Ha Ompkaiiiem 3aceqannu DK cuTCH Ha OmpKaiilee

3acenanue DK
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Hens - omicanue npouenyps (yacToTsl, NEPHOAMYHOCTH U YC/IOBHIT) NpoBeaeHHs HabmoneHus 3a
XOZIOM HCC/IC0BAHHA, 10 KOTOPOMY OBLIO MPHHATO MOJOXKUTENBHOE pelenue. Habmonenne MokeT
MPOBOIUTLCA B (JOPME 3a04HON SKCHIEPTH3B TEKYIMX JAHHBIX [0 NIPOTOKOJTY MCCIEAOBAHUA B BHJIE
TOOBBIX OTYETOB IIIABHOTO MCC/EOBATeNs WHIH IIyTeM NPOBENEHHMS KOHTPONBHOIO BH3MTA B
HCCIIC/I0BATENBCKUH LEHTD JUIs ONpe/E/eHus COOTBETCTBHS MPOLIECCA IPOBELEHHS KOHKPETHOro
HCC/eI0BaHuA TPeOOBAHHSM COGMIONEHHS NpaB YYaCTHMKOBR HccienoBaHus, GCP u YCIOBHAM
COOTBETCTBYHOIIErO MPOTOKOJIA.
Ob6aacTh mpuvMenenns - KO BceM BHIAM 3KCTICPTH3bI NPOBEICHUA UCCIEA0BaHUA o100perHoro K.
OTBeTCTBEHHOCTH - JKCNEPTU3A JAHHBIX 110 TeKylemy uccnenoranmo ®opma COINT-K3-010-01,
KOTOpOE MpoBoUTCA wieHaMu KD,
Ha6monenne: cexperaps KD no cornacosanuio ¢ IIpencenarenem K3 moxkeT npoBoauTh KOHTPOIb
3a cobmonenneM cpokoB Moityyenus otueror Gopma COI-KD-010-01 u pectu COOTBETCTRYIOILYIO
KapTOTEKY.
4.1. PaccMoTpeHue TpeGyer creayiomue coGBITHS M 0GCTOATENECTRA, BOSHUKAIONIHE B XOJ&
HCCIIeIOBAHMS:
4.1.1. BCe NONpPABKH K NPOTOKOJTY, KOTOPBIE MOTYT [OBIHSTE HA COOJIIOAEHHE Tnpag,
6€301acHOCTB U 37I0POBbE YYACTHUKOB HCCIIEOBAHNS IPH [IPOBEEHHH CAMOTO
HCCJIeJOBaHNS,
4.1.2. cepbe3sHble U HENPe/IBHCHHBIE HEKETATEbHBIC ABJICHHA, CBA3AHHIC
C IPOBEJICHHEM HCCIIEIOBAHHA UITH HCCIIEYEMbIM IIPOAYKTOM, a TAKKE
NIPEANPUHATHIE B STOM CBA3M MEPHI CO CTOPOHBI HCC/ICA0BATEIEH, CIIOHCOPOB
1 OPULHABHBIX JIMIL;
4.1.3. mo0ble COOBITHSA MM HOBas HH(OPMALIMA, KOTOPBIE MOTYT H3MEHHUTh COOTHOLIEHHUE
10J163a/PUCK I/ YHaCTHHUKOB MCCIIEI0BAHMS.
4.2, [InaHoBoe HabMIOACHHE 3a XOJ0M HCCIICIOBAHMS BK/IIOYAET B ce0s 110auy O0THETA O XOJIe
UCCNeJOBaHMA C KPaTHOCTEIO, onpeeaeHHo KD npu npuHATHH MOJ0XKHTEILHOTO
peuieHus, nMpy AJIMTENBHBIX HCCIeI0BaHUAX He peke | pasa B roa. Otuer nmoanuckiBaercd
U JaTUpyeTcs riaBHbM uccienosarenem ®opma COII-K3-010-01.
4.3. [IpoMexyTo4HBIE OTYETHI O X0/1e HCCIIeJOBAHHS IOIKHEI COEPXKATE CIIEYIONIYIO
MH(OPMALMIO, HO HE OrPaHUYKMBATLCS €IO:
4.3.1. cenenus o Habope cyOBEKTOB HCC/IEIOBAHMA;
4.3.2. CHA u venpeapuaennsie HA B uentpe;
4.3.3. ceeaenusa 00 HCKMIOUCHHH CyObEKTOB U3 HCCIIEI0BaHHA;
4.3.4. HOBBLIE NaHHBIE, Kacarompecs Oe30MaCHOCTH MPOIYKTa,
4.4. Ilpn yvactuum B KW ysA3BUMOro KOHTHHreHTa (JETH, TOXKHILIE, HEJEECIIOCOOHBIE, JHLA C

MNCHXHYCCKHMH pacchOﬁCTBaM}‘l H T.,ﬂ.), IIPpH BBICOKOM PHCKE 11 YHaCTHHKa HCCICOOBaHHUA HITH
10 KaKUM-JIK00 ApyruM npuunHam, K3 MOXeT KOHTPOIHpOBaTh X0 HCCJIENOBaHHS ¢ Oosblueii
NEPHOJNYHOCTEI0. Perenne 00 0COOEHHOCTAX MOHMTOPHMHTA MpPHHUMAETCA Ha 3aceiaHuu KO:
NpH BLICOKOM pHCKe | pa3 B Mecal, | pa3s B 3 Mecsua, Ipu pucke cpejHeil crenenu 1 pas B 6 uau
1 pa3 B 9 mecsueB. B ciayuae BBICOKOrO pUCK MCCIENOBaHMS W NPHUBJIEYEHHUS YA3BUMBIX
KOHTHHIE€HTOB BO3MOKHO IIPHUHATHE PELICHHS O KOHTpOJe Kaxaoro nauueHra. [Ipy HeBbICOKOM
PUCKE MCCIIEI0BAHUA KPaTHOCTh HabmoneHna cocrapnget | pa3 B 12 Mecsues.

4.5. B ciayyae KoHcTarauMd (axta HapyweHMs MPOTOKONA MCCIIEIOBAHUA, MOABJICHHH HOBBIX
CBEJCHHH, M3MEHAIOIUX COOTHOIUEHHE MOJb3a/PUCK i YYacCTHHKOB MCCIIEAO0BaHHS,
PErucTpalid CEPhE3HBIX HEXKEIATE/IbHBIX ABJICHUH y MAaLMEHTOB, CBA3AHHBIX C NPOBEJCHHEM
JaHHOIo KJIHHH4YECKOro UCClIea0BaHuA 3THYECKHIT KOMHUTET MOJKET:

4.5.1 B OTHOILIEHUM HCCNIEOBAHHSA: OTO3BATH pelieHue 00 0100peHHH KITHHHYECKOro HCCleI0BaHNs,
NPUOCTAHOBUTEL €ro MNPOBEJEHHE, MOTPeOOBaTH CTPOroro CcoOMIJEHUS IPOTOKONIA MPH
YCHJIEHHOM KOHTpOJI€ 0 cTopoHsl K3;

4.5.2. B OTHOLIEHMH JTHLIA, B OTHOLIEHHH KOTOPOro MPOH30LIT0 HapyIleHHe NMPOTOKOJ1a: BbIBeJEHHE
U3 MCCNeNOBAHHS, OKa3aHWe Mep MEIMIIMHCKOrO BMENIATENbCTBA, HAMPABIEHHBIX Ha
HelTpaau3aluio HapyLeHHil.

4.6. B cmyuae KOHCTaTallMM COOTBETCTRUSA MPOBOAUMOrO UCC/1EA0BAHMUS IPOTOKONIY BBIHOCUTCS
pelleHHe O MPUHATHH K CBEJEHHIO NOIYUEHHOH HHPOPMALHH 110 MOHHTOpHpOoBaHui0 KH.

4.7, CobmoeHue yciioBuii HabJIOAEHHA 32 XOJ0M HCC/IEA0BaHHS ABJIAETCA OTBETCTBEHHOCTBIO
cekperapa. OH BEET y4eT KPaTHOCTH MOCCILCHHA HCCICIOBATC/IbCKIX LICHTPOB U

MpEAOCTABICHUA OTYETOB O XOJ€ MPOCKTa, MOCPEACTBOM KapTOTCKH Haﬁﬂl{)ﬂeHHﬂ ‘
Crpauuna 2 uz 3



DopMa NPOMEKYTOUHOTO 0TYETa 00 HCCIeA0BAHHH

Homep nporokona uccienopanus;

Haspanme npoTtokona:

I'naBHbIi HccleoBaTeNs:

Hccaenobarenbekuii HEHT:

Cratyc nccnenoBanus (OTKPbIT/3aKpbIT HAGOP NALMEHTOB):
Croncop:

Homep npotokona KD u nata ogoGpenns uccnenoBaHus:
Jlata Hayana uccnegoBaHUS

Y0 paHIOMURHPOBAHHBIX MAIIMEHTOR!

[TnanupyemMoe yucno yyacTHukoB KU:

Yucno CKpMHUPOBAHHBIX MAIHEHTOR:

Huc10 nauMeHToB, NPOAOIKAOLIHX yuactue B KH:
Yucno yuacTHHKOB, 3aKOHYMBILIHX JIEUYSHHE:

Kpatkoe u3noxeHue pe3ysbTaToB:

Hudopmanus o CHA B cBoem wLieHTpe.

Undopmanus o6 OTKIOHEHHAX OT MPOTOKOIA.

IMoanuce ri. uccnenoBaTens:

Jara:;
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Hens — paspaGoTaTh MHCTPYKIIHH IO DKCIIEPTH3E H IOCIEAYIOIEMY HAOIIIOIEHHIO 110
(aKkTy OT4ETOB O pa3BHTHH HEXEIATEJbHBIX sBJICHUI/peaknuii B XoAe TEKYIIEro
HCCIIeJOBaHUS, paHee 000PEHHOr0 STHIECKHM KOMUTETOM.

Obaacrn NpHMEHEHHSH — BCE 0,[[06p8HHI:Ie ITPOTOKOJIBIL.

TepmMuHbI H ONpeaeICHHST:

3.1. HexenarenpHad peakuus (HP) — Bce HeraTuBHbIC WIIM HENPEABUACHHBIC PEaKLHH,
CBSI3aHHBIE C HCIOJIB30BaHHEM JHO0OH 03B MEIMIIMHCKOTO TNPOAYKTa H
HpeANoNaraloiie BO3IMOXKHOCTh HATWYHMS TPHYHHHO-CIIEJCTBEHHONW  CBSI3H
MEAMIHHCKOIO MPOAYKTa ¥ JAHHBIX IIPOSIBJICHHUH;

3.2. nexxenarenpHoe sBiaeHue (HS) — BesiBIEHHOE Yy manmeHTa WM cyObekTa
KJIHHHYECKOTO HCCIIEI0BaHMs 10CTIe TIPUMEHEHHS (papManeBTHIeCKOro IPOIyKTa
moboe HeOIarompusTHOE C MEIMIMHCKOM TOYKH 3peHHs COOBITHE, KOTOpOE
MOXET ¥ HE HMETh IIPUYMHHO-CJICICTBEHHOH CBA3U €0 IPUMCHCHHEM;

3.3. nenpeasuaenHas HexenarenbHas peakuus (HHP) — nexenarensHas peakius,
CYIIHOCT MITH TSDKECT KOTOPOH He corniacyioTes ¢ uMetomeiics uadopmanueii o
NPOIYKTE;

3.4. cepre3HOe HeXenaTelbHOE SBICHHE W/WIH Cepbe3Hasd HeKelaTelbHas peaKius
(CHSI/CHP) — moboe HebIaronpuaTHOE KIHHHYECKOE COOBITHE, KOTOpOE BHE
3aBMCHMOCTH OT JIO3BI IperapaTa: IpuBeo K CMEepTH; NPEICTaB/IeT yrpo3y It
XKU3HM; TpeOyeT TOCHHUTAIM3ALME WIA €€ NPOUICHHS; IPHBEIO K CTOHKOH HIH
3HAYUTEIBHOH  HETPYAOCHOCOOHOCTH/HHBAIMOHOCTH;  NPEACTAaBIACT  CcoOoi
BPOXICHHYIO aHOMAJIHIO/IOPOK Pa3BHUTHS;

OrBercrBenHocTs. KD npoBOauT 3KCnepTH3y OTYETOB O HEKENATENBHBIX PEaKUMdX U
ABJIEHUAX, BKIIOYAIOMIMX DUCK I YYACTHHUKOB HCCIIEJOBAHHS MM HECOOTBETCTBHUE
STHYECKUM CTAHJAPTAM.

IMocJie nogaum coodIMEeHHa:

5.1. KD BBIHOCHT OJTHO 3 CIEAYIOIUX PEIICHHN:

5.1.1. OPHHATH K CBEJCHHUIO IIPEACTABICHHYIO HH(pOPMAIHIO;

5.1.2. B OTAENBHBIX CIIyYasx, 3aCIyKHBAIOIIAX 0COO0Oro BHUMAHHS C TOYKH
3peHds 0€30NMAacHOCTH YYacTHHKOB HCCIEAOBAHMA M HM3MCHCHUA
COOTHOIICHHsA PUCK/TONB3a yyacTs B HMccnenopanuu, llpencenmarens
KD, s3amecturens Ilpencemarens MM OKCTIEPT, HAa3HAYCHHBIH
IIpencenarenem, NPeINPHHAMAIOT KOHKPETHBIE IEHCTBUS B OTHOLIECHHH
JAHHOTO COOBITHS (3aIPOCHTL JOMOJHHTENbHBIE JOKYMEHTBI H/HIHA
MH(POPMALHIO TI0 HCCIEAOBAHHUIO);

5.1.3. 1O peleHHIO BhIEYKa3aHHBIX WwieHoB KD COOOLIEHHA BBIHOCATCS HA
00CyX/JeHHe DKCTPEHHOro 3acefanus KO W M0 HHM TOJIOCOBAHHEM
IPUHAMAOTCS 0COOBIE PELIICHHUS.

5.2. Eci Kakue-mu6o mmaru GbUld IpeanpuHATHL, cekperaph KD HeszamemmnTensHO
cooBmaeT 06 STOM TTABHOMY HCCIEJOBATENIO H OPraHU3alMH, [POBOJISIIEH
nccaenoBagre. CeKperapb TOTOBHT O(QHUIMaIbHOE MTHChMO, TNOANHCAHHOS H
jarupoBaHHoe mpenceqateneM KD WIM  €ro  3aMECTHTENCM  TJIABHOMY
HCCIENOBATENI0 O TOM, Kakhe JeHCTBHA JOIDKHBI OBITH MPEINPHHATHL B
cootsercTBuH ¢ pemenneM K3. Ecmu KO He mpeAnpiHAMacT HUKaKuX JNCHCTBHI,
Ha COOOINEHHM CTaBHTCS OTMETKa «IPHHATO K CBEIACHHION. Coolmenus

apXMBHPYIOTCS CEKPETApHATOM B (hailie JaHHOTO HCCIIC/I0BAHH.
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6. CHJ, cayunBmmecsi B MCC/IEJ0BATENLCKOM LEHTpE, MPHBEIINME K CMEPTH HIM
NpeACTaBJISIOIIHE YTPO3Y KH3HH CYyObEeKTaM HCCIeI0BAHNS:

6.1. Uccnemorarens u3pemaer KD B MHCEMEHHOM BHIE, IO Mepe NOCTYIIEHHS
uHpopmaruu, 060 Bcex CHSI, ciayuuBIIMXCS B CBOEM HCCIIEIOBATEIHCKOM
HEHTPE, MPUBEIIIHX K CMEPTH WM NPEJCTABISIONUIMX YTPO3Y HKHU3HH.

6.2. B cooGimeHnn rI1aBHEIH HCCIeI0BaTENb JOJDKEH YKa3aTh:

6.2.1. cyTb cobbITHS;

6.2.2. xpurepuii Cephe3HOCTH COOHITHS (CMEpPTh, YrpoXKalomee KH3HH
COCTOSIHHE, cToliKoe WK BBIPAXXEHHOE HapylIeHue
TPYAOCTIOCOOHOCTH/ IeeCIOCOOHOCTH, TOCIIUTATH3ANMS WIIH NPOJJICHAE
FOCIMTAIM3AHAM, BPOXICHHbIE AHOMATHH WIH Je(eKThl pa3BUTHI,
JIpyTHe BaXKHBIE C MEIMIMHCKOW TOYKH 3pEHHS COOBITHS), HCXOBI
(ecnm coOBITHE Pa3pEIIAIOCH);

6.2.3. Mepsl, IPHHATEIC JUIS oOecIiedeHHs Ge30MaCHOCTH MallHeHTa.

7. CHP, zaperucrpupoBannbie HA JAHHLIA Npenapar, B HCCIeI0RATENhLCKHX IeHTPaX:
7.1. KO nomxen Obith mpounHpopMmupoBaH 000 Bcex ciyyasx ceppesHeix HHP Ha
JaHHBI [pemapar, KOTOpble 3apErHCTPHPOBaHBl B XOJE€  MPOBEICHUS
KIMHAYECKOTO HCCIIEZIOBaHHA BO BCEX HCCIICJOBATENbCKUX LIEHTpax, TIae
IPOBOJUTCS MHOTOIEHTPOBOE KIMHHYECKOE HCcieoBaHue. OpraHu3almsi,
NpPOBOJALIAA HcclieoBaHHe (CHOHCOD), 00s3aHa coobmaTk 000 BCEX CephEe3HBIX
HHP, npuBegmmx Kk cMepTH WIH MPEICTABISMIOMAX YIpo3y cyOBeKkTam
HCCIIEIOBAHUSA B TeueHHe 7 KaleHIapHEIX JHel 1mocie noIydeHds] HHPOPMAaIHH O
cobbiTu. B ocTanbHBIX ciydasx BeisiieHHs cepbe3nslx HHP - B Teyenme 15
KaJIEHJAPHBIX JHEH.

7.2. Undopmarms 060 Bcex CHP, Ha HceneayeMslii npenapar, KOTOpIE HE ABISIOTCS
HeTpeBUACHHBIMY, TPEACTABISETCA TaK, KaK T0 yKa3aHO B IPOTOKOJIE, HO HE
pexke 4eM OIMH pa3 B roj B (hopMe NMepHOIMYECKHX WM TOHOBBIX OTYETOB H
3aKJIIOYUTEIBHOTO 0THETA IO O€30IaCHOCTH.

7.3. K coo0umenno mpuiaraeTcs COMPOBOJUTENBHOE MHCBMO Ha PYCCKOM S3BIKE C
HONHUCEIO TJIABHOTO HCCIIEN0BATENS WIH CIIOHCOPA.

7.4. Uadopmanms Jo/DKHA OBITH MpeJCTaBIeHa Ha DPYCCKOM s3bIKE€ HJIH OBITh
CHa0XeHa KOMMEHTapHAMH Ha PYCCKOM A3BIKE.

8. Hudopmaunss mno 06e30macHOCTH, CYIIECTBEHHO BJIHSOIAs HAa MNpPOBeICHHE
HCCJeN0BAHNs H/WIM YBeJHYHBAIOIAS PHCK A CyOBeKTOB HCC/JIe10BAHHL.
Hccaenoparens (croncop) coobmaer B KD mudopManuio nmo 0e30macHOCTH, KOTOpas
MOXET H3MEHATh OLEHKY COOTHONIEHHS MOJb3a-PUCK HCCIEAYEMOTO Ipemnapara JIubo
CIyXHUTh OCHOBaHHMEM JUIs M3MEHEHHH B PEKOMEH/AMIX II0 ero Ha3sHaYeHHIO, a TAKKe
OCHOBaHHEM JUIs TIEPECMOTPa BO3MOXHOCTH JAJIBHEHINEro NMPOBEJCHUS UCCIIeT0BaHUs
WM HeOIAaronpusATHO NOBIUATH Ha X0 HCCIICTOBAHHUA.

9. KD ocraBmser 3a coboii mpaBo 3arTpeGoBaTh MOIMOJHHTENLHYIO HH(pOpPMALHIO HIH
JIOKYMEHTEHI 110 IIPOBOJUMOMY HCCIICIOBAHHIO B LICHTPE.
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Ileas - obecnieuenue npouecca SKCIIEPTHSbI 3AKITIOTHTE/ILHOTO OTHETa 110 JI0GOMY HCCIIEI0BAHHIO, paHEe
onobpenHomy K?3. Tlpotokon orgera npenocrapngercs no tpebosanmio JIDK unm mo kenaHuio
HCCIIeA0BATENA.
O6aacte npaMenenns — IKCTIEPTH3a JIIOOOro 3aBEPIIMBLIErOCS MPOEKTA. 3aKMIOYHTE/bHbI OTYeT
MOXKET ObITh MpescTaBieH B BuAe DOPMBI 3aKIOUUTEIEHONO OTHETA 06 uccnenoranuu (Gopma COII-
012-01), ®opms! npekpameHns HecneI0BaHIS 10 3annaHupoBaHHoro cpoka (®opma COI1-012-02) unu
HMETh BHJ MHChMa, (OPMy, MPENCTABNEHHYIO CHOHCOPOM K Ap. TPH YCIOBHH, YTO HMH(OpMalys
ABIACTCSA LOCTATOMHON 1 IKCTepTH3bl. MH(opMaLms 0 3aBeplIeHHH HCC/IeN0BaHHS 10/DKHA NOCTYNAaTh
B K3 B cpoku, ycTaHOBNIEHHBIE IPOTOKOIOM.
Orsercreennocrs. Cekperaps KD oTseuaer 3a NPUHATHE MAaTEePHAIOB W [POBEPKY IOJHOTEI
TNPE/ICTaBIEHHBIX JaHHBIX.
Ilpuem oTuera: cexperapsb mojyuaer, H3y1acT MaTepHajibl OT4ETA, MPOBEPAET MOJHOTY H JOCTOBEPHOCTD
MH(OPMALIHH, COOTBETCTBHE €€ 3IEMEHTAM HCC/IE0BAHMS, panee ogo6pennoro K.
IKcneprusa:

Hasnauennwiii Ilpencenatenem skcmepr u3 wuncna uwiemoB KD  cocrapnser pesiome,

NpE/ICTaBIIseT JaHHbIC Ha 3acefanuu KD 1 HHULMUPYET IUCKYCCHIO.

Jlro6oii unen KD Moxer mocraBuTh BOTpOC 0 HEOGXOMMMOCTH 3amnpoca JONOIHUTEIBHOM

HH(OpMAaLIUM WIH UHBIX JEHCTBHIT OTHOCHTENBHO HCcclienoBaTeeii.

To uroram paccMoTpeHus npuHUMAaeTCA pelLIeHHE:

O MPHHATHH 3aKTIOYHUTENILHOTO OTYETa,
3anpoc JOMOJHUTENBHOM HHpOpMALUH.

Iocne xcnepTussI:

CexpeTaph 1ocie NPUHATHS PELICHHS H3BEIIAeT HCCeI0BATENS O PHHATOM PELISHHH.

Ecin oruer npuusar, cexperaph OTBedaeT 3a apXMBHMPOBAHHE IOKYMEHTOB [0 3TOMY

HCCJICIOBAHUIO H 3aKPBITHIO €r0.

XpaHeHue A0KYMEHTOB:
Cpok xpaHenus nokymentauun B KD mocie nonyuenms umudopmauum o 3aBEpIIEHHH

HCCIIEJOBAHMA COCTABIAET 3 roja.
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Iens - oxapakrepuzoBars 4/IMUHHCTPATHBHEIH MPOLECC 1O MOATOTOBKE M IPOBEAEHHIO

SKCTPEHHOro 3acenanus K.

Obaacte npumenennss — NpH OpraHM3alMM W IPOBENCHUM SKCTPEHHbIX 3acenanuii K.

OTBETCTBEHHOCTS - COBEIL(AHHE MOXKET GbHITH opranu3oBaHo npeacenareneMm KD, samecTturenem

npeacenares, CeKperapeM.

2.1. 14 3KCEepTH3bl M BHIHECEHHUS PelIcHUs 10 BOMpocaM 0€30MacHOCTH, B CIy4ae HATHYMA
YTPO3BI Tl JKU3HH yHaCTHUKOB UCC/IE0BAHHS HEOOXOAMMO CPOUHOE IPOBEIEHHE COBEIAHMS
¢ 0053aTe/IbHBIM OMOBEIICHUEM BCeX 4ieHOB K:

2.2.  ;pyrue BOIpPOCHI, TpeOYIOLLIHE MPOBEJIEHHE SKCTPEHHOTO 3ace1aHus.

IKcenmepTH3a:

3.1.  Jlns oKCnepTH3bl M BHIHECEHHS pElleHHs 1o BOIpocaM 0€30MacHOCTH, B ClIydae HajHyHs
YTPO3BI V15 JKH3HH Y4aCTHHKOB UCCIIENOBAHUS HEOOXOAHMO CPOYHOE MPOBENEHHE COBEIAHHS
C 00A3aTeNLHBIM OMOBEIEHHEM BCeX wieHoB KD

3.1.1. BO3MOXHO Ha3HaueHHe OJHOro SKCMepTa, KOTOPBIH H3Y4YHT UMEIOLINECH MATEPHAbI U
NPE/ICTABHT HX Y4aCTHHUKaM 3KCTPEHHOTO COBELIAHHA.

3.1.2. BO3MOXHO MpHIIAMIEHHE JIHOOBIX Koncynbranto, B TOM wumcne wu  Bpaua,
OKa3bIBAIOIIEr0 MEJHULMHCKYIO [OMOLIb YYAaCTHHKY HCCJIENOBAHMA TIPH  YCIOBUM
MONKCAHNS COINAIEHHA O KOH(DHICHIMAIEHOCTH/KOH(IINKTE HHTEPECOB.

3.2.  [lpyrue Bonpochl TpeSyioiye npoBeIeHHe SKCTPEHHOTO 3aCEJaHNS:

3.2.1.  3acefaHue NPOBOAMTCSH AHAJIOTMYHO TEKYILIEMY, OJHAKO, CPOK C OMOBeLleHHs a0
NPOBEICHHA SKCTPEHHOT0 3aCe/laHKs He MPEBbILIAET 5 pabounx aHel;

3.2.2.  HadKCTPEHHOM 3aCeIaHMH He PacCMAaTpHBaeTcs Goree 5 BOIPOCOB.

3acenanue:

4.1. B pesynerate 3acemaHMs M SKCTEPTH3bl U BHIHECEHHSA pelleHHs 1O BONpocam
0e30MacHOCTH, B Clly4yae HATHYMA Yrpo3bl VIS JKU3HH YYACTHHKOB HCCJIELOBAHMSA
NPOBOUTCS OOCYIKICHHE CHTYALMU U NPUHATHE pemieHus KD:

4.1.1. OTHOCHTENBHO BO3MOKHOCTH MPOAOCIKEHHS HCCIIeJOBAHNS,

4.1.2.  OTHOCHTENLHO Y4acTHs JIHIY/a, B OTHOUIEHHH KOTOPOTO BO3HHKJIA yrposa Xu3HH B
HCCIIEeI0BAaHUH,

42. B pesynbrate 3aceganms JiA OGCYAECHHA APYrMX BONPOCOB TPeGYIOIIMX NpPOBENEHHE
IKCTPEHHOTO 3aCeaHmHsl:

4.2.1.  TIpoBeleHue 3aceaHNs AHATIOTUYHO MPOBEIEHMIO TEKYILETO 3aCeIaHHS

4.2.2.  PesyabTaTbl 5KCTPEHHOTO 3aceaHusl JOKIIA/BIBAKOTCS Ha TEKYLIEM 3aceaaHnu KD.

ITocae 3aceqanns:

S.1.  PelieHne DKCTPEHHOTO COBELIAHHSA JOJDKHO ObITH HEMEMIEHHO JOBEIEHO 0 CBEICHHS
HCCJIeI0BATE A/ CIIOHCOpa/OpraHi3aTopa HCC/ISIOBAHHA.

5.2.  Pe3yabTaThl 3KCTPEHHOrO 3acefaHus AOKIAALIBAIOTCA Ha TeKylneM 3acenanuu KD,
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10.
11.
12.
13.

14.

Hens — onncats npoueaypy Hanucanus u obpawenns COIL

Obnacre npuMeHenus — Hamicanue u obpamenue COIL

Orsercreennocrs. Hanucanne u obpamenue COIT BXxogur B chepy oTBercTREHHOCTH
npeacenarens JISK, unenos JIOK u cexperaps JIDK.

YrBepxaenHble COITbl pa3sMelaroTcs B OTKPBITOMH Namnke ceT HHTpaHeT Mo cchlke:

\\bdcserver.niionco[ogii.loch\Reglament\}'I()Kaanbtﬁ stuyeckuii komutet\!Oprauuzanus

MKIM\COI1-COIT-COI1.

COIlbl pacipocTpaHsrOTES M0 3/IEKTPOHHOI IOUTE HCCIEIOBATENAMH H CEKPETapeM.

B cnyuae nepecmotpa COIT — COIlam npucrauBaercs HoBas Bepcus.

Ilepecmotp u yreepkaenue COIT ocywectpisiercs Ha 3aceqannsax K.

B ciyuae Hamucanus HoBoit COII unm nepecmoTpa crapoit BEPCHH, CeKperapb mo TenedoHy
COOGLUAET BCEM IVIaBHBIM HCCIIEOBATE/SAM, YWIEHAM ITHYECKOTO KOMHTETa, He NPHCYTCTBYIOLLHX
Ha 3acenaHuH, 06 u3MeneHHsXx B cTpykrype COII, a Takke O NPHYHHAX H COACPIKAHHM
H3MEHEHHHH.

IpaBuaa manucanus COIL Tlpyn cosnanun COIl B oBaA3aTeNbHOM MOpPAAKE JOMKEH ObITh
cobmoneH oOmmii cranpaptheiii popmar. O6nokka COIT — npunoxenne Nel k HacTosuielt
COIl.

COII nomxen ObITh 00CYX1eH Ha 3acefannu JIDK u moanucan npencenarenem JIDK.

COII BeTynaet B cuiTy NOC/IE €r0 MOANHUCAHAS U AATHPOBAHHS TIPEICEIaTelIeM.

Hosbie COII Bk/MmoUaloTCs B 0GHOBNEHHYIO BEPCHIO, @ YTPATHBILIKE CHJY - apXUBHPYIOTCS B
OymaiKHOM BHJE.

Ilocne yreepxaeHus HOBO# Bepcuu/sepcuii COTI, crapsie COIl yTpaunBaroT CHIly W H3MEHEHHSs
He (PUKCUPYIOTCA.

Ycrapesune COII, xpausites y cexperaps B nomeinennn JK.

Crpannua 2 u3 3
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[Ipunoxenne Nel k COINM-KD-014

Homep
COII-K2- Hazpanmne
(MopsAAKOBEIi (Ha3BaHue)

HOMeEp)

Bepcua
Homep Bepcuu u aara

Conep:xanne n HazHAUeHHE
(MOsAiCHEHNS MO COAEPIKAHMIO H HA3HAYEHHIO)

Mecronaxo:kaeHus

DenepanbHOE rocyaapcTBEHHOE GIOIKETHOE YUPekK/ISHHE BEPCHH U JjaTa BEPCUH)
«HMHMI] onkonoruun um. H.H. [Metpoax
Munucrepcrsa 3apasooxpaHeHus

Poccuiickoii ®enepauun

197758, Cankr-ITerepbypr, noc. Iecounsiii,

yJ1. JleHMHTpanckas, 1oM 68
Komuret no Dtuke

3amensier Bepcuio
(ecM IPUMEHHMO HOMEp

Cocrasaeno IIpoBepeno
(aBTOp TEKCTA) (axcnepT)
y K Ipeacexatenas K3J
TBEP:KAEHO HA 3acelalnn (DHO npencenatens)
Iloanuce
Jara 3acenanus Homep 3aceganus Hara P ——
(nara 3acenaHus) (HoMep 3acenaHus) (IaTa noxnucaHus)

npejcegaTeis)
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