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1. Ilean - ONKMCHIBAET MEXAHM3M ONPEACICHUA COOTBETCTBHS IUIAHHPYEeMOH HAy4HO-
HCCIIEIOBATENBCKOM  paboThI, YCTAHOBJICHHBIM —9THICCKHM TpeGoBaHMAM C BBIHECCHHEM
pemenus KO.

2. O6jacTh NpUMeHeHHsl — SKCIICPTH32 IPOCKTOB JMCCEPTAUMOHHBIX M HHUIMATUBHBIX
pcce0Bannil, TeMaTHKa KOTOPEIX CBi3aHa C IPOBEICHHEM GHOME/MIMHCKIX MCCIIeIOBAHMUM.
TIpHMEHIMO 110 OTHOIIEHHIO K aCTIMPAHTaM H COMCKATEIM CTEeNeHH KaHauaaTa ¥ JOKTopa HayK,
JICIIOJTHATE/ M MHHUIMATHBHBIX MCCIIEJOBAHHHA MO TEMATHKE, YTBEPXKACHHOM aIMUHHCTpAIER
®I'BY «HMHL] omkomorun um. H.H. Ilerpopa» Munsnpasa Poccun, ¥ TpH BBINOJIHCHHH
IPAHTOBBIX MCCIEIOBAHUM JI0 3acelaHus IPOOIEMHON KOMUCCHH, Ha KOTOPOM paccMaTpHBacTCA
AKTYaIBHOCTh TUIAHAPYEMOro MCCIEJIOBAHHA, WIM [0 Hadala BKIIOICHHA TMAlUCHTOB W/HITH
[IPOBE/ICHHS SKCIIEPUMEHTAIHBIX Pa0OT Ha OHOIOrHYSCKIX MOAEIIAX JF000ro YpOBHS.

9. OTBETCTBeHHOCTh - KoHCynpTanThl, wWieHbl KO, JODKHOCTHBIC JTHIIA KD.

3. ILaan-rpaduk:

1 [puem 3asBOK Cexperaps KO
omkaocTHEIe muua KD, wienst KO,
2 JKcrepTH3a 3asBoK o 3acenannsi KO 2 - - ?
KoHCcynbTaHTEI
JDKH &0 2
3 DKenepTr3a 3asdBOK Ha 3aceIanuu K3 JlomxHocTHble UL K, srerEt e
KoHCyIbTaHTH], IPUTTalIeHHBIE THLA.
JlomkHOoCTHBIE Jikia KO 1 4ieHb KD
4 T'onmocosanue He UMeroIHe KoH(uIMKTa
HHTEPECOB
5 TToce ronocoBaHus Cexperapb K9, [Tpencenarens K3

3.1. Ilpuem 3as8BOK:
B 00s13aHHOCTH CEKpeTaps BXOAUT:
IIEPBUYHOE 03HAKOMIICHHE C JOKyMeHTAIel IPH [PHEME 3aiBKH OT 3aABHTCLA,
IpOBEpKa COOTBETCTBHSA NPEACTABIIEHHDIX JIOKyMEHTOB TPeOOBaHHAM KD u ®opmam COII-007-
01, COI1-007-02, COTI-007-03 1 COII1-007-04;
perucTpanus 3asBKH;
pa3sMelIeHUe JOKYMCHTOB B 3aKpHITON CHCTEME J0CTyIa Uil 1ICHOB K9;
undopmMuposanue wWieHoB K3 0 NOJIy4EHHOMH 3a9BKE;
XpaHeHHE JOKyMEHTaluHu;
npe/cTasienne 3aasku [Ipecenaremo Ui BKJTIOUCHHMS B TOBECTKY TEKYIIEr0 WM CIICTYIOIICTO
zacenanug KO,
TIpHUIJIAICHHE Ha 3acelaHkie BCeX 3aUHTEPECOBAHHBIX JHIL.

3.2. DxcnepTu3a 3agBoK 10 3aceJanus K9
B 00s3aHHOCTH JO/DKHOCTHBIX JTHIT KD, unenor K2, KoncyhTaHTOB BXOIHT:

c00JII0/IeHHE COTTIAIICHUS O KOH (b IEHIMATBHOCTH/KOHIMKTE HHTCPECOB (COII-K2-002);

o3HaKOMJIeHHE ¢ HH(opManuei 1o 3asBKe;

B pe3y/IbTaTe 03HAKOMIIEHHUHA C uH(OpMALMEl JOIDKHOCTHBIC JIHIIA KD u unenst KD JODKHEL
yﬁeﬂHTbCH B TOM, 4TO Hpe)ICTaBJICHHaH HH(})opMaImS{, JocTaTo4Ha Js Toro, yTOOBI BHICKA3aTh
0GOCHOBAHHOE CYXICHHE O COOTHOICHHH MEXNLy PHCKOM H [0JTB20H, BOZHUKAIOIIAMHA IPH
TIPOBE/ICHAM HCCIIEIOBAHMS,

OLIEHHTH HEOOXOIMMOCTh IPUBJICYCHHS KOHKPETHOTO KoHCYIBTaHTa | IIPATTIAIICHHBIX JIALL
TIpencenatens K3 HazsHAYaeT KoncynpTanTa COrJIacHO COII-KD2-003.
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3.2.1. MHMNMATHBHbIE HCCIEA0BAHNS (AuccepTANMOHHbIC paboTsl):

Hasmauenusii Ynen KD/KoHcyIbTaHT JOTOIHUTENIBHO MOXET IIPOBEPATH:
3asBKy Ha TpOBEJICHME STHUECKOH SKCIEpPTU3bI, MOMICAHHYIO PYKOBOJUTENEM CTPYKTYPHOTO
opa3/eeHys, B KOTOPOM Oy/eT BBINOTHATHCA AHCCEpTAOHHAA pabora;
CIIEIUATBHOCTE, II0 KOTOPOil INIAHHPYETCA 3alUTa;
AHHOTALHIO JMCCEPTAIMOHHOM paboTHI;
YTBEpIK/ICHHE TEMBI Ha 3aCElaHHH Y ICHOTO Cogerta (KCEPOKOMHS BBITACKH),
IIPOTOKOJI IIAHAPYEMOTO HCCIIE/IOBAHU;
KpaTKyro AHHOTAMKO Ha HUCIOJIB3YEMEBIE HeKapCTBeHHBIG npenaparsl, OpUTHHAJIBHBIC METOOHKH
| UX aBTOPCKHE MOAubHKAIMH;
IOANMACAHHBIE M JATHPOBAHHBIE MPO(EecCHOHANBHEIC aproOuorpaduu HMccieaoBaTeIsl H €ro
HAy4HOTO pyKoBonmTens (eif) (1f JOKTOPAHTOB — HAYTHOIO KOHCYJIbTaHTa (OB)) ¢ yKa3aHHEM
KOHTAKTHBIX TEJNEe(OHOB,
pH(popMaKIO JIA [aleHTa (nHGOPMAITHOHHBIH THCTOK) H dopMel  UHPOPMHUPOBAHHOTO
coryiachs MAIHeHTa, e/ MpeIycMOTpeH Habop jerei, Il C OTpaHMYEHHOM J1eeCOCOOHOCTHIO
— 10 HH(OPMAIMH JUIA CAMUX ITAlIHEHTOB U HX OIEKYHOB/PO/IUTENEH;
TeXHUYECKOE 3a/1aHHe Ha BRIMOJIHEHHE HAYYHO-HCCIICA0BATENLCKOH paboTBI;
KaJIeH/IapHbIi IUI1aH,
CMeTY PacXo/I0B Ha BEINOJIHEHAE HAYTHO-HCCIICJOBATE/BECKIX pabor;
COOTBETCTBHE PAbOTHI ¢ OHOTOTHYCCKOH MOIE/IBIO ITHHCCKIM TpeGOBaHHUSM.

3.2.2. MHMOMATHBHbIE HCCTeA0BaHNS (He AHcCePTANHOHHBIC paboThl):

Hasuauenasiii Unen KO/KoHCYIBTaHT NOIOJIHUTENBHO MOXKET IPOBEPATH:
3agBKy Ha IIPOBEJEHHE STHUECKOH SKCIEPTH3EI, MOAMUCAHHYIO PYKOBOAHTE/IEM CTPYKTYPHOIO
TojIpasieieH s, B KOTOPOM OyJIET BHUIOMHATHCA HHHIAATHBHO® UCCIIEeI0OBAHHAE;
o100peHHe aIMUHACTpALUEH ®I'BY «HMUIL] onkonorun mM. H.H. Ilerposay MuH31pasa
Poccuu NpoBeICHNs HHAIMATHBHOTO HCCIIEI0BAMA,
TIPOTOKOJI IUIAHHPYEMOTO HCCIICTIOBAHU;
KPATKYIO aHHOTALHIO Ha UCTIONB3YeMbIe JICKApCTBEHHEIC Tpemnaparbl, OpUrHHATBHBIC METOAUKH
¥ UX aBTOPCKHE MOJU(HKAIINH;
[TOAIHCAHHYIO  JATHPOBAHHYIO TPO(HECCHOHANBHYIO aBTOOHOrpaHIO HCCIIEA0BATEIIA;
ua(opMAIHIO JUIA TalHeHTa (uH(OPMAIMOHHEIH JIICTOK) H dopmbl  MHDOPMHEPOBAHHOIO
cornacus NamueHTa, ecIi IpeaycMOTPEH Habop JeTeH, Ll C OTpaHAYEHHOH JIEeCIIOCOOHOCTBIO
— 10 HHGOPMAIMH JUIS CaMHX NAlMCHTOB H HX OIEKyHOB/POJIATEICH;
TeXHUUIECKOE 3a7iaHne Ha BBINIOJHCHHE HAYYHO-MCCIIEI0BATEIBCKOH PaboThL;
KaJeHJapHbIH IUIAH;
CMETY Pacxo/I0B Ha BBIIOIHEHHES HAy4IHO-HCCJIEI0BATENBCKIX pabor;
COOTBETCTBHE PaGOTHI ¢ GHOIOrHIEcKOl MOJIEITBIO STHICCKIM TpebGoBaHUAM (€CIH IPUMEHHMO).

3.3. DkcnepTH3a 3a8BOK Ha 3aceIaHIH K9

B cthepy 0TBETCTBEHHOCTH JO/DKHOCTHBIX aun KD, anenos KO, KoHCyTETAaHTOR U KD BXoauT:
[HOANMMCAHHE H CJIEJOBAHHME COTJIAMCHHIO O KOH(HICHIMATBHOCTH/KOHQIMKTE HHTEPECOB
(COII-KD2-002);
CBOEBPEMEHHOE O3HAKOMIICHHE C [IOBECTKO} 3acelaHis M ¢ NPeJOCTABICHHEIMY 3asSBHTCIIMH
JOKYMEHTaMH T10 HCCIICIOBAHHIO;
CBOEBpEeMEHHas MOJr0TOBKA Koncynsranta/Unena K9 K nokmaiy Ha saceqaguu KD COrmacHo
COIT-KD-003;
corIacHO TIOBECTKE 3acelaHus UM PaCIopKCHUA Ipencemarens KO npoBouTCs obcyXIeHHE
3asIBKH;
B Hagasle 00CYKICHUA NOKIIA/IbIBACT Koucynstaut/Yren K3;
KOHCY/ILTAHT, POBOJMBIIMA OSKCICPTH3Y, OKTajBIBAeT JIHYHO, €CHH KOHCYJIBTAHT HE

PHUCYTCTBYET, Pe3y.IbTaThl IKCICPTH3HI JOKTA/IBIBAIOT JAOJDKHOCTHBIC JTHIA KD
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pe3y/IBTATHl OKCIEPTH3BI MOTYT OBITh TEpelaHl B mobo#i ynobHo#t dopme H JOJDKHBI
cootsercTRoBaTh COII-KD-003;
BCe HAYUHO-UCCIE0BATENBCKHE PadOThl JO/DKHBI OTBEHATH MEIK/TYHAPOHBIM U POCCHHCKUM
TpeGOoBaHMAM JTHYHOCTH H IIPEIararh npuemaemMblii mpoduas Ge30macHOCTH i cyOBeKTa
HCCIICIOBAHNS;
MpPH PAcCMOTPEHHH HAYYHO-FCCIIEIOBATENILCKIX pabor KD momken oOpamarh ocoboe
BHUMaHHE:
J0OPOBOIEHOMY HH(QOPMUPOBAHHOMY COTJIACHIO cyOBekTa UCCIIEA0BAHNA;
HAyYHOH COCTaBJSIONICH ITAHUPYEMOH paGoThI (LIOTBEPIKACHHON SKCIIEPTOM B
COOTBETCTBYIONIEH O00JACTH MM DPENICHHEM aJAMHHHCTpallin ®I'BY «HMHUI]
onkonoruu um. H.H. ITerposa» Munszpasa Poccun);
3aIIUTE MePCOHANBHBIX JAHHBIX MAIMEHTOB-YIaCTHHKOB HCCICIOBAHMUA,
KPUTEPHAM BKTIOYCHHS H MCKITIOUEHNS CYOBEKTOB B HCCIICI0BAHUE,
METO/IaM CTaTHCTHYeCKoi oOpaboTKM MarepHana M IUIaHy nyOauKauMii B Hay4HBIX
U3/IaHUAX.
IIpH OIIEHKE [POEKTOR STHIECKHH KOMHTET JI0JDKEH HETKO muPpepeHIIpPOBaTh:
HEHHTEPBEHIMOHHbIE H MHTCPBEHIINOHHBIC HCCIIC/IOBAHNA,
KIMHMYECKHIE HCCIEI0BaHUs ¥ UX (asbl;
IIPOEKTHI, COHCHpPYeMbIe hupMaMu-IIPOU3BOAUTEIAMY W ®I'BY «HMMUI] onxonoruu
um. H.H. Tlerposa» MunsgpaBa Poccun, HX COOTBETCTBHE INpABHIIAM THYHOTO
MapKETHHIA.

[locne  paccMOTpPEHHUA MpeACTaBICHHBIX JJOKYMCHTOB, JOKJIaja KOHCYIII:TEIHT&,
TpUTralIeHHbIX JIHII, OGCY}KHGHHH U TIONYy4YCHUA OTBETOB HA BCE BO3HHMKIIHE BOIIPOCHI KD
MepeEXoauT K Tr0JIOCOBAHUIO.

3.4. l'oocosanne

T'onocoBaHHE OCYIIECCTBIIACTCA TOABKO HE3aBUCHUMBIMH OT HccaenoBaTelsl M CIIOHCOPOB
nccnenoBanns wienamu KO.

K ronocoBaHHIO JOMYCKAIOTCA JOJDKHOCTHBIC THIA KD u anensl KD 6e3 KoH(IAKTa HHTEPECOB.
Muenue pHemHero KOHCYJIbTaHTa SBISETCS COBCIIATCIIBHBIM, CaM saemHuii KoHCY/IBTaHT B
rOJIOCOBaHUH HE y4acTBYeT.

Ilepex ronocoBanneM KD MOKET HONPOCHTH MOKHHYTE 32T sacemanusg KO KoHCYITbTaHTOB U
[IPUTTTAMEHHBIX JHIL.

[IpoBoaUTCSA OTKPHITOE IOJIOCOBAHHE.

Pemenne IpUHAMAETCS OOJIBIIHHCTBOM T0JIOCOEB.

B ciy4ae paBeHCTBa TOJIOCOB MPUHAMACTCSA PEIICHAL, 32 xoTopoe mporoyocosan Ipeacenarenb
K3,

B TOM ¢ilydae, eCIH IIPH T0JIOCOBAHIH OBLTH IOy ICHb! pas/IMYHbIe MHEHHUSI, OHH JIOJDKHBI ObITH
3aHKCHPOBAHBL B TIPOTOKOJIC.

ITyrem ronocopanisa KD MPUHAMACT OJIHO U3 CIIC/IOLIX peIIeHMH:

0106pHTH MPOBEIEHUE UCCIIEIOBAHNA Oe3 3aMeuaHuii;

0100pHUTh MPOBEICHAE HCCIEOBAHUA MOCIE yCTpaHeHHs 3aMedaHui 0e3 MOBTOPHOI'O
paccMOTpeHHsi TpH YCIOBHM OTBETOB HA OCTABJIEHHBIE BOIPOCHI H BHECCHHA
PEKOMEHTYEMBIX J3MeHeHHH H/Wid JOHONHeHnH B pabodeM IOPAIKE. B stoM ciy4ae
M3MEHEHHbIE JOKYMEHTHl V/HIH JOLOIHEHHBIC JOKYMEHTEI JOJKHEL OBITH 0JOOPEHBI
TIpe/iceiaTeNeM HlH 3aMECTHTENIEM IIPCACENaTeIA K93;

[IOBTOPHO PaccMOTPETH Ha 3aCe/laHuH K" mocjie BHECEHHs W3MCHEHHH B MPOLEIYphl U
MaTepUaTbl HCCIIeJOBaHHU. IIpu >tom KD uetko dopMyHpyeT BCE BO3SHUKIIHC BOIIPOCHI
U IPeTeH3HH;

He pa3pelIUTh NPOBEICHHAC HCCICA0BAHHAA (c yKa3aHHeM IIpHYHH 0TKa3a).
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3.5. IlocJie ro10COBaAHHAA:

gen KD, HecornacHsIi ¢ MHEHHEM OOJIBIIMHCTBA BIIPABE U3/I0KHUTE B mICEMEHHOM (hopMme CBOE
ocoGoe MHEHHE, KOTOpPOe 0TOOpakaeTcs B IPOTOKOTIE 3ace/laHHA KD;

ecITH BEIHECEHO TIONOKHTENBHOE pelenne (kakoe-mibo oxodpenue), To K ykasbIBaer, ¢ KaKoi
yacToTON 6YIeT MPOBOIMTHCA TEKYIIas SKCIEepTH3a [0 JaHHOMY HCCICIOBAHHIO H MIPOBEPKH
BEITIOTHEHHS HCCIIeIOBATEIEM 0053aTeIbCTB Ha IPOTHKCHUU BCETO HCCIICTOBAHMA,

€C/IM BHIHECEHO pelleHHe OAOOPHTH MPOBE/IEHHE UCCIIEOBAHMSA TOC/E YCTPAHCHHA 3aMEUAHUH
6e3 MOBTOPHOrO PAcCMOTPEHHA, CEKPeTaph OMNOREINACT 3asBUTEIL B UCHMEHHOM (opMe 110
[OBOY KOHKPETHBIX 3aMEYaHuMii ¢ TMpOCh0OM MX ycTpaHeHHs (HampuMep, IPefOCTABUTE
paspeleHre aIMHHECTPAMH Y UPEeXKCHUS Ha IIPOBEICHHC HCCIIEIOBAHNUA);

ecim KD 1poroocoran 3a BHECEHHE MOIPABOK B 000! H3 JOKYMEHTOB, CEKpETaph ONOBEIACT
3asBHTENS B MHCHMEHHON (OpMe MO MOBOAY KOHKPETHBIX H3MCHEHHH C pocs00il BHECTH
TIONPABKH 1 IIOBTOPHO MPEJICTABATE TOKYMEHTEL B K3,

[lo pesynpraraM OOCYXZeHHS B X0l 9THYeCKOd 3KcmepTH3bl KD MOXET
copMyTHpOBaTE BOIIPOCH! K 3aSBUTENIO ¥ PEKOMEHIALNH. PexoMeHIaMK JOJDKHEI OIHPAThCA
Ha TonoxeHns Xenbcuukckod gexmapanuy, GCP M JeACTBYIOIMX HOPMATHBHBIX aKTOB.
Bompockl H peKOMEHIAUMH JOJDKHEI ObITh HaIpaBlIeHBl Ha CO3JaHHE YCIOBHH H Mep,
o0ecrneuynRaronux 0e30MacHOCTh IallieHTa, II0JB3Y OT €I'o ydyacTtud B HCCIICI0BaHuH,
OGBEKTHBHOCTh, TOJNHOTY M JOCTOBEPHOCTs HMH(OpMAIUH, Ha OCHOBAHHH KOTOpOit
IOTeHIHATBHEI HCIBITYEMbIH IPUMET pelieHHe 00 y4acTHH B MCCIICZOBAHIHA I OTKase OT
mero. B cBomx pexomenmauusx KD JoDkeH yBaxarh IpaBo nccaenopareleii Ha CcBOOOIY
HAY4HOTO MOMCKA IIPH YCIOBHH, YTO STOT MOUCK HE 3aTparuBacT 6Iaromnony4us UCIBITYEMBbIX.
KD nmomkeH colieicTROBAThL 3asBUTENIO B BEIpabOTKE perIeHui, HAMPaBICHHbIX Ha o0ecmeycHue
11paB, 6IaronoNyuHs i MHTEPECOB HCIBITYEMBIX. KD o6s3an obpamars BHUMaHKE 3aiBUTENIA Ha
ACTIEKTHl JM3aiiHA /WM JOKYMEHTOB HCCIEAOBAHHA HE COOTBETCTBYIOIIMX JIeHCTBYIOIIHM
IIPAaBOBBIM U ITHYECKHM HOPMaM.

B cnyyae Heoq0OpeHHS MCCIEN0BaTENbCKOrO IPOCKTA  3aiBHTEIH MOJKET I10JaTh
ale/ISNUI0 TyTeM IHCHMEHHOro OOpamleHHs Ha MM I[Ipencenarens KO ¢ H3/I0KECHHEM
apryMeHTOB JUIsl ale/UIALHIH.

Cexperapp KD obecrieunBaeT apXHBHPOBAHHE JTOKYMEHTOB [0 HCCIIEI0BATEIBCKHM
IPOEKTaM, IPOTOKOIIOB BCEX zacepanuii KO.

BrImUCKH W3 POTOKOJIA MPOIIE/IIEr0 3aCENaHus ¢ peIICHICM KD no mpeacTaBIeHHOMY
IPOEKTy BBIJAETCS 3adBUTENIO B CPOK HE IIO3/HEC 10 pabouux [HeH MOCIE MPOBEAEHHOTO
3aceaHusl.

CekpeTaph HeCeT OTBETCTBEHHOCTh 3a OIIOBEIICHUE 3asgBUTENCH, JIOBEIEHHE [0 HX
CBEJCHHIl pe3y/JbTATOB PACCMOTPEHHS MPOCKTOB, HTO dukcupyeT B COOTBETCTBYIOIIEM
XKypHaJe.
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dopma COIT-007-01

IIpencenatento KomureTa o JTUKe NpH
®I'BY «HMMUI] onxonorun uM. H.H. IleTposay
Mun3apasa Poccun

AW. CemenoBoit

OT acIHpaHTa/COUCKaTENs

3ASBJIEHHE

IpoIny IpOBECTH 3THYECKYIO SKCIIEPTH3Y AHCCEPTAIIMOHHON paboThI:

Ha3BaHHE palboThI:

CIIeIMAIBHOCTE (YKa3aTh HAa3BaHHe ¥ HOMEp CIENHAIbHOCTH):

HaumenoBanue roxpasiencaus O®IBY «HMHUIL orxonorun mm. H.H. Ilerposa» Mumnsipasa
Poccun, Ha koTopoM OyneT IpPOBOJMTECS HCCIIEIOBAHHE!

K 3asBJICHHIO IPIIIATAIOTCS CIIEAYIOMHE JOKYMEHTEI (yKasaTh Kakue).

L
2.

30 pe s

[IpoTokon uCCIEIOBAHNUS,

Kpatkas aHHOTalMs HA MCIOJB3yeMble JIEKAPCTBEHHBIC IMpenaparhl (eciu  OHH
HCIIONB3YIOTCA );

HudopManuoHHIl JTHCTOK Naldenta u Gopma HHPOPMHPOBAHHOTO COINACHA H
(B cmydae, eciu TpeGyeTcs COIJacHe ONEKyHa MM POAUTENd, TO afalnTHPOBAHHYIO
MH(OPMAIIHIO U1 ONIEKYHa H ONEKACMBIX);

IIpodeccuonanbHbIE aBTobuorpadun HCCIICA0BaTE A " ero HAY4YHOI'O
PYKOBOJIMTENSA/KOHCYJIBTAHTA,

WnauBuayalbHas periCTpalliOHHAs KapTa MalldeHTa;

TexnuuecKoe 3aJaHHe HA BEIMOJIHEHHE HayUHO-UCCIIeI0BATENbCKOM pabOTBL;
KanenapHplii I1aH,

CMeTa pacx0/I0B Ha BHIIOJIHEHHE HAYYHO-HCCIEI0BATENBECKIX PadoT;

3aKmodYeHHe 0 TOM, YTO pafoTa 3alUlaHMpOBaHa, M KONMA OT3bIBA CHCHHAIACTA Ha
HCCIeIOBaHUE.

HccnenoraTens: IMoauce Jlata
KonTtakTHEIE TeNe(OHBL:

PykoBoauTeIb NOPA3/IENeHHS (BU3a):
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®opma COII-007-02

[Ipencenatento Komutera 110 ITHKE IPH oI'bY
«HMUI] onxonoruu uv. H.H. [letposa»
Mumnsapasa Poccun

A.H. CeMeHOBOM

OT HCClIe[0BaTENs

3ASBJIEHHUE

IIponry MpOBECTH STHYECKYIO SKCIEPTH3Y HHALHATHBHOTO HCCIIEIOBaHMUS:

Hazpauue ucCleI0BaHH:

CrenuanbHOoCTh (YKa3arh Ha3BaHHE H HOMEP CIELHATLHOCTH):

Hanmenopauue noapasaenenus ®IBY «HMUIL oHxonori uM. H.H. INerpoBa» Munsapara
Poccuy, Ha KOTOpoM Gy/IeT IPOBOJUTHCS MCCIIC0BAHME:

K 3asBIeHHIO TIPHIIATAIOTCS CIENYIOMHE JTOKYMEHTHI (ykasaTh Kakue).

1.
2

SO 90 o Iy iR

[TpOTOKOI HCCIIEJOBaHHUA,

KpaTkas aHHOTalMs Ha HCIONB3YEMBIC JIEKAPCTBEHHBIC ~IIPETIapaThl (ecim  OHH
HCIIONB3YIOTCS ), OPUTHHAIBHBIC METOUKH 1 AX aBTOPCKHE MO HKAIIH;
UudopMannOHHELH JIMCTOK NANEHTA K dopma HHPOPMUPOBAHHOIO COTIACH (B cimyuae,
ecii TpeGyeTcs COiacHe ONEKYHa MIIM POJHUTEN, TO aJIaIITHPOBAHHYIO HH(OPMAIIHIO
JUTsL OTIEKYHA M OTIEKAEMBIX);

[TpodeccronanbHas aproomorpadus ucciaenoBaTeNs;

WuuBuIyansHas PErICTPalioHHAsd KapTa NalucHTa,

Texuuyeckoe 3a/JaHie Ha BRITOTHEHHE HAYYHO-HCCIIEIOBATENLCKOR paboTHI;
KanenjapHblii TUI1aH,

CMeTa pacxo/10B Ha BIIOTHEHHUE HAy4HO-HCCIIE0BATEIBCKAX pabor;

OnoGpeHne aTMUHHCTPAIEH Y IPEKACHIS MPOBCICHHIA HCCIIeIOBaHMUS.

Uccnenorarensb: [Toamuck Jlata
KonTakTHblE TeNSOHBL:

PyKOBOJITEI O/IPa3 IeICHus (BH3a):
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dopma COII-007-03

[TopsiIOK TIpeACTAaBICHHS 3aSBOK U JIOKYMEHTOB Ha IIPOBE/ICHHE 3THYECKOH IKCIIEPTH3EI
JICCIIEIOBATENBCKOM paboTHl, IZie CYOBEKTOM HCCIIEI0BAHUS SBIIACTCS EI0BCK

Jlns monydeHus ONOOpeHHs NPOBENCHUA IUIAHAPYEMOro HCCIeIOBaHUs 3adBUTEIb
JOMKeH IpejcTaBuTh cekperapio K3 JIOKYyMEHTAIHIO, HEOOXOMHMYIO JUIs TIIATEIBHOrO H
HCUYEPIBIBAIONIETO aHATA3a STHYECKOH CTOPOHEL IIAHAPYEMOTO HCCIeJOBaHus

[Tepedens JOKyMEHTALUH, HeoOX0IUMOH I TIPOBEIECHHS SKCIIEPTH3EL

1. ITuceMo-00pamnieHUe Ha UMsL IIpeJiceIaTens KD,

2. IIpoTOKOI HCCIIEIOBAHMS;

3. Kparkas aHHOTALUS HA HCTIONIB3YEMbIE TEKAPCTBEHHBIC IIPETIApaThL (ecu oHH
HCIIONB3YIOTCS ), OMACAHUE METO/I0B HCCIEN0BAHU:

4, UndopmarioHHEIH TUCTOK MAIMEHTa ! dopmy uHGOPMUPOBAHHOTO COTIACHS (B cnyuae,
ecau TpebyeTcs COrlacyue ONeKyHa WM POIUTEN, TO a[anTHPOBAHHYIO HHPOPMALHIO UL
OIIEKYHa H OIEKACMBIX);

5. INpodeccuonansHbIe apToOHOrpaduy (CV) uccneaoBareis/HayqHOro
PYKOBOJIHTE/KOHCYIbTAHTA;

6. VUnaueuayansHas peruCTpallHOHHAs KapTa MalueHTa,

7. Texuuyeckoe 3aaHHE HA BBIIOJIHEHHE Hay4HO-HCCIIEI0BATEIbCKOH paloThL;

8. KanenapHblii 1U1aH;

9. CMeTa pacXoJI0B Ha BHIIONHEHAE HAYTHO-UCCICA0BATCIECKIX pabor;

10. 3aKIFOUEHHE O TOM, YTO PaboTa 3aIUTAHMPOBAHa M KOIHIO OT3bIBA CTICIIMATHCTA Ha
HCCIIeI0BaHHE.

K" uMeeT IIpaBo 3anpoCHTh H APYTHE TOKYMEHTBI, KOTOPHIC MOT'YT HOTpeOOBaTHCS EMY
JUIS MCTIOJTHEHHS CBOMX 00A3aHHOCTEH.
CpOK MojIayM JOKYMEHTOB Ul PACCMOTPEHHSA Ha OHCPE/HOM 3ace/laHii: HEe MEHEE UeM

3a J[BE HeJeH 10 3aceJaHus.
BLIIHCKH O IPHHATOM PELICHUH BBIIAIOTCA B TCICHHAC 10 pabounx jueii mocie

3aceJaHusl.
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®opma COII-007-03

[lepeyeHb JOKyMEHTAINH, HeoOXOoUMOH JUTS IIPOBEIEHUs IKCIIEPTH3BI HCCIICAOBAHUA C
HCIIOMb30BAHMEM OHONOTHYECKOH MOJIENH B Ka4eCTBE CyOBEKTa HCCIICIOBAHUA

1. ITucsMo-oGpamenne Ha uums npeacenarend KO3;

2. TIpoToKOJ HCCIIEAOBaHUS;

3. KpaTkas aHHOTAIIMs HA HCIIOJIB3YEMBIC JICKapPCTBCHHbIC npenaparsl (eC/id OHH
HCIIOJB3YIOTCS);

4. TIpodeccuonanbHbIE aBTOOHOrpaduy HCCIIEI0BATENEH;

Pasieisl, KOTOPHIE JODKHBI OBITh OTPAKEHBI B MPOTOKOJIC HCCIIeI0BaHMs, IIPU MCIIOJIF30BaHUH
OGHOJIOTMYECKOM MOIEIH:
1. 06BEKT HCC/IEA0BaHNe (BH]| KIBOTHOTO, KJIETOUHAS Ky/IbTYPa U ap.);
2. KOJIMYECTBO GHONOTHYECKHX MOJIETIEH C 060CHOBAHMEM HeoOX0IUMOT0 HX YHCIIA;
3. yCIORHS TIOJIY4EHHs! KIIETOYHOH KyJIBTYPBL;
4., ycIoBHUS COJIePKaHHUs KHBOTHOTO, POO/LKHTEILHOCTD COJlepKaHus;
5. penpoAyKIHsA (€CIH IIpeaycMOTPEHo). YKa3aTh HCHOMb30BaHAE PHILIOAa, y4acTHe €ro B
IKCIIEPUMEHTAX;
6. neTaqbHOE U MOLIArOBOE ONUCAHNE BO3/IeHCTBHA Ha OHOJIOTHIECKYIO MOJIEIb. MeTo,1b1,
MCIOJIB3YEMBIC B IIPOIIECCE IKCTIEPUMEHTA;
a) Ha OATOTOBUTEILHOM JTalle: BBE/ICHHE XMMHYECKHX BEMIECTB, MHIIEBBIX J100aBOK;
(H3AKO-MEXAHHYECCKHIE BO3IeHCTBUSA U JIP.
6) Ha OCHOBHOM Tare: cnocol 3a00pa IKCIICPUMEHTATBHOTO Marepuana; IepeycHb
3aGHpaeMoro Marepuana; npelyCMOTPEHO JI1 yMepIlBIIeHHE KHBOTHOTO, €CIIH /18, TO KaKUM
¢roco0oM; He0OX0IUMO IPE0CTaBUTE OMHCAHUC IIPOBOAMOI aHECTE3MH, BATL,
HCIIOIE3yEMBIE IPENapaThl.
B) Ha 3aKIIOUMTENIEHOM JTalle (MCIIO/Ib30BaHAE JXUBOTHOTO TOCIE JKCIIEPUMEHTA,

YTHIA3AIHASL OCTAHKOR).
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dopma COII-007-04
O6pasent popMbl HHGOPMAITOHHOTO JTUCTKA 1 MH(QOPMHUPOBAHHOTO COTIACHS

WH®OPMALIMOHHBIN JIMCTOK [MALIMEHTA
U ®OPMA UHOGOPMUPOBAHHOI'O COIJIACHA

BEPCUA U JTATA
UHO®OPMALIHH:

BPAU-UCCIIEJOBATEJIb:

AJIPEC LIEHTPA
MCCJIEJOBAHHA:

HAHUMEHOBAHUWE
MCCJIEJOBAHHWA:

ITPOTOKOJT Ne: (k01 MOZIpa3AeeHHA-TO-TIOPSA/IKOBBIE HOMEP HCCIIE0BAHNA B 3TOM TOLY)

BEPCHA U JATA
TMMPOTOKOJIA:

OPT'AHU3ATOP ®IBY «HMMULI onxonoruu um. H.H. Tletpora» Munsapaea Poccun

KOOPJUHATOP
WCCJIEIOBAHUSA

VBakaeMblii nauueHT(Kka)!
BaM npeanaraeTcs NpMHATH IOGPOBONBHOE Y4acTHe B KIHHHHYECKOM HCCJIEIOBAHHM HOBOIO JIEKAPCTBEHHOTO
npenapara WJIH YKA3ATb YTO HOBOE :
Llenbio HACTOALLErO HCCIeAOBaHNs ABIAETCA VKA3ATh CBOM LIEJIM u3yueHne 6€3011acCHOCTH, MEPCHOCHMOCTH,

®HUO Ten._ ; Dakc:

TOKCMYHOCTH ¥ (hapMaKOKMHETHHECKMX MapaMeTpoB Mpenapara , modmnuzat A
MPUrOTOB/GHHA SMYIbCHM IS HHQY3Hi (000 « = », Poccusi) y MALMEHTOB C OMyXOIICBBIM
3a00/1eBaHNEM , KOTOPBIM MOKA3aHO JIeYCHHE :

dapMakoKHHETHYECKHE NIapaMeTPhI BKITIOUAIOT B Cesl MOKA3aTelH, XapaKTepH3yIoIHe TI0BEJIEHHE IEKAPCTBEHHOTO
npemnapara B OpraHusme YeJloBEKa.

I'lpe)K;[e yeM MpHHHUMATb peLieHne 00 y4acTHH B 3TOM HUCCIe 0BaHUH, BAXKHO MOHATS, A1 4ero OHO MPOBOIXTCA,
YTO HYXHO 6)/)16T Jenarh nanueHramM-y4acTHUKaM IaHHOr0 UcCeI0OBAHMA.

Toxkanyiicta, TPOYTHTE BHUMATENBHO HHIKECIEAYIOLIYIO uHpopMaumio H ofCyiuTE €e, €CM MONEIALTe, C
ApY3bSMH, POACTBEHHUKAMH W JAPYrMMH BpaiaMi. CnpocuTte Baluero Bpaya-HCCIC10BaTeNs, €CIH Bam uro-nubo
HETIOHATHO, WM eciu Bei kenaete moiy4HTs Gosee noapo6Gusie ceenenus. He cneumnte, NpuHAMAs pelieHue o
TOM, JKenaete 1M Bbl yyacTBOBaTh B HCCI/IEOBAHWM. Bam He o00f3aTelLHO MPHHMMATh y4acTHe B 5TOM
JCCIIeI0BAHMH, 4TOGBI MOYUaTh JeYeHHe o nosoiy Bauwero sa6onesanui. Ecnu Bl pelnuTe NpHHATE B HEM
yuacTue, To Bac mompocaT NMoCTaBUThL NOAMKCH W Jaty B dopme HHPOPMHPOBAHHOTO COTNIACHS B KOHLS JIAHHOTO
JOKYMEHTa, 4YTO 6y,118’[‘ ABJIATECA TMOATBEPHAECHUEM Baiuero corjacus Ha y4yacTHe B JAHHOM KIWHHUYECKOM
JiCCIIEIOBAHH W BHITIONHEHHE BCEX NPEANHMCaHHI H PeKOMEHAALH Bpaya-Mcce10BaTes.

Bbl MoxeTe B M06OH MOMEHT BBIATH W3 MCCIEI0BAHUA, HE o0bACHAA MpH 3TOM NPHYHH OTKa3a oT paneHelIero
yuacTHs B HeM. Bae peleHue He NOBIHACT Ha KauecTso okasbiBaeMoii Bam MeMUMHCKOH MOMOLLH.

Eciu Bl pemmTe y4acTBOBAaTh B 3TOM HCCNENOBAHUM, BaM HykHO GYAET MPOXOMMTL MPOLETYPLI H BHIMONHATL
npefnucanus, OMUCAHHBIE B 3TOM JOKYMEHTE, @ TaloKe Cle/0BaTh MHCTPYKLUAM COTPYIHHKOB MCIHIIHHCKOTO
YUpeXKCHH, YIaCTBYIOLIHX B NPOBECHNH HCCTEAOBAHMA.

Yto TaKoe KIMHHYECKOE UCC/1eI0BAHHE
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KiuHUYecKoe MCCIeIOBaHHe — 3TO HayyHOe HCCIEI0BaHHE C yyacTueM Jofiel, KOTOPOE NMPOBOANTCA C LETBIO
usyuenus >(dexTHBHOCTH AeHCTBHA 3KCIIEPHMEHTAIBHOTO JIEKAPCTBEHHOTO Mpernapata u OGe30macHOCTH €ro
NIPHMEHEHHA Yy JNIOACH. JlexkapcTReHHEBIH Npenapar ABJIAeTCA JKCTIEPUMEHTAILHBIM [0 TEX MOp, MoKa OH He Oyner
MONHOCTBIO MCCIENOBAaH H YTBEPKIEH JUIA MEIMLMHCKOrO MPUMEHEHHA YIIOJHOMOYEHHBIME  HA  3TO
peryIMpyrolMMy OpraHamMi CTPaHs!.

KT0 NpOBOJIMT Kccle1oarne?

OpraHu3aTopoM KCCIEI0BAHUA SBJIACTCA ®IBY «HMML] onkonorun um. H.H. Tlerposa» MuH31pasa Poccuu.

Kto onobpun uccnenoranue?

JauHoe ucciieaoBaHue 0a00peHo:

TNpuxazom mupexropa @I'BY « HMULL oHKOJIOTHA HM. H.H. TMetposa» Munsapasa Poccuu oT / {

Ne  «o npoBeIeHMH MCCIIE10BAHHY.
3acemanueM Yuennoro Copera npi ®T'BY « HMHLL oHKOIOTHH HM. H.H. [Merposa» Muusapasa Poccun.
Takke HaHHOE HccienopaHde Obuo 0100peHo KomuTeToM no ruke npu ®I'BY «HMHULL onkonoruu uM. H.H.
IMetposa» Munsapasa Pocchi. JIing IoayueHus JONONHUTENbHOI HH(POPMAaLMK 00 MCCIEA0BAHNH H Bawux npasax
KaK yyacTHMKa McCileoBanns Bbl MOxere 00paTHTEC B Komurer rio Druke npu ®I'BY «HMHULL OHKONOTHI HM.
H.H. Tlerpoea» Mun3upasa Poccun: Axnpec: 197758, Cauxr-TletepGypr, n. [lecouHbli, Y. JlenuHrpazackas, oM
68.
« TIpencenatens K3: Cemenosa AHHa Hropeha, Tel.: (812) 439 95 55;
E-mail; mirannia@yandex.ru
. 3amecturens npencenatens KI: Kynesa CsernaHa AsiekcanapoBHa, (812) 439 95 55;
. E-mail: kulevadoc@yandex.ru
« Cexkperapb KO: Pasanckas Cperniata Cepreesa, Ten.: (812) 439 95 55 (3303);
E-mail: EC@GCP.center
VHdopMalHOHHbIH JTMCTOK NALMEHTa COACPHKUT MEIHIMHCKHE CI0BA H TEPMUHbI, KOTOPBIE, BO3MOXKHO, Bawm 0yayT
He TMOHATHbI, MoXamylicta, obpartuTeck K CBOCMY Bpauy-MCCIIENOBATEN0 C LENBI0 PAShACHCHHA I@HHOI

uH(pOpMAaLIHH.

Hugopmauus o6 vccieyeMoM Npenapare

IMpenapat ABJISETCS HOBBIM TPOTHBOONYXONEBBIM TMPENapaToM, npeHa3HaYeHHbIM LIS
feyeHHs OHKojlorpdgeckoro 3abolleBaHus JIOKAJIA3ALIMS. JlelicTBylomMM BEWIECTBOM JAHHOr0 Iperapara
ABIAETCH NPOU3BOJIHOE

[TosToMy Ha3HAYEHHE TAKHX TIpenapaToB COTIPOBOKIAETCH OHOBPEMEHHBIM l'lpOl:l)HnaKTl&'-lecxi»lM Ha3Ha4YCHHEM
[JIKOKOKOPTUKOHIOB (cTepOoHAHBIX FOPMOHOB).

HAMU 6wina paspaborana Gopma , KOTOpas HE COASpKHT noA00HBIX BCIOMOraTeNbHAIX
BEIECTB 1 KOTOpas cnocobHa A0CTaBIIATE AKTHBHOE BEILIECTBO HEenocpeACTREHHO B KIETKH OIYyXOJIH. Takoit crioco®
nocTaBki oBGecneunBaeT MHHUMATEHOE BO3JICHCTBHE Ha OpYrue KJIETKH YENOBeHecKoro OpraHu3mMa,

cnocoBeTRYeT BBICOKOH >ddexTHBHOCTH MpenapaTa H CHIKEHHIO TOKCHYHOCTH. OXuaeTes, 4TO npenapar He
Gyner BHI3BIBATE PEAKWMHA THNEPUYBCTBUTENLHOCTH W 3aiepKKH IKHIKOCTH B  OpraHusMe, MOITOMY
MpOUIAKTHYECKOE HA3HAYCHHE TOPMOHATBHBIX npenaparop He TpeOyercd. Bwmecre ¢ TeM, B ciydae
BOHMKHOBEHHS MOJOOHBIX HEXEeNaTelbHBIX apieHuii, Bam Oyaer Ha3HAYeHO neobxomumoe nedenue. Ha
OCHOBAHHH peayanaT()B JieueHus MalKUeHTOB B X0I€ HUCCIeI0BaHUA, MOXKET OBITE MPHUHATO pelueHue o BKJIKOUCHHH
npo(UIAKTHYECKOTO JIe4EHUA rOPMOHANBHEIMA npenaparamy B OGILYIO CXeMY HCCIICIOBAHMA.

[lepep BBeieHMEM mpenapata B MENMUMHCKYIO MpPAKTHKY, OH MpOleNn MHOrOUHC/ICHHbIC
HCCIIEIOBAHMS Ha JKMBOTHBIX, B KOTODBIX OBLIO NOKA3aHO, HTO npenapar OKa3eBaeT BBIpaXKEHHBIil TepaneBTHHeCKuil
sddexT u o6nanaeT yMepeHHOH TOKCHHHOCTBIO.

Wccnenoranie npenapara ¢ y4acTHEM MAlMEHTOR MPOBOJUTCSA BIEPBLIC.

[pasuna NpoBeicHHA NCCIEN0BAHNA

[TpoBeneHHe KCCICA0BAHUA MpPEANOJIaraetT, 4To B HEM NpUMYT ydacTue J0 30 nauueHToB MYIKCKOTO M MKEHCKOro
nosia B Bo3pacte oT 18 10 75 JeT H3 HECKOMBLKUX KINHUK Halei CTpaHsl.

Ecnu Bpl GyneTe npHHMMaTh y4acThe B JaHHOM Hcenenopanuu, Bam Gyjer mpobeseH OIMH LMK TEpAriy
MCCIIEAYEMBIM MpEnapaToM B OJHOM M3 CIENYIOIIMX 103 B 3aBUCUMOCTH OT Baiteii rpymibl JISUEHUs:

. MonagaHye B TY UM HHYIO rpynmy J1€4CHUA 3aBHCUT OT MOMEHTA Balero BKIFOUCHHA
B uccnenosanue. [Ipo0mKHTEIBHOCTE [IHKIA Tepanitu cocTapnger 21 aeHb, MccneAyeMBlil npenapar oyner

BROIMTHCA B NEPBBIA JACHb LMKIA Tepanuiy, O/IHOKpATHO, BHYTPMBEHHO, KamelbHO, JUTATENBHOCT BBEACHHUA
cocTaBUT OKOJ10 60 MHHYT.

[lepsble 3 MalMeHTa, BKIKOMEHHBIC B ccnenoBaHKe, GyayT MOTydaTs MCCJENYEMBIA npenapar B MUHHMaJIbHOH
nose. Ecam B Teuenue 21 IHS nocne BBCICHHA npenapara H{ y OJHOPO MAlUHEHTa He OyzeT BBIABJIEHO CEPbE3HBIX
HeXeaTe/bHBIX ABIEHNMH, TO CIEAYIOIIHC 3 nauMeHTa, BKIOYEHHbIE B HCCIEI0BAHHE, GyayT moy4arb npenapar b
Gonee Beicokoii moze. IMoeblmeHHE 103 AJA nocnaeayouux BKTIOUEHHBIX B HMCCIEJOBAHHC NaUEHTOB Gyne'r
NPOMCXOIUTE aHANOTHYHO. Ec/lH cepbe3Hble HeKeNaTe/IbHbIE ABICHHA MpOABATCS y ABYX M Gonee MaiHeHTOB M3
Tpex, HCCIEA0BAHKME Oyzer OCTaHOBICHO. B ciyyac BO3HMKHOBEHHSA B rpynne Je4eHus OJHOro cephe3HOro
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HesKeaTeNnbHOTO SBIEHHS, CIELYIOIUMEe TPH MalHeHTa Gyayr monyuaTb npenapar B toit xe pose. [lpu
NOATBEPHICHHH PE3YJILTATOB UCCIIEI0BAHUE OyneT OCTAHOBJIEHO.

B ciyuae BOZHUKHOBEHHS HEKENATEIbHBIX ABIEHMI Bam OyneT HasHaueHa KOppHUrupyiowas Tepanud, KoTOpas
Oyner mpenocTasneHa OpraHW3aTopoM AaHHOTO MccnenoBanksa. B clyuae BO3HMKHOBEHMs y Bac TOLIHOTHL M
PBOTHI, TaHHBIE CHMITTOMBI GYIyT YCTpaHEHb B COOTBETCTBHH CO CTaHJapTaMH, IPHHATHIMA B UCCIEN0BATENBCKOM
LEHTpE, NPOBOIAILEM HCCIEIOBAHNE.

Jlnst oleHKM (apMaKOKMHETHYECKHX MApaMeTpoB npenapara y Bac Gynet orGupatbca KpoBb B 00BEMe 10 mi B
CleyiolHe BPEMEHHBIE TOYKH: HEMOCPEACTBEHHO MEPEL BBeicHMEM npenapara, yepes 30 muH mocne Hauajia
BBEICHWA, 38 5 MHHYT /10 OKOHYaHHs HH(py3uH, yepes 5 MuH, 15 MUH, 30 mum, 14,2 9,34,4u,64,84,12y4,24u
u A8 u nocne oxoHuaHus uHdyzuu npenapara. OTO0p KpoBy OyZET OCYMIECTBAATECA B TEUCHHE 24 yacoB uepes
crelMabHbIl KaTeTep (YCTpolcTBO, BBEleHHOE B BeHy M obecmeunBaiollee JOCTyM B KPOBEHOCHOE PYCIO NpU
NOCIEAYIOWUX BHYTPHUBEHHBIX MaHHMyIALMAX), a yepe3 48 4acos H3 JIOKTEBOH BEHbI ¢ TTOMOLIBIO mmpula. JlanHas
npouenypa OyIeT BbINOIHEHA BbICOKOKBAIM(QHULIMPOBAHHEIM  TIEPCOHATIOM HcenenoBaTeNnbCKoro UeHTpa H HE
10CTAaBHT BaM cepbe3HbIX HEY100CTB.

[IpoBeseHHe MCCIICAOBAHHS B KaXIOM POCCHICKOM MEAMLIMHCKOM Y4PeKACHHH OyeT KOHTPOJIHPOBATLCA TAKKE
Poc3apasHaz3opoM (opraHu3auiaMH, oGeceyHRaIOIMMMH KOHTPOJb 3a (e30MacHOCTBI0 MPOBOANUMOTO NEHEHHUs U
3AUIMTY MpaB NalHeHTOB, Y4aCTBYIOIHX B KIHHHUECKHUX MCCIENOBAHMAX) U JIOKATBHBIM KOMHUTETOM [0 STHKE MpH
MeIMIMHCKOM  yupexxaeHun. Hccneaopanue Gymer [MpoBOAMTECA B COOTBETCTBHM € pOCCUCKMM
3AKOHOMATENLCTBOM M MEXIYHAPOJHBIMU NPHHUMNAMH NPOBEICHHA KTHHUYECKHX HMCCIENOBAHHA C Y4acTHEM
mozeii, paspaGotaHHbIMu BeeMupHOl Me auuMHCKO# AccouanHel M n3JI0KEeHHBIMU B XenbCHHKCKOM IeKnapalnt
(B mocnenHeill pefakuMH OT 2013 r.). Tlpu npoBedeHMM JAHHOrO HCCIEJ0BaHMS TAKKE GyyT BBIMOJHATECA BCE
COOTBETCTBYIOIIHE TMOJOMEHHA PykoBoncTea Mo Hannexamemy npoBeAeHHIO KITUHUYECKHUX HCCeI0BaHHi,
MOArOTOBJEHHOrO MO pe3yabTaTam MesxyHaponHoil KoH@epeHuuu Mo paspaboTke €AMHBIX TpeGoBanuii K
KIHHHYECKHM HCCIIEOBAHMAM M PErMCTPalliK JIGKapCTBEHHBIX NPenaparos.

[Ipoueaypbl HCCEIOBAHUS

Ecnu Bl NpUMKTE pellieHHe Y4acTBOBATh B HACTOALIEM MCCIIEIOBAHKH, TO MOXKET 3aHATh Y Bac OKOJO 36 nHei.
Mccnenoranne BKIIOUAET B ce0 CIIEAYIOLIHE NEPHO/IBL

- QOr6opouHBIl NepHoN: AMHTENLHOCTb 0 14 nueii (1-2 nocelleHUs KIMHUKH), B XOJ€ KOTOpOro Bpai-

HCCIeIOBATE b OTIPE/IENIAT BOSMOXHOCTE Baiuero y4acTus B HCCleJOBaHHH.

IlepuoJ TEpanuU: JUTHTENLHOCTB 21 IeHk + 24 yaca. B TeueHne TIEPBBIX TPEX JHEH 110CNE BBEICHHA npenapara

Bel OyneTe HaXOAUTBCA B YCIOBHAX crauponapa. B nanbHeiiem Bam HeoGxonumo OyaeT MPUXOAWTb Ha

amGynaTtopHsle BM3HTBl B KIMHUKY JUId BLITONHEHMH 3aIIAHMPOBAHHBIX MpPOLEAYp HCCnel0BaHMe 1

3aKIIFYHTENBHOTO 00CIe10BaHHA.

Bce npoue/Iypbl HCC/I@OBAHNS HAUHYTCS TONBKO NMOCIIE noanucanus Bamu « AHOPMALMOHHOTO JTHCTKA nauuenTa
u Popmbl HHGOPMHPOBAHHOIO COrMACUAY, T.C. 106GpOBOIBLHOrO coriackHs Ha Bame yyacTue B HMCCJISIOBaHHH. C
coBMIOACHHEM BCEX NpEANUCAHUH | peKoMeHJaUui  Bpaua-HCCae10BaTENA GyayT TPOBOAMTBLCA CEXYIOLIHE
TpOLEAYPbI, PETYCMOTPEHHBIE IPOTOKOIOM MCCNE0BAHUA!

OrGopouHblii NePUOL

Ot16GopouHblfi MEPHOA HCCIEA0BAHHA NPOBOJMTCA B TEUSHHE 14 mHeli ¢ MOMEHTaMH noinucaHua Bamu 3TOro
JOKyMEHTa | JI0 Hayana nepuoja Tepanui. Huske NpeACTaBIeH CIMCOK MPOLELYp 1 AHAJIH30B, KOTOPBIE MPOBEAYT
Ball Bpay-HcCleaoBaTeNlb H COTPYAHHKH HeclieI0BaTeNBCKOro LIEHTpa Ui TOro, yToObl OLEHUTH BO3MOMKHOCTD
Bamiero ydacTus B HaCTOAIIEM HCC/IC0BaHHM.

- COop AaHHBLIX aHaMHesa M nemorpauueckuX NaHHbIX (1aTa POXKAEHHA, pacoBad NpUHANNEKHOCTE,
cBeJieHMs O BpPEIHBIX MpPUBBIYKAX, ungopmauus 06 OCHOBHOM 3a00feBaHN M COMYTCTBYHIIHX
3a00eBaHUAX)

DusukanbHblli 0cMOTp (OlieHKa ofiiero cocToAHUA, 0CMOTP KOs, BOTOC, HOTTell, yiled, Hoca, ropia,
OLIEHKa COCTOAHMSA cepaeuHo-cOCYUCTON, AbIXaTenbHOIH, KOCTHO-MBILLEYHOM, MOUENOJIOBOH, HEPBHOM,
3pUTE/IbHOM, YHOKPUHHOI CHCTEM OpraHK3Ma, JKeJTyIOUHO-KMILIEYHOTO TPAKTa, NEeCHH H No4Y€eK)
M3mepeHHE pOCTa, MACChI Tella
OueHka nokasarejiell KH3HEHHO BAXHBIX rokasarenell (M3MEPEHUE apTepHaNbHOro AABICHHA, nynkca,
TemnepaTyprl TeNa)
JnekTpokapanorpapus (3KT) B 12-1H OTBENCHUSX
Knunuyeckuii aHan3 KpoBH
BHOXUMHYECKHUI aHanu3 KPOBH
Kinunuueckuii aHanus MO4H
Tect Ha GepeMeHHOCTh (U1 KEHILUH, CIIOCOBHBIX K ASTOPOIKIEHHUIO)
Ananus kposu Ha BUY, renatut B u C
Ouenka 0OIIEr0 COCTOSHHA TO IIKANC ECOG (cmeumambHas wkana id OLCHKH Bawero o0mero
COCTOSIHHA)
PerucTpauus cBeeHIH 0 npenaparax COMYTCTBYIOLIEH Tepaniy
. CGOp HaHHBIX O HEMEMATENbHbIX ABNEHUAX
Ecnu  pe3ynbTathl 0TOOpPOYHOrO MEpHoaa MOKaXyT, 4T0 Bbl HE MOXNKETE NpHUHATL Y4YacTHE B HacTOALLEM

uccneIoBaHHH, Bbl HE CMOMKETE JIAJIee OCTaBaTLCA B HccaeI0BaHHH.
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Ecnu Bl mpoiinere oTop B McCleoBaHne H TPHUMHTE PEIUEHHUE B HEM Yy4acTBOBaTb, Bac MONpOCAT
rOCTIUTANH3HPOBATLCS B CTALMOHAP Ul Havalla Nepuo/, TepariH.
[Nepuon Tepanuu
Busurt 1/10eHs 1
B ycnosusax crauuoHapa GyayT NpoBe/eHbl CIENYIOLIHE NPOLEYPbL:

ToBTOpHAs OLEHKA COOTBETCTBHA KPHTEPHAM ot0opa B UCCJIEI0BAHUE

Du3UKaIbHBIH OCMOTP

OueHka nokasaTesielt xu3HeHHo BaxHbIX GyHkumit (AJl, nynse, Temnepatypa Tena)
HenocpencTeeHHO Mepe/l BBEIEHUEM npenapara :

e  Or6op neproro o6pasiia KPORU JUIsl OLEHKH (HapPMAKOKHHETHKH mpenapata

TMocne sroro GyAeT BLINONHEHA BHYTPUBEHHAA uHpy3us UccneaiyeMoro npenapara HA3BAHHE MHH =
Ipenapar GyaeT BBOAMTbCA BaM BHYTPHBEHHO, KameNbHO, Ha MPOTHKCHHH 60 muHyT. BO BpeMs BBEICHUA
npenapata Bbl GyleTe HAXOAMTHLCA MOJ HAONIONEHHEM Bpaya, HMEIOLIErO OMBIT BBEJCHHSA MPOTHBOOMYXOJEBLIX
NpenapaTos.
Jlna  oueHkd nokasarenedi  (apMAKOKHHETHKM  Mpelnapara HA3BAHUE MHH nepcoHan
HCCIIeI0BATELCKOrO LEHTpa Npou3BeeT oToop obpa3sua KpoBU 4epes3 30 mun. Kpome Toro, 4epes 30 MHHYT nocie
Hauana BEEJECHMS Tpenapara Bpay-WCCNeoBaTe/lb OLEHHT MECTO BBEICHHA mpernapara H MOKa3aTeNnn KH3HEHHO
BaXHBIX (YHKLHHA.
[Npu OKOHYaHWH HH(Y3MK Npenapara Oy/yT POBECHBI CIICYIOIHE NPOLEAYPBI:

- OtBop 06pa3LOB KPOBH AJisl OUEHKH (hapMaKOKHHETHKHU Npenapara 3a 5 MHHYT [0 OKOHYaHUs MH(Y3uH,
uepes 5 muH, 15 muH, 30 MuH, 1 4, 24,3 4,4u,64,8u, 12 4 noc/e OKOHYAHUA BBE/ICHHA MpeNapara
HMsmepenue mokasaTeneil »H3HEHHO BaKHBIX dynxumit cpasy nocie OKOHYaHUA undysun, yepes 1,2, 4,6
1 8 yacos nocie BBEJCHHA npenapara
SnekTpokapaorpadus yepes 2 yaca rocne BBEACHUA Npenapara
OLeHKa MecTa BBE/IeHHs [penapara
PerucTpaiiis JaHHBIX O HEXeJaTeIbHbIX ABICHHAX
PerrcTpaliia AaHHBIX O COMYTCTBYIOIIEH Tepanii

Busur 2/]TeHs 2

B ycloBHsAX cTallioHapa GyAyT MPOBEAEHBI CIEIYIOWHC npouenyphl:
e Otbop ofpasua KpOBH s OLEHKH dapMakoKHHETHKH uepes 24 yaca nocie Hatana BBEICHHUSA Mpenaparta
e PerucTpauys JaHHLIX O HEXEJATe/bHbIX ABICHHAX

e PericTpauus JAQHHBIX O COTYTCTBYHOLIEH Tepaniy

Buzur 3/0eHs 3

B ycnousx crauuonapa Bam GyayT BHINOIHCHEI CICAYIOLIHE MpoLeaypE!:
e Or6op 0Opasu@a KPoBH AN OLEHKH (apMAKOKMHETHKH Mpenapara yepes 48 yacor nocie Hauana BBEICHNA
npenapara
@u3HKaIbHBIH 0CMOTP
OLeHKa NoKasaTe/el KHU3HEHHO BaKHBIX QYHKUM
Ouetnka obmero cocrosuus no mkane ECOG
Knunuueckuii aHam|3 KPOBH
BuoxuMHUECKHii aHaIU3 KPOBH
QG6wuii aHann3 MOYM aHalu3z MOUU
PCFHCTpaﬂ.Hﬂ JaHHBIX O HeMKenaTeIbHBIX ABICHUAX
e  Perncrpallis JaHHBIX O COMYTCTBYrOLIEH Tepaniu
Tocne 3aBeplleHHs BCEX 3aMIaHUPOBAHHBIX MPOLSAYP AHA 3, Bbl CMOXK€TE MOKMHYTh KITMHHKY. JansHeiimue
BM3KTHI OYIyT NPOBOAMTECA aMGyNaTopHo.

Busut 4/Ienb 71
B yc/10BHAX aMOy/IaTOPHOrO BU3KTA B KIHHHKY BaMm GyIyT BHIIIOIHEHBI CICAYIOUIHE MPOLCTYPLL:

o  dusuxanbHbIH OCMOTP

OLeHKa NOKa3aTeNel KU3HEHHO BaKHBIX QyHKUMHA
Ouenka o6iero coctosnus no mkane ECOG
Knunnyeckuii aHanu3 KpoBH

BuoxuMu4ecKuii aHau3 KpoBH

OOwuii aHanu3 MOYH

PerucTpaliis AaHHbIX O HEKENATCIBHBIX ABICHHAX
e Perucrpauus JaHHEIX O CONYTCTBYIOMIEH Tepariu

Buzut 5/enp 10+1
B yciousx aMOy1aTOpHOro BH3HTA Gy/LyT BBINOTHEHbI CIISIYIOMHE MPOLE/YPLI:
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e KiuMHUYECKUH aHAH3 KPOBH
e Perucrpalls JAHHEIX O HEXelNaTe/lbHbIX ABIEHHAX

e PerucTpais AaHHBIX O COTYTCTBYIOLIEH TEPANMH

Busur 6/JleHb 141
B ycnoBusax aMOynaTopHOro BH3HTa B KIMHUKY Bam Gy/yT BBITIOJIHEHBI CNEAYIOLUIHE MPOLUCAYPLI:

e  du3KMKaNbHBIH OCMOTP

OlieHKa noKasaTeneit JU3HEHHO BKHBIX QyHKLMi

Ouenka o6wero cocroanus no mrane ECOG

Knunuueckuii aHanu2 KPOBH

BuoxuMHyeckuil aHalu3 KpoBH

OO6muii aHaIH3 MOYH

Pervcrpaius JaHHBIX O HEKEIaTe/IbHBIX ABJICHAAX
e PerucTpallus JaHHbIX O COMYTCTBYHOLIEH TepaniH

Busut 7/1lens 21424 uaca

B ycnoBuax aM0yIaTOPHOIO BU3NTA B KIHHUKY Bawm Gy/1yT BBUIOIHEHE! CIEAYIOLINE IPOLENYPBL:
e  Du3MKaNbHLII OCMOTP, H3MEPEHHE MAcCel Tesia

OlieHka nokasaTeleil JH3HEHHO BaKHbIX (QyHKLMH

Ouenka obwero cocroanus no wkate ECOG

Knunuyeckuit aHanu3 KPOBH

BuoXUMHUYECKHH aHAIHU3 KPOBH

OO aHamu3 MOUYH

PerucTpauus JaHHBIX O HEXeIaTeNbHBIX ABICHUAX

e  Perucrpauus JaHHBIX O COMYTCTBYIOUIEH TEPAITHH

Bainy 0GA3aHHOCTH BO BPEMs MCC/IeIOBAHHSA
Bac nonpocat co6NioAaTh CleIyOLIHe NpaBiiia BO BpEMA yHacTHA B HCCIIelOBaHUH!

e CobmoaaTh npauia npeCbiBaHUs B CTALMOHAPE, MPHACPNUBATLCA CTAHAAPTHON IMETHI, HCTIONB3YEMOH B
HCCNIEOBATENBCKOM LICHTPE
BLINONHATD BCE PEANHCaHNs Bpaia-HeCIea0BaTe, cobonatk rpadyk HA3HAUEHHBIX BU3HTOB

e 3a 24 yaca 10 BREJIEHHS Tpenapara He IPHHHMATh anKorodie, KoeHH-cOAEpIKALINE HATTUTKH (uait, kode,
KOJ1a), IOKO/a/L H LHTPYCOBbIE (BKIIOYaA COKH LMTPYCOBBIX)

e 3a 10 4acoB [0 BBEAEHMA Ipenapara BO3AEPKATLCA OT NpHEMa MHUIIH, MEpPBbIH MPUEM MULIM J0MYCKAeTCA
uepe3 4 uaca 1nocjie OKOHYAHUs uHdys3u1 npenapara

e Bo BpeMmA BCEro HCCNENOBAHUA NPHHUMATH JIEKAPCTECHHBIC Mpenaparsl TONBKO MOCNe KOHCY/IbTAalHH C
BpPaYOM-UCCIIE0BATENIEM

e Ha Bce BH3MTH HEOOXOJMMO NPHXOAUTHL YTPOM HATOLIAK (He MPUHHMATL MUY MUHUMYM 32 8 uacoB 10
pu3NTa) 1A TOrO, YTOOBI MOJNYYEHHBIE PE3YbLTATHI na0opaTopHbIX aHaJIM30B KpOBH MOTJH ObITh
JIOCTOBEPHO OLIEHEHBI BPAYOM-HCC/IEA0BATEIEM

e (Coofumars Bpauy-HCCIeIOBATENIO O 06X H3MEHEHUSAX CO CTOPOHEI Bamero 340poBbi

e CobnoaTh ajJeKeaTHEIE METOIbI KOHTpALICTIAY

BepeMEHHOCTL M KOpMJIEHHE MPYIBIO
B CBA3M C TEM, YTO UCCIENyEMblii MpenapaTr MOXeT MOBIUATE Ha ellle He POAUBLIErocs pebenka, Bl HE 1OJIKHBI

GbiTh GepemeHHBl, GepeMeHeTh, WilH, B Cilyuae ecii Bbl My}4MHa, CTAHOBHTBCA OTLIOM pebeHKa B MOMEHT y4acTHs
B uccnenopanun. Eciu Bel B 1aHHBINA MOMEHT SBISETECH KopMsiIei MaTepbio, Bl HE NOKHEL KOpMHUTL peGeHKa

TPY/BEO.
Ecai Bbl okeHmpHa, crocofHas K AeTOPOMIEHHIO, Bam HeoGxoaumo cOOIONATh aJeKBATHBIC MCTOMbI

KOHTpALEMNMH ¢ MOMEHTa MOANUCaHHs MH(OPMUPOBAHHOrO COrNacka H 10 ucreueHus 30 gHe#d nocje BBEACHHA
HcceayeMoro npenapara.

Ecnu Bel MyKuMHa, UMEKOLMA TapTHepuly, cnocofHyl0 K ASTOPOMICHUIO, Bam HeoOxoauMo coOm0AaTh
a7leKBAaTHbIE METOMbl KOHTPALENIMH ¢ MOMEHTa noanucanus MHPOPMUPOBAHHOTO COrnacHi 1 10 ucteueHus 6
MeCAI1IeR MOCTIe BBEIEHUS UCCIEYEMOro nperapara.

AJIeKBaTHBIMH METOJIAMH KOHTPALETILIMK CHHTACTCA JHCTIO/Ib30BAHKE OJHOrO U3 CIEAYIOLINX BapHAHTOR:

e HcnonbzoBaHue OJHOTO BHICOK0?(()EKTHBHOTO METOA KOHTpALENLHH:

1. TlonHOe BO3AEpHaHHME, SCITH 3TO COOTBETCTBYET Bawemy 00pasy H3HH [EPHOJHYECKOS BO3[EpKAHNE
(nanpumep, KaleHJapHblii METOJ, H3MEPCHHE fGazanpHON TeMneparypel H Apyrue) He ABIAIOTCA
aIeKBATHBIM METOIOM KOHTpaLenuuH]

2. Myxckas CTepHIH3aLHs

HIH
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e  HcrnonbsoBanue MoBbIx ABYX SQOEKTHBHLIX METOIOB KOHTPAUENIMH U3 MEPETHCIEHHBIX HHKE:

1. BHyTpHMaTOuHOE YCTPOHCTRO WM BHYTPUMATOUHAA CHCTEMA.

2. TopmoHalbHbIE METOJB KOHTPALETIMHA: OPabHbIE, NHBEKUNOHHLIC rOpMOHAJIBHBIE KOHTPALENTHBbl WIIH
ummnaeTsl. Ecii Bbl HCTONB3yeTe FOPMOHANBHBIC METOIBI KOHTPAUENiuu, HeoOXOIHMO, uyToObl BbI
NPUMEHSNH ONpeJeeHHBIH MeTON Kak MHHAMYM B TEUCHHE 4 Hepenb/l MEHCTpyaJbHOIO LIMKIA MEpen
nepBbiM BBEJIEHUEM MCCIIEIyeMOro npenapara i Bbl JO/DKHEI MPOOIUKHTE NMPHMEHEHHME TOTO E METOMA
KOHTpAlENUMH Ha MPOTAKEHMH BCErO HCCNEJOBAHMA W [0 HCTEHEHHA 30 awWedl nocne BBEIEHMSA
MCCIIeyeMOro npenapara.

3. TlpesepBaTHB IUTOC CriepMULIL (MEHKA/TeNb/ MNeHKa/KPeM/CyNNO3UTOPHI).

4. OKKMO3MOHHBIH Konmauok (uadparma, UepRUKalbHBI WIH CBOMYATHIA KOMNA4yKH) MUIHOC CREPMHULKA
(neHka/rens/ MeHKa/KpeM/CYNITIOZHTOPHI).

AJIbTEPHATHBON MCTO/B30BaHNS ABYX ((EeKTHBHBIX METOJOB KOHTPAUENLMK SBIAETCA UCMONL30BAHUE ABOHHOrO
GapbepHOro MeTOa: Mpe3epBaTHE M OKKIKO3HOHHBIA KONMNauokK (nvadparma, UEPBHKAIbLHBIH WM CBOIYATHIH
KONIauyKM) IUIKC CnepMULu (TIeHKa/refb/ NICHKA/KpeM/CyIIo3HTOPHIA).

Ecnu Bbl He ABISETeCh KEHIIUHON JETOPOJAHOro Bo3pacTa, Bel He 00:A3aHbl MPHASPIKHBATECS OMHMCAHHBIX BBIIE
OrpaHM4EHHH.

Eciu Bbi 3a6epeMeHeeTe BO BPEMA HCCIEI0BAHNA Wik y Bac BOSHHKHYT MOJ03pEHHs O BO3MOMHOI GepeMEHHOCTH,
noxanyiicra, HeMellleHHO coobuiute 06 93TOM Bpady-MCCIENOBATENIO. Bac nonpocat natek corjacue Ha
HaboaeHKe 3a Baweil 6epeMEHHOCTBIO H €€ HCXO/ B LIGJIAX OTpee/IeHHA a¢dexToB HCcaeayeMOTo npenapara.
Ecnu Ber MyskuiHa, coobuiuTe BhileyKasaHHyw0 HHQopMaluio Bammeii napTHepie, et NPUMEHIMO.

IpueM ApYrux JeKapcTBEHHBIX MPENApaTos

Pemenue o HasHaueHuu Bam MpenapaToB KOPPUTHPYIOLIEH W COMYyTCTBYHOUIEH TepamyH OymeT NpUHHUMAThCH
BpauoOM-MCCIIEIOBATENEM M0 €70 YCMOTPEHHIO H NpY HATHYHN obocHOBaHHOH HE00X0IMMOCTH TAaKOTO Ha3HAUEHHS.
B ciyuae BO3HMKHOBEHHs y Bac TOIIHOTHI i PBOTEL, J@HHBIE CHMITOMEI OyIyT yCTpaHeHbl B COOTBETCTBHH CO
CTaHIAPTaMH, IPHHATBIMH B HCCIIENIOBATE/ILCKOM LIGHTPE, IPOBOAIIEM HCCIELOBAHUE.

Pucky 1 Heyno6cTBa, CBI3aHHBIE ¢ YUACTHEM B MCCIIEN0BAHNHN

B xome nposeneHus HccleloBaHus, y Bac MoryT BO3HHKHYTR noGouHble JAEHCTBUS, XapaKTCpHbIE A
jefictBylomero Hayana npenapata (HASBAHME MHH). HA3BAHHUE MHH Moxer Bbi3biBaTh CIEIyIOLIHE
noGOYHBIE PEAKLIHH:

Co CTOPOHBI CHMCTEMBI KPOBETBOPEHHS: HEHTPONEHHA (CHIJKEHHE KJIETOK KPOBM HMMYHHOH CHCTEMBI
(netitpodyuor)), TpoMGoumTONEHHS (CHIKEHHE KONMUECTBA KIIETOK CBEPTHIBAIOLIEH CHCTEMBI), AHEMHS (CHHIKEHHNE
YPOBHS reMOr100MHa).

CO CTOPOHBI JKeNyIOHHO-KHIIEYHOTO TPaKTa: TOIHOTA, PBOTA, AHAPEd, Gonu B KHMBOTE, aHOPEKCHA (paccTpoHCTBO
anneTuTa), MYKO3WTHl (BOCHAIMTEIbHBIC MOPAKCHUA CIH3HCTBIX JeMyIOYHO-KHLIEYHOTO TPaKTa), 3aropel,
HapyleHHe BKyca, 330(arut (BocrnaneHue CITM3UCTOH 0BONOuKK MUILEBOAA), Oomu B OGMAcTH KENyAKa, KOMUT
(BocnaneHue TONCTOH KHIIKu), nepdopaims (HapyleHHe LENOCTHOCTH) KeMyAKa HIH KMLICUHHKA, KMIICHHAd
HETIPOXOAHMOCTD.

Co CTOpOHbI HEPBHOH CHCTEMbI: Nephepuueckas HeHpomaTHsi B BHJE JIETKO WIH YMEPEHHO BBIPAKEHHDIX
napectesdy (He OOYCMOBNEHHBIC BHELIHUM pasipakeHHCM OLIYLUEHHS OHEMEHHS, NOKalbiBaHuA), TAMEPCTE3HH
(nOBbILIEHHAA UyBCTBHUTENIBHOCT),  JH3€CTE3HH (HapyuieHue — UYBCTBHTENIBHOCTH — XapakTepusyiolueecs
AHOMA/TBHBIMH, HHOTJIA HENPUATHBIMH OIIYILICHHAMH), Oonu.

CO CTOPOHbI OPraHOB JBIXaHUA: OCTPBI peCTMpaTOPHBIH JUCTPECC-CHHIPOM (KM3HEYTPOXKAIOLLEE BOCMATHTEILHOE
TOpaKEHHE JIETKNX) WM MHTEPCTHUMATbHAR NHEBMOHHA (BOCTIasieHMe TKaHH JIErKOro), neroutsiii Gubpos U
yCHIIeHHE peaKiUMy Ha obnyuenue.

Anepriueckue peakiui: KOXKHas Chillb B COHCTAHHH C 3Y/10M. TNPWIMBBI, CTECHEHHE B TPYH, 0onk B CIMHE,
OIIBIILKA, 03HOO.

CO CTOpOHBI KOXH W KOXHBIX NPHAATKOB: ajloNeLus (BbImajieHue BOJOC), JErKHe MIH YMEPEHHO BbIpaKEHHBIC
KOXHEIE Peakiiy, MHTMEHTaLHA (oxpammBanue) HOrTeid, THKeNbIE TOPAKEHHA HorTel, nepudepuyecKne OTEKH
(OTeKHM HOT, PYK), ACLHT (CKOTIEHHE KHAKOCTH B OpIOIIHOI NONIOCTH).

Co CTOpOHbI CEepAEYHO-COCYAHUCTOH CHCTEMBL: HapyleHHUs CEpAEYHOr0 pPHUTMA, CepACHHasd HEIOCTATOYHOCTD,
MOBBILLIEHHE WK NMOHMMKEHHE apTepnaﬂbHoro JaBJICHHUA.

Co cTOpoHbl TMeueHH H JKeMuHbIX MyTeif: MOBBILICHHE CHIBOPOTOYHOH AKTHBHOCTH (EPMEHTOB ACT, AJIT,
meno4dHoi gocdarasbl H KOHLIEHTPALHH OunpyOHHa B CHIBOPOTKE KPOBH.

PeakLyi B MECTE BBEJEHHA: THIIEPNATMEHTAUMsA (MOBBILIEHHOE OKpalllMBaHue), BOCTIANIeHHE, MOKPacHeHHe WIH
CYXOCTb KOXH, h1eGuThi (BoCnaneHne CTeHKH BEHbI), KPOBOM3NHAHHS HIIH OTEK BEHBI.

IMpouwue: acTenus (cmabocTh), ONBILIKA, reHepaIM30BAHHBIE MM JIOKABHBIC Gonu, BKmoyas Oomu B rpyaHOH
KJ1eTKe, HeCBA3aHHbIe ¢ 3a00JIeBAHMAMH CEPALE H JIETKUX.

MHCTpYMEHTaIbHBIE M NabopaTopHble METONEI o6cuieioBanus, KoTophie Oyayr Bam mpoBOmuThCA B pamkax
HACTOSIIEro MCCIENOBAHUA, SBJAIOTCA PYTHHHBIMHA METOJAMH H HE CO3AI0T KaKoi-1ub0 AOTMONHUTEIbHbIH PHCK
114 Bac, 32 MCK/IIOYEHHEM MaJIOBEPOATHOTO, HO BO3MOJKHOTO pHCKa HH(HUUMPOBAHUA BO BpEMA 3abopa KpOBH A4
MCCeNoBaHMs ¥ BBEJEHHH Npenapara. JTOT PHCK MOMET GbiTh HCKIIOYEH KBATU(UIMPOBAHHBIM BBITOTHEHHEM
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npoueaypbl M MPo(ecCHOHANU3MOM COTPYIHUMKOB ~MEMLMHCKOrO  LEHTPa, NPUHAMAIOLINAX ~ ydacTHe B
UCC/ICIOBAHHH.

TMonHoe du3nkanbHOE 00C/IE0BAHNE BKIIIOYAET OLEHKY 0GIIEro COCTOAHMA, OCMOTP KOXKH, BONOC, HOITEH, Ylel,
HOCa, ropNa, OLEHKA COCTOAHMS CepIeuHO-COCYMUCTOM, JBIXATENBHON, KOCTHO-MBILIEYHON, MOUENONOBOii,
HEPBHOM, 3PUTENLHOM, SHAOKPUHHOI CHCTEM OPTaHM3Ma, JKelyI0HHO-KUILIEUHOTO TPAKTa, MEYEHH W NOUEK.
PerucTpauus *U3HEHHO BaXHBIX MOKA3aTENed BKIIOYAET H3MEPEHHUE NyJIbCA, CHCTONIMIECKOTO | JIMACTONHYECKOTO
apTepHaNbHOrO JaBleHHs KpOBH, TemnepaTypel Tenma. Hccnenyemble MoKasaTenu OyayT ompeaensTecas B
MONOYKEHHH CHIIA TIOCIe HAXOMKIEHHS B MOKoe B TeueHue 5 MuHyT. ITynsc GyneT noAcHMTHIBATECA HA MPOTHKCHNH
30 cekyHi. AprepuanbHoe jaBieHHe GyleT M3MEpATbCA MO BO3MOMHOCTH Ha ONHOW H TOH ke pyKe, 10
obwenpuugToil MeTouKke cepTUhULIMPOBAHHKIM TPUOOPOM JUIA M3MEPEHHMA apTEPHAbHOrC AaBlICHHA, KOTOpBI
HCTIONB3YETCA B HCC/IeNIoBaTeNLCkoM LeHTpe. Temneparypa Tesa GyaeT H3MEPATBCA B MOAMBILLIEYHOH oGnacTy.

JIns onpenenesus NIOMWAAH NOBEPXHOCTH Tesa OyAyT H3MepeHbl Bai pocT H Bec.

B3sTHE KPOBH — MYHKLMS BEHBI MOXET COMPOBOMIATLCA IOJOBOKPYKEHUEM W/unu ¢nabocThio, KOTOPEIE, OJHAKO,
GLICTPO MPOXOAAT. MOryT BOSHUKHYTH Jierkue GOeBble OLLYLIEHHS, & TAKKE MOXKET 06pa3oBaThCA CHHAK B 00/1aCTH
BBEJIEHHA WIJIbI MOCJE MPOoUEaypbl B3ATHA KpPOBH. 3HAYUTENEHO pexe B BEHE MOMXKET 06])33033.’1‘]:(.‘.5[ TDOMG U B
PENKHX CyYasX BO3MOXKHO Pa3sBHTHE HHEKIMH.

B xoxe HccnenopaHus Bam GymyT mpoBeneHsl CEAYIOUIHE aHANM3bI KIHHWYECKHI aHaIk3 KpOBH (6 pas),
GHOXMMHUYeCKuH aHanmms kposu (5 pas), ananu3 kpoeu na BHY, rematut B u C (1 pa3). Ha xaxaeiii U3 3THX
ananuzoB norpebyerca 5 mn kposu. Kpome Toro, il OLEHKH MapameTpoB (hapMaKOKMHETHKA HCCNEeIyeMoro
npenapata B onpe/ie/IcHHbIE BpeMeHHbIe To4kn y Bac Gynet cobpaHo 15 06pasioB KPOBH, KaXKIbIH obosemom 10 M.
Takum obpasom, 3a Bee HccreoBaHue y Bac Gyzer coGpaHo okono 215 M1 KpoBH.

VeraHOBKA KyOHMTaIbHbIX (A8 JIOKTEBOH BeHBI) TrenapHHU3MPOBAHHBIX KATETEPOR MOMET COMPOBOXAATHCA
HenpuaTHeIMKM omyueHnsMu. CylecTByeT PHCK OCNOMKHEHMiT Tpy NpOBENECHHH MpOLEIYphl KaTETEpH3aLlHH
JOKTeBOM BeHbl. B MecTe kareTepu3allid MOXET MOABHTBCA reMaTOMa (CHHSAK) M MHOUIBTPALMS (TPHITYXIOCTD).
Ecnu KaTeTep HaXOAWTCS B BEHE IMTENbHOE BPEMA, BOSMONHO obpasoBanie TpomOa B NPOCBETE KaTETEPa,
pocnaneHue BHyTpeHHel obonouku Beusl. Katetep GyIeT yCTaHOBIEH HE Gonee ueM Ha 24 yaca.
nextpokapauorpadus (OKI') — B peKUX cayqasX MOKET NOABHTECA ChIMb HITH pasjpakeHHe Ha KOXKE Ha MecTax
HaHEeCeHus KIeHKoro rens M pasmemenus snektpogos wis IKI'. HexoTopbiM nauMeHTaM-MyK4HHaM, BO3MOXKHO,
GymeT HeoOXOAMMO BLIOPUTH HEGOBIIHE Y4ACTKU BOJIOC Ha IPYAH /Uil NPaBHIBHOTO MPHCOEAMHEHHS HJIEKTPO/IOB
s DKT.

Heu3zsecTHbIE WX HEMPEABHICHHBIC PUCKH

T1OMUMO PHCKOB H JMCKOM(OPTA, NEPEUHCIEHHBIX BBILIC, BOIMOKHO MPOABICHHUE paHee HE 3aperHCTPUPOBAHHBIX
WM HeTUNMYHBIX 3hdexTo. HexenarenbHbie ABICHHA, KOTOPBIE MOTYT NPOABUTECA TIPH MpHMEHEHNH
HCCTIelyeMOTo Npenapara y oAeH, HEBO3MOXKHO NPEABUIETD 3apaHCe. [103TOMY HEJIb3 HCKIIIOUUTE BOSMOMHOCTD
pa3BHTHA CEPHE3HOTO HEMPEABUACHHOTO HEKENATENLHONO ABICHIL. Bam Bpau-HCCIENI0BATEb NPOMH(POPMHUPYET
Bac CBOGBPEMEHHO O JHOOBIX HOBBIX (aKTax HIH H3IMEHEHHAX B HCC/IENOBAHIH, KOTOpbIE MOTYT MOBIUATH Ha Baue
JeNaune MpoJoKUTL yYacTHe B HCCNefoBaHHH. B ciyuae BOSHHKHOBCHHA KaKHX-TH00 HEXeNaTe/bHBIX ABICHHHA
Bam HeoOX0QUMO CBA3ATLCA CO CBOMM BPa4OM-HCCIIE0BATEICM.

Bo3MosKHas 10/1b33, CBA3AHHAS C YYACTHEM B HCCICNO0BAHIH

Ecau Bbl CONACUTECH NPUHATH YYAaCTHE B MCCIICIOBAHHMH, 3TO MOXKET Kak MPHHECTH Bam HenocpeACTBEHHYIO
noJb3y, TaK 1 HeT.

Ha npoTseHUM BCEro HCCIEI0BaHHA Bel OyjeTe Haxo4WTbCs B YCIOBHAX CTallMOHApa moj MpUCTaNbHLIM
HabI0CHMEM COTPYAHHKOB MEAMLIMHCKOTO YUPEKACHHUA, y4acTBYIOIIMX B [IPOBEICHHH HCCIICIOBAHM. Bam GynyT
npoBeleHBl 0GC/IeI0BaHNA H aHalH3k, B pe3ylibTare KOTOPHIX Bu1 cMmozkeTe NMOMY4YHTD noapobHyI0 nHGopMaImio 0
cocrosHuM Baulero 3jaopoesi. Kpome TOTo, 3TO MCCIEN0BAHHE MOMET TIPUHECTH MOJB3Y M APYrHM JIOIAM, T.K.
pesy/ibTaThl MCCIEIOBAHHA NOMOrYT NONy4IUTh BaKHBIC CBEACHHA 00 >(QeKTHBHOCTH H 0Ge30MacHOCTH
HcceayeMoro rnpemnapara.

AnbTepHATHBHBIE BU/IBI IEHECHNA
JUis Toro uToOB MONYYMTE MEIMIMHCKYIO MOMOIIE TO noBoay AaHHoro 3aGonesaHus Bam Heo0s3aTeNEHO

Y4ACTBOBATb B JAHHOM KIHHMUECKOM MCCIENOBAHHH. Bpau-uccienosatens o0cyauT ¢ BaMu Jpyrue AOCTYIHbIC
¢10co6b1 JIeUeHHs U PACCKAXKeT O BO3MOXKHBIX PHCKAX H MOJIB3C.

Yo mpousoiIeT ¢ MOUMH 06pasLamMu kpoBu?

Bamy ofpasisl KpoBH OyAyT HCNOJIB30BATHCA HCKITIOYHTENbHO JUTA KOHTposid Haa 0e30macHOCTBIO Bawero
neuenus. Bamum ofpazuam OyaeT MPHCBOEH TOT k€ KOZOBBIH HOMEp, YTO M APYroi MH(pOpMalKH B pamKax
uccnenosanus. Ilpu B3sTum oOpasuos kposH Bauy obpasubl  GyIyT HEMEJICHHO aHANM3HpOBaThCA B
HCCIIe10BATENBCKOM LISHTPE, 8 Takxke 1adopaTopii . Cpasy nocic aHanu3a Bee oOpasiipl GyAyT yHHUTOKCHBI.
Kak posmeinaercs yiep6, o6yciosneH bl HayUHbIM HccleIoBaHieM?

Eciu B pe3yibTate ydacTvs B JaHHOM KIHHHYECKOM yccieoBaHi Bauemy 310poBbio Oyner HaHECeH yiep6,
Bam GyaeT okazaHa MEJHLHHCKAA MOMOILE, HeoOxomuMad I YCTpaHeHHs TaKkoro Bpena. Bam He HykHO Oyzmer
[UIATUTB 33 TOIYYeHHe TAKOM MEIMUMHCKOH NOMOLIH. Jlannas MHGpOpMALMA HE PacmpoCTpaHACTCA Ha ciydau,
korza TpeGyeTcA JIGYEHHE MO MOBOAY 3aGo/IeBaHus, PA3BMBLIErOCs BO BPEMs JaHHOTO KJIHHH4YECKOTO
HCCTIEIOBAHHA, HO HE CBA3aHHOTO HENOCPEACTBEHHO ¢ BalkM y4acTHEM B 3TOM MCC/IE0BAHHH.

Pacxoel, CES3aHHBIE ¢ YYaCTHEM B UCCIICI0BAHUH
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B03MOMKHO, HTO HEKOTOphIE TepaneRTHUECKHe IPOLeIyphbl, KOTOPRIC Bawm GyayT NPOBOAMTHECA BO BPEMA TaHHOIO
MCCNIEOBAHMS, TIPELYCMOTPEHB! H NPH MPOBELEHHWH CTAHJAPTHOTO JieHEHHA Bamero 3aboneranus. Pacxonpl Ha
BBINOJHEHHE TAKMX CTAHAApTHHIX mpouenyp OyayT onmauuBaThCs Baieli cTpaxoBoil KOMNaHHEH WK B paMKax
rOCYIapCTBEHHBIX MPOrpamMM 3ApaBOOXPAHECHUA.

Jlnsa Bac yyactue B IAHHOM MCCJIE[IOBAHUH ARIACTCA OecniaTHBIM.

Kowmnencanus
Bol He OymeTe MIaTHTL 33 MCCAEAyeMEblil mpenapar, MeJUlMHCKOoS obcnenoBanue, TecThl WM nabopaTopHbie
ofcnenoBaHus, KOTOpEE TPOROJATCS B PAMKAX JAHHOMO HMCCNenoBaHus. Bce pacxofibl, CBA3aHHBIC C Bawmm
npebLIRaHNEM B KJIMHKKE, OYIYT OMIa4yeHbl OPraHu3aTopOM AaHHOTO HCCICA0BAHHA.
(TIpH HeBO3MOKHOCTH ONIATHI HEKOTOPBIX TEPANEBTHYECKHX NPOUEAYP, CBAAHHBIX € HCCACAOBAHHEM,
CTpaxoBoii KOMOAaHMeH HJIH B paMKax TrocyJapcTBEHHBIX IPOTpaMm 3paBOOXpAHEHHA HeO0X0THMO
Npea0CTABHTE MAIHEHTY NOJIHYI0 HH(OPMALHIO 06 3TOM B Texcre HHMOPMHPOBAHHOIO COTJIACHH).
HpH NOANMUCAHUHU JAHHOrQ corjacHs Bbi cTaHOBHTECHE YYACTHHKOM KIUHUYECKOro HCCledOoBaHUA. OnpHako npH
3ToM BBl He TepsieTe HUKAKUX NPaB, NPUHANEKaWUX Bam no 3akoHy.
Jl06poBONBLHOCTD YYACTHSA B HCCIIEI0BAHUM
Baule y4acTHe B HMCCJIEIOBAHUH ABIAETCA MOIHOCTRIO no6poeoneHEIM. Bbl MOXeTe B moboli MOMEHT BBIHTH M3
HCCeIoRaHUA, He OOBSCHSAS NPU 3TOM MPUYMH OTKa3a OT JalbHEMIIEro y4acTds B HCM. Ecau Bbl HE 3aX0TuTe
CTaTh YYACTHHKOM MCCIENOBAHMA MM MPEKPATHTE CBOE yqacTue B HEM, TO Bame pelieHHe He MMOBIHAET Ha
KauecTBO OKa3piBaeMON BaM MENMLMHCKON NOMOIIM B JajibHEHIEM. OnHako B 3ToM ciydae ansa Bamweit
6¢30MacHOCTH PEKOMEHIYeTCS MPEAYNpeaUTE Bpaia-uccie10paTed 0 HAMepeHUHU NPEKPATUTL HCCE0BAHHUE.
HckmoueHue U3 UCCIEI0BaAHUA
Bam Bpau MOXET B JI000Oe BpeM: HCKIHOYHTH Bac W3 HCCIEeNOBaHus, ecid BaM MpOTHBOMOKA3aHO AanbHeiilee
y4acTHe B HeM, M ecliH Bbl He CMOXETE BBITONHATH Kakue-mu6o TpeGoBaHus, NPEABABIACMbIE K Y1aCTHUKAM
UCCNeJOBAHNA.
Kpome TOro, NpoBelEHHe ITOr0 MCCICAO0BAHHA MOMET ObiTh MpeKpaiieHo B 0G0 MOMEHT N0 MEAMLHHCKAM
cOOBpaXKEeHUAM WM MO NPUYMHAM OPraHH3alHOHHOTO XapaKTepa:

eBane HexenaHue MPOA0JKATh YUacTUE B HCC/ICI0BAHNH 110 KaKoii-1b0 NpUYHHE;

eOrcyTcTBHE HeoOXoaHMOro Bamero coTpyIHH4ECTRA C BpauyOM-UCCIIEIOBATENEM,

eHeBo3MOKHOCTB MIIH OTKA3 cliefioraTh TpebGoraHKAM [IPOTOKONA HEC/IE0BAHNA,

oJIpyrie aIMHHUCTPATHBHLIE MPUYMHBI (3a007€BAHNE HCCNea0BaTeN ),

eBo Bcex cliyyaix, He OTOBOPEHHbIX MPOTOKONOM, KOT/Ia Bpay-1ccie10BaTelb CYMTAET, UTO JanbHEHee

Bauie yyacTHe B MCCIeI0OBaHHH HAHOCHT Bam Bpen.

Ecnu Bbl npexparuTe y4acTBOBaTh B HCCIICIOBAHHH PaHbIIC HaMeueHHOro cpoka, Bac Momnpocat Kak MOKHO CKOpee
npoliTH 3aKmounTENbHEIE 00Cne10BaHus. Kpome TOro, Ali OLEHKH COCTOSHHA Bawero 310poBbA MOMET
notpeGoBaTECA OAHO HJIH HECKONBKO OTIONHATENLHBIX TOCEIIEHHI Bpava-uccnefoBare/s il MPOBCACHHA
TIOCIIEAYFOLIErO HabM0ASH .
Ha6moenue 3a MALHEHTaMU, BHIOBIBIIMMMA M3 WCCIEI0BAaHHA MO NMPHYHHAM, He CBA3AHHBIM ¢ MEIHMLHUHCKAMH
aCreKTaMM, NPOBOIMTECS He Oy/eT.
KoH@uaeHUHaNbHOCTD
KondunenumansHocTs uHpopmarmy o Bac Oynet 3aulHieHa JeliCTRYIOMUMHU 3aKOHAMH i HOPMATUBHBIMH aKTAMH.
Cornacio @enepansHomy 3akoHy Ne 149 ot 27.07.2006 «O6 unpopmaiyy, HHYOPMALHUOHHBIX TEXHOJIOTHAX H O
samute HHGopManuu» H PeneparbHOMY 3aKOHY Ne 152 ot 27.07.2006 «O rnepcoHalbHEIX JaHHEIX» Bl nMeeTe
npapo Ha KOH(MICHUMATBHOCTb, M BCE NAHHBIC, cobHpaeMble B PaMKax NaHHOrO HCCIENOBAHHA, AOIKHEI
XpaHHTLCA B TaliHe B Mpejeniax, MpelyCMOTPEHHbIX 3aKOHOM. Bamwa gamMuIns U Apyrue NepcoHabHbie TaHHbIC HE
GyayT yKasniBaTbcA B MyO/NHKALMAX, CBA3AHHBIX C STHM dccnenopanuem. HermocpeacTsenHsiii goctyn k Bawei
MeIMIMHCKO! TOKyMEHTauuH Oyaer UMETk KOOPAMHATOpP M ayIMTOPLL, @ TaKKe MPeACTABUTENH Opranuzaropa
OpraHOB TOCYJApCTBEHHOrO KOHTPONA € LEMbIO MPOBEPKH [OJUTMHHOCTH WH(OPMALMK, TOTYIeHHOH B XO1e
yccaenopannd. Bel umeeTe Npapo MOMYHHThb uH(OPMALMIO O pe3y/bTaTax BCeX naGopaToOpHBIX HCCEA0BaHHH

GHONOrMYecKUX 00pa3IoB, CIaHHBIX Bamu.
OpraHu3aTop H €ro MpeCTaBUTENN HE GyayT pasrnamate MHGOPMALMIO O COCTOAHHH Bauiero 310pOBbi

CTPaxoBbIM KOMMAHMAM, 38 HCKIIOUCHHEM cmy4aes, koraa 3TO Tpebyercs MO 3aKOHY, WM €CIH Bul He
TMpeNocTaBUTe Ha 3TO OTAE/NbHOE COracHe B nucbMeHHOM BHze. JIaHHBIE MCCIENOBaHHA, KOTOpBIC Bpat-
HCCneaoBaTe/b HCCJIEA0BATENBCKOIO LIEHTpa 6y11eT HCIIOJNIb30BaTE B XOUAC HccleaoBpaHua, H nepenasaThb
OpraHu3aTopy M €ro MpeACTaBUTEIAM, HE GymyT BKIIOUaTH HU Baiero UMEHH, HH ajipeca, HH KaKo#-mubo HHO
uH(GOPMALMHK, KOTOpas HAMpAMYIO CMOMKET uneHTHUIMpOBaTh Bally THYHOCTE.

Mocne noxmucanus MugopMHPOBAHHOrO THCTKA NaLUCHTA U dopmbl HHGOPMHPOBAHHOTO COTIACHS HA y4acTue B
HCCENOBaHUM Bpau-HCCieJ0BaTe/lb NPHCBOHT BaiMm aHHBIM KO, & Takke OyleT HCIONb30BATh Bamwu
uHHwans.,  MpaentudyxaunonHeiii ko GyneT ykazaH Ha TuTybHON cTpannie WHopMalMOHHOrO JMCTKA
nauuedTta. HekoTopbie JaHHBIE, MPEIOCTABIACMbIC Opranusaropy, MOTYT COAeparh uHdopMauuo, KoTopasd
MOxKeT OBITh MCTIONb30BaHA IS uaeHTiduKauuu Bawei THYHOCTH (sanpumep, aata Baiero poxpenus). Ecmm y
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Bac  BO3ZHHUKHYT  BOINPOCHL,  KacaloLIHECH KOHKpETHOH ~ MH(pOpMaluH, KOTopas Oymer  mepenaHa,
NPOKOHCYMETUPYHTECH, MOMNaylicTa, ¢ BpauOM-HCCIEN0BATEIEM.
V Bac ecTb mpaBo NpOCMaTpuBaTh M KOMMpOBaTh Bally JHYHYI0 MEAHUMHCIYIO undopMalHIo, KOTOpas UMEET
OTHOWIEHME K OTOMY HCCNEJOBAHWIO, 9Ta HMH(pOpPMAlMi XpaHuTea Y Bpaya-UCCNeAOBATEN MU B
HCCIIEIOBATENBCKOM LieHTpe. OnHako, [Uisl ofecrneueHus LEeNOCTHOCTH JaHHBIX, TaKkas BOIMOXKHOCTE MoxeT ObITh
BaM npeaocTap/ieHa YaCTHYHO WK NOJIHOCTBIO TIOCIIE 3BEPUICHUS HCCIEI0BAHHA.
BLi MOXETe OTO3BaTh CBOE COrNIacHe Ha MCToJib3oBanne Baueli nuiHOH uHGOpMaLyK B moBboit MOMEHT, YBEIOMUB
o6 3TOM Bpada-ucclefoBaTeNs [HCHMEHHO. B oTOM  ciydae, Bpau-uCCieiOBaTeN, MM nepcoHan
HCCIIEIOBATEILCKOro LieHTpa Gonee He OymyT HCMONB30BATE MM pasriamarhk Bamy NHYHYI0O MEIMLMHCKYIO
MHQOPMALIMIO, CBA3AHHYIO C OTHM MHCCIIEJOBAHHEM, €CIH TOJMBKO I3TOTO HE notpedyerca s COXpaHeHHs
LENOCTHOCTH pGBYHI:TaTOE HCCIICOIOBAaHUA. HaHHbIe, MONYyUYECHHBIE B X0j€e UCCIeIOBaHud 10 Baiuero orkasa, MOIryT
GbITh MCTIONB30BaHE OpPraHW3aTopoOM M €ro MpeicTapuTensMd. B ciyyae OT3biBa Bamero corjacusi Ha
ucnonb3osanue WHpopMauuKM Bel janee He cMoXeTe MPHHUMATL YYacTHE B HCCNENOBAHMM, HO KaKux-nnubo
CaHKLMI WM HeGNaronpUATHLIX MOCIEACTBHI A1 Bac 3710 He noBne4er.
Yro Opraﬁnsa'mp 6!&3’!‘ Jenarth ¢ JaHHLIMH, MONYYEHHbIMH B 3TOM HCCHGQOB&HHH?
OpraHizaTop HMEET NpaBo:
OXPAHWTL M AHATH3UPOBATH NOJYUEHHbIE CBEJCHUA C MOMOLLBIO KOMIBKOTEPA, AU JIOCTIDKEHUS LIeneH
HACTOALIEr0 UCCIIEOBAHMNA,
ecoobWwars 5TH JaHHbie OQUUMATLHBIM  OPraHaM, OCYMIECTB/SIOUIHM  PEruCTpalluio  HOBBIX
NeKApCTBEHHBIX TMpENaparoB, HIM TPYMnaM, OCYLIECTBIAOLNM MNPOBEPKY Ha HpeaMeT HaLIeKallero
MpOBEAEHHA HCCIIEA0BAHNS;
ecoobwaTh 5Ty MH(POPMALMIO JPYTHM KOMIAHHAM WM YHHBEPCHTETaM C Leaplo  JanbHedimedi
pa3paloTKy H3Y4aeMoro npenapara HiM Apyrux npenaparos;
®LCMONL30BaTh  PE3yJIbTaThl b £} NIaHHPOBAHUA OpYTrHX pccnefoBaHuil € LEebIo
pa3paGoTKH U3YuaeMoro mpenapara;
#CO0BIIATH BCE CBENEHHS, MOMYHEHHbIe B XOJ€ UCCIIe0BaHHs, NpYriM COTPYIHHKaM OpraHuzaTopa B
JAHHO} CTpaHe W B JPYrHX CTpaHaX 1O BCEMY MHUDY. Ecau undopmaums Gyaer oTocnaHa B M00YI0 APYryro
crpany mupa, Oprasusarop GyieT MPUMEHATE TOT XKe YPOBEHb 3allAThI Baieii HHOpMALKH, B TOH CTEMEHH,
B KOTOPOIi 3T0 Gy/IYT [O3BOJIATE 3aKOHBI JAHHON CTPAHBI.
OpranmzaTop sBIfeTCS BilajeNbleM MONYYEHHBIX pE3YJIbTaToB WccnenoBanua. OpraHusaTop [UIaHHpYeT
MCTIONB30BaTh TONYYEHHBIE Pe3y/IbTaThl M MOXET MomydaTh COOTBETCTBYIOIME MAaTEHTHl WU 33aHHMATHCA
npogaxaMH JeKapCTBEHHOro Tpenapara B GyoylieM WM Mony4aTh NHOOYIO APYTYK BBITOLY KaK pesynbTar
npoBeJieHHd JA@HHOTO MCCIE0BaHHsA, TpH 3TOM Bei He NOJYYHTE HHUKAaKoi BBITOIbI BCIENCTBHE 31O
JEATENEHOCTH.
KoHTakThl Ans AanbHeiei nHpopmalnm
HcenenoraTels W/WIK HCCNeN0BaTeIbCKHA NepcoHan OTBETAT Ha BCO Bawu Bonpockl 06 3ToM HccnenosaHiu. Eciu
Bam Gyger HeoGXOAMMO COOOWIHTE O KAKHX-THOO0 WM3MEHEeHUsX B TMpHEME JIEKApCTBCHHBIX CPEACTB, O
HeBMaronpUATHBIX I8 310pOBbA ABJCHHAX, HJIH 06 ywepGe, WM €CIH BO BpEMA y4acTHd B 3TOM HCCIeJ0BAHHH
BaM noTpe6yeTcs HEOT/IOKHAs MEULIMHCKas MOMOLIb, BaM clexyeT cBa3aTbCs ¢ Balunm BpauoM-HCC/IC10BATENCM:
@.1.0. uccnenopaTens:
Ten. uccneaoBaTens:
wuam B KoMuter mo DTHKE MEJUIHCKOTO Y4pekKACHHA
Anpec: 197758, Caukr-Ilerepbypr, 1. TMecounbiii, yi. JleHHHrpazckas, Aom 68.
+ [lpencenarens K3: CemeHoBa AHHA WropesHa, Tei.: (812) 439 95 55;
E-mail: mirannia@yandex.ru
« 3amecturens npencenarens K3: Kynesa Cpetiana AnekcanapoBHa, Ten.: (812) 439 95 55;

E-mail: kulevadoc@yandex.ru
« Cexperapb KJ: Pasanckas Cperana CepreesHa, Ten.: (812) 439 95 55 (3303);

E-mail: EC@GCP.center

OpraHHu3aTop HCCICAOBAHMA:

®ejepabHOE rOCY1apCTBEHHOE OIOMKETHOS yHPEH/ICHHE «HaunoHaIbHBIH MeHIMHCKHI HCCNIENOBATENBCKHH
ueHTp onkonoruy uM. H.H. ITerposa» MMUHHCTEPCTRA 31PABOOXPAHEHHS Poccuiickoii ®enepauun. 197758, CaHkr-
Terep6ypr, noc. Ilecounsli, yi1. JIeHUHrpaackas, A0M 68

Tenegon:

Kyparop uccnegopanus: ®HO, TenedoH.
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[IUCHMEHHA 8 ®OPMA WH®OPMUPOBAHHOI'O COTTACHA NNATTHEHTA

HHauBuayansHeiil uaeHTHGUKALMOHHBIH KOA:

A J106pOBONIEHO COriaianch y4acTBOBATh B JIaHHOM KIIHHMYECKOM
HCC/ICIOBAHUH: « ».

Sl BHMMaTensHO npounTtan(a) AAHHBIA JOKYMEHT W ToHsAn(a) ero coaepxkaHde. Mue npeiocTaBMIIH
noapoGHble OOBACHEHHMA, Kacalomuecs HHOOPMALKH, H3I0KEHHOH B JaHHOM jokymente. Mue Obina
NMPeOCTaBNeHa BO3MOKHOCTE 3a1aTh BOMPOCH! 00 3TOM MCCIENOBAHHH, H A MONYYM(a) HA HHX HCYEPIBIBAIOLING
oTBeThl. MHe TaKike coo0UIMIM, K KOMY cieayeT o0pallaTbes, €Cli y MEHs NOABATCA AOMOJHUTENbHBIE BOMPOCHI.
Bes uHdopManus o6 HCCIenoBaHKH, BKIIOUAS BCE MOSCHEHHS W OTBEThl HA BOMPOCEHL, Oblla M3J10%eHa MOHATHBIM
sl MEHS AASBIKOM. A MMOHUMAK, YTO A MOr'y OTKaszaTbCA OT y4acTHd B JaHHOM KJIMHUYECKOM HCC/I€IOBAHUH HITHA
BBIIUTH M3 MCCIea0BaHHus B M000H MoMeHT 6e3 yKazaHUs KOHKPETHOH NMPUYHHBI, H YTO MOE pellieHHE HE MOBIHACT
HA KayecTBO OKa3bIBAEMOH MHe MeIWIMHCKON momomu. f 3Hawo, 4To A He MOTY MPMHMMATh Y4acTHE B APYroM
KIHHUYECKOM MCCIIEOBAaHHMH BO BPEMs YYacTus B JaHHOM KIMHHYECKOM HCC/IeIOBAHHH.

Sl paspemaio npu HEOOXOMUMOCTH MPOHHPOPMHUPOBATE MOETO Jieuallero (y4acTKOBOrO) Bpaua o TOM, 4TO 4
YYacTBYI0 B JAHHOM KIMHMYECKOM HCC/ENOBaHMH. S NMPENOCTaBNA MpaBo J0CTyna K Moell MelMUMHCKOH
JOKYMEHTAlMH COTPYAHMKAM W TPEACTABMTENAM KOMMNAHWM, (UHAHCHDYIOMIEH MCCIE10BaHUE, IKCMEpTaM
MuHucTepcTBa 31paBooxpaneHna Poccuiickoi Peepalii H ApyrHX OpraHoB 3[paBOOXpaHeHH:, a Talke HieHaMm
Cosera no stuke. [lognuceipas W JaTMpys AaHHbIA JOKYMEHT, fi HE OTKA3biBalOCk OT CBOMX 33aKOHHBIX MpaB,
KOTOPBIE MHE TPHHAIEKAT HE3ABUCHMO OT TOrO, SBJAKCH 5 YUACTHUKOM KIMHMYCCKOrO HCCIEIOBaHHA HIH HET.
[oanuchiBas JAHHBIA JOKYMEHT, i TakKe 00A3YIOCH BBINOJHATL BCE NMPEANMCAHHA, yKa3aHHA M PCKOMEHAaLHH
Bpava-HCcC/IeA0BaTeNs, coobare eMy BCiO HeoGXoaumyro HHpOpMaLMIo 06 M3MEHEHWH MOEro caMOuYyBCTBHS,
NOSB/JCHHM HOBBIX Kano0 M CHMIITOMOB, 06 OOpAlIEHHSX 33 MEAMLUMHCKON TOMOMIBIO, O MpHEME KaKHX-THGO
NIEKapCTBEHHBIX TIPENapaToB, KOTOPbIE HE HCTONBb30BATHCh MHOIO paHee.

A nonyunn(-a) NOAMMCAHHBI W JAaTMpOBaHHBIA SKk3eMmIAp HHPOPMAUMOHHOrO JIHCTKA C topmoi
uH(pOPMHUPOBAHHOrO corjacus Ha cTp.

A nonyuun(a) NOANKMCAHHBIN K ZaTHPOBaHHBIH k3emIAp HHQOPMAUHOHHOTO JIMCTKA NALMEHTA.

[Toanucek manueHTa:

Hara (na/MM/TTIT):

Bpewms (B 24-9acoBoM (opmare):
damunns, umsl, OTIECTBO
manuenTa (meyaTHsIME GyKBaMu):

A, Hwienoamucapwmics (cs), NOATBEPHNKAAIO, 4YTO MALHEHTY (ero 3aKOHHOMY MpEACTABHTENO),
[OAMUCABLIEMY IaHHBIN JNOKYMEHT, GbUIO MPEIOCTABJICHO noapoGHOe OOBACHEHHE BCEX acleKTOB MPOBEICHHA
MCC/IeOBAHNA, M YTO MamMeHT (ero 3aKoHHBI MpeJCTaBHTENb) MOHMMAET, B HEM 3aAKIKOHACTCA JaHHOE

HcclIeoBaHue, a TAKKEe PUCK U TTOJIB3Y, CBA3AHHBIE ¢ €r0 Y4acTHEM B JAHHOM KITHHHYECKOM HCCNCA0BAHHH.

IToanuces Bpaga-uCCIe0BaTEN:

Jlata (u1/MM/TTIT):

Bpewms (B 24-4acoBoM (hopmare):

damMums, BMs, OTUECTBO Bpada-
ycenenoBarens (II€YaTHEIMHA OYKBaMu):

1 3K3eMIIsp — AUTA MauuenTa, 1 3K3eMIAp — s MeIMLUHCKOM JOKYMEHTALHH

Crpanuua 19 u3 19



