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1. Iems - ONMCHIBAET MEXaHH3M OINpEENCHHS COOTBETCTBHS IUTAHHUPYEMOM HAYHHO-
HCCIICIOBATENLCKON pabOThl, YCTAHOBIEHHBIM 3JTHYECKHM TpeOOBAHHSAM C BBIHECEHHEM
pemenus KO.

2. O6nacTh TMpHEMEHEHHMs — SKCIEPTH3Aa MPOEKTOB JMCCEPTAIMOHHEIX M HHHIHATHBHBIX
HCCIIE/IOBAHAM, TEMATHKa KOTOPBIX CBA3aHA C TPOBEJCHHEM OHOMEIMIMHCKUX MCCIIEIOBAHMIL.
IIpuMeHNMO 110 OTHOLIEHHIO K aCIIHPAHTaM H COUCKATENAM CTENEHH KaHIUaTa H I0KTOpa Hayk,
UCIIOJIHUTEAM MHHUIHATHBHBIX HCCIIEJOBAHUA MO TEMaTHKE, YTBEP)KICHHON aJMUHHCTpAIHEH
OI'BY «HMHMII omkonoruu uM. H.H. IlerpoBa» Munsapasa Poccus, H NpH BBIIOJHEHHH
IPaHTOBBLIX HCCICAOBAHMH 10 3aceaaHus MpoOJIeMHON KOMHCCHH, Ha KOTOPOM paccMaTpuBacTCs
aKTyaIBHOCTh IUIAHHPYEMOI'O HCCICIOBAHHS, MM JI0 Hayala BKIIOYEHHS MANUEHTOB H/HIIA
NPOBEACHHMS IKCIIEPUMEHTANBHBIX paboT Ha GMOTOrMYECKUX MOJIENSIX TI000T0 YPORHS.

2. OrBercTBeHHOCTD - KoHcyneTanTsl, wiensl KD, nomkaocTHbe mHa KD.

3. Ilaan-rpaduxk:

N | Bug gearensnoctr ' OTBETCTBEHHOCTH
1 ITpuem 3asBoK Cexkperaps KD
2 JKcnepTH3a 3a9BoK 710 3aceqanus KD Aomwroctasie mua K9, wiers KI,
KoHcynpTaHThI

3 DKcnepTH3a 3asgBoK Ha 3acenannn KD HomxHocrheie jmua KO, nems K3,
KoHCybTaHTHI, pUTJIANIEHHEIE JTAA.
JomxHocTHEIE Ha KD 1 yieHs KD

4 T'onocoranue He UMeroIHe KOHGIIMKTA

HHTEPECOB
3 Ilocne ronocosanus Cexkperaps K3, IIpencenarens KD

3.1. Ilpuem 3asBOK:
B 06sA3aHHOCTH CeKpeTapsa BXOHT:

* NIEPBHYHOE O3HAKOMIICHHE C JOKYMEHTAIUEH IIPH IIPHEME 3aABKH OT 3asBHTEII;

* TIPOBEPKA COOTBETCTBHSA TPEACTABICHHEIX A0KyMeHTOB TpeboBanusM KD u @opmam COII-
007-01, COII-007-02, COIT-007-03 u COII-007-04;

* PETHCTpAIHs 3aiBKH;

* pasMeEIICHHE JJOKYMEHTOB B 3aKpBITOM CHCTEME A0CTyINa A wieHoB KO,

« uHpopMupoBaHue wieHoB KD o0 monyyeHHO# 3asBKe;

* XpaHEHHE JOKYMEHTAllHH;

s mpeacTaBicHHE 3asBKM [Ipeicejarenio Ui BKJIIOYCHHS B IOBECTKY TEKYIUETO HIIH
crnexyromero 3aceaanus KO;

» [IpHUIJAlIeHHE HA 3aceaHue BCEX 3aMHTEPECOBAHHAIX JIHIL.

3.2. JxcnepTH3a 3asBOK 10 3acegaHust KO
B ob6s3anrocTH momkHOCTHEIX JuIl KD, uienos KD, KoHcy/IbTaHTOB BXOIHUT:

« coOIIOIeHHe corJlalleHus 0 KoHpuAeHIHansHocTH/KoHpukTe unTepecos (COIT-KD-002);

 O3HAKOMJIEHHE ¢ HH(OpManueil 1o 3asBKe;

* B pe3yJbTare 03HaKOMJICHHS ¢ HH(opManueil nomkHocTHbIC una KO 1 wiensl KO T0DKHBL

« yOEaUTHCA B TOM, UTO IpEACTaBIEHHAs HHPOPMAIHs, JOCTaTOYHA /IS TOro, YTOOBI BEICKA3aTh
000CHOBAaHHOE CYXKIEHHE O COOTHOIIEHHHM MEXIYy PHCKOM M IOJb30H, BO3HHKAIOIIMMH IPH
IIPOBE/ICHUU UCCIIEIOBAHNUS,

* OLIEHUTH HEOOXOIUMOCTE MPUBJICIeHNI KOHKpeTHOro KoHCynbTaHTa i IpUIITalIeHHbIX JINIL;

» [Ipeacenarens KD nasnauaer Koncynpranta cornacno COIT-K9-003.
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3.2.1. UnunuaTHBHbIE HCC/Ie0BAHAS (AUCCEPTAUHOHHBIE padoThi):

Hasnavennsriit Unen K3/KOHCYI5TaHT TOMOMHUTENBHO MOKET IPOBEPSTE:
3adBKY Ha IPOBEJCHAE STHYECKON HKCIEPTHU3EL, MOINHMCAHHYIO PYKOBOIUTEIEM CTPYKTYPHOTO
TOZIpasAeaeHus, B KOTOPOM OyIeT BBIIONHATCS JUCCEPTAMOHHAS PaboTa;
CHEeNHATBHOCTD, 110 KOTOPO#l IIAaHUPYETCS 3alHTa;
AHHOTAIMIO TUCCEPTAIIMOHHOH paboThI;
YTBEPXK/IEHUE TeMEI Ha 3acefianuu YueHoro CoBeTa (KCepOKONHS BBITHCKH);
HPOTOKOJI IITAHUPYEMOTO HCCIIEI0BAHMS;
KpaTKyl0 aHHOTAUMIO Ha HCIOJIb3YEMbIE JICKADCTBEHHBIE IIPENapaTsl, OPUTHHAIBHEIC
METOJHMKH U HX aBTOPCKHE MOTU(DHKAIIMH;
IIOJNMCAaHHbBIE W JAaTHPOBAHHBIE IPO(ECCHOHATBHBIE aBTOOMOrpadHH MCCIIENOBATENSd H €ro
Hay4HOTO PYKOBOJHTEs (€H) (111 JOKTOPAaHTOB — HAYYHOTO KOHCYJIbTAaHTa (OB)) C YKa3aHHEM
KOHTAKTHBIX TelTe()OHOB;
MH(OPMAIMIO JUTS MalHeHTa (HH(MOPMAIMOHHEIA THCTOK) M (OPMEI HH(POPMHPOBAHHOIO
Coriacus TalMeHTa, €ClM INpelfyCMOTpeH Habop JeTedl, JHMIl C OrpaHHYEHHOMH
AeecoCOOHOCTERIO — TO HHGOPMAIIHH I CAMHUX NALHEHTOB | MX OMEKYHOB/POIHTEICH;
TEXHUYECKOE 33/IaHU€e HA BBITIOJIHEHHE HayYHO-HCCIIEA0BATENBCKOM paboTeL;
KaJleHJapHBIH IUIaH;
CMETY pacxo/I0B Ha BEIIOJIHEHHE HAyIHO-HCCIIEI0BATEIbCKHX paboT;
COOTBETCTBHE pabOThI ¢ GHOIOTHYECKOM MOJIENBIO ITHYECKUM TPEOOBAHUIM.

3.2.2. UnuuuaTHBHbIE HCCTeA0BaHUS (He AHCCEPTANHOHHBIE PaboThI):

Haznagennsnit Yien KD/KoHCy I5TaHT JOMOMHUTEIBHO MOKET IIPOBEPATE:
3asBKY Ha MPOBEICHHUE STHYECKOH IKCIIEPTHU3BI, NOANUCAHHYIO PYKOBOJHTEIEM CTPYKTYPHOIO
HOJpa3IeICHHUs, B KOTOPOM Oy/eT BBINOIHATHCA HHUIHATHBHOE UCCIICOBAHHE;
ogobpenne aamunHcTpaimeir ®I'BY «HMUI] onkonorun um. H.H. IletpoBa» Munsapasa
Poccun nporeieHAsS HHAIMATHBHOTO HCCIIEI0BAHHS,
IIPOTOKOJI IUTAHUPYEMOTO UCCIIEOBAHMS;
KpaTKyl0 aHHOTAl[HI0 Ha HCIOJb3yeMBbIE JIEKAPCTBEHHBIE TIIpenaparbl, OpPHUTHHAIBLHEIC
METOJMKH M UX aBTOPCKHE MOAU(DHKAIIIH;
HOANUCAHHYIO ¥ JaTUPOBAHHYIO MPO(ECCHOHATBHYIO aBTOOHOrpadHi0 HCCIeI0BaTeNs;
HHQOpPMALHIO IS nanueHTa (MH(GOPMAIMOHHEIM 1THCTOK) M (GopMmbl HHOOPMUPOBAHHOIO
cornacus TMalMeHTa, €cClId IpeAyCMOTpeH Habop Jered, JWI ¢ OrpaHAYEHHOMH
JIeeCTIOCOOHOCTBIO — TO HH()OPMAIMH IS CAMHX ITAIIMEHTOB M HX ONEKYHOB/POIUTENCH;
TEXHHYECKOE 3aJaHUE HA BEITIOIIHEHHUE HaquO-HCCJ'IeIIOBaTeJILCKOﬁ paﬁo’rm;
KaJICHAAPHBIH 1J1aH;
CMETY pacXo/I0B Ha BBINOJIHCHUE HAYYHO-HCCIIEJ0BATEIbCKUX paboT;
COOTBETCTBHE pabOTEI ¢ OHOJOTHYECKOH MOJECTRI0 JITHYECKHM TpeboBaHUAM (eciu

IPUMEHHMO).

3.3. JkcnepTHia 3asBOK Ha 3aceqannu K9

B cdepy orBercTBenHOCTH HoipkHOCTHEIX jur KD, wienos KD, Koncynsrantos u KD Bxonut:
HOJMICAaHNe M ClIeOBAaHHE COTVIANICHHIO O KOH(HICHIHATbHOCTH/KOH(QIUKTE HHTEPECOB
(COII-K2-002);

CBOEBPEMEHHOE 03HAKOMJIEHHE C TIOBECTKOM 3ace/laHus U C IPEeJOCTABICHHBIMH 3asBUTEIAMH
JIOKYMEHTaMH I10 HCCIIEI0BAHHUIO;

cBoeBpemeHHas noaroroska Koncymsranta/Unena KO k noxnany Ha 3acenanun KD cormacno
COII-KD-003;

COrVIACHO TIOBECTKE 3aceljaHus HIM pacnopsikeHus Ilpeacenarens KD  mpoBoauTes

o0cCyIK/IeHHE 3asBKH;
B Havase oOcyxaenns nokiaasiaet Koncynprant/UYnen K9;
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+ KoHcynbTant, nmpoBoauBIIMIT OKCHEPTH3Y, AOKIANbIBAET JMYHO, €CIH KOHCYJIBTAHT He
IIPUCYTCTBYET, PE3YJIbTATHI SKCIIEPTU3HI JIOKIAIBIBAIOT JOKHOCTHBIE jnia KD.

* Pe3yJbTaTBl JKCIEPTU3bI MOTYT OBITh TlepefaHbl B JIH00OH ymoOHOM (opMe H JOMKHEI
coorBeTcTBOBaTh COIT-KD-003;

* BCE HAy4YHO-HCCIIEN0BATE/ILCKHE PA0OTHI JOKHEI OTBEYATh MEXIYHAPOJHBIM M POCCHHCKHM
TpeOOBaHHAM STHYHOCTH H IpENIarath NPHEMIIEMBIH Tpoduis Ge30macHoCTH A cyOheKTa
HCCIIeIOBAHMNS;

* IPH PACCMOTPEHHH Hay4YHO-HcclenoBarensckux pabor KD momken obpamars ocoboe
BHHMAaHHE:

1. 1o6poBonbEHOMY HH(MOPMUPOBAHHOMY COTJIACHIO CYOBEKTA UCCIIEA0BAHMS;

2. HayyHOH COCTaBIfIONICH IUIAaHUPYeMO paboTel (MOATBEPKICHHOM DKCIEPTOM B
COOTBETCTBYIOIIEH obOnmacTd WA pemieHneM aaMuHucTpaimua OIBY  «HMHI]
onkonorun uM. H.H. [lerposa» Munsnpasa Poccun);

3. 3ammTe MepCOHANBHBIX JAHHBIX MAHEHTOB-YYACTHHKOB HCCIIEIOBAHMUS,

4. KpuTepUsM BKIIOYEHHUS U UCKIIOUEHHS CYOBEKTOB B HCCIIEIOBAHHUE;

S. Mertomam cratHCTHYECKOil 00paOOTKH MaTepuaia H IUIaHy MyOJHKalHii B HAyYHBIX
W3JIaHMSIX.

* TIPU OLIEHKE MPOEKTOB 3THUECKHH KOMHTET JOIKEH 4eTKO AU epeHnnpoBaTh:

1. HEMHTEPBEHUHMOHHBIC U HHTEPBEHIIMOHHBIE HCCIIEIOBAHUS;

2. KIMHHYECKHE MCCIEIOBaHUSA U UX (a3l

3. npoexTsl, cioHcHpyembie hupmamu-nipoussogutesamu wid ®I'bY «HMHUIL onxonoruu

um. H.H. Ilerposa» Munzapasa Poccuu, HX COOTBETCTBHE IpaBHIaM STHYHOTO
MapKeTUHIA.

[Tocne  pacCMOTpeHHs  TNpPEICTABICHHBIX  JOKYMEHTOB, Jokiaga KoHCyibTaHTa,
NPHUTIAIIEHHBIX JIHL, OOCYXIeHHs H IOJyYeHHs OTBETOB Ha BCE BO3HHKIIHE BOmpockl K3

nepeXoauT K roloCOBaHHIO.

3.4. 'onocoBanue

o ['onocoBanme OCYIIECTBIAETCA TOJBKO HE3aBHCHMBIMH OT HCCJIEOBaTelli M CIOHCOPOB
uccnenopanus wieHamu KO.

« K ronocoBanmio momyckarorcs pomkHocTHble ymmma KO um winensl KO 0Ges xondukra
HHTEPECOB.

« MHeHHE BHEIUIHErO KOHCYJIBT&HT& ABIACTCA COBCINATCIBHBIM, CaM BHENIHHH KOHCYJ'IBTaHT B
roJIOCOBAaHUH HE y4acTBYeT.

« Ilepen ronocosanrem KD MoxeT MOIPOCHTH MOKHHYTH 3ai 3acenanus KD KoHcyrbTaHTOB H
NPUIJIANICHHEBIX JIUII.

s IIpoBOAMTCS OTKPEITOE FOIOCOBAHHUE.,

» Pemenue npunuMaeTcst GONBIIHHCTBOM IOJIOCOB.

« B cmydae paBeHcTBa TOJIOCOB TIPUHHMAETCA pEINCHHE, 3a KOTOpPOE IPOroJiocoBail
IMpencenatens KO,

« B ToM ciy4ae, eciu IpU rojJ0COBAHMHM OBLIM IMOJIy4€HbI Pa3sIHYHBIC MHCHHA, OHHM JOJDKHBI
OBITH 3a()UKCUPOBAHEI B IPOTOKOJIE.

IIyTem ronocosanus KD nmpuHrMaeT 0HO U3 CIEIYIOMMX PEIICHAN:

1. 0106pHTE pOBEICHIE HCCTIeI0BaHUs Oe3 3aMeYaHui;

2. 07100pHUTh TIPOBEJCHUE HCCIIEJIOBAHUS IOCHTE YCTPAHEHHA 3amMe4aHuii 06e3 IMOBTOPHOIO
pacCMOTpEHHs TIIpH YCIOBHH OTBETOB Ha MOCTaBJICHHBIC BOIPOCBI H BHCCCHHA
PeKOMEHyeMbIX M3MEHEHHH H/W/IM JOIOJHEHUH B pabodyeM mopsake. B aToM ciydae
M3MEHEHHbIE JOKYMEHTE W/HIM JONOJHEHHBIE JOKYMEHTBI IOIDKHEI OBITH 0100 peHbI

pencenaTeNeM WM 3aMecTHTeNeM npeaceaarens K9,
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3. NoBTOPHO paccMmoTpeTh Ha 3acenanuu KO mocne BHECEHHS H3MEHEHHMH B MPOLEAYPHl U
Marepuaibl uccaeaopanus. IIpu srom KD uetko hopMmymupyer Bce BO3HHKIINE BOIPOCHI
U [IPETEH3HHU;

4. He pa3pelIHTh NPOBEACHNE HCCIENOBaHuUs (¢ yKa3aHHEM MPHYHH OTKa3a).

3.5. Ilocaie rotocoBanus:

« wied KD, Hecornacusli ¢ MHeHHeM OONBIIMHCTBA BIPABE H3/I0XKHTh B IHCHMEHHON (opme
CBOE 0coD0e MHEHME, KOTOpPOE 0ToOpaXKaeTcs B MpoTOKoJIe 3acenanus KJ;

* CIIH BBIHECEHO IIOJIOKHTEIBHOE pelleHHe (Kaxkoe-mubo omoOpeHue), To K2 ykaswiBaert, ¢
KaKkoi 4acToTol OyIeT NMpOBOAMTHCS TEKyIIas JKCIEpTH3a MO JaHHOMY HCCJIEJOBAHHIO H
IIPOBEPKH BBINOJHEHHUS HCCIIE0BATEIeM 003aTeIbCTB Ha MPOTHIKEHUHN BCETrO HCCIIeIOBAHMS;

* €CIIH BBEIHECEHO PEIIEHHE 0/I00pPHTh MPOBEIEHUE UCCIIEIOBAHHS TTOCIIE YCTPAHEHHUS 3aMeYaHH i
0e3 MOBTOPHOrO PacCMOTPEHHS, CEKPETaph OMOBEIIACT 3asSBHTENIS B IHCHMEHHOU (opMme 1o
NOBOly KOHKPETHBIX 3aMedaHuii ¢ mpock0oi HX ycTpaHeHHs (HampuMep, NpeIOCTaBUTH
paspeleHre aAMUHUCTPALH Y UpexICHNS Ha IPOBEICHHE HCCIICI0BAHHUS);

» ccm KD 1porosiocoBan 3a BHECEHHE IIONPAaBOK B JHOO0H M3 JOKYMEHTOB, CEKpPETaph
OTIOBEIaeT 3aBUTENSA B MACBEMEHHOM (opMe 10 MOBOY KOHKPETHBIX H3MEHEHHH ¢ poch0oit
BHECTH TIOTIPABKH M MMOBTOPHO MPEICTABUTE JOKYMeHTHI B KD.

ITo pesynsraTam oOCYXIEHHS B XO0Ie OTHYeCKOH skcmeptussl KD  moxer
chopMyIHpOBATh BOIPOCH! K 3asABUTEIIO H PEKOMEHJalMH. PeKOMEHIallui JOILKHEI OIHAPATHCS
Ha mojoxeHus XenbcHHKCKOM ncknaparmu, GCP um JIeHCTBYIOIMX HOPMAaTHBHBIX aKTOB.
Bonpockl W peKOMEHJAlMH JODKHBI OBITh HAIPABICHBI HA CO3JaHME YCJIOBHA H Mep,
obecrmeunBaomux O€30IaCHOCTh TMaI[MEHTa, MOJb3Y OT €r0 Yy4YacTHsd B HCCIEIOBaHHH,
O0OBEKTHBHOCTb, IIOJHOTY H JIOCTOBEPHOCT HH(POpMAalMHd, Ha OCHOBaHHH KOTOPOM
NOTEHIHABHBIN HCIBITYEMBIH MPHMET pelleHHe 00 y4acTHH B MCCIENOBAaHHH HJIM OTKase OT
Hero. B cBomx pexomenpamusx KD nopkeH yBaxarh IpaBO HcclefoBarenei Ha csobomy
HAYYHOIO MOKMCKA [P YCIOBHH, YTO STOT ITOUCK HE 3aTparuBaeT OJaronoyvds HCIBITYEMBIX.
KD nomkeH cozelicTBOBaTh 3a4BATENIO B BEIPaOOTKE pElICHNI, HAIIPAaB/IEHHbBIX Ha 00eCIcYeHIE
1paB, 61aronoayuns ¥ HHTEPecOB HeMBITYeMBIX. KD 00s3aH 00paiarts BHEMaHHE 3aBUTENS Ha
acmeKTsl Ju3aiiHa W/MIH JOKYMEHTOB MHCCIEIOBAHHS HE COOTBETCTBYIOIIMX IEHCTBYIOIIHM
MPABOBBIM ¥ 3THYECKUM HOPMaM.

B cnydae HeomoOpeHHs MCCIENOBATENbCKOTO INPOEKTa 3asBUTENL MOXET IOAaTh
ane/UIAIMI0 [yTeM NHCBMEHHOro obpamenus Ha uma IIpencenarens KD ¢ wuznoxeHneM
apryMeHTOB [ alleJUIAIHH.

Cexperapp KD obecneunBaeT apXMBHPOBaHHE IOKYMEHTOB I10 HCCIIEN0BATEIbCKUM
IPOEKTaM, IIPOTOKOJIOB Beex 3acenanuit KD.

BeIMHCKH M3 TIPOTOKOJA IPOIIENIIEro 3acefanus ¢ pemendeM KO 1o mpencraBieHHOMY
IIPOEKTY BEIAETCS 3aSBUTENO B CPOK He mosqHee 10 paboumx 1Heid mocie NMPOBEIEHHOIO
3ace/laHusl.

CekpeTaph HECET OTBETCTBEHHOCTb 3a OIIOBELICHHE 3ajABHUTENICH, JOBCACHHE [0 HX
CBeJieHHil pe3yTBTATOR PACCMOTPEHMS MPOEKTOB, YTO (HKCHPYET B COOTBETCTBYIOIEM

KypHae.
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®opma COII-007-01

IIpeacenaremo Komurera no Jtuxe mpu

OI'BY «HMMUI] oukosnoruu um. H.H. TTetpopay
Munsapasa Poccun

A.H. CemenoBoi

OT acIHpaHTa/COUCKATEIs

3ASABJIEHHUE
TIponty npoBeCTH 3THYECKYHO IKCIIEPTH3Y JIHCCEPTALIHOHHOI paboTHI:
Ha3BaHHe PabOTHI:
CHEeHAIBHOCT (YKa3aTh Ha3BaHUE H HOMEP CHCHAILHOCTH):

HauMeHoBaHue nozapasjeneHus OI'bY «HMHUIL] onxonorun um. H.H. Iletposa» Munsapasa
Poccun, Ha koTOpOM Gya€T IPOBOIMTECS HCCIIEIOBAHHIE:

K 3asBlIeHHIO IpUIaraoTcs caeayIomue JOKYMEeHThI (YKa3aTh Kakue).
1. Ilporokon uccnemoBanmus;
2. Kparkasd aHHOTalMs Ha MCIONB3yeMble JIEKAPCTBEHHbIE MpENapaTtsl (€CIM OHH
HCTIOIB3YIOTCH );
3. WudopmammoHHEIH JHCTOK nanmenta W Qopma MHGOPMHPOBAHHOTO COTIAcHA M (B
ciy4ae, ecnd TpeOyeTcs coriiacHe ONEKYHa WIH POJUTENS, TO aJalTHPOBAHHYIO
HH(OPMALHIO JJIS OTIEKYHA U OMEKAEMBIX);

4. IlpodeccuonansHele  aBroOmorpadum  wccnemoBares U €ro HAy4HOTO

PYKOBOAUTENS/KOHCY/IBTAHTA,

5. TexHuueckoe 3aJaHKe Ha BHINOIHEHHE HAYYHO-UCCIIEI0BATENBCKOM paboTE;

6. Kasenaapuslil miax;

7. Cmeta pacxo/10B Ha BHIOJHEHAE HAYYHO-HCCIIEI0BATEIECKAX paboT;

8. MuauBuayanpHas perucTpalMOHHAS KapTa IalueHTa;

9. 3axmouenne o ToM, 4To paboTa 3aIUIAHHMPOBAHA, M KOMMS OT3LIBA CIEUATNCTA HA
HCCIIEJOBaHHE.

HccienoBaTens: IMommick JlaTa

Konraxrsie TenedoHE:

PykoBoauTep nojapasaeieHus (Bu3a):
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@opma COII-007-02

Ipencenaremo Komurera no dtuxe ®T'BY npu
«HMMUII onxonorun um. H.H. ITerpoa»
Mumnszapasa Poccun

A.H. CemenoBoit

OT HCClea0BaTeN

3ASBJIEHUE

ITpomny mpoBECTH ITHYECKYIO IKCIIEPTH3Y HHUIHATHBHOIO HCCIEIOBAHUS:

HasBanue uccnenosanus:

CrenmanbHOCTh (YKa3aTh Ha3BaHUE M HOMED CIIEIMATBHOCTH):

Haumenosanue monpasznenenus ®I'BY «HMMUII onkonorua mm. H.H. Ilerporay Mumnzsipaga
Poccun, Ha koTOpOM OyzeT MPOBOIUTHCS MCCIIEI0BAHHUE:

K 3agBnenuio npunararores cieyionue noxyMeHTHI (YKa3aTh Kakue).

1.
2

G 00 =1 G 1A

[Iporokon uccneqoBanus;

Kparkag aHHOTauuss Ha WCHONB3yeMBIE JIEKAPCTBEHHEIE INpenapathl (ecaM OHH
HCTIONB3YIOTCA);

HnudopmaruonHsIif THCTOK nanuenTa u hopMa HHGOPMHUPOBAHHOTO coracus (B Cliydae,
eciau TpedyeTcs coriacHe ONeKyHa MM POAUTEIsl, TO aJalTHPOBaHHYIO HH(OPMAIIHIO
JUIsl OTIEKYHa H OTIEKAEMEIX );

IIpodeccnonansubie aBroGuOrpaduu uccae10BaTe st U €ro HayYHOTO PYKOBOIHTEIS;
Texuuueckoe 3asanue Ha BEINOTHEHAE HAYYHO-HCCIIC/IOBATEIBCKON paboTHI;
Kanennapusiii miam;

Cmerta pacxo10B Ha BBIIOTHEHHE HAYYHO-HCCIIE0BATEIBLCKUX paboT;

WHIuBHIyalbHAS PETHCTPAIMOHHAA KapTa MallHeHTa;

OnobpeHne aAMUHUCTPAIME YUpexKIeHHS TIPOBEICHAA HCCIIEIOBAHHU.

Hccnenoratens: IToamuce Jlata
KoHTakTHBIE Tene(OHbI:

PykoBomuTens moapasnencHus (Bu3a):
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®opma COII-007-03

Topsimok npejcTaBIeHus 3a9BOK H JOKYMEHTOB Ha IIPOBEICHAE STHYECKOMN SKCIIEPTH3BIL
HCCIIe/IOBATENBCKOM paboTsl, rie cy0beKTOM HCC/IeN0BaHNS ABIACTCS YEIOBEK

Jnsg momydeHuss onoOpeHHs TPOBENEHHS IUIAHUPYEMOIO HCCIEJORAHUS 3asBUTENb
JIOJDKeH IMpeacTaBUTh cekperapro KD nokymeHTanmuio, HEOOXOMUMYIO Ul TIIATEIBHOTO H
HCYEPNBIBAIONICTO aHATH3a ITHYCCKOH CTOPOHBI ITAHKPYEMOTO HCCIICA0BaHUSA

IlepeyeHs TOKyMEHTAIH, HEOOXOAMMOIH I POBE/IEHHS 3KCIIEPTH3EI

1. IInceMo-o6pamienne Ha uMs npezacenarens KJ;

2. IIpoTrokon uceaeT0BaHus;

3. Kparkas aHHOTaIHs Ha HCII0JIb3yeMBIE JIEKAPCTBEHHEIE TIPENaparhl (€C/IH OHH
HCIIOIB3YIOTCS), OIIMCAHUE METOIOB HCCIIEAOBAHMS;

4. MndopManoHHbIH TMCTOK IalueHTa i hopMy HHGOPMHEPOBAHHOTO coriacHs (B Clyyae,
ecn TpebyeTcs cormacue oleKyHa WM POAUTEINs, TO aJaNTHPOBaHHYIO HH(POPMAIIHIO AJIst
OTMEKYHA U OIIEKAEMBIX);

5. IIpodeccuonansubie aBTobuorpadpmu (CV) uccnenosarens/HayyHOro
PYKOBOIUTENS/KOHCYIbTAHTA,;

6. MnnuBuayanrpHas perHCTpallHOHHAA KapTa MalUeHTa;

7. TexHHYECKOE 3aJjaHie Ha BBIIOIHEHIE HayYHO-HCCIIEJOBATEIECKOM paGoThI;

8. Kanennapuerit nnawu;

9. Cmera pacxoa0B Ha BRIIMOJIHCHHC HAYTHO-HCCICA0BATCIbCKHX pa60'r;

10. 3akmouenue o ToM, 4To paboTa 3arUIaHUPOBAHA U KOMHIO OT3HIBA CIEIIHAINCTA Ha
HcclIeIoBaHHe.

KD umMeeT mpaBo 3ampocHTh H APYTHE JOKYMEHTHI, KOTOPBIE MOTYT IIOTpe6OBaThCA EMY

IIIA MCIIOJHEHHS CBOMX 0043aHHOCTEH.
Cpok moja4ys JOKYMEHTOB /ISl PACCMOTPEHHUS Ha 0YEPEIHOM 3aceIaHHH: HE MEHEE 9eM

3a JIBe HEJEH JI0 3aCeaHus.
Brimucku o IpUHATOM pellieHHH BialoTes B Tedenue 10 pabounx auei nocie

3aceIaHus.
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®opma COII-007-03

HepequL JOKYMCHTAIHUH, HeO6X0ﬂHMOﬁ JUIA TIPOBEAEHHA 3KCIIEPTH3BI HCCICIOBAHUA C
HCIOJIb30BaHUEM OHOJIOTHYECKO# MOJIENIH B KAYECTRE Cyﬁ'LeKTa HCCIICJ0BaHUA

1. Ilncemo-obpamienne ua ums npejcenarens KD;

2. IIpoToKOI HCCIIeIOBAHKS;

3. Kparkasi aHHOTAIIMs Ha UCIIOJIb3yeMbIe JIEKAPCTBEHHbIE [IPEenapaThl (€I OHH
HCIIOJIB3YIOTCH);

4. TIpodeccuonanpusie aBToOHOrpaduu ucciiefoBaTeleii;

Pazniensl, KoTOpHIE JO/DKHBI OBITH OTPAXKEHBI B IIPOTOKOJIE UCCIIEJIOBAHUS, IIPH UCIIOJIb30BAHUH
OHOJIOTHYECKOM MOJICIIH .
. 00BeKT HecmeaoBanue (BU JKUBOTHOTO, KJIETOUHAS KYJIBTYpa H JAp.);
. KOJIHYECTBO OHOJIOrHYECKHX MOJIeIel ¢ 000CHOBaHHEM HEOOXOIMMOrO UX YHCIIA;
. YCIIOBHUS TOJIYYEHHS KJIETOUHOM KYJIBTYPHI;
. YCIIOBHS COAEPMKAHUA KUBOTHOTO, IPOJODKHTEILHOCTE COCPKaHMS,
. penpoayKuuaA (€C/IM IPeayCMOTPEHO). YKa3aTh HCIIOIb30BaHHE IPHIUIOAA, YIaCTHE €ro B
IKCIIEPUMEHTAX;
. JIETAJILHOE W TOIIAroBOE OMMHCAHHE BO3/IeHCTBUSA Ha OMOIOTHYECKYIO MOAENb. MeTobl,
HCIIOJIB3yEMBIE B IIPOIlecce IKCIIEPHMEHTA;
a) Ha OATOTOBHTEIHHOM JTalle: BBEICHHE XUMHUECCKUX BEIIECTB, ITHIIEBBIX 100aBOK;
(hu3uKO-MeXaHHYeCKHe BO3JIEHCTBUS U JIp.
0) Ha OCHOBHOM 3Tane: crnocod 3adbopa 3KCIEPHMEHTAILHOIO MaTepHaa; epeyeHb
3abMpaeMoro Marepuaia; IpeJ ycCMOTPEHO JIH YMEPIIBIECHUE )KUBOTHOI'O, €CITH [Id, TO KaKUM
crocoboM; HEOOXOUMO IIPEAOCTABUTH OMHCAHNE IIPOBOIMMON aHECTE3HH, BU]I,
HCIIOJIb3yeMBbIe IpenapaTsl.
B) Ha 3aKJIFOYMTENLHOM 3Tare (UCHOIb30BaHUE XKHUBOTHOI'O IIOCIIE SKCTIEPUMEHTA,

YTHITH3AIHA OCTAHKOB).

L, T S S I NG I

=3
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@opma COII-007-04
Obpasen popmbl HHPOPMAITHOHHOTO IMCTKA H MH(OPMHUPOBAHHOTO COTTIACHS

WUH®OPMALMOHHBIN JIACTOK IMALIMEHTA
U ®OPMA HHOOPMHWPOBAHHOI'O COT'JIACHUA

BEPCHA U JATA
HHOOPMAILIUU:

BPAUY-UCCIIEJOBATEJIb:

AJIPEC LIEHTPA
HCCJIEJIOBAHUSL:

HAUMEHOBAHHE
HCCJIEJOBAHHA:

TTPOTOKO.JT Ne: (koa nmoapazaeeHUs-roA-nopAaKOBLIH HOMep HCClleJOBaHUS B 3TOM rody)

BEPCHA U IATA

[TPOTOKOJIA:
OPT'AHU3ATOP ®I'BY «HMHL] ouxonoruu uM. H.H. Iletposa» Munszapasa Poccuu
KOOPJTUHATOP
OUO Ten. ; Daxc:
HCCIIENOBAHH A

YeaxaeMblii nauueHT(ka)!
Bam npennaraetcs NpHHATH JOOPOROJBHOE Y4YacTHe B KIMHMYECKOM MCCIEIOBAHHHM HOBOTO JIEKapCTBEHHOrO
npenapara HJIM YKA3ATB YTO HOBOE
Llensio HacTosmero uccnenoranus sensercs YKA3ATD CBOU LIEJIM u3yueHue Ge30MacHOCTH, nepeﬂocnmocm

TOKCHYHOCTH H (PapMaKOKMHETHYECKHX MapaMeTpoB Mpenapara , JiModunuzar s
NPUTOTOBNEHUS IMYJbCHH WA HHDY3ud (000 « », Poccus) y MauKeHTOB C OMYXONEBBIM
saboneBaHueM , KOTOPBIM MOKa3aHO JIEYEHHE

dapMakoKMHETHYECKHe TTapaMeTphl BKIKUAT B ce04 [10KA3aTEeH, XapaKTepH3YHOI1e noseﬂelele JIEKapCTBEHHOTO
npenapara B OpraHu3Me 4eJlOBEKa.

[peske YeM NPUHUMATEL PElieHre 00 Y4acTHH B 3TOM KCCIEN0BAHHH, BaXHO MOHATD, Ul Y€ro OHO MPOBOAHTCH,
YTO HYKHO OYIET IeNnaTh NalKeHTaM-y4acTHHKaM JaHHOTO HCCIE0BAHHA.

Toxanyiicta, NPOYTHTE BHUMATENBHO HIDKECHEAYIOLLYI0 HHGpopMauuio H obcynure ee, eCliM TOXenaere, ¢
APY3bSMH, POACTBEHHHKAMH M Jpyrumu Bpauamu. Cnipocute Bawero Bpaua-uccrmenoBatens, eciu Bam uro-mu6o
HEMOHATHO, WK ecnd Bl kenaete noay4duts Gonee noapoOHele cBeleHMA. He cnewure, NpUHHMas pelieHue o
TOM, ’kenaere nd Bel yuacToBaTe B HccneoBaHMM. Bam He 00s3aTesbHO TMPUHMMAaTh Y4acTHE B 3TOM
UCCNIE/IOBaHHY, YTOObI MONy4aTh JedeHue no nopofy Bamero zabonesanus. Ecin Bl pellliTe MPUHATL B HEM
yyacTue, To Bac nonpocaT nocTaBuTh MOANMMCH U AaTy B hopme HHHOPMHPOBAHHOTO COTIACHS B KOHLE JAHHOTO
JOKYMeHTa, 4To GyaeT ABIATHCS MOATBEpxeHHeM Bamero corjacks Ha y4acTHe B JaHHOM KIMHHYECKOM
MCCIEN0BAHUH M BBINOJIHEHHUE BCEX NMPEANMCAHNIT ¥ pEKOMEHIalMid Bpaya-Hecne10BaTei.

Brl MosxeTe B 000 MOMEHT BHIITH M3 HCCNENIOBaHHA, He OOBACHAS TIPH STOM MPUYMH OTKA3a OT JalbHEeHLero
y4acTus B HeM. Ballle pelieHHe He MOBIMSET Ha KAYECTBO OKasbiBaeMoii BaM MeIMLHHCKOH NOMOLUH.

Eciu Bbl pelnnTe yu4acTBOBaTh B 3TOM MCCNEfOBaHHHM, BaM HYXHO OyIeT MPOXOAMTE MPOLEAYPhl H BHIOJHATEL
Mpeanucanus, OMMCAHHBIE B 3TOM JOKYMEHTE, @ TaKKe C/e]0BaTh MHCTPYKUHMAM COTPYIHHKOB MCAHMLMHCKOrO
yUpexJIeHHs, YYacTBYIOILUX B [IPOBEICHHH HCCIE10BAHMA.

Yro Takoe KIMHUYECKOE UCCIEeI0BaHME

K1uHHYecKOe HMCCAeNOBAHHE — ITO HAYYyHOE MCCIeI0BaHHE C YYacTHEM JIH0JeH, KOTOpOe MPOBOJMTCA C LEJIBbIO
u3yueHus IQQPESKTUBHOCTH AEHCTBHS OKCIEPHMEHTANLHOTO JIEKapCTBEHHOTO mpenapata W 0€30MacHOCTH €ro
npuMeHeHus y mojei. JIekapcTBEHHbI Tpenapar ABJACTCA JKCICPHMEHTaIbHBIM A0 TEX MOp, MOKa OH HE Gyzer
MONHOCTBK) HCCIEAOBAaH M YTBEPXACH A1A MENHUMHCKOr0 NPHMEHCHMA YMOJIHOMOYEHHBIMH Ha  3TO

peryMpyRLIAMUA OpraHaMu CTPaHkl.
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Kto NPOBOJAMT uccrnenosanue?

Opranuzaropom uccnenoeanus sensercs ®IBY « HMHUL] ouxonoruu um. H.H. [TetpoBa» MuH3apasa Poccun.
Kto onobpun uccnenosanue?
JaHHoe KccnenoBaHue 0100peHo:
[Tpuxasom mpekropa @I'BY «HMHIL onkonorun um. H.H. Tletposa» Munzapasa Poccuu ot / /
Ne_ «o npoBemeHnu HCciIe10BaHEA.
3acenanuem Yuennoro Coseta npu ®I'BY « HMHLL onkonorum um. H.H. INetposa» Munsapara Poccun.
Takke manHoe MccnenosaHue Obl10 opobpeno Komutetom mo Dtuke npu ®I'BY «HMUL onkonoruu um. H.H.
[lerpoea» Munazpaea Poccun. [na nonyyennsa NOMONHHTENBHON HH(opMaumuy 06 nccnenopanuu u Bamux npabax
KaK y4acTHHKa HccienoBaHna Bul moxere oOpatuthcs B Komurer no Dtuke npu ®T'BY «HMHILI onkonoruu um.
];;—l. [lerposa» Munsapasa Poccun: Anpec: 197758, Cankr-TletepGypr, 1. INecounsiit, yn. Jlenunrpanckas, oM
¢ Tlpencemarens K3: Cemenora Auna Wropesna, ten.: (812) 439 95 55;
E-mail: mirannia@yandex.ru
» 3amecturens npencenatens K3: Kynera CreTnana AnexcaHapoBHa, (812) 439 95 55;
+ E-mail: kulevadoc@yandex.ru
* Cexperaps K3: Psa3aHckas Cretiana Cepreesra, ten.: (812) 439 95 55 (3303);
E-mail: EC@GCP.center
WH@opMaLoHHBIH IMCTOK NAaLMEHTa CONEPIKUT MEAMLIMHCKHE CIOBA H TEPMHHBI, KOTOPbIE, BO3MOXKHO, Bam GyayT
He TOHATHBI, MNOXKaNyHCTa, 00paTMTECh K CBOEMY Bpauyy-MCCIEIOBATENI0 C LENbK pa3bACHEHHS JaHHOM

HHOpMALIH.
Hudopmanusg o6 HecaeayeMoM Ipenapare
[Mpenapar ABIAETCA HOBBLIM [POTHBOONYXOJEBLIM MpenapaToM, NpeaHasHaYeHHbIM UIA

JIeYeHHA OHKoslorHueckoro sabonesaHus JIOKAJIM3AIIMA. [elicTBYIOWIMM BEIIECTBOM JAHHOrO Ipenapara

ABJIACTCA MpOXU3BOAHOC .
HOBTOM}’ Ha3HA4YCHHE TaKHX MNpenapaTroB CONpPOBOXKIACTCA OAHOBPEMEHHBIM I‘IpO(l]HHaKTH‘lCCKHM Ha3Ha41€¢HHEM

IIIOKOKOPTHKOHJOB (CTEPOHAHBIX TOPMOHOB).

HAMMH O6pina paspabortaHa ¢opma , KOTOpas He COAEPMMT MOJ0OHEIX BCMNOMOraTEIbHBIX
BEILIECTB M KOTOpas crocoOHa AOCTABIATE AKTHBHOE BEILECTBO HEMOCPEACTBEHHO B KJIeTKH omyxomu. Takoii cmocob
JOCTaBKH obecneynBaeT MHHUMAIBHOE BO3ACHCTBHE Ha JApYrue KJIETKH 4YEJOBEYECKOro opraHusMa,

crocofcTByeT BBICOKOH 3(deKTHBHOCTH TIpenapata W CHIXeHHI0 TokcuyHocTH. OkMAaeTcs, UTO Mperapar He
6y;[e'r BBI3BIBATH peakuplﬁ TUMEPYYBCTBUTEIBHOCTH M 3aJCPHKKH JKHAKOCTH B OpraHdsMme, [03TOMY
Npo(UNaKTHIECKOe Ha3HaUeHWe TOPMOHANBHBIX InpenmaparoB He Tpebyercs. Bmecte ¢ Tem, B chiydae
BO3HMKHOBEHHMA MOJOOHBIX HexenaTelbHBIX sABNeHWi, Bam Oyzer HasHaueHo HeoOXoammoe nedenue. Ha
OCHOBaHHUH PE3YJILTATOR JICYEHHUS NMALUEHTOB B XOJ€ UCCICAOBAHHA, MOXKET OBITh NPHHATO PEIICHHE O BKIIKOYEHHH
npoUIaKTHYECKOr0 IeUeHHA FrOPMOHA/BHBIME MpenapaTaMH B 001Lyi0 cxemy HCCeA0BaHKs.

Ilepen BBemeHueM mpenapara B MEIUIIMHCKYK) TIPaKTHKY, OH MpOLUE] MHOTOYHC/ICHHEIE
MCCITEIOBAHHS HA HHBOTHEIX, B KOTOPHIX GBI/O MOKA3aHO, YTO MPenapaT OKa3bIBaeT BhIPAKESHHbIN TepanesTHYeCKuli
3¢ dext u 0bnagaeT yMepeHHOH TOKCUYHOCTBIO.

Hccnenoranue npenapara C yyacTHeM Mal{eHTOB MPOBOJNTCA BIEPBLIE.

[IpaBuna npoBeaeHU UCCIIEIOBAHUS

[IpoBeneHHe HCCNENOBaHUS NPE/NONAraeT, uTo B HeM MpUMYT yyactue 10 30 NalMeHTOB MYKCKOrO H HKEHCKOro
nona B Bo3pacTe ot 18 10 75 et U3 HECKONbKUX KIIMHHK Halleli CTpaHbl.

Ecmi Bel Oyzere NpUMHMMAaTe y4acTHE B JAHHOM HccieaoBaHuM, Bam OyneT mpoBeleH OJMH LMKI Tepamuu

HCCeTyeMbIM penapaTom B OJIHOM M3 CNIELYIOIIMX 03 B 3aBHCHMOCTH OT Batueil rpynmsl JeveHus:
. Ilonaaanue B Ty MM HHYIO TPYIILY JEYEHHA 3aBUCHT OT MOMEHTa Baiero BKIo4YeHHUS

B HccieaoBanue. [IpoomKHTENLHOCTE IMKIA Tepaniu cocTaBnset 21 AeHs, HccnenyeMblit npenapar GyaeT

BBOJMTBCA B MEPRBIA JeHb LMKNA TepanuM, OJHOKPaTHO, BHYTPHMBEHHO, Kale/bHO, AJIUTE/BHOCTE BBEACHHA
COCTaBHT OKOJIO 60 MHHYT.

TMepebie 3 nauMeHTa, BKAKYEHHBIE B HCCIEI0BaHHe, OyAyT MOMyYaTh MCCIENYeMBlii npenapar B MHHHMaNbHOH
no3e. Ecin B Tedenue 21 OHsA MOCHTe BBEAEHUS Mpenapara HM y OJHOrO mauueHTa He GyleTr BBIABICHO CEpPbEe3HBIX
HeXXeJIaTebHbIX ABJEHHMI, TO cleayromue 3 NalMeHTa, BKIIOUEHHBIE B Hccae10BaHKe, OyIyT Mojy4yars npenapar B
Gonee BhicOKOH no03e. IMoBBIMIEHHE 103 Ui MOCEAYIOIIHX BKTIOYEHHBIX B MCC/IENOBaHWE NauMeHTOB Oyzer
NMPOHUCXOAUTh aHAIOTHYHO. ECIH cephesHble HexeNaTelbHble ABNEHUA MPOABATCA y ABYX H Dosee MALMEHTOB H3
Tpex, uccieloBaHue OyIdeT OCTaHOBJIEHO. B ciyyae BO3HMKHOBEHMA B IpPYNNE JICUCHHA OLHOrO CEpbLE3HOro
HEXeNaTeNbHOTO SABJIGHHA, CIENYIOUIHe TpH mNauwenta OyayT mnoaydars npenmapat B Toi ke jose. Ilpu

MOATBEPXACHHH PE3YIbTATOB HeCNeA0BaHe OyIeT OCTAHOBIIEHO.
B ciyyae BO3HHKHOBEHHs HEXenaTelbHBIX ABJeHMH Bam OyaeT HasHaueHa KOppUrHpyollas Tepanus, KoTopad

Gyner npenoctaBieHa OpraHW3aToOpoM JAHHOTO HCCNENOBaHMA. B ciyvae BO3HHKHOBeHus y Bac TOWIHOTHI M
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PBOTEI, JAHHEIE CHMNITOMEI OYAyT YCTPaHeHsl B COOTBETCTBHH CO CTAHIAPTAMM, IPHHATBIMH B UCC/IE10BATENLCKOM
LEHTPE, MPOROJALIEM HCCIICIOBAHHE,
Jnd oueHkn hapMakOKMHETHUECKHX MapaMeTpoB npenaparta y Bac Gyamer otGupathes kpoBb B oGbeme 10 mMa B
CIEAyIOlHe BPEMEHHEIE TOUKH: HEMOCPEICTBEHHO Tepe)i BBejJeHMeM mpenapara, uepes 30 MMH Mocie Havana
BBEJIEHHS, 32 5 MUHYT 0 OKOHYaHUs UHY3uH, yepes 5 mun, 15 mun, 30 mun, 14,2 4,3 9, 44, 64, 84, 124,24y
u 48 4 nocne okonuanus uHdy3uu npenapara. OT60p KpoBH GyAET OCYIECTBAATHLCA B Te4eHHe 24 4acoB yepes
CrielnanbHLIi katerep (YCTpOIiCTRO, BReleHHOE B BeHy H obecrieuuBaioliee JOCTYN B KPOBEHOCHOE PycCIio npu
TIOCNENYIOIHX BHYTPHBEHHBIX MAHUITY/IALMAX), @ Yepe3 48 4acoB U3 JIOKTEBOI BeHBI ¢ MOMONIBI WINpHLA. JlaHHas
npouexypa OyAeT BbINOJHEHA BHICOKOKBATH()HMUMPOBAHHBIM NEPCOHANIOM MCCIENOBATENLCKOrO LEHTPA M He
H0CcTaBUT BaM cepbesHbIX HeYI06CTE.
IlpoBenenue nccnenoBaHnsa B KakAOM POCCHHCKOM MEIMLMHCKOM YYpekIeHHH GyAeT KOHTPOIHPOBATLCA TaKkKe
PocaznpasHanzopom (opraHusauusmu, obecrevHBaOMIHMH KOHTPOJE 32 6e30MacHOCTBIO MPOBOAMMOrO JIEUeHHS
3aLUMTY NpaB MALHEHTOB, YYaCTBYIOLIMX B KIMHMYECKHX HCCNEIOBAHHAX) M JIOKAIBHBIM KOMHTETOM MO ITHUKE MpH
MEMULMHCKOM  yupexneHun. Hccrenoanue Oylaer mNpoOBOAMTBECS B COOTBETCTBHH € POCCHHCKHM
3aKOHOJATE/ILCTBOM M MEXAYHApPOIHBIMM NpPUHLMIAMH MPOBEJCHHA KJIMHHYECKMX HCCIENOBAHMI C y4acTHeM
moneii, paspaboranHbiMu BeemupHoii Meguunnckoit Accoupnanumeit 1 M3NoxeHHBIMH B XebCHHKCKOMH JeKnapatiu
(B mocneaneii pegakuun ot 2013 r.). IIpH npoBeaeHHH IAHHOrO MCCIEAOBAHUA Takike OYAYT BBIMOJIHATECA BCE
COOTBETCTBYIOLIME MOJIOKeHHA PykoponcTea no HaanexalueMy NPOBENEHHI0 KIMHMYECKMX HCCIEA0BaHHMIA,
MOATOTOBJIEHHOTO MO pe3yiabTataM MexayHaponHoii KoHpepeHUMM MO paspalboTke eIMHEIX TpeboBaHMil K
KIHHHYECKHM HCCIe10BaHUAM H perucTpalmui JIEKapCTBEHHBIX MpenaparoB.
[Ipouenyps! uccnenoBaHus
Ecnu Bel IpUMHTE pellleHHe Y4acTBOBATH B HACTOALIEM MCCIIEOBAHHMM, 3TO MOXKET 3aHATE Y BAc OKOJO 36 mHeil.
Hcenenosanue BrIodaeT B ce0d cnenyrollne nepHos!:
Ot6opounblii _nepuon: anutensHocTs g0 14 pmeit (1-2 mocemeHMs KIMHHMKM), B XOJ€ KOTOPOro Bpau-
MCCIIEIOBATENL ONPEAEINT BOZMOXKHOCTE Ballero yuactus B HCclleJOBaHUH.
Ilepron Tepanuu: anutensHocTh 21 aeHp + 24 yaca. B TeyeHue nepBbIX TPEX AHEH nocne BBEACHUA mpenapara
Bel Oynere HaxonMThCA B YCIOBHAX cTauuoHapa. B nanbHeiimem Bam HeoOxomumo OyaeT MpHXOOUTE Ha
amOynaTopHele BM3MTHlL B KIMHHKY [JIS BBITIOJNHEHMi 3aliIaHUPOBAaHHBIX MNPOLELYP HCCISA0BAHUA H
3aKIIOUYHTENBHOr0 00Ce10BaHHS.
Bce npouenypsl HccneoBaHisa HauHYTCS TONBKO mocie noanucanus Bamu «MHdbopmaumonHoro nHeTka nammenTa
1 QopMbl UHOOPMHPOBAHHOTO COTJIACHSY, T.e. J0OPOBONBHOTO cornacks Ha Bame yuyactue B mccnenosanu. C
cobmoaeHMeM BceX MNPeAMUCaHMii M peKkoMeHAauuil Bpaua-uccrnenopatens OyAyT NpPOBOAMTBCA ClIEAYIOLINE
MPOLEAYPHI, MPEAYCMOTPEHHBIE IPOTOKOJIOM MCCIEA0BAHHS:
OtGopouHslii nepuon
OTOOpOoUHEIi TEpHO] UCCIEAOBaHMA MPOBOAMTC B TeueHwe 14 nHell ¢ MOMeHTamM noamucanua Bamu 3Toro
IOKYMEHTa M JI0 Hauania rmepuoza tepamiu. Hibke npesictaBieH COHCOK MPOLEAYP H aHANH30B, KOTOpBIE NPOBEAYT
Ball Bpay-HCCNedOBaTelb H COTPYIHHKH HCC/EIOBATENbCKOrO LEHTPa A TOro, 4ToObl OLUEHHTh BO3MOXKHOCTH
Bamwero yyacTus B HACTOALLEM HCC/IELOBAHHH,
COop paHHBIX aHamHe3a W jgeMorpaduueckuX JaHHBIX (Idra POMIACHHs, pacoBas MPHHAAIEKHOCTD,
CBEACHHA O BpPEIHBIX npnsw:xax, uuq)opmaum 06 OCHOBHOM 3aboJleBaHHH H CONMMYTCTBYHOLINX
3a6oneBaHusX)
@u3nKanbHeIi OCMOTp (OLieHKa O0IIero COCTOSHMSA, OCMOTP KOXKH, BOJOC, HOITeH, yileH, Hoca, ropia,
OLIEHKA COCTOSHHA CEpAeYHO-COCYAHCTOMH, ABIXATENLHOH, KOCTHO-MBIILEYHON, MOYEMOIOBOH, HEPBHOI,
3PUTEILHOMN, SHAOKPHHHOMN CHCTEM OPraHH3Ma, JKeJTy104HO-KHILEYHOrO TPaKTa, MEUeHH U M0YeK)
H3mepeHue pocTta, Macchl Tena
OueHka mokaszareeil U3HEHHO BAXKHBIX MOKasarenell (M3MepeHue apTepHallbHOrO JaBjieHMs, Mynbca,
TEeMIIEpaTypbl TeJa)
Onextpokapauorpadus (3KI') B 12-Tu oTBEJEHUIX
Knunnueckuii aHaau3 KpoBH
Broxumuyeckuii aHanu3 KpOBH
KnuHnveckuii aHanu3 Mo4H
TecTt Ha GepeMeHHOCTD (/14 JKEHILMH, CIOCOOHBIX K JETOPOXKAEHHIO)
Amnanus xposu Ha BUY, rematut Bu C
Ouenka obmero cocroaHus no mkate ECOG (cmeuwansHas wkana is oueHkH Bamero ofmero
COCTOSHHA)
- Peructpauus cBefeHuit 0 NpenapaTax COMyTCTBYIOMIEH TEpanuu
- C6op naHHEIX O HEXKeNATe/LHBIX ABTCHUAX
Ecnu pesyneTaTsl OTOOPOYHOrO MEpHOAa TMOKAKYT, YTO Bbl HE MOXKETe MPHHATH Y4acTHE B HACTOALLEM
HCCieioBaHuH, Bel He cMOXKeTe Janee OCTaBaThCs B HCCIIEIOBAHHH.
Eciu Bul mpoiizere otGop B HCcleoBaHHe M TNPUMHTE DelIeHMe B HeM y4acTsoBath, Bac mompocar

FOCMUTAIM3HPOBATECS B CTALlHOHAP IJIA Hayalna nepuoa Tepaniu.

[lepuon Tepanuu
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Buzur 1/lens |
B ycnoeusax crauroHapa GyAyT NPOBEAEHb! CIEAYIOMIHE MPOLETYPbI:
IoBTOpHAs oLleHKA COOTBETCTBUA KPHTEPHAM OTOOPAE B HCCIEIOBAHHUE
PU3HKANEHBIH OCMOTD
Ouenka nokazateseit %usHeHHo BaKHEIX yHxuuii (AL, ny.m;c TeMIeparypa Tena)
HenocpeacTeeHHO nepej BBEACHHEM TperapaTa 4
e  Otbop mepeoro ofpasua KpoBu A OLUCHKH (papMaKOKHMHETHKH Npenapara
IMocne storo OyameT BHIMONHEHA BHYTpHUBEHHas MH(Y3us wccnenyemoro npenapata HASBAHHE MHH
Ipenapar Oyner BBOAMTBCS Bam BHYTpHBEHHO, KanelbHO, Ha MpoTskeHHH 60 MuHYT. BO BpeMs BBeleHHs
npenapata Brr 6ynete maxomuTecs mox HabmogeHHeM Bpaua, MMEIOLIETO ONBIT BBEACHUS IPOTHBOOMYXOJIEBBIX
npernaparos.
Ina  oueHku mokazatenedt  dapmakokuHeTHKH npenapata HA3BAHHME MHH nepcoHa
HCCNETOBATENBCKOro LEHTpa npouzseieT otbop obpazua kporu uepes 30 muu. Kpome toro, uepez 30 Munyt nocie
Havyaja BBCIACHHA npenapa'ra Bpay-UccaenoBarelib OUEHHT MECTO BBEACHMA Npernapara U nokKasaTejau KH3HCHHO

BAKHBIX (PYHKUMHA.
ITpy oxonuanuu uH(py3un npenapara OyayT MPOBEIEHBI CIEIYIOIHE NPOUEYPHI:

+ Otbop 0o0pa3loR KPORM MIA OLEHKH (apMaKOKHHETHKH Mpenapara 3a 5 MHHYT 10 OKOHuYaHHs MH(Y3uu,
yepe3 5 MuH, 15 MuH, 30 MuH, 1 4,2 4, 3 4,4 u, 6 4, § u, 12 4 mocne oKOHYAHHKA BBEACHHA Mpenapara
Hamepenne mokasarteneil »M3HEHHO BasKHBIX QYHKUMIA cpasy mociie okoHuaHus WHOY3un, yepes 1, 2. 4, 6
u 8 yacoB mocne BBEIEHUA NpenapaTa
OnexTpokapauorpadus yepes 2 yaca nocne BBeeHHS Npenapara
OueHka MecTa BBeIEHUA NMpenapara
Peructpais AaHHEIX O HeXeNaTeNIBHBIX SRMEHUAX
Perucrpauus aaHHBIX O CONYTCTRYIOWIE Tepanuu

Bmm 2/11eHb 2

B ycnoBuaX cTaupOHapa OyIyT NpoReeHE! clieylomiie NpoLeaypsI:
e Orbop obpaszua KpOBH IS OlIEHKH (hapMaKOKUHETHKH yepes 24 yaca rocne Hayana BBeJAEHHS npenapara
®  Perucrpalius AaHHBIX O HEXENATENbHBIX SBIEHHUAX
e  Perucrpaus JaHHBIX O COMYTCTEYIOLIE Tepanuu

Buzur 3/[1ens 3

B yenoeuax cranuoHapa Bam 6yayT BHINOJNHEHB! CEAYIOLINE MPOLETYPHI:
e Or60op obpasua kpoBu A4 oueHKH hapMaKOKHHETHKH Tpenapara uepes 48 yacor nocne Hayana BBEJIEHHS
npenapara
Du3HKanbHbIH 0CMOTpP
OueHka nokasareeil H3HEHHO BaXKHBIX QYHKIMI
OueHka obuiero cocrosuus no mxane ECOG
KnuHuueckuil aHanu3 KpoBu
buoxUMHUYECKHH aHalIu3 KPOBH
OOwuii aHaTM3 MO4H aHAIN3 MOYH
PerucTpaiiis JaHHBIX O HEXEJIATEIbHbIX ABIEHUAX
e  Perucrpauus JaHHBIX O COMYTCTRYIOLIEH Tepanuu
IMocnie 3aBepLICHHA BCEX 3aMIaHAPOBAHHBIX NMPOLUEAYp AHA 3, BBl cMoxeTe NOKMHYTh KIMHUKY. JlanbHenmme
BU3HTEI BYAYT MPOBOIUTECA aMOYNIaTOPHO.
Busut 4/J1ens 7+1
B ycnopusax amGynaTOpHOTO BU3UTA B KIMHHKY BaM GyIyT BEINONHEHE! CIIEAYIOLIHE MPOLIETYpEI:
e  Du3MKaNbHBIH OCMOTP
Ouenka nokazareneil }KU3HEHHO BBKHBIX QYHKLHNI
Ouenxka obmero coctogHus mo mkane ECOG
Knunuyecknii aHanus KpoBH
Broxumuyeckuii aHanus KpoBH
e  OO0muii aHanu3 MOYH
e Perucrpaulis JaHHEIX 0 HEXENATENbHbIX ABICHUAX
e Perucrpauus JaHHEIX O COMYTCTBYHOIIEN Tepanuu

Buzut 5/1enb 10+1
B ycnoeuax aMGynaTopHOro BU3HTa OYAYT BHINOJHEHB! CIEAYIOLINE IPOLELYPEL:

e KiuHuYecKkuii aHaJIu3 KPOBH
L PeI"HCTpaLlHH JAaHHBIX O HeXellaTeNbHBIX ABJICHHUAX

e  PerucTpauus AaHHBIX O COMYTCTBYIOMIEH Tepanuu
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Buzur 6/ITens 1441
B ycnoBusx aMOynaTopHOTO BU3UTA B KIMHUKY BaM Oy1yT BHINOIHEHb! CEAYIOWHKE NPOLEYPHI:

DuznKanbHEI 0CMOTp
Ouenka nokasareneii skM3HEHHO BAXKHBIX (QYHKLUHH
Ouenka obuero cocrosnus no mkane ECOG
Knunuveckuii aHanus KpoBu
BroxuMuueckuit aHanu3 KpoBH
OO0wnii aHaTH3 MOYU
Peructpauns aaHHBIX O HEXENATENBHBIX ABICHUAX
e  Perucrpaiys JaHHBIX O CONYTCTBYIOLUEH Tepanuu
Buzut 7/1ens 21424 yaca
B ycnoeusax amOynaTopHOro BU3HTa B KTHHHKY Bam OynyT BEINONHEHH! ClIEAYIONIHE TPOLELYPHI:
®  (QuU3MKaIbHLIA OCMOTp, U3MEPEHIE MAcChl Tela
e  OueHKa NMoKazaTenei )U3HEHHO BAYKHBIX (yHKLIH
OueHka obiero cocroanua no mkane ECOG
KnuHuueckuii aHanuz KpoBH
BruoxuMHUeCcKHii aHaIM3 KpOBH
OO6wuii aHanus MoYH
Peructpauus naHHBIX O HEXENATENBHBIX ABIEHUIX
Perucrpaunsa JaHHBIX O CONMYTCTBYIOLIEH Tepanuu

Baiuy 0693aHHOCTH BO BpeMs HCCNeTOBAHHUS
Bac nonpocAT coﬁnmnan: cne,uylomne l'!paBH.Ha BO BpeMﬂ yqacmn B UCCJICNOBAHHH:

e Cobmonats npasuna npeSLIBaHNS B CTALMOHADPE, NIPHAEPKHBATECA CTAHIAPTHOM JMETHI, HCTIONL3YEMOit B
HCCNIEIOBATENILCKOM LIEHTPE
BLINOAHATS BCE NIPEINHCAHHA Bpaya-uccieosaress, cobmoaars rpaguk Ha3HAUEHHBIX BH3HTOB
3a 24 yaca 710 BBEJEHHs NPENapaTa He MPUHUMATH ATKOTOJb, KOpEeHH-coiepKaliue HanuTky (Ya, kode,
KOJ4), LIOKONA H UHTPYCOBbIE (BKIIOHask COKH LMTPYCOBEIX)

e 3a 10 yacoB 10 BBeJEHHs NpeNapaTa BO3IepiKaThes OT MpHeMa MHIIH, NEPBbIA NpHeM MULIK JOMyCKaeTes
uepe3s 4 yaca nocie OKOHYaHuA HH(Y3HK npenapara

e Bo BpeMA BCEro HCCIIGIOBaHHA NPUHUMATh JIEKAPCTBEHHBIS NPENaparsl TONLKO MOCHE KOHCYIbTAUMH C
Bpa4yOM-HCC/IE0BaATENIEM

e Ha Bce BU3UTHI HEOGXOMMMO NPUXOAUTH YTPOM HATOLIAK (HE NPHHUMATDH MHILY MHHMMYM 32 8 4acoB 10
BM3WTZ) A TOrO, YTOGHI MOJYdEHHbE DE3YIbTaThl 1aGOpaTOPHBIX AHATM3OB KPOBH MOTIM ObITh

JIOCTOBEPHO OLIGHEHBI BPa4OM-HCCIIEA0BATENEM
Coo06maTh Bpauy-HeeieI0BaTeNO O OOBIX H3MEHEHHSX CO CTOPOHBI Bailero 310poBbA
CobnioaaTh ajIeKBATHIE METO/Ibl KOHTPaLIENIHH

BepeMeHHOCTE ¥ KOpMIEHHE TPYALID

B cBA3M ¢ TeM, 4TO HCCleAyeMBlii npenapar MOXeT MOBIHATE HA eIl HE POIUBLICTOCH pebeHka, Bl He IOMIKHBI
OBITh GEpeMEHHEI, DEPEMEHETD, HITH, B CJIy4ae eCli Bl MyXK4HHa, CTAHOBUTBHCA OTLIOM peGeHKa B MOMEHT y4acTHs
B MccnenoBaHHM. Ecnu Bel B JaHHBI MOMEHT ABIISeTeCh KOpMsileil MaTepbio, Bel He NODKHBI KOPMHTD pebeHka
TPYIBIO.

Ecai Bbl >KeHmpHA, crocobHas K AeTopoxaeHuio, Bam Heobxoaumo cobmiojaTe afeKBaTHbIE METObI
KOHTpALIENMH C MOMEHTa MOANUCaHHA HH(pOPMHUPOBAHHOrO COrIaCHA H 0 HCTCUCHHA 30 aueii mocie BBENEHUA
MCC/IeyeMOoro npernapara.

Ecii Bl MykuMHA, MMEIOIMH NapTHEPIIY, CIOCOOHYKR K J€TOPOKICHHIO, Bam HeoOXxomumo cOONHOAATH
aJeKBaTHbIE METOIbl KOHTpAaLEIILHH © MOMEHTa I[IoAINHCaHuA HHCI)OpMHpOBaHHOFO cornacusa 4 J0 HCTeUYCHHA 6
MecALEB I10C/Ie BBeIeHH 1CCIeAyeMOoro npenapara.

AJIeKBaTHBIMH METOJIaMH KOHTpPALENMH CUHTAETCS HCIIONB30BAHHE O/IHOTO U3 CIEAYIOLIHX BADUAHTOB:

e Hcrnonb30BaHHE OQHOTO BbICOKO3((EKTHBHOrO METOA KOHTPALCTILIH:

1. TlonHoe BO3AEPIKAHHE, €CIM ITO COOTBETCTBYeT Baluemy 00pasy U3HH [MEPHOAMHMECKOE BO3ACPIKAHME
(Hanpumep, KaNneHAapHbIH METOJ, H3MEpEeHHe GasaJbHON TEMMepaTypbl W Jpyrue) He SABIAIOTCA
aJeKBaTHBIM METOOAOM Kou'rpauenuuu]

2. Myxckas CTepuIn3anus

HUIH
e Hcnons3oBanue M00bIX ABYX 3G (EKTHBHBIX METONOB KOHTPALETILIHH H3 NEPEUHCICHHBIX HITKE:
1. BHyTpuMaTOuHOE YCTPONCTBO MM BHYTPHMATOUHAA CHCTEMA.
2. TopMOHAIIbHEIC METO/IBI KOHTPALENLHU: OpaTbHbIE, HHBEKLHOHHBIC TOPMOHAILHBIC KOHTpaUENTHBbl HIH

uvmiaiTsl. Eci Bbi MCHONB3YeTe FOPMOHANBHBIC METOXBl KOHTpAUEMUMH, HEoGXOMHMO, ytoOsl Bhl
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TIPUMEHS/IH OTIPEIENIEHHbIH METO Kak MHHUMYM B TeueHHe 4 Helenb/l MeHCTPYalbHOrO LMKIA nepen
TIEPBBIM BBEICHHEM HCCIEYyeMOro npenapara u Bbl IOMmKHB NPOLODKUTE NPUMEHEHKE TOTO 3Ke METOAa
KOHTPAUETIUHH HAa MPOTAXKEHHH BCErO MCCICNOBaHUA M 10 KcTedeHMs 30 nHell mocne BBeleHMS
HCCIIeIyeMOoro npenapara.
3. TlpesepsaTuB IUTOC CIEPMHLKA (MEHKA/TeNb/ TLIEHKA/KPEM/CYTINO3HTOPHIA).
4. Oxkmo3uoHHeIl Konmauok (aMadparma, LEpBHKaNbHBIA MIH CBOMYATHIM KONMAYKM) MOC CHEPMMILAI
(meHKa/rens/ NeHKa/KpeM/CyIno3uTopHii).
AnetepHaTuroii HCnoONE30BaHus ABYX 2((EKTHBHEIX METONOB KOHTPALCTILMH ABJACTCS MCIIONb30BaHHE ABOHHOTO
GapbepHOro MeTona: Mpe3epBaTHB M OKK/IO3MOHHLIA KoAna4sok (auadparma, LEpBUKAIbHBI MIM CBOAYATHIN
KOJINAYKH) TUIOC cnepMULUT (MeHKa/reNb/ MieHKa/Kpem/CyTmo3uTOpHii).
Ecnu Bel He sBiseTeck eHIMHOH JeTOpOAHOro Bo3pacta, Bel He 00f3aHbl MPHIEPKHUBATHECS ONMCAHHBIX BHILIE
OrpaHHYeHHH.
Ecnu Bbl 3abepemMeHeeTe Bo BpeMs HecleloBaHns MM y Bac BOSHUKHYT MoJ03peHHs 0 BOIMOXHOIM GepeMeHHOCTH,
noxanyicra, HeMEUIEHHO coobwuTte 00 3TOM Bpauy-HccnenoBatenio. Bac mompocAT nate cornacue Ha
HabutoneHue 3a Baweii GepeMeHHOCTEIO M ee HCXOJ B LENAX onpeneneHus 3¢ dekTos uccnenyemMoro npenapara.
Ecni Bel My)uKHa, coodluTe BhILIeyKazaHHy0 HHopManuio Bameii napTHepiue, eciii NPUMEHHMO.
[Mpyem Jpyrux JexapcTBEHHEBIX MPEnapaToR
Pemenne o HasHauennu Bam npenaparoB koppurupyiouleii ¥ comyTCTRylolleii Tepanuu OyAeT NMPHHHMAThCA
BPauOM-HCCIeZIOBaTeNIeM N0 er0 YCMOTPEHHEO H MPH HAMHYUH 000CHOBAHHOIH HEOOXOIMMOCTH TAKOrO HA3HAUEHHS.
B cnyuae BO3HMKHOBEHHMs Y Bac TOIIHOTHI U PBOTHI, JAaHHBIE CHUMIITOMBI OYIyT YCTPaHEHBI B COOTBETCTBHMH CO
CTaHZApPTaMH, MPUHATHIME B UCCIIEN0BATENBCKOM LIEHTPE, MPOBOIAILEM HUCCIIE0BAHHUE,
Pucku 1 HeynoOcTBa, CBA3AHHBIE C Y4AaCTHEM B HCCICIOBAHUN
B xonme npopeneHds HcCCleloBaHHA, Yy Bac MOryT BO3HMKHYTb [O0OYHblE [AEHCTBHA, XapaKTepHBIE A
Jeiicteytomero Havyama npernapara (HASBAHME MHH). HASBAHHUE MHH MoOKeT BBI3BIBATH CleyHOLIHe
10O0YHBIE PEAKLIMH:
Co CTOPOHBlI CHCTEMbI KpOBBTBOpeHHﬁ: He;‘i’rponeuua (CHI/l)KeHHe KJIETOK KpOBH HMMyHHOﬁ CHCTEMBI
(ueiiTpodpuoB)), TPOMOOLMTONMEH!S (CHIDKEHHE KOMYECTBA KIIETOK CBEPTHIBAIOLIEH CHCTEMBI), aHEMUA (CHIDKEHHE
YPOBH#A reMorio6uHa).
Co CTOPOHBI ey 104HO-KHIUIEYHOrO TPaKTa: TOLIHOTA, PBOTA, AMapes, 60U B KUBOTE, aHOpEKCHs (paccTpoHCTBO
almneTHTa), MYKO3HTHl (BOCHANHTENLHLIE TMOPAKEHUsS CIM3MUCTHIX JKeTyJOYHO-KHIIEYHOTO TPaKTa), 3aropel,
HapyluleHHe BKyca, 330Qarut (BocnaleHHe CIM3MCTOH 006004KH MMIEBOAa), Gomn B 0ONACTH HKENYAKA, KONHT
(BOoCTaneHue TONCTOM KHIUKH), mepdopauus (HapylleHHEe LENOCTHOCTH) Mely[lKka WM KHIIEYHUKA, KHLICYHAH
HEINPOXOAHMOCTb.
Co CTOpOHBI HepBHOI cHcTeMbl: mnepHdepHueckas HeHponaTHs B BHMAC JIETKO MM YMEPEHHO BBIDAKCHHBIX
mapectesuu (He OGYCIOBJNIHHBIE BHEWIHMM PasfApaKeHHeM OULYLICHHS OHEMEHHS, MOKATLIBAHHA), FHIEPCTE3HH
(NOBBbIIEHHAs ~ YYBCTBUTENBHOCTB),  AM3€CTE3MH  (HapylleHWe  YyBCTBHTENBHOCTH  XapaKTEPH3YHOLIEeCs
AHOMANBHBIMM, HHOT 1A HENPUATHBEIMH OLLYLIEHUAMH), GOMH.
Co CTOPOHBI OPraHOB JBIXaHHA: OCTPHII PECTMPATOPHBII IHCTPECC-CHHAPOM (KM3HEYTPOXaIOLIee BOCTIATUTE/LHOE
TOpa)KEHHE JIETKHX) WM MHTEPCTHLMANbHAA NMHEBMOHHA (BOCTANEHHE TKAHW JIErkoro), nerovHblii puopos H
yCHJIEHHE peakuuy Ha oOyueHue.
Annepruyeckue peakiHu: KOXKHas Chillb B COYETAHWU C 3YAOM, NMPHIMBLL, CTECHEHHE B IpyIH, 00/ib B CIHHE,
OIBILIKA, 03HOO.
Co CTOPOHBI KOXH M KOXHBIX MPHJATKOB: ajoneuus (BbiMajeHHe BONOC), JIETKHE MM yMEPEHHO BbIDOXKEHHBIC
KOXKHbIE PeaKLH, THIMEHTAUMs (OKpALIMBAHKE) HOTTell, TKeble NOopaXeHHs HOrTell, nepudeprueckie 0TeKH
(oTeKH HOT, PYK), aCUMT (CKOILIEHHE KHAKOCTH B OPIOLIHOI MONOCTH).
CO CTOPOHBI CEPAECYHO-COCYAMCTON CHCTEMBI: HapyWIEHMs CEpAeYHOr0 pHTMA, CepiaevHas HEeIOCTATOMHOCTE,
MOBBIIIEHHE WITH MOHWKEHHE APTEPUATLHOIO JaBJIEHH.
Co CTOpOHBI MEueHH W HKEMYHBIX [MyTeil: MOBBIEHHE CHIBOPOTOUHOH AKTHBHOCTH depmentor ACT, AJIT,
menouHoil hocarassl H KOHLEHTPaLMH OUIMpyOHHA B ChIBOPOTKE KPOBH.
Peakuuu B MecTe BBEIEHHS: TMIEpNUrMeHTauys (MOBBIMIEHHOE OKPALIMBaHKUE), BOCMANCHHE, MOKPacCHeHHe WIH
CYXOCTb KOXH, (PieGuThl (BOCNANEHHE CTEHKM BEHbI), KPOBOU3JIMAHMS HIIH OTEK BCHBL.
Ipoune: acteHus (cmabocTs), OJBILIKA, T€HEPANTH3OBAHHBIE KM JIOKAIBHBIC Oonu, BKI4ad Oomu B rpyaHOH
K/IETKE, HECBA3aHHBIE ¢ 3a00IeBaHHAMH CEPALA H JISTKHX.
VIHCTpyMeHTalbHbie W 1a0opaTopHble MeTOAbl OOCTeNoBaHUS, KOTOpbIE Oyayr Bam npoBOAMTBCS B pamKax
HACTOALLETO HCCNEI0BANMs, ABIAIOTCA PYTHHHBIMU METOZaMH M HE CO3/AI0T KaKoi-1nGo JOTIOTHHTENBHBIH PHCK
s Bac, 3a MCKITIOUEHHEM MalOBEPOSTHOr0, HO BO3MOMXKHOTO pHCKa HH(UIMPOBAHKS BO BpeMs 3a00pa KpoBH 1A
MCC/ICIOBAHMA H BBEJEHMH MpENapaTa. DTOT PUCK MOXeET ObITb MCKIIOYEH KBATH(HIMPOBAHHBIM BLIMOIHCHHEM
npoueaypbl M MPO(HECCHOHATHIMOM COTPYIHMKOB ~MEJMIMHCKOrO  LEHTPa, NPUHHMAIOLIKMX ~ y4acTHe B
HCcclieJOBaAHHH.
Tonnoe dpuznKkanbHOE 06CIEIOBAHHE BK/TIOUAET OLEHKY ODIIEro COCTOAHHS, OCMOTP KOXH, BOJIOC, HOTTEH, Yyei,
HOC4, ropna, OLEHKa COCTOAHUA CEPACYHO-COCYAMCTOH, IBIXaTeNbHON, KOCTHO-MBILIEYHOI, MOYENOonoBOi,
HEpPBHOM, 3pUTE/IbHOH, IHIOKPHHHO# CHCTEM OpraHu3Ma, XeJly 04HO-KHIIEHHOro TPaKTa, MEYECHH U NMOYeK.
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PerdcTpanus H3HEHHO BaXKHBIX TOKa3aTenell BKIOYACT U3MEPEeHHe MYJbea, CUCTONMHYECKOr0 W AUACTOINYECKOrO
apTepHallbHOrO 1aBJIEHMs KpOBHM, TeMmepaTypel Tena. Hccrmenyembie mokazatenu OyayT ONpeneNsthcs B
MOJIOMKEHHH CHIA MOCNE HAXOXKACHHUSA B NOKoe B TeyeHue 5 MunyT. [lynbc OyaeT MoACHMTHIBATECA HA NPOTAKEHUH
30 cexkyHa. AprepuansHoe jaBieHHe OVIET W3MEPATLCS MO BO3MOXHOCTH HA OIHOH M TOM e pyKe, MO
obmenpuHATOl MeToaMKe cepTH()HUMPOBAHHLIM NMPUGOPOM IS U3MEpeHHs apTepUaILHOro JaBlieHHd, KOTOpbIM
HCIIOJIBE3YETCs B HCCIIEN0BATeIbCKOM LieHTpe. Temnepatypa Tena GyaeT H3MepAThCs B IOAMBILIEYHOMH 00/1acTH.

Jlna onpenenenys miolany NOBEPXHOCTH Tena OyayT u3MepeHsl Baw poct u Bec.

B3siTue KpoBH — MyHKIMA BEHBl MOXET CONMPOBOXKIATLCH FONIOBOKPYKEHHEM WU cnabocThi0, KOTOPbIE, OJHAKO,
GbicTpo NpoxoaaT. MoryT BO3HHKHYTb JieTKie GoJIeBbIe OLLYLIEHH, 3 TAKIKE MOXKET 00pa3oBaThCs CHHAK B 001acTH
BBEICHMsA MIIIbI MOCNE MPOLEIYPH B3ATHA KPOBW. JHAYMTENBHO PEXE B BEHE MO#ET obpazoBarbcs Tpomb W B
Pe/IKMX CyyasX BO3MOXHO Pa3BHUTHE HHEKLIHH.

B xome uccnemoBaHus Bam OynyT npoBeneHsl cAeNyIOIHE aHANM3bl: KIMHMHYECKHH aHanm3 kpoeu (6 pas),
Ouoxumuueckuil aHanusz kpoeu (5 pas), aHamus kpoeu Ha BHMY, renatut B u C (1 paz). Ha kaxneii u3 stux
aHanu3zoB norpebyercs 5 mu kpoeu. Kpome Toro, jis OUEGHKH napameTpoB (papMaKOKHMHETHKH HCCJIETyeMOro
Tpenapara B onpe/e/eHHbIe BpeMeHHBIE TOUKH ¥ Bac GyzeT cobpano 15 o6pa3uoB KpoBH, Kk ablii odbeMomM 10 miL.
Takum obpasom, 3a Bce uccneaoBanue y Bac Oyner cobpano okono 215 mn kposu.

Verauorka kybutaneueix (A1 NOKTeROH BeHbI) renapUHUUPOBAHHEIX KATETEPOB MOXET COMPOBOXKIATHCH
HeMpUATHBIMU owymeHuaMUu. CyIecTByeT PUCK OCHOKHEHHH NpPH NPOBENEHUH TMPOLEAYPHl KaTeTepH3alHH
JIOKTEBOH BeHBL. B MecTe KaTeTepu3aLMM MOXET IOABHTHCA reMaroma (CHHAK) H MHQUIBTPaUMs (NMPHIYXJI0CTb).
Ecnu KaTeTep HaxXoJMTCS B BeHE JMUTENLHOE BpEMs, BO3MOXHO obpa3osaHHe TpomOa B NpPOCBETE KaTeTepa,
BOCTa/IEHUE BHYTpeHHeH obonouku Bexbl. Katetep Oyaet yctaHosneH He Donee 4eM Ha 24 yaca.
Dnexrpokapauorpadus (3KI') — B peaxux ciydasx MOKET MOSBUTHCA CHINb WK pasipaskeHHe Ha KOXKe Ha MecTax
HaHECeHHUs KJIeiKoro rens u pasmerneHus aektpopos ana DKI'. HexoTopeiM nmanpeHTaM-MY»XYHHAM, BO3MOXHO,
OyneT HeoOX0AUMO BEIOPHTb HeOOBINHE YYACTKH BOJIOC HA FPYAM A7 NPABHILHOTO MPHCOSAMHEHHS 3IEKTPOAOR
ana DKI.

HeuzBecTHBIE UM HEMPEIBUICHHBIE PUCKH

[ToMUMO PHCKOB M AMCKOM(OpPTA, MEPEYHCIEHHBIX BbILIE, BO3MOMKHO MPOABJICHHE paHee HE 3apervMCTpUpOBaHHbIX
WIH HeTHIHYHEIX ¢ dexToB. HexenarenbHele SBICHHSA, KOTOPBIE MOTYT NPOABATLCS [PH NPHMEHEHHH
HCClIelyeMoro npenapara y Jiojei, HEBO3MOXKHO npeaBu/ieTs 3apaHee. [103TOMy HENb3s MCKIIOUUTh BO3MOXHOCTB
Pa3BUTUS CEPLE3HOTO HENpelIBMACHHOTD HEXENATENbHOro spieHud. Bauml Bpau-HccnenoBarenb npoHHGopMupyer
Bac cBOeBpeMEHHO O JII0OBIX HOBBIX (DaKTaX WM M3MEHCHHAX B HCCJICI0BAHHH, KOTOPbIE MOTYT MOBIHATHL Ha Baiue
KENaHue NMpOJIOJIKUTh YaCTHE B MCCIIE0BAHUA. B cyyae BOSHHKHOBEHHA KaKHMX-THOO HEXENATe/bHBIX ABNCHHH
Bam HeOGXOIlHMO CBA3aTbhCA CO CBOHUM BpPadOM-HCCIEI0BATEIIEM.

Bo3moxHas nonis3a, CBA3aHHaA ¢ YY4aCTHEM B HCCIIEIOBAHHH

Ecnu Bel cornacurech NPHHATE y4acTue B HUCCNIEeJ0BaHHH, 3TO MOXET KakK MNPHHECTH Bam HGHOCpeﬂCTBeHHyIO
T0JIb3Y, TaK U HET.

Ha nporsxeduu Bcero uccrnenoBaHus Brl OyneTe HaxoauThes B YCIOBMAX CTAlHOHAPA MOX NPHCTANBHBIM
HAGMIOIEHNEM COTPY/IHIKOB MEIMIMHCKOrO YUPExKIEHH!s, Y4ACTBYIOLIUX B [IPOBEICHUH HecneaoBanus. Bam Oyayt
npoBejieHbl 06C/IeI0BaHUA ¥ aHATH3bl, B Pe3ylbTaTe KOTOPLIX BB cMOJMeTe Nony4uTh NOAPOGHYIO 1HhOpMAaLHIO O
coctosHuu Bamero 3goposes. Kpome Toro, 310 HMCENEa0BaHME MOXET MPHHECTH NONB3Y M APYTHM JIKOIAM, T.K.
pe3ynLTaThl MCCNEIOBAHMA TOMOTYT TONYYMTh BakHble cBeleHus 00 3{dexTuBHOCTH W 0G€30MACHOCTH

HCCNIEAYEMOTr'O IIpenapara.

AJIbTEPHATHBHEIE BHJIbI JIEYCHHA

,u..']ﬂ TOro 4ToOb! MONY4HUTh MEIULHHCKYH MOMOIIb no noeoAay JaHHOro 3aboneBanus Bam Heo0A3aTe/IbHO
YYacTBOBATh B JAHHOM KIHHHYECKOM HCCIe0BaHHH. Bpau-nccnenosarens obcyaut ¢ Bamu apyrue N0CTYNHBIE
crocoOkl IeueHHs H paccKaxeT o BO3MOXKHEIX PHCKaX H [oJB3€.

Yro npounsoitaet ¢ MOMMH 00pa3uamMu Kposu?

Bamwm 06Gpasisl KPOBH OYIYT MCMONB30BATHCA HMCKIIOYMTELHO MU KOHTPOJNS Haj Ge3omacHOCThO Baiero
nevenns. Bamum oGpasuam OyJeT MPHCBOEH TOT ke KOZOBBIA HOMEpP, YTO M JpYroi HH(pOpMAliH B pamkax
uccnenoepanud. Ilpu B3sTuM o6pazuoe kpoed Bamm oOpasupl OyAyT HEMENICHHO a@HAIM3MPOBATHCA B
HCCIIEIOBATENILCKOM LIEHTpE, a Takke JabopaTopHuul . Cpasy nocie aHanu3sa Bee o0pasiibl GyayT yHHHTOKCHBI.
Kak po3meaercs yiepo, 00yC/I0BIeH bl Hay4YHbIM HCCIEI0BAHHEM?

Ec/i B pe3y/bTaTe Y4acTHsl B JAHHOM KIHHHYECKOM HCCenoBanHy Bawemy 310poBbi0 OyneT HaHeceH yiepb,
Bam GyzeT okazaHa MeIMIMHCKAs TOMOLIb, HEOOXOAMMAs /UlA YCTPaHEHHA Takoro Bpejia. Bam He HykHO Oyaer
MJaTHTh 33 MOJY4EHHE TaKOH MeIMLMHCKON momomm. JlanHas uH@OpMaiMs He pacnpoCTPaHAETCA HA Ciydad,
korga Tpebyercs JedeHHe MO TOBoAY 3aboneBaHHd, pa3BMBIIETOCA BO BpPEMA JaHHOrO KIMHHYCCKOro
MCCNIEI0BAHMsA, HO HE CBA3AHHOTO HEMOCPEACTBEHHO ¢ BalnM y4yacTHeM B 3TOM UCC/IEJOBAHHH.

Pacxonpl, CBA3aHHEIE C acTHUeM B MCCIICIOBaAHHH

BO3MOXHO, YTO HEKOTOPhIE TEPANeBTHUECKHE MPOLEYpb, KOTOpbie Bam OyayT MpOBOAMTECA BO BPEMA AaHHOrO
MCC/IeI0BAHMS, TIPEAYCMOTPEHbI M NP NMPOBEIEHHH CTAHJAPTHOrO neveHus Bawero 3aGonepaHus. Pacxoibl Ha
BBIMONIHEHHE TAKMX CTAHAAPTHBIX Mpoueayp OyAyT omiaumBathca Bamielf cTpaxoBoif KOMNaHWeH MM B pamkax
rOCYAapCTBEHHBIX MPOrpaMM 3PaBOOXPAHEHHS.

Jlns Bac yyacTie B JaHHOM HCCIICA0BaHHH ABIAETCA GECIUIATHBIM.
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KomneHncanus
Bul He Oymete muiaTHTh 2a MCCIEIYeMBIH TpenapaT, MeIMUMHCKOe OOCNEeNOBAHME, TECTHl MM nabopaTopHbie
ofcnenopaHus, KOTOpHIE MPOBOASTCS B PaMKaxX AAHHOrO HCClenoBaHHA. Bce pacxonsl, ceszaHHble ¢ Bammm
npedsIBaHHEM B KIMHUKE, OYIYT OIIaueHbl OPraHH3aTOPOM IaHHOTO HCCIIEIOBAHMS.
(TIIps HeBO3MOKHOCTH ONJIATHI HEKOTOPHIX TEpPANEBTHYECKHX MNpOIENYp, CBA3AHHBIX € HCCIeI0BAHHEM,
CTpaxoBoH KOMHOAHHEH HJIM B paMKax rocyIapcTBeHHBIX MNpOrpaMM 3APABOOXpPAHEHHS HeoOX0aHMO
NperoCcTaBUTh NAMEHTY MOJHYI0 HHpopmauuio 06 3TOM B TekeTe HHGOPMHPOBAHHOIO COrJIACHS).
[Ipy moanMcaHuH AaHHOrO coryiacus Bbl CTAHOBHTECH YYACTHUKOM KIHHMYECKOrO HccienoBaHua. OQHAKO MpH
3ToM Bl He TepseTe HUKaKKX MpaB, NpuHaiexamux Bam no 3akony.
JoGpoRONBHOCTE YUACTHS B HCCICAOBAHUHN
Bame y4acTHe B MCCIEIOBAaHHH fABIAETCA MONHOCTBIO JOOGpPOBOILHBIM. BEl MokeTe B M0G0l MOMEHT BBIHTH U3
HccneJoBaHHA, He OOBACHAA NPH 3TOM MpPUYMH OTKaz2a OT JaikHellero ydyacTus B HeM. Ecnu Bbl He 3axoture
CTaThb YYAaCTHHKOM MCCNEJOBAHUA WIH MpeKpaTuTe CBOE y4yacTHe B HeM, TO Bamie peuleHue He MOBIHAET Ha
KayecTBO OKa3blBaeMol Bam MeauMuuHCKONH moMoimM B pjanbHelimem. OpHako B 3TOM cioyuae ains Bauefi
0e30MacHOCTH PEKOMEHAYETCA MPEAYNpPEIMTh Bpauya-HCccIeA0BaTeNs 0 HAMEPEHNH TTPEKPATHTE UCCIEA0BaHHE.
HUckmouenue H3 HcCaeAOBaHHS
Bawm Bpau moxeT B m000e BpeMsa HCKIO4NTe Bac M3 uccnenoBaHus, eciii Bam MpoTHBOMOKa3aHO JaibHEHILIEE
yqacme B HEM, HJIH €CJIH Bel He cMOX€ETE BEIMOJHATE KaKHE-I!HﬁU TpeﬁOBaHHﬂ, Hpe,[['bﬂBJ]XeMble K y4aCTHHKaM
HCCIIEIOBAHHA.
Kpome ToOro, npoBeneHHe 3TOr0 MCCAEIOBAHHS MOXKET ObITh MPEKPALIEHO B JIO00H MOMEHT IO MEIULIMHCKHM
cooOpaxeHHAM HJIH 110 MPHYHHAM OPTraHU3allMOHHOTO XapaKTepa:

eBalne HexeNnaHue NPOIOIKATL YUaCTHE B UCC/IEJOBAHUH MO KaKOii-NH60 npUyHHe,

oOTcyTcTBHE HeoOXoauMoro Baniero coTpyIHHYECTBA C BpauOM-HCCIeI0BaTENEM;

eHeB0o3MOKHOCTh HIIH OTKa3 ciienoBars Tpedosanuam [IpoTokona HecneJ0BaHHS,

o J[pyruie agMHUHHCTPATHBHBIC IIPHUKHBI (3200/1eBaHHE HCCITeI0BaTeNA);

®B0 BCeX C1yuasx, He OrOBOPEHHBIX IPOTOKONOM, KOTZA Bpau-KCCleIoBaTe b CYMTAET, YTO NabHEHIIEE

Bawie yuyacTue B HCCleI0OBaHUM HAHOCUT BaM Bpea.

Ecnu Bel pekpatuTe y4acTBOBATE B MCC/IEJOBAHMH PaHblile HAMEYEHHOTO Cpoka, Bac nonpocaT Kak MOXKHO CKopee
npoliTi 3aKaouMTeNbHbie 00caenoBanni. Kpome TOro, Ui OUEHKH COCTOAHMA Baiuero 310poBbA MOXKET
noTpedoBaTbcs ONHO MM HECKOJABKO AOMOJHHTEIbHBIX IIOCCIICHHH Bpava-HCCIeI0BaTeNd A NPOBEACHHA
MOCIEAYIOUIEro HabMOAeHHS.
Habmonenne 3a mauueHTaMi, BHIOBIBIIMMM W3 MCCACAOBAHMS [0 NMPUYHHAM, HE CBA3@HHBLIM € MEIWIHMHCKHMH
acneKkTaMu, NMpoBOAUTLCA HE 6y,ue*r.

KonduaeHUHaILHOCTh

KouhuneHunansHocTs HHGopMaLyu o Bac OyneT samuiieHa JeficTBYIOIMMH 3aKOHaMH M HOPMAaTHBHBIMU aKTaMH.
CornacHo @enepansHoMmy 3akoHy Ne 149 ot 27.07.2006 «O6 uHdopmauuy, HHPOPMALMOHHBIX TEXHONOIUIX U O
samuTe unpopmauuu» u dexepansHomy 3akoHy Ne 152 ot 27.07.2006 «O nepcoHanbHbIX AaHHBIX» Bbl MMeeTe
NpaBo HAa KOH(HWIEHLHaNbHOCTb, W BCE JaHHbE, COOMpaeMble B paMKax NAHHOTO MCC/ICIOBAaHHA, AOJKHBI
XpaHUTHLCA B TallHE B MpeJieNiax, MpeiycMOTPeHHbIX 3akoHOM. Bama damuins v Apyrie nepcoHanbHEBIC AaHHBIE HE
GyIyT yKa3biBaThcA B MyGIMKALMAX, CBA3AHHBIX C ITHM HcciaenoanneM. HenmocpeacTBeHHBIH A0CTYN K Baeit
MeJMLMHCKON JOKYMEHTAUHH GYIET MMETh KOOPIAMHATOP M ayaMTOphI, @ Takke npeacTaputenn OpraHusaropa u
OpraHoOB TOCYAapCTBEHHOrO KOHTPONA C LENbi0 MPOBEPKH MOJTMHHOCTH MH(OPMAIMH, TONYH4eHHOH B Xone
uccneoBaHns. Bbl MMeeTe npaBo NONYYHTh HHPOPMAUMIO O Pe3ylbTaTaX BCeX NabopaTOpHBIX HCCIeNOBAHHH
OHOOrHIecKHx o0pa3LoB, caaHHbIX Bamu.

OpraHuzaTtop W ero nNpeAcTaBuTenH He OydyT pasrjaware HHQOpMAUHK O COCTOAHHMH Bawero 310poBbs
CTPaxXOBBIM KOMMAHHMAM, 32 HCKIIOUYEHHEM CJydaeB, Korza 3T0 TpeOyeTcs MO 3aKOHy, HIIH €CiH Bel He
NMpeJOCTaBHTE HA 3TO OTAENBHOE COrNacHe B NHCbMEHHOM BHie. JlaHHble HCCIIC10BaHHA, KOTOPbIC Bpat-
HCCNEeNoBaTeNb HCCACAOBATEILCKOrO LEHTpa OyAeT MCMoNb30BaTh B XOA€ HCCIENOBAHMA, W TNEpeiaBath
OpraHM3aTopy M €ro npeAcTaBHTeNAM, He GyayT BKIo4aTh HU Bamero uMeHH, HM ajpeca, HH Kakoi-1ub0 HHoi
MH(DOPMALMH, KOTOpas HAMPAMYHO CMOXKET HICHTHHLUMPOBATH Bally THYHOCTD.

Mocne noamucanns MudopMHUPOBaHHOro THCTKA NalkeHTa H GopMel HHYOPMUPOBAHHOTO COTNIACHA HA y4acTHE B
HCCTIEIOBAHMH Bpay-HCCIENOBATeNb NPUCBOMT BalliM JaHHBIM KO, a Taloke Oyaer HCmonb3oBaTh Baiiu
uHHUManel. UnenTudukauuonHslii kox Oyaer ykasaH Ha TMTYIABHOH CTpaHHle HudopMalMOHHOr0 JIHCTKA
mauuenTa. HekoTopele NaHHbIE, npeiocTaBigeMbie OpraHu3zaTopy, MOTYT COICPIKATH HH(popMaLM, KoTOpas
MOXET GbITh MCONb30BaHa 11 uaeHTH(Hkamuy Bameii THuHOCTH (HanpumMep, Aata Bamero poxzaeHus). Eciu y
Bac BO3HMKHYT BOMpOCH, KacalomMecs KOHKPETHOH  HH(poOpMaumHd, KOTOpad fyger  nepenasa,
MPOKOHCYILTHPYITECH, MOKATYHCTA, C BPAUOM-HCCIELOBATENEM.

V Bac ecth MPaBo MPOCMATPUBaTh M KONHPOBaTh Bauly NHuHYyl0 MEIMUMHCKYIO HHOpMaUuio, KOTOpas UMEET
OTHOIIEHME K OJTOMY HCCIENOBAaHMIO, 3Ta MH(OpPMAUWs XPaHHTCA y Bpada-ucciefobarels Wid B
HceaeJoBaTe/IbCKOM LIEHTPE. Om{a}(o, AJA obecrieueHHs LEJOCTHOCTH JaHHLIX, Takas BO3MOXKHOCTE MOXKET ObITH

Bam npenocrarnena 4acTHYHO MITH MOJHOCTEIO MOCTE 3apepileHus UCCIe10BaHuUs.
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Bel MO3KeTe 0TO3RATH CBOE COTflacHe Ha MCMoNnb30BaHHe Baweil uuHON HHGOPMALMH B TH060H MOMEHT, YBEIOMMUB
06 3TOM Bpaua-uccienoBaTend MHCbMEHHO. B 9TOM  ciyuae, Bpau-McCnenoBaTeNlb MO MEPCOHAN
HCCNIEIOBATENLCKOrO LieHTpa Gomee He OyIyT MCMONB30BATE WIM pasriamars Bamy IHunyro MEIHLIHHCKYIO
HHOOPMALMIO, CBA3aHHYIO C 3THM HCCIENOBAHMEM, €CIH TOIBKO 3TOTO He norpedyercss s COXpaHEHHs
LENIOCTHOCTH PE3YNbTATOR HCCheoBaHus. [JaHHble, MoayueHHbIe B X04e HeeneIoBaHus 10 Bamero otkasa, MoryT
ObiTh  McMoONb30BaHbl OpraHM3aToOpOM M €ro MpejacTaBHTENsMH. B ciyyae orseiBa Bamero cornacus Ha
HCNOJIb30BaHKe HHpopMauuu Bbl fanee He CMOXeTe NPUHMMATE YYacTHE B HCCAENORAHMHM, HO KAKMX-1HO0
CaHKUMI WM HeOIaronpHuATHBIX nocieacTBHi 1 Bac 310 He mosneuer.
Yro Opranuzarop Oyner nenaTs ¢ JaHHBIMK, NONYUEHHEIMH B 3TOM MCCIEIOBAHUN?
OpraHu3aTop UMeeT NpaBo;
®XpaHHTL H aHAIM3UPOBATE IMOJYYEHHBIE CBEJEHUS C MOMOLUBI) KOMMBIOTEPA, MM JOCTHKEHHUS Lenei
HACTOALLErO HCCIIEI0BAHMUA;
ocoo0IaTh O3TH [JaHHble OQULUMANBHLIM OpraHaMm, OCYLIECTBIAKLNM  PETHCTPALMK  HOBBIX
JICKapCTBCHHBIX TMpenaparos, WM TIpynnaM, OCYIUECTBJAIOIIMM [POBEPKY Ha MOPEAMET HaJJIeiKallero
MPOBEACHUA HCCIEN0BAHMUA;
ecoobWware 3Ty MHOOPMAUMIO IPYTMM KOMMAHHAM MM YHHBEPCHUTETaM C LBl JaibHeliei
pa3paloTKH H3y4YaeMoro npenapara Wiu APYrix Npenaparos;
®JiCII0JIb30BaTh  pe3y]bTaTel Ul NJIaHUpOBaHUs  JPYrUX  MCClIEeloBaHMi ¢ LE/IbIO
paspaboTku HM3y4yaeMoro mnpemapara;
ecoo0LIaTh BCe CBEIEHHS, MOMYUYEHHBIE B X0J€ MCCIEIOBAHNS, IPYrUM coTpyaHukam OpraHuzaropa B
IaHHOMH cTpaHe H B IPYruX CTpaHax mo Bcemy Mupy. Ecnm undopmauna Gyner otocnana B modyro Apyryo
cTpaHy mupa, Opradusatop GyAeT NPUMEHATE TOT e YPOBEHB 3allMTHl Bameli nHQopMmanuu, B TOi CTENEHH,
B KOTOpO#i 2T0 OyAyT MO3BOJIATE 3aKOHBI JaHHOH CTpaHBI.
Opranusatop sABIAETCA BIaIe/blieM [OJYYEHHBIX pe3yasTatoB uccnepoBanus. OpraHuzaTop NIaHUpYeT
HUCMOJIL30BATE TOJIYUEHHBIE pe3yabTaTkl M MOXET MNoJy4yaThk COOTBETCTBYIOIIHE MNATEHTHI HWIH 3aHUMAThCA
npojaXkaMH JIeKapCTBEHHOro Npemapata B OyaylleM WM MOJy4aTh MOOYH APYTYHO BBIFOAY Kak pesy/bTar
NPOBENEHHS JAHHOrO HCCIEAOBaHMS, TpH 9ToM Bol He mMoONy4nTe HUKAKOW BLIFOABI BCJIEACTBHE 3TOM
JIeATeILHOCTH.

KonrakTsl 114 JanbHefimeil nHbopmMauun
Hccnenosatens 1/uiiu MCC/1e10BaTEILCKHI NEPCOHAN OTBETAT Ha Bee Baiu Bormpockl 00 3ToM KecaeaosaHni. Eciun

Bam Oymer HeoOXoauMO COOOIIUTL O KaKWX-THOO M3MEHEeHHSX B MpHEME JIEKapCTBEHHBIX CpPeACTB, O

HeGIaronpUATHBIX UTA 340POBbs SABJIEHUAX, WM 00 yuiepOe, HIH €CllH BO BPEMA YYacTHs B 3TOM MCC/IE10BaHHM

BaM NoTpebyeTcs HEOTIOMNHAsA MEAHLIHHCKAS TOMOIb, BaM cienyeT cBa3aThes ¢ BalluM BpayoM-HCCIeaoBaTelIem:

@ .U.0. uccnenoparens:

Ten. uccnenoparens: - =l

w/unu B Komurer no IHke MEIHIHHCKOTO YUPEKACHHA:

Anpec: 197758, Cankr-IletepOypr, 0. [Tecounsii, yi. JIeHHHrpaackas, AoM 68.
» Ilpencenatens K3: Cemenosa Auna Mropesna, Ten.: (812) 439 95 55;

E-mail: mirannia@yandex.ru

» 3amectutens npeacenarens KD: Kynesa Ceetnana AnekcaHIpoBHa, Tel.: (812) 439 95 55;

E-mail: kulevadoc@yandex.ru
+  Cexperaps K3: Pasanckas Ceetnana Cepreesua, Ten.: (812) 439 95 55 (3303);

E-mail: EC@GCP.center

OpraHu3aTop HCCIeI0BaHHA:
desepanbHOe rocyaapcTBeHHOE GlomKeTHOE yupekaerue « HalpoHanbHbll MeIMLIMHCKUI HCCTeI0BATeTbCKHIT

ueHTp onkonorun uM. H.H. Tetposa» MuHuCTepcTBa 3ApaBooxpaHeHus Poccuiickoii @exepauuu. 197758, CaHkt-
IerepGypr, noc. [Mecounsri, yi1. Jlenunrpaackas, 1om 68

Teneton:
Kypatop uccnenopanus: OHO, Tenedon.
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[MMCbMEHHA A ®OPMA HHO®OPMHUPOBAHHOI'O COTJIACUSA IMAITMEHTA

HuausuayanbHeii uaeHTHOUKAUMOHHBIN KO

A J00pOBONBEHO cornamanch Y4acTBOBATh B JAaHHOM KITHHUYECKOM
HCCIICOOBAHUH: « ».

S BHHMaTensHO mpouwTan(a) NAHHG OKYMEHT W TOHsa(a) ero conepxadue. MHe mnpemocTaRHmH
nonpoGuele  OGbACHEHHS, Kacalomuecs WHGOPMALMH, H3IOMKEHHOH B JaHHOM JOKyMeHTe. Mue Oblna
MpefoCTaBIeHa BO3MOXKHOCTE 3a/1aTh BOMPOCH 00 3TOM UCCNEIOBAHUH, U A MOJYYHI(a) HA HUX HCUEPMbIBAIOIIHE
oTBETEI. MHe Takike COOOLIMIM, K KOMY cleayeT o0palathes, €ClH Y MEHS TOABATCA JONOJHHTE/BHEIE BOIPOCHL.
Bes undopmanus 06 uccneIoBaHUM, BKIIKOYAS BCE MOACHEHHA W OTBETHI HA BONPOCHI, Obiia H3/I0KEHA MOHATHBIM
I MeHs sS3blkom. A NOHHMAI0, YTO A MOTY OTKa3aTkCAd OT Y4YacTHA B JAHHOM KIIMHHYECKOM HMCCICAOBAHUH WITH
BBIHTH M3 HCCIEOBaHHA B NHOOOH MOMEHT Ge3 yKka3aHus KOHKPETHOH MPUYHHEL, M YTO MOE PELIEHHE HE TMOBJIHAET
Ha KAaYeCTBO OKa3zbIiBAEMOIi MHe ME,II,HI_IMHCKOI'?'I NMOMOIIH. s 3HaKW, 4YTO A1 HE MOry NpUHHUMAThL Y4YacTHE B ApYroMm
KJIHHHYECKOM HCCJIENOBAHHH BO BPEMs YUacTHs B JAHHOM KIIMHHMYECKOM MCCJIEIOBAHHH.

Sl pazpewato npu HeoOXOAUMOCTH MPOUHGOPMHUPOBATE MOEro Jeyatero (Y4acTKOBOro) Bpaya O TOM, UTO
Y4acTBY) B [JaHHOM KIHHMYECKOM HCCIEJOBAaHWM. f NpefocTaBidid NpaBo AOCTYNA K MOei MEIMLMHCKOH
AOKYMCHTALMH COTPpYOAHHKaM H TMNPEACTaBUTCIAM KOMIIAHHH, (i)PlHaHCprlomeﬁ HCCIEA0BAHUE, 3KCIEpTaM
MuHHCTEpCTBa 3ApaBooXpaHeHus Poccuiickoii @enepali | APYTHX OPTaHOB 3/IPaBOOXPAHEHHM, a TAKKe UIeHaM
CoBera no sTHke. HO,I[I'IHCLIBE.H H JaTUpyAa llaHHbIFi JAOKYMEHT, A4 HE€ OTKa3blBaAKOCh OT CBOMX 3aKOHHBIX Ipas,
KOTOpBIE MHE MPHHAMICKAT HE3aBUCHMO OT TOr0, ABJAKOCE A YYACTHUKOM KIIHHHYECKOrO HCCICOOBAHHA HJIH HET.
HOIRHHCHBaﬂ JaHHBIA HJOKYMEHT, f TaKXKe 065]3){'!001; BBIMOJIHATE BCE NMpEANHCAHHUA, YKasaHHd W PEKOMEHIalMH
Bpaqa-uccnenoaa'rem, COOﬁlH.aTla emy BCHO HeOGXO,ﬂHMyK’) uH@opmauﬂm 06 M3MEHEHHH MOEro CaMO4yBCTBHA,
NOSABIEHWH HOBBIX kajnob u CHUMNOTOMOB, ob oﬁpamewﬂx 33 MeIMLIMHCKOM MNOMOUIEK, O NMpHEME Kkakux-nubo
JICKAPCTBEHHBIX NPENapaToB, KOTOPLIC HE HCII0JIBE30BAJIHCE MHOKD DAHEE.

A nonyuun(-a) MOAMHCAHHBIF W JaTUpORaHHBIH 3K3emmiap HHpopmaunoHHOro uctka ¢ (hopmoid
HHd)OpMHpOBaHHOl"O coriacHa Ha CcTPp.

S nony4un(a) noAMMCAHHBIA M NATHPOBAHHBIH 3k3eMIIAp MHOPMaLMOHHOrO JIMCTKA MALKEHTA.

IToanuck maluenTa:;

Hara (mu/mMm/rrrr):

Bpems (B 24-4acoBoM ¢opmare):
daMuus, UM, 0OTIYECTBO
nmanuenTa (Ie4aTHIMU OYKBaMH ):

S, HmKenoanucaBmuiics (cA), TMOATBEPKAAO, YTO MAUHEHTy (ero 3aKOHHOMY MPENCTABHTENID),
MOANKCABLUIEMY AAHHBIH JOKyMEHT, OBUTO MPEeIOCTaBIEHO MOAPOOHOE OOBACHEHHE BCEX ACMEKTOB NPOBEACHHS
MCCIEIOBAHMA, M uTO mnauueHT (ero 3aKOHHBIN NpeACTaBMTENh) MOHHMAET, B UeM 3aKIKOYaeTCsd JaHHOe
HCCIIEIOBAHUE, & TAKXKe PHCK M MONb3Y, CBAZAHHBIC € €I0 YIaCTHEM B JaHHOM KITHHHYECKOM HCCIC0BAHHH.

Ioanuce Bpa4da-uccienoBarTeis:

Jara (na/MM/TTTT):

Bpems (B 24-yacoroM dopMmare):

damuius, UMs, OTIECTBO Bpada-
HcClIeoBaTeNs (MevYaTHbIMU OyKBaMMu):

1 IK3CMIUIAD — AJIA MalHEeHTa, 1 IK3eMIIAP — AT MeIHLUHCKOMN JOKYMEHTalHun

Crpanuua 19 u3 19



