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1. Heas — pa3zpaboTtaTh MHCTPYKIHH [0 IKCHEPTH3E M MOcieaytonieMy Habmoaennio no ¢akry
OTHETOB O PA3BHUTHH HEXKEaTe/lbHbIX ABJICHHI/peakiMii B XOJe TEKYIIero HCCie/l0BaHus, paHee
0106peHHOr0 THYECKUM KOMHTETOM.

2.

3
3,
3:2.
3.3.
3.4,

ObaacTs npuMeneHns — Bce 0J100peHHbIE IPOTOKOBI.
Tepmunbl u onpeaeenus:

HexkenarenbHaa peakuusa (HP) — Bce wHeratMBHble WM HENpeABHM/ICHHBIE PEAKLIMH,
CBAI3aHHBIE ¢ MCTIOJIB30BaHKEM JIIOOOH 103kl MEJMLIMHCKOTO NMPOAYKTA W Mpe/inoiaraioinme
BO3MOMKHOCTb HAJIMYUA [IPHMHHHO-CIIE/ICTBEHHON CBA3H MEAMLIMHCKOTO MPOAYKTa M JIaHHBIX
[IPOSABJICHHIA;

HexxenarensHoe spiende (HA) — BeisBieHHOe y nauuenTta wiM cyObekrTa KIMHMYECKOro
UCCIIeIOBAHMS 110CIIe IPUMEHEHU (apMaleBTHYECKOro npoaykTa moboe HebnaronpusaTHoe
C MEIMUMHCKOH TOYKM 3peHus coObITHE, KOTOPOE MOKET M HEe MMETb TNPHYHHHO-
CHEJICTBEHHOM CBA3M €ro NpUMEeHEHHEM;

HenpeaBuaeHHas HexenarensHas peakums (HHP) — nexenaresnnHas peaxums, CyIIHOCThb
WJIH TSKECTh KOTOPOH HE COriacyioTes ¢ MMetoliecs undopmatmei o npojykre;
CephE3HOE HEKENIATEILHOE ABICHHE W/HIIK cepbe3nas nexkenarenbuas peakuus (CHA/CHP)
— moboe HebnaronpusTHOE KIMHUYECKOE COOLITHE, KOTOpOE BHE 3aBUCUMOCTH OT J103bl
npenapara: NpHBesio K CMEPTH; NMPEACTABISET YIpo3y Ul HU3HK, TpebyeT rocnuraiuiaiuu
WK ee MPOJUIEHHSA; [IPUBEJIO K CTOMKOH WK FHAYMTE/ILHOM
HETPY/I0CTIOCOOHOCTH/MHBAIIMAHOCTH; TIPEJICTaBiIseT cOOON BPOXKICHHYIO AHOMATHIO/MOPOK
pa3BHTHA;

4.  Orsercreennoctb. KD 11poBojMT SKCIEPTH3Y OTHETOB O HEXKENATEIbHBIX PEaKIMAX U ABJICHUAX,
BKJTIOMAKOIIMX PHCK JUIS YyMACTHHKOB HCCIIE/IOBAHMS WIIM HECOOTBETCTBHE ITHHECKMM CTaHJapTaMm.
5. THocae nopaun coodmenuns:

a.1.

5.2.

6. CHA,

KD BBIHOCHT OIHO M3 CIEYIOUINX PELICHHI:

5.1.1. NpUHATH K CBEICHHIO NPE/ICTABIEHHYIO HHPOPMALIHIO;

5.1.2. B OTAENbHLIX CHyHasX, 3ac/yKMBAIOUIMX OCODOr0 BHUMAHUS C TOYKH 3PEHMS
6e30MnacHOCTH YHaCTHHKOB MCCIIEOBAHMA M H3MEHEHHS COOTHOMICHHS PUCK/TIONB3a
yuactus B uccnenosanuu, llpencenarens KD, samecturens [lpejcenarens wnu
aKenept, HasHauenubii Ilpeacenarenem, npeAnpUHUMAIOT KOHKPETHbIE JICHCTBHS B
OTHOHLIEHHH JIAaHHOI'O cobbiTH (3al'lp0CHTb JIONOJIHUTE/IbHBIC JIOKYMCHTbI Wnim
MHPOPMALMIO 110 UCCIIE/IOBAHMIO);

5.1.3. 1o pemeHMio BblleyKkazaHHbIX wieHoB KD coobuenus BuiHocATes Ha obcykieHue
sKCTpeHHoro 3acefanus KD M 1no HUM rojocoBaHuem npuHumatorces ocobbie
peleHus.

Eciu kakue-nmnGo warn Obuth npeanpuustsl, cekperaps KD HesameuutenbHo coobmaer

00 9TOM IJIABHOMY MCCIIEI0BATE/IO H OPraHu3alium, npoBojisiiei ncenenosanmne. Cexperaps

rOTOBHT O(HIMAIEHOE MHCBMO, MOANMCAHHOE W JIaTHpoBaHHoe npejcenartenem KD wan ero

3aMeCTHTC/IEM T[JIaBHOMY  HCCJIe/loBaTe/iio 0 TOM, KaKHE JICﬁCTBHH JIOJIKHBI ObITh

NpEINPHHATEE B COOTBETCTBHH ¢ pemiennem KD. Ecim KD nHe npeanpuHumaet HMKakKmMx

JEHCTBHI, Ha CcOODUIEHMH CTAaBUTCH OTMETKAa «npuHsTo K csegenuton. Coobuienus

apXMBHPYIOTCH CEKpeTapHaToM B aiiie JIaHHOrO UCCIIe/IOBAHHU.

CHAYYHBIIHECH B HCCICAOBATEJILCKOM HEeHTpe, HNpHBEAINIHE K CMEpPpTH HJIH

NPeACTABIMIONIHE YIPO3Y KH3HH CYObeKTaAM HCC/IeI0BANN:

6.1.

6.2.

Hccnenosarens nsgentaer KD B NMCEMEHHOM BHJIE B TedeHHe 7 KalleHJapHBIX JHEH nocie
nosnydeHus uHpopmaumun 060 Beex CHI, ciiyuuBiiMXCs B MCCIE0BATE/ILCKOM LIEHTPE,
HPHUBE/ILIMX K CMEPTH MIIH NIPEJICTABISIONIMX YIPO3Y KH3HH NalMeHTa.

B coobuieHun riasHbiil HeceaoBaTelb 10JKEH yKa3aTh:

6.2.1. cyrb cobbITHs;

6.2.2. KpuTepHii cepbe3HOCTH COOBITHS (CMEPTD, YIPOKaKOLIEe KH3HH COCTOAHHUE, CTOHKOE
HITH BbIpaKEHHOE HapylueHHe TPYAOCTIOCOOHOCTH/ 1eecnOcOOHOCTH,
FOCHHTAIN3ALAA WM TIPO/UIEHHE TOCITMTAIIM3ALINY, BPOXKICHHBIE AHOMAJIHH HIIH
jnedekThl pazBUTHs, JIPYIHEe BAXKHBIE € MEJMIMHCKON TOYKH 3peHust coObITHA),
HCXO/1bI (el COOBITHE Pa3peILHIOCh);

6.2.3. Mepbl, npuHsThie juis obecnedenus 6e30MacHOCTH NalMeHTa.
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CHP, 3aperucTpupoBanHbie HA JAHNBIH Npenapar, B HCCIE10BATEIBLCKHX HEHTPaX:

7.1. KD nomken OwiTh npounpopmupoBan 060 Becex ciayuasx cepwesubix HHP na nanubii
npenapar, KOTopbie 3aperdcTpUpoBaHbl B XOJ€ NPOBEACHHS KIHHHYECKOTO HCCIeI0BaHMsA
BO BCEX MCCJIE/IOBATE/IBCKMX LIEHTPAX, I/le TMPOBOJMTCHS MHOIOLEHTPOBOE KIMHHYECKOE
ucesieiosanre. Opranusauus, NpoBojsias MccliiejoBanue (crnoHcop), obssava coobiats
060 Beex cepbesnbix HHP, npuBeiiimux kK cMepTH WK NpE/ICTaBISIONINX YIpo3y cyObekTam
MCCIIe/IOBaAHMS B TeueHHe 7 KaleHaapHbIX JiHel nocie nojy4eHus HHGopMatuu o coObITHH.
B ocrajibHbIX ciyyasx BeissiieHHsA cepbe3tbix HHP - B revenue 15 kanenaapHbix JAHEH.

7.2. Hudopmaums o6o scex CHP, Ha wuccnejnyemblii npenapar, KOTOpble He SABJISIOTCH
HENpeABH/ICHHBIMH, 1PE/ICTAB/IACTCH TAaK, KaK 9TO YyKa3aHO B MPOTOKOJE, HO HE PEkKe HeM
OJIHH pa3 B rojt B (popMe 1HePHOMYECKHX HIIH FOJIOBBIX OTYETOB W 3aKJIIOYHTE/ILHOIO OTYETa
1o GezonacHocTy.

7.3. K coobiuenuio npunaraercs CONpOBOJAMTENBHOE IMHCbMO HA PYCCKOM S3BIKE C TONKCHIO
IIaBHOTO UCCIE/I0BATESIS HIIH CIIOHCOpA.

7.4. HWudopmaums jaopkHa ObITh MNpeiCTaBieHa HA PYCCKOM f3bike WM ObiTh cHabkena
KOMMEHTapHAMH Ha PYCCKOM A3bIKE.

Hndopmanus no 6e30nacHOCTH, CYIIECTBEHHO BJMMIOLIAN HA NPOBEJACHHE HCCIEI0BAHUH
/WM YBEJHYHBAWOINAS PHCK Ui cyObekToB nccaenosanms.  Mccaenosarens (cnoncop)
coobmaer B KD undopmaimio 1o 6e30nacHOCTH, KOTOpas MOKET M3MEHATh OLEHKY COOTHOLLICHHS
NOJb3a-PUCK  MCCIIEyeMOoro npenapara JuMbo ClykWTh OCHOBAHMEM JUl  M3MCHCHHA B
pPEeKOMEHJALMAX [0 €ro Ha3HA4YeHMIO, a TakKe OCHOBAHMEM JUIS [€pPecMOTpa BO3MOMKHOCTH
AabHENILEro NPOBEAeHNS HCCIIeI0BAaHHA M HeOIAroNIPUATHO MOBIMATEL Ha XOJ1 HCC/IEI0BaHMS.

KD ocrasnser 3a coboit npaso norpeboBaTh JONOIHHTEIbHYIO HHPOPMALIMIO MK JIOKYMEHTBI 110
MPOBOAMMOMY MCCJIE/IOBAHHIO B LIEHTPE.
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®opma COII-KDI-011-01

[Ipencenaremo Komurera no Druke

Ilpn ®I'BY «HMHL] onkonorun um. H.H. [Nerposa»
Munsapasa Poccuu

Cemenopoit A M.

Ysaxkaemasn Auna Uropesna!

B cooTBEeTCTBHM ¢ NpaBUIaMH NPOBEACHHS KIHHUYECKNX HCC/IIOBAHMI W CTAHAAPTHBIMH
npouesypamu Komurera no ruxe npu @I'Y « HMHLL onkonorun um. H.H. Ilerposa» Munsapasa
Poccum npouiry npHHsSThL K CBEIGHHIO HH(POPMALIMIO O CEPLE3HOM HEXKEIaTe/IbHOM ABJICHHH,
3apEruCTPUPOBAHHOM Y MAlIMEHTA, YHACTBYIONIEro B KIMHHYECKOM HecseoBanun (Ne M Ha3BaHHe):
, IPOBO/IMMOT'O HA OT/IE/ICHHH

I'naBHbIi HccieoBaTesb:
Homep narMeHTa B MCCJIe€JIOBAHHH:
Kparkoe onucanue cepbe3Horo HexeIaTeIbHOro ABJICHUS:
CepbesHoe HexenaresibHoe sBJIeHHE (HYKHOE MOYEePKHYTh):
1. mnpuBeso k cMepTH
rpejacTaBiseT coboH yrposy Juis JKH3HH
TpeGyeT rocnUTann3alluy WK ee MPojUIeHNs
MPHUBEJIO K CTOHKOH MIIM 3HAYUTE/ILHONH HETPY/10CIOCOOHOCTH HITH HHBAJIMHOCTH
npejcrapiaser coboil BPOKIECHHYIO aHOMAJIMIO WK JIeeKT PpOKIeHHS

RN

Jlata nauana cepbe3HOro HeKeNaTeIbHOrO SBJICHHS:
Jlata okOHYaHHA CEPLE3HOTO HEXKENATE/ILHOIO ABJIeHHS (eC/IM PUMEHHMO):
C 1dem CBA3aHO Pa3BUTHE CEPBE3HOI0 HEXENATEILHOIO ABJICHHA:
[Tpuauna:
Crenexn (no CTCAE v5.0)
HMccnenyemslii npernapar:
EcTb 11 ¢BA3b ¢ HCCHEYEeMbIM ITpernapaToM (HY»KHOE MOYePKHYTh):
1. Jla
2. Her
3. He ussectHo

B cBA3M € JIAHHBIM CEPLE3HBIM HEKENATE/IbHBIM ABJICHHEM Obl/IH NPOBEJICHBI ClIe/1YIOLLHE TEpanus 1
MEPOTPHSTHS:

Mozaudukaims Ha3HAYEHHS HCCIICLYEMOI TeparnuM B CBA3M C Pa3BMTHEM CEPbE3HOI0 HEXKENATEILHOIO
SBNCHUS: (Mmepanus npenapamom (He) npexkpawiena/003a npenapama omKoppeKmuposand 6
COOMBEMCMBUN C NPOMOKOIOM)

Tepanus u MEpONPUATHA 110 MOBOJLY HEraTHBHOIO CEPHE3HOI0 HEXKENATEILHOTO

ABJICHHS

Cratyc nanueHTa B UCCIEI0BAHUM: (MPOO0INCACM/3a6ePULUN YHACTIUE 6 UCCIeO08AHUL)
KommenTtapun uccienoparess:

C ypaxkeHueM,
I"naBubii MccnepoBaresn
(PHO) (noonucs)
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