Pe3yJ1TaTVI OT KIIMHUYHO N3nnuTBaHe

PesynTtatu oT

KITMHUYHO N3NnnnTtBaHe

Bb3noxuren Ha Eisai Ltd.

n3cneaBaHeTo:

MNMpoy4yBaHo Elenbecestat, HapnyaHo owe E2609

NeKapcTBO:

CbKpaTeHo N3nuTBaHe 3a ycTaHOBsIBaHE Ha Ha4MHa Ha
HauMeHoBaHWe Ha  [JenctBue Ha elenbecestat n HeroBaTa 6e3onacHocT
M3NUTBAHETO: Npwu NbAHOMETHN NNLUA C Ha4YaneH cTaaun Ha

6onect Ha Anuxanvep

briazodapum Bu!

YyacTtBaxTe B TOBa KIMMHUYHO NPOy4BaHe 3a U3NUTBAHOTO JieKapcTBo elenbecestat,
HapwuyaHo owe E2609. Bue n BCUYKM OCTaHanu y4acTHUUM NOMOrHaxTe Ha
n3criegosartenvTte a nonydar JonbrHuUTenHa nHpopmaums ganu elenbecestat moxe ga
NMOMOrHe Ha MbIHOMNETHW N1La C HaYaneH ctagui Ha BonecT Ha Anuxanmep, HapuyaHa
owe BAHC. XopaTa, kouTo cTpagat ot 6onect Ha Anuxanmep, Mmat npobnemu ¢ nameTTa,
MUCIIEHETO 1 NOBEAEHNETO, KOUTO 3acaraTt exegHeBHUTE UM AenHoCTU. bonectta Ha
Anuxarimep ce Briowasa ¢ BpemeTo. Xopata ¢ BAHC nmat no-manko n no-neku npobnemm
C nameTTa 1 MUCNEHETO OT Xopata ¢ bornecTt Ha AnuxanmMep B NO-KbCeH cTaauin. Tesun
npoGremMun He BUHArM okassaT BMSIHNE BbpPXY eXEAHEBNETO UM.

Eisai — snoHcka hapmavueBTUYHa KOMMNaHUS 1 Bb3NOXUTEN Ha ToBa u3nuteaHe, Bu 6narogapum
3a nomowyta. Komnanuara Eisai e aHraxkvpaHa ga nogobpssa 34paBeTo Ypes HENpPeKbCHATU
n3cneasanHns B obnactu ¢ HeygoBneTBopeHu notpebHocTn 1 aa cnogens ¢ Bac pesynrature
OT M3NUTBAHETO, B KOETO yyacTBaxTe. Eisai nogrotsu ToBa pestome CbBMECTHO C OpraHM3aLms
3a N3roTBAHE Ha MEOVLUHCKM 1 MPaBHN TEKCTOBE Ha MMe Synchrogenix.

AKo cTe yyacTBanu B U3NUTBAHETO M MMaTe BbNPOCU OTHOCHO pe3yntatute, obbpHeTe
ce KbM Nlekapsi unun nepcoHana BbB Balums LeHTbp No n3nuTBaHeTo.

KakBo ce crny4m oT Ha4yanoTo Ha U3NUTBAHETO?

M3nutBaHeTo 3anoyHa npes3 gekemspu 2016 r.n npuknioun npes sHyapu 2020 r.

MpoyyBaHeTo Gelle npekpaTeHo Mo Npernopbka Ha He3aBucMMa rpyna 3a HabniaeHne, KOATo
pasrnega pesynratute. Tasu rpyna ycTaHOBU, Ye MU3rnexaa nunceaT nonau oT NIeYeHMEeTo U e
Hanuue yBenuyeHne Ha HAKON BUOOBE HeXenaHn CbouTUS No Bpeme Ha fevyeHmneTo.
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Bb3noXxutenat Ha U3anuTBaHeTo npernena cbopaHuTe AaHHU U CbCTaBu JoKnag 3a
pesyntaTtute. ToBa e pe3toMe Ha TO3U QoKnag.

N3nnTtBaHeTo BkNoumM 2212 yyactHmum ot 206 ueHTbpa B CeBepHa n KOxHa
Amepuka, 3anagHa u M3todHa EBpona, AnoHna, Kntam n gpyru asnaTckm gbpxasu.

Ot 2212 y4yacTHMumM B TOBa mnanmteaHe, 2209 y4aCcTHULM NOsyyYmxa U3nnTBaHOTO
nekapcTBO HanM-Masiko BegHbX.

3awo bewe Heobxoaumo ToBa uscneaBaHe?

N3cnepooBatenute Tbpcexa pasnnyeH HaurH 3a fedeHne Ha xopa ¢ BAHC. Kbm
MOMEHTA Ha M3NMUTBAHETO M CbCTABAHETO Ha HACTOALOTO pe3toMe nmnceaxa
ogobpeHn nekapcta 3a neveHne Ha BAHC. MacnegoBatenute custaxa, ye
nekapcTtBoTo elenbecestat 61 morno ga nomorHe Ha xopa ¢ BAHC.

N3cnepoBaTtennte No ToBa M3NUTBaHe UCKaxa Aa YCTaHOBAT ganu elenbecestat
aencrtea npu ronam 6pon nbnHonetTHn nuua ¢ BAHC. OcBeH ToBa Te uckaxa ga
pa3bepar ganu xopaTa ca UManu HKakBuM MeauLUMHCKK NpobnemMn nNo Bpeme Ha
N3NUTBaHETO.

OcCHOBHUTE BBMPOCK, Ha KOUTO M3CregoBaTeNUTE Uckaxa ga nony4vaTt OTroBop 4pes
ToBa U3nNuTBaHe, baxa:

+ JlekapcTBoTO elenbecestat nogobpuno nu e nameTTa U MUCNEHETO Ha
yyacTHULMTE B cpaBHeHue ¢ nnauebo cnea 24 mecela nevyexHue,
n3MepeHn Ypes pesynrtarta oT cbopa Ha nonetarta oT TecTa, HapeyeH
cKkana 3a OLeHKa Ha KNUHUYHa AeMeHLmns?

+ JlekapcTtBOTO elenbecestat nogobpuno nu e nameTTa U MUCNEHETO Ha
y4yacTHMUMTE B CpaBHeHMe ¢ nnauebo cneq 24 meceua neveHue,
N3mMepeHn Ypes KoMOMHMpPaHU pe3ynTaTh OT PasfiMyHN N3CneaBaHus,
Hapu4aHu 3aeHO KOMOMHMpPaH pe3ynTaT 3a 6onecT Ha Anuxanvep?

o JlekapcTBOTO elenbecestat HamanunNo N1 e HABOTO Ha amMuUNoua B MO3bKa
B cpaBHeHue ¢ nnauebo cnen 24 meceua neyeHme?

¢+ KakBu HexxenaHu cbbuTnsa ca HaCTbLAWAM NPKU y4acTHULMTE, NpuemManm
elenbecestat? HexxenaHo cbbutmne € meguumHckn npobnem, KOMTo MoXxe Aa
€ npeau3BuKaH OT U3NUTBAHOTO fle4YeHne Unn aa He € Npeans3BuKaH OT Hero.

BaxHo e ga ce 3Hae, Ye ToBa n3nuTBaHe Gelle CTPYKTypupaHo Taka, Ye aa nonyynm
Han-TOYHM OTFOBOPU Ha BbMNPOCUTE, NOCOYEHM No-rope. Mimawle n gpyrn Bbnpocu, Ha
KOMUTO M3cnegoBaTenntTe Tbpcexa OTroBOp, 3a 4a HayyaT NnoBeye 3a HaunHa Ha
aencteue Ha elenbecestat. Te o6aye He ca cpeg OCHOBHUTE BbMPOCU, HA KOUTO
N3NUTBaAHETO MMmalle 3a uen aa gage oTroBop.
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OT KakbB BuA Oelwe ToBa nanursaHe?

3a ga oTroBOpAT Ha Te3M BLNPOCU, N3cregoBaTenmTe NOTbPCcuxa NOMOLL, OT MbXe U
XeHu kaTo Bac. YyacTHuumTe B n3nutBaHeTo 6axa Ha Bb3pacT mexay 50 n 85 roguHu.
49% OT Te3n y4acTHMuM b6axa mbxe, a octaHanute 51% — XeHu.

Bcuyku yyactHuum B nanuteaHeTo umaxa BAHC. Te umaxa nnun fieko KOrHUTUBHO
HapyLleHue, AbmKallo ce Ha bonecT Ha Anuxanmep, nnu neka opma Ha 6onect Ha
Anuxanmep. KOrHMTMBHO HapyLleHNe 03Ha4YaBa CbCTOsIHME, MPU KOETO NULETO ce
3aTpyaHsiBa 4a 3aroMHsl, HaydaBa Unn a B3ema peLLeHUs], 3acsrallim HEroBOTo exxeaHeBME.

Bcekun yyacTHMK B TOBa U3nuMTBaHe TpsibBalle aa pasrnonara ¢ napTHbop Mo NPOoyYBaHETo,
KOWTO [ja NonbriBa BbNPOCHMLUMTE U a pa3roBapsi ¢ NepcoHaria no npoy4YsaHeTo.
MapTHLOP NO NPOYYBaHETO € NLe, KOETO MOXE Aa NoMara Ha y4acTHMLMTE No BpeMe Ha
N3NUTBaHETO M Aa NpekapBa Han-manko 8 Yaca ceaMMUYHO C y4acTHULMUTE.

U3nutBaHeTO Gele ,,ABOUHO cnsAno®. Toea 03Ha4vyaBa, Ye y4acTHuumTe,
napTHbLOPUTE NO NPOYYBAHETO, NEKAPUTE N NepcoHana no U3NUTBaHETO U
Bb3MNOXUTENAT HE 3HAeXa KakBo JfieyeHune rno N3nMTBaHeTo NpuemMart ydacTHUUNTE.

YyactHuuyuTe npuemaxa tabnetka ¢ nnauebo nnu tabnetka c elenbecestat 50
MUAMrpama, CbLLO HapeyeHn Mr, NpuemMaHn npes yctata BeAHbX AHEBHO CYTPUH 3a
nepuopg Ao 24 meceua. Nnauebo npeacraensiea xan4ye, KOETO U3rnexaa Kkato
N3NUTBAHOTO NIEKAPCTBO, HO HE CbAbpXKa JIeKAapCTBEH Npenapar.

durypaTa no-4osny nokassa HaunHa Ha NPUEM Ha NlieYeHNEeTOo Mo BpeMe Ha TOBa U3NUTBaHE.

2209 YyacTHUUMTE GAXa NPOUZBO/HO Bcuukm yYacTHULM
YUACTHULM pasnpegeneHu aa npuemar npuemaxa
npuemMaxa fie4eHue 50 mr elenbecestat nnn
Tabnetka ¢ nnaue6o. Mnaue6o elen bﬁeCEStat unu
npeacraBnsBa Xan4ye, KOeTo nnayeoOo 3a nepuvon
1101 npuemaxa elenbecestat M3rnexpaa KaTto U3NUTBaHoTo no 24 meceua.
1108 npuvemaxa nnaue6o NeKapcTBO, HO He CbAbPXA

neKapcTBeH npenapar.
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KakBo ce crnyum no Bpeme Ha U3NUTBAHETO?

Mo BpeMe Ha nepuoAa Ha CKPUHMUHI /lekapuTe No U3NUTBaHETO Harnpasmxa
nMbN1eEH MEANLIMHCKU Npernen, 3a Aa npoBep4aT Aanan yd4aCtTHUUMUTE MOoraTt Aa
y4acTBaT B U3NMUTBAHETO.

JlekapuTe nnn nepcoHanbT Mo NpoyyYBaHETO OCBEH TOBA:

[MonuTaxa BCekM y4acTHUK 3a fiekapcTBaTta, KouTo npuema.
MoTBbpAnXa, Ye CbOTBETHUAT y4acTHUK uma BAHC.
B3exa kpbBHU Npobu n Nnpobu oT ypuHa.

HanpaBuxa CHUMKN Ha MO3bKa Ype3 SApEeHO-MarHMTeH pe3oHaHC, CbLLO
HapeyeH AMP.

HanpaBuxa CHUMKM Ha MO3bKa Ype3 NO3UTPOHHO-EMUCUOHHA TOMorpagus,
CbLLo HapeyeHa MNET npu cbrnacune Ha y4acTHUUMTE 3a U3BbpLUBAHE Ha
TOBa n3cneaBaHe.

B3exa mManko KonmM4yecTBoO OT TEYHOCTTa OKOSO MO3bKa U rpbOHaYHUS
cTbnb Npu cbrnacme Ha y4yacTHULUTE 3a U3BbLPLLBAHE Ha Tasu
MaHunynaumsi. ToBa uscneaBaHe ce Hapuya nym6anHa nyHkumsi. To ce
N3BbPLLBA YPE3 NOCTaABSHE Ha Urfa B NPOCTPAHCTBOTO OKOJSIO rpbOHaYHUS
CTbn6 3a B3eMaHe Ha Manko TE4YHOCT OT TaM.

lMpoBepnxa 34paBHOTO CbCTOYHME HA CbPLETO Ha BCEKM YHACTHUK Ypes
enekTpokapanorpama, cbuo HapedeHa EKT .

MNomonuxa yqaCTHUUMUTE N NapTHbOPUTE NO NpOoy4YBaHETO Aa nonbJiBaT BbMPOCHULUUTE.

Mo Bpeme Ha nepuoaa Ha NevYeHme y4yacTHULUTE Bsxa NPOM3BONHO pa3npeaeneHu 3a
npuem Ha elenbecestat unu nnaue6o BeaHBX AHEBHO CYTPUH 3a Nepuog Ao 24 Meceua.

Mo BpemMe Ha UanntBaHeTo Jiekapute Ui nepcoHanbvT NO N3NMNUTBaAHETO!:

MpoabkaBaxa oa NpoBepsiBaT 34PaBOCIOBHOTO CbCTOSIHME Ha yYacTHULNTE,
nMTaxa r Kakeu fiekapcTea NpMemMaT 1 B3emaxa KpbBHU Npobu 1 npobu oT ypuHa.

[MuTaxa yyacTHUUUTE Kak ce YyBCTBaT U Janu ca MManu HAKakBu CTPaHUYHU peakumn.
[MpoBepsaBaxa 34paBOCIIOBHOTO CbCTOSIHME HA CbPLLETO Ha BCEKMN YYACTHUK.
[MpoBepsiBaxa MO3bKa Ha BCEKU y4acTHUK Ype3 AMP.

Momonuxa yqaCcTHUUMTE N NapTHbOPUTE MO NpOoy4YBaHETO Aa nonbJiBaT BbMPOCHULUUTE.

Mo BpemMe Ha U3MNMNTBAHETO. NeKapAT no npoy4ysaHETO NMNOMOJIN yHaCTHUUNUTE Oa
npeycTtaHoOBAT U3NMNTBAHOTO J1Ie4eHne, ako nMar:

HUCBHK Bpor 6enn KpbBHN TeNua B OpraHM3Ma;
HAKOM YepHOAPOOHN NN KOXHM Npobnemu;
rbpy;

TeXKa NHpeKuus.

Te npaBsaT TOBa, 3a Aa NpeanasaT 34paBeTo U 40OPOTO CbCTOSIHUE Ha yYacTHULMTE.
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Cnep n3tudaHe Ha nepuoga oT 24 meceua Ha yvyacTHuumTe belle fageHa
Bb3MOXHOCT [a npoabikaT Aa npuemar elenbecestat 3a nepuog o1 owe 24 meceua,
ako xenaat. isanutBaHeTo, obaye, Belle npekpaTeHo NpexaeBpeMEHHO OT
Bb3MOXUTENS U NOpaauM Tasn NnpuuMHa HamMa y4yactHuum npuemaxa elenbecestat
crnepg nbpBoHa4vanHus nepuog ot 24 meceua.

Cnen nonyyaBaHe Ha nocneagHaTta Ao3a BCYYKM Y4aCTHULM Ce BbpHaxa B LeHTbpa
Nno Npoy4YBaHEeTO OKOJ10 4 ceaMunum n 12 ceamMmUn No-KbCHO.

YyacTtHuyuTe:
* [lapoxa KpbBHM Npobu n npobu OT ypuHa.

* Mpoabmkuxa Aa nonbnBaT BbAPOCHULMTE 3ae4HO CbC CBOMTE NapTHLOPW
No NpoyYBaHETO.

durypaTa no-4ony nokasea HadvMHa Ha NpoBeXAaHe Ha U3NUTBAHETO.

Kak belwe opraHuanpaHo U3nuUTBaHeTo?

Mepuon Ha CKPUHUHT

Jlekapute wnuv NepcoHansT No NPoyYBaHeTo:

« MisBbplumxa uscneasaHus, 3a Aa pasbepart Aanu yqacTHULMTE MOrar fa ce NPUCbeanHAT
KbM NPOy4BaHero.

* Bzexa kpbBHM Npobu U Npobu oT yprHa.

+ Paznapoxa BbNPOCHULM Ha YHaCTHULIUTE U Ha NapTHLOPMUTE MO NPOYyYBaHeTo.

* Hanpasuxa CHUMK# Ha MO3ZbKa Ypes uscnegBaHe, Hape4YeHo AAPEHO-MarHuTeH
pesoHaHc (AMP).

* Hanpasuxa CHUMKM Ha MO3ZbKa Ypes uscnegBaHe, Hape4eHo NO3IUTPOHHO-eMUCUOHHA
tomorpadus (MET) npu cbrnacue Ha yHacTHUUMTE 3a MIBLPLUBAHETO MY.

* Mposepuxa 30pPaBOCNOBHOTO CbCTOAHWE Ha CLPLIETO Ha BCEKM yHacTHUK upes EKI

« Momonuxa yMacTHULMTE ¥ NapTHLOPUTE NO NPOYYBaHEeTOo Aa nonbnear
BBMNPOCHALMTE,

Mepuopn Ha nevyeHue

Bcuuky ysacTHULM nonyYaBaxa
npegHasHav“eHoTo 3a THAX NeveHne 3a nepuog
[o 24 meceua.

Bcuky yHacTHULM MMaXa Bb3MOXHOCT a
NPoAb/DKAT Aa NPUEMaT /IeKapCTBOTO AOKaTO:

«NPM TAX HACTBMNKU HETLPMUMO HEXeNnaHo
cuburue;

* peLlaT aa NPeKparaT y4acTUeTo cu
B U3NUTBaHEeTo.

Tbit KaTto usnuTEaHeTo Gelle npeycraHOBeHO
npexaespeMeHHOo, Maslka 4acT oT
YHACTHULMTE NOMYHMXa USNUTBAHOTO NeveHne
3a uenua nepuop ot 24 meceua.

Chnep nocnegHara gosa

Bcuukm yHacTHUUM ce BbpHaxa B UeHTbpa no
NPOoYu4BaHeTo OKoNo 4 ceamuum u 12 ceammum
cnep nonyvasaHe Ha nocneaHarta cv 4osa or
U3NUTBAHOTO NeveHue.

BCHUKM YHaCTHULM M NapTHLOPUTE NO
Npoy4BaHeTO NPOABL/LKMXA Aa NoNbABaT
BEBNPOCHALM.

Nexapure U1K NEPCOHANBT NO U3NUTBAHETO
¥M B3eXa KpbBHU NPoGK 1 NpoGu Ot ypHuHa.
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KakBu 6sixa pesynrtatute oT U3anMTBaHeToO?

ToBa e pe3tome Ha OCHOBHWUTE pe3yrnTaTh OT TOBa M3nuTBaHe. Pe3yntaTute Ha BCEKM
OTAENEH y4acTHMK MOXE Aa ca pasfiIYyHN U He Ce CbObpXKaT B HACTOSILLOTO pe3toMe.
Ho pe3yntaTtuTe Ha BCEKM OTAENEH YYaCTHMK ca YacT OT Pe3OMETO Ha pesynTaTuTe.
MbneH cnncbk Ha BbNpOCUTE, Ha KOUTO U3CnedoBaTeNUTe xenaexa Aa nony4yat
OTroBOpM, MOXe Aa Gbae OTKpUT Ha yebcaiToBeTe, MOCOYEHU B Kpasi Ha TOBa pe3toMe.
KoraTo e HanvyeH Hay4YeH goknaa oT ToBa KNMHWUYHO U3NUTBaHE, TOM MoXe Aa Gbae
OTKpUT Ha yebcanToBeTe, MOCOYEHM B Kpasi Ha TOBa pe3toMe.

N3cnepoBatenuTe pasrnexaart pesynrtatute oT MHOXECTBO M3NUTBaHUS, 3a Aa pelwlar
Kou BapuaHTK 3a fnevyeHme gencreart Han-gobpe u ca ¢ gobpa NnoHOCMMOCT. Bb3MOXHO
e ApYry U3nuTBaHus ga NpeaocTtaBaT HOBa MHGOPMAaLMS WU pasfinyHK pesynTaTu.
BuHaru ce koHcynTupanTe ¢ nekap, npeau Aa B3eMarte KakBUTO M Aa € peLleHuns 3a
neyeHue.

NHdbopmaumsaTa no-gony BKIoYBa pesyntaTtuTte oT y4acTHULMTE B 2 U3NUTBaHMS,
nNpoBeaeHn Mo eAnH U Cbly, Ha4YuH. Pe3yntaTtute oT yyacTHULMUTE B 2-Te U3NUTBaHNA ca
KOMOMHMpaHK C Len nonyvaBaHe Ha OCTaTbyHO MHGOPMaLMs, 3a Aa Ce yCTaHOBM
Janu N3nNMTBaHOTO fleyeHne e NoMorHarno 3a HamansaBaHe Ha cumntomute Ha BAHC
Ha yyacTHuuuTe. N aBeTe nanutBaHus, obade, 6gxa npekpaTeHu npexneBpeMeHHo oT
BB3MOXUTENS, cnej KaTo ToM yCTaHOBW, Ye elenbecestat He nomara 3a HamansBaHe
Ha cumntomute Ha BAHC.

INekapcTBOTO elenbecestat nono6puno nu e nameTrTa U MUCNIEHETO Ha
y4YyacTHMLUMUTe B CpaBHeHMe ¢ nnauebo cnep 24 meceua nevyeHue, UsMepeHu Ypes
pe3ynTtata oT cbopa Ha noneTtarta OoT nscnegBaHeTo, Hape4yeHo cKana 3a
KIIMHUYHA OLeHKa Ha AeMeHUuna?

3a fga OTroBOpPSAT Ha TO3M BLNPOC, n3cregoBaTenvte NMHTepBOMpaxa y4acTHUUNTE U
TEeXHUS NapTHBOP NO NPOYYBaHETO Ype3 TECT, HapeyeH ckana 3a OuUeHKa Ha KIUHUYHa
aemeHumsa unm CDR. To3n TecT ce n3nonsea 3a OLEeHKa Ha nameTTa U MUCNEHEeTOo Ha
yyacTHuka. 3a Bcekn Bbrpoc oT CDR ce gaBa onpegeneH pesynrtar. EguH ot
pesyntatuTe ce Hapuda cbop Ha nonetarta unm SB. HamansBaHe Ha pe3syntarta oT
CDR-SB osHa4aBa nogobpsiaHe Ha cumntomute Ha BAHC.

N3cnepoBatenute 3anucaxa pesyntatute ot CDR-SB Ha yyacTHuUuTe, Nnpeau aa
3anoyHaT NpUeM Ha U3NUTBAHOTO fleYeHne, Crea KOeTo 3anncaxa npomMmsiHata B
pesyntaTta oT CDR-SB Ha yyacTHMuuTe cneg npvem Ha U3nuTBaHOTO fleveHne 3a
nepuog ot 24 meceua.

N3cnepoBatenute yctaHoBuxa, 4e elenbecestat He nogobpsiea cumntommTe Ha BAHC
B CpaBHeHue ¢ nnauebo cnep neproa Ha neyeHue ot 24 meceua. YyactHuumTe,
npuemanu elenbecestat n Tesn, kouto ca npuemanu nnauebo, Nnokasaxa yBenumyeH
peasyntaT oT CDR-SB cnepg nepuoa ot 24 meceLa Ha N3NUTBaHOTO NEYEHMe.

Tl KaTo M3NUTBaHETO Belle NnpekpaTeHo NpeXxaeBpeMEHHO, He BCUYKM y4acTHULN
ycnsaxa ga nonbnHAT CDR-SB cnep 24 meceua neyeHune. ToBa 03Ha4vaBa, Ye He 3a
BCUYKM yYacTHULM ca HannyHu pesdyntatu ot CDR-SB.
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TabnuuaTa no-gony nokasea cpegHata npomsiHa B pesyntata ot CDR-SB Ha
yvyacTHuumMTe crefd 24 mecela neveHuve.

CpeaHa npomMsiHa Ha pe3ynTtaTta or CDR-SB cnen 24 meceua
rieyeHue

Ot 98 yyacTHMuM, OT 91 yyacTHuMUM,
3aBbPLUMMY UMK Ha 3aBbPLUANY UMK Ha
nevyeHue c nnauedo ot  neyenue c elenbecestat

24 meceua oT 24 meceua

CpenHa npomsHa Ha pesyntaTta ot CDR-

SB crnea 24 meceua neyexue 217 1,99

INekapcTBOTO elenbecestat nono6puno nu e nameTra U MUCNIEHETO Ha
y4YyacTHMLUMUTe B CpaBHeHUe ¢ nnauebo cnep 24 meceua nevyeHue, UsMepeHu Ypes
KOMOWMHUpPaHU pe3ynTaTu OT pa3finyHu TeCTOBe, Hapu4aHU 3aefHO KOMOMHMpPaH
pesynTar 3a 6onect Ha Anuxanmep?

3a ga oTroBOpSAT Ha TO3M BLNPOC, n3crnegoBaTenvTe n3nona3eaxa pasnuyHn
KOMOUHaUUKM OT TECTOBE 3a NPOBEPKA HA NamMeTTa U MUCNEHETO Ha y4aCcTHUUMTE.

3a Bceku BbMNpPOC OT Te3M U3CrneaBaHna ce AaBa onpeaerneH pesynrar. Hsakoum ot
pe3yntatuTe OT Te3n n3cnenBaHnsa ca KOMOUHUPaHK 3a nonyvyaBaHe Ha KOMOUHMPaH
pe3ynTat 3a 6onect Ha Anuxanmep (ADCOMS). HamanasaHe Ha ADCOMS o3HavaBa
nogobpsiaHe Ha cumntommte Ha BAHC.

N3cneposatenute 3anmcaxa ADCOMS Ha ydacTHuunTe, Nnpean aa 3anoyHat npuem
Ha M3NUTBAHOTO feyeHne, cref KoeTo 3anucaxa npomsHata B8 ADCOMS Ha
yyacTHMUMTE cnen npuem Ha U3nuTBaHOTO NiedeHne 3a nepuog ot 24 meceua.

N3cnepoBatenuTe yctaHoBUXa, Ye elenbecestat He nopgobpsisa cumntomute Ha BAHC
B CpaBHeHMe ¢ nnauebo cnen neproa Ha neyenue ot 24 meceua. YyactHmumTe,
npuemanu elenbecestat n Teaun, kouto ca npnemanu nnauebo, nokasaxa yBenuyeH
ADCOMS cnepn nepuopg oT 24 meceua Ha M3NUTBaAHOTO fleYeHNe.

Tbli KaTo M3NUTBAHETO Oelle NpekpaTeHOo NpeXaeBpPeMEHHO, He BCUYKM YYacTHULN
ycnsaxa ga u3sbpwat Heobxogmmunte nscnensanuna 3a ADCOMS cnep 24 meceua
neyeHve. ToBa 03Ha4aBa, Ye He 3a BCUYKMN y4aCTHULM Ca HANN4YyHU pe3ynTaTtu
ADCOMS.
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TabnuuyaTa no-gony nokasea cpegHata npomsiHa B ADCOMS Ha yyacTHuumTe cnea
24 mecelua nevyeHue.

CpepHa npomsaHa Ha ADCOMS cnep 24 meceua nevyeHune

OT 128 yyacTHMUM, OT 115 yyacTHMUM,
3aBBLPWHNY UMKBIT HA  3aBbPLUMIINA LMKDBI Ha
neyeHue c nnauebo ot  neuenue c elenbecestat

24 meceua oT 24 meceua

CpepgHa npomsaHa Ha ADCOMS cnep

0,24 0,23
24 meceua neyeHue

INekapcTBOTO elenbecestat Hamannno nM e HUBOTO Ha amunoua B MO3bKa B
cpaBHeHMe ¢ nnauebo cnep 24 meceua nevyeHuve?

AmunonabT e 6enTbk, KOUTO MOXe Aa ce HaTpyna MeXxay HEPBHUTE KIETKN B MO3bka
nog oopmaTta Ha oTnaraHua oT nnaka. [pu Bcuyku xopa, cTpagalum ot bonect Ha
Arnuxanmep, ce OTKpuBa npekaneHo BUCOKO KONIMYECTBO aMmunouna B Mo3bka. Husoto
Ha amunous B Mo3bka e namepsaHo ypes NET ckaHupaHe. MNMET ckaHupaHeTo
npeacTasnsaBa uscnensaHe, KOETO NOKasBa BbTPELUHOCTTA HA MO3bKa, HEPBHUTE
KNEeTKN N KONMYeCTBOTO amurons B MO3bKa.

3a pa OTroBOPAT Ha TO3U BbIPOC, n3creagoBaTternimte naMmepmxa HUBOTO Ha aMuion
Ha ydaCTHUUnTe 4pes MeT, npegu aa 3anodvHart npmem Ha n3rnnTBaHoTo ie4vyeHne,
crie KOeTo 3anncaxa npomdaHaTta B HABOTO Ha aMuiiona Ha ydactHuuuTe crnen npuem
Ha N3NNTBAHOTO Jie4eHne 3a nepunong ot 24 meceua.

Cnepn 24 mecela Ha NpoBeXaaHe Ha U3NMUTBaAHOTO NeYeHne HUBOTO Ha aMunoua B
MO3bKa Gellie 3HaYUUTENHO HamarneHo npu y4acTHUUuUTe, npuemanu elenbecestat,
[10KaTo Npu y4acTHULUMTE, NpueManu nnauebo, To belle yBenuyeHo.




Pe3yJ1TaTVI OT KIIMHUYHO N3nnuTBaHe

"pachmkaTa no-gony nokasea cpegHaTta NpoOMsiHa Ha HUBOTO Ha aMUIIonJ B MO3bka
cneg nepuog ot 24 meceua Ha N3NUTBaHOTO fieveHue. [No-Hucka CTOMHOCT O3Ha4aBa
Nno-mManko Konm4ecTBo aMmunong B Mo3bka.

CpeaHa npoMsiHa B HUBOTO Ha aMmW/iou B MO3bKa
OT Npeav NpMeMa Ha U3NUTBaHOTO /lIeUeHue Ao
24 mecela cneq NnpueMa Ha U3NUTBAHOTO /Ie4eHue

&1

CpepHa

npomsiHa

Ha HUBOTO ¢
Ha amunoua

Mnaue6o

Elenbecestat

-10 —

UzsnuTtBaHO NneyeHue




Pe3y11TaTVI OT KIIMHUYHO N3nnuTBaHe

KakBu MmegnumHckmn npobnemm Bb3HUKHaXa cpepn,
yyactHuumTte?

Hactbnunute meanumnHckn npobnemm no Bpeme Ha KNMHUYHU U3NUTBaHUSA ce Hapuvat
L2HexenaHn cbouTtns“. EQHo HexxenaHo cbbuTMe ce onpeaens KaTto ,,cepuo3Ho”, ako e
XMBOTO3acTpallaBallo, NPUYMHSBa AbNroTpanHyu Nnpobnemmn unu Bogn oo
HeobXo4MMOCT OT NMPMEM Ha ydacTHMKa B BonHuua.

B 1031 pasaen e npeactaBeHo pe3toMe Ha HexenaHuTe cbouTusl, HacTbNUAK No
Bpeme Ha ToBa u3nuTeaHe. Bb3amMoXkHO e Tean MeamumuHCkK npobnemun aa ca
npeaunsBuKaHn UNn aa He ca Npean3BukaHy oT U3NUTBAHOTO nekapcTBo. [MocodeHute
yeGcaiToBe B Kpasi Ha TOBa pe3toMe MOXe [a CbAbpXKaT AOMbIHUTENHA MHopMaLUs
3a MeauLMHCKMTE NpobrnemMu, HacTbLNWUKM Mo BpeMe Ha ToBa usnuteaHe. Heobxoanmm
ca MHOXXeCTBO U3cneaBaHus, 3a Ja ce YyCTaHOBM Aanv AafeHo nekapcTeo
npean3BuKBa MegULMHCKN Npobnem.

Pesyntatute Ha Bcuykm 2204 yyacTHMUM Ca BKINIOYEHW No-Aony. Te ca npyemanu
N3NUTBaHOTO JIEKapCTBO Han-Mariko No BEOHBX N ca npernexgaHn Han-marnko
BeOHBbX 3a MeJMUNHCKM NpobremMu OT niekapute No U3nuTBaHeTo.

Konko yyacTHMUuuM ca umanu HexenaHum cbouTna?

B HacTosAwWwoTO nanuteaHe:

¢ HexenaHu cbbutusa ca HacTbnunu npm 807 ot 1105 yyacTHMum (73%),
npuemanu nnaue6o;

¢ HexenaHu cbbuTna ca HacTbnunm npu 853 ot 1099 yyacTHmum (78%),
npuemanu elenbecestat.

Tabnuuarta no-gony nokasea 6posi Ha y4acTHUMLUUTE B TOBA U3NUTBAHE C HEXENaHU
CbOUTUS NO BpemMe Ha NneYeHneTo.

HexenaHu cbonTHA NO BpemMe Ha ToBa U3nmtBaHe

OT1 1105 yyacTHuuMm, Ot 1099 yyacTHuMUM,
npuemanu nnaue6o npuemanu elenbecestat

Konko y4yacTHMUKU Ca UManu

HeXenaHu1 CBUTUA? 807 (73%) 853 (78%)

Konko y4yacTHUUM ca UManu cepuosHu

HeXenaHn cbouTus? 17 (11%) 134 (12%)

Konko y4yacTHuum ca cnpenu npuema
Ha U3NUTBAHOTO NeKapCcTBO nNopagm 68 (6%) 129 (12%)
HeXenaHu cbouTna?
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Pe3y11TaTVI OT KIIMHUYHO N3nnuTBaHe

Kou ca Han-4yecTuTe CEepMO3HU HeXerlaHn cCbonTua?

Mo Bpeme Ha ToBa U3NUTBaAHE. CEPMO3HN HEXENAHU CbOUTUA NO BPpEME Ha
neyeHneTo ca HacTbnunu npu 251 ot o0bLwo 2204 yyactHmum (11%).

o CepurosHu HexernaHu cbbutusa ca HacTbnunu npu 117 ot obwo 1105
yyqactHuum (11%), konto ca npuemanu nnaueoo.

o CepunosHu HexernaHm cboutus ca HactTbnunm npu 134 ot obwo 1099
yyacTtHuum (12%), konto ca npuemanu elenbecestat.

Mo Bpeme Ha ToBa uanuTBaHe ca noynHanu 5 ot obwwo 2204 yyactHuum (0,2%)
nopaan cepmo3Hun HexxenaHm cbbuTus no Bpeme Ha nedvyeHneto. OT Te3m 5
noymHanu ydactHmum 2 ca npmemanu elenbecestat, a ocrananute 3 — nnaueb6o.

TabnuuaTa no-4ony nokasesa CepMo3HNTE HeXenaHn CbonTMAa No Bpeme Ha
M3NNUTBAHETO, KOUTO ca HacTbNUM Npu Han-manko 0,2% OT y4YacTHMUUTE BbB
BCHKa rpyna no BpemMme Ha nedyeHueto. 1o Bpeme Ha nanmtBaHeTo ca
HabngaBaHu U OpPYrm HeXenaHn cbouTnNA, HO Te ca HaCTbLNUN NMPU NO-Manbk
Opon yyacTHMUM.
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Pe3y11TaTVI OT KIIMHUYHO N3nnuTBaHe

Han-yectn CepUNoO3HUN HeXeJlaHU cbOUTHA No BpemMe Ha TOoBa

n3nnTBaHe

OT1 1105 yyacTHUUM, 0T 1099 yyacTHUUM,

npuemanu nnaue6o npuemanu elenbecestat
MNapaHe 4 (0,4%) 7 (0,6%)
[MHeBMOHUS 3 (0,3%) 5(0,5%)
Mpun 2(0,2%) 5(0,5%)
Mpunagbk 1(0,1%) 4 (0,4%)
?:ﬁ:&(;l,m Ha NUKOYHUTE 2 (0.2%) 3(0,3%)
STqay;:aHe Ha TazobegpeHa 1(0.1%) 3(0,3%)
ﬁ:m‘:rﬂﬂBaHe Ha oyHaTa 1(0.1%) 3(0,3%)
CuynsaHe Ha 6egpeHa KocT 0 3 (0,3%)
bonka B repauTte 3(0,3%) 2(0,2%)
Bornku B cTaBute 6 (0,5%) 1(0,1%)
Pak Ha rbpaaTa 3 (0,3%) 1(0,1%)
Bornka B kopema 3 (0,3%) 1(0,1%)
BHesaneH cbpaeveH yoap 3 (0,3%) 1(0,1%)
CbpaedeH ygap 3 (0,3%) 0

Kou ca Han-4yecTuTe HexxenaHun cbLOUTUA?

Mo Bpeme Ha ToBa U3nuTBaHe, HeXxenaHu cboOnTUS No0 BpemMe Ha neyYeHmneTo ca
HacTbnunu Npu 1660 ot 06wo 2204 yyacTHUUM (75%).

Han-yectute HexxenaHm cbbutnsa ca oOMKHOBEHA HAaCTUHKA, MHPEKLUUS Ha HOCa,
rbPAOTO UM FNAaCHUTE CTPYHU, MHAEKLMSA HA MUKOYHUTE MbTULLA, 3aMasHOCT,
nagaHe v criydamHo npegosnpaHe.

TaGnuuaTta no-Aony nokasea HexenaHuTe cboUTUS Mo BpeMe Ha N3NUTBaHETO,
KOUTO ca HacTbNUNM Npu Har-manko 5% OT yyacTHULMTE BbB BCSKa rpyna no
Bpeme Ha neyeHuneTo. [1o BpeMe Ha n3nnTBaHeTO ca HabnwgaBaHu u apyru
HeXxenaHn cboUTUS, HO Te ca HaCTbNUNKW NPU NO-Masbk 6poN y4acTHULM.
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Pe3y11TaTVI OT KIIMHUYHO N3nnuTBaHe

Han-yectn HexxenaHn cbLOUTKA NO BpeMe Ha ToBa nannteBaHe

Ot 1105 yyacTHuuM, Ot 1099 yyacTHuuM,

npuemanu nnaue6o npuemanu elenbecestat
O6ukHoBEHa HaCTMHKa 67 (6%) 71 (7%)
Tower Spon Sommnas—fg new
MapaHe 64 (6%) 67 (6%)
CnyvanHo npegosvpaHe 55 (5%) 66 (6%)
O6puB 22 (2%) 61 (6%)
e oon TS g (5%
3amasHocT 46 (4%) 58 (5%)
HeobnyanHu cbHUWwa 36 (3%) 57 (5%)
NHdeKkuma Ha NUKOYHUTE 56 (5%) 46 (4%)

nbTULLA

No KakbB Ha4YMH NOMOrHa ToBa U3NUTBaHe Ha
nauveHTuTe U uscnepgosarenure?

Mo Bpeme Ha ToBa U3nuTBaHe, n3cregoBaTenuTe nonydmnxa AonbIHUTENHA
nHdopmaums ganu elenbecestat moxxe ga e nomorHan Ha xopa ¢ BAHC.

N3cneposatenuTe pasrnexgaT pesyntatuTe OT MHOXEeCTBO U3NUTBaHWs, 3a Aa pewat
KOW BapuaHTu 3a nevyeHve AencTBaT Hai-gobpe u ca ¢ gobpa NOHOCMMOCT.
HacToswoTo pe3tome nokassa camo OCHOBHUTE pe3ynTaTt oT Te3un 2 U3NUTBaHUSI.
Bb3MOXHO € Apyr M3NUTBaHUS Aa NPeAoCTaBsAT HOBa MHGOPMALMS UMW pasinyHu
pesynTaTu.

He ce nnaHupaTt no-HataTbLWHM N3NUTBaHUSA C elenbecestat.
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Pe3yJ1TaTVI OT KIIMHUYHO N3nnuTBaHe

Kbae mora pa Hameps noBe4vye MHcpopmauusa 3a
M3nNMTBaHeToO?

MoBeve MHOPMaLUs 3a TOBa M3NUTBAHE MOXETe Aa OTKpueTe Ha yebcalToBeTe,
noco4eHun no-gony. Korato e HannyeH Hay4yeH AoKna OT TOBa KMMHUYHO U3NUTBaHe,
To MoXe aa Gbae oTKpUT Ha yebcaiToBeTe, NOCOYEHM No-Aony:

o http://www.clinicaltrials.gov - cnep kato Bnesete B yebcanTta, BbBegeTe
NCT03036280 B NnoneTo 3a TbpceHe u LpakHeTe BbpXy ,Search® (TbpceHe).

o http://www.clinicaltrialsregister.eu — cnea kato Bnesete B yebcanTa, BbBeaeTe
2016-004128-42 B noneTo 3a TbPCEHe U LpakHeTe BbpXY ,Search” (TepceHe).

NMbnHO HanmeHoBaHUe Ha n3anUTBaHeTo: [1nauebo-KOHTPONMPaHO, ABOWHO CAAMNO
24-meceyqHo NpoyyBaHe C napanesiiy rpynu ¢ oTkpuTta pasa Ha yabikaBaHe 3a
oLeHKa Ha edhmkacHocTTa n 6esonacHocTTa Ha Elenbecestat (E2609) npu naumeHTn ¢
bonect Ha Anuxanmep B Ha4aneH ctagummn

Homep Ha npoTokon: E2609-G000-302

LleHTpanaTa Ha Eisai — Bb3noXntenar Ha ToBa nsnuteaHe e B Tokuno, AnoHus, a
permoHanHuTe My LeHTpanu ce Hamupat B Yaknus Jlenk, Hio xbpen, CALL 1 B
Xetdunng, Xeptdopawump, ObeanHeHo KpancTeo. TenedoHHUAT HoMep 3a obLa
nHdopmauus e 44-845-676-1400.

briazodapum Bu!

Eisai Bun 6bnarogapu 3a 0TAeNeHOTO BpEME U 3a MHTEpeca Aa ydacTBaTe B TOBA KIMHUYHO
n3nuTeaHe. BaweTo yyacTtne ocurypu LieHHa MHpopmMaums 3a nscrnegBaHusaTa v 3a

nogobpsBaHe Ha 30pPaBHUTE FPUXKMN.

Eisai Co., Ltd. e cBeTOBHa hapMaueBTUYHA KOMMNAHUS, 3aHMMaBallla ce C Hay4YHo-
n3crnegoBaTericka u pasBolHa OeNHOCT, CbC ceganuile B AnoHus. HawaTa Tbproscka Len
e ,4a NOMUCNNM MbPBO 3a NAUMEHTUTE N TEXHUTE CEMENCTBA U 3a yBeNMYaBaHe Ha
nona3uTe OT 34paBeonasBaHeTo", KOSATO Hapuiyame cBost hmunocodursi NO OTHOLLEHME Ha
3apaBeonasBaHeTo npu xoparta (3nx). C HawwuTe Hag 10 000 cnyxutenu, KOUTO ca YacT oT
cBeTOBHaTa HM Mpexa oT 0bektn 3a HAP[L, npon3BoacTBEHN 06EKTU U THProBCKM hmunmnanu,
HWe ce CTpeMnM Aa npunarame Hawara puocodus no OTHOLLEHUE Ha 34paBeonas3BaHEeTo,
KaTo npegnarame MHOBaTUBHM NPOAYKTU B MHOXECTBO 06nacTn Ha nevyeHne ¢ KparHo
Hey40BNeTBOPEHM NOTPEOHOCTU, BKNIOYUTENHO B 06N1acTTa Ha OHKonornaTa u
HeBpornorusaTa. 3a noseve nHdopmMauus nocetete http://www.eisai.com.

synchrogenix

KOMMAHUA HA CERTARA

Synchrogenix € CBEeTOBHa opraHu3auua 3a n3roteaHe Ha MeauUnHCKU U NpaBHU TEKCTOBE
1 He y4yacTBa B Ha6v|paHeTo Ha y4acCTHUUM 1Unu B NpoBeXAaHeTo Ha KIMMHUYHN U3NMNTBaHUA.

Cepanuuie Ha Synchrogenix: 2951 Centerville Road, Suite 100 Wilmington, DE 19808
http://www.synchrogenix.com « 1-302-892-4800
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