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FHDESHICEZZRU e EEPIIROOEEHICKAV I EE R GEPDICEBEICHERT D
FOIBEULTLEELY,

p.12~16[5. F T v I UR M(E5SHER] - 5 - PIER R TE) |ZHE TTHEEELEE L,

[BEEANTHBAWEEEWI L]

- COE(. DEDOBRIFINFEZINZ TERZE LT IH INFREEENMET LI ED LDAFEIC
B3BZNHH DI, BSHBAGEAREZICODI I—REZTVE T, BS5HEKR12ERLEE.
BICHEN I NF12BEC E DI I RBZTVI T, EELRELDT. SNTFICERE
BIFBDLIICLTLIEELY

DAZE DI (IFIRE . 7E. B, B1F. TRZFES) [CRTVEEF. R0 (CERICE
L. BRZEZIF TS,

- COEDEMEAL LT FEEHFTVDHEIDI I EHH DX,

- COERFEEDERAZE T HIRLMAT 2 LAMRIBENISREET DETEEMEND D . Z DIER.
DAZDOYRIHEFERDIBZNDSH DT REFEALTVSIEPLPY TU XY hhiGNIE, EaE
[CHSETLREE LV Fle FEICEPY TU XY MMeERT SIBSEERMICHEBL T EE L,

- COEF. BYRBETHREFERARUVEFTHENRD SNTH D FIRT 2 LHEPRIEICEZ
RIFTAEEENSH DX,

- BESHRURSHIEE4 N A HROBD SNICBITEZRMEL TSV e, 5
(IR ISIEIRDATEER ICTAAV e EE(F. T LICEBREIGERBULTLEE L,

« COFEFETRICHRITIT UMD DD ZBALLEVWT ENEXLVLTL & S,

- COEZRAPIBESAN— RZEICET L. hOERKEZ229 2R ICIXER. FEAM
RIFERIERICAR ZRAL TVDC EZMTBIRALEE L,

BESTAMBITEMDTEN

BESHARMTF

et [DLYFAF R AT IV ERAESNZEETAN]

HLYA AR DT RIE
BASNBEESAN

BEASAAN—FR

R ARl | LAY A A ERALTWREETAN]
BEIAN

FURHAYE X017 Uz 9102 2947

BRSO okl .o




7
itd
5
I
&
e
>
T

7. 125ICHc>T

18

2SI OHEIEIR

HiENRURE
BE.BACRYNALTYELT2.5mgZ1HIEEOKRSH SHIIB L. BEEDOIREICK U TE
HIERT 3. L. RXIESERMEI15mgL T S,

BERUBAZICEET 5FEE

BSREEAICOD I I—REICKDLVEFZEHTi L. LVEFHh55%FKEmDEEICIFIZSZRIB LT
WCTLIEELY,

HIsAZEF1H1E2.5mg & L. S5 EREFE TRZSEICIRE T OIBENITREZ{T>TLLE
T\ e L RIMESERMB1E1IMg. RAIRSEIF1B1EI15mgE UTL EEL,

___-_

wB58 ‘ ‘ 2.5mg ‘ ‘ 10mg ‘ 15mg

EELEFNER

FHIELVEFZE TS B, INEHERS(CKDIDAEZS TR THEZNDHD X T, FEligS5H
[&. BEAM(C, DI O —REZ{TL) BEORRE UNLYILINERE#ZOLVOT (NLYIVISLVOT) E
BEMULVER)ZEZ=5U VI TIUENGD T,




FIFAE & RS

1S RIHAD FERE
R SREE. ZSEIR4AERE(CD T I—REZT0). B1IciE> CREREZ{T o TLIEEL,

E1 iSEIREAOAEHRE

RS RRE - RSHn4EEE

NIV JLISLVOTHEERZE=20mmHg
hD
LVEF=50%

i35
1H1E12.5mg

LVEF=55% JNIVFILISLVOTEEZE<20mmHg
1H1E]12.5mgT "D
L] LVEF=50%

WE

1H1El1mg

LVEF<55%MDiFE (&
BEZERIR LIV &

REE
(H32HR)

LVEF<50%

ARTRETHA (IR SHm1 28R L) O RS
BS5HR12BEUERERDE L EH12BES EICODI I-REZTL. B2(CiE> THEREZ
T2 TLIREEV EERI2BEBLU LDOBRETIT> T EE L,

X2 afE#EEI0RERE

RS ER1 2B R L

AU SIS .~

IERPEIZE L. 4ABB#&(COTO—

RBZXNMELU. LVEF50%KiE  wazo@myto
[CES5EVRDIEERODAERZ MRECTSCE
KI5,

IV IVINLVOTEEZE=Z30mmHg
Do
LVEF=55%

LY ILILVOTESRZE

2\ ¥ 2} = a
LD 5 _ BEDMISARICE L SRS
50%=LVEF<55% REDODHEZH#FEL. noga(2afsceonII—
12BRTE(C BB T2EER L T/VLY IR
AR CClc LVOTEBEEN30mmHgH&H D
X X N T J— 135,  LVEFD'S5%UEDES) DI d—
JULH LI \LVOTHESSE < 30mmHg DEI—RBETI. L enntimit i coaEn

o ETBTENTED,

LVEF=55%

AREX(FISHIE
(H3 28]

LVEF<50%




7. 185ICHE>T

AZE, BR. hLDOLNE

FEESHICLVEFD'50%Ki(C1E o eI S . B3BICHE o TIAE. Bk, RIEOUBEZ{ToTLE
[a A

Mg SHRICHZELUBESIEIMgTRSZBER U T KTV IZ5BHL S 4BEERU12:E”
#ICLVEF =S L T EE0N,

E3 WLWIFNHDEBETLVEF<50%ICTE o fcimE DIAZE. B, RLEDOUNE

2 BRI
LVEF;BOO/OIC LVEF=50% 1$EH§®%§D\51EQB% 45@&51& $T§§:Ei1ﬁé;?{§l
ol LVEF<s0x | BT AT kon  PieTURG I cr= 5o it
> N AT
B IV R i SR AER DA, B2 b s 400
B=AHICE> T

4 BREIAZE LVEFZF#539 o

ARERINMMgE o IeBaE
Mg TRSZBHT 9.

BRSEZHETT D,

(il L VEF <50%

4B

>50%|C LVEFZ50% ~15% .
LVEF=50%I Mg TRSEBRUL LVEE<50%

EETAEC o

WEL EB4BREINRE LVEFZHEE3 9 2.

®’5HIE

®r5H

Mg SHICHAEL. ImgTDXRSERD S4BREEICLVEFH50%FKEICE > tiBakiR5%Z
RIELTLEELY,

FEZEXMAE T Hn BEKRS L TH. AaBERILHESNIEWVESICE. FFIDSH#KGEOTS
ZREILTLIEEL

7
itd
5
I
&
e
>
T

Z OfthIC AERETD B RISIHZS

FHIZSRISGEVE UL FPIEEDOCYP2C19MEEAL XIEhIEEE L < [F55L\ICYP3A4EEA!
DS ZHIBNISIBE T BRSO AEHE

AEZEERE(ImgZRSHDESIIAE) U, 4BEEICLVEFZ#ESEL TS0,

FEHESPICTHEVE UL BhIEEDCYP2C195EEA]. RiFid@L., hiEEE L < [E55L\CYP3A4
AERIDIESZRIERISHET HIHEDHERE
AEZIEMERE (ImgZiRSHhDETIIAFE) U, 4BE&ICLVEFZRESRL T IEE L,

RHFENESOUNE
RH SN TIZTSTTEEFBR DR P H CIRA L. RHOEEDIRAKEICRED ZRALTLEE
W BURIC2EZZIRALIEVKSEEL TS,

20




8. BEMEADE=5VU 5

BENROFHENOBRWEADE=Y YU VI DI, 5kEh S4EEE. 128-%. ZNLIE
DEL EBHRBBCECDII-REZITVW LY ILILVOTEBZEMRULVEFZi#R LT E
SV HHFAZICEL XIS NEIBES (18- C DD I I—REC2EER L T/NLYILN
LVOTEERZEN30mmHgFR@EHD DLVEFH55%U EDIFES) (&, (D T I—REDRIEDEREE &
KT24BELTDHEDTEFX T BELBESE. 4BRAEICOI I—&REZXiE ULVEFH
50%FKimICIESIEVBRDIBERDAEZHMHIFL TIEEL,

BSEA DII—RE(ULYILILVOTERE. LVEFZ#EER)

4;EE % DI I—188

12:8/ % DIJ—BE

D #RAENRESNDE T ML EH12BEC EICD I I—REZRIE

HISHAEIOEU YIS NIES

P&, DI J—RBOXREDERIEFRAT24BB E T D EHEEE

1mE

g
=
o
A

4BEEICD I I—1REZXMEL. LVEF50%KEICESIEVRD IBER D AS =K

AT |
SHE .00




O. EEFHFEEINIURY
IMZE

22

TRY -

IBREEREZ(C K DI E BEEARA) ZEC I EHBH D, & MR MU D LFIRNTF R
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rhfE#E) e (Septal Reduction Therapy. BA'FSRT) DEihids 2 AR IEAE AR DEIERE Z
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BICEED VRIS
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B EMERER(MYK-461-005/EXPLORER-HCM:ER) ™
® DA R UINFEEEISES
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FEIZ5E(N=56) FEITSTE(N=52)

LVEF<50%Ic{ET 4 (7.1 2 (3.8)
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BN TR NIcERARER (MYK-461-005/EXPLORER-HCMEEE A UMY K-461-017/VALOR-
HCMEER) OAFIBECH VT, SHIBFRTNYHA (New York Heart Association: =a1—
I—0DEHRE) CMEEER BNV E TH o e EEFI I EREIR R ICVE ICER(E U IEFIDERH 5N
FUl UTICESIOBEZSRLULET,

HEFIN> MR B Fl 60 N—X54 VONYHADHKEEDTE: VE
i8R : MYK-461-017/VALOR-HCMZRER

Week 16 [CBVVTLVEFS50%KiFGmDIZSHMBECEKIE Ul fc . I5ZHRIL X Lic. D&
Day 127[CLVEFD65%ICc LR UTcfch  IEMERE L c5mg TR DS ZHBELE L.
LVOTESRZE (Egla . Tk, VLY ILINEFER) E. LWFNBWeek 16 CT. R—RX 51 V/IC
HEARET (22%) L. SRTOEREZE (250mmHg) R UBHEHIEXBOEEDSZEE A (230
mmHg) Z TFED F Ufc. FEIDSHERENUEE LU T SBERLUEE. Week 32K U Week
56FR ClE. WFNDLVOTRAEREDON—AS AV EHBRUTHEMULE LT,

Table 1.1 NYHA/DEEES%E. LVEF. LVOTRAERZEDH#E

AHORE | NYHA LVOTRAFERE (mmHg)
R 1R SEES - B ascoys | LVEF (%)

EHEHE VY VB

Screening(day-14) 63 22.49 56 55 56.1
Day 1 - - - -

Week 4 (Day 29) 5 62 41.54 52.27
Week 8 (Day 60) 5 62 13.42 11.15
Week 12 (Day 88) 10 - 62 - 49.08 51.59
Week 16 (Day 113) 10 (125 HAiER) I 43 15.6 7.04 14.03
eSS (Day 127) 5 65 61.59 62.13
Week 20 (Day 142) 5 66 57.91 70.88
#ES (Day 163) 5 64 54.73 54.29
Week 24 (Day 169) 5 69 4915 50.42
Week 28 (Day 204) 5 - 66 - 54.03 51.71
Week 32 (Day 227) 5 I 62 69.62 60.19 63.93
Week 44 (Day 309) 5 - - - 42.94 52.96
Week 56 (Day 395) 5 il 63 58.66 66.33 97.25

Table 1.2 BESRHERRNR

RELEEER SRA(B) zl:ﬁucmsa@

(& 162 Elfg
=i 1 ﬂ =]
[nFRFRESIENN 135 " BRR
ERHH SRR 13 =] EifE
&R 15 " EifE
Bh R 20 " BRR
IR 14 " EIfE
BRERE 16 " EIg
S oA BN 16 " B8




FEFI2™ MR B FE 60X N—XS54 VONYHADMERESSE: IE
HHERE : MYK-461-005/EXPLORER-HCME®ER

HEREAREPICIEDODEMEI ZRIEL IEBODEHREIICH S BEEER CFEIMMSH FLY) ITKD
Week 40P [C AR DR SRR U Tc#. Week 6ICNYHADBERED D VEICEELE Ul
INSOBERRDEOEERDWeek 8THESZBREALE LIch. Week 18DEBEEZICBREU
2EBOLEHENICKDIERSZERIEUE UIc.Week SDIZSHBRBEFONYHADEREDFEE O E.
2 5hIED SH10BRIDFEBE TH D Week 1SODNYHAMEREDFEIEX I ET L= (Table 2.1),

Table 2.1 NYHA/LZWERES3E. LVEF, LVOTRAERZEDIHR

p.3:1[0):: = NYHA LVOTaajcl_ e (mmHg)
R SRR BR omienm |V gname

Baseline (Day -21) 70.961 65.61 77.44 88.736

(Day-25)
5 I
(Day1) (Day1)
I
(Day 36)
I\
(Day 50)

Baseline (Day 0) 62.587 - 57.456 64.642

Week 4 (Day 32) 5 (3&5 k) 67.788 - 20.25 27.878

Week 6 (Day 48) 70.528 - 31.81 43.296

Week 8 (Day 64) 10 if

Week 12 (Day 85) 10 - - 22.468 30.914
Week 14 (Day 102) 15
Week 18 (Day 134) 15@3%5H1E)

Week 22 (Day 155)
(Day 162)

Week 26 (Day 190)
Week 30 (Day 218)

Table 2.2 BEERERWKR
REUESER SIRE(R) A8 & ORE

1E8: 32 1EH : &
IDEHRE 2EH 139 2@ & mEiE
3MEA8 : 162 3EH: B

PAEMRERR 45 =}
SFENESDH F L 45 (=)




SEEEN  NYHADERE

MV EOREFIR U ERHAE R ICVEI

(BB U TrES]

FEGIS™ MR i FE 8Ot N—XS4 VONYHADKEEESSE:
HERE - MYK-461-005/EXPLORER-HCMEKER

Week 22[CNYHADES

ENHENENDOELEHEES SN, BAFHICEREDR MU ADEBEDER

BEEERDHERELF Ulc. Week 18DILERRERRICKD QTERDESHIREREICZS L.
AEROHEIREIZSZ T L TWVefe . FEICK T D LERITON T FBRIEAH| & DEE
BUEHIEESNE UTc. ABRISHERAIRRICEE LT e O FRIDIZRSZBR L E LT,

Table 3.1 NYHAILMERES$A. LVEF, LVOTRAERZEDIHER

AFIORE | NYHA .

LVOTERAESZ (mmHg)

EBAT

88.36
Baseline (Day -22) 78788 | (oo 100 104.448
. 5 I
Baseline (Day 0) Ooyn | ©ayn | 70978 - 87.984 98.804
Week 4 (Day 23) 5 I 80.348 - 32.036 58.676
Week 6 (Day 36) 5 I 81276 - 46.512 74.65
Week 8 (Day 51) 10 i} - - - -
Week 12 (Day 84) o . 78174 ] 25 65.286
(Day 107) 76.905 42.51 52.418
I
Week14 (Day 98) 10 (Da£98) - - -
(Day 107)
Week 18 (Day 127)  10(&5ehEm) | 1 75.67 - 17.472 65.61
Week 22 (Day 146) v 49203 ] 84.272 90.63
(Day 162) i 83.931 45.698 83.174
Week 26 (Day 176) 5 I 74.937 - 55.056 93316
24.01
Week 30 (Day 204) I 74306 | 2000 16.322 54.17
iz 3E%(S[ffy 261) m 74.679 - 64.964 91.012

**EOS end of study

Table 3.2 BESERHERKNR

Pr—— I smcoms
Ab l/Z:L.\Eﬁ?"' miE
BREERIERE 136 ?.*\ EEPS
SEER mg o " B

26




fEFIAP MR it FE A0S R—RSA VONYHADKERED SR :
SER 1 MYK-461-017/VALOR-HCMiRER

B, FREE, 81F &V o TCiBXBRDBEDEIRDERIE UTcfedb. Week 3DEFR CTHFIDIRS
ZRIEU.SRTZZ(FHC EERELF Ulc. ZDEWeek 10ICSRTHEEENE LT,

Table 4.1 NYHA/D##EES$E. LVEF. LVOTRAEERZE DR
ARIOAE | NYHA o LVOTE§7CI_ = (mmHg)
R asean e omitem V" )| e

Screening (Day -7) i 60 160.63 102 8 163.49
Baseline (Day 1) 5

#E51(Day 18, EOT*) 5(%5Hik) 60 - 32.85 50.99
**EOT : end of treatment.

Table 4.2 BEFERFEIRIKR
$iR7E (5) AHIL OBE

o)1 5 il
7] 5 (]
B ESE: 4 (]

HRER B MAREER (MYK-461-005/EXPLORER-HCM) GAEREEHEIE R (2025438 27H4RR)
12) &R BN MEEER (MYK-461-017/VALOR-HCM) GEEBESEHEE ) (2025438 27H7%E3R)
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SEZE82 : CYP3A4/CYP2CI19EARIR U
Al DB

©® CYPREZEHI DI
#UL\CYP3A4BAER] thiZE D CYP3A4RAER] *2
A>3 FV—=IL(A KUY —]L)** RS)\=Z)U** FE=FF0OV
ISUR0OXA VU SEEA JIF T B L5 m W E =AY
(OSUR ITUIYR R/ BT, TUZOTA I YOS —)
ZNRE=LT) Hm TN T =26 UXFIY
L = FILES IR HORNIRY—IL
I’J“*’;f"“j;é ;ij; u’”” 42 YIOI05YYY YHORKUY
(J,';D,lf; J—ErEOeyRyee  I9YFET AP
WSR2 7}|J:|j—\/‘_)|./ TI'\ZT"j’I{l:Q‘JI\
cYP3nsd ROINESR S SEN AYFZ=T AANST T4V

ESS I LY aEvo ) 4973V O=%ER
TUFZI(ThT17) Conivaptan Fhoral
IVIRVILEIL TXIVEE(YO—/N)*  Dronedarone Ivacaftor
OFI7IL=T(JFTq)* Ranolazine
IadIA I (a8 A)*
=T717VURN-ZVTORN)
(AT—10)*
Idelalisib
Nefazodone
Nelfinavir

CYP2C19 Z)L3ary—)u** Cenobamate*8 AATZI =)L
R TIURF T =37 Felbamate

FoOEI

Fluoxetine
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SEN D DEA

IEHBARFCARAEGRDERI A Caodl. T/, ARFTHRLEDRFFECE L TLIEL

X1 EE  REOSVEBEDAUCZSEL EITENSE EE]

%2 EBE  BREOSVWEBDAUCZ 2B ESEREICIBINS B HZA

X3 TR REOSVEBDAUCZE.25EL E2EFREICIENS B HEA

%4 For Healthcare Professionals ' FDA's Examples of Drugs that Interact with CYP Enzymes and Transporter SystemsTldelvitegravir
and ritonavir. lopinavir and ritonavir. indinavir and ritonavir. paritaprevir and ritonavir and (ombitasvir and/or dasabuvir). saquinavir
and ritonavir. tipranavir and ritonavirsC&H'&% 2

%5 REDEVCYPAEBEDAUCZE B HEME B/ (Bl buspirone)

%6 JU—TIN—YI1—ADHNREHEBETAELLRLED BE. AENURRGEICKTFT &, MRTIE. HFEDRARSE (Bl:5HE. double
strength) ZfEA UIc5E13 [FUVCYP3ABRER] [CHRES N, tsDFRETTE (BIKAEE. single strength) ZER UIcHE 38R [HI2EDCYP3AK
FECHEEIND T EDREINTVD

%7 RREDEWVCYP3AREDAUCZ 2B HBINS BTz (B buspironeAUCZ2 35EEMS BT)

%8 1H200mgDFRSE(ICE D 1H400mgDIBE. HEIF LD R LEDHAREMN DD

)R 33V —)VIEHIZEDCYP2CIREER THH 2 M. 8L ICYP3ALBER CTAEITIIHARRICEE T Dcth. BUOICYP3A4REERIDIHCEEH,

BFRX

For Healthcare Professionals | FDA's Examples of Drugs that Interact with CYP Enzymes and Transporter Systems
https://www.fda.gov/drugs/drug-interactions-labeling/healthcare-professionals-fdas-examples-drugs-interact-cyp-enzymes-and-transporter-systems#table %201
K ORI (2025F3ALR. BRI DBERMICIETBELSZEL,)




® CYPEEHIDH

#U\CYP3A4FEEH * FRAZEEDCYP3A4FEEH 2 | B5LICYP3AAFEEH] 2

VIV N2 T T4V
AN BEZ** HTSTT=T** WI4F=R
IUYILIZR** IJ7ELVY NL5Tx=T

CYP3A4 SIS IhSEVY YXTIVFZT

SEEE| TIZhA ™ oL>F=7J Armodafinil
UI7IED I+ 2z/)\)bES =)L Elagolix
TAIVFFUYD(St. John's Wort:  TUZRY Mobocertinib
TN Y-V T—N) ZEBE YRSy T

Ivosidenib*® Cenobamate®é
lumacaftor and ivacaftor Pexidartinib

BULICYP2C195AEHA] FEREDCYP2CI19

CYP2C19 7SR
FEH| IJ7ELY

ITUHIILI=ER
JiZhY
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SCED D D EEH

BHAFBCTHRAEGRDERFRZ CTELH

¥ TR BREOSVEEDAUCZSOB LRI EHEE

%2 T BREDSVLEBEDAUCZS0%L E0%RmmAN S B DEA

%3 T BREOSVEEDAUCZ20% E50% KD S B DEHA

¥4 tEU b V3—UX - T— bOMREKRELLELED ., BRIFTECKTFT S

5 PBPKY=aL—y3vICEDL

%6 1H200mgDRSE(CED < 1B400mgDIEE. FEIF LD B LEDUEEMEN DD

%7 1H200mgDMRICET < KOEAE(400mg/H) TIFCYPIAICKH T HFEEMRMNKIDKEN o
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BV E MAREER (MYK-461-005/EXPLORER-HC M3 E&) ™

REMFHEIRGIER 12341
BEERDIER® SNIHIER (%) 1961(15.4)
BERELRIEDH 2 AEER (BEIFR) DRIREEL 4814

BA5E (N=123) BA5E (N=123)
RS 4 (3.3) HERES 8 (6.5)
IDEHEED 2 (1.6) FEMEHI L 5 (4.
iz 1(0.8) SRR 4 (3.3)
DEMESENR 1(0.8) ARNEE 1(0.8)
BiEESE 3 (2.4 BFREES 1(0.8)
Tl 1 (0.8) {E&EHE 1 (0.8)
OAEzIR 1(0.8) 1REF IR 1(0.8)
BREFEREEE 1(0.8) RHEE 2 (1.6)
—i% - ERBEED LURSEUOIARE 4 (3.3) THEAE 2 (1.6)
RIS 1(0.8) IFiRes. B9FRS & UHithRES 3(24)
BHE 1(0.8) IR R ) 2 (1.6)
B 1(0.8) A 1 (0.8)
BE Rt A= 55 FREBIRI A= 1(0.8) SR 1(0.8)
ERARIRE 1(0.8) RES LUK THEES 1(0.8)
HAAIRE L= 1(0.8) FEHREBIERIE 1(0.8)
REBLURERE 1(0.8) MEREE 1(0.8)
RAKRLR 1(0.8) {EIE 1(0.8)
BEERE LURSHREES 2 (1.6)
RIE AR 1(0.8)
BAET 1(0.8)

MedDRA/J ver 21.0




5 $E MEER (MYK-461-017/VALOR-HCMERER) 2
[—ES512HA)

ZEMFHEXIRGIEL 566
BEIfERDER8 SNTBIER (%) ofl(16.1)
BRELEEDS IHEER EIER) DRI 174

RBEAIADE RINALT A58 RBEAADE RINALT A58
B (N=56) BAE (N=56)

IDVEEE 2 (3.6) BEERE LUBSHEERES 2 (3.6)
IDEHEE 1 (1.8) MU AR AN R 1 (1.8)
1 (1.8) BNET 1 (1.8)
3 (5.4) HERES 2 (3.6)
B 2 (3.6) R RCII=ES 1 (1.8)
FEBRA RIS 1(1.8) FENEDH T 1 (1.8)
Nt 1 (1.8) MFRER. MIZRH KUHHRES 1 (1.8)
—fi% « EHEES LURSEMIOIRE 3 (5.4) BRIk 1 (1.8)
B’ 2 (3.6) MEREE 1 (1.8)
KA EFE 1 (1.8) {EMmE 1 (1.8)
BRARRE 2 (3.6)
BRHERIRIA 2 (3.6)

MedDRA/J ver 24.0
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BIER—58

(RERIZSHA]
T2 R BIER 564l 52l
BIYERDERD SN IHIEE (%) 1061(17.9) 761(13.5)
AR EREDS S EEER (BEIER) DRIRHEL 2614 301%
ETE—— ey —
HAEE (N=56) (N=52)
MEEE 3(5.4) 1(1.9)
BV 1(1.8) 0
IDEHAEN 1(1.8) 1(1.9)
iz 1(1.8) 0
S o MDA E 0 1(1.9)
BEES 3(5.4) 2(3.8)
B2 2(3.6) (0]
FEEBANIR L 1(1.8) 0]
NEnt 101.8) 0
7 0 1(1.9)
BR 0 1(1.9)
BEREERLERS 0 1(1.9)
SHANILZ=T 0 1(1.9)
—% - EREED KUIRSEMIOIREE 4(7.1) 2(3.8)
=5 3(5.4) 1(1.9)
RAEMEERE 1(1.8) 1(1.9)
1IDVZRIRTE 0 1(1.9)
EEARRE 3(5.4) 2(3.8)
BRI 3(5.4) 2(3.8)
ESREITIEET 0 1(1.9)
{REIENN 0 1(1.9)
ERRB LUESHEES 2(3.6) 1(1.9)
POl s A R =% 1(1.8) 0
BHET 1(1.8) 1(1.9)
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BERIKDLE NINA LT Ve RINALT V#BITE"
B (N=56) (N=52)

HERES
s
FENEDH T
L
K
FFIRER. MIZRE & UHitiRiE=
ERNESE:
A0
L ERFITOR PR 2
S5 TR PR
FEAF IR R IR AR 2
AR
&S LUK THEEES 1(1.8)
BREAE 1(1.8)
MERE 1(1.8) 1(1.9)
{EMmE 1(1.8) 0
mE 0 1(1.9)

¥ VALOR-HCMEERICBWV T, ZEERH (1850~16:8) (LTS ML U T TS RARSEN. EBRESH (185168~328) 513X /\OLAT VR
‘5N,
MedDRA/J ver 24.0

ENZE M 1E5ER (CV027004/HORIZON-HCMiKER) ™
1 554A%FETICRD SNIEEITER X E2ERI38HIRENZE16] (2.6%) TH o o (MedDRA/J
ver 27.0)

MHARER  BNE MEFER (MYK-461-005/EXPLORER-HCM) GAERBSsHliE ) (202538 27H#ER)
12)#AER BHE THEEE (MYK-461-017/VALOR-HCM) (&F &) (2025638 27HEER)
13)#tEH BN MAEEER (CV027004/HORIZON-HCM) GRERESEHIE R (2025438 278#ER)

| B

38




(22 OIRBEFBERISOUE] o T8RS

X0,

| BrEgmesEsEs | 87219

IEXEBDEHE SRR /BRIRNDEHSF Y VIEEH [(ZEEERRE

ﬂA‘U“l’ﬂ Z®m°t»2-§E§

Tmg 2.5mg 5mg
ARES |30700AMX00077000|30700AMX00076000 |30700AMX00075000
(i U B RUNE RN RINE
ARFERASE — — —
B & ERRT ERRT R
BAHA 24EA 36&A 36&H

CAMZYCS'

—RBINALTY

[BIE | [WAZEESRY |

F) ER-EMEFEQLSECIVERTIL

2025538 1Bk (551 HR)

2. ER (ROB|HICIFRELELE)
2.1 AEOESIIFL
2.2 FiE X I3ERL TWBRTBEM D H B L1 [9.5
2.3 1hZAFV =L ISV ZAAYL I ER/EE ARYIFJ -V FKH 3

FU—IL UMFELEFEE, QEY X2 MEFEF . EUF =T

BRIEDCREENHZEE
S8

EA

7.3 BE5RAR4BRIE. DIT—REICEY/SILHILNER BOE TR (/NLHIL/SLVOT)
ESERVLVEFERIEL- £ T 7.41BI0RT ARMEEECH O BRHE LI H BT
K g3z, [7.4.828H]

7.4 B5R181 2B, DH<EDH1 2B EITDII—AREICEN/ILHILSLVOTES =
RULVEF#EREL - £ T T ORASME AR BRREE S ABHIF LA T 2L,
BRI 2BEULEOBBTITIZEEL BRBLAB AR, AAMBICDII-REEERKL.
LVEF#50% K #1454 R)IBBEOBBEHIET5. BEENHIFHBIOZL L H Wi En /-
BA (12BEZEDDII—RE T2EEREL T/ VUL IL/SLVOTESR ZH 30mmHg kK #HH D

5. MEEX BHRICEET 3ER

ILURLIVEIL JRABE. OFT7IV=T . Jav1 3717 %VEansﬁs%]uia)t%e)\ DIT-RBREOVEHROBRIERAT24BBET 3N TES,
= = 7.3.82883
YRR -3V TARN—IVERSFDEZE[10.15H] AEpmE
2.4 EEDOFFHEAEEREE (Child-Pugh%8C) D% 3 E# [9.3.1 28]
DLIT-BRE BEEORE
3. HERk - HIRR B5RKB4BRE NIV IVISLVOTES =D 1EXFEIRE
20mmHg & DLVEFA'50%
3.1 48
JNVHIVSLVOTIEERED MR
REg HLHFAAZ HLHFALAZ HLPFLFZ 20mmHgl £ DLVEFY50%LL E
I HT I 1mg H7TtIV2.5mg HTIEmg
H5 A28 TNV ILINLVOTES ZED 1EXFEIEE
BN 1h7 &)L 1H7 I 1h7 IR LIRE 30mmHgkl_E A DLVEFH55% 1
2 IINALT1mg TINALT2.5mg TINALTEmg
JNVHILNLVOTESZEIC A DS, iz
SKZBILr1%.D- | BKZEILs13%.D- | AK BT 13%.D- LVEF#'50%LI k. 55% %%
k=l B7OX JYLZh—IL BETAX | Db ETAX
O—X. 7AXHILA O—X. 70XAHILA O—X 7OXA)Lx0— o N VS
. O-2FRUYL.ZF | O-XFRITL ZT | ZFAIHL ZFTUS SVHLALVOTE®RED
AIE | Py TR L TULEYIRIIL | BRI RSTL 30mmHg# 2 DLVEFA55%LLE
AT RIVAEIC | R HTERVREIC | £ AT EILEEFIC
vIF BEFa EIFU BIEFEL. | E5FC BIEFE.
EERMLSk. =LK | BB TR 7.5 KEIRESRIA%. LVEFAF 50%KiEI G- /25813 LIT OREAE IRV AFIEARE dhiE
I35
ERU IR
3.2 WRIDHIR
REERE LVEF#50%Ki@mNIB 4 LVEFF50% L EICAET 2% TH 4L
N R . EHAEMARET 3,
B il g il LVEF#50%1 LIS EIL A, 3R £ 1 BREHEL CH5%
’ BRT 2. 720 Imgik 5 HhITAELEE IR 1 mg TR 5 EBH
T3,
& P =1 Ea =1 =1 BEBR,SABRERU12BREZICLVEFEHERT 3,
ER S PAL=]::) Ty T R ER P 1)
chib e 1mgik 5 hICLVEFH50% K iIC LWL, 1mg TR 5 BRI
B BHTwILE| BHTwIVE BHTwIVE PEABBEICLVEFF 50%KMIh o158 #5515,
54 £ B 7.6 A5 ITHOBLSHIEDCYP2C1 O BRI, R HI2EEL B CYP3AS
al PEEHIDKES AN ISEE T35 5 IHEL 1 BEKE (1mgait 5 DB & I3AE) L.
4 EERICLVEFERER T 528, [10.28 1]
N o I 7.7 KE#ESRITENVELIERIZEDOCYP2C19FE A XIdiE W\ PIREELIIFHV
N 2ENTeN 2ENTeN 2ENT N CYPIAAEMHIDHS £ X BB T 5B 8 LA E+1 BIEAE (1metiahnBat
) U, 4 BREEICLVEFERERT 52 &, [10.288]
HE #1161mg #1161mg #9261mg 7.8 AR ATAR TO6rBEIIREL THIABRRICPBONEWEE (TS AFI DS Mkt D
AIEERE T3,
A —K Mava 1mg Mava 2.5mg Mava 5mg
8. EELEFRIER
4. SEEX SR 8.1 AHliE IBAR DHEDBUT R AR+ EAMRVRREF DEMOGE T
T32E,
BRI AR D AR 8.2 AHIILVEFHE T &€ B ZIC LD AR EB SR T H TP 55, AFIRSHII,

FEEEICODIO—REETV, BEDKE VNIV ILASLVOTEBZR ULVEF) £ €244
T528,[7.1.7.3.7.4.9.1.1.102. 11.1.1 8]

5.1 EGEMEDAEMEARDHEEE KRS T

5.2 [17. BRRAKIE| DIEOANBRERAAL  ERRRBRICHEHAANSW-BEDE R (RIARE. tH
BAEPHRE) 2+ HEBBLELT. KRFOTINSILE4SRBL OBEICEELRIRT S
2&,[17.1.1-17.1.38 0]

5.3 NYHADHBED RV EDEBEICH 2B R VR SMISHEILL TUVEL,

9. RENDERZHIZBEICHI IR

6. AERUHAE

BEORACETNHALTLELT2.5mgE1 B1ERORS»55EL. EEORECSLTGER
T B, 772U A S EI1E15mged 3,

7. BERVAEICEEYT 3R

7.1 #5RAFNID IO REIC LA EER R (LVEF) £5FfiL . LVEFH55% K BN EE ICIE
BEERALEVZE, [8.288]

7.2 Bt HEIX1B1E2.5mgel 5 BIREIFI TRESE (1 BT OHEEILRELTY
Z& L B MES B IRTBT1EN I Mg RAES EI31H1E15mged32L,

24 1 2 3 4 5)

w52 1mg 2.5mg 5mg 10mg 15mg

9.1 BHE - BEEEDHZEE
9.1.1 IBEKEEEEIC KD DREOURINEFIBZTNHNHIEE
(1) AEER (D EMEIN I Z DO IOA—ILFARDOEREAREREED) ENEELAHHE
NHZHEE[8.2.11.1.188]
(2) :mﬁﬁg égiJ BB/ NA /ST, FRRRAE FAT. DR IRRIAT, D BEIBAE) 2 RT3 EE (8.2,
11.1.128
9.3 RS SE
9.3.1 EEDF#EEREE (Child-Pugh%#8C) D&% 5 EE
BELEWZE ABIOMFREY ERL. BRI EBOIDNEHThD D, EE DITHEEE
[EEEEENREVBERRBISERBLTOE, [2.48]
9.3.2 ¥R E DS 3 EE (BEEDAFHEERE (Child-Pughf48C) D33 EE%ZRL)
AEIDMAREY LR TDPIEEMND 53, [16.6.288]
9.4 &JEHEE B I HE
EIRT BRI REMDH B LM ICIE AR S R RUBEIES B4 ABICH VRIS 2L B
ROET BT EIC DOV TERBAT 328, [9.58 8]
9.5 R
FEER USHEARL TV RTREMEDSH S LTI 5 LAV E BIMER (SUhRUIHF) ICHNT,
BRBEARERCFREEORBRE CEESLERARVESHENBOSN TS, [2.2.9.48]
9.6 #3.m
BIHLBWZEPLBEL RENSIL P ICBITT D RIEEMED $ D,
9.7 VR

NREEHREVIBRRRBISEBL TV AW,




10. #HE{EHA

AL, EICCYP2C19KR U CYP3AAIZL->THRE#IN D, [16.45 8]

10.1 AR EHALEWIL)

-k

GRRIER - B &

B - BREF

EHBE

BRPRIER - B A

#F - ERET

7?ZI,§¥‘T¥W;€

//\//')/—f;

CNODEHEHATS
Ha. BEORKEEEEIC
BRLLPERETHIE,
AERERICINEDEEH]

AMBICRRMEENERE
BEIE . AENWNE
BEICE TS BrTREMED
5%,

AhZaAFJ =L

(AR =)
TFVURAYA T EH R
(F5VUR TV R K
YT INFLT)
K)arJ—iv
(F1712K)
RyarJ—iv

(L9 74IL)
UNFEILEREE]
(HUhZ, /—ET NFOEYR)
AED RZyNEH A
(LY =% Frr1v,
TLYaEyIR)
w)F=7

(THF17)
IIURLIVEIL  TwIVEE
(Va-n)

OF77)=7

(J*oiq)

Jatrv(1r

(Ya¥=1)

371 7YRNIVT ORI
(*74—3)

[2.38H]

eSS LR L TS (N
IiEHAEREICL 0T 20
VAIN EERBINN BB,

ZhoNEHINCYP3ALE
AT DL,
FHIOMAPREN LR
FIREMER D0

DEGEFRBRIERTS
HEI. EHOKREERY
BEODREPRETIET
DID-REICLBLVEF

EZRULTEEERK
ICERL. BEOREE
BHEICRRLEPOHRE
T352&,

11. EIEA

—_

0.2 HAER(HAICERTZIL)

[7.6.8.288]

EHLE BREREEIR - B A& - BRET
BB PR E D AEOEIEAIEEREN, | ZhSDOEHHCYP2C19
CYP2C19BREH| IV EEREE IS LD OARED | ERRETRIEICK AHID
ZaAFJ—-iv VZIPEEDETNN HD, mEEY» ERTHHEE
TIVREHI EHHB,
FyOET E

85U \CYP2C19FAEH]
FAT S -
[8.2.16.7.18H]

AFOEIFRA RSN,
IEREEREICLA 020
VRN EERBINN HB,
AERERICINEDEER]
DG EFRAISIEETS
BER ARDREEER
TREEDIC. BEDKEE
HEEICHRETSIE,

ZhEDEHFIHCYP2C19
ERRET B LK) AEID
MmAREDN EFT2FIEE
HDHB,

ROBFRADN HBSDNBIEN HZDT BRET ATV RENBOONIH I3RS EPIE

TEEEENERBETICE,

11.1 EXSENER

11.1.1 DARZ2 (BRETEE)
INHEHERERE R IC L DR RERRI T ZEN HBo EMNMIEF NI LFIRN T FREISR AN 755
*h(NT-proBNP) D LR Ro5N =154 ISFFIRME. ffE. & 5. B)1E. TRIZESY
%iﬁ%li%%btfe]ti\ii’(”ﬁ‘t:bi%ﬁﬁ@ﬁfﬂﬁ’éﬁb\\{*Elliqii%ﬁﬂ]@ﬁ&ﬁ%ﬁi
&, [8.2.9.1.188

—_

1.2 Z0OfthDEIERA

1~3%K i
HEREE FEEDE TER
—fi - £ HEEBIURSBAOIKE K KA EFE
DiEEE LS. Bh1E

FRIRES. FAER & L UHERRRE = Eaal e NESE N RNESE 3

HERRBLURBEBEBRE BHET
ERRIRE SRR

14. BREDEE

FFZE X IEFEL
CYP3A4FREH|
NFINZIL
SWFTEL
I)zOvA>
TU—TIN—YT 21— 2%
[7.6.8.2.16.7.12H]

AEIOEIE AN HEEEIN,
INHERREREICL A0 ED
VZAIDEER BTN BB,

ZNSDEHIHFCYPIALE
FRET3ZECLl . AHID
MmeREN LR 54
D BB,

14.1 FAIR(IBFDER

14.1.1 FHIEEFIOKEEDHICIRASE 2L,

14.1.2 PTPAZEOZHIIPTPY — b5 BWHL TIRA T 245188 528, PTPY —hDERERIC
ig@ﬁﬁ;ﬁg%rmfﬁs‘é*ﬁﬂ%'\ﬂiu)\b\Ec:m;‘ﬁa’m:brﬁﬁﬂ%iﬂ&%w§%&é\ﬁﬁ&ﬁ%

21. EBEMH

21.1 EERIRVERHEERED L ETICERT DI,
21.2 BERTH, —EBOEGICHRIT -2V EESh3ETOMIL, SEMNENRICHERRE
REEEMBT S,

BV ISPIEED
CYP2C1955&H|
TINVRIREE

[7.7.8.28H]

REIDEMENHEET S
BEINN BB,

AEIEHABHRICIASD
ERIDHFS EHRIESHE
TR S 2L B
DAREDIVRINEES
BIND HB,

ZhEDEHFINCYP2C19
EFETHIECL) AFID
meRENET ¢ 2 F8E
HDHB,

22. 8%

SR P2 ISEEL
CYP3A4:5EH
J7rEY
HIVINTHEES
Tz
27571=7
I HILRIR
N 5%
RS EPEIE DI
(St. John's Wort: >k«
Ja— X -7-NEBRRE
[7.7.8.288]

REIDEDENIREET S
BITIWD HB,

AEEHBEFICINESD
EHIOEEEHRIERIGHE
THEIMBHEREREEICL D
DAREDURINEES
BTN BB,

ZhEDEHIFCYPIA4E
FETHILILY . KHID
meRENPET 2716
D HBo

HALYALFZATE=IL1me)
3047 IV [10H7 1L (PTP)X3]

HALYALFZANhTEIL2.5mg)
3047 IV [10H 71V (PTP) %3]

HALYALFZATEILEMe)
3047 IV [10H7 1)L (PTP)X3]

24. XHFRERVEAWEGDLES

TUZNV - 7Y =X 71 THRR B AT 1 HIVIERT IV —T
(£FF) EREBFAAXAFHE1-2-1
(TEL)0120-093-507

26. BERTEEE

BB EE

Ev7oo-iv

Ah7OO-IvE
ROV RDIY
7 LR

NFINIIV

SIWFTEL

ChoDEHIEHATS
BE BEORERES(C
BRLArSBRET2E,
B ISR E BIERTIE R UFE
TEROEYS LRI L
REREEOHADIZEIIE
EBTBIE AHIEEF
(b (CYOF-3-[o) 2 2% 3
BAIAN ISR T 315484,
EHOBEBRUEED
REHPRETZECLII-
BREICLBLVEFOE=%
)27 % % ERRICERL,
BEORELHBICHR
[0 % o -

AN ICRREENERE
WESE  EAZNMHE
BEICET S BRI REMED
H%o

26.1 ISR
TUAMV -7 1Y—X 2717 %R EH
RRBTLEXAFHE1-2-1
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ZOMDFMICOEXRLCIF. EFARXETS

%
AR 58

ol
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