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TYa R TE22Smg vV TVa EETHE
25mgA— b AV VeI F— (—RE: 7L<TXR
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APORBIRIZHNVY b=V BETFEEXTST R
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5T ARIBREEEOE MEREI 0T Y v G
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X RX<7 (BEFHE#LZ) ( DT TKRAD ) 3,
AL OBIROICINVY P =V BETFEHEXTSS
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THUAMBEERXOE MeEI/ 0T v G
(1gG) 2Aalkappa &/ 7 0 —FLFETH 5.,
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1. iXLdiC

= 3 5 DA hi - ﬁii@ﬁ%@t CiE. WRASCES ISV B2 SR D
BB, é%_\ﬁﬁwﬂ%ﬁmwﬁi L0 . FREERSOEF M HRIE A
FETAEERNARINAIF T, INOOERMZEICHE L T2 BEIEICRE
THILERNRREOBRBEL 2o TRV, BEMBEEE L BEDOEASE 2016 (FHK 28 £
6 A2 BEBRE) KRV TH, BFNEEREOFERAOKEEEZRL - ah
Tn3,

PHRERBE LA T AERLIL. REERASCZEM e 7 7 A VBBEFOEREMS LA
SMCRRD I ENRBHD, ZOD, APHEROREMICET 5 HEN+OEHESND
if@% W ERDOBELMZITE L EAMBFINIBF T LTHEATA L &

. EIERMRRE LB BRERNE & D2 LR —EDOBEME N T ERE
%TE%?% EBREETHD,

Lo T, KFA K540 Tid, BRBERLZLE TIZEBLA TV AERERN -
REMRMIcESE UTOEERORKBERERZHETIBANLNELREHR, BX
FRUOBEEERETT, _ ‘

B, ANA RT4 U0E, MSTBOEAERLERBBRRAHE., —BEFEBEARAR
WRELS —REEEA R AER RS, —BRERAEBEA BAARZES, —REFBEARE
PR A R O E IR ERIEB R A B AR OLENRRFSOHBIO b LR
L7,

KB AEERR : TVa PR TFE25mg v P, T/at&TEmh@j“F
PRV L
(—ik4 : 7V~vRxXX<7 (BEFHEEZ))

RBLRDMENIHR . FERRRBIEORENH]

HELRAMERVAE  BE, BARIR 7 VX XA~7 (BiEFE#Z) & LT4ERMIZ
1[E225 mg # HFRET 5, Xix 12 BEIZ 118675 mg KT
B515, '

¥ F o RERERAEH
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SR
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2. FEIOKH, ERBF

Toa bR TE25mg )Y, TVa EETE2SmgA— M vV & — (—
Wt TV xA~T (BETHEBEZ) . DT TERD X, BA» BRIV B
= VEEBEFEE~NTF R (Calcitonin gene-related peptide : CGRP) (ZfEA 3 5~ 7 RARiEE
fFrskoe MeaEZ uT Y G (IgG) 2Aakappa B/ 7 B —FAHETH D,

F B OB ILE 2+ S TRV, T B 2D RIBI R O i & R B
CHEET B EXNMROBMRICERTAZ L T, —RBR=2— 1 U OFEHEBREZ Y,
FIRIE R B CGRP oW 7 A ¥ VAP 72 & O MEEBMEDOMREATF R S 1,
FEREJE D C OMRFHERIE N BA S v, [ OBERILRICHEV AR OMESER S
AL TERMECDLWVWIBRBIALNTNDS Y,

ZOX DT, CGRP IR OWBARIZEE L TEY, £/ 7 u—FAhfkic k3
CGRP OFHEL. HEABRIEORELIH T2 Z LA h D,



3. ERPREURE
Hﬁﬁ%@mﬁﬁmﬁwﬂﬁﬁmﬂﬁ%ﬁotiﬁ%%ﬁ&@&%%%To

) BHEpEEREEZIRE LERL H%mmﬁﬁ%(msmwmmﬁ%)
[FREROBE]
Kﬁ@ﬁ%i&@féﬁ%@d?éﬁmfI@ﬁﬁ?fKMmmM@mmLIFmMﬂ
B 569 (AAN 479 Fle&ie) ZXBE LIEEAC_EERY 7 2R BILER
B B AR UREE D 67 sk TEE SNz,

4 BEDARZ V==V T8 (R—=2FA) 2k 12 BEP_EERBREHM L &
nic, —EERBREHEICE T 2EREORE - AREIR10LBY ThoTe, TEFF
HEBEIX. —ESHRREYS 2 RICBITS 4 B0 OFEEL FOERBEO—
254 b DELEL Shis, ’ |

‘§1 —EERBSURICBITAABREORE - AE

Rk - A&
75 REE TSRy 4EEZ 1 E, uﬁﬁ(ﬁ3@)&?&%
. WENIAH 675 mg =, DIFRIEAA] 225 mg % 4 BEIC 1 [E, 12 @R G
) 225 mg/4 .
AR5 mg/ AT s
L ZER%E 4 BB 1E, 1213 &
5 675 mg/ 12 B ZEgjﬁeﬁmgu%u77 AZ 4BEE 1E, 1288 GH3E)

) AROEARINERERCAEE. 488 1E225mg. XX 1258012 1B 675 mg DETHRETH
50

< ERBREE>
- 18 P E 70 UL T DB M iT &tk
- AERE 12 W BULANCAEER (ERIEEYS (International Headache Society. AT
MHES)) @ ICHD & 3 R B MRICESL) OREBEZET . XITBKRHEEIC L 0 FiEE
(IHS ? ICHD % 3 K B Wi ;Dm@r%LﬁAL&w)ﬁ%%énéﬁﬁﬁ\m
SHBEROREN SORUT TH B,
« A7 V==V FHIRPIZ, UTO CM OREELFHT-TBE
- ERBEN15BLUEDD
O~@DW T2 &M= BB (FIEBEUIFERORVPEZ 7R
¥) B8 ALUEDHD
@KMDﬁsmBmwrllwﬁwmmﬁﬁrj@ckiUD
@ ICHD 3 hRBARD M2 Ak dH B RER] OPBBIUC
@ REE/GEDLNS (FERZHEED S L, 1 DA INTHARY)
@ mEZWENTEY., FERICN) F¥ U REA I ZAFTEERELER LR

723, ICHD %5 3 AR B AR (1.2 Bk 2 FEER] &3 HRER R (1
Fete R OFHENE) ROMMEMERT R4 5 TR (MER TR OBEEEXITEIHES
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BT 2BEITRRICEAAAN N 2o TE,
[FR]
<Atk > ‘ _
FEMEN CHA_ESHRFRSH 2B TO 4 BESH-Y OFEEL EOFER B
DR—=R5 A vinbDELBEE 2 ITFRY, 77 BRBH LR L THEARIFLE bIC, 4
BRHY OPZEEL EOER AT 2HERBABER SN,

532 _—_EERBEH1NETO4BREH-YODEELLOEFAKD
A= SAMLDEIEE (FAS)

: AH)
225 mg/4 FWHE 675 mg/12 EF A Y
_ (n=187) (n=189) (0=190)
N—R T A ED ' 13.2%5.4 13.4+5.4 13.5£5.0
—HERKREH 128%D 93+59 9.5+6.0 112%54
NR—RS5 A hbOEIEED EI) —4.12£0.43 —4.14£0.43 —2.4510.43
TTRRE L DEES) —1.67 —1.69
[95%1S IBIX ] [—2.54, —080]  [—2.55, —0.82] —
p1E 0.0002 0.0001

H1) PHEERERE

¥ 2) RA_FEEERERRE

E3) BEE W, BRUON—Z 54 VEBORERTFHEFEROFELBEDR, X—ZXFA v TORE
EL FOEE A E O ERRERER L TR L Lz ANCOVA, i, RENDSZENZFHETS
7oz, MOIAEH 225 mg/4 BEEL 7 RBOLBEZITV., BEENRD ONABEIT. RIC
675 mg/12 BEE L 7T B RBOLKEEITo 2,



<Z&EeMt>

HEFRIT, FH225 mg/4BH61.7% (116{), 675 mg/128A¥61.1% (11661), 75
T R#61.8% (11841) 1238 bz, TEERFESHBICTIE N TWT IO T2%EU E
RO LNEFEEERIRIOLBY ThoT,

£3 —EERESHMIISLTODTAAORT XL ECRBLAESR

(REeMBITRER)
ARE
BER4 225 mg/4 BEE 675 mg/12 WA 75 REE
(n=188) (n=190) (n=191)

TS ER AL AR  33(17.6%) 23 (12.1%) 24 (12.6%)
_mEEES ' 30 (16.0%) " 40 (21.1%) 36 (18.8%)
HESERALALYE 29 (15.4%) 23 (12.1%) 21 (11.0%)
AR _ 14 (7.4%) 24 (12.6%) 17 (8.9%)
FESTEMLE O R ' 10 (5.3%) 3 (1.6%) 5 (2.6%)
LERTE ' 5 (2.7%) 1 (0.5%) 1(0.5%)
AV INTY 4(2.1%) C2(1.1%) 3 (1.6%)
TH 3 (1.6%) C4Q1%) ‘
e : 2 (1.1%) 4(2.1%) 0
B 2 (1.1%) 5(2.6%) 2 (1.0%)
RS / 0 4 (2.1%) 1(0.5%)

- BlE(%)

ELIIRD bR oTe, ERLAEFSRIT, AH 225 mg/4 8 3 Bl [1.6% (B
L, FRS, mE) 1. 675 me/12 BB 16 [0.5% (f 7Ty H)] ITED bivi s,
W HIARIE & OB IX ARV ST S hs, BEPLEZESTZHEEFEERIL. MAHA
E??f RO ONT, T ERET 26 [1.0% (AR, GBRERECEM. BmERBeEm) ] .

B bz, B, BWERIX, &H 225 mg/4 B 29.3% (55 #) | 675 mg/12 R 32.1%

614). 7T BREE283% (54 4) 5D BT,



() FEMAERERE IR L EEEIFESE 0/ (406-102-00002 FRER)
[FRBROTE]

AR DOEIER LZ 2R RT3 BT, KEMFEERE (Episodic Migraine, EAT
[EMI) B 356 ] (HAAN301BlzEE) 2B L LEEEME_EERT 7 RX
- FRLEEEABR A AR OEE O 67 fEfR TEE S, '

4 BEIDAZ V—=V TH (R—=2TF 1) ZF 2 BEA_EEREEEML =
Nic, TEERESERICE T 2EREOME - IBIR4OLBY Thole, TEF
HEB . —ESHRESH 2 BICBITS 4 BEHYORERBEOR—RF A
SOELEE ST, '

F4 _EEREEHMICETSABREORE - AE
. R - A&
75 REE ISRy 4GEMIC1E, 1288 Gt3E) ETHSE
&K 225 mg/4 BRE  AH 225mg & 4 BRI 1E, 128H Gt3E) RTHRS
WIENZAA] 675 mg, PRI 7 TR % 4@/ 1, 1288 G 3 =)
BRT#&E

## 675 mg/12 YA

< ERBIRELE>
-+ 18 BELL E 70 BREA T O BTzt
- FEERA 12 » AU RN HEER (IHS @ ICHD %5 3 ki p hRICE-SL) ORBEEHRT
A, XIEEREIWTC & Y FEERE (IHS @ ICHD % 3 i p i & W bR BITEE L 72
) BTFBRENDBET, PORERORIER SORUTTH 2,
- A7 V==V 7HIPIZ, LUTOEM OEEELFH-TERE
- BABEPREN6RALLEI4BLUTTHD ‘
- O~V Thr kT RERBE» 4 B EDHD
@ ICHD-3p ZWiE#¥D 1.1 RJkDRWREER] O CBILTD
@ ICHD-3p 2Wiz#ED (1.2 AiJkDdH 2 FEER] BB LTC
@ FERIGRLNLS (FERZEEED S B, 1 OBNHZENTHRY)
@ mEZMENTBY, ERICM) FZ U REBIIEZAFEREZFER L

7233, ICHD 3R B RO 1.2 Yk 2 HEER) ICEEND A REEFEER (I
FetE B O MENE) ROMEMERTRE > FIEW (MERLEDR) OBREEXIXEHEZ
BT 5BEIIRBRIGEAAN NIRRT,



[#55]
<BhHE>
EEFMER TH S, “EERREH 128 TO 4 BEHY O FERE B KO-
SAVNLOELERESICTRT, 77 RBELER L THARREE LI, 4 BRI D
VO FEEE B BICKT A ERERBO PR E N, '

*5 —EERESH12EBTO4BREH-YDOREEBEOD
R—RA54 o bDEILE (FAS)

A
225 mg/4 @R 675 mg/12 @FE, T T EREE
(n=121) (n=117) (n=116)
NR—RF A VED , 8.6+2.5 8.8+25 9.0+2.8
“EEREBEH 12:8ED 4.9+3.0 5.0%+33 82+37
N—R S A b DELEE?), E3) —4.00+037 —4.02+0.38 —1.02+0.38
T eREEE DEES) —2.98 —3.00
[95%(E#E X ] [—3.74, —2.23] [—3.76, —2.24] —
p1E : <0.0001 <0.0001

E1) EHERERE

*2) BN _REHELIFEERE ‘

E3) BEE MY, BRON—Z54 VEORERTHEEROAELZBEDR, ~—RA7(4 Y TORHE
B ERE U ERRES P AR L L7z ANCOVA, 728, MEDSEWZTRETHdIC, 41
WDICAA 225 mg/4 WHEL 7T E RBO LB ETV, AEEPRD bRZHEIE. KIZ 675 mg/12 8
BLTSERBEORERToT,



<REME>

HEESII, A% 225 mg/4 BEE 57.0% (69 ), 675 mg/12 BEE 62.7% (74 6. 7
SEREE65.8% (776 RO LN, ZEERESHMICBNTWTNADET 2%
Mtubihtﬁ$$%i§6®EkUT%oto

*®6 —EERBREBSHBICBEVLTOTAIDET 2%LEIC %IELT—JEE%%

(REMBITHRED)
ZH

BRAL 225 mg/4 BB 675 mg/12 B 7T e AR

o (0=121) (n=118) (p=117)
SR 19 (15.7%) 14 (11.9%) 15 (12.8%)
TESERALBERE 18 (14.9%) 14 (11.9%) 12 (10.3%)
BalliSEED 17 (14.0%) 15 (12.7%) 16 (13.7%)
SRR 11 (9.1%) 16 (13.6%) 7 (6.0%)
EHENLE O FERK 7 (5.8%) 2 (1.7%) 0
AT H 6 (5.0%) 2(17%) C1(0.9%)
ESTERALIERR 4(3.3%) 2 (1.7%) 0
B B 3 (2.5%) 1(0.8%) 0
b 2 (1.7%) 2 (1.7%)  4(3.4%)
PESERAL . 1 (0.8%) 4 (3.4%) 1(0.9%)
LR 1 (0.8%) 3(2.5%) 0
B 1 (0.8%) 0 3 (2.6%)
THI 0 3 (2.5%) 0
BRI 0 3 (2.5%) 0
FEIMEDE N 0 1(0.8%) 3 (2.6%)
FEER 0 0 3 (2.6%)
Bl% (%)

RLEFIIEEREEERIFRD LN o2, MEFILICE A EFRIL. &A)
675 mg/12 WEETIIFRD ST, 225 mg/4 BT 161 [0.8% (EAALAIE) ], 77
AREET 16 [0.9% (HERIMRZEH)] R bz, 2B, BERAIX, A& 225 mg/4 @
26.4% (3241), 675mg/12 AL 31.4% (3761, 77 EARBE23.9% 284 ITRDLN

. 7’:’
~o



) BEATEEAELNEL L EREFESIMARER (TV48125-CNS-30049 HER)

[RBrOE] : ’ .

ARNOBEIER RS BET 5 BRIT, CM A% 1130 #l (BAA 109 iz &t
R L L EBEALEERT T 2R REBRRAENA D 132 B CTER I
77

SERIR. FYE - B, TEFMERROERBIREET, 406-102-00001 HER L R
L Shi,

7235, ICHD & 3 B B AR (1.2 BkoH 5 AEER] <& S5 A Rt oR (11
ST OB HEM) R ORIk % 0L 5 B (MER A E8) OB IS HHESR
35 BEIRBRICESIAN DN D 2T,

[RER]
<HZE> : .
FEFEER THH _EERFESH 2 BT 4 B S 0PEELU EOHER A
DR—=RFA PEDENEER TITRT, 77 ERHLHB LU THARRL bIC, 4
BB OPEEL LR BRI T 2R RBD PR I . '

®7 —EERBEH12BTO48RSH-YOREELULOEFAHRD
R—ZASAUNLDEILE (FAS)

A
225 mg/4 BEE 675 mg/12 BA TSR R
(n=375) (n=375) (n=371)
R—RF A EY) 12.8+5.8 13.2+5.5 13.3£5.8
TEERIFSH 12 8% 8.0+6.3 - 85463 - 10.4%64
NR=R T A b OELEED, E3) —4.560.30 —426+0.31 —2.46+0.31
7T e R L DEES) ' —2.11 —1.81
[95%fS#RIX ] [—2.76, —1.45] [—2.46, —1.51] -
pfE <0.0001 <0.0001
p fEES | <0.0001 <0.0001 —

1) PRMEHZHRRE

2 BN RTHEEERE

% 3) BER. MR, HBRROR—X5 A VEORERTHEEROARLYEEDR. X—RFA L TOR
SEED) FoOTER BB O ERRERER Y HE R L Lz ANCOVA, 28, RENEZEMLHES
Bz, BHHMEOEZETMEER R ORIRNEMEB >\ T, BEEFFESAV O, £
225 mg/4 BEEL 7 F ERBICOVWTOEETHMHER . —EERZESH RBACBT 2 48Mby
KEER BB DR—A 5 A bDOELR, 225 mg/4 BEL 675mg/12 BEOHE L 77 EREIZO
WTOFESEER., 225 mg/4 BRE 7S ERBICOVWTOZEEREEH 12 BIZBIT5 4 BRAS
720 OEEEELL FoOTER B 50%E B L ERE OBIE, 675 mg/12 BRE L 75 £ RBEC oW
COEEFMER QIEIZ & Z TV, ABILR-TBAICROERETI Z L L3N,

% 4) Wilcoxon rank-sum }7E (ANCOVA |2 Xk 3 BZEDERMEIZ-oV T Shapiro-Wilk IRETHE (p=0.0063)
THhoirir i, ERIOBEICHEY Wilcoxon rank-sum #EZ TEMHT & L)

10



<REMH>

BEFRIL, A 225 mg/4 BERE 71.2% (270 H1) . 675 mg/12 WA 70.5% (265 £i)
7T v RE 64.0% (240 F) KED BN, —HEERBEHFIZBOTWTRADOHT
%LU EICRBOONTAEBERIIRE DL BN THoT,

£8 _EEREEHRICBEOVTOTALDET2%ULIZEBELE-FEER

(REEBITHRER)
, A

HHA 225 mg/4 BB 675 mg/12 WH TR

(n=379) (n=376) (n=375)
EFEETR 99 (26.1%) 114 (30.3%) 104 (27.7%)
TS BB AR RS 90 (23.7%) 74 (19.7%) 68 (18.1%)
TESERACALSE 75 (19.8%) 80 (21.3%) 60 (16.0%)
EERY | | 16 (4.2%) 18 (4.8%) 15 (4.0%)
BIRGER 15 (4.0%) 19 (5.1%) - 20 (5.3%)
EEMED EW 11 (2.9%) 9 (2.4%) 5(1.3%)
TESERALH M 8(2.1%) 7 (1.9%) 10 (2.7%)
TESERLZ 5 FERR 8 (2.1%) 6 (1.6%) 0
B ‘ 6 (1.6%) 4(1.1%) 11 (2.9%)
Bl & RER 4 (1.1%) 10 (2.7%) 10 (2.7%)
At . 4(1.1%) 4(1.1%) 8 (2.1%)

Bl (%)

FTIZ, AK 675 mg/12 BEET 16 RERE-HEFS  BUHAESERR) R
DL, EREL OBEMEIZZ2V LB E N, Z0MOBEERFEERIT. KA
225 mg/4 WBHE 5 B [1.3% (6 - EEEIT - REEH. T5H. BREE. RERFA.
BIEZ Y —¥)], 675mg/12 BEE2 B [0.5% (G@EFH - FEBESEY. BRI, 7
Ze AR 6 B [1.6% (Fik - HEBH. BREAE, WE, HFREE - B85 - REERE -

- RBEE, TEVERBE. HEUE) ] CRobh. T RRORRESE - HR - R

FYPETRIE - MIBBREZ R E , IRRE L OBEMHIT 2V LAl &S, BEPILICE
TAEBRIT, AHF 225mg/4 BT 7H (1.8%). 675 mg/12 BET 56 (1.3%) . 7°
SERBETSH (2.1%) 3B b, WTFNLOF TEEMNCRD b - ERITEFERAL
%% (225 mg/4 WEE 2 B, 675 mg/12 FEE 2 B) . FEFERAIALBE (225 mg/4 BEE 1 #,
675 mg/12 B2 Fl) ROKEEE (X7 EREE2H) Thol, B, BIWERIX. &A
225 mg/4 B 51.2% (194 1), 675 mg/12 HEAE 49.5% (186 B) . 7T & FBE 42.4% (159
Bl) IR bk, |

11



(4) REMATREREL MR Y L ERtESIMERAR (TV48125-CNS-30050 3ER)
[RBROBE] o
AHOBEPHER RS Z BT 2 BT, EM 8% 874 il (AKX 75 Blz&ir)
ERF L L BEAL-BEERT 7 2 RRBEBRBAENAD 123 BRTEESN
7o : ' _
RERWIR. B - AR, TEIMEEE R OERBIRELEX, 406-102-00002 FRER & [
KL Ehiz,

723, ICHD E 3B RRD 1.2 gidkod 2 FEEE! CaEn2 A REMEFEER (1L
MR OFEHRM) ROBMEMERTIRE > FER (MER AR OREREXIIEHER
BT 5 BEIHRRIEAAN OGN R 0T,

[ER]

<HIE>

FEHIER ThH 2 _EERKEH 2 BTO 4 BRSH Y ONBFRBHD—RT
AU OOENBER AT, 77 ERRH LB L TRAFIRL bIZ, 4 BRAHEY
o R B RICH T 2 AR B BB S iz,

®£9 _EFREEH12BTO4EEHYDAEREHED
AN—RFA4 M bDELE (FAS)

Al
225 mg/4 R 675 mg/12 BHE 7T R
(n=375) (n=375) ®=371)
R—RT A ED 8.9%2.6 92%2.6 9.1+2.7
_EERESH 12 8ED 49+37 53+4.0 6.5+3.7
R—=RAF A b OELERE) &3) —3.66£0.25 —3.45+0.25 —2.20%0.24
T RREEE DEEY —1.47 —1.25
[95%{= R ] [—201, —093]  [—1.79, —0.72] —
pfE <0.0001 <0.0001
p fEES : <0.0001 <0.0001 -

F 1) FHEIEERE

#2) B/N_REHEERERE

I 3) REEE. R, HIEROR—2 54 VEONERTHEERAOFELEEHR, X—RAF73(4 VTOR
AR DR O ERERERL LR L L ANCOVA, BB, REDCZEMZRETH72DIT,
HHEOTETMER RUBIRAFEEB IZSWT, BEIEFFESAVSON, X&) 225mg/4 8
BLSSERBICOWTOIETMER., —EERBEHM R RICBIT 2 4BV OB
2 50%EL L LT 8BaE 0FEIE, 675 mg/12 BEE L 7T EABIC OV T O EEFHEE B ONEIC LB
2TV, BRI TBEICROMEEITO Z L L ahie,

¥¥ 4) Wilcoxon rank-sum #7E (ANCOVA IT L 2 ZEDIERMEIZ SV T Shapiro-Wilk #E TH R (p<0.0001)
Tholrid., BRIOBEIZHEY Wilcoxon rank-sum W E % TE 2 & L)
N
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<BEM>

HEESIT, &K 225 mg/4 BEE 66.2% (192 F). 675 mg/12 B 66.3% (193 #1) .
TS REE 584% (171 6)) R bz, ZEERESHMICISVTOTINDORET
2% EICBO LN AEERIIR10DLBY ThHoT,

%10 —ESRESEMICEOTOTAAORT 2% EICRB L -SSR

(REeMBTHNRER)
AHY
BRAE 225 mg/4 BEE 675 mg/12 IHEE 77 R
(0=290) (n=291) (n=293)
EEREAER 87 (30.0%) 86 (29.6%) 76 (25.9%)
EHEALAERE ( 71 (24.5%) 57 (19.6%) 45 (15.4%)
TESHERALALBE 52 (17.9%) 55 (18.9%) 41 (14.0%)
ERIE R 16 (5.5%) 11 (3.8%) 15 (5.1%)
EHEER 11 (3.8%) 11 (3.8%) 9 (3.1%)
PR B G _ 7 (2.4%) 10 (3.4%) 4 (1.4%)
RETR 6 (2.1%) 4 (1.4%) 3 (1.0%)
B 4(1.4%) 7 (2.4%) 5 (1.7%)
Bl & 4 (1.4%) 2 (0.7%) 8 (2.7%)
VESTERAL H ‘ 3 (1.0%) 9 (3.1%) 6 (2.0%)
ES 2 (0.7%) 6 (2.1%) 4 (1.4%)

B35 (%)

oI, A 675 mg/12 BRET 1 FIRR®D LT3, 1RERIK & DO BIEME L 2 &7 =
hico ZOMOBEERAEEESIT. AH 225 mg/4 BE 3 6 [0.8% (RER, 2EHMRE
EMERAMESEE, ARRiBZ) ], 675 mg/12 BB 2 61 [0.5% (BHiM. BEEE) ], 5%
REET 6 [1.9% (E=f) - FHBEEYT. RFEH - BEMOE W, FREREIFEERE. X
WRBEE. KO, BEMET. BAKE)] CROLh, T RABOBHEFRD
225 mg/4 BEREOEEMMEMEAERIELRE . 1RRE L OBEMITRV & s
7o WERINCE = HEERESIL. &K 225 mg/4 @R, 675mg/12 BHEKOT 7R
BTE 5 FARDLNA. WTRLOB TEEFICRD b2 E RIS ERAL AL B

(225 mg/4 BEE 1 51,675 mg/12 BEE 2 ) . THI(675 mg/12 BEE 2 ) . A2 (675 mg/12
BB 2 ) BROND O (675 mg/12 38R 2 61) Th o7, 72d, BWEMIL. AHA| 225 mg/4
TEEE 47.6% (138 1)) . 675 mg/12 WA 47.1% (137 ). 7T B RBE 37.2% (109 ) i
B b, :
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(5) BHAEERUCREMHERBAEZ IR L LR E5HBR (406-102-00003 34
5R)
[RBROHE]
AEEBHRE L X0REHERVEREEZRTFT 2 BN T, RERBE 50
(CM % 34 i, EM B 16 i, 2B BARNER) Exitfl L-FERRYREHAR
RENO 11 gk TERB S 7, o
4BRDORZ YV —= T (R—R2F A ) 2k 52 BEBEEHE L Shiz, FR
HRIC BT 2 IRBREDORE - AERBR 11 OLRY Thol,

11 BSHMIcEIT3RBREORL - BE
\ B - BE
AF) 225 mg/4 B AFI225mg® F4BMIC1E, 528M Gr13E) RTHRE
AK| 675 mg/12 BB AKl675mg % 12 A 1B, 5238 GtsE) RTHRE
%) CM XWIEIDH: 675 mg, 7235, FROEARBENTBERCHEZ, 4BHKC 1E 225mg, X3 12 8H
IZ1E 675 mg DETHRETH S,

< E/aTRIRELVE>
- 18 BRLAE 70 BRULT D B X i3 ZcE
- AEREB 12 » AU ERNCHEERE (IHS @ ICHD % 3 iR B RRICE-S<) ORBEEE T
%, XITEEFHIWTIC X v FEER% (IHS @ ICHD % 3 hi B ARIC X D bR BITHEA L
20N WRBENABRET, M OFBEBEORIEN S0 RUTTH D,
-x&ufzyf%%¢KCM@§@(ﬁﬁﬂﬁﬁwauhmoﬁﬁﬁwgﬁ(T
BO~D@) OWTFNIDOLMLLFH-TRERALN 8 BLU EH D) XX EM DEXE
(EEEEEN 4 B L 14 BUTH» RBEROEE (TEO~®@) oWiFhhnk
e TRERBEN 4 BLUES D) &Y, ‘
@ ICHD-3p ZrEHED 1.1 BJkORWHERRE) O CEBITD
@ ICHD-3p ZWiE¥ED 1.2 #iJkDdH s AEERE] OBEBITC
@ KERIZDNS (FERZHEED S b, 1 SAREE S THRY)
@ FEEZHENTHY, BRICN) 77 o RERIZABTEEZFEALE

7235, ICHD % 3 R p IR0 T12 ko 2 Ko 1o& £ 5 KRBT (71
Tl ROSRIRN) RO R & £ 5 KO (RIS TO9R) OBEERE T AHHES
BT 5BEIRRICELAN SRR 5T,

[FER]
<REME>

HEESIT. AH 225 mgd BEE 92.0% (23 #). 675 mg/12 A 88.0% (22 f) IZFR
Do, BEHRICBWTWTNNORET 5% U LI ONEEEFRIIR 12 O
LBY Thot. o
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#£12 BEPRICEVTOTIOOHTS%ULICRRLEAFTER

(REUBTHREHR)
Al _
BR4 225 mg/4 AR 675 mg/12 JBEE
(n=25) (n=25) .
LIRgRR : 18 (72.0%) 14 (56.0%)
FEATEALATEE , 7 (28.0%) 5 (20.0%)
TS ALRE RS 3 (12.0%) 2 (8.0%)
=)o | 3 (12.0%) 1 (4.0%)
VERERC T > FERR 2 (8:0%) 1 (4.0%)
A R R EERE 2 (8.0%) 1 (4.0%)
TEREALETR 1 (4.0%) 3 (12.0%)
3 ' 1 (4.0%) 2 (8.0%)
Aoz HF 1 (4.0%) 2 (8.0%)
m I 3 1 (4.0%) 2 (8.0%)
wER 1 (4.0%) 2 (8.0%)

B (%)

FIERD bhiehol, TOMOBEBERBEFRIL. AA 675 mg/12 EF 2 51[8.0%
(BIFLEMEERE R, < BSETHM) ] KEH LN, WP HIRRE L OREEME TR
LB E e, BETILCE-T-HEEFRIT. AH 675 mg/12 BEET 2 1 [8.0% (EH
EATALBE, < BIETHM) ] B bhi, 28, BWERIK, &A 225 mg/4 BRE 44.0% (11
). 675 mg/12 FEE 24.0% (6 41) 2B biviz,

<AHE>
FHMEEE Th D, BRI 52 B TO 4 BMH T Y ORI B RO TFIHEDOHERIIR 13
DERY THoT,

£ 13 125452 AR K ERBROKER

R—RF A 1 7 At 3WA 6 1 At 12 VA%
13.9%=55 H 9.8+6.6 A 11.8+7.1 B 11.0+64 H 10.5%=6.6 A
(n=50) (n=50) (n=50) m=47) (n=45)
CEERERE)
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4. HERIZHONT

AEIDEIG & 72 5 B OFR RO S0 RIIL, W Thhd Z LB3RD b,
AFN OB EPEE 2 iR & F MU ORBERAEZENTHZ EBMETH D, i,
AR O EZ LV BERELREWERABREE LRI B RIGE2T 5 2 EBBERTD,
UTFTOO~@DTRTEMETHRICBNWTERTH5XETH D,

@ HBIZOWT :

. KFERBORIE, BB L Tk, ZH. AR (B%  BRODEIA FTA 2 2021
D) ZBEIL, RENCOWTOFD2MEEHE LTVBERM (WT 0 < ERELE
>HR) RAFCETABROBEE L LTRESh TSI L, '

<[ERnEH>

UToOEEZRMTI &,

> EiGRHFRER 2EOVMIFHELZET L-RIC, BREEETHRABOBEIC
5ENU FOBKEEREELTNS I &,

> RAIOBEHEE BT - £ T, BEMEDORIEICOWTOHIE % E
AT Z N TEBH L,

> EFEZETARBROSRICEET AUTOREOEMEORELZA LTS
Z &, » o
- BAMRES
- BAREER®S :
- BARRES BRANRIEME)
- BB R P

. TRMETERE & DEFIDT-HIC MRIZIZ L 2RESLE LKW LIRS, YikiE
RUDEREREEOEMM 2 AT 5 ERM &EE L, LERICE 2GR T
& BIEFIRESTND L, '

@ BEHRDERMEREROMAHITONT

. RUSA L5 OFNE - BEMEOERFHFEROTEL, AEFRLRELL
BAITETIZR R EMEEE R ELEONITI L EOERRLIFRER, &
FAOEHIRE-TNEZ L,

@ BWER~ORIEITOVT

. EFEMLY X7 EHEHE RMP) OXSMRFNFHRICEHINZEERS, A
roEEICRESNIZEWER IR LT, YUikhEst UL BEREE OB M %2
B4 AEMEEE L, BIERORHCRNICE L THERUXELRT, ED
W E R LB TE DEFHINESTWD T L,
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5. BENBRLRDHRE

[B#FBRIZOWVWT]

BEOBEEDHWICHE>TiE, UTD 1.~4.0FT_RCEBEZTRETHH I L2

BT 5, _‘

1. EREESEE (ICHD % 3 iR) #3BIC+oR0BREeERL. Ak d 5 33wl
KO WFERBORENAICERBLU ERFA L D, IBEFBERTHE Z
LARREN TV D, |

2. AA OGN 3 HALULTENT, 1 AAHI Y O R B 4 AU
ETHB,

3. R, AAEORE BEAEOHE, X FLATRXURAV NEOFEMRIER
DR IERRECAMISREYRICEB L TWABETHY, ZNODREELE
PIZAT->TH ARAERBICXER X LTV 5, '

4 ABCHEAROLFRREOREMFE (FurT ) u—VERE, STl
FRY TA, vRA Y DUEBES) oVnThuenl, FTiRO~@n25b0 128k
DOEBIZL > TEAXITHRE TE 2R,

O BEB+ZITHB LD
@ BRMEMMEN
® #E., XiTEWERZ0B AP LEEE~DBWRENH D

[#5 DRkt « 1k T]
AFBEFIHEROKBE +CBIE L, 4 BT 1| BRE OREIIARREBRA%
3 WA GEEER) . 128MIC ] BREOHETAFREHBE I VA (1 ERSFHE)
X6 A QEH#RER) ¥ BRIIARK EOAEMEZ M L TEROKEPRD bz
WIBEITHE, ARIOBRETILEERT D2 L, ELORSEHNICRSMEORTIC
DVWTHRF L, FRBERROMEK - BERFIC LY PRERICXEE S22
BRI, ARORETEZERT DI L,

2B, BANENRE LEBERBRBRICIBW T, FFID 15 1A 2B 2 5 EARRILS
v, |
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. BRERBRLTHETREFER

1. AHENORES I LEERBBEDORERDOH 5 BE OV TIRFIORENER
ThHhAHED, BELRNZ &,

2. TFH74Txv—, NERE, ERSEOEELRBEUENRGIBESHTND, 8l
22 +H512T0 BERRO ONBAICRBREEZEDICPIET 272 EBETIZRAE
IT5Z &,

3. WAXEICNA, BERFGEEE PRS2 MBI E S EAH ORIER HEIER
DI DICBERERE HOEMLTHLERTE L, »

4. FAIORMP ZHFL. ZEMRHNFEEZHERT L &,

AFNT BB RAEDOFIEME D72 DERITH 5720, RANT XL BIRFPICHREHE
ERA CTBAIIE, REIRISC TAMIREELRAVWS L5, BEITEETS
k.

6. 4BREIZ 1 EOKREND 12 BEIIZ 1 BofFEs, XX 12 BMIZ 1 BoOEERG 48
Bz 1 Blo®RSICERET 584, EEEOMERES X, ZEMOKERESTERIC
T5Z %, |

7. HERHZOWTIE, BERFAREICE 21T - R RR CRENSHR S
TW5, BERSIIBEOREELRMETZLEZLND, ACREDERBITHT
S TiX, EROZUELEEICRT L, BEIXNLTHARET. IIHRGEEL
THIL, , ~

8. HORSRZ4BEMICIEREDEEOHRLEL, A— MMVl Z—ERNDI L,

BEH)
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