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FAVEERTAILEELELR,

A TLrwx A< GBaFR#z) A (RE4 : 7Vas ERTE
226 mg YV UY) IToWVWT, FEBREEOREMSICH L THERAT IED
HEREELNRO LBVFERR, REFRENR IR OHEZEE
(B) EmRTEALELEOT, ATHaWVWEEL b, BEE2E~DHE
MELALIBEVWLET,
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TLwx A7 (BRETFHEEZ) RAOKEERHEETA FT7 A
(FREERFEEOREMH) 2T

REMBOERE L WEOEAF# 2016 (FF 2846 A 2 BERBRRE) I8
WC . EHFHEERROFERORBLHEEZRD Z ENBVAENTEI L 2%
T T EFHNERLZE VN ERBRECRBET 2 DICEEEREET A F
FAVEERTHZEELE L,

g, 7w AT (EEEFHEREZ) A (REL : TYVasERTHE
225 mg ¥V UY) IZOoWVWT, FEBREOREMHICH L THEATIED
EEEEZNGROLBYVRBERABEETN A FSA L LTRDELDEL
DT, FOMERICY TR, EHA FTALVICOVWTHEEEIND LI,
EENOEERBERVOERBIIINT2BATMEZBEVLET,
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1. XT®HIT

EERROFE  BEMOREGREDTHITIE, R TESICESWOBIERERRD
bd, Sbic. EEORSHEMOESIC XV .. FUKERLSOEFWREFHRIERET
PETAEELNARBINAHT, 2hb0ERMLZEICKNE L T2 BFICHETNITHRE
+5 2 L ARBOREL RoTHY ., BFEMECEE & KEOEATEF 2016 (FAKL 28 F
6 82 ABZERE) KBV TH, EFMNERGLSOFEAORKBELEEZND L LEn
TW5,

FHEEAME A TAERMT. FRERRSREM T 7 7 A VI BEFOERM & H
EMNCRARBZEND B, ZOD, AR UCREHICET 2FERP+IERIND
FTOM. UHEEROBEZRZTZZ VMBI NIBECH L TERAT I L
BT, BIEASRE LB LB N & 5 2 & R ATRER — E DB - 3 R
BMCHERTAZENEETH S,

LI oT, AKHA RT4 0 Tik, BREERLINE TIIELN TV IEZEER -
B2 RHic ES&  UTOEEROKELRFERAZHET BN O LEREG, BX
FREROMEREEFEREZTT,

BE. AHA RFA i, BTBIEAEERERERBRROEE, —RAEREARK
gL —fert R A B AEREYS, —REAEA B ANRZES, —REFEARR
RN FL A R O EIEEFIEEIE A A AR ILE NERFEOH IO b L 1ER
L7z,

WBLRAEER : TVa ERTE25mg v ) v
(—4 : 7V~vx A~ (#ETHE#Z))

R ROPRENINE : FEERIE DTSN

HBERABERVAR: B%, RARCRT7 VR X<7 (#fsFE#2) & LT4EMC
1B 225 mg R THRET S, XX 12 BRI 18 675 mg KT
BE53 5,

B R E ¥ E  KREREEKASH




2. AR|OKEM. ERHF

TVaERTE2SmgY ) oY (—RE: 7 L~vRRA<7 (BicFE#z), LT IA
1) ix. BAPOBREZANVY b=V BEFEE~LFF K (Calcitonin gene-related
peptide : CGRP) IZf6 &2~ U ARIBEEHEDO b MEfZE S 17V > G (IgG) 2Aa/kappa
E/)70—FAREKTH B,

F RS DR RBA T E 724 1A S LT U AR, AT B 2500 Bl A S EE IR o 1 5 ) R
HEET DS =XWROMBIERTIIL T, —KRER==2—a OEMERNEZD .
MK D CGRP R0V 7 2 ¥ 2P 72 ¥ DM EEBEDHRRTF FBRKH S,
BERRJAND T ORRIFIESE N S i, M OBE LRIV EROMENER Eh
HZLETERBPELD EVIRABION TS D,

IDOESIT, CGRP RABROREBERICESLTRBY, T/ 7u—FAHikic k3
CGRP DFEEIX, FEREEORELMFEITHZ LAHFEEN S,



3. ERERARAR
F SR 36 D FSRE B ORI BB 27T - 72 £ 72 BRARAR DB & 7

(1) BHpERAEr IS L L ERFESE 1/MEE (406-102-00001 F5R)
[REROBME]

AHN DA MR NELEM 2 HRE 5 B AT, 184/ 88%% (Chronic Migraine, LA T TCM )
B 569 6] (AARN 479 Bl ETe) 208 e L EEACZETHRTY 7 2 A REER
A AARR OMEE D 67 sk TEE S,

4 BEDOR 7Y —=V T (R—2FA ) ke 12 BEA_EEREEGHRA LS
N, _EEREBEEHEIICEITARRECRE - AREIR10LBY ThoTe, TEF
MER . —ESRE5H 2 BickiT3 4 BEHEY OFSEL EOERBEON—
RS54 Vb OELEE ST,

£1 —EERBREHMICHSTIEREORE - BE

A - A&
77 eRE 7Se K% 4B 1E, 1288 GH3E) ETRE
FI)‘ L s - ) N _%_
A 225 mg/4 SR FIENEAHE 675 mg ™, LAMEIZAH 225 mg % 4 WRAIC 1 H, 12 38R (Gt
3E) ETFHRE
X 675 mg. L SERE 43 = L1235 B
H#| 675 mg/12 AEE zf;zﬂ mg, WAREIZY 7R % 4 BRI 1 [, 12386 (33 )

) AROEBINAERCHEEX. 48T 1 /225 mg, i 12 B8REIC 1 [E 675 mg DR THREFTH
3,

< ERBREAE>
« 18 LA E 70 RREA T D B3t
- FERE 127 AU EATICHEER (EERERYS (International Headache Society, EAT
[MHS)) @ ICHD %5 3 kR B FRICES<) OREBEL AT S, XITERHBNIC L Y FER
(IHS @ ICHD % 3 hR B ARIZ & W DR BIZEA L72y) WRBREhH5BE T, »
D F AR DFIED 50 LT TH D,
« R ) —=V ZHBDIZ, UTOCM OEEERTH-TRE
- ERBEMS15BULEDD
- O~@onWThreH-TAERAE (WEEXIAERORVWIEI 7 H
¥) B8HLEDHD
@ ICHD E3 R pHRD 1.1 BJEDRWHERE] D CHLTD
@ ICHD %3 kR B RO (1.2 AJkDH B HERE] DB BLUC
@ KERSGEbND (HEFEZWERED S L, 1 2B INTHRY)
@ MEZHINTEY., TRICH) 77 U RBFIEAFTEERLEAL

7233, ICHD % 3 E B iR (1.2 Bk H 5 HEEMK] CEEN 2 FEERTRE (L
FEMER O IRME) RUMEMERTRE /D AR (NERFER) OREERXIEIHEL
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BT 3RERARRICHAAN SN > T2,

[#R]

<HE>

FEHEEETHEZ _EEREEY 2B TO 4 BRbH Y OREED FOERE B
DR=RFA PO DENEER 27T, 7R R LU THEHAFBEL T, 4
BRI 2V OREEE N EoERE BT 5B R 23FB S i,

F2 _—_EERBRSH12BTCO4BMH-YOTEELLOEEBERD
R=RA54 oMhbDEILE (FAS)

AH
225 mg/4 B 675 mg/12 @R A A0
(n=187) (n=189) (n=190)
N—2 5 A E] 13.2+54 13.4£54 13.5£5.0
_EERKREH 128%D 9.3%+59 9.5%+6.0 11.2%5.4
N—R5 A bDOEEEY, &) —4.1240.43 —4.14%0.43 —2.45+0.43
TIERBL DEES) —1.67 —1.69
[95%(= ¥ X ] [—2.54, —0.80] [—2.55, —0.82] =
p 1B 0.0002 0.0001

# 1) FHEEERE

¥ 2) B/N_REHE AR

B 3) HERHE, M HROR—X T4 VRO BERTHEEHOFELZBEEDR, N—RA5A  TOH%
EUEOWER AR O BEREEREREZILER L L= ANCOVA, 2B, REDZER S T/RTS
ToDIT, PIHICAE] 225me/4 BEEL 75 ERBOHBREZITV., FEENHD NEESIT, KIC
675 mg/12 BH L 7S ERBOHBEZITo T,



<>

HEERIT. AKI225 mg/4BRE61.7% (11661) ., 675 mg/12:BEF61.1% (11661), 7*F
+ REE61.8% (1184 IZB® bz, —EERESHRICE VT T0RET2% E

LIIIL- y) Enfuﬁ$$gpi§§3o) & j;O '0 1%07‘;0

#3 —EERBEHEICBLTOLTMAOHT2%ULEIZERL-AEER

(REMBITHRER)
ZAF
BH4 225 mg/4 WH 675 mg/12 HA¥ 77 AR
(n=188) (n=190) " (n=191)
BESTERALAE RS 33 (17.6%) 23 (12.1%) 24 (12.6%)
LEEEL 30 (16.0%) 40 (21.1%) 36 (18.8%)
S EMIATHE 29 (15.4%) 23 (12.1%) 21 (11.0%)
BB 14 (7.4%) 24 (12.6%) 17 (8.9%)
FEREALE O FERK 10 (5.3%) 3 (1.6%) 5 (2.6%)
wEE 5 (2.7%) 1 (0.5%) 1(0.5%)
Ay TN W 4(21%) 2 (1.1%) 3 (1.6%)
TH 3 (1.6%) 4 (2.1%) 0
LES 2 (1.1%) 4 (2.1%)
B 2 (1.1%) 5 (2.6%) 2 (1.0%)
JE e 0 4 (2.1%) 1(0.5%)
BI% (%)

R X@mD b hote, BEELAEEFERIT. &K 225 mg/4 BH 3 H [1.6% (EH
., B, wB)]. 675 mg/12 8& 161 [0.5% (L TN H) ] R DT,
WP B IERIE L OREM IRV LT SN, BEPLEICESEFEERIT, WAA
BTIHEDLNT. 7T ERET 26 [1.0% (FEER. FEEEREUEM, B nakEsEm ]
I b, B, BWERIL. A% 225 mg/4 BRE 29.3% (55 #1) . 675 mg/12 B 32.1%

(61 %), 7T ERE283% (5441 ITRD LT,



Q) FEMAREREZXNSE L-ERIEFES I/HERER (406-102-00002 AkR)
[FREROWE]

AR OFIER Z2ELZ BRI 2 BT, REMHATERE (Episodic Migraine, ZLTF
EM]) B 356 il (BARAN301 BI2ETe) 2R L LEEERL_EERT 7 R %t
FRLLBHAER D B AR OEE O 67 MER CER Iz,

A BRDORI Y —=VTH (R—=RXF 1) K 12 AR - EERKZRSHBE &
Wi, _EERESHMICBITAEREOHE  ARIIR4DLEBY Thol, TEFT
MEBZ., —EERFEEH 2 BI2BT2 4 BRSZV OREBAEDOR—ZF 1 U h
bOEREE STz,

K4 _—_HEREBESHMBICHTZABREORE-AE
R - HE
T REE TR E 4@ 1E, 1288 GFt3E) ETEE
AHK| 225 mg/4 BEE AF|225mg B 4 BRI 1E, 1238 Gt3mE) RTHRE
PIEIAE 675 mg, IBIZ7 Z R % 4 BRI 1 [, 12 38/ GH3 @)
BT#E

AH| 675 mg/12 BB

< ERRBIREAE>
-+ 18 mREAE 70 UL T 0 BT &t
REEE 12 » AL EATIC AEER (IHS @ ICHD & 3 i B fRICES<) OREE2ET
2. XITEEEHIENC X Y FEER (IHS @ ICHD % 3 iR P ARIC & 0 b DR B & L 72
W) BRRINBBET, "ORBERORIEN 50U T TH 5,
« A7 V) —=v7HMPIZ, LT O EM OREEE TR TRE
- TREH 6 AU E14 AUTTHS
- O~@DonThrikm-dTREEREN 4 U EH S
@ ICHD-3p ZHrE%ED (1.1 FIkDR2WFEER] O CBIUD
@ ICHD-3p ZWiE#D 1.2 FikoH2FERE] PBEBIVC
@ RERE RELND (WERZWMEED S L, 1 2B Ih Ty
@ HEDHENTEY, BRICN) F¥ U REXRIIEAFTEEKLZER L

7%, ICHD 3R BRD 1.2 RiJkodH 2 FEER] Ic&Eh s A EEFEER (1
RUERUEEN) ROMNSIERTRE £ FiE (MERRFTER) OBEERXIIGINER
BT 3REFIIFRRICHABAN N2 Mo T,



[#E#]
<HHE>"
FEHER CTH S, _EERBRSYM 2B TO 4 BRHZY ORBERBBEON—A
SAVIHLOEERRSIRT, 7 ERBLEB L TEAFIRE bIZ, 48RS
D OREERARICKHT AR EREBOIHER SN

x5 —EERESHM12EB8TO4EMBYDOHREEBHO
R—Z54 oo DEILE (FAS)

AH
225 mg/4 BEE 675 mg/12 B VAN
(n=121) (n=117) (n=116)
NR—R A ED) 86125 8.8+25 9.0£2.8
—EERBEH 12 8ED 49+3.0 5.0+33 8.2%37
R—RF A ) bOELEE) EI) —4.00£0.37 —4.02%0.38 —1.02%0.38
TR L DEEI) —2.98 —3.00
[95%fE 4R X ] [—3.74, —2.23] [—3.76, —2.24] =
p & <0.0001 <0.0001

g 1) FHELRERE

&2) RN REHEIRERE

& 3) BEH, MR, BRUSN—X I VRO RRETHEEACFELBEHR, A7V TOFH
BRERUCHERRERESEHER YL Lz ANCOVA, 2B, RECEZEMLRET ST, H
DITAR 225 mg/4 BRE L 77 L RBEOLBEITV., AEESRD LNHERIL, KRICT 675 mg/12 8
HE7TERBHOLBRET .



<REeM>

BEEFRIZT, AH| 225 mg/4 BEE 57.0% (69 B), 675 mg/12 BEE 62.7% (74 Bl). 7
TR 65.8% (77 ) O oz, ZTEERFESHBICBOTWTNRIDOET 2%
UEZRDONTZEEFRIIR6DLEBY ThHoTz,

#6 _—EEERREHMICBLOTULWThADOBET2%ULIZRRLE-AEER

(ReMBITHREH)
ZARH

FRAL 225 mg/4 BWEE 675 mg/12 BEE TR

(n=121) (n=118) (n=117)
EESTERALALEE 19 (15.7%) 14 (11.9%) 15 (12.8%)
B A RE RS 18 (14.9%) 14 (11.9%) 12 (10.3%)
Bl SEEDS 17 (14.0%) 15 (12.7%) 16 (13.7%)
ESEAIETR 11 (9.1%) 16 (13.6%) 7 (6.0%)
FESERALZ 5 FERL 7 (5.8%) 2 (1.7%) 0
A onx P 6 (5.0%) 2 (1.7%) 1(0.9%)
TS AERR 4 (3.3%) 2 (1.7%) 0
B2 3 (2.5%) 1 (0.8%) 0
b 2 (1.7%) 2 (1.7%) 4 (3.4%)
FESTERAL H i 1 (0.8%) 4 (3.4%) 1 (0.9%)
+IEERR 1(0.8% 3 (2.5%) 0
Bl 1 (0.8%) 0 3 (2.6%)
T &I 0 3(2.5%) 0
P BHR 0 3 (2.5%) 0
FEMED N 0 1 (0.8%) 3 (2.6%)
FERR 0 0 3 (2.6%)
BI% (%)

FBEEIIEEBLRATFREIRDON o, BEFILIIE - HEERIT. AH
675 mg/12 WRETITR D b1T, 225 mg/4 BT 14 [0.8% (EHEALE) ], 77+
REET 1 [0.9% (HERIMRZEH) ] TR bz, 722, BIEAIX. A& 225 mg/4 WAL
26.4% (32#1). 675 mg/12 WA 31.4% G761, 77 R 23.9% (284 ZEdLH
7,



(3) BMAEREEE S L LEERLRSIERR (TV48125-CNS-30049 5RUEk)
[ARBROBE]

AR OFIER RS EZBRETT 5 BRT, CM BFE 1130 6] (BARA 109 flZ ETe)
PRl LI EEAC_EERT T B A REERRBRPENS O 132 R TEESL
i,

RBREIE. Bk - BE. EEMMEE RO E2RINEAREL, 406-102-00001 FUER & [F]
e Sz,

7238, ICHD B3 MR B M2 BikodHh s HEER] K& AREEFER (1L
MR OFEE) ROMBMERTkEZME > AR MERRFER) OREEEXIIEHERZ
BT 5BRETRRICEASAAN B0,

[#ER]
<Hzhit>
FENMIEE CHLH _EERBEH 28 TO 4 BB HY OPEEL EOTREREK
DR—RAFA U PHDOEEER TIOTRT, 77 ERBHLLEL TRARKLE bIZ, 4
WBREH7- 0 OF%EEL EOIER BRI T2 ARRBO PER S,

£7 —EEREE5H12BTO4ERH-YOPEEL EOEEBHRO
R—RAS54 oMhbNDEIEE (FAS)

AF
225 mg/4 BE 675 mg/12 BRE 7R REE
(n=375) (n=375) (n=371)
N—RF A ED 12.8+5.8 13.2%55 13.3£58
“EERKZSH 128ED 8.016.3 8.5+6.3 10.4+6.4
N—RF A VinbOEEED E3) —4.56+0.30 —4.26+0.31 —2.46+0.31
FIRREEL DEES) —2.11 —1.81
[95%1&#E X ] [—2.76, —1.45] [—2.46, —1.51] =
pfE <0.0001 <0.0001
p EES <0.0001 <0.0001 —

1) EHELEERE

7 2) R/ REHEEREREE _

7 3) WER, MR, HBRONR—R5 A4 VRO ERTFHEEAOEFEXEEHR, X—RFA L TOF
EED O BRE A ERRESERE LR YL L2 ANCOVA, 2B, REOCSEWLZTHET
Bi=wic. O FEEEE R UBIKAEMER >\ T, BEIBEFFIENAVL, &F
225 mg/4 @R L 7S ERBICOVWTOEEFEHER, —EERRSEM 12 8Ic817 2 4 BRSO O
Boim A n-~<—R2F A inb O, 225 mg/4 BEEL 675 mg/12 BEEOHE L 77 ERBIZD
WTOEEMIER , 225 mg/4 BEE L 77 ERBICOWTOZHEERR S 128817 % 4 @RS
7o 0 OFPZERELL F OBER B A 50%SL B L7 3BRAE OBIE 675 mg/12 BEE L 7T ERBEIT OV
TOXENHEE OIEICEB ZITV., FRICRZ > BAITROLEBEIT) 2 L & a3,

7 4) Wilcoxon rank-sum B (ANCOVA = X 2 BZEDEHMIZ-OV T Shapiro-Wilk RE THE (p=0.0063)
TholiziH., BRIOBEEIZHEV Wilcoxon rank-sum BEZ BRI & L)

10



<EZE&MH>

FEFRIT. A& 225 mg/4 BRE 71.2% (270 B1) . 675 mg/12 BEE 70.5% (265 1) .
772 RBE 64.0% (240 ) ITRH b, TEERESHBICBWTWTROORET
2% U LICRBROONTZAEEFRIIRSD LBV ThoTe,

£8 “EEREBRSHMICELWTULIAIDET2%LULICRBALE-FEER

(ReRiTdRER)

AH
BR4 225 mg/4 BEE 675 mg/12 BB TSR
(n=379) (n=376) (n=375)
ESEMLE TR 99 (26.1%) 114 (30.3%) 104 (27.7%)
B RE RS 90 (23.7%) 74 (19.7%) 68 (18.1%)
EREALKLEE 75 (19.8%) 80 (21.3%) 60 (16.0%)
ERERG 16 (4.2%) 18 (4.8%) 15 (4.0%)
SIEERK 15 (4.0%) 19 (5.1%) 20 (5.3%)
FEMED W 11 (2.9%) 9 (2.4%) 5 (1.3%)
EESTERAL H 8 (2.1%) 7 (1.9%) 10 (2.7%)

EESTERLZ © B 8 (2.1%) 6 (1.6%) 0

B 6 (1.6%) 4(1.1%) 11 (2.9%)
B BpER 4 (1.1%) 10 (2.7%) 10 (2.7%)
gt 4 (1.1%) 4 (1.1%) 8 (2.1%)

BIE (%)

FLiX, AR 675 mg/ 12 BT 1A GELIE-T-AEES  BEFAEMEMER) 3R
DO H, IBRE L OBFERIZ 2V T Iz, FoMOERRBEEFRIL. AHF
225 mg/4 WEES B [1.3% (EH - BEEI - REEIT. ik, BRSE. REER.
mmEZ YV —8)], 675mg/12 B2 #) [0.5% (REFH - FEBEHEIT. W), 7
ZEREE6 B [1.6% (B - HEFI. BHAE. WE. MFREE - 815 - RHEEZE -
FKyBBEUE, TEFRPE. 78R ] KR o, 77 XHEOMFRREE - B - X
YT - FYIRBUE 2R & | TRBRIE L OB @M T eV &Il Sz, BEHIkicE
TREEERIL. FH 225mg/4 BT T (1.8%). 675 mg/12 BH TS5 Fl (1.3%). 7"
FERETSH (2.1%) BD LI, WTFNHADOBETEEMNIED b - EFRITEHNIAL
% (225 mg/4 @EE 2 B, 675 mg/12 WAL 2 ), FEEHEACAEE (225 mg/4 BEE 1 4,
675 mg/12 ARE2 Bl) RORBR (F7EXR#E2H6) Thote, 2B, BIERIX. A
225 mg/4 WWHE 51.2% (194 §) , 675 mg/12 WEE 49.5% (186 Fi) . 7" T & REf 42.4% (159
) ICRED LTz,

11



(4) REMHAERAREExISEL L - EELESMARE (TV48125-CNS-30050 FRER)
[(RBROWME]

AR OFIEROEZEE LRI 2 BT, EM B4E 874 5 (BARN 75 Bl &)
Brml L EEA L _HERT T v A RLERBRAENA D 123 R TR
s

RERHIRT. Ak - BE. TEIMERROTARRBIREUEIT, 406-102-00002 R & [F]
¥RE Shiz,

72, ICHD &3 R B ARD 1.2 AidkoH 5 FEER) KEEh A MEEAER (L
R OFERNE) ROMBEATRE RS HiEE (MER R OBEREXIIEHEL
HT3BEIRRICEAAN N2 0T,

(%R

<HPE>

ST Th 5 “EERREH 12 BTO 4 BE ST Y OH T ERON—2 7
4o bOBRER O \TRT, 7T RBEL B L CRARIBEL biT, 4 BMB Y
DRI AR T B R ARMD SRR S LT,

£9 —EERESH12ETO4BHES-YOREREBRO
AR—=XFA4 o bDERE (FAS)

AH
225 mg/4 BERE 675 mg/12 BEE TR
(n=375) (n=375) (n=371)
NR—RF A ED 8.9+2.6 9.2+26 9.1%2.7
“—EHEREBEH 128ED 49+3.7 53%4.0 6.5+3.7
R—R T4 hbOEEED &) —3.66+0.25 —3.45+0.25 —2.20%0.24
TR LDOEEY —1.47 —1.25
[95% &M X[ ] [—2.01, —0.93] [—1.79, —0.72] =
pfE <0.0001 <0.0001
p fEES <0.0001 <0.0001 —

E 1) EHEIEERE

&2) RN FEHECIRERE

BE3) BER. MR, HEEROR—R A CEOREETFTHEREROAELZBEDR, ~—RXFA4 VTOR
TR B R O R ERRESER YT R L Lz ANCOVA, 2B, REDCSEEZRET Z-DIT,
AHHMEOEEIEE B R CERFEMER 2>\ T, BEEFRFIENHAV b, &H 225 mg/4 B
BLFSERBICOVWCOTEIMEL. —EERBEH 2 BRI 4 BBV OHEFAK
2 50%SL_ BRI LT-BRE DTS, 675 mg/12 BH L 75 ERBIC WO EERFHEE B DIEIZ Lk
TV, BEICRoTBAIKROEBEITI>Z L E ENT,

¥ 4) Wilcoxon rank-sum B 7E (ANCOVA I & 2= D IEHMIZ OV T Shapiro-Wilk BRETHE (p<0.0001)
Tholi-b., BFIOBEICHE Wilcoxon rank-sum EZ FTER BT & L)

12



<Z=ZLHE>

BEFRIL. &F| 225 mg/4 BEE 66.2% (192 Fl) . 675 mg/12 B 66.3% (193 f1) .
77 2R 58.4% (171 4l) TRHbhiz, TEERESHBIZBVLTOTR»ORET
2% U LICBOONTZAEFRIIR 00 LBY Tho Tz,

£10 —EERREAMICBEVTVLTANORT 2%ULICRELL-AEER

(REMERTNRER)
A
FH4 225 mg/4 BRE 675 mg/12 B TS5 REE
(n=290) (n=291) (n=293)
BESEAER 87 (30.0%) 86 (29.6%) 76 (25.9%)
S ERALAEAS 71 (24.5%) 57 (19.6%) 45 (15.4%)
BESERALATBE 52 (17.9%) 55 (18.9%) 41 (14.0%)
ERERG 16 (5.5%) 11 (3.8%) 15 (5.1%)
EiSEEDS 11 (3.8%) 11 (3.8%) 9 (3.1%)
PR BRIk G 7 (2.4%) 10 (3.4%) 4 (1.4%)
[E XK 6 (2.1%) 4 (1.4%) 3 (1.0%)
B 4 (1.4%) 7 (2.4%) 5 (1.7%)
Bl Bk 4 (1.4%) 2 (0.7%) 8 (2.7%)
EESTERALH 3 (1.0%) 9 (3.1%) 6 (2.0%)
Wz 7 2 (0.7%) 6 (2.1%) 4 (1.4%)

BIB(%)

FETIE, AAl 675 mg/12 WHE T 1 FIRRD G703, B8RRI & OBI#EME L2 & T X
Nz, TOMOBERRAETRIT, AAF225 mg/4 BE3 5 [0.8% (RELR, 2HMHR
EMERAMRE, ARRB%)]. 675mg/12 BE 2 1 [0.5% (BBHIm, BEBE)]. S+
REETH [1.9% (&BH - FEBHEI. T@FEYR - ZEMEH ., FERREER. X
YR EBUE. EmbE, EMRET, BRME)] K@RD LN, FTERABOEHEFR N
225 mg/4 WRHEOESHMEMEMRERIELRE, FRE L OBFESEIIRZV LB SN
Teo BEPILEICESTEFEFRIT. AF| 225mg/4 BEE., 675mg/12 BER VT 7R
BTE S5 FAIRDLIL, WINLrOBHTHEHEHICRD SN ERILEH A B

(225 mg/4 JBEE 1 41,675 mg/12 BEE 2 51) . FHI(675 mg/12 BEE 2 B) . K2 (675 mg/12
BEE 2 Fl) ROV 09" (675 mg/12 BHE 2 ) THotz, 728, BIERIZ, AA| 225 mg/4
RE 47.6% (138 B), 675 mg/12 @ 47.1% (137 Bl) . 75 EREE 37.2% (109 #) T
B b,
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(5) BMAERBROREEAERBE L AR L-RUEERR (406-102-00003 3
B

[R5k DR E]

AR EZEMRE L L2 0ReHRUARMMEZBRET 2 BN T, FEBRE 50 F
(CM A8 34 fl. EM B# 16 #il, £FIAANER) ExR L LIzFERREIREGAR
NEAND 11 R TEEI N,

A BEORZ ) —=V T (R—R T4 V) 1Tk 52 BEARKREHM & Shiz, 16K
HRICBITAEREORE - ARRR N 0LBY ThoT,

11 BEHBICETS0BREORE - BE
RiE-RAE
AHK 225 mg/4 BEE AFI225mg® & 4B 1A, 528M Gr13E) KTRE
AH 675 mg/12 BH#  AF 675 mg & 12 BRI 1 H, 528 F5E) KTHE
) CMIXFIEODOX 675 mg, 28, AFOEBSN-AERCARIL. 48RHIC 1 E 225mg, i 12 8F
IZ1E 675 mg DETHRETH B,

< ERBIRERE>
- 18 BRLAE 70 IRLA T O B gtk

- AEBRAE 12 » AL ERNICHEE (IHS @ ICHD & 3 kR p B E-3<) ORBEEE 3
% XIEEHRRIETC LV FEER (IHS o ICHD %5 3 b B hiRIC & D o BRBITESE L
20N AR EANSBRE T, MhOFBERORBEN SORUT TH S,

« 27 Y —=U  ZHIRRIC CM 0N (FER B 15 B E OREROEE (T
2O~®@) OWTNIORGEH-THER B 8 B EH D) ik EM OEHE
(FER RES 4 BULE 14 BUTH o FBEROEE (FLO~®@) DWVThnnsk
HEE-THERBEN 4 B EH D) 2T

@ ICHD-3B # %Eﬁ@rllmkwtwﬁﬁrjwckioD

@ ICHD-3p ZWri#ED M2 pikoH2 AHHE OBBILUC

@ FEBEIEDND (FEAZWEED S L, 1 28I TH2RWY)

@ FeEDWShTEBY, BREIC Y 77 U RERIERAFTEREEM L

7235, ICHD B 3 fR B RR® M2 Ak dH 5 FEER) (CEEN D AREEATRAE (L
Tl R OF M) ROMMEMERTREZ M > AR (MER R OBERUIEHEL
B4 5EETRBRICAAAN OGN o7,

(%]

<EZEH>

HEEST, AK 225 mg/d BEE92.0% (23 B1), 675 mg/12 @R 88.0% (22 ) 1258
b%ﬂtoE%@%hkmfw?hmoﬁfS%MLwa6nt€$$ﬁii12@
LBV ThoT,
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& 12 BEHREICEVTVWTAIDOBTS%ULICREL-EEES

(REMUBANFER)
ZAF|
EZ4 225 mg/4 H#E 675 mg/12 BHEE

(n=25) (n=25)
LMREER 18 (72.0%) 14 (56.0%)
SN EALATSE 7 (28.0%) 5 (20.0%)
TEFEALRR A 3 (12.0%) 2 (8.0%)
BBR 3 (12.0%) 1 (4.0%)
FEREMLF 5 FERk 2 (8.0%) 1 (4.0%)
A 1R IR EESE 2 (8.0%) 1 (4.0%)
BEHEAER 1 (4.0%) 3 (12.0%)
M WK 1 (4.0%) 2 (8.0%)
AL TN W 1 (4.0%) 2 (8.0%)
A e~ L~ 2 : 1 (4.0%) 2 (8.0%)
HEE 1 (4.0%) 2 (8.0%)

FIE(%)

SETIEEE D b ah o T, £ DMOBEBE LB EFRIT, AH 675 mg/12 BEE 2 41 [8.0%
(FHALRMEHEERE, < bETHMD) ] ZEH 5. W bIERE L oBEE L2
LHBrENTz, BEPIECESTEAEFERIT, AF 675 mg/12 BET 26 [8.0% (EH
BACALEE. < BIETHM) ] B ohi, 28, BIERIX. A% 225 mg/4 BEE 44.0% (11
#). 675 mg/12 R 24.0% (6 ) 1T DN,

<EZhiE>

FHBIEE CThH 5. REH 52 B TD 4 BRIH 770 0 FERE B RO EHEOHRIIER 13
DEBY ThHoTr,

%13 5 52 BEO K EEAMOES

N—2XF A 1 At 3TR% 6 T A% 127 B#
13.9+55 A 9.8%6.6 H 11.8%7.1 A 11.0+6.4 A 10.5+6.6 B
(n=50) (n=50) (n=50) (n=47) (n=45)
(EHE AT RE)
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AFIDSERR & 72 5 BE OB O S OHIENIL, BT Z L BKRD LN,

AR ORENED R FEERE E ZTNUNORBRERBEZENT I LBMETHD, £,
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@ MRITHoONT

. FEER DIREE, BB & %, 2 18R (BB BUEREBEORREIA K71 22013
2y #BEL., AFNZOVWTO+S2#EHEZA LTS ERM (LT o<EMZEHN
>R BPAFICETIEROBREEL LTEREEShTWD Z L,

< ERMEH>

UToREELHTZ L,

> EMGIFREE 2 EONMIMERET LRI, BREET2RBOR
SEUEOBERERERAL VS Z L,

> AEIODREHEEZ EPRIIT o2 LT, BEMEORIEIZ OV TOH 418
YNZATH Z &R TEDBZ L,

> HEREZETAIRBOBRICEETAUTOEEZOEMEORELE L TVD
L
- BAMRES
-Bﬁﬁr“A
- BAANEZE (% NEEME)
. Elzlsﬂi‘a’ﬁ*ﬁ%ﬂ

. TRVETENE & DOERID T ¥HIT MRI %12 L ARENKE LT LGS, YUikE
RUDEHEREEOBEMMY 2T SEMEESE L, LERFISEE XIS T
X LAKEINESTWNWBZ L,

© BEROEXKBFRERDOKEIT VT
. BURG %D b OFE - REMFORFNEROBESC, FEFRIRBELL
EICEE) 22 & MEEB R L2 ERPIIT ) Z e FOERMERER. &
ROERINE->TNDZ L,

® BMER~DBRIZOVWT

. EFELY X7 EHAE RMP) OREHERFBIRICEEHR INZBIERL, £
roEBicEHENEERICT LT, YR UL ERERO T L
BT HEMEEEL. BHERORBECXGICBEL THEERUXELXT, BED
WCEGZABERTE ZEHIPE-TNDZ L,
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5. B-EXNBRLR2OBE

[B&EB'IRICH>WT)

BEDBEZOEMIZHTI->TiX, UTD1.~M4.0FTRTEB/ETRETHI L2

BT 5,

1. EFEEESE (CHD £ 3 ) #&3BIC+oRRE2Em L., ’ikod 5 XITaT
koW FEERORENA ICEREIU ERHAL TWE, IBERERTHS Z

BRI TN,
2. AARIOBREBRLAET 3 VAL EIZBNT, 1 TAHY OB AN 4 B
ETH B,

3. BEIR., RAEORE, BEREOCHIF. X ML ATRXUA L NEOH EDFIER
OREREEOSMHMBESZECERL CVWIBETHY ., TLOOHEELE
WZIT> TH B EAFBICKELE LTS,

4. AFHCTEARORERBEORENMFE (Fur7 / o—VEBE, "7 o
FTRITA vmAY) VUERBES) OnThal, TREO~@D5Hbd 128k
DI & o THA SUTHERE T X 720,

O MEBRFHITHELNRN
@ BEEMENMEN
@ B, XIBMERZO@BEbREM~DBNESNRH S

[#& 5 DOfkk: - Bk > T]

AFRGEPITEROFBE +ITBE L, 4 AT 1 RS OHAIIRFIR SR A%
348 GEES®) | 12 8MIC 1@&5@ BIEARRGRSEE 3 VA (1 ARER)
Xix6 A QEEER)  BRICHELEOFRMELZ M L TEROKENTED bR

WA, AFOREFIEEZEBE TSI L, £HEZF0O% L EHMICEREREOERIZ
DWTHKRE L, BERRIERBEOHEEK - BEEFICL Y AEARBIIXELZE X2 2o

AT, AFloRERILZERTHZ &,

2B, BAAEZRSRE LEBERARICEBWT, AFID 15 7 8 282 26 BRI
VY,
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®

®© &

Kﬁwﬁﬁ;ﬁbﬁ%&ﬁﬂrwﬁﬁﬁw%éﬁﬁ_waiﬁﬁ@&ﬁbmM
Thalzd, BRELR2NWI L,

TrT 4 TF—, MERE, ERPEORELABERGSREINL TS, B
Zh 5TV, BEIRD bNBSICRRELZEBICPIET 572 VEY R AE
2752 L, '
WATSCEICIN 2 . BUEERGEEE SRAE T 2 BRHEIC IS & RH 0K it R OB IEfE A
DI-DIHERERE+SEBE L THhoERTIZ L,

AF|D RMP Z#3F L. BEMERFFELHERTHI L,

ARNEH R RAEO TN O /2D DA TH 570, AR L DT6FT IR
ERE LA, BEIDS LU TREMEERZAVWS LS, BEICEETLHZ
L,

48R 1 Mo®RENS 12 8RIZ 1 BO®RE, Xid 12 AR 1@@&5%64@
iz 1 OHREGICEET 5546, EEROPERS L, EREMORERSTERIC
1752 &,
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