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(REAR AR D FIEMH) O —HBKEIZDONT

FREMBGEE » WEOEARFLE 2016 CERL284F 6 A 2 BREERE) 128
WTC EHMERLOFERORBE(LHEZRIZ ERNBVAENTLZ &%
T VEFNERL 2 BN ER2BREICRMET 272D KEEHEET A R
SAEERTDEZEELTVET,

HNAF AT (BETFHEEZ) 8F (RES = AT T 4 BTE 120
mg A—hA P27 F—ROREBETE 120 ng ¥V Y) IZoWTHE, A
NI F AT (BaFHfaz) BFOREFER#EEY A T4 (FERH
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EROBENA KT A 220215 ) 283G, AF | BUEEBOBEN A FTA4 220135 ) #3mL,
WZOWTOF+m72m#EzEB L TWLHEM (UTO | KFIZOWTO+55a#E2E L TWHER (U
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1. XU ®IT

EERBOBFNME - BEMOHMAOTZ DT, BAXESICESWIZBERFERNR
DHD, IHIZ, MEORFFMOESIZLY . FAERLSOEGNZFTRIER
BEEETHIERLPARENAIPT, TNODEELLEICKHEL T2 BEICEY)
WHRMHET 2 Z LB OREL oo TRV, REMBGER L EOEARF#H2016 (F
FR284E6 A2 A BIRRIRE) 1BV Th, EHMEERSOFEROREHELZRS = &
LahTng,

FHRERMTZA T 2EEMT. BEERASCZEN T 0 7 7 A VRBEFOERMS &
LN RLRDZ LR D, ZOd, AR CZEMIZET IERBHoERES
NDETOR, YEERFORAELZMIZT A LNH/INIBEIT L THEAT
DL EHIT, BWERARRER UIZBICRERNINE & 52 L BATRE—E OB 2 i
TEFRBECHERTAIZENEETH D,

L7 oT, BRTA RTA4 0 TlE, BEBEBESCINE TILELN TV HEFES
B - BFp RHIC RS UTOERMORERMFERZHET 2B AN D NERE
., BXHFROEEEEEZTT,

B, KHTA T A 0%, MZITBOE NESE B ERBRASHE, —BREEEAR
AR, —REFEEABERER TS, —BREEEAN BARRSRIAR ZR R O E
FEEFITEENE A B AR M E NGRZS OB IO L LB LT,

MG ERDERS  ZATNVT B TFE120mgA—hA vV ¥ — ZAHNLT
ABRTE120mg Y oy (—f4 : INVAXRA~T BTl
#z))

KB R DMREIDE « 7B R AE ORI

HBEERIMERCHE : B% ., RAEI VIR X~T (B z) & LTHENS
240 mg ZFTHRE L, P17 AR T 120 mg 2R TR 5T
60

HMERBEHR: BALM—T4D ) XG4

2. AR OR, ERKF

TAHTNVT A THE 120mg T— " vV ¥ — ZAHNVT 4 FHE 120mg &
VoY (=4 AvhixR<7 (BEFHEBEZ) . BT IRED ) & vy b=
VBERFREAT S K (Calcitonin-gene related peptide : CGRP) IZfEE 9 5 Bz FHE#
Z b MbigG4=E ./ 7 o —F VHIKTH B,

CGRP 13 FEIZ =X HRE THBT 2 ETF N T, LK, RERE BFES
FICRBTAEENRHA Y P, FEARBE CIIMP CGRPIBEN EFLTRY Y| FHE
FABEIZ CGRP #5725 & FERERIENFESND ¥, LEdoT, £/ 7m—F
VHUERIZ &5 CGRP DFRE L, FERFBIEOFKELMEIT 2 Z L NHfFsh 5,



3. BRER
FrEER B AEOFIEI S O A RIFICFHE 21T - T X AR RB O ME 2 7~ 7,

(1) EWNE 21858 (CGAN #R)

[FRBR O]

AR OEER OVZE2MEROCHERIGEREZHRFT 5 BT, BARARIEMSE R
BE 459 RN L LI EER (L ZEER Y 7 AR IR ELEGBR AN EIN 40 Mifk TEME
ST,

1A ABORN—ZF A RIEMEICE 6 V AN _EEREEHHE. £0%4D
AMPHBENM L Shie, ZEERBREGHHFTOME - HRIZ, 7788, A54120
(MEIDH 240) NIk 240mg # A 1[E (R 6[E) . KTHKE L Iz, FTEHHER
F. ZEERESH 6 W RICBITA 1 I AMHI= Y D Migraine Headache Days (MHD,
AR IR OEVNRZ T2 RE) DRN—R T A U hbOELEE SN,

(= 7o BRI ELTE ]

o 18~65 kD B M LAtk

» [EPREER S (International Headache Society : IHS) @ ICHD #5 3 hR phit (1.1 X
1X12) OERBICLDFERORE 22T TV HEE

o 1FULAIDORAERERDYD . RYIOFEN ORI VAITHLBE

o 2RI VU—=VITRHIDIBARON—RT 4 HAEBBTO 1428570 o MED
NFEH4~14 BTHY . RERBENAICEL 2EL EH - T3

723, ICHD % 3 iR B iR CREE S 2 FTRAFIERFREME B EERR . AR R IR
FREME = o — o XF— BRI, SUIAERY 7 447 [AREERERE (LT
ITERM) | IRFARENE TR, R UMMEMERTIKZ M O FERE (MERL T EER) &
] ORBELZAETIBEIRA SN,

[ 3R]
AFBEOFERIT, ABHETHD R0mgBEBHOMBOARTT 2,

[zt DfE R ]
FTEIMER THD MHD O_X—ZXA 54 OB BEORBRITFE 1 OLBY Th
D, ToERELOBICHEEENTREIN,



% 1 MHD O_— 25 A 6 0OENE (ITTHITRER)  (CGAN HER)

- 75 R ERE AFI 120 mg 58
(N=230) N=115)
NR—R T A L ED 8.6 (3.0) 8.6 (2.8)
TEHERESH e AED 8.3 (5.1) 5.6 (4.4)
N—R A UnbLOELE (A/F) E2HED 0.6 (0.2) -3.6(0.3)
BMzZE [9S%IEHERM] &) 3.0 [-3.8,-2.2]

1) FEE (RS

E2) R ZREE (FEHERE) )

T 3) p<0.001 (ZEMEOFHEDH D, HEKE @A 0.05) . REOZEMORBEIZIL, AT v 7E v 1k
@ Dunnett fREZ Ao, BB, Kk (B) | HR5HELERE (A) OXREERTEEDR, ~—2 54
YOIAABEYDMHAD, N—AFA D1 HAHIY OMHD Lk (B) OXAEERELEEEL L
mixed models repeated measures (MMRM)  (FE4r#iEsE - SiE8E, 6 V A 0BREHMICH T R EHOED
FIZ L DHEE)

(22D s 2]
CGANRB O _EHEEMRESHEOFESLZOBNER 2177,

K2 TEHEHRSPHMOAEEROEN (REWMITNEREN) (CGANHER)

7T RE SR AH 120 mg & 55
(N=230) N=115)
n (%) n (%)
A 0 0
BELREEER 0 3 (2.6)
BREOCREPILZEHEER 0 5 (4.4)
FEHER 149 (64.8) 98 (85.2)
RREL OFRRBHENEEHRRVEERESR 17 (7.4) 34 (29.6)

g5 N=ZEMEAITHRET O BEY, n=RAHIK

THEERBSHBICED LN WT OB THRRAEAN % FOBEESEE 3
[

FI_HERESHH RO ONELERFEER (R fEH) (CGANFEE)

7R e AH] 120 mg ¥ 58

(N=230) (N=115)
n (%) n (%)

TS ERALAIHE 52.2) 17 (14.8)

EHEMLIEIR 3(1.3) 12 (10.4)
HESEMLE 5 BERL 0 (0) 10 (8.7)
A TN 3(1.3) 9(7.8)
S ERE 3 (1.3) 7(6.1)
jEidea) 5(2.2) 7(6.1)
B 5(2.2) 7(6.1)

M&5: N =2ZEMMIT N SER O BEL n = REAH



(2) EFRILFEZE 3 FERE (CGAW #ER)

[FRBRDHE]

L FTEhRA A0 70 A BETR K VB A BRI BB ot B A K OB R OVE
2MERET 2 BT, KEM R ERE UIIBME R EE 462 6 (HARAN 42 F%
Eite) B E LEEEAC - EEHRT T AR LERBR A ENS: 64 Mk TEM S
iz,

RPN 1 D AMON—2F 1 RESH, 30 Ao _EERR5HFAT3 D
AMOFEERBEHM BRI, —ESHRBEHETOMRE - A . 7o+%
ARIIAA] 120 mg (FEIOH 240mg) # A 1 (£3E) | KT LI, FE
FMEIEE X, —EEREEH I VARSI A 1 AAMBZY o MED (FERRXIIAER
FBORWMKEZ -T2 BH) OR—2AF A4 U nHOELEE Sz,

(7R ]

o 18~T75ERDBM T Aot

e ICHDZE3hR (1.1, 12X 13) OFERICLDABEROBZKH EZZIT TWHEE

o 1HRULEAIOHEERENRS D . RYOFRIEN 505K LV ATTH 2 BHE,

o RZV—z=VITHIO 3 BARON—R5 A REMEFTO 1 A H7Y > MHD
NHWER 4 U ETHY, EBROBLVANAIZED 1 AU EL-T-BE,

e BE 10 FBICHERTS @ VAU LOREKRMAEDORSE) Tholo, IR
SHEROERMEZHEB L LT, UTIREEND 2~4 FEED AR EDFIEMN
FIEF BRI RA 0 CThol-fisx (EERDE, LA REIIEMORER) 28T
2 RBE,

a. e’y u—)LiA N Srr—)v

b. FETw—F|

c. 2\ alg N divalproex
d 7IbUT7FI»
e. flunarizine

£ HUTHALF

g ABGIBALRY Y X RER (BHEFERBICHTERY ) XAFEROREN
RSN TWEEE

h, ZOMAFEBREEOKEMFIZE L L TEETAR SN TV DHEER

CARRBIIEBRLERRR ThHo/olcd, R THERICEET 2205 - IR /H -

ROERINEEN TV, RATAREINTHD A Y UUVERBEIT hicEEnTwn

77)

7235, ICHD % 3 St B AR CIESS Sh 2 Bl s RrperindE B PEERR, ASERmvEIR
FREME = = — o N F— BEREER. IRBEY 7247 [AREERERR (I



FEMESUTERME) | IRFFREIE R B, ROMBMERTIR 2 £ 5 B (KT A EE
&) zat] ORBELET L BE IR S,

(3R]

[(BEDRER]

FEFHIER THD MHD OR—RAF 4 UNEDOEEDHKERITER 4 DBV ThH
D, 77 eRFELOMICEREEN RSN, £, REMERBERBFE R OB R
BEOHNEMIZBT 2 FEFIEE OBRIIR SO LBV Thot,

F4AMHD DR—R T A b OEE ITTEBITHREM)  (CGAW RER)
7IER AH) 120 mg
HE Re bR R
(N=230) (N=232)
AR R G A D 129 (5.7) 13.4 (6.1)
TEEREER I AED 114 (6.7) 8.4 (6.4)
N=RFA hLOEE (B/F) EDEY -1.0(0.3) -4.1(0.3)
Bz [95%EEXME] & [-3.53'}2.33

ED CFHE EERE)
E2) BNTREHE (RUERE)

7 3) p<0.0001 (gated testing i~ L AL HEMEOHED D, FEKYE i 0.05) . F5H, M EE, %k
B2 (B) . BEBEKE (A) OXEEREREEDR. =274 0D 1 HAHY O MHD RU—2R
FA4LD 1 BAHTYVO MHD &K (B) OXBERAEZIKEEL L7 mixed models repeated measures

(FEBUEE - EHRE, 3 VA ORSEMICRI 2R SBOENRICL VHE)

(MMRM)

FSXEMHEEREERVBHEREREEOHSENICRIT A MAD DS—2 T 4 b D

LB (ITT st RER)  (CGAW HER)
AEE BB B 84 SRR R 4 4R

7R AF 120 mg 7R AH 120 mg
HH # 58t Bl B 58 E R e

(N=132) (N=137) - (N=98) (N=95)
N R T A D) 92 (2.7) 9.5 (3.0) 18.1 (4.6) 19.2 (4.7)
TEERBEEIDAED 8.0 (4.8) 59 (42) 159 (6.3) 123 (7.3)
Ay A PEERL 05 03) 29 (03) 22 (0.6) 59 (0.7)

E1) PEE (RERE)
E2) &b RTIE (BRUERAE)

E3) SR, MOUIE, kR () ( REHLERE (B) OZEEREZEEHR, N—AT4 00 1

AHFEYVDOMHD RUN—RF A D 1A AH-Y O MED LB (H) oXEER

models repeated measures (MMRM)
SO HEE)

[ZatEDRER]

p=A
HEE

(FENEHE - EiEE, 3 VAOREHMICIT 2 REHOTHRIC

CGAWRBO —EERKEGHMOEEFEROEN AR 6 1IIRT,

& L7 mixed



6 _EERBESHMOAEEROEN (K2 MMITISREH) (CGAW #BR)
7R EE AHI 120 mg % 57

(N=230) (N=232)

n (%) n (%)

T 0 0
BEELREESRS 2 (0.9) 2 (0.9)
BHREORSPILICEHEER 0 1 (04
BEER 122 (53.0) 119 (51.3)
BRE L ORRBENEELRRVEERS 34 (14.8) 37 (16.0)

&5 N =T REM O BB, n = RHIK

“EERREHMICBD O ELAEFRIE. EWBER (77 BARE 21 1. K
120 mg ¥ 16) R ONEHTMLEIR (777 B ARRE 1361, KA 120 mgRE Sl ThHoTo,

() EARME S AR (CCGAP FARR)
[FRER D]

AFEEHERE Lz L 2oReM, AREROCEDIEEZRTTT 5 BT, CGAN &
BRO_EEHRESHMAETET L BARARE MR AEE 246 BIROHHRO BANE
MR BRBE 65 BlE 5 & LI IFERIEXT B EN 4 ik TER ST,

ARBRIZ 1D AMOR—2F5 4 CRIERM., 120 AFOFEREKSHM,. 40 ARD
BEEMML ORI, REMAFBERRE L. FERERSEHHL LML, B
% - FEIX. A%1120 (CGANRBRD 7°F v REE) L BT LT RS M i s Vg
MR BE IR DR 240) T 240mg & B 1[0 (& 12[E) | FTFHE LS,

[SEAB % R B A O 7R ]

s CGAN RRO_EERIELZZT LIEEEREKRHBR~SMLIZ720, 2R - &

SN IEVET CGANRBREZZSRD Z &,

L8 88 B O 7B iR L Y ]
o 18~65ED B M T M

« ICHD# 3MIBAR (1.3) DEFEICL BHEMFEERED

BHEZTTEY., BOO%

JEMN SO L VENOBRERZ J—=0 FH10 3 0 ABEORR—ZT5 A B ERR
F 1 HBEYOBEBBHEXTEE 15 AULE (Z05 bREROSMEERT S
BERAH-TZHEHNAICSBELL) THY, BREORVENAILTEHTIBLULETS

ST BE

723, ICHD 5 3 bR B AR CEZ S 2 BB AERr e Vi BB, B3t R IR
RN = = —m X — BERER. IRBEEY 7 &7 [AMEEAER (L
FMESUIFRIRNE) | IRGBEEIEABRRE, ROMEEREZH S AR (MEE 768
) ale] ORBEZAETDLEEIIRN S,



[E3]

[ZAHEDORER]
CGAP RBADIFERF EHH DA EFRDOEN LR 7177,
KR THEREEHMOBEERTROEN (RaMEMTgEMH) (CGAPHER)
REMERERE BEER TR
A# 120 mg  AHF 240 mg  FF[ 120 mg  AFH] 240 mg EaE
(N=120) (N=126) (N=32) (N=33) (N=311)
n (%) n (%) n (%) n (%) n (%)
A 0 0 0 0 0
BEELEFERS 4 (3.3) 2 (1.6) 1(3.1) 2(6.1) 9 (2.9)
RO E R LI E-T 5(4.2) 7(5.6) 3(9.4) 4(12.1) 19 (6.1)
HEFS
FEER 108 (90.0) 117 (92.9) 31 (96.9) 29 (87.9) 285 (91.6)
RRIEL ORRBELEE 39 (32.5) 47 (37.3) 9 (28.1) 7(21.2) 102 (32.8)
HkiWEEES

W5 N = VAT RER O BEH n = FEHIEL

HERBESHMCBD DN WTRLOR TR

FIEISN 10%L EOBEEFESLE 8

WZRd,
REHERBEHH RO ONEERFEESR (RIS EH) (CGAPRER)
REMAER BYEATE
AH 120 mg  AF 240 mg  AF| 120 mg  AH] 240 mg &
(N=120) (N=126) N=32) (N=33) (N=311)
n (%) n (%) n (%) n (%) n (%)
- mREE % 52 (43.3) 61 (48.4) 13 (40.6) 16 (48.5) 142 (45.7)
FESFER AL EE 22 (18.3) 31 (24.6) 3(9.4) 3(9.1) 59 (19.0)
TESTERMLE 5 BERY 17 (14.2) 26 (20.6) 5 (15.6) 4 (12.1) 52 (16.7)
Ay TrE 13 (10.8) 16 (12.7) 4(12.5) 2(6.1) 35(11.3)
TERERALE 5 (4.2) 14 (11.1) 2 (6.3) 3(9.1) 24 (1.7)

&5 N =2 atEfRiT 3 e[ 0 BB, n = G
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. FEROWRE. il Tk, 2ZHL. R (3% BROBRENA N7 12021
) BEAL, AENZONWTOHSRMEEF L TCODEM (LT <EAE
>0 RARICET 2BROBLEE L LTRESN TS L,

<[ERZEH>

UUTOREELRMI-TZ &,

> EMGTFIEER 2FOUEIFHERET L-#IC, BEREET 2RABOBKIC
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JRER NN EGT S e

. TYRMETER & OERIDT-DIT MRIZEIZ L ARENLHE L HE L-84E, Sk
RS BB SR D RPN B T D R & L. BB RS T
XBIKEINEST WA &,
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7o AR 22 I & EER R & & BRI
FERAOERINESTND L,

DEEL, AEERNFLEL

R
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@ BIfEA~DOIRZDVT

. EHRHY A7 EHHE (RMP) OREMMRFTEHEICER SN -ZRIEAC, A
FoEBEIcRE SN ZRIER IR LT, MikER ST T M EFREE O FEMMTE %
B HEMEEE L, BIEROBECHINICE L THEEROXESZT, B
BN 72BN TE DGR E-TNB T &,
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[BEFBERIZONT]

BEDBEREDHEBNCHT2> T, BLTD 1~M4.0T_RTEHZTRETHD I L2k

BT B,

1. EREEEROE (ICHD %8 3 hR) 285BI+ oRaEEeEmR L. mkod 5 UL
JKD e\ FrERTE O F/EN A bl%ﬁiﬁt@u_t%‘éfﬁbfwé\ XIXEBMEREER TH A Z
EDFER SN TN D,

2. AFIOKERBET 3 AL EIZBWNT, 1 WA STV MHD 3 E¥ 4 BELET
BB,

3. HERR, AAEOREE, BEFREOHRF, R MRV AL MEOIFEYRIER
OHBERBEOAMMBEFRELBICER L CWARETHY ., TLLOIRKREZHE
AT > Th BRAFBICXZELZ - LTW5,

4. ARIETREARORABERBIEORENGZE (07T ) n—)VIgRE, NV ok
FRU DA, uX Y PUBERES) onThuen, TRO~@D 5 b 1oLk
DOIAIT L o TEFAUTH T E 20,

O BEBRFZIB/ELNRN
@ AFFMEIE
@ #5, MIEHERAZS OB OREM~DBWEENH D

[# 5 Dkt - F1EIC->1T]
ﬁ%&%@iﬁﬁwﬁL%+\z@%L Kﬂ&%%A%3ﬁﬁ G EEES%) %8
WZIER E OB EMEAFHE L CEROBENRD SN WBEIE, ARSI
%%ﬁ#ékkoit%@&%m%m H@%mwgauowfﬁﬁb GEPR R (=
WOMPK - BFEICL Y BEEFRICKEL X7 3R o BEE I, AAloREH
EEEETH L,
2B, BRAZSRE LEEERBRICBWT, &AEl0 18 WA EBx 5 ERRRIT2
A

10



6. BEIIBLTHEETREEFHE
1. AFNORDICH LEEMBBUEDBEERE 283 2 BEIZ OV TIIAFI O 528
%Ef%étb\ﬁﬁbﬁw:k

2. TTT7 4% v—, MEEE, TR f%@i’%fﬁﬁﬂ&rﬁliﬁﬁ:éhfb\é &
Hx+0I4Tv, RERBDONTHECIERESEZELICHPIET D7 L)

WMEHITH Z &, E%ﬁﬁwrﬁmixﬁﬁﬁﬁaﬁ B TbdbbbhdZ
EWBY ., FELUSHEBIL ZEBb 3,

3. IR SCEICI A, BERRFEEE DR T 2 EREEICE D X KK O R R ONETE
FEROEDICNERERE BB LU THBERT B2 &,

4. AKlORMP ##Ft L, ZEUHRFIEERLERTHZ &,
xﬁiﬁ@f%ﬁ@%ﬁ%ﬁ@tb@%ﬁ(%étb\Kﬁ L X BIREPICER
FFIENAE UBA I, BEIR U CAMEBEREL AV L5, BEICE
DL,

6. BEEEIZOWTIK, BUERFEARBHIFEZ AT - R RBR TE 2SN HER
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