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EHTHEERMLPEKRIND T T, 2O OEERMLZBIZHE L 5 B ITHEUI L
THLZENMBEORBE L > THY | REMELEE & SO EAT #2016 (Fhk 28 47
6 A 2 HEERIRE) 128\ TH, FEHMEERLEOHEHOREHEELZXD Z & L3
TW5,

BT 2 A3 2 EE M, EEERASZ a7 0 7 7 A VB FEOERES & W
ODNTERDZeND D, 2D, AOMEROZEMEICEAT 2IEHRA oS EIns
FCOM, YHEERLOBEELZBMS T LI EPMFF SN BEICH L THEHAT L L
BT, BIVER D HBL U T-BRIC B2 2 & D Z L SR RE72 — E O Bt 2 Y3 7= - 1= i
BICHHTL2ZENEETH D,

L7ehRoT, KA RT A TiE, BEERESZNE T/ LN TV D EFHFH -
B RIS & | DU ORI O i el 2 HEE T 28580 6 B R B & %
FROEEFHE T,

B ATA RTA %, MAIATEGE NEIR G BRSSO, —REEEAN B AR
MR, —AEENEN B ARBR P, —MAEENEAN B ARNE Y2, —RAEEEANR AR
PR AR AR 7 o M OVRR E PR FITEH B E AN B AR LS NIRRT O 10 b & FERk
L7z,

RRERDEREMN . TAETE— R FETOmg <y (—#x4 =L X~7 (s
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TAEE—T R FEIOmgRY (— 4 =L X~7 (B, LUF TARH)
Ay b= Es 7 EBEEA 7 F K (Calcitonin-gene related peptide : CGRP) = & (K

(Receptor : R) ZxI3 2@ a1z & NgG2E /7 u—FLHUKTH 5,

CGRPIFRFZ AN Y 7R EZ T 2T F RCTh Y | FEFEOFREAR
ICBET 2WE CTH D, MIECGRPIEE IR ICAEICHM L, BEROBHE &
WCIEFICRD Z EMNRENTHEY Y, &512, HEFEREICCGRPAZHH45 & Friffm
FAEDNFHE S, CGRPHS T HEIR DJRIK & 72 5 AlREME 2 R4 53 9 5 AANL, A1
SOEFFRAJIZCGRP-RICHEAT D Z & T, CGRPDO Y 7 WniE#E L, FEHREEICE
J B R EIRBIEDORIEZIEIT 5 Z L ifF S D,
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AENOFNE, Bk OCHEKSBERE BT 2 BT, BARANKENE W
(Episodic Migraine : EM) HB3547361% %15 & Li- BAEAL _EHEMR T 7 & AN IR
P EN4S Kt % T S vz,

RESAMOPEIRA 7 Y —=2 7] 48R OX—2F A NS 24823 —HEMR
BGH, 2 O%T6EMMNIEEMRELGH, 12IEM AL SMEERREER & Sni-, Bk H
HIL, “EHEEREGYITIET TR, AA28 mg, 70 mg X i%140 mgA 4 T 1A]FE B S-
L. %< EEREGHCTIIAAITO mg X iX140 mga 4 (2 1A f F&5- & &z,

FEFHMEE R L, EEMRGHOREDOITH 4, kU6 AR) (2B 5AMA
HEYR B (R U R EER DRV Z o= ) OR—2F 4 U b0 bR L &
iz,
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> A7V —=2 7 WoORRE127 AL RS, EFEREUTIEE OB CRSICE

SX ., EHEEEER 7% (International Headache Society : IHS) (DICHDZE3RRBARIZ %E
L CHIE S ALz R (RTJED & 2 880 XU ERTIK D 7200 T BER) OB L &
0. WPIDOIBIENS0E L VAT TH D

> FEHRAEEE « A7 U —= ZHi3 0 H 0% AR B 034 3 BLE1S B R
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PERTIK 2 9 Frodim (MEENIRM A BE9) OB 249 5 BE I RIGHA AN B
fcﬁi))/) f:o
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FEIAHEA Th D AMF IR AROR—Z2 54 b OB EITFEIDO LB Th
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A OUFENTRD Sz,



#£1 BG4, 5, 60 A BIZHBIT DO AP EER HE DO X—RF A v D
DAY (G RIIERRMT % S22 [H)

77w AREE 28 mg #f 70 mg Af 140 mg Bf
(136 i) (66 i) (135 i) (136 i)
NR—=AFA DHABA 7.67 7.75 7.84 8.18
SR H % (H) @ (2.34) (2.08) (2.31) (2.40)
4, 5. 6 WA RICET
% S5 A T R H K 0.06 -1.19 225 -1.83
DR—=AF A L INED [-0.46, 0.58] [-1.91,-0.47] [-2.78, -1.73] [-2.35,-1.31]
ZEA (A) »e
4, 5. 6 W HBIZEIT
A5 H R B 5k -1.25 231 -1.89
DTS REDE [-2.10,-0.41] [-3.00, -1.62] [-2.58,-1.20]
(H) be
p i - 0.004 <0.001 <0.001

ar B EEE B EERZE

b: BB BN HEME TEE  95%(E X

o LR, RNR—RAT A E, FER PO R (b EAT], Ho GREICHER], E
FREZ2 L), TIE ST RKBE K O 58 & T E ST REED R BAEF CHEE L 7= KA RIERRTE
BEIRETNVICTRN L, B, REOZEMZHET 720, HIHICAIE 140 mg #E &
T IR RBEOLEBREZIT., FHEFENICEE TH 2B, RICTOmg fEE 7T REED
ATV, A FRICAE Th o GEIE, RZIC28mgfE L 7 7 B RO 21T o7

FEE MG TIL, 459 FIDASK 70 mg i 140 mg % 1 [FILL EFG S du, A3 70 mg
DI F - Xt 270 Bk 285 100 HE#% E ToOAMAER KO- F A
YIPHOEALEIIE 1 DO EBY Tholo, KK T0mg DAL L I L7z 270 FlZIBIT 5
NR—2 T A RO AR BB O M GEREFEE) 13, 7.79 (2.36) B, HEH]
BT A ER A DOR—2 T A U inb O kg CEMHE [95%CI]) 1, #4528
W, 52 %L ON 100 BE% TERLEN—239 [—2.85, —1.93] H, —2.58 [-3.08,
-2.09] H&W'—2.77 [—3.26, —2.28] HTCTH V., IFEMPEGHZ21E L CRREDN—2R
FTA ML DOEEETHR L. 2IROFHMEN RSN,
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DBTP : “EHEMKF S M. OLTP : IEEMHZ G, HER : 95%EHEX M
1 : 20120309 FERDOIEE s G-HIIAIL 70 mg & 1 B2 LG S 79 1ok
55100 HRET% £ TOHRBRFEER BEON—Z T 1 b O

[Ze4xtE]

THEERKGHICR T A HEEFERIL. 7T B AREE6T.6% (92/136f) . AH28 mght60.6%
(40/66%1)) . 70 mgh£70.4% (95/13561]) . 140 mgh£69.3% (95/137#1) TiRD Hiv, W
NINDORET2%LL EIZHBLARD bNTeE R FRIIR20 LB Tholz, K oaH
FROFEEHEITZ L — FIUR2TH Y, FECICE - FRITRD LN ho Tz,

EELAERRIT. 77 B RE2.9% 4/136%1) . AKI28 mght1.5% (1/6661) . 70 mght
0.7% (1/135%1) . 140 mgh£0.7% (1/137f) TERH LN, WITNOEELRFEFRL
EBIEILIFITH - =,

RBCER OGP IRICE > - AEFHGL, 77 vRE0.7% (1/13661]) K OAAKIT0 mght
1.5% (2/135%) TRRDH LT,

BIERIZ, 77 2R EE4.4% (6/13645])  ASH128 mght7.6% (5/664) . 70 mgh£12.6% (17/135
). 140 mgh£9.5% (13/1376]) TRD LT,



2 “HERBSHIIEBWTWOTNOORET2%U EICREANRD bNT-AEFES
(2 MR X S )

77 REE 28 mght 70 mghf 140 mgh¥

(136f1) (6641) (13531) (13741)
NRUEEEDS 40 (29.4) 22 (33.3) 39 (28.9) 45 (32.8)
fE A 2(1.5) 0(0.0) 6 (4.4) 7(5.1)
A 58 4 3(22) 3 (4.5) 5(3.7) 3(22)
I 2(1.5) 3 (4.5) 7(5.2) 1(0.7)
i ol 3(22) 2 (3.0) 6 (4.4) 2(1.5)
Eh S 4(2.9) 2(3.0) 2(1.5) 5(3.6)
RE R 1(0.7) 1(1.5) 5(3.7) 2(1.5)
EE/S 3(22) 0 2(1.5) 3(22)
Wiz 2(1.5) 0 3(2.2) 2(1.5)
ST 4(2.9) 1(1.5) 3(2.2) 1(0.7)
JoEIbE 2 3(2.2) 1(1.5) 1(0.7) 2(1.5)
e 56 R 0 0 3(2.2) 1(0.7)
0% 1(0.7) 2(3.0) 1(0.7) 1(0.7)
TS AL BE 0 0 0 3(22)
SRR R 0 2(3.0) 0 1(0.7)
fBAR 1(0.7) 0 3(2.2) 0
BERS 0 0 3(22) 0
EEIED W 4(2.9) 1(1.5) 2 (1.5) 0
g A 0 2 (3.0) 1(0.7) 0
GIEbL 5(3.7) 0 1(0.7) 1(0.7)
Is! 4(2.9) 1(1.5) 0 1(0.7)
TESHEB AL TR 1(0.7) 2(3.0) 0 0
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WCHRBL LA EFESRIT, EIRAZR (59.7% (274/459 511)) . A > 7 v W (16.3% (75/459
). BIEK (8.9% (41/459 f)) . THEIE (7.4% (34/459 ). WHBHZK (6.1% (28/459
B)) . EIEER. EEdE. BEBER (5.7% (26/459 B)) Thoio, ETITRD LR
7o BEERATERIT 2T B (T, SEmRE, FEBE LR, itk
FIRIGHE, 5 EI8E, TEIT. AV AVEBERS/HEN R, I/ Rks, ~A =
Ny T VTG Bk, SR BT, IR TR, AR/ IREAL, FEEE, B8, KB
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241 (PG, <A 237 7 U 7RG 16 3Rk & oRRBRAEE S h
Iinole, BEPIICEST-AFFZIT 6 6 (HUIRMEERETHEIE, FL. FLE IR
AL, BORMEERE ., FEEE. ALDEMEROZA 1B ISR BT,
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AEN DA INER VR E R 5 BT, BARANEMEH L OEYE 8% (Chronic
Migraine : CM) #2560 2 x5 & Lo BAEA b “HE M7 7 &t el A [E N4 1
CACES TRy

KESBEMOMEIRA 7 Y —=2 7] 48R O~_—2F A K< 2480 —HER
BeEH L S, BE - AEE. AFOT0mgIE7 IR E248IZ 1R F#RE L,

FEGHMEE B IL, —EHERESHOREGDOINA 4, sSEU6r AB) (285 AR
BHR A DO R—2 T A b DB E ST,
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> 20~655% D BT AE
> A7V —=2I7WORMEI12 AL BRI EFRGESUTBF OB CHREICE
S IHSOICHDEE MU HEML U CHIE S AL7= R (RiTJED & 5 Fr 88 X I
JEDIRNFEER) OBEER DV | RADOFIENS505% L 0 AT T D
> FEERBEE : A7 U —=VJ i3 H TOLL T ORYECHES < CMXITEM
(a) CMIZ, AR AN ISEULET, 209 BB A E L ToEEE
729 A R 5808 B 23 0 ARPEC8R L EE L TERT 5,
(b) EMIZ, HREE HEDISHARM T, 202 b REM AL E LTS
729 AR RS0 B 23 0 ARPEEC4R DL EE L TERT 5,
> LN OREEREEO T EZmIZT (B 27 U —=2 7037 HHIZEM®D
L2 L CW2GE, N—2 7 A VHICHEMO EEE A 72 S 72 1T AU
7257
(@) LLN, CMOEF :
SR A MISHLLET, 205 b_X—2 74 VIO FEEM A E LTo
FEME A i 7o 3R 0 88 H L B
(b) LT, EMOEF :
IR H NS HARM T, 2D b_R—2 54 U HIO R A HKE LTo
FLUEZ- i 73 B H 234 B 2Lk

72k, ICHDEE3R D 1.2 fidkD & 5 i) (28 F 025 7 RREE Fr 88 K OVKERTE R
Jk&fE S FEER (MEEIR A 8E8R) OB 241 5 B I IRICEA AN SR )

277,

GRS
(At



FEILEE Th D HAMAIERABEOR—25 4 b DEIZRID LB THY
AHNT0 mght T 7 7 B ARREE OZEITHAFINCHE 2 T8 A OWENB D v,

FIZEMEOICMODOEH 7 7 /— 7128\ T, Month 4, 5, 61281F 5 ¥ A A 88T A
BDOR—=ATA 05 DEADARENTO mghElZ B 57 7 v REE L O/~ F LY HE
[95%(EHE X [H] ORERIZEIL, EMAEERE T-1.67 [-2.56,-0.78] H., CM#BR#H C-1.57
[-3.39,0.24] HTHY, EM, CM & b EEMZO SHEEMHIT-1H 2 TEY | BKRICE
BOHDHENRD BT,

#£3 BHBME B4, 5, 6 HBIZEB T 20 AMFER B EORX—R2 T 1 b
DIAL (Y M R AE)

A A £ 70mg Hf
(131 #i) (130 #i)
R—=2AF7 4D AM 11.84 12.40
JrERfE B (H) @ (5.70) (5.99)
4, 5. 6 WA RHIZEBT
%Y H M gEsE A -1.98 -3.60
HDOR—RF A P [-2.72, -1.24] [-4.36, -2.85]
HOZAL (H) ¢
4, 5. 6 WTHHIZEIT
%Y H [ gEsE A ) -1.62
HDOTITEREDFE [-2.52,-0.73]
(H) be
p fifi - <0.001

a: BB PYE TR YR

b: RB B/ N T B 95% 5 X ]

c: BGHE, REEROX A7 (EM/CM). REERFRIEOERRN (HYv A ASERICHER], 5
JE2 L), TE STz kP e O 1 & TIE SN2 kBE D22 BAE R Cilse LU 7= )KE N ERIB IR S
NFEEFVIZTEE L,

[Ze 4]
THERBICBI2EESERIT. 7T BAREES8.8% (77/13141) . AHI70 mght65.4%
(85/1305) THRDO LI, ERFRIIFAO LB ThHotz, Kby OAEFROEE
X7 L—FRIXI2THY . HEICESTEFRIIBD NN T2,
EELSAEFRRIL. 77 BREELS% 213141]) . AAFI70 mghtl.5% (2/130%1) TR
OO,

BB OBETILIZE T AEFLIL. BOLNRN T,
BWERIX. 77 8AREE3.1% (4/13141) . 70 mght8.5% (11/13041) THRH LT,

F4 “HERBESHIIBWTOT OO TI%U LICREANRRD ONT-AEFS
(LA MEMAT G4 )
77w REE 70 mgh¥
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(13141) (130%1)
N=UEEERS 37 (28.2) 35 (26.9)
R 6 (4.6) 7(5.4)
fE Y 1(0.8) 6 (4.6)
GLZES 4(3.1) 5(3.8)
WA 5E 2 4(3.1) 5(3.8)
N2 2(1.5) 5(3.8)
T 1(0.8) 5(3.8)
i R L 1(0.8) 5(3.8)
e 2(1.5) 4(3.1)

Bl (%)

11




4. FEERIZOWT

AFN DN & 72 B B OB K OB GG O HIWI L, BUNIThh D 2 ERRD B,
AKN OG220 78R & ENLSOFRERAEN T2 Z L NUETH D, F2,
AKNOE G L HEZREWERNRE LRI @O 5oz 325 2 EBRMERT-D,
UTFOO~QDFT RTE T HERICBWWTHEHT2X&ThH 5,

O HRIZOWT
FERR OFRE, FRilR & TR, B R (25 BIETEROBESTA KT A1 20139)
ERHEIL, AENCOWTO+o7emi#ia A LTS EM (LLF O <[ERZEA:>SH) 23
AHANET HIRROFMTE L LTREINLTND Z &,
< [ERNEA >
LT ORAEA -9 2 &
> EMGFFRSR2EOPIITHE 24 T L7 #%IC, B8R 2 29 2R B OBIFITSE
PLEDERERZIT>TWND Z &,
> AREIOHFHE & EMHNAT o 72 LT, B GO ZIEIT DV T O 2 i bl
WATH ZEMTEDH T L,
> WA 2T 2REBOZDIFICEET LU FTOFEOHEMEOHELZALTVD

Z&,
- AARMRETER
- AARER AR
- BANRER RaNAEME)
© AR P2

TIRMEERIR & OEHI O TZDICMRIFEHT K SRR &R U726 Sikhiiax SU
VT B PR BE DO REFINE 2 5 PRAN &l U | A BERF T O 22 RIS A3 T & D AR 238 -
TNWHZ L,

@ BNOERMEREEOEEICONT

BUSE A Y5570 0 DA - TS DICAIIE RO B ILC, AEFEIE LSS
(YRR & SRS A AN TAT 5 T b e B L T O A 3
TWAHZ &,

@ BHWER~DOXSIZ DN T

EH Y 2 7 W EGEHE (RMP) OZMEMRETFEICE S SN ZRITER S, HEERIAR
AOVE R I CRLE S U2 RIERSoF L C L Yk ak ST BRI R B O P 2 3 5 1=
Al & B U BIVER OZErCxSICBE LTS R O3B 25210, B I /e AL 23 ¢
EDHEHINESTWDHZ &,
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5. REXBRLRDBE

[BEEIR oW
BHOEZEDEWNIZ STz > TE, LFTOTRTEM-TERETH DL Z L 2R T 5,
1. EEREER S8 (ICHDH3R) 2 2BIlt+ne2ia I L., Bk & 5 XUTATIK
DR EEIR OFAEDS A ICEEERE L T D, B ERER TH D Z &0

BRI TW5D,
2. ARFIOBERMGEEIZ A A LLEICBW T, 10 A &Y O FEER B4 H DL E
Thb,

3. BEIR., BAETEORE, MIEREOHER, XA M LAY A MEOIEEWIRIE K
O R FRBIEOBMEINERELZBEICE R L TWHIEETHY . T oDIRKEE
WYNZAT>Th HEAEFICEE E T LT 5,

4. AFR AR FERBIEORIEMHIFE (Fm 77 /v — VIR L7 o g
FRU DL v A PUEBES) O, FRRO~00 5 b 1 oLk
DB X o THEMH LI T X 220,

O RBHHITHE LR
@ AFMEIMEN
@ o, XIIRWERZ OB O REME~DRWEENH D

[# 5Dk - F11kic>unT]

AN G-I TR OfE 2+ Bl L, AFIRG-BM% 3 7 A G RiRE%) &
H 22\ LA M2 5l L TOEROBEDR R D bR WIGEIZIE, AFIOKE
HIEEZZET D2 L, £20% b EMMICE GO BRI OV THRE L, 51
FEAMERBLOWEL « BIRSIC LY BEAERICKEE & &8 oA, KA
OEHEHILEZBET L L,

B, BARANZMNGE L LEEHERRRICBW T, AFID 100 B A8 2 5 68 R
ELANAR
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6. EICLTEEIREFH

AN DRIk UIBBUE O BEERE D & 5 BENZ DWW THIARF O 532 TH
Hlo, BH LW &,
TFT7 4 Tx—, MBI, SRS %O EELREUE OGS E ST
6oﬁ$%+”*ﬁw\£ﬁ#w®%nt AlIFEEEEBICHIET 57 8
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