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REMBOEE L WEOEARSS 2016 (FF 2846 A 2 AEBRE) KB
WT . EFHNERROFERORBELHEEZRLZLBBVAENTZI L 2
O ESMNERS 2 BECSNEBE IR T2 DICREEREET AR
FAVEERTAHZEELE LR,

Sk, TVvX~7 (BEeTHEBEL) 8 (kREL: TAEE—7KTHR
70 mg XV) IZOWT, FEBREOREMSIZH L TERATIREOERE
BHEHHROEBYVHEFE., REFRETEAOFIRKOFEEER (R &
STHRHMLELZOT, HTHWZEL LB, EEEB~DFEMF LA
LS<BEWVWLET,



&

EAKEXR 811 F 1 5
4 f 348 A 11A

#w E F R
| REFTRET |HMAEXES (B £ B
BN K

BEAZBEER - AEHEREERLRFETHERER
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TLXv7 (B z) BAORBEEHAEET A P74
(FERRBEDRIEME]) &> T

RFEMEEY L REOEKRFS 2016 (FR 2846 H 2 BRERBRE) I8
WT EFWEERSLOEAORBEILHEEZKEZ I EBRBVIAENTZ L2
T EPFHNERRPECSHERBE IR T I DICREFERHEET M F
FAVEERTHZEELE L,

LS. TULX~T (BEFHERZ) 8F (REAL: TAEE—KTHE
70 mg X)) IZOWVWT, FEBREEOREM I L THERATIROEESE
EAREROL BV BEEHERAHEETA FIA L TRV EEDHELEZDT,
ZOERAICY > TR, ATA FIA VIOV THEEShS LY, BEARAD
EREEERVCERICHTIRAMEBEVLET,
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1. XU

EEGZOBEMN - BEMEOWHROTZ DX, T TEZICESWZEIERERRRD
b, bz, EFEORZEIROESIC LY | FLEKERSEOEHN L HAIERERF
PHTLERLPERINDIF T, INHOERRERICKNE L 5 BEICHET IR
THZLREBEOBREL 2o TRV, BEMBOEE L WEDOERTE 2016 (T 28 4F
6 A 2 BREIBIRE) 2B\ TH, EFNERMEOFEAORBHEEZRSZ L L h
TW5,

FHRIEABF AT ERRIL, BRERACEEM 0 7 7 A VEBFOESREMEA
ENCRRDZZENH B, Z0D, AMERUEEHICET 2 ERNTOEEIND
FCOM. YUZEERMOBREEZM ZIT 22 LR MFINIBEICH L TEMNTS L L
HIZ. BWERANRR L - BICKLERRIGE & 5 2 L BARER —E O EM iz T ERE
BMCTHEATIZENEETH S,

LERoT, AHA FIA 0Tk, BRBRESCINETITHBLNATHWIEZERESFH -
R RMICESE, UTOERLORBEREREZHET 2B OUNEREH, B2
FRUOEBBEFEETT, '

RE, AL FTA 03, MAATEEANERGERSRRAEE, —BREFEBEAB K
MIRZS —RAEMEAN A AERES. —BREFEAN B AAR R, —REFEBEARAR
RS RL A R O EFEEATEBNE A B AR I ENRRFESOB IO b L 1EK
B =

MR ERBERS : TAEE—IHTETOmg N (—f4 : = VX~7 (B
FHAHLZ))

XBERAMREXEPR . FEEBREOCREMS

MBLRABAERVAE: BE. RACIETLVX~T (BfEFH#z) L LT70mg % 4
BEIZ 1 BRET&RST 5,

BWERFTEE: T4




2. KEIORKE. ERBF

TAEE—FETEIOmg Yy (—%4 =LV X~<7 (Gl z), LT TA#H))
EHNY b= BEFBEENTF F (Calcitonin-gene related peptide : CGRP) & &K

(Receptor.: R) I3 28z 7R 2 & FgG2E ./ 7 a—FAHKTH B,

CGRPIIBRERAM Y VT MELXME T 5HETF FTHY . FERBEORBAR
CBETOMEATH S, MIBCGRPIMEIIAIBEPICARITHEML, BROERL &b
WEBIRRAZENTRERTWAY?, &5z, FERBAICCGRPR2 57 5 L AR
RIENFHE SN, CGRPAEFEROFR & 72 5 REMEZ AT 5Y ¢ 5, KA, 38AH
DR RHNZCGRP-RIZERT A Z L T, CGRPO YV 7 FNVRERLE L, FEERREICE
T RBERBIEORIELIHF T2 Z L BHFEND,
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BRSBTS 21T - - =R BARRBROBE Z 77

EASIHERE (2012030955)

[REROHE] _

AH OB, BEHERVCARRCERZBRN T2 HHT, BRAREEAER

(Episodic Migraine : EM) BHEAT3HI 2R L LI EBIEA(L_HEERT 7 £ AR HRAR
PENASHER TEM I,

BESABOFEA S V) —= V8 BRI DOR—R T A VEICKE 24BFN _EER
WEH FORIGREBAIESREBEH, 2BRNTEMEWAERE Shi-, BiE-A
i3, —TESRESHTIET IR, AK28mg, 70mgXiZ140 mgx 4BIZ1EEZ TRE
L. $:< FEESRBELY TITAFTO mgXiZ140 mgZ4BIZIBR THRE & Shiz,

TEINMHER I, _EERBEHORROIVA 4, SKU6HAR) KBITDAMA
B A (B SUIA R DRV B o ) O_—RTA U hbOEERE S
nic,

(AR A %E]

> 20~65mD BTt

> A7) —= ORI AN RIS, EREEXIIBREOBCHEICE
S EPREER Y2 (International Headache Society : THS) OICHDZS3hRBRRIZHE
HL U CHIE ST I (BTIEO b B BRI SBIED 22 R DBEEN B
V. RHDORENSOZRLVAITH S

> FEERHEE : A7V —=V i3k A DA KA EER R334 B 2L E1S B R
ThHYH, N—RFA VEHEORERBEPABLU EISARETH D

> AR (FEERSUIIERIERRTR) S A2V —= 7R3 0 AR OFIERR
AEMNISAERBTHY ., X—X 74 VHROEBAKBISERBETH S

7236, ICHDSE3MIBAR D 1.2 AIEDH 5 Jr R ) \ZE E D R BREE R R R OVikEr
PRIk E LR 5 FER (MEBIRE L ER) OBEEL2A T 2 BFTRBRIGEL AN LR
ot

[#R]
(A zhiE] .
TEMIER CHAARAERBEROR—X T4 Vb OELRIIRIOLEBY TH
D . AKI28 mghE. 70 mgBER N140 mgl T T ERBE L OEIHAFEICHER 2R TR
BEOHENRD b,



=R BE5RHENDL, 5. 6V ABIEBIT2FEHOARMABEBAEDO -4 0 b
DEAL (BRI RER)

7T R B 28 mg #¥ 70 mg # 140 mg &
(136 #1) (66 i) (135 1) (136 1)
_R—=2Z7 A4 DABA 7.67 7.75 7.84 8.18
ERAE () ° 2.34) (2.08) (2.31) (2.40)
4, 5. 6 WA BIZEIT
LZEHAMARB B 0.06 -1.19 225 -1.83
DR—RF A B0 [-0.46, 0.58] [-1.91, -0.47] [-2.78, -1.73] [-2.35,-1.31]
i (B) b°
4, 5, 6 A BIZBIT
A B AR A -1.25 231 -1.89
DTSEREDE p [-2.10, -0.41] [-3.00, -1.62] [-2.58,-1.20]
(B) b
pfiE® - 0.004 <0.001 <0.001

a: bER : EHE TR BERZE

b: BB BN REHME TR : 95%EHEXME :

c: BREPE, X—XFA M, FERTHEOERRR (v [ERAY]. v BEFCER] &
R L), PESNIRER UV ER & TEINHKBEOREIER CTRE L KEREHTE
BEEDRETNVICTEH L, 28, REDEEMEFRET 2720, HIHITAK 140mg F L
TR RBEOLREIT, HHENICEE THo BT, RICTOmg L 7T RBEDOL
BZITV, MEAFHICAETHoRBEIE. BRI 28 mg L /T RBEOLRETo /-

BREBEEHITIX, 459 FIA AL 70 mg XiX 140 mg % 1 FLL LG S, A3 70 mg
DHEBREINT 270 FIZBIT2HEE 100 BEEE TOAMRERBEOR—2 51
Yo DEAEITIR1 DEBY Thol, AEK T0mg DA EFEE Iz 270 Hlicki) 3
N—RFA EEORFFERAROFE (BERZE) 1. 7.79 (236) B, UZiEH
CBIT5ARRBEBEROR—ZF 4 U No0EE (FHE [95%CID) 1%, #&5 28
BWEE, 52 BMERC 100 BE#E TENE—239 [—2.85, —1.93] A, —2.58 [-3.08,
—2.09] BRWU—2.77 [—3.26, —2.28] ACTH Y. FERBSHEZEL CRBREDO—X
FA D OEALETHRE L, SROFEREN TSN,
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DBTP : —ESHIFEH. OLIP : FFSRIFSH]. MR : 95%EEEM
1:20120309 R OFERBRERICAEK 70 mg % 1 B LB EIN-HREITE
T ARE 100 BB ETCOABMABERBEDOR—R 74 U HHOE(L

[Z4E]

TEEREBESEHICBITIARERERII. 7T B REE6T.6% (92/136/1) . A28 mgh£60.6%

(40/66%1) . 70 mgh¥70.4% (95/13561) . 140 mg#¥69.3% (95/13745]) THE B HiL, W\W§
MDD T2%I LICREBRNBD ONEERBRIIR2D LBV Thote, KEHDOAE
ELOBREEIIZL— FIXiR2THY, BLERXESTZFRITRBD O AR 2T,

BEREESERIL, 752 RER2.9% (4/13661) . K28 mghf1.5% (1/6661) . 70 mgh¥
0.7% (1/13561) . 140 mg®¥0.7% (1/13761) TRD LN, WITNOEELRFEERD
ZEBRBIEIIIFITH - T,

BREORSFILICE-HEERIL. 77 B FRH0.7% (1/13661) ROFAI70 mght
1.5% (2/135641]) TRH LT,

BIFERIL. 7T & R EE4.4% (6/136/1) . A#28 mght7.6% (5/664)) . 70 mgh¥12.6% (17/135
%), 140 mgB¥9.5% (13/1376]) THRD bz,



2 _EHERBREHIZBWTWTNODORE 2% U EICEEARRD b -FEES

(Rt REH)
VA 28 mgh¥ 70 mgh¥ 140 mg#¥

(136%1) (66%1) (135%1) (1374)
EmREER 40 (29.4) 22 (33.3) 39 (28.9) 45 (32.8)
fEfY 2(1.5) 0 (0.0) 6 (4.4) 7(.1)
MEEER 3(2.2) 3 (4.5) 5@3.7) 3(22)
LR 2(1.5) 3 (4.5) 7(5.2) 1(0.7)
R 3(22) 2 (3.0) 6 (4.4) 2(1.5)
BRL 42.9) 2(3.0) 2(1.5) 5(3.6)
LREERE 1(0.7) 1(1.5) 5(3.7) 2(1.5)
B 322 0 2(1.5) 3(2.2)
23 2 (1.5) 0 3(22) 2 (1.5)
AL TN 4(2.9) 1(1.5) 3(22) 1(0.7)
RERE S 3(2.2) 1(1.5) 1(0.7) 2(1.5)
H REE R 0 0 3(22) 1(0.7)
AA%K 1(0.7) 2 (3.0) 1(0.7) 1(0.7)
BEFTERALALSE 0 0 0 3(2.2)
RE PR 0 2(3.0) 0 1(0.7)
fERR 1(0.7) 0 3(22) 0
Hg 0 0 3(2.2) 0
BEMED T 429 1(1.5) 2(1.5) 0
Bk 0 2 (3.0) 1(0.7) 0
GV 53.7) 0 1(0.7) 1(0.7)
MR 4(29) 1(1.5) 0 1(0.7)
SRR 1(0.7) 2 (3.0) 0 0

Bl (%)

HERBEN BT 2AEFLROREREGIT. 91.9% (422/459 f)) THY ., S%LLE
KRB LAEERIT. LWRTEK (59.7% (274/459 B1)) . A > 7= ¥ (16.3% (75/459
#1)). BIER (8.9% (41/459 B1)). BEE (7.4% (34/459 1)), WHEALK (6.1% (28/459
B)). EREERE. HES. BERER (5.7% (26/459 #)) Tholz, FELITFED LN -
Teo BEERATERIT 2T H (BFHEIT. ERA, TEFRSLEREER, HntEER
E/RBRE, FEVBHE, FEIF. A 2 MBEAEE, WELRKE, v~ o
R T VT RG, Bk, HEFRT. RBTE, FEAVIENR, FHE, BHEE. XBER



V—, Bk, BENBIME. 5 of. BER, KEFRE. FARKERE, BEEERYE
HEV, IR, Witk LU R WEPEEMRE., FEE 16) IKRD L, 205D,
24 (MMMEBRE, < 2377 ) 7REE 1 §]) 13HRBREL ORRBERPTES L
IRinotc, EERIZE-AEEFSRIT6H (FIRIREETTERE, I8, FLEPERE
RE., BIRMEER. AR, AHEERZE 16 TR ohi,



ER BN (20170609505%)

(B E]

AR OFEIMER R LML BRFTT 5 BT, BARAEMABE K UBM: 8% (Chronic
Migraine : CM) BE256H1 % x5 & LI BIEACL_EER Y 7 £ A5 RRARSEN41ME
RTERINT,

EEIBMEOFEARAZ V—=2 T 4BROR—2 T 1 U HIcEE 24 8B 0 —EER
REH L Shiz, Bk AR, AF0OT0mgid7 7R 24RIZIBIR TRES Lz,

FEFIMER X, _HERBREMOREDOINA 4, sSKU6HTAR) BT AMA
R BEDOR—Z T4 Db DE{LELE STz,

(7R HE]

> 20~65R D BT At

» RZ7 UV —=VTHOBE12 AU LRI S, BEREHEXIIBEOBCHREICE
3%, IHSOICHDENMRIZHERL L THIE SN = B (RJRD & 5 A 8RTE IRl
KD FEER) OBERH Y. RIIOBENRORLVAITH D

> KHEERHEE : 22 ) —=V 7R3 A TOLUTOERZE S CMXIIEM

(a) CMiZ, AFERAESISALLET, 205 bREEBARE LTOREES
Wl ABA R B3y AR C8AU ELE LTESET 2.
(b) EMiZ. AR BEAISAKRM T, 02 bHEBHK L L TOEEY
Wiz AEAEER B3y ARES T4 LE LTEET D,

» UTORBEREEOWT NI ZMWET (F: A7V —=27 D347 ARNZEM®D
HEEZWZ L TWEGEE, N—XA 74 VHEITHOEMOEEZT - S 2iFhiX
B2

(a) LL'F. CMOES :
FEAMBISAUET, 203 b_R—25 4 VHBOREREE L LTO
KXW THEBEANSALE

(b) LT, EMOES :

B BRISERWT, 20IBbR—25 (4 VHBOREFEEE LTD
EH¥&#W B AEN4RB L

7235, ICHDEIRR® (1.2 RIJKOH 5 8RR | 1Z& T3 A RN R 5% & OBMNERER)
KEHS FEER (MEBIRRFEER) OBERZ2E T 2 BEITRBRICHAIAN GR D

27,

[#R]
[AZhiE]



FEFFMER THEZAMAERBEROR—RXT7A4 U bDELIIRIDLEEY THY.,
AAITO mglt T7 T AL OEIIRAFHICEERRER AROREFRD b,
E72EME OCMOEY 7 7 — 7128\ T, Month 4, 5, 612317 2 FHH KA TR A
BOR—R T4 b DOEDOEREIT mghil BT 27 7 v AH L OR/N_RFHIE

[95%(EREX ] DORERIZEIL. EM#EBRE T-1.67 [-2.56,-0.78] H. CM#EEE T-1.57

[-3.39,0.24] HTHY, EM. CM& b ERIZ0AHEMEIZ-182 TE D, BERMIZE
BEOHDHIENRD b,

K3 BERK» L4, 5, 6VARCBT 2 FHOARABERBEROS—RT A1 025
DEL (AZERNT R RER)

7T REE 70mg &
(131 ) (130 1)
R—=ZAF5 4D AM 11.84 12.40
FEEE A (B) ° (5.70) (5.99)
4, 5. 6 VABICRIT
A AMAERREB -1.98 -3.60
HOR—ZXF A P [-2.72,-1.24] [-4.36, -2.85]
HDOE (B) b
4, 5. 6 WA BIZHIT
AR MR A -1.62
BOTTEREDE ) [-2.52,-0.73]
(B) b
p fE ° - <0.001

a: FE: EHE TE . IEHEREE
b: EE : B/NREWE TE : 95%IEHREM
c: BEH., RFBEBOY A7 BEM/ICM), FEFEFHECERRR (v [ERARAEEICER] EA

BE2L), TRINHKRERURER L FEENIKREORZEMEMTRE L RENERTVRS
DRETNMCTREHLE,

[Z2it]
“EERICBITAAEERIL. 7T REES8.8% (77/13161) . AH|70 mght65.4%
(85/130%) TRH O, ERFRIRI4O LB Tholz, KEBHPOEEFROENE
EZZL— RIXR2THY . BEXE-BREIRD N0 T,

FEELAEERIT. 77 RBELY% 2/13141) . AFI70 mghEl.5% (2/130%1) TR
»ohiz,

BHREOREPECESEAERERIT. BO ool
BUWERIX., 77 BRE31% 4/1314)) . 70 mghEs.5% (11/130f]) TRD b,

F4 _BEERBEHRIIBOTWTNLOETI%U LICEARRO N EFEES
(e XTRER)
7SRt 70 mgR¥
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(131451) (13041)
LmEEER 37 (28.2) 35 (26.9)
HiHE 6 (4.6) 7(5.4)
ek 1(0.8) 6 (4.6)
BIBR 4(3.1) 5(3.8)
UiSIED S 4(3.1) 5(3.8)
ARk 2(1.5) 5(3.8)
TH 1(0.8) 5(3.8)
BB AR 1(0.8) 5(3.8)
. 123] 2 (1.5) 4(3.1)

B (%)
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4. HERIZOWNWT

ARSI & 72 B BE OBIRK O 5RO HIBNIL, BEIATOND Z L BRD BT,
FHN OB 5 IEE 2 A & T UAOBRRBEZET 5 Z L BBRTHD, Ei,
AF O EIC & ) ERRAERASRE L BRSO BYRNIEE T 5 2 & RBRRTD,
UTOO~@DT T2 THRICBNTERT 5 ETH D,

® mRIZT2WT
FEROMRE, RL TR, B, BE (3% BUHETEROBRA A K74 20139)
PRE L. ARICOWTO+ARE%EE LTV BER (UTO<EMER>SR) 2
AHFNCBETAHEROBEE L LTEBESL TS L,
< [ERNE>
UTOEEZHE T L,
> ERSRIFRBRUEDOVMHELZ KT Lickic, BE L 2T 2RBORRITSF
UL DOBERBREZITo TS T &,
> AHOZRHELE EHNAT -7z £ T, BEMGEDORIEIC OV TOHWT 2 iEY)
KIS 2N TEDHI L,
> FREETIRBOBRICHETAUTOZROEMEORELZALTVD

T,
- AAMRFES
- BABERFR
- BARRIZES MERREME)
- B AR S

TR & OER O HICMRIZC X 5 RESKHE LHWT L BE. YRR
EBSE RSB OB 2§ B EA & B L, MERHE RIS TE D RIS E -
TWnW5Z &,

@ BRADOEERMLBEREEOKHICOVWT

BN EE NS ORI - REMZEORFMIEROETES, FEERBRELLES
BT L EEEE R ERLNTTY T L EOERGEREH, IEHOKRINE S
TWaZ k.

@ BWER~DOXHIZONT

EER Y R 7 EREE RMP) OREMRINFHEICER SNBHERS, BEERER
B SRR SN ZEERICR LT, YR LB EREBEOFMEL2 AT 5E
AR L EHE L. BIER OZBr-ORNICE L THRERUXE AT, EHITEYRAEN T
= BEHINESTWVWAZ &,
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5. BEXRERDBE

[BEFBIRIZH>W\WT]

BEOBEGOHMNIZHIz>TiX. U TFTOTRTER2METERETHIILE2HERT S,

1. ERTERSE (CHDEM) »BEI+0RBBMEER L, Fko b 5 UTEK
DRI ORIER A ICERERER LTV A, SUIBHA TR CHS = L2
HEREInhTW3,

2. AFNOBGRMHERIBIAUEIBWTC, ITASZY ORERBAEAER4R L L
ThB.

3. WEIR, RAEORE, MEABORR, 2 FL AR A v NEOEEMRIER
CH BRI AEEERE2EICER LTV ABETHY . ZhbDEER
BEENZT> TH B RAFBICXEEZZ - LTV 5,

4. AFHCEARO KA BRRIEOREMHE (Fu 7S ) 0 — VEBE, ST i
FRU DA, BA Y OVERES) OLFRAE, FRO~O0 3 b0 1 oM E
DEHIT & - THA IR T X 210,

D PHEBHSCBLRAN
@ REMENREN
@ BB, UIEIEASOEED bELME~DE VRSN H S

[#& 5 DfiEfe - HikizonT]

ARG PIVEROBEE +ICBE L, ARTRERHE®I VA CERER) &
BZIZIER EOFBEZFHE L TEROKERRD N2 WFEITIE, AFOHRS
P2 ERET LI L, Ee20H b EHNCEERFEOERIZOVTRET L., BBF
FEERBEOER - BEEICLV BEABICXES -3 RoGAITE, A
DEREPILEEEET L L,

B, BAAERNSRE LEEBERERBRIZEBWNT, AF0 100 BREZ8 2 5HEHER
[EeZdAR
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6. BEICELTEETNEHEHR

1. AFIOFES R LBBIECKEERED H 2 BEIC OV TRAFORENERTH
bled, ELRVWI &,

2. TH745%v—, WERE, ERPEOEERBBUERILAHE ST
%5, BMEZTHTITV. BEXED bW EBEICEIREZEDICFIETIRYE
EEN2MBEEITD Z &,

3. BEELRAME (BHE. . BEEERACA VYRS 24 BREHLD
hazZeibsd, £ OEFTIE, FAFOMEHRERIZHEIRT D,

4, TASCEICMAZ., BEERFEER IR 2 BHFICE S X AR OFF MR UNEIE
FERAOEDIHBERERE BB L THLERTLI L,

5. AFIORMPEZRFI L, REMREFHELZHER T DI L.

6. AFNTABERREEOKEMB DD DA TH D20, AFNT L HIHFTICH
BRENE UBAIIE. RECS U TREIRRELZ VD L5 BAICEE
THZ L,

(235 30K)

1) Raddant A, Russo A. Calcitonin gene-related peptide in migraine: intersection of peripheral
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2) Goadsby PJ, Edvinsson L, Ekman R. Vasoactive peptide release in the extracerebral circulation
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3) Edvinsson L. CGRP receptor antagonists and antibodies agianst CGRP and its receptor in
migraine treatment. Brit J Clin Pharmacol. 2015;80(2):193-99.

4) Lassen LH, Haderslev PA, Jacobsen VB, et al. CGRP may play a causative role in migraine.
Cephalalgia. 2002;22(1):54-61.

5) Silberstein S, Lenz R, Xu C. Therapeutic monoclonal antibodies: what headache specialist
need to know. Headache. 2015;55(8):1171-82.

6) BUTEFEDOZEIA T4 MERZES () . BAMRTS - BAIREYES (BB .
BUEFROBESA KT A 2013, IR E¥ERE; 2013.
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