* 20214 HET (BB 1K)

5-HTe B {AEEN B BETE AR
AY MUY INTESEEFR

1=D5)F YR TiE3me
IMIGRAN Kit subcutaneous Injection 3mg

BT RIERAE
B - 35

HARERmORES

87216

RIS
oE
WA BEER
)R- ERSOLHE FEES [21900AVX01749
IR DT B BRFHIIS | 200827
. Aoy e L e )
2. ¥R (ROBECERSLENL) RIS EI 51T, WIS THAAER LB,
2.1 FFORE - LBBUEDRIEED S & 2 & ARSTIDIAIC RS - 7 RO R(EIH L CBIEST 5 2 £ 47T
22 DEREOBEED H 5 8%, B LKEIEE O

R JKED B 5 BE . BESLOE (BEIRERE) 0b 2 EBE (R
Bk, SOOEE. DAFEZ & EE 2B M NEBBERY
HOEONA ENDHS]

2.3 MIMEREES—BERMEMEFIEOREDH 5 BE [
ERES—BEMEMERES D SbNEIENHB]

2.4 REMEREL*HFI 5BE ERE2ELSE R EENE
Z6N5]

2.5 avhu—LENTVWEWEMEEDBE [—EEDMmE
FEAB|ERITENDH D]

2.6 EELTHERELZET 2EE [9.3.12R]

2.7 TLVI¥ Iy, TLIYIVFEEEERA. H5 03
DO5-HT o2 B EEE 2% 5h 0 BE [10.120E]

2.8 )7 IVFFVH—VIHER (MAOMHEHA]) #i%5H.
HBVEFREGFIE2ZEBNANOBE [10.1. 16.7.1%0E]

3. 88 - R
3.1 #8RE
HR7E4 1375 %y MERE3Mg
1> > (0.5mL) H
BEERG | A< MU Ty AN EEEL 2mg
(2= hY 7% > & LT3.0mg)
WAl 3Rk P U YA
3.2 SREIDMR
H7E 4 A3I77 %y FETEIMg
AlIFE - R | BE~RECBHOROTEFE Y v VA
pH 4.2~5.3
=L
(AR (191
S ER-YE9)
4. MMEEX IR
OFEaRE
OB¥55aE

5. FEEXIFIRICEHET iF=
5.1 RANIERERYEIC LA HERE. HRERZMHAE)NCLD
[EEDZZ WEEER . TRk 5K ER] &% \WIZEESER &
BEZKPITONLBEICOARET S L, BICRODES &
BEIE. CHBBETHMEOMMERERMORRIC X 2FEED
A[EEES D B DT AR ERIICHZ . 2R AL +9ITv.
EROBERZHEREL L O6H/RETH &,
S ETICHIER IS BHRIER S MR L2 2 LD WEE
-FEBNRBEREBEZH SN -CERD S, FEEBEXZ
BFERICEY RO NAERPFBB &R - 2R L O
PEEERD B 5 B
5.2 FHEERFEE R, M FREE R R, KR A 5E
JEH D WVIZIRFGREEREREOBZFICIIERE LT &,

6. FiERUHE
FEETR N OB BUR B E O BRRRR I, #HE. KAIKEZZA<
MU TFY e LTIEBMgE N RET 5. ob, Fil, EIRIC
L OHEEEHT 2.
727Z2U. 1[E3mg. 1HomMgZ#@A 2\ &,

Z50, 2MOBEOMICIIADE L EHIHFOMET B I &,
(B¥55ER)

IH2EOFREICHEE T2 ENTE 20, 20K EDOMICIZD

R EBHIBHOMEEZBL 2 &,

7. BERUAZCEET 5FE
7.1 RANGEHRAERRICOAER L. FHICIIERLZWT &
7.2 FAHBEIC LD 2 BRVBD SNLWEEIX, ZOREIC
HLUTEMESZ LanIE, 2O BEEIF. BEED k.
HROREZHERT 2 &
7.3 A b Ty vBEIEAAGDE CTERT 2HEICIERD %L
ELLUTOMREHITTHRET S &,
CESIER SR ICEOR D 5 WITEEREZEINRET 254810
EQEE I
- RHAMR SRS 2 BN S T 555101328 2Lk
- RERIRSRICESR 2 BMNRES T 255101320 /- 2L

8. EERELRNER

8.1 DMEZRDEENZEDONZTVEEIIBLTYH, EERIE
BIBOTCENIHEET S EFH S, [9.1.1. 11.1.28H]

8.2 FHEED A VIIAFIRESICLVIREZIET LD HHD T,
ARG RO BE I EBFEOERSE G2 S BRI IR
HIER WL+ ERTH &,

8.3 RAIOHEHCCKRSOEAICH->TiZ. BEASPEYICHER
ATRE & EMAAHIMT L7 BFIT L TR 5 2 &

8.4 BEICAF 2T HEICIZ, FHAESOBEHET 25
ATV RAEIOFEFIC X O RBT 28O H 2BHNEAZFICD
WTHTOHAT AL, TLEACEMNBASPOEENHN
WX CIKEMDIEREMS LOBEZIEET S &,

8.5 KAIDTH S NN —IZRKRIL ST v 7 AZEHR, T LILF—
MIGEBITIENHHDOT, HEICEL, MzZ27>2 &,
Fo. BREZHDITVL. BESROONIHEEIIRELH
1L, BB EZITS &

8.6 KAIZEL MY Sy U REANCKD ., HENELLT LI LN
HHDT, EREOWEZZED VAT, [FEHOMERBZIC
L BTEFE] VOmEEEEER L., BS5E2DIET A4 L, E AN
BEITH> T & [11.1.450]

9. HEDERZHIZEEICAHT IR
.1 BHE - BIEESEDH3EE
9.1.1 EMETREBRDTIRENR DS 5 BE
BIZE IR &S 2 BE TIIAREIR, SOOE. OFiEZEzrE
CHEHEZENEMRERERP Lo DNL2BENFH S, (8.1,
11.1.2%8]
BB NVEREZREDE 2EELABIIROH 5 EE
- B O
- A0 L LD B
- BEIREROEREATF 269 2 8H
9.1.2 TADLAFRIEDEIERIIEREFDH 5 EE (RRFED
RRBDH 2 EE. REORMEZETIEZEAZEAHLTOL
3EES)
TADARRRIENFER LIz EOMEDNFH S, [10.2, 11.1.32]

O



9.1.3 RV 7 = RREFICBESEDEHEED H D EE
ARG ALK YT I RERZET 5720, XXBEE (KEO#
BIENP ST FT74I7F v —FT) PHOSONAAREMENDH S,
[11.1.1=8]

9.1.4 O bO—-ILETNTWVWEREIEESE
—@EOME EF P RKMEMERRO LRESH SN2 & OF|ED
Hb

9.1.5 RNMEFEZEDTIEEMDH 2 EE
INMEREDSH SDONEZBZNEDH 5.

9.2 BiaEEEE
AENIBEEZ N LTSNS0 T, BEELBHERERET
FMAEEN ERTEBENDH 5. [16.55F]

9.3 FFikaeEEEE

9.3.1 EERRITREEEEEE
BE LW &, AFNEEICHBCR#ESNSED T, BERAT
HWHEEEBRE CIIMTEEP LRI 2BTNDH 5. [2.631E]

9.3.2 [FigsEEERE (EELTREEESEEZRL)

FEE O MBERERE IR 2R OKS L& &, BERA
CHE L CIMPREN LR L,

9.5 1¥@

R SASIEIR L C WA ATREME D B 5 &0tz 1d. 1B LBz
MfEkEZ EE 2 EHEENZEEICOAEST BT &,

9.6 =ILIF
AREEESBI2EBRIIFRA LW EDPEET LW, FNEERIC
b NEEAHFARITT A EARDENTWVEY HEAT—%),

9.7 INE
NEFEZ R E UBRHBIIE/ L Than,
9.8 Sl

BVWIMTEELSEET 2B8ETNMDDH 5. KAIZEE LTFET
R#fshn, BECHSNED., SE CIIFRED 2 VLITE
HERESME R LTV A Z EAZ 0,

10. #BE{EA
KANZ, EELTMAO-ATHR# S NS, [16.4, 16.7. 1]
10.1 AR BHALBWI L)

A% BRARIER - BB T - ERET

¥ TILITY IV
INVITH I VER
eig - |AKH 7 =
{4V 7 ayr
Ly rFEY v
(Z)73V)

INIHY I VFHEE

& BLA
e RuI)LI¥
I URYVILVERIE
I)NIX MY U<
LA VEsE (T
IX KDY UF)
XFINITILITA b
Ve LA VEEE
(SIV% M)

[2.7%H8]

M BRI E R
MEhERSNEBE
NnNrdH 5.

KA EGRICTIL
I¥3IVHB0NIET
Y[ BN 20N
BHMA =BG 515
&, bLigzom
DHBEE. TNEFh
245 DL E o Rl %
HIFTHRET B &,

5-HTis/10% BAR(E
B3 & OFEIERIE NN
fERIC KD, HEIC
PR (IMEIGEER)
RIS 5,

5-HTis/10R BKE
VLI N TE Y
(V—3v7)
VNI VR
{LRKZREIE (LI
IV 7 )
VTR Sy R
BEBE (w74
LK)
FI NSy U
g (7~—2)
[2.7%8]

MR b7 O I
ErlEmaEnsBE
nNH»H 5.
A5 5% D
5-HTis/10% BAKNE
Byl FrBH R S 1
592548, 6L<
X ZDFEDHE L.
FNFN24BERILIA
G LnwT &,

PEHRICK DEEICE
FAaigmsd s,

[2.8. 16.4. 16.7.1
2]

(tiz) PEE L. I
rh I R - R AR T
HE (AUC) »#
mes28FnNDH%5
DT, MAOHZEHA
25D 5 0IEHE
Erp k2 BB LA O
BEICIIAFZBRE
LaWnwZ &,

E R ERREEIR - HEETER | #HFF - BBEET
MAOMEEA KA D KA BH MAOHEARNICELD

KA ORHPHE S
N KEIDOIER 1B
MESNDATREME P E
ZH5N%,

10.2 HEESR HRAICSERET S L)

HHIZE R - B | BF - ERET
BNt b= CFH o b VERE|TO M= OFHID
HY D A A PHESR (A%, H1g, BE, AHZEEL, O

TIVARFH I UV BER. FE RETT =V BELY BRE
LA Rt ., HFEHEE, |5, Ko TAAE
NaFtF UIER| TRE) Pd S b OFFHICKD., ak
KA HTENDH 5, —UERE®RT S
L b ViEEE TN EZ BNS,
15
taobkrk=r- L7
RL Y U HRDA
HPHEE
INFTTITUE
isee)
FaaFtF UiE
15
BREOMEZETNS | TAPABRKEESB|ERZ2OBELZE NS
% HH| ZAHIEDND S, AN D B,
[9.1.2. 11.1.3%]
1. BlfEA

ROBEWERDHODNBENHHDT, BEZTFIUT. BHE

PRDOOSNIHE
1.1 EXGEHER

I35 2T 20 EEYGLEZTO L.

N1 PFI4S5FY—vavd, PFT45FY— (LWFhb

19K3)
[9.1.3%:#]

11.1.2 EMMEOREEREIR (1%KR7)
AEIR. SOIEH B WD AIEZE & & TR T DR BRER Y
HobNBIENH B FARRERIC. K. MWEEERED
—BEOER GRECHEREBICRMEENH5) o osbh,
COEDWERPBRIMEDERICL 2 EBDNLHEICIE, KL
BoOBGeHIEL, BOENVEROFREZFANS 20 OM#Y)

BWEZTS T &,

[8.1. 9.1.1%H]

11.1.3 TANARFEE (BHEREA)

[9.1.2, 10.2&H]

1M.1.4 ZROEMBESICKZEE BEERH)

8.6
11.2 ZOOBNER
1%L) & 1% A3 ED $E EERBRED
N HIRE, BEZEOD
BRE F R
e PR RE
SEMR. RAIR. —
, BHEOME LA,
s EME. BE.
LA —HR
HbEE  |ED. B I RG2S
i 55O E, REFER. RIR BS.
Az —@HEOHEIET
HFE V., R, [IRE. YA N7
I BHEEE (S
TE R B, LUnG S
O BRI
JiF M RS
st W BIE RS, A0,
AL 5. i




19 L =V 1% 5 e NBRED

A (M. BB, 0o B, mEs?
WA WE BER . R, BRI,
SEOR AR A\ BT AL

. BERE.
HEE . H
HORSE)

Z DAt

%&@8\22)

FD) HBEEERA I 7T 0Fy PEMEMERA I 7T %
3OARKEE TOMKAEBIL N A I 7T FEIDHERE
REORERETHHOETHEE L.

F2) IS OERIZEFEF—BETH LD, ESITHLVWEED
HY. BEEELTHEHFREEDPH 5.

13. BERS

13.1 W&
AAIDOBERAEIIH2RETHD . D LB I0RH, H20IE
ER - BRI ARV EEEZE=Y -9 52 & [16.1.15H]

14. ERALEDER

14.1 FERIZMIFOER
BEICITHRANRMTOMAFASZE L (ERAEERET 2L,

14.2 EERZSHOER

14.2.1 RIHEHORVEEAR (375> F v MERE3mMgH
FEAR) ZHWAZ L,

14.2.2 71— b U v IRy 7 EHOERH Y — LB EHPNT W25
By FOVYUVIRMER LRV &,

14.2.3 KERNZHWEEATH A2, H—bU vy I8y I 5HD
HUABIE, B IERT S &,

14.2.4 FRBEAOEKA #E-> THERTAZ EORVWEDIFERT
BTk,

14.2.5 RANIE FEFHOAIMHER L. BEIRATRSIE LN &,
BIRAR S IC LD MEEEZ B I EEYH 2.

16. FAENRE

16.1 MoRE

16.1.1 BEOS
BERABEICA 377 %3 (MR, 7Y PVBAD) a1 377 0%y
PERE3mg (MR, F v MA]D) 2HVT3mge BRI TS LcRO
MEERAY MY Y BERTROEBD TH b, BMBMANIEYEHICH
ETHhHol. [13.1281]

16.7 EYIWEEER

16.7.1 MAO-AREEH| (EZORZR)
MAO-AMBZEAl (E7ERIR) 2FOFOKETHILICED. KAID
AUCIZHIL . 8fEHEN L HSEBEIIH] MEEE L BHEAT—%).
[2.8. 10.. 10.1%08]

16.7.2 ZDfthDZEH|
GHEWTEE (Y0 ST u—)), CalEiFE (T LF VDY) HBHNIETILI—
LEDHRZEEICB T, AT )T OEMBREICEIIRD Shiz
no7230 (HEAT—%).

17. BRERAGHE

17.1 B RURSHICE T 55

17.1.1 ERE NIEER
FIEEROBREREEZWRICA 37T+ METNE3Mg% H S S
L7BEDREIILUTDEB Y TH - 7z,

(1) SERGEE R OHEIEE CEHRER

MNRERS AL WIEE s
FEER 93.9% (31/33f1) 100% (33/33f3)
REFEIHE 93.9% (31/33f1) 100% (33/33/l)

ED) TEZ] SHESWGEFOE&
E2) BEPEREBOARF y MUE 2B T & 72 CEAAHIET U 7R

DEIE

(2) BEFHMIC K2 F v R R

7" -, E g NN 3 :
k% y AR B [RE B S FAE fﬁ:ﬁfﬁ?f:
WNRERE | THo7TTH?) FEWEWTTh?) LELEFH?
R (BIRY4 [EON (BIRY4 [E4R ARy
[ 97.0% 3.0% 93.9% 6.1% 93.9% 6.1%
i (32/331) | (1/33f1) | (31/3361) | (2/3341) | (31/33f) | (2/336)
100.0% 0 93.9% 6.1% 87.9% 12.1%
FRER | (33/330) G | /3R | oo | s
(3) SR R DRSS
BHED
NEERE | m BRI | BER0S | BERNS | BERO0S
S 30.3% 51.5% 75.8% 93.9%
’ (10/33431) (17/33431) (25/33431) (31/33431)
63.6% 78.8% 93.9%
BRI | u/sapl) | (6/330) | (31/330)
) [E) EHE S RO
FrEAs (n=33) BEFEEN (n=33)
§ 60 z% 60
z 2

HEBIERH (53) REMIFH (53)

H1 IEREEEORIFHHETR
BIERFBBEE L. 16.7% (11/66f]) Tdh o7 ERBIEAIZ. BRRE
T OV EEE4 . 5% (3/66M1) + Bt 718, DR OHRE3.0% (2/6661]) TdH - 720
17.1.2 ENERAREER

MMO_EEMHERBE 2 &0 375 VE3OERRFICB LT 2hRH
ENTbN, PORBHEN RS ENZ108BIOEKSKE (FEREE)
OMEIILTOEBYTHAH! Y,

F/o. FERLUOBREBEEZNRE LTI R0 ZHERRER
Bk, 41375 VE3OERAENRDENT VS,

(ng/mL)
80 —o— 7 > 7V (n=24)
ey ML (n=24)
1f. 60
L
i 40
20
o¢—T—F—7—T— 71 P V779
0 1 2 3 4 5 6 7 8 (hn)
5]
H1 BEMABMECSITZEOESHOMEFIY N T VEE
(FYE + i RE)
! nem| Cmax AUCo-s Tmax ti2
i H5R (ng/mL) |(ng - hr/mL) (hr) (hr)
7Y FVBAl 3mg | 56.9£11.6 | 52.2%5.6 | 0.23+0.06 | 1.78+0.27
Fv MUA | 3mg | 64.7£13.0 | 52.8+5.4 | 0.18+0.04 | 1.71£0.26
PIE HIREERZE 240
Cmax AUCo-s
BAETFHEOW (v FRIA/ 7 V7 ILELAD) 1.138 1.010
AT E D H D 0% 5 FE X 1.052-1.231 | 0.985-1.036
16.3 371
In vitroToOt MMAKERABERIZHZ4%TH > 72,
16.4 X3

KAHNZ. FICMAO-AICK O R#SNBHEEZS5NSY, [10.. 10.12]
16.5 HEtt

BEFEABMHIC AT MY 7% > 3mgx BEK TS L 7z B0 544248
F COREED RPHEMFRIIHI27%TH > 720

Tz, BERABEICA< N T vemgz TS LB OS5 %245
HE TCORBIMAZR ORI ORPHRRIL, REEK28%. 1>~ F—
IVEERR(RF937%. 1 > R—IVEEBR (A D 7L 7 0 VBRI & EK11% TdH >
729, [9.2%8]

F—=7 VBRI BT S ZEERHEGEERIC
NREBRSA P B 2GR
Fr e 82.5% (33/401) 78.9% (15/194)
it 85.3% (29/344) 73.3% (11/156)
F1) [H&EELEE] Db
*2) (A%
18. EFNFIE
18.1 {ERER

A MY TH U E5-HTIREE, $5125-HTise 5-HTioZBRIC/ER LT,
FETRFEAERE B IR L - BN OME Z IR S ¥ 5 Z &ICX D FEE
FrdETHLELLNZED D,

F7o. ZXMRRICIER LT, MHERS 2 5 DCGRP (calcitonin gene-
related peptide) % ERZEMESRTF FORBEIMHET S &b, FEEE
DIRIRICHFG LT WAHEEZBNDY,

18.2 5-HT'ZBAICK T S1ER

AEIZ, in vitroD L2 T % —NA ¥ F 4 ¥ TRERICB W T5-HTis.
S5-HTioZ BRI UGEIRNICE LB 2R L7225, 5-HT2 5-HTs%
hOZEMIKT L TEIE LA ERMEEZ RS 25 7?, £i2. in vitro
ICBWIS-HTIR AR ZH T A RERRAR I L CIEERFN 2L



MEEFA AR L. ZONHER SSHTIRBEEIEX F4 7€ ciifil s h 23) PRRRAFEEIE A ¢ EERE CERPR. 1993 5 27t 3593-3607
7o 5-HTow S-HT:RBRRLMOSEROBIIEICL > TR EA LR 24) Humphrey PPA, et al. : Br J Pharmacol. 1988 ; 94 : 1123-1132
BN ho72", 25) Connor HE, et al. : Eur J Pharmacol. 1989 ; 161 : 91-94
18.3 SIEHHMEIC T B1ER . .
In vitrol BT, A XRTE FORBMESIR, € w24 IRRAROMUBOER
BR. b MEITEBIIR, b ARBIRE O N ELRERA OBk E W K AR
B (IpM~100uM) IZHUES #7179, 26 DI, S-HTimn% gy
BIEOBRIERETH 5COR55620 2 & 0 BRIEDS 55 HTIZ A . , ,
AT 47 UL CIBlE NS (n vitro) 99, —F. A BB TR0 0 T RRA RO AR
BRI £ ORBMEIH LCRIZEACHERERS 5D 7 (in FAX: 0120-561-047 (24RHZZAS)
vitro) . b MEHEBIIRICN L Tid. TXAZEMZETH 5U-4661900. 1 26. BhSIRESREE

SMIZH L TRAKIN0BROFHOIEIER 27 Lz (n vitro) ¥, 26.1 BHEIREST
18.4 MEXEMDIMERICH T B1EMA 5549 = S54° O
SUJAZRIS4Y
JREEL 721 XU RS (0.01~1mg/kg) 95 &, ME. DAKICIEIE BEREEXRR 1 —8— | Ll
EACEREERIZSTIC, ARKRENZEDIROERTO LAFRD SN http://jp.gsk.com

7219, BARMES (0.1~1000ug/kg) 12 & - T [FIAE 2 FHBDIR M KT
OERAPRD SNTH. KEIR. THAR. SEIR. EBRESRS ML
T BEAEERZRESZVWA RLTADTLTH-72", F/-.
BIRMEES EFZER L. SSHT R A ERBRE R SNz, FAfE0FRE
B FATHELNTVSEY,
18.5 Mu{EERICXI T B1EM

FiRsER OB E I23mg X idbmg % N5 5 &, BWRERDH
#=EMR LT, NHEBENIR & FhRANEIIR O I R B A BAR RIS 5
ZEPRESNTVLS WEAT—%) 2,

19. BN CET BIBLENAR
—fREBHR : A~ Y 7y > anZEE (Sumatriptan Succinate)
{t % 4 :3-[2-(Dimethylamino)ethyl]-V-methylindole-5-
methanesulfonamide monosuccinate
7 7 CluHaN3O:S - CsHsOx
3 F & :413.49

{bzefgst
Io) « 7 0 HO:C
HsC ~ /5 / °
H CO:H

HsC

o R EE~HEABONKRTH 5. K. IAFILALFFY R
FARNLLAT I RICBEFRT . XY —LIZBEFIC<L, T
%) =)L (99.5) 12O THETIZK L. YIF LI =TI
IFEAEB TR,
Al = K166
SEAEH (logP) : -0.86 (pH7.41, 1-+ 2% ) —)L /K%R)
1.04 (pHI10.7. 1=+ 2% ) =) /7KR)

20. BURVLEDER
AENIREFE VDOV T W AE72D. BHRIPEEILICHE L, Z2khHE
THERERITH L,

22. 8%
0.5mL [1¥) 2] x2

23. FEEk
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