2023412 H EET (FE 10

B Kk SRR
HxhEAR : 34

F AR B EE/5-HT 5/ 102 A EENE

A AR ) R
87216

VIVLE MUY U ORERNERIERE
VIL=I')7°Y 20D 2.5ngi7x

Zolmitriptan OD Tablets [AMEL]

e
i
B - BRSO VT &

KT
Wi5e i

22700AMX00551
2015476/

2. B2 (kOBHEICEIBELEVIE)

2.1 REORSN R US#UE O BEREREO & 5 B

2.2 UHESE QRO H 5 . Bk OB ZE D
FEIR - MMEO D 2 B BESLGE (BERER) ob
LHEE IREIR, PolE, OikigE % &4 EE 2 Rk
DEBREIRD S 5 b D 2 D 5 ,]

2.3 I B e — @ PN R P E S E O B E D H 5 BE
[0 00025 s 2 %o — B PRI R LR SR DS H b B & L 98
H5o]

2.4 KMIMERELHT L EE DERT EL S5 ik
WEZSNDB]

2.5 gy ba— LENTVWZEWSIMTEREDEE [—@4o
MEEFRZFIEBIITIEH5H,]

26 TVITH IV, T)VTY I VFHEREREA, HDHW
13> 5-HT1s/1p = BARERSE 2 3 5-F 0 BH [10.1 =
&)

2.7 /7 3 VEALEERIAER (MAO MHEHR]) 25,
HHWIZFEG I 2 BB DO EE[10.1, 16.7.1 =
]

*%
=

3. fHm% - IR
3.1 f8R%
W7e % VI MY T OD$E25mg [7 AV
R4 |LEER, YV M) Ty 2 2bmg AT Ao
D-~ry=bh—, fimttro—2x, JuAKRKE KN
TFE |y, Rz gu—2, FEL ATFTY VB TR
A
3.2 BE DMK
gﬁ: |
Witk | AR 6| Am-kzsg | B
Hpe —
VUV MY T R KW
¥ v OD & ZMT
EAE %) 65mm
L
25mg [ 7 AV ] ffn | c % 24mm /0D25
B % 100mg

4. HEERIIHR
RER&E

5. EERIIHHRICENET 3=

5.1 AHNL, EBRERFESICL D FEBSHEE XY, [H
DI AV (RO 5 FEE ] & Bl
EENTGEICORMIMAT A Lo BHICRkD XD R BEE,
2 BT 1A 0 i 11 B S R At o> JEUER VS & % B o0 T HE

P2 B DT, REFGENZMZ., B8, Wi E 451047
W, BHEOFERZHEL T o552 LD,

1.1 SFCTICHEREZMDPMEE L2 LDl

1.2 B L 2 E N2 Lidd 2 A5, FEEiIclE & o
B FEIR R & X7 o 72 0E L O EER 0 & % B

5.2 FEVER BREEVER BE . IRSEVER BREEVE R TR L T
VI & & VISR R B O B I3RS L v S k.

5.
5.

6. BERUAE

FHEL. RAIIEYVI M) Sy e LT 1 E2.5mg % FriE

OSSP ISR O% ST 4,

B REPART A, B GE T 528 NTE

05, BRI OPG26 2L EHITHZ L,

F72. 2.5mg OFEHG THEPAT5TH - 728561213,

R B SEHE 0 S Smg 2 RIS §T5 2 LN TE D,

72720, 1 Ho#k5E% 10mg LINE T4 2 &,
RERVHEEICEET 5352

1 RENIH BEFE OB FEHBFICBR D I L, PRI L

Wk,

7.2 REFEGIZ LD & RREPRO SN W& IE, Z 0%
R L CBEIES 2 L nZ & 20X ) Ripaid, i
Ol HROKKNAEHRET LI L,

7.3 EEFHEEREERZ TIZ] HOBKZSE% dmg DN & §
L CMEEICHST A8, [9.3.1. 16.6.1 BIE]

.4 CYP1A2 FHEH & pEH 3 2813 RH O 1 HoORKES =
% Smg N & 5 7% SEFEICHRG$T5 2 &, [10.2 ZE]

. BEEREXRNEER

A DM ROEENZD SN WVEFIZBWT L, BELRL
PEEPBOTCEFNICHET LI ENH DL, DL s
D BOHS 2 Ik L, BYRLEETT) 2 &,

2 BRI EEL M) T Y CREFNC LY BEEEALT A &
N HDOT, BEEOUELR RO R WEEIZIZ, [FHH M
WL XA VOWRELEEE L., &S5 2 hilkd 542 L,
B MLEZ AT 2 &, [11.1.4 BHE]

B RIHEDH A VIEARAZGICLVIRAEZ BT END LD
T RFIFG-H o BE 2T BB O @S Gk x5 i
fEICHER SE VWL ) TEET L 2 &

7.
7.

7

co

9. BENERZHITHBREICHATIERE
9.1 BHHE - MEEZEDH 3 8F

A1 BRI OCRBOFEEMD H 2 B

BIZAE, DUF D X ) B TIEAEIR, SolE, Oiisgs
GUEE L RINYE R BRIERY D S5 b BENDDH 5,
[11.1.2 M)
SRR R SO L HELRANEIRO D L BEE

- RO

<40 L E o B

- BEIREEOERRT AT 5 BE

A2 9FIT «IN—=%2 VU2 - KT A MERE (WPW EE
¥ IO OREIGER EBEL -REROH 2 BE
[11.1.3 =]

1.3 BIMEREEOREEM D& 2 BE

IR FEENS S5 bNLBENDEDH L,

1.4 TAPAHDIVIIEEZREZ LPTORENRAEERD
HHEE
TADPABEREDRB L L OWEDSH b, [11.1.5 1]
A5 arrO-LEhTWaEEESRE

— @O M _EFR R M E IO LA 250 BE T
LN DMEDD Do

9.3 FipEE=RE

9.3.1 hEERIIEETHEEEERE

M EES FRS 2 B2N0A 55, [7.3. 16.6.1 1]



9.5 1%

TE0 AR L T B0 REMED & A 2 1E, iR E OB R
MWAsfakttE B LMW E NG EICORFZEGTHZ L,
9.6 RILF

G LEOREMER LR EOG L% ZIE L Bk
MATHIEE R A & BER (5 v ) TRIORS#%
AT ANOBITRRO 5N T\ 5,
9.7 hNR%

INBEEZTR E L2 IR L L 72K
BRI LT ey,

10. HEEA

ARANE, FI CYPIAZ TIHHEMAB I ACH S, ARlE )
73 UEELEEE (MAO) TARIEEMASICRB SN S,
[16.4 =]
10.1 BEAZE (BFALAVC L)

10.2 HiAEE BAICEETS L)

HH L BRAEIR - F5E A W - ekl
CYP1A2 FHEH ARFN R OVIE VAR | A ) oo 32 AR 3
VAFT U, W o E kA ETH D CYPIAZ

TIVERFH I
~ LA V.
¥ /0y RHHE
# (> 7oroFx
IV ERRIESE)
sz

(7.4 ]

(tre) 2SEEE L. I
P — R [ AR T
THifE (AUC) 2B
T 5,

ZHET D720, F
MRS 50
REMEAZE A BN b

S

FRARREIR - 1B 7

W - fabrE T

INITH IV
INVITY IV
AR - HEK S T
A v -AV7u
<) a2 S <) |
() T3IV)

INVITY I VikE

e )

e RFuoz)Ia
73U AV
W ervay
DN

INVITA MY ¥
<~ LA UE (=
)1 Z00= I S ) B
F).

A F )T TR
rY) UL A
i (A 57V
>)

[2.6 =]

M+ o F& ik
BRI S MBS
LBENDD D,
KA PG ZI2T )V
ITYIvH BN
INVITY I EHE
K& A A % P 5
T55A, LI
FOMDYGEIL, &
L2 24 BRI LLA
G Lanwz k,

5-HTie/p &6
B3k & oo P A AT
IERIC X Y, A
VAR (A U 1E
M) ZHEmSe5,

EIRPW LT =
FRHLY 3A & FHEF
TIIVERFH I
<~ LA UERE.

AR IE S AV
e R 5

taobr=r- -7
FLFD YEILY

o b= R
R4z, fElE, B,
BENR. FEE. DUHTT
. R R E R
THISE) HdH bbb
LTENBH Do

o s = O
NAAREHEL., &
o= VREE b
A s 4 %5, 5
HTis/1p X HAENEE)
FLEOPHIZLD,
o b= AAEHD
V583 % 0 BETE A

A B PH ]
INVFTT TV
TEERIE .
FTauaFtkF v
e

EAbN5,

5-HT1e/1p 2 41E
FIE S
A< M) TH v
INTPRIE (£ 3
750,
L hNY)TE
SUAbKREERE (L
AR S SN
VRN Ty
GRERE (w7
URIZBN
F+I7 N TE
Wk (7 ~—
V)
[2.6 ZHE]

M o -7 i
B AE TR S
LbBENDTED L,
E N Es N I N (Y7
5-HTisnp &K
A5 5Y
A b LIZZED
DEHEE. TNEN
24 FE DL $ 5-
LZawnZ b,

BERIC X W AHE IS
TERZHmEE 5,

MAO FH5E5#]
[2.7. 16.7.1 =%
fii]

A H) T O VAR
ORI S
(t2) HMER L. 1ML
PO BE - IRF [ Bl AR T
HifE (AUC) M
TLEBENDLED D
DT, MAO BHEH
ARG Yd v
¥k 2 E R L
WD EE AR
G LanwIE,

A T MAO BH & #l
12 &0 ARH oA
AEE S, AH D
TER 3B S %
EMESEZ LN
Z)O

11. ElfEA
KROBWERDSH S b b ENHBHDT, BEEL 451247
WV BE DI SN2 1S R vl A e B 2 Al
BEITH) 2 &,

1.1 EXEEIEA

NAA TF745%>—av 9, 7F745%9— (0§
L BHEAR)

11.1.2 RER, OEDH 2 WIS OBHIEEEZ SOEMM OKRER

BAER CEHEAR)
RFNFe G- Bde. Pt EEE o —@ o fER (5R1E CE
WEBEERIC RS EDH ) B bbb I e ndh b, 2D L
I RIEIRDS BRI R BIC L B L b A Ga 12, DB
52k L, B R B OE I AR5 720 O] 2 i
TEx1TH) 2 &5 [9.1.1, 11.2 =]

11.1.3 $BHR (WPW FEREICH T D) CHEAH)

WPW SEETE D MBI FYREIR T B 5 EEE 20 BEESEIRAS, AN
PG L7: WPW BB OME O H 5 BFE THRO LN T W
%6 [9.1.2 2]

11.1.4 EZFOFERALIC K28R (EEARFH)
[8.2 ZMR]

11.1.5 TADPABREE GEELRH)
[9.1.4 ]

11.2 ZOOEER

0.1%BLLES% | o Jopsits | s
S
U AR, 5
B VI 5 0 8
Sl
T BT R
Y |
s D (3
. W,
f s )
e Eo. LT T P
B e g
IR, 5o,
" ; FERGE A5
L= eNoe:
3. T
W WIR SRR
- BT ) Pt




0.1%8L 1 5%

it 0. 1% A BN

HEJJIE . B,
HERKED |
JURk 2 K
5 ED | Eh
D BRI

W57

Z oAt

. FEBHUE KRR £ COENRRRER (F@ge) RO
fEHRAERAE (@i L O RM $8) ofstE Bl L7z,

ED M TRUIERZ 2T 5 2 0 H 5o

£2) IS DERIGEFE—BIETH B0, LS L WY
GEHH Y JOE, HEESE SO I EEHTB 2 50
RETEA D 5o F72. JAIEE. AN, BIEIfE.
A, FEESE T E . [11.1.2 S

13. BERSE

13.1 fER

HVEC, fEERE A AH] 50mg B ARG L2 B, 1
(EIR - HEJJHE) HSRED S 72,
13.2 &

AHOWHRARINTH SRR TH Y . D7 < &b 15 K,
BB VIIEIR - BRI T AR EHEEE=F -5 52

tO

14. BAELOEE

14.1 EJZMFEFOEE

14.1.1 PTP W2 0#HHIL PTP ¥ — FH 50 I L CTIRA &
HEHIBES A L, PTP U — FORKIZK Y, AV
EASELE R A A L, I3 S LR 550
WERAWEEET LI DD D,

14.1.2 AHNITE O FIZoR TR 2R S8 5 & e 57
O, K LCIRHTETH 5, /2. KTIRHIT A2 EH T
g Z)O

16. ZE4ERE
16.1 MAERE
16.1.1 £HFHIREEHER
VIV M) 0D$E2.5mg [T AN] £ —3 v F RM
$E2.5mg &, ZUAF—N—{FEIZX D ENRENLEE (N
I MY TY 2 E LT 2. 5mg) EREBRAS TR LIRS
0 CHEAHL MR 3G L CImAE R R R 2 e L 15
SN EYENEE/ ST A — % (AUC, Cmax) (22T 90%1E
HEIX W TR 21T o 7245 92 log (0.80) ~log (1.25)
DHEHPFHNTH Y . WHI O LY FE SR S22,

HEWIE/ ST X =5 (EWAREEE, K% L)

HIEINT A= % BEINT A =%
AUC (0—12 Cmax Tmax Tz
(ng - hr/mL)| (ng/mL) (hr) (hr)
VI |
7} -~ 0D 19.91+£7.74 | 3.71+1.33 | 2.65+1.41 | 3.01+0.64
$t 2.5mg
[7 Av]
V—=3Iv7
RM $¢ 19.79+6.70 | 3.80+1.27 | 2.35+1.33 | 2.84+0.51
2.5mg
(Mean+S.D., n = 20)
(ng/mL)
6 -
—eo— /)3 N T & 2 ODEE2. Smgl 7 AV )
1 ---0--- /' — 3 v /RM#$i2. 5ng
4 Mean=+S. D., n=20
it
o4
FS
E
it
ko2t
I
4
0 [’ 11 ) I - 1 1 1 1 “‘
0 2 4 6 8 10 12 (Kgfe)
e 5145

IMEEH RZACRIREE (EWERRSEE, K2 L)

HWERE/ ST X — 5 (EWFRRSEE, KH D)

HE8T A =5 BHEINT A—F
AUC (0-12) Cmax Tmax T2
(ng - hr/mL)| (ng/mL) (hr) (hr)
VI
777 OD g 514500 | 4.46%1.35 | 1.93+1.43 | 2.84%0.87
$t 2.5mg
[7 2]
V=3v7
RM §i 20.80*£6.27 | 4.21+1.30 | 1.73+1.14 | 2.78+0.68
2.5mg
(Mean*S.D., n = 20)
(ng/mL)
6 -
—eo— /)3 MU T & 2 ODEE2. 5mgl 7 AV )
i ---0--- /' — 3 v 7 RM#§E2. 5mg
Mean=+S.D., n=20
3
hoat
N
2732
|
# 2 H
# ]
rg Iv
Y S . , ; :
0 2 4 6 8 10 12 (R§ R
G- R

Mg RZE LR (RS, KH D)
MAEFREEIE NN AUC, Cmax ED/8F A — %1%, #E
OFEIR, R OPRIUAI L - FE ORI L > T2 2
RN D B o

16.4 X3
AAENTFIFNET CYPIAZ ROV A B /7 2 VR LEE R
(MAO) 12X DR SRR R OFEF RIS 1L 59, E4E
WL N-IE A F IR, N-FRAbfk, 1 > F— VEEREfE (4
HR RSO ERBY) O 3HTH LY HEATOT—5),
[10. E]

16.6 FHENEREHIT H8E

16.6.1 FFiaepE=EmE
VIV MY T H 2 10mg & HERE LR G- L7z & & AL
T, hEEFRRERE S B E TIREILE D AUC RO
Cmax 258 4 94% K N 50% Hhn L. EE IR E R E T
X% 4 226% B N A7 % AN L 720 N-Jii A T VR IZD W T
1, HEE AT BERE S E T3 AUC K 0 Cmax 234 4 33%
TN 44% ., TSR S B R TIE4 4 82% J U8 90% KT
[/7):0
REARD iz AT, PEFIEEEERET
57%- T EEFFARREE S T 15T % IEE U720 N-Jix F L1k
Dt WFEEHE AT RS AR R R T 32% ., &
JEITFHE R E BB T ITBIERE L 72D (MEATOT—%),
[7.3. 9.3.1 ZHE]

16.7 EMEEIER

16.7.1 E/OXI K
L (126)) OBEHFEACBWT, VIV )Ty LR
TN R (AT MAO FHER  AFRRAFE) M L2k
&, KD AUC K OF Cmax 75% % 26% 2 08 23%. N-
Jii 2 F Lk AUC K UF Cmax A% 4 213% J OF 154 % 140
L7289 (BHEATOT— %), [2.7. 10.1 &&]

18. ZFExhEIE

18.1 1EFRHFF

18.1.1 5-HTie/10 B2RMEKICK§ 23 F014
VI MY TE i, b b 5-HTis U8 5-HT o AT
LCEWHAMEEZRT? N-ixF ki, Vv b)) 7%
YD 2~7.9 10 5-HT o ZHEBAEE RTY,
VIV MY T R e MRS Lo & N-Jii 2
FVARD IR I RELEROK 5 TH D . N AT
VAR D FERUGER RICHF G L Twhb e Ebh s,

18.1.2 EEENME (EICEFHRYSE) DOINEER
JFREET A I OBHBENBIFFIRY G OIME 2 > 77 5 v A %
RO HEREWIKTY S22 (Vv M) 77 U HE
10~1000 u g/kg, iv TH X% 60~92%DIET) 9,



18.1.3 MMEEEMEFTE T F NEREME], 3% S SR mE 26. RERTEEF

BRI T % 712 B0 C = MR B SIS £ 0 % S hi 26.1 BUEERETT
BRI TF R (IVY M= U E P T F R t*ni%]:%ﬁft%*I
(CGRP). M VEBIE M~ 7F 1 (VIP)) el % 4 5 IR ED 2B S -5 -4

(ZHIHI L 7210,

F720 MEETEVE Y MIBWT, =AM~ B LM

WX SN mEEARHICH LT VI M) T

10ug/kg, v EOHETHEEZRIEIVET %R L7210,
18.1.4 hiRaiZEEIDINH

I ORI R IR A 2 A L BRIRNTE S I X -

TUHEANCRET D2 ENTE D (in vitros ex vivo) 2,

F 720 REET A I ~OEIRNES (30,1004 g/kg) 2L -

T FRRERIF OB & 248 Mo EN 2L A

BAZHIHI L 729,

19. B3Ik (CEE Y 2 LZHHER
—fi &
VIV M) 7%~ (Zolmitriptan)
1tZ4#
(S) -4- ( {3- [2- (Dimethylamino) ethyl] -1A-indol-5-
vl methyl) -2-oxazolidinone
FFR
Ci6H21N302
SFE
287.36
MR
HOREEORETH 5,
AL = )IZET R L BRI FOVIZETIC < <L KIS
OTEITIZL Vv,
Al 136~140C
BER

A K

H
0" “NH CHs
\—ﬁK/CI/\%—/N
H A CHs

20. RV EDEE
P& 3R 2 #E T TREFET 5 2 &o

22. Ak
124 (68 (PTP) x2. EBEAIAY]

23. EEWk

1) International Headache Society : Cephalalgia. 2018 : 38
(1) :1-211

2) FLPER - AW SRR [OD $& 2.5mg]

3) A (=3 v 78k, 20014E 6 H 20 HAKRE. HiFEE
WEEE ~.2.3)

4) Seaber, E. et al. : Br. J. Clin. Pharmacol. 1997 : 43 :
579-587

5) Dixon, R. et al. :J. Clin. Pharmacol. 1998; 38 : 694-701

6) Rolan, P. : Cephalalgia. 1997 : 17 (Suppl. 18) : 21-27

7) Martin, G. R. et al. : Br. J. Pharmacol. 1997 ; 121 :
157-164

8) 183C91 (il o=HAEHEIE (V—3 v 7§
2001 4 6 H 20 AR, HiFEEEEE 4.1.3.2)

9) MacLennan, S. J. et al. : Eur. J. Pharmacol. 1998 :
361 : 191-197

10) Goadsby, P. J. et al. : Headache. 1994 ; 34 : 394-399

11) FREETY EIVE v MBI S RIS 2 Fl 3
LUER (=3 v 788 2001 £ 6 H 20 HA&GEL, HiEE
RS A.1.2.4)

12) Goadsby, P. J. et al. : Cephalalgia. 1997 ; 17 : 153-158

13) Goadsbhy, P. J. et al. : Pain. 1996 : 67 : 355-359

24. XHFEKRERVHVEDESE
AN MR BHVWEDEEN
T 530-0005 K ATILIX H1 2 5 3-2-4
(X&) 0120-041-189
FAX 06-6121-2858

-4 - VL3 R T 2ODSE 1



