20237 8 Al (85 1 hR)

BE - BIRRE
BN © 35

BAREE AN EES

87449
RS H7ebitn
#E5mg 22000AMX01146000 20084 7 A
#£10mg 22000AMX01145000 20085 7 A

R IERH S A
BxxRs LINAF VEE

INAFV§E5mg [CH]

INRAF§E10mg [CH]

Ebastine Tablets

2. £B (ROFBEICIFRS LBV L)
ARAND B0 LIRBUE DBHERED & 5 &

3. #HAE - MK
3.1 $HR%
fR7E 4 INRF U§ESmg [CHI | T/NAF V§El0mg [CHI

e 18 18
BB | B 1527y smg | BE IA2FY 10mg

WATNT 77— LT T, ERELO—-Z, e RoF
A y7u¥lltiu—R, JuZAKRE Ry, RF7Y VB
7Ny

IR YT A, B FaXO—
<27 ad—)L6000, HILFNary

A AT BIEF S >

3.2 ERFIDMEIR

9.5 Fi®
R USIERE LT W A ATREME D & 5 &t 1213, AE EOB R
MEEZ B EHEENZEEICOAEET H T &,

9.6 AT
BB LEOBERE R ORBAREDOEREZZE L. BALOMKEE
WEHIEEMRET A2 L. BIYER (v N THITHFAOBIT
PHESN TV S,

9.7 N
INRERNRE Lz BRABRIIER L Tk,

9.8 EEE
BEOREZTDICBEE LGN 6595 &, —RICAIEE
BESETRLTWA, [7. 2]

10. #HE{ER
AENE. T& LU TRBIBEZECYP22R U CYPIA4TREI SN S,
[16.4.3 28]

10.2 HAEFR (HAICEETZ L)

[ INAF 4E5mg [CH] | TAZF §E10mg [CHI
_ . |FHEEADDOF Y Ly
R R
7 T4 VT
51 5= |(w(1]jo)—=
[EXES 6.1lmm -
BE - 10.2mm
KEE FEE - 5.1lmm
Es 3.lmm 3.7mm
£ 90mg 180mg
WHla— KR ch183 ch184
4. FHEEXIFZHSR
O=ME

O - KER. FE. RKEEEE
O7LIvF—EaR

6. RIERURE
EE. RAICIE, INRF &L TLES5~10mg% 1 HIEFO
B59 %,
mB. Fp - ERICK D EEERT 5.

. BERUHAZCEEYT 5FR
mEE T IHIESMmg» 5 HRE T 24 EERTHI L, (9.8
28]

8. EERBEARNIES

GhRELLE)

8.1 RRZMIT I ENVHHDT, RARSGTOEBEICIIEHED
EE L SEREE S BBOBEICERSES 2 &

(ZLILF—HE8RK)

8.2 ZEMEOBE KRS T 2B, HREHZEX T, TOE
R O 5 2R L. IFRFHR TRI THRITSZEAEZ LU,

9. HEDERZHET HEBEICAHT IR

9.1 GHHE - BIMEEEZEDH 2 EE

9.1.1 REIZAT 04 MEZEZRII TV EE
KEREGICED 2T 0 FOREZIPSHEI. +oaEH
TTHhrITH T L,

9.3 FikeElE=2E

9.3.1 FFREEIREXRZZ DEMEEDNDH 5 FE
HREREPH S DNE2BENDTH S,

HRAE HRARAEIR - B R W - fabERF

T RUuvA Yy | RKEIORBEWHAVNZF D HLNZAF > ORE

[16.7.1 28] MEEFRESK2BZIC EAT S | PMflsh s &EE X
ZEPHESNTWA, 5B,

A rFary—n | REORBHHVNZF > O
MmigREEN LR T2 &0
HESINTND,

V77T Yy AR ORBEIH VNZAF DS LINAF ¥ O H
MiEFEESETT A EB|DBRESND EE X
HESNTWD, 5Nb,

1. BlfeR
WOBWERNH 6 bNBZERHAHDT. BEEZ+HTITITV,
BREDPREDOSNLBEIIREZ2FILT 5 7% @Y 2 0E % 1T
5 &,

1.1 EXZEIER

M.1.1 Y3avd, 7FI745FY— (WITNLEEERE)
MEEN, PEIRREE, IRIERES OERPRD 5 NIZEEITE.
BE5xHIEL, BYLLEBZITY &,

11.1.2 FHEREIEE. BB (I NLHEEREH)
AST. ALT. LDH. y-GTP. ALP, YU LY D FFR%E%E (¢
S FFHEERRE, BESD S DNEIENDH 5,

1.2 Z0DEIER

19%LIE| 0.1~1%Kim | 0.1%HKE AN
IBBRE KiZ, FHE. CA
Rz
TERE ElEd ME_E&F
BrEe R K. B . O | RER
B W, LUHUER
kR 8 |8 8 A kB TR B4R (IES - TR, B9
8 - NS
FrF HE AST. ALT. LDH.
v-GTP. ALP, ¥
UYLEYDER
IR PHRMEE. SR
Z Dt iRl ETH IFEEEIEZ . (AE
Wi, BREE.
BE. RERHE.
BUN®_E5. FRAE




12. EBFREEBRICKRIFTRE
KENET7 VLT Y ERRISZMH T 2720, 7TUVLE Y ERK
ST E2ERT AL, BEIZES LW &,

14. BRLOER

14.1 FERIAHOER
PTPAEDEAIPTPY — b A SE O H L CTIRAT % & 515
FTH5Z Lo PTPY— bOBHIC KD B SH AT REREA
FIAL, BICEEL 2B L THRRAAFOEE 2 & HHE % it
RTH LD DB,

16. ZFWENRE

16.1 MANRE

16.1.1 BERS
INAF VI3, BO®REGER, PEEEZRZEZT, ZEA
EWHUNAF VIR SN S, BEBRAICINRT V8 (&
WHE) Smg (5F1). 10, 20®. 40mg™ (£6fl) % ZEAgmE]EiE
O 5%, REMMETH 5 TNZAF VId. 40mg® %5 1R 1%
IZOHdng/mLAMEH S n7zYs
¥) AAOERS 7z HER AR5~ 10mgTH 5.

16.1.2 E£ZHIEF4EAER

(INZRF$Edmg [CHI)
INAF V$E5mg [CH] & TNAFI)VEESmgZ. 7 a0 A% —
N=EICE D ENZN2AUE (TNZAF > &L TI0mg) BEFERA
BICZEER AR O S L SRS EREY (AL AT
V) BEEBEL. BoniEMEBE/ST X —% (AUC,
Cmax) 122 T0%EMXENIEIC THREHRIT 21T > 72 FE R
log (0.80) ~log (1.25) OHEEHNTH . MAIDLENERIFE
FHAHERE NI,

(ng,/mL)

200
o —e— IT)NAF V$E10mg [CHJ
#E 150 —0— I)NATI)LEELOmg
jj Mean+ S.D.,, n=16
i
A 100
A
%
>
i 50
=4
0 L L L L L J
0 12 24 36 48 60 7
54 O (hr)
HEINT A —% BEISTA—4
AUCo-7 Cmax Tmax t12
(ng - hr/mL) | (ng/mL) (hr) (hr)
rlc’k‘lf%’ﬁlomg 2732.2+804.0| 108.035.5 | 5.9+0.6 | 18.3%3.0
TN A7 LEE10mg |2957.5£809.7| 118.0£34.6 | 5.840.8 | 18.1£2.5

(Mean+S.D., n=16)

MEEPEEL ICAUC, CmaxZn/85 X —7 1%, HEBEDRE
R AREOREEIS - RO REBEMIC & > TRL 5 AHE
WH %

16.2 ORUX

16.2.1 DRUNZR
$990% (Tv ) @

16.3 9310

16.3.1 M - MBEFORESE
INZAF > 199.9%LIE (in vitro. & MLE. FE#ERE) ¢

(ng/mL)
e HUNAF Y 1 97.4~97.7% (in vitro. & FEE. IRSLSMEEE) O
—e— I)NAF VE5mg [CH] 16.4 1A .
n o 16.4.1 ERHHEY
EE 150 L —0— INATIVEESmg HUNRFY (EHEHD)
+ =
2 Means 5.0 n =13 16.4.2 {RE2E8
JN 100 t INAF Vidtert-7F VEOBRRBILTHIVRVBETH S
A AUNZF VICRBEIE N, E5610, 7 1 LEOAIO KL
2 sl EFNITREL MDA M F b, BREHN-BE7 L ¥k, T—
2 FLEEOYMR A EST 52 EARDHNTHEY SHE
0 ‘ ‘ ‘ ‘ ‘ . ATF—=%),
0 12 24 36 48 60 72 16.4.3 1’c5§§ﬁ¥§ . )
$ 545 SRS (hr) HUNZF o AORBITIZFE L TCYP2]2. CYP3A4D, &
P REACEOBEALEIN-B 7 L F LALICIZCYP3A4AEE §
HTEIST A—4 BEINT A —4 297 [10. B8]
AUCo-72 Cmax Tmax ti2 5
16.5 HEt
(ng - hr/mL) | (ng/mL) (hr) (hr) N
E T A R ' ' (BEHA. |EEORS)
. 2808.5+£880.9| 106.9439.8 | 5.8+0.7 | 18.9£2.2 REE SRR EREE (REECHT5%)
TINAT)LEESmg [2983.7+977.7| 122.3+53.6 | 5.8+0.7 [18.1+2.5 (mg) (h) INZF HUNRF >
(Mean+S.D., n=13) > 0~72 0.1 1.7
10 0~72 0.0 1.8

MEFFBELCICAUC, CmaxE o /8T X —# %, #EEE R
W AR ORRENEIE - RO RERSMFIC & > TRZ 5 AR
BH5o

(INAFVE10mg [CHI
INAF V$E10mg [CH] & TNAF LEEIOmgE. 7 0 A
F=N—FEICE D ENENIEE (ZNAF &L TI0mg) R
N BFICEER B ER O S USRS ERHEY (h LA
AFV) BEEZUEL. BonEMEE/ T 2 —% (AUC,
Cmax) 122\ T90%(5 8K B IS THBHRIT 24T - 7o /558
log (0.80) ~log (1.25) O&EMNTH V. WA DENFHE
EHENSHERR SN,

F7-. INAF Y (methoxy-“C) 10mg# |EREO#S%. K
SRR 2R E TCORPICHEGEDO63%. 48K & TOHEEH
ICHEERD16% RS NS (HEAT—5).
16.7 EYIEEER
16.7.1 TLRORAY Y
(R ASHIIC TN ZAF >~ 10mg# 1 H1EI4HMKRERO®RS .,
BHEH XV TY Zu~v4 3 1,200mg/HAEMRABORS) ¥
[10.2 8]

HUNAF
HIEH Cmax Tmax ti2 AUCo~24
(ng/mL) (h) (h) (ng - h/mL)
HERTHE
(B S A ) 244+15 5+1 17.2£0.4| 4,092+181
REx148HE
(BHRBSREH) 514+27 5+1 21.6%£0.9| 9,492+581

FAE TR HERE

17. BRPRAHE

17.1 BEERUREECET BB

17.1.1 EIRNERFREER
INZF U (EiESE) o _EEHEEEE 1 RO—RER
REED BT AEMEIC OV T OAEHRICH T S FHlRE
BIEUIB3ABITH D . NS DEEREHEIZIIRDEBY TH B,



NRER ER
75% (277/369)

71% (188/264)

B CAME
B2 - HE%. . KET O EE
T UILF—RK

FEMET LILF— A

A FTEEE

18. EFNEIE

18.1 {ERRKERE
INAFYOT LILF—KIBICxtd 2%IER X EREYT
HENVNZAF L DFEMEO 25 I VHIZEAIETEA
PEMEET D, o, BEETERY I VBEBINEHER LR
5N (in vitro).

18.2 ;7 LIL¥—1EH
INZFVIE. BOF‘RESICKD, B A¥ I UFHEEHERIG
(Tv b)), ZBEETF745%>— (PCA) Kt (ELEY
M) EBHT7UVLF—HRE (T ) 2MH L. ZOPCA
SRS A 3 B R R R L 720,

18.3 E R 9 = VHZEFEHNIER
IAZ%/@@@W&%T%%#VNZ%)M\%w%vF%
HEEEREOREBERICB T A AT I VFEFRINE 2 BEK
FIICWHE L. e 27 I VHIREREIEREZ R LIz, TV
FUlE. BLEY MEHREEARTERERS 222722 (in
Vitro).

18.4 B R 9 = iEtNHIVER
AUNZAF L, ERETEET v b OBEEEREMED S O
FFHE 2y I VEELOE P RBIMFIERER,? S0t b
[gEFUAREF L A% I VBRI L 722 (in vitro).

18.5 ERY = VFERFARGIER
BEBRAZNRE LIz R I VHEREAMIGREBEICEWT,
INAF U5, 10mgDFOKE T, BE R KL% ARIKEN
I U, B EBUBRICBWTS I RICH LERICHIH
L7z,

19. B ICET BIEBEFEMFR

—RBE9EHE : /N ZAF > (Ebastine)

{24 : 1-[4-(1,1-Dimethylethyl)phenyl]-4-[4-
(diphenylmethoxy)piperidin-1-yl]butan-1-one
CxHxuNO,

469.66

HEOREXIEREDMERTH 5.

FefE (100) ICBETRT L A —LIZRREBETP
T IH =)L (95) IZRREFIc <, KiTigEe
A EVET 50,

KK > TIRAICHEBERBE L S,

54% (137/253)
50% (24/48)

SFR
DFE:
i 7

CH3
H3C CH3
i = 84~87C

22. g%

(INZRFVEE5mg [CHD
1008 [1088 (PTP) x10]

(INZRFE10mg [CHI)
1008¢ [108 (PTP) x10]
5008 [108E (PTP) x50]

23. FE

1) Yamaguchi T.,
1994 ; 44 : 59-64

2) tHENERL  EYEEE RS (Smg)

3) HNER : EMFRE SRR (10mg)

4) Fujii T., et al. : Arzneim.-Forsch. /Drug Res.
44 : 527-538

5) B AERAFERFFEHHE. 2021 © C993-997

6) 18Tz 4t : Progress in Medicine. 2003 ; 23 : 282-287

7) Hashizume T., et al. : J. Pharmacol. Exp. Ther. 2002 ;
300 : 298-304

@l

et al. : Arzneim.-Forsch. /Drug Res.

1994 ;

8) REM —I3» : BREZE. 1995 11 : 1213-1226

9) AKRME I3 1 ERESE. 1994 10 (Suppl. 1) : 55-72
10) BiEEI1EH ¢ BKESE. 1994 10 (Suppl. 1) : 125-145
11) AKE I3 BRFEES. 1994 ; 10 : 895-912

12) BiBEEEIE ¢ BIRIESE. 1994510 : 1143-1162

13) ACKHE I BRREESE. 19945 10 (Suppl. 1) : 43-53
14) AR 24 © BKESE. 19945 10 (Suppl. 1) : 89-102
15) AKE I BRFEESE. 19945 10 (Suppl. 1) : 73-88
16) BIBEREIEH © BKESE. 1994 ; 10 (Suppl. 1) : 113-124
17) BIBERE A ¢ BEFRES. 19945 10 (Suppl. 1) : 177-188
18) BIBEETE T ¢ BEFREES. 1994 ; 10 (Suppl. 1) : 163-176
19) EiHEEIEA ¢ BRESE. 19945 10 (Suppl. 1) : 147-161

z

20) HEELBAIT A ¢ HAZEIIZHEIE. 1994 5 103 © 121-135
21) ZOKE 1213A : BREE. 1994510 (Suppl. 1)
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26. BLERRTERESE
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