202442 HEiET (55170 Ko

7 LI — AR
BAERA TI¥V I IVIERIGE

JxF¥YIxTF I oiEER= 30mg "ZE.
JxX¥YIxTF 1EEER 60me "ZE.,

FEXOFENADINE HYDROCHLORIDE 1aBLETS

BPE © HIRRE
EMER : 3%

HAEE M &S

87449

$E30mg

#E60mg

RREZ

22500AMX00058

22500AMX00059

AL

2013%6H

2. 2 (ROBEICIFBSULEBWVWT E)
KA DS LBBREDOBEERED & 5 B

3. #ERY - R
3.1 #HAE

TJxFVI T FTV
HERIESE 30mg [ZE]

TxFIT2FIV

W74 HERRHESE 60mg [ZE)

HRFE 7=z%V 7z Y HRE 7zFV 72+

Ry - e

VSRS VIEEEE
(1 g$) 30mg 60mg
wEtLa—2, a7V T 7y —bTFr T T
TOAHNAT—AF FYT L, ERaFy o
— Ltra—R, BEEAKTAB. X777 VB~

TERIIA, eSO xuo—RA, vrud—)L
6000, B{tF% >, ZTs{bek. Ha="t
g, AL FNay

9. FENDERZAIIEEICHI IR

9.5 1Tim

IR IR L T B ATRENE D & 5 I X ia R LR D
falEttz EE2 SRS N 25810595 &,

9.6 =FLIW

BB LEOERERUCBIAFRBEOGIREZZE L. RALOMKEIX
FIEEHET 52 &, BMER (T ) THITHFABITTS S
EPHESh TNV,

9.7 INR

RHAEGER, FrER, FUR R2NRE LA R RS2
MZIRRE L BRARGEER X FER L Tz,

9.8 S

REDPREDO N

BT ) 72 A0E %

Pt

172 C

Eo BN

TLTWwaZENZEL, MPREFERTIHENH S,

[16.6.3 =]
10. HHE{EA

10.2 HAER HAICEETRI L)

4. FHREXIFFIR
O7 LI —HEaR
OEmME

OREKRE (B2 - HEX. HEZS5FEE. 7 NE—HEER)

ICHESZESE

6. FiENURE

WE, RAICIE 72 ¥V 72+ Y EBEE LT 1 H60mg %
1 H2EZEORET %,

BH. 7RI 12BREO/NRICIZ T 27V 7 2+ D VIERIE
ELT1E30mg %1 H2ME 12@U Eo/NRICE 723V 7
THYUERIEE LT 1 H60mg 2 1 H 2 BROKRST %, &
B, ERICK D EEERT 5.

8. ERLEFNIR

GihgEHE)

8.1 ZIRAED 5N VIHEIIE BRERIICOL VG LA
EOIERT B L,

(FZLILF—HE%)

8.2 FEMEDOBEICHRE T HHEE. HHRFHZ2E X T, TOHEHA]
MOEGRG L. RSB TR TS Z EPEE L,

ROBWERPH5DONBENRH LD T, BEEZ T

3.2 "MK B SR ERTER - HEEHE | BF - faRET
B TxFVTFIY | TxFRYTFIY T Y AR A Y RAOMPHIREZ P REEROHEEICEK
e 1EREIESE 30mg [ZE] | RS 60mg [ZE) [16.7.1, 17.3.2 B| LA SE 3 LOWME| 2 EFOZ )T T ¥
| R SFnEnELE ] nH%o Zg;&f%&gﬂﬁﬂlf
W TANLT—T 1 ¥ ThE g;gﬁbgé;g:é
) KEBALT VI =7 | REIOERZEITS KEBEET LI =
5z b KBIER T2 | B8N D B DL - KL~ T3S
7oA & A B AT, BRICRES |7 LKA 22—
% [16.7.2 1] TV CHBICERE|ICRET S LICK
. 6.6 8.6
ﬁ%&(mm T2 &, D IRINE D DT B
i BE# (mm) 3.4 4.2 ZEitkBrbo Lt
=& (mg) 104 206 EEN5o
#BAla— R ZE76. 30 ZE77. 60 1. Sl¥eM

=

fFn, B

WAROSNIZBEICIREG 2T 5 7% SHEY 2 LB 2175

P
1.1 EXGEIER

M1 vavd, 7FI745Fy— (WT L HEERE)
WRURREE, MR BEBOEA. MERE B, SRS ORE
RSB 5 bN7BE I3 RkGeHhib U, B RLEZTS

&

11.1.2 FHgRERRE. BE (WIhLHEARR)
AST. ALT. y-GTP. Al-P, LDH & FFE DO EREREE . #
ERHODNEIENDH B,
11.1.3 EBAIRE GHERE) . BMmERES (0.2%). $FHhiki

2 (0. 1%KH)
2

11.2 Z0tthDEIER

0.1

~ 5%

0. 1%

SAEEAN

R

. IRR. E
5. BRI, ©
F, AR,

R MR
F. LUK

ks

Mg MErt, [
B, BE. T
HL HIEARR

fE R




0.1~5%AKi | 0.1%AK SHEEANH
RBAE O R WAL | MEEE
L
JFF B AST Lk # .
ALT ER
B - PR AR SRR HRAR IR 5
BB #iFE. mEER
Z Dfth WG IRISE, BRTL
FE. EE.
. AREEE

FHIVAZ I ERERE 2 ST

12. BRRRERERICNIFTHE
T UL VERAREZIET 520, 7 LILT Y ENRISHRE %
FEitid 5 3~5 Huih s AF OB G 2HIET 52 &,

13. BERS
13.1 fER

HNETORERSEMNE L TEHEZIRM L 2 flokREDH
Y. 1800mg % fRA L 7 IR TIIER I3 % < . 3600mg % R
UIERI TR, BV, IRERUTIBAH SNz,
13.2 Mg

ARENZMBTBENTIC & > THRETE 2,

14. BRALEDFES

14.1 FAIZHFOER

PTP @ 0ANL PTP ¥ — +»S5HO H L TIRAT 2 & S48
HeBHZ L, PTP ¥ — hOBEKICKD . BLBIALE A RIERE
ANFIAUVEICIZELE B2 LU THERAKEOER 2 S HHE 2 §f
HIHIEND B,

16. EYIENRE

16.1 MOEE

16.1.1 BEA
BERABFSHICTFYIF Y VERIEN T
60mgE D 2 ZEER BRI S Lz & &, M7+ 7 x
FIOVEBENRTA=FIIUROEBY TH o7z, RIEHRSHIC
WEBERIIA S N - 72,

W) 7xFV Iz FIVERIEN TN ET XV T 2T Y VIERRE

4t 60mg W EMZMICASTH > 722,

MEERREIRT A -5

&5‘5 AUCO-OO Tmax Cmax t12 CL/F
= | (ng - hr/mL) (hr) (ng/mL) (hr) (L/hr)
60m 1445 2.2 248 9.6 44.4
81 (3.8 (38.5) | (45.0) | (59.5) | (41.1)
120m 3412 1.9 564 13.8 35.0
8l (28.4) (37.0) | (39.1) | (64.9) | (26.7)

Py (EBRE%®)

16.1.2 IR
WEET7 UL —HBREBEFIC T FV 7 2F YV HERIEE
30mg (7~117%:50%1) KU 60mg (12~1574% : 19 ffl) %
1 H2IM28 HEIREROKRS Lz & &, kBRSO 7 = F
V72 F I DMEREENSSA—Y I TOEBYTH -
723,

MEEHEENRT A —%

16.1.3 EMFHIREZF R
(T x+V 7 I VIR 60mg [ZE])
7 ¥V 7 2V UiERIESR 60mg [ZE] &7 L7 F8E 60mg
B, JOUAA—N—EICEDENTNL1EE (T2FVT72FY
VIR L LT 60mg) BB FICHEAREREORS LT
FHREMABEZREL. BoN-ENHEIT XA —%
(AUC. Cmax) 1Z2WT 90%BHEX EIE IS THREMEIT 2175 72
fEH. log (0.80) ~log (1.25) O#HEHNTH V. WAIOEY
RIS ESTHER S NIY,

MBS T A — %

e | wwo | g || 0 goj‘" Coax | t1n | CL/F
g | ) | B | om | (OB ogml)| (0 | 1L/
851 150 15.8 40.1

HAA | 7=11130mg ) 50| 395y | (51.7) | (68.4) | (36.4)

/N

BEE | 12-15|60mg| 19 1215 185 12.3 | 51.6

(22.1) | (41.8) | (75.0) | (21.1)

SEA
IR
B 1091 184 8.8 29.1
(B | (1230mg) 141 50y | 4s.1) | (34.5) | (36.3)
iR
O#5)

Sy (ZEIRE%)

BINT A —F DEHTTE

¥ 2) NONMEM (2 & XA RHEE
H3) J>art— b X2 MR

HEINT A =% BENRTA—4
AUC (0—24) Chmax Tmax ti2
(ng-hr/mL)| (ng/mL) (hr) (hr)
72XV T 2T UERE
+ + + +
% 60mg [ZE 1681.0£642.8/234.4+£95.4/2.4£1.4|5.5£0.8
7 L7 F8E 60mg 1656.8+617.7|225.7+93.3(2.1+£1.2|5.5+0.8
(Mean=S.D., n=24)
(ng/mL)
350
m 300 |
% —o— 71XV 7 1H T UIEMIEIE60me[ZE]
oo | 7 LY 5$£60mg
Z Mean=+S.D., n=24
* 200
v
7
T 150 |
F
: 100 |-
-
B 50 H
0 L L L L L ]

0 4 8 12 16 20 24
B (hr)
MEEF 7 3V 7 25D 2 EEHR
MEFFEEI I AUC, Cnax EDI8T A =413, #HEHRE DR
AR ORANEEL - R FE OFRBRRMFIC & - TR S A[REED
H5,

16.2 ORUN
BERERAB T 22 flic 7 0 AF —N—FET, ZBERECER (B
FERAB)IC7 =%V 7 =) Y VIEEEIESE 120mgE Y & Bi[aig O #
L&, ZERICHANERBE GO AUCo-o&% U Cnax (&%
NZN 15% KO 14%HD LY BEAT—%),

E4) RAICB T2 AR O&EARIE 1 H 60mg. 1 H2ETH5,

16.3 310
BFRRAICT7 %Y 7 =Y ViERE 40, 200 KU 400mgE
1 H20ROKS5 L& %5% 1 BEEC 12BEO7 o
FVT2FIUD in vivolZBITAHMBEERR EDOBERIZ 13~
7359ng/mL D EEEHFH T 60 ~82% (69.4+5.9%) TH -
726,

16.5 HEtt

BERABTSHICT ¥V T =5V VERIEN 7L 60mg
EFROEOREG L7 20RE5% AQKEE TORF 7 2 FV
72 F YV OFHBERBEIREKRIZ, 11.1%TH 727,
TERERA B TICMC-7 = %V 7 = Y VIEREEATR 60mg % B
EREOFRE L& &, #5% 11 HE CORKRUEDOEINRIZ
91.5%T. MEEEZRTDEDIFEALER 7 F VT2 F VY
THY ., EPICH 80%. RHICK 11.5%HRtt S n7-8 (SEA
F—=%)0

16.6 $FENERZHI 2 EE

16.6.1 BiEEEEESEE
BADBHAERERE 20FIC 72XV 72 F D VIEBREN TS
)L 80mgEY G Lz &, JLT7F2U I IYTIT VA
41 ~80mL/min &0 11~40mL/min DEBEZEICHBIF L7+
7 2F YYD Cmax FEFEBRAICEL. ZREN 1.5EBRO1.7
< PRI E N EN L6 RV 1.8 EEDP > T2,
/- BFEE (VL 7F=> 27U 75 A10mL/min BLIF)
‘:3‘3”’671*‘/71'}"?‘/@ Cmax li@%ﬁi}\l:ﬂ:b\ 1511::?
Bl FEERYEHE 1L 4EBEr- 1. BB, BERRREF
TH-7290 HEAT—%).

16.6.2 FFigEEEERE
A D HRERERE 17FICT72FV 72 F D VHBEN S
)L 80mgEd Z AL Lz & &, FiEREREICB 57
IFVTFIUOEMFEIL. HBREROSTEbARE L., TR



EOREICKSENHROEIIA SN > 72, Child-Pugh
SHETBYXIEICl THoBEDODTIIFVIFIOD
AUCo-wl3 2176ng-hr/mL, Cmax & 281ng/mL.t1/2 1 16.0hr
ThHolce TNODMEIMMEREGEE ICB I SHEOZNEN 1.2,
1.1. 1.2f&Th -7, B, ZFERBIFTH - 11012 (4LF
ANT—%),

16.6.3 SHnE
65 MLl EOREERE 20FIc 72XV 72 F VU IERER S
L 80mgEN R G L L EDT7 2 F VT2 FIUD
AUCo-»13 2906ng-hr/mL. Cmax & 418ng/mL.t1/2 13 15.2hr
THole TNODOMEIFMEREGEEEICBISEOZNEN 1.64
1.6, 1.1 & Th-7z. 8. BEBIRFTH- 7P (SLE
AT —=%), 9.8 BIE]

16.7 E4MEEIER

16.7.1 TUROXRAY Y
BEBRABFISHIC T 2 F V7 2+ Y VIEBIEMAEEES ] [§
120mgl H 2 [EYE Ty 2074 > > 1 [6 300mgl H 4 [H 7
HEHHA L TRERORS L& b7V 725V
D Cmax &7 = F V7 =2 F Y VIEBIERIE SR OR 2 Fic L
HUJo —F, MEFHTY 20> > VEEICIE, HAICKSE
B\I 7 o 12150100,

ZOMFERT7 25V 7 2>V VBE LROKFEIIEIRER, S .

PHEADHEILLSZ 72XV Tz F I DII)T IV ADK

TROBNKROEAMICERT 20 EHEESNLD, [10.2,

17.3.2 28]

H5) 7xFV 7Y UEBEMERE T XV T 2>V U IERREE
60mg IXAEMHICHETH > 7219,

16.7.2 KKEEZIV=ZD L « KEYER TR D LZSHEEA
BEBRABTF22HIC7 2%V 72 F Y VERBREN T
120mgE ) 05 15 73 EiKBBIL 7V I =7 L - KBgb~ 7%
VULERMAAREBRE L EE, T2 XV T FIUD
AUC0-30 XU Cmax 137 =¥V 7 = F Y VIEBERMHR SO
1 40% B L7219 HEANT—%), [10.2 2]

16.7.3 & vaFV—IL
BESABEF 230723V 72 F Y UVEBREN L 1 [H
120mgl H 2 [#4 & h a9 —)L§E 400mgl H 1 [@] 7 HE
PRLUCREROKRS Lz & MR 72 FV 727V VEE
W7 2FV 7Y VIERIERMBESREON 2 FIC LR LR
A IR h oy — VBB, HEICKAEE IR,
Too MR 7 2F V727V VEELROBFIIT Y 207 A
vy ERBEHEESNEZD HEAT—%).

16.7.4 AXTFSY—)L
BEBRABT 2307V 7F Y VERENTEL
120mgEY %5 11 BfET & 1 BRI X TSV =L H 7
L EZENZN 20mg KT 40mg B E L&, 7o ¥
V7 )V VEBRIEOEY BRI E LR o 719 (HEAT—
%)

16.8 ZDfth

(Fx+Y 7 FIVIEEESE 30mg [ZE])

7 ¥V 7 2+ Y UIERIESE 30mg [ZE] 1. [GEFELR 54
AEEHEA O EMZ N E SRR TA FI 1> PR I8 11
H 24 H #EREHKE 1124004 5) ] IIEDOX, 7xFV 7
F Y VIEREIESE 60mg [ZE] #IEH8F & L& &, BHZEE)
MELL, EENICRAZE AR Sh2D,

17. ERPREAE

17.1 BERUTREEICET BHER

(SE)

17.1.1 RS MAEGESER (BA)

BEERZBE 2R E Ul ZE BRI TR it (AT
R214%1) T 7x¥V 7Y VERE 1 B 10mgHE DX
60mg # 1 H 2 [\, 1#EEOREG Lz &, »OAKRTHEED
ARHERZ I 7 OE{LBIIUTOEBY TH o7z,

ENEZREARAE (ERA I 7E(LE P +SE)

y . 5 (= TE
BE5E FEGIEL B 5Hi & (L5 B H)
10mg 74 5.68+0.25 |-2.12+0.34
p=0.0042
60mg 68 6.40+0.21 |-3.53+0.33

E) BRAICBY2EAORZHEE 1 H60mg. 1 H2ETH 5.
17.1.2 BHEMABER (REA)

BUEREEE 2 0MRICEE L 7S A B EERLER
B (BTWR 439 6)) ¢ 59 ARE7FV 72+
RIE 1Bl 60mg = 1 H 2 [\, 4@EREOH/REG L&, 7%
V72 F Y UEBIEIZ TS RICH L EEPOARITOEE
BRI ENT,

B L EABRAE CERRA I 72L& P +SE)

N I E
e RERIEL BEHi Z{t# (FE53BSIHT)

TR 90 1.924+0.09 |-0.47+0.07
60mg 86 1.98+0.10 |-1.07£0.07
LAt R EREE (12~ 15%2 &) BT REMBELT4HE (1

[E 20mg. 60mg. 120mg. 240mg) AWVT 1 H 2 H&5 D HEz1T >
TVBY, ITERICIET IR E 60mg DHED A ZER LTz,

7 ¥V 7 xF T VIEMRIE 60mg 58 O BIEH R B RIZ
21.3% (19/89 ) <H v . ERIMEMIXERE 10.1% (9/89
W[J) ’(v% > 7’—:24),25)D

(FLILF—HBR)

17.1.3 ERSEMEHER (BA)
FEET VLF—MERBE2NRE L EERIEITEEA
BB (BHTER 307 ) T 9 ARE7xFV 7
F T UIERRE 1 Bl 60mg = 1 H 2 [B], 2 BEREOREG Lz & &,
< U &3E(E Bt IREERO &FHER A 2 7 OZ(EBIZLIT O
EBDTHHT,

EN TR ERA I T7ELE F9£SE)

BB R B 5 T S P A

p=0.0001

TR 105 6.74+0.14 | 0.07%£0.18
60mg 100 6.64+0.14 |-0.36+0.18
LEHERE T TR E IS LT 1 E 60mg. 120mg @ 1 H 2 [E#H50

S3BHBTEBI N, BITERICIET IR E 60mg OHE DA %R
L7z.

7 x¥V7 2T UIERIE 60mg BE5 O BIERFERERG
9.9% (10/101 f5l) TH v . FHBEMERIZRK XL O A MmERED
W% 3.0% (3/101 fil) TH-7-%),
17.1.4 ;B5 5 MHEEER (BRA)

KEZEHET7 VLT —HRREZEEZNRICER L 77 2R
Mo EEREEEE (BTR 5706 T 98 RNE 7«
FV7x2FVUIERBE 1 H60mg % 1 H2E(ZEEH T 14
HE) BO®EL-EE, 725V 72 F YV VERBIERZ TSR
ICHURER A 27 OBRZRDPRENT,

BN EERABE GERRa 72 kE  FH+SE)

p=0.0244

o - TRE
58 SEBIEL 5.5 X[ (LB
et 141 8.88+0.14 |-1.56+0.20
p=0.0001
60mg 141 8.81+0.14 |-2.64+0.20

LR EERHR (12~15K2&0) 377 REMEELT3HE (1
[E 60mg. 120mg. 240mg) ZHWT 1 H 2 EE50OkE2{ToTWwD
A BRI T TR E 60mg OHEDH %2R L7z,

TxFV 7TV UIERRE 60mg HEHOBIERAFKEIRIT
14.2% (20/141 ) TH . ELEIERIZFER 2.8% (4/141
Bl). DEVWETHMBRBDHE 2.1% (3/141 fl) TH -
7‘:27),28)o
17.1.5 EAEMAEHER (R

BEET7 VL —HEREELZNRIC. 725V 72V VIER
1 (7~11%3 1 [E30mgl H 2 E. 12~157iE 1 [8 60mgl
H2ME) IIRBEE LT v F 720 7TVBIE RS A0
v (1[H 1gl H2[E) % 4 BAREORS L ZHEHREEG
B (TR 127 61) ©. < L2 AFE. Bit. BEOEE A
I7OEMBICBOTHEBREIINT 27 2%V 72+ Y VIERR
BoIELEIRES NI,

ENFERERE (Aa7EE FH£SE)

o | o AT 557
BAR |G| RSN | BR | SRS

L3381 1 [ 10mg. 60mg. 120mg & 1 H 2 [E#5.0 3 B cE
SN, BIFEEICIE 10mg & 60mg D HEOH %R Lz,

TxFV T 2T UIEEE 60mg B EHORBIEHRRBREERIX
25.3% (19/7541) <H b, EEIEHIZRS 10.7% (8/75
fil) BROMEBRE4.0% (3/756l) T -2,

¥V 7z _ D EHEEE  -0.227
NN 64 16.09+0.20|-2.06%£0.19 M
U 95%F AR AL -
TrRFTV 0.172
Ty | 63 |0-10%0.191-1.8320.20)  (3epimmi=0.9)

1 2) BEHIR T ROEREEZ LR E LSO 270, HEA
D 2 BEDOZED FHEEME T 2 D 95%HF RIEHERA LR &R Ui,



72XV 7Y VIERERSHOBEHAFEHREIZ 5.3%
(4/7561) THv. E2EIWERIXER 2.7% (2/7561) TH-
7229

(7 FE—ERIRER)

17.1.6 EIRSEMAEEER (BEA)
7 hE—HEEREEENRE L TR B EE R
HEE (IR 400 61) © F9EARE 723V 72 -V
HEREE 1 [0l 60mg = 1 H 2 [8] (ZEE®R T 1HHEM) &O%E
Lick &, POAAITORBIEIDLTOEBY TH -7,

ENEERESRE ERA T 7 ELR T [95%EHXME])

Az i *ﬁi
BER | R 5] palany ($53 B
o 4.79 -0.50
TR 199 [4.68, 4.89] [-0.62, -0.38]
s e p=0.0005
60mg | 201 [4.59, 4.78] | [-0.88,-0.62]

Tx¥V 7)Y UIERRE 60mg 5O BI/EHRBEEIL
23.2% (48/207 i) TH V. ELEIEHIZIRE 3.9% (8/207
F) ROMBELYILE Y LR 1.4% (3/207 1) TH - 71230,
17.1.7 EASEDEHER (R

7 NE—HREEREEENRIC, T FV TSV UERE (7
~117%C1Z 18 30mg 2 1 H 2 [, 12~15&ii 1 [ 60mg
Z1H2ME) XREINEHEE LT M F Iy IIVBERS A
uy (1E1g% 1 H2M) 24 @REOKS L ZHEHR
HeEaRE (fratg 162 41) <. EEICNT 2725V 72
F Y UIEBIEDIELE IR E N,

ANR ENFEERERE (RaT72{bE P ESE)
o e | men | omem | BTER
JzFV Tz ~ ZOEHEEME : 0.050

2.3240.05|-0.50+0. 7
Foosmm| (0 |22E0.050.020.00) R R -
rhFTz 0.185
Jongety | 85 [2:38£0.05-0.5840.061  (gpspprmmiE=0.37)

E3) BEMAIT7ROFREZHERE LSO 2TV REHES
D 2 FEOEDFHEEMR O Z D 95%Fr AMEHERA ERZR Uz,

7x¥ V7 2V VIEBIEORWERFEBEIE 10.8% (9/83 f)
THY. EEEIERIMER 3.6% (3/83 ) TH - 7-30:32),

17.3 Z0fth

17.3.1 1EHEEREIC T B RE

(1) BERAICT 25V 7 = F Y EBIE 120mgh D E—R o
MRy IVERVPSSLRE2ZHEEM. 3F 3IWra 2+ —N
—TENFNHREHRS L, 7 — 70 AR ICRITTHE LSS
LizE & ZOHEIIE—MROF e 27 I VEITHNERITN
S, FIEREFAKTH 5729,

(2) fERERIAICT =5V 7 = F Y VIEEIE 120mg® D R o
MRV IVERVT TS RE2EHEM JUALT—N—T%h
FhHEEE L, AP o vt EREE (PET) 2HW TN
ANOBITH AR LR, 723V 72 F I VI kA RMNEE
D2y IV HI ZEROERIZIZEAEAON P ST £
7oy BEHERIGHEEBEICBWT I REEN LD 5723,

B) 77UV FULULF—BEIC, 723V 72+ HEHBIE
60mg., FH—MROFH L 2y I VE, FILI-LRTTITERE
TEHEWM 4K 4702 F —N—TFNFNHEEHRS L, T3
2L —%— L TOHBEEREE IR THEERE Lz &,
EEREICRETTHEIFE RO XY I VEICHRNER
W&, I REFABTH-7P HHEAT—%),

17.3.2 DOERNRIFTHE
(1) RAOEFET VILF—HRREFIC T3V 72+ I VIE
fgtE% 18 240mgEVE 1 H 2 [| 2 BHEE L&, 75
EREHEBELT, QTc MEOAERLZELIZR S N - 723030
FHEAT—%),

(2 BERACT7 =XV 7 x5V VIERIEZ 1 [ 60mgl H 2 [E
6 » A, 18 400mgED1 H 2 [6] 1 @KL 240mgl H 1 [ED
1 RS LTh. 7RI LT. QTc HROER 2ZH
EAH SN 27238490 SLEAT—%),

(3) BEBRABFAERRICLEZTY 20~ A ¥ EOERYEEE
ot (7% 72>V VERBE 1 [ 120mgl H2E 7 H
M. TYAu~<A > 1[E300mgl H4[[E7HE) 80T,
FRICEK VIR 7 2RV 72 F P VEBESN2BICER L
BAETH QTc A EDONLEBERZEOREMICHEIIAR S Lk
57210, [10.2. 16.7.1 BA]

(4) Cmax PEEHBHRSEO 10 52 L& & 250 T ToMmEHc
BWT, DERNOEE I L BEFROEMLRD SNED
5723940 (HEANT—%),

(G) 7zFV 7 FIUERBEICIZZO— L FOFEE
BR KT v 2IICHT 2HEERD 5N TRV,

18. ENEIR
18.1 {ERERF

T7xF¥V 7 2 F YV UERIER., EIRNE 2 32 H ZBEKER
e ZFERE U, INA THREEWY A N A0 VB sEmsI e, o7
BRERGEEMFERARORE Yy I WA T 4 T— % — B HE
RzRTH,
18.2 BRI = Hi SBINSHIER

TxFV 7 FVUEREIR. e 2AY IV HIZAKICBL TR
A7 IVERER L ELEY MEHEBEA R OREEAICB T
HERY I VERIEEME L (107~3X10M), 7. &
E#RETEILEY bR I VHERTEINE R ORISR IS 20
FUlze BB, 72XV 72 F I UEBIEICE T RLFY T
tFLaAY) Yy, LB bRV FFVOEZEMEIL I L
BRIAN T LF v FIVIIHT BEAEIZEED S TWRNnY,
18.3 IFEAER. NAEMY A M H4 U RUHHIREE S FICXH T S/EA
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SREVK R E R AR 2 MR b e MFBRERE L HITHEBE L L &I
REEEPIGER SN S REEY A A > TH B IL-8 KT
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Hydrochloride) (JAN)

2-(4- {(1RS-1-Hydroxy-4- [4-(hydroxydiphe—

nylmethyl)piperidin-1-y1] butyl} phenyl)-2-

methylpropanoic acid monohydrochloride

C32H39NO4 - HCI
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CO:zH
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(T VY7 FIVIEEESRE 30mg [ZE])
100 8% [108E (PTP) x10]

(7 x+VY7xFIVIEEEER 60mg [ZE])
100 $& [108E (PTP) x10]
500 ¢ [10 8% (PTP) x50]
500 #& [#hi. /Y71
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