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<. 3600mg ZHRM LRI TIE, DFEN, IRGEKDY
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14.1.1 PTP @2 DAL PTP > — b S E O H LU TIRA
IT25EOEETBHZE, PTP >— FO#EKICE D, @
WHATMNEEREAR AL, HIZIZZEALEZBILT
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14.1.2 AFNIFO LICOE TR ZRE S T2 S gET
57280, KB LUTRHIETH D, /2. KTRAT
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16.1 MmiEE
16.1.1 BEA
fEFERAB T 8HICT =¥V 7 Y U HEBIEN Tt
)b 60mg ™t Z ZEERF B AR O 5 Uz & &, Mg
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j:“‘lqiﬁ AUCOfOO tmax Cmax t1/2 CL/F
T ngehe/ml) | () |(ng/mL)|  (hr) | (L/h)
60m 1445 2.2 248 96 | 44.4
& | (358) | (385) | 45.0) | (59.5) | (41.1)
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WEET LIV F—MRaRBF T 2FY 72D UE
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A4 |7-11[30mg| 50 851 150 | 156.8 | 40.1
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AUCg—pgpy| Cmax | Tmax |tz
(ng+hr/mL) | (ng/mL) | (hr) (hr)
Jz¥FI T
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Hﬁﬁﬂtﬁﬁmmg +643 | £9543|+135 +£0.76
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AUCpopany| Cmax | Tmax |ty
(ng-hr/mL) | (ng/mL) | (hr) (hr)
Z%g%%%?ﬁ/ 1406 | 201.07 | 2.07 | 5.19
60mg NP +510 |+90.85|£0.76 | £0.54
7125 0D #¢ 1462 196.03 | 1.98 | 5.09
60mg +451 | +68.05| £0.80| =0.49
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(ng+hr/mL) | (ng/mL) | (hr) (hr)
Z%?i;ijﬁjoﬁjié/ 1232 | 15948 | 2.53 | 542
Sona g, +£390 |+69.10| +£1.02 | +0.46
7L 0D% | 1255 |15890| 280 | 550
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16.2 BRI
RN BT 22 Iy O A4 —/)N—iET, ZEER R OA%
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+59%) Th-o79,
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ZHEREO#HE L 2L Z20RG5% A8 RHETORP 7 2+
VI ST O REEINEIL 11.1%Th> 7,
EFRABFITUC-T =5y 7 = F P VHEREVAIR 60mg %
HEREORGLzEE, &E5% 11 HETORKOFES Ol
N#RIL 91.5% T, MHEEZRTAEOIZEALEFT T =FY
T FI2THO, FEHITK 80%. RHITHK 11.5%Hk =N
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16.6.1 BSsEEERE
RN DEBREREERE 20 FliIc 7 =F Y T oS D VIERE S
Tl 80mgtY REEKLG LzLE, VL TFZUT
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TxFI) T LTI 2D Cpay IEEERANICIEL, ENEN 1.5
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BEhoT, £, BWEBEO LY FZ2 U7 I A
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FRAZH U, 1.5 @<, S IEpiiid 1.4 fBEM - 72,
2B, BRMEIRTHo 210 IWHEAT—5),

16.6.2 FT¥EERESBE
RN DI RERZEERHE 17T HIC T 2+ 7o - VERESN
Tl 80mgE Y A HEE G L & &, FHEREREREICH
J27 ¥V 7 x2F 22 OEYEEIL, FBREROIHBKR
EL, HEZEOREICKAENERROEITS SNEN > T,
Child-Pugh 33T B XII Cl THhoBEOTFY T F
22D AUCqe 1E2176n0g * hr/mL. Cpppy 13 281ng/mL. ty,
13 16.0hr THo7, TS DHEIFMEREFEHFICHBITHMED
Thehn 12, 1.1, 125 Tholz, 2B, AEMIFIERFT
Hol12 B OEAT—4),

16.6.3 Ss&E
65 LA EOEESE A 20 Blic 7 =&Y 7 7D RN
T 80mgtY BHE G L ED T FY T F TV
D AUCq o0ld 2906ng * hr/mL. Cpax 1& 418ng/mL. ty,, 1
15.2hr ThH o7z, TNH5 DEIIEREFEICBITSEDOZN
316, 16, 1.1 5 THoz, 7ab, BEMIRFTH-
219 1D (AEAT—4). [9.8 B
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1671 T Z2OvA1 2>
ERERAB T 18 BllIc 7 =5V 7 = 2 VR MBEEEY 1
[ 120mgl H 2 E*9 &1 Z20<1 > > 18 300mgl H
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TxFP2D Cpp 137 =FY 7 2T R M 5D
K2 LR U, — K., miEPT) 2071 2 iBEIC
3. PERICK 28I a2 19 17,
ZoMmiEh T =7 7 ;Y VRE LR OBFISE AR
5. PHEROHEFIZLSZ 72+ 72 F 2200075
A2 DK T RO AROBINTER T 26 O EHfiE S niz19,
[10.2, 17.3.2 &

WS 7xFV TP UEREMEEE TV FY TS
D RIS 60mg 1AM FHIICHE TH 57219,
16.7.2 KERET7IVI =7 L - KEMEY T2 7 LEFRE
RERANBTF 2207 2+ 7 -2 VRBRIEDT 72V
120mg™ 4 OG- 15 HRNKEEL T )V 2 =2 L - KEE(EY
TR LGHRERERERELZEE, TxFY T T
> D AUCq30 K Cpy 127 =Y 7 = F 2 R AL 5.
K DH) 40% A L7220 GREIAT—%4). [10.2 ]
16737 baF+J—i
EREABT 23617 =FY 72 F D UEBRET 7L 1
[\ 120mgl H 2 [a1#4 &4 ka5 —)LéE 400mgl H 1 A
7 HEOHA L TREROZRE LS, R 7o+ 7o
FOVBEET =¥ T Y DEEEE R 5 ROK) 2 5
W EF U7z, g hary—IVigEICE. rRick S
RIS o T, MR T 2 FY T2 F D URE LR OET
BTy aovA o EREBkEHEE SN2 GHEAT—4),
1674 F X T 57—
BRBRABF 2307 =&Y 7 oD ViR 7L
120mg™4 o5 11 KT & 1 BfaTicH XA 75 —)L A
T EENTN 20mg KU 40mg ZH[EH G Lz & &,
TV T o F Y VMR OSBRI I 5 7220 (OF
EAT—%).
16.8 Z D1
(7 1%V 7 177 1EEESE 30mg[NP])
7V T oY OHEEESE 30mgINPIE. T ¥V TS
D UM SE 60mg NP ZERERIRI & Uz & &, IEHIZEEN
A% pIWT S . AR RS E iz I iz,
(7 2%V 7 27+ 1EEIE OD $& 30mg[NP))
JxFY T 2 F Y U OD §& 30mgINPIIE, 7=+
7 = F Y UHEEHR OD $ 60mg NP ZEEHERIF & L7z & &,
VBN RS SR S N BRI RS S AR E N2,
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17.1.1 EASE I #E508R (B A)
B RRS BRE WS E U E R Ll s (AT
MR 214 )T, 7 2FY 7 2 F P UHEREH 1 | 10mgE D X
I360mg & 1 A 2, 1EEROEGELEEE. DOAHKN
FBEOEFHERAT T OZBCREIZUTOEBD TH- /=,

EIPN SRR R GER A 2 7 &2 ki P £SE)

BEH | EFIE 55 b (ﬁﬁiﬁﬁﬁ%ﬁ)
10mg 74 [568+025| -2.12+0.34

p=0.0042
60mg 68 [6.40+0.21| -353+0.33

FAditBRIE 1 [B 10mg, 60mg. 120mg @ 1 H 2 [E#% 5.0 3
Mg THE S N2, TS RICIE 10mg & 60mg D HLE D H
ZmRUTz,
T ¥V T Y U 60mg 5 ORIV FEBIRIT
25.3%(19/75 ) TH D, F7amIWEAITNRS 10.7%(8/75 #1)
B OB R 4.0% (3/75 i) Tl > 7224 29,
1) AT B T 2 AF QKRR 113 60mg. 1 H 2
T2,
17.1.2 /B4 58 MAERAER (BEA)
BIEERZREEWRICERL 27 T 2R B - HER L
AR (AT 5 439 B T, 7o AR T2 FY T F D
HiFeHE 1\ 60mg 2 1 H 2|, 4 EMREOKREG Lz,
TxFY T Y ORI T IR LIEEh YA AT
T DA BISED R ENT.




Mo EEEABR AR GER A 37 28L& ¥ £SE)

s gk N, I FRE
7R 90 1.92+0.09| -0.47+0.07
p=0.0001
60mg 86 1.98+0.10| -1.07 +0.07

FREMA R EREBR (12~15 e a3 7 TR e/ B EL T
4 A& (1 [ 20mg. 60mg. 120mg. 240mg) ZM T 1 H 2
B 5 O 21T > TW DM, fHTHERIIET Z 1748 & 60mg

DI D HER LTz,

T ¥ T oD UEEEE 60mg £ 58 O RIVE A FE BRI
21.3%(19/89 #i) TH V. L7FINEMAILEENE 10.1%(9/89 i)

ThHolz?

(FLILX—HEX)

6). 27),

17.1.3 EIREE MAEER (R A)
ZEHET LIV F— R REEE G E U E G R RER
& iR (AT 5 307 B ¢, o ARXIZ T = FY
TP MR 1 B 60mg &= 1 H 2 [\l 2 B OG- L
ZEE. <L»aAFHE & BEROAFHERZA T T D%
{LRIZLLTFTDEBDTH o,

EIN EEEARRARAE GER A 2 7 2 ki SFE8 £ SE)

v |k 1y =, HE
AT N 105 [6.74£0.14] 0.07=*0.18
p=0.0244
60mg 100 |6.64=%=0.14| -0.36=*0.18

FRRBRIT T TR A E LT 1 Bl 60mg. 120mg @ 1 H
2 [Ef 50 3 BB TEBS N2n, T RICIT T IR &
60mg DDA ZERL Tz,
T xFY T Y UEEEE 60mg B 5RO EIVE R BIRIT
9.9%(10/101 H) TH V. FE/x@INEMIIIRE K OV E i ER A
N 3.0%(3/101 i) TH-7=28),
17.1.4 BHE MAERER (R A)
RREFHIET LIV F— R REEEJFRICEmML 2T TR
o HE T H R L B (AT 5 570 B T, 7 TR XU
TF 7V UMEREME 18 60mg = 1 H 2 BI(CEEK
FTTI4ARMROKELEEE, ToFY 7o)V VIERIE
W27 2RI UERZA Y O/ BERBDIRINT,

Mo LB GEIR A 37 28k V4 £SE)

s g o I e
WA AN 141 [8.88=*0.14| -1.56+0.20
p=0.0001
60mg 141 |881+0.14| -2.64+0.20

FRCEA EEREBR (12~ 15 B2 a)IE T IR 2R EL T
3 (1 [81 60mg. 120mg. 240mg) #fHWT 1 H 2 B 5.0
217> TWAA FFTHERICIZ T T 12K & 60mg D gD
HERLUTZ,
JxFYV T )Y B 60mg % 5B O EIE R RHE LT
14.2%(20/141 ) TH O . E2RIMEHIIEH 2.8%(4/141 1),
W FE W R OAMER D% 2.1%(3/141 i) TdH - 7229 30,

17.1.5 EIRSE MAREER (MR

WEET VIV F—ERERBEERRIC, 72FY T2 F D
BB (T~11 313 1 [0 30mgl H 2 [\, 12~15 %I 1 [a]
60mgl H 2 [8) ITHHEE LT M F 7 = > 7 <IVEE R
10y 7 (1 1gl H 2 E) % 4 AMKOHRELE_EE
ML BGRER (AT 5 127 ) T, < Lo BFEIE, st S
DEFATT OELRICBNWTHBEICHT 272+ 7 o
TV R OIS N IRE NI,

EIN EEABR AR (A O 7 2 L& 39 £SE)

PR G| B | R | MRS (S B T) 12
JrFY
6.09 | -2.06
éﬁ%“ 01 | £020| £0.19 3 pttesiest - -0.227
95%F- IS ERRSR 1BR:0.172
ThFTx 6.10 | -183 |  GEFHHERRRE-0.9)
@évw 63 | £019]+020

H2) FGRIA 7 ROEREZE AR E LB 2T
W, TR A D 2 BEOZED ST E R O D 95%H HIE
FERR AR FIRZRL 72,
TJxFV I UOEBERSEHEORMERBHZIZ
53%(4/75 4 TH V. FEREIWERIIEIR 2.7%(2/75 #1) T
Ho7=30,
(P FE—MHEBLX)
17.1.6 EAZE MHEEER (RA)
7 hE—MEERBEEENRE LT I RAB EERLL
AR (BRHT RS 400 ) T, I RS Tz FV 72 F Y
CHEEEHE 1 181 60mg & 1 H 2 B(ZEERFT 1AM &O
BELZEE, DPAAATOENEIFUTOEBY TH-
770

EI N EEEBRAE GEIRA 37 2k I [95% = HX ]

pome | e | mow | sR | 8
. 479 050
TR 199 1y 68 489]| [0.62.-038]

e o p=0.0005
60mg | 201 11459 4.78]| -0.88 -0.62]

T xFY T Y UHEE 60mg 58O EIVE R BRIT
23.2%(48/207 i) TH V. F/REWERIZIRE 3.9%(8/207
#i) B ONAE E UL E > R 1.4%(3/207 #i) TH - 7232,
17.1.7 EIEE M AHEER (/N JR)

7 R ERBFEEARIC, ToFY T F O UEHBE
(7T~117%ICi3 1\ 30mg % 1 B 2@, 12~15 %I 1 [
60mg Z 1 H 2 [B) IIHBE L LT b F 72 > I <IVEE
BRI oy 7 E1g% 1 H2M0E) % 4 @EEO#K%EL
- EEMRILEG R (RS 162 ) T, wIREITH T B
T FY T T OB OIS IR N,

AR EN S ERBRAE (2 a7 2R Y +SE)
PERE RO TR | 20 R | SRR G ) D)
Jx¥FV
2.32 | -0.50
%géjg// 71 £005| %006 300 st ft : 0.050
95% RIS REFR A L-BR:0.185
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@égﬁw” 85 | £0.05/+0.06

1 3) | ERIA 37 RO E 2 AR & L s 21T
W, FHEEAD 2 BEOED SHEEME R OZE D 95%HHIE
FERRA ERRE R LU 72,

TJFYV T o F T UEBEORERFEHERIT 10.8%(9/83
B) T 0D, FE2EIWEFRIIEIR 3.6%(3/83 ) TH - 723934,
17.3 ZDOfth
17.3.1 FBHEEREICH § 2 E
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Wy oOZ2F—N—TENZTNHEEESL., T—TOAN
RBRICIETHEERAN L2 E, TOZEITE MR
OIS 2 VEICHARERITNES L, T IR &R
TH-o7=3%9,




(2) fEFERRAIC T =% 7 2+ VR 120mg ),
HROPIE AY I VERRT TR E _EE R, 70X
F=N—TENZTNHERE L. A2 O R E R
#iEPED) ZAWTIRANOBITHZRE LR, 7o
VI F DU RMEE DAY X 2 Hy ZBRD G
FFEEALEB NN Tz, T, HRRER SRR
BREBIZBWTT TR EENZN 7250,

B) 7H¥ BT LIVF—EBHEIC, 7FV T Y EME
60mg. H—HROPIE AL I 2, TN IOV EUT T
tRECHER, 4/ 4 M 0AF—-N—TENTNHE
@&§L‘>SJV—&—LT@Eﬁ$§E%ﬁ RIFE

WEBEMH L&, BERENICRITT RIS
ﬁ@htl&‘\” CHARFEITNEL, TR ER
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LxE, TR ERBELT, QTc MEOARREIIR

SN 72%0 38 SHEAT—4),
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26 » A. 1[E 400mg™ D1 H 2 [\ 1 8Kk
240mg™* V1 H 1[E 1 RS L TS, FIERICkL
T, QTc RO BREBIA SN 72 394D SHH
ANT—%),

Q) EFERABFERNFICLAZTY 2031 > > E DY
HEEROBRHA(T72FY 7o -2 HEE 1 H
120mg® D1 H 2@\ 7 HE, ZTUZA0XA > 21 [E
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ﬂ‘ BT, LERANOFEIIRLS, AHEFROMND

B 5NN 7240 2 SAEANT—F),
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BIERG K+ F v FIVICHT 22 8IIRO 5N TR
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18.1 fER#F
TJrFYV T oY UL, BRI 2Y 2 2 H) ZRIK
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TER. IFEEEREEMSIER KOS I NIV AT 4 T—F —
HEBEMHIE A 2RS4,
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—fH 7 = F YV 7 = F P 2 B (Fexofenadine
Hydrochloride)

b4 ¢ 2-(4-{(1 RS)-1-Hydroxy-4-[4-(hydroxydiphenylmethyl)
piperidin- 1-yl]butyl}phenyl)-2-methylpropanoic
acid monohydrochloride

ﬁj\?fﬁ : C32H39NO4 + HC1

718 1 538.12
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H OH
N s
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100 $2£[10 $& (PTP) x 10]

500 $£[ 10 $& (PTP) X 50]

500 $20fH. /NF]
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100 $£[10 $& (PTP) x 10]
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500 $£[10 $& (PTP) X 50]
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