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Fexofenadine Hydrochloride Tablets 30mg - 60mg[FFPJ
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1%V 717 Y VIEEE ODE 60mg [FFP)

Fexofenadine Hydrochloride OD Tablets 60mg[FFP]
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3. #8m - IR

3.1 #Hmk
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TrXV 7)Y
ViR 30mg
[FFPJ

A VAR S
VIR 60mg
[FFPJ

TIXVTFY
> i B OD $E
60mg [FFP]
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HiE 7=%v 7 <

HF 7%V 7«
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ST IVT7 7 —AbF
YT 7T aASIN
AT —AF b
VNN = AT
Yuto— 2, %
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A, B TO X —
A, X7 aIT—)
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VaN=ayj
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A, ~wrzuad—)
6000, EfLF% >~
=R bk, HA =
bk, vy
VAN=ayi
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’ 30.0mg 60.0mg 60.0mg
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SEMZ
OREEE (BE - KER. HEZSFERE. 7 NE—HRENR)
ICHSZESE
6. FAERUHAE
WE EAE 72Xy 725 Y o HERE LS LC 1 H 60mg &
1 H 2 BEEIHRS§ 5,
WHL TR E 12 RmO/NBICIE 7 2 F Y 7 oS D IR
ELTC1H30mg %= 1H2ME, 12U ED/NRIZIET7 %y
Y VRS LT 1M 60mg & 1 H 2 RS9 5,
B ERICE D EEEET 5,

8. ERUERNER

GHEEHE)

8.1 AR O LN VA IZIE, B ENICh YRS Lk
WEHITEET LI L,

(T LILF—HER)
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3. RFHEEL T, 20K
WIS THII S Z EAEE L

o |V MRS 30mg| v HEERIE St 60mg| >~ i Bk E OD ¢ b EPmEEIN TS,
[FFPJ [FFPJ 60mg [FFP] 9.7 IR
IFTVEVENEII TV VBE|E R o E S A AR EIR, Frald, FUE, P8 ESRE L2ERE R 0%
B FF 0T VAT —F| DT 1 VA a— T | ML L7 RIREERIE T L T,
175 17 7% 9.8 EilhE
/ m FLEDFRD SN A ) AL E 2 179 2 & BRRREDMK
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- [16.6.3 Z#H]
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o f 10.2 HAEE BEAICEETRTE)
B Sl RS AREDR - 51 5 1 e - felA T
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B EHa | JES | EE | JES | EE | Ee | B KT S 0 L HEE
. (mm)| (mg) | (mm)|(mm)| (mg) | (mm)| (mm)| (mg) | (mm) ENb,
% % ] % % 9 % % %
65 | 104 | 33 | 85 | 206 | 41 | 95 | 330 | 43
o FF FF FF
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PR RS, MR, BRI S, MmAEIE. Ik, WIRLAE0#®

BOERD D SN2 a3 xS 2RIk L, YR LEZ 1T

Z&,

11.1.2 FREEERRE. &E (V9 b BUEAN)
AST. ALT. y-GTP. Al-P. LDH @ F A% ONFHRERE, #
ERHOLDLNDLZ VDD,

11.1.3 SEFERERE HEAT]) ., BMmEKES (0.2%). $FHIkiE
A (0.1%A)

11.2 Z0fthDEIER

1
1

0.1~5%Aiil 0. 19K B
H e F S MRS R |EEE, BENREE,
i\ BRI, O F | LUK
VOARIR e
Bl
AL W A, MR I\ AR
NS NN
HILA R
B BE T HIRRSL L WAL | PR
55
il AST EJ. ALT
L5
IR - WA R PR N
L BiF, ME LS
Z i IO PRI | PR
T, M
RResH

FEBURZ R GERE T &8

12. [RRRERERICRIFTHE
TLVE Y ENGZIHS 5720, 7 LIVr YRS
ET 5 3~5 Hui S A& K OG- %2 H1ET5Z L,

13. BERS

13.1 fiEIR
AMETOWBERGIER & L CEHEZ IR L7z 2 5052 H
Y. 1800mg % AR L 725 R Tl % < . 3600mg % iR L
TEBITIE, ©F v, RELCTHED AL L7,

13.2 L&
KANZMALBEN I L > THRETE 2\,

14. BRALEDER

14.1 ERIZAFOER

(EBIHE)

14.1.1 PTP A2 D#EHXNI PTP ¥ — F 25 R Y I LTIRE T 5
IIfRES AL, PTP ¥ — POEAKICL Y WWE AR
WREEAFIA L, W23z B2 LTI ASOEE 24
BHEZPRTHZ DD D,

(0D &)

14.1.2 BHNIED LIZOF TR A S5 & T 5720,
Kz LCTIRHWEETH D, T2 KTRHTLZEHTE S,

14.1.3 RANIEFFORETIE, K2 LTIRHLZWZ &,

16. EYEhEE

16.1 MAEE

16.1.1 BEA
TR ABT- 8B T =%V 7 )T VRIS 72 )b 60mg# ) % 22
JEREHR RS Lz e & MR T 25 T2 F U VRENRT A—F
WBUTOLEBY) THholzo AERGRIZITEBETLIA SN Ao
-1)
HLD) 72F V72 F Y UERES TRV E T 2RV T 2 F Y U ERRE

$E 60mg (AWM HEETH - 722,

MAEHRIE ST A — %

;J:Q AUCO*OO tmax Cmax t1/2 CL/F
5w | (ng - hr/mL) (hr) (ng/mL) (hr) (L/hr)
60mg | 1445(35.8) | 2.2(38.5) | 248(45.0) |9.6(59.5) | 44.4(41.1)

120mg| 3412(28.4) |1.9(37.0) | 564(39.1) [13.8(64.9)| 35.0(26.7)

Iy (EERE%)

16.1.2 /R
WAEVET VIV F—MafBEH I 7 25V 7 2+ HEERESE 30mg (7T~
11% - 50 ) KU 60mg (12~157% : 19 61) % 1 H 2 [n] 28 [ i f k%
Ceh- L7z & A5 7 2%V 7 252 0 O MR E S5
A—=FRFUTDEBEY) THo729,
MR ST X — %
ﬂ:iﬁ% *ﬁ Jﬁ AUCO*OO Cmax t12 CL/F

0 =]

G (%) | G- | B1%|(ng - hr/mL)| (ng/mL) | (hr) (L/hr)
HAN [7-11]30mg| 50 | 851(38.2) | 150(51.7) |15.8(68.4)(40.1(36.4)
N
/%Zf:@ 12-15|60mg| 19 | 1215(22.1) | 18541.8) |12.3(75.0)[51.6(21.1)
AHELA
NN

iE3)
(/E%: 7-12|30mg| 14 | 1091(36.7) | 184(48.1) |8.8(34.5)[29.1(36.3)
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#5)

Y (ZETHR%E%)
%85 A — 5 OB T
i 2) NONMEM (2 & 5~ A ZH5E
W3) S varvt— Ay MNENT
16.1.3 E£WEHEIEF MR
(7 x+VY 7 I VIEEIESE 60mg [FFPL)
7 ¥V 7 )Y VRS 60mg [FFP] 27 L 7 6 60mg %, 2
UAF—=N—RIZEDENENLGE (ToF V72T VIERIEE LT
60mg) fEHER AT F-ISH ARG HL IR 45 5 L C L I o R A AL Ak i
ZME L, BN YHEE/ ST A —% (AUC. Cmax) 122w\ 90%
FEHEIX B CTREEHEAT % 47 - 7245 log (0.80) ~log (1.25) Ol
FNT® ) . WK O AR REEATERR S 7zY,

HENT A= ¥

BHEINT A —F

AUCo-24 Cmax Tmax t1/2
(ng - hr/mL)| (ng/mL) (hr) (hr)
A AV
D VR S 1681+643 | 234.4+95.4 | 2.4+1.4 | 5.5%+0.8
60mg [FFP |
7 V7 7% 60mg| 1657+618 |225.7£93.3| 2.1*1.2 | 5.5+0.8

(Mean=S.D.,n = 24)

350 1

300 | —@— 71XV 1T IERIEF60Ng
[FFP]

250 r

—O— 7L 7 5§260mg

200 + Mean+S.D., n=24
150
100

50

MFRFRECHFBRE (ng/nL)

0@ ‘ ‘ ‘
0 4 8 12 16 20 24
BERE (hr)
AR ONZ AUC, Cmax 50735 A — % 13, #BrE ORIR, K7
DI - RS ORERSAE I X > TR D W R D 5,
(Tx#*Y T IVIEEIE OD & 60mg [FFPI)
7 XV 7 =Y VIR OD $E 60mg [FFPJ) & 7 L 275 OD $ 60mg
L VUAF—=N—FIZEINZFNENLEE (7 oFY 7 2 CHERRE
& LT 60mg) fRRERL AT T 1A A B AR I S OK TR L Ok 7z
LCHRA) LC. M RZEILAMRREE 2 5 L. 55 /-3 BiiE 5



A—=2% (AUC, Cmax) 22T 90%IEHEX I THEaHIEIT 217 - 72
ik, log (0.80) ~log (1.25) D#PHATD Y . WK O LY H) [
FEDIERR S N7z

(1) KTHRA
HERNT A =¥ BHINT A5
AUCo-24 Cmax Tmax tiz
(ng - hr/mL) (ng/mL) (hr) (hr)
TJr¥V T )
¥ U HEREE OD 1406510 |201.1£90.9| 2.1£0.8 | 5.2%+0.5
§t 60mg [FFP]
7”%5?0Dﬁ3 1462451 | 196+68.1 | 2.0%0.8 | 5.1%0.5
mg
(Mean+S.D., n = 30)
300 1
— @ 71XV 7 FTUIEMIE0DIE60Ng
250 1 [FFPJ

—O— 7L %7 50D$E60mg

200 Mean+S.D., n=30

150

100

MmEEHRECEBRE (ng/mL)

50

8

12
RS (hr)
MYEFRIEE NS AUC, Cmax 0757 2 — 5 (&, BBE DRI, Milk
DIRTUREL - B DB & > TR BTN D 5o
(2) A5 L THRF

16 20 24

HENT A= % BHEINTG A —F
AUCo-24 Cmax Tmax ti2
(ng * hr/mL) (ng/mL) (hr) (hr)
TJrF¥V T )
T VIEERE OD 1232+390 | 159.5+69.1 | 2.5+1.0 | 5.4+0.5
#& 60mg [FFP)
TV7TODEE | 551496 | 158.9+67.1| 2.841.5 | 5.5+0.7
60mg
(Mean=S.D., n = 30)
300 r

—0— 71XV 71T UERIEODIE60N

o}
$ 250 t [FFP]
~52007 —O— 7L % 50D$260mg
{I?’['é Mean+S.D., n=30
€ 150 -
A
=
100
T
#® 50 [
=]
0
0 4 8 12 16 20 24
EERE (hr)

M G N2 AUC, Cmax 50/85 4 — 713, BBaE 0 BIR, Kk
ORI - WS ORI L > TRZ 2 TREE? D 5.0
16.2 MRIY

BEHER AT F 22 B2 7 T AF — N—5C, 2R R OV (RiRlhi &)
W27 2%V 7 o F Y Y SE 120mg™ Y & HERR R G Lz e &, 22
HEEE 12 IR BRI G D AUCo-00 2 U Crax (&2 LS 15% K O 14% %,
BLY BHEAT— %)

E4) WACBITEARFOAZEHEIE 1 H 60mg, 1 H2MHETH A,
16.3 £f0

RN 7 =%V 7 = ¥ U HEEEEE 40, 200 K 08 400mgEd % 1 H 2
FREOHEG Lz & HGBRIEMEC REMO 723y 7)Y
> D n vivo lZ BT A ISR & OfEAFRIE, 13~7359ng/mL DL
JHT 60~82% (69.4+5.9%) T 726,
16.5 HEitt

HEHERANB T 8B T =%V 72 )Y VIEERE S 7 )L 60mg % H|0]
BOEG L7- L 205 % B FEFTORF 72XV 727V v OF
BHRREEIEEL, 11.1%TH > 72,

fEHE AR TIUC-7 = %V 7 = F ¥ U HEBEIE AT 60mg % HLRHE 1%
L7 &, #5% 11 HECTORKOHEDORIEEL 91.5% T, T
BEARTOWDIZEAEEZ 72XV 72F V0 THY ., EHPITH 80%.
FRANZH 11, 5%k S 2D (SREIAN T — %)o

16.6 HEDERZEIDEE
16.6.1 BigEEEEE
WA DB ERE 296127 2 F Y 7)Y UHEEEE S TR
mgit Y Z MG Lz &, ZJLTF=0 20T T A4~
80mL/min } OF 11~40mL/min D EHZ BT L 72XV 725V VD
Crax [ TR AN L, 22N 15RO 7158 < P
WEZENZN 1.6 B R1.8EEN 720 T2, BITEE (7L T7F=
Yo UT I YA 10mL/min BLF) 28B4 7%V 72F Y 2D Crax
RS L, 1555 <. FIEREEiiE 1 4R, o7 &
B, DEMIIBIFTH - 7299 FHEIAT— ),
16.6.2 FFigaEE=EE
WD ERE 177 2 F Y 72+ Y UHEEEE S 7L
80mgE ) A MG L7z & & JREERERFICBIT2 7%V 72 F
D v OSEWEEL, BEREMOSTHL KRE L FEEOREIZ L LA
BHE DL A S N H o 720 Child-Pugh 473 T B X3 Cl Th o 724
j‘é‘@ TzF¥FxIV T 2FT D AUCO’OOCQ‘: 2176ng - hr/mL. Cmax =
281ng/mL. ti2 13 16.0hr TH o720 NS DMHITEREEEL 2B S
EOZNEN1.2, 1.1, 1.2 ThHo7. BB, ZEMIBIFTH-
721010 (FLE N 75— 5 ),
16.6.3 SHnE
65 MLl FOBESRE 206127 2%y 7 F Y VEEMIES TRV
S0mgt Y Z M5 L2 2D 7 2%V 725V ¥ ®D AUCrH« I3
2906ng - hr/mL. Cmax (& 418ng/mL. tyz2 (£ 15.2hr TH o720 TNHD
fEI R SEE B AEOZENEN1.6, 1.6. 1.1ETHo720 %
B, DEMIIRIFTH - 2108 (BHEAT— %), [9.8 BH]
16.7 EYMEEER
16.7.1 TUZRORAY Y
BEHERAB T 18 B 7 = F v 7 = F ¥ VIRERE ST 1 [ 120mgl
H2EED ey 2a~< 421 300mgl H 487 HREHEH L TRE
RO L&, P 723V 72V DO Crx 3725V 72
IV VBRI A GO 2 I LA Lz, —., Mg ) 2Au <
AV VBRI, BRI & BB o 22919,
COmMEEF 7 XY 725V VRE EAORT IR, S PR
FDOMEICL 723V 72FT 007 )T 52 ZADOMET S OMILER
O¥IMSEKT 2 b0 L g s /19, [10.2, 17.3.2 2]
o) 72XV 7oV UIERIEMIESEE 7 XV 7 2D VIR SE
60mg |ZEWFMIZ S TH - 7217,
16.7.2 KEMET IV = L - KEHES TRV LSERF
fEERAB T 2261027 =XV 7 Y VIS 7L 120mg® Y 0
PG 15 AR KEEIE TV I =7 & - KERIE~ 7 4 o 7 A& A & B
\fG L&, 725V 72F YD AUCo-30 L Crax (7 = F
7 = F Y VIR EE E A GO R 40%E A L2 (SREIANT — 5 ).
[10.2 1]
16.7.3 ¥ v3FVY—=)L
TR AR T 230127 =%V 7 =52 ViEFHE S 7))L 1 A 120mgl
H 2 [ED & v a9 — Ve 400mgl H 1181 7 HHBEH LT RAERD
BH L& MFEF 72XV 70 F YV VBEER7XY 72F Y U
FRE A G ) 2 512 B5A L7228, g7 h a9y — Vg s
. PRI L BB oz, MR 72 F Y 72 F YV VigELEAD
BpiEo ) Aau~ A v v Lk HEE SN HEAT—5),
16.7.4 AATSV—=IL
BERAB 23627 =%V 7 2 F T VIERIE S 7L 120mgtd o
B 11 BEAT & 1 EEEIETIC A A 79—V TRV EFNEFN 20mg
R 40mg & B E L7- L X, 7%V 7 2+ Y U ERBEOEYBIRE
W e o 7218 (BHEANT— %),
16.8 ZDfth
(7 V7 FIVIEEER 30mg [FFPI)
7 ¥V 7 Y S 30mg [FFP] X, [&ED R 4% EF
BH| DAY R RISV A 94 >~ CPEC184FE 11 H 24 HE AR
BIEHE 1124004 5) | (12O E, T2 F v T 2V VS 60mg
[FFPJ %S L L7 & &, BB E s L (. AYPmicmeEgE s
e ENT=Y,

17. ERPREZHE

17.1 BERURLEICETS

(ERE)

17.1.1 ERSEMIEZER (BA)
MBS BT 2R e L7 ZEEMRGAT RN LGSR (T 4 214
Bl) T, 7xFV T oY UEREE 1 10mg® Y i 60mg % 1 H 2
M, 1HERRERE Lz & PWAR USRS OGTHERA 27 0%t
FEFLUTOEB) THo72,

AR



I E BRI (K% 3 7 Z(LR 49 SE) I E AR (A7 7 BMER T = SE)
e ] - e . Gro (R4 e i b g | AT P S iy
wom | mem | mew | oz | VR RO gm0 wew | s |PTEE ORI
+ _ + N R e
10mg 74 5.68+0.25 | -2.12+0.34 b = 0.0042 71?%14?;;7“/ 64 16.09+0.20|-2.06+0.19 %@_Oﬁz;{;
60mg 68 | 6.40=0.21 | -3.53+0.33 VIR o
EA BRI 1 10mg. 60mg. 120mg o 1 H 2 #5500 3 BB T R FR 0172
SNTHS, AT SIZ1E 10mg & 60mg DDA % IR L7z, VR 63 |6.10£0.19|-1.83+0.20 (IR ML Tl =
7 =%V 72 )Y R 60mg 25 B 0 RIIE 563 % 25.3% 0.9

(19/75 ) T v . E2EIERIEZIRS 10.7% (8/75 B) K OERIE 4.0%
(3/75B1) T - 7z2020

1) BACBIT A ERHOKEMEIX 1R 60mg. 1 H2RTH5%,
17.1.2 ;BN MR (RA)

[BPYEERRS EE B W RICER L 7275 £ R B T EERIEEER (T
W5 439 61) T, FILRNE T =XV 7 2+ Y UHERE 1 60mg %
1H 20, 4 AMEOHRS LS, 723V 7 2F Y VIR TS
LRI LFEEPWA AT T OFERBIIPRENT

MYV BB GREIR A 2 72 L P39 +SE)

Sz (N
WHBE | eI | g miem | PR ;)%ﬂ w3
7R 90 1.92+0.09 | -0.47+0.07
p = 0.0001
60mg 86 1.98+0.10 | -1.07x0.07

LR EERAR (12~15e &) 77 ReRE LT4 = (1
[a] 20mg. 60mg. 120mg. 240mg) #JHWT 1 H 2 a5 0O#E%17- T
W5, RMTERIZIE T T bR E 60mg DRI D A FE IR L7,

T ¥V T T B 60mg %58 O REIEH BT 21.3%
(19/89 #1) Ta Y, EREIVEMIZIF 10.1% (9/89 ) TH - 7223,
(FLILF—HEER)
17.1.3 ERSE IR (FRA)
FEIET LV X —MaREE R & L ZEEROEAT RN =
SER (B 5 307 61) T, YRR NE 7%V 7)Y HmE 1
[ 60mg % 1 H 2 M, 2BEREOHRS Lz &, (Lo REE. Bt
MRERDO EFHERA 2 7 OZA/LEIILTO LB Y TH o7z,

1 2) FGHTA 37 RO & AR L LT 2 AT RIS
FD 2 FEDFED HHEE M T 0% D 95% ) IE TR LR %R L 720

T ¥V 7 2 Y IR G BRIV SEBEIE 5.3% (4/7561) T
HY. EREIEIIEIR2.7% (2/7561) TH o720,

(7 NE—4RZER)

17.1.6 ERNSFEMERER (BA)

7 MR EREEEMNRE LT T AR B EE IR (i
Mxt R 400 B) T, 79 RNE7 =¥V 7 2T L HEEEE 1 [ 60mg
ZlH20b (ZEEMRTTLHEM BO#ESLEE 2OAAITO
ZALRIZUTOEBY) TH o720

A B CEIR A a7 2 b 1y [95%E X IH])

L/ gL
wom | mem | omew | e | R PR
\ 4.79 ~0.50
77X 1991 14 684.89] |[-0.62-0.38]
Lo o p = 0.0005
60mg 201 ) _ .
[4.594.78] |[-0.88-0.62]

T ¥V 7 )Y VIEREE 60mg 51 o BIEH F B E T 23.2%
(48/207 B1) TH Y. ELBIEAIZIREG 3.9% (8/207 #l) K ONILELE )
WVE Y EF1.4% (3/207 ) TdHh o722,
17.1.7 BN MEEER (MR

TN EEE AR, ToF Y T o F Y SRR (T~11 75
12131 30mg % 1 H 20, 12~15%121X 1M 60mg = 1 H 2 |\) Xid
WHHREEL LT N F 7 oy IRAVBE RS A uy 7 (Tallgh 1 H 2
[) % 4EMAECOHS L - ZEERILERE (T4 162 61) <, X

N SRR EIRA a2 728 bR P £SE
[_I g B (ﬂ: &1 = T 7*&1'-) (it/\ﬂ:k/\ ﬁﬁ;"?’eblﬁ?_é']lﬂ?‘/']lﬂ“‘/Vﬁﬁﬁiﬁ®3F%“liﬁ§$§ﬂf:o
P51 FEBIEL P Hi ZAL = ,f“)” 7 . SN e
NE ENFEERERGE (R 3 7 & bR P +SE)

75 kK 1 74+0.14 | 0.07%0.1 ot j . o RS (LA
5 05 6.74+0 0.070.38 | o - ﬁﬁ& - ol Mmﬁ (s
60mg 100 6.64%0.14 | -0.36%0.18 _

FEAEBRE T 7 £ R AL LC 11 60mg. 120mg @ 1 H 2 50 3 71?;%;*’ 77 12.3240.05|-0.50+0.06 %0)‘??&%@ :
W TN S A AT IS 7 7 R DIED % T L i -05
i}*ffti’i E R AN AN 60mg DB D A% 75 L S Cycoma
FrFT T EJ 20,185
7 2%V 7 xF YRR 60mg $ 5 B OB M R EIL 9.9% LR 85 |2.38%0.05/-0.58%0.06| (gpyppmsfiti =
(10/101 B1) T v, T2 BN IRG L O FIER R A )34 3.0% (3/101 0.37)

Bl) THo72,
17.1.4 ;BHEMAEER (BRA)

REFEHET LV F R R BB 2 N RICER L7277 LR R
BRI (BT R57061) C©, 798 RN E 7 =%V 72FT >
TR 1M 60mg % 1 H 20 (ZEEMF T 14 HE) &OESLE
&, 72XV 7Y UEBEILZ T I R UIERA 2 7 OB E R
LR E NIz,

O EARBARA (REk A 0 7 2l T+ SE)
L/ ‘\ﬂ
WHBE | mEE | BHN e | P ;};H oy
7R 141 8.88+0.14 | -1.56+0.20
p = 0.0001
60mg 141 8.81+0.14 | -2.64=0.20

LR R (12~15 e &) 77 Re e LT3 HE (1
Al 60mg. 120mg. 240mg) =H\WT 1 H 2 HFESDILEZ 7o T b
B RN RICIE T T 2R L 60mg DI DO A E IR L7,

T xF¥V 7 )Y VIR 60mg 5 O RBIEH B ER 14.2%
(207141 BI) TV . F2EIWER LG 2.8% (4/141 B1) . HF VRO
FIMEGBAD A% 2.1% (3/141 ) Td - 722520,
17.1.5 BN MIEEER (R
WAEET VIV -BREBELRIRIS, ToX Y T oY VMR (7
~11 7% 11 30mgl H 2 [al, 12~15 #%1Z 1 17 60mgl H 2 [8]) X iExHR
WELCTr MF 72y IRNVEBE RS A uy 7 (1Al 1gl H2M0) %
4 FEEREOPS L 7 ZEERI G (TR % 127 #1) ©. < Lok
SR, BT BHOAFA I 7T OBLEICB W RS 5 7 2 %
V7 F Y VIRBIR OISR SN,

113) BGRIA a7 K OERE 2 LR L L g it 2 47, i

D 2 FEDFED EHEE M L 0% D 95% ) METEIR 5 EIRZ R L 720
Tr¥xV T S Y UEBEOREMAREEL10.8% (9/8361) THD .
T REIVERNI IR 3.6% (3/83 61) TH - 722930,

17.3 ZDith

17.3.1 {EtHESEEICH T D RE

M) EHERAICT 2%V 7 )Y VIHERE 120mg® D, E—Cofie 2
FIVERYT I RE ZEEW, 3H ISP oA F—nN—TENREN
S L, 7— 70 ANREBRIC TS HELRE L2 X, Z20EE
RO 25 I VEICHAFEITNS L, TR EFEKETH
- f:Sl)o

() BERACT7 =¥V 7 2P LV HEEEE 120me. Hittoiie 24 3
VERNT IR EHER, 70 AL —N—=TENENHRAEG L.
RV bo Uit E S (PET) 2 HW TRMAORBITIE 2 MEt L 724
B 72XV TPV VLA RBEEOC A Y I v i BEO
L AEAREN RNz, F 7o, WETBBUSRBREIC BT TS
TR EFED Ao 723,

@) 7y HTULLF—HEIL, 7T2F VT )Y SRR 60mg.
DI 2SIV, TLVI-VROTTLRE EER, 4741
JUAF —=N—=TEZNZNHAEEEG L, ¥ 321 —¥%— L TOHBHE
BRI I TR AT L & & GEEAEIC R T REIR S — A
DI AL I VEIIARFEINE L, TR EAKTH 725 (b
EAT—%),

17.3.2 DOERNRIFTHE

M) BADOFEFHET LV —HRRERIC 72Xy 727V VHEBIEE 1
] 240mg™V FC 1 H 2| 2 G Lz &, 7o REBL T,
QTc MDA E L ZALIX R S N7 o 72303 (JHEIANT— ),

@) ERAIC7 2%y 7o)y VIERREZ 10 60mgl H2H 6 % . 1
[ 400mg™ V1 H 2 1] 1 BRI &% 0 240mgl H 1 [H D] AER#HS L TH,



TIERIZH LT, QTc MEOH E R ZBLA 5 L7k Ao 72303 (4[]
AT =% )0

() EERARTFERRIC L) A< A 2 QFEYAHEIER OB
(72 FV T oY UHEERE 1 M 120mgl H 2R 7 A, =) Ao~
43> 1M 300mgl H4M7HM) 1I2BWT, BEHIC L ) ImsEd 7 « %
VT F Y VEER 2RI LA LA TY QT A oLER S
OLREWIIEIZA SN o 7219, [10.2, 16.7.1 2]

(8) Comax DR R GED 10 5 L& 2 2 & T TOMEHIZBWT,
DEHAOEEII %, AEFROBNG 20 5Nk ho 723039 (S
ANTF—%)o

(B) 7=x%vV 7o+ Y UERRIEICIEZ O — L MORERER K
T v RVIHTT B FEIZED SN TV AR W0,
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18. ERHEIE
18.1 {EFAER
¥V 7Y oM. B A5 3 v H A RETUER %
TR E Ly A THRIEMES A b7 A > SBEmh v, I EREk b e
VER R O BHES I /10 AT 4 T— & — i 2 R340,
18.2 XY= H SBIFEHIER
TrFV T2 F YU BAY IV M EFERICBVTEAS 3
VEFERIL. VT Y Mt REEAR K VGEEARICBI AL AY I v
FHINGE 2 IH L 72 (107~3%x10M) o F/2, GG TELE Y b -
Y AY I VISR SRS R L7, B, T ¥V T2
FUUHEBEICIEZT FLF) ., TREFLVaY U, kO F Y RN F
FoLUDORZEMEILECICL BN T AF v F VI 5 BANEEFE
B HNTWRWD,
18.3 IFEEER. WIEMY 1 Mh+ U RUHIEED FICH T 21EH
T F VT GV HEERE T T VOV — s g i R SRR
LR AR LIS X IS S NS b MIFEE kO F 10°M LLE T
PR L 7ze F 720 FREIMET LoV —Vh 5 0 B p sl Skl b 2 i % 3%
Pt NIFEEER L & B ICEE Lz b IR RS EEE S 0 B RE
Pe A+ A A > ThH B IL-8 KU GM-CSF & Z 21 10°M Lhb 0
10°M DLl L, MifadEsg 7 CTdh 5 sICAM-1 % 10°M L E Tk
&é“&fiu)o
18.4 = HIVAT ¢ T—4 —EBNHIVER
7 XV T Y IR R A O R MR IR R O T b ¥ —
VLR 1§ 25 B O RIS INER 2 & OBt b b IgE FuEfil#ic L v 2 %
I VMR IIHIL 72 (106~10°M)o F 72, ENE v MPUEGHSEEIRTY
lig A€ TV B CEE IMMBEEE (BALF) foafa ) i
R U R A U
18.5 I B7UILF—REEFTILEMICHTT Z1ER
TrxXV 7Y UEBIEIE, ELVEY MUESEET LIV RS
T NZHEETF 74 5% — (PCA) BUS. T v LRI g1
TFT4TFY ISR OEINVE b BT AR S % ]
L7240,

19. B ICEAT IBEEMAR

—fREIER 72 F Y T 2 F Y IR

(Fexofenadine Hydrochloride)

. 2- (4~ {(1RS) -1-Hydroxy-4- [4- (hydroxydiphenylmethyl)
piperidin-1-yl] butyll phenyl) -2-methylpropanoic acid
monohydrochloride
C32H39NO4 - HCI
538.12
HEORHHEOBRETH %,
AE )= VIO TEHETRL T 28 7 —b (99.5) 120X
I3 <L KISHETIZ W,
AL =V (3—100) 1ZHEGHEZE R E 22w,
SR 5N D,
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OH

OH

CO:H

- HCl
H:C CHs
T O S GRAE L

22. @%
(T xFY T FHIVIEEIREE 30me [FFP])

(PTP) 100 & (10 ¢ < 10)
(T xHY 7T IVIEEIRSE 60mg [FFP])

(PTP) 100 $ (10 $Ex10). 140 $ (14 $Ex10). 500 §& (10 % % 50)

(ZxFVY T FIVIEEEIE OD & 60mg [FFP])
(PTP) 1004 (10 $Ex10). 500 4% (10 $E x50)
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