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AHIA L, EIZIZEILe B2 L CHRRAAS O EE 2 A0HEE
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16. EYEhEE

16.1 MR

16.1.1 BEZS

BEHRERANBMECT AT T 5 Y V62,5, 5K O 10mg™ % 225 H R
B L&, MERTATT Y Y BEEEU T ORISR LB
TH Y\ Coaft WAUCIE DT R HBITEASER0 & 722,



F1 TARAUTY Y g RO L2 L S OEYFIE T 2%

= % Tumax" Coax* AUCo-e* ti2®
I %L (hr) (ng/mL) (ng-hr/mL) (hr)
2.5mg 8 2.50[1-4] 1.46(24) 20.1(29) 19.7(11)
5mg 8 1.75[0.5-3] 3.55(37) 43.1(37) 19.5(18)
10mg 8 1.50[1-2.5] 6.95(14) 84.8(26) 18.5(18)
+ Rl [/ fR A
AT (%CV)

16.1.2 RiEH”RS
TEHER B SB) 127 AT 5 % ¥ §Esmg% 2221 H 110 H K
RS- L2 &, MIEH T AT 5 5 D Vs S MiaHs 0 H £
TITEHREICHE L, Cowt AUCo2mel2 2 W THE L 72 BB
IEENZENL.30K UL .47TTH - 722,
#2 FAUTH YV EEE EEE A L0 R MRS L7z & & 05 IR
DIEYFE/ T A — 5

16.6 HEDERZEIDEE

16.6.1 BHEaEEE=EE
Bl L7 F =297 5> A(CLler) : 51~80mL/min/1.73m?, 6
1], & EE(Cler @ 30~50mL/min/1.73m? 6%1) X (& & & (Cler :
10~29mL/min/1.73m?, 6fl) O g HEEREREERFICT AT T ¥
YV dbmgw WER OGS Lz & &, @M A (CLer @ >80mL/
min/1.73m% 9f) & L% L T Cmac S USAUCo-aane | HR FE ~ v 45 i B B i
MEERETHRHL.3~2. 168, EEEREREEETR2 66512, Zheth
ERLZYWEANT—%).[9.251]

F5 EHRERERZIIBIILZTATT Y VL IH1EAE M RERS L7 &

- - Tax " Crax* AUCo-24ne* tiz2®
iR ks (hr) (ng/mL) (ng-hr/mL) (hr)
5mg 8 2.00[1-4] 4.21(32) 47.4(42) 22.7(19)

T il [ /MR A
AT (%CV)

16.1.3 E£YFHEIEMHER
FAUT Y Y yEEbmg[ T A JE T L v 7 AEcmew R A B M2
FNENE(F AT T ¥ Y vk L Comg) 2R H R3S (7 0 A
F—N—E) L, MIERTFAT T Y Y 2l Lz, 55703
BHE/ ST A — % (AUC, Cmax) 122V TI0%IETE X B33 12 CTHeEHIEAT %
1o 7245 R, 1og(0.80) ~log(1.25) DHFANTH V) . W] DA W=#[H
SRR S Y
#3  KBH G S OIWEE T A =5

Cmax Tmax Tz AUCo-72nr
(ng/mL) (hr) (hr) (ng-hr/mL)

EOTEFIREROEY L ST 2 — 5 (JLEIA
fER il B Trax Crnax AUCo-24n:*
s (hr) (ng/mL) (ng-hr/mL)
(353 6 3.50[1.5-5] 4.33(21) 59.9(28)
AR 6 3.00[1.5-12] 6.11(73) 95.8(104)
HE 6 1.75[1.5-5] 7.61(70) 120(89)
B 9 3.00[1.5-8] 2.96(50) 45.5(61)
GRS AR AN (s FN
TR (%CV)

16.6.2 FFiEEEEE
X (Child-Pugh A 2 7 : 5~6). W& (Child-Pugh 2 27 : 7~9) X
(X (Child-Pugh A 2 7 1 10~15) O PEFHERERE 5B (55460) K O°
HEHER (8B 12T AT T % ¥ 4§87 .5mg™V % 22l 1 e 4 S L
ol & MEER T AT YD VREORYEIE ST A -5 T T O
WRL72EBY Tholzo MHREEREEE OCont TAUCIE., fEHEL
ANERB L TENENHL.8~2. 265 L UF92.0~2.9f512 15 L 729 (4%
EANT—%).[9.351]

#6 MR EEFICB T LT AT T ¥ Y ViR G O Y EIRE S

A =% (FLEIN)

TART YT

Sl 7 1 | 2.25+0.90 2.9+2.3 | 21.6%£19.4 | 44.07£25.53

THL v 7 AfEbmg|  2.27+0.69 2.5%2.1 | 21.6%20.2 | 44.91%21.12

(Mean£8S. D., n=32)

3r —e— FATTH Y G Sngl T ]

% i --o--FHL w7 ZE5ng

th Mean=+S. D. (n=32)
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(ng/mL) ’\i\”\g
| | 1 5 1 4
07123456 8 12 24 48 72
1 5% OB (hr)

MR 7 5 NCAUC, CmaxS5 /87 2 — % 1%, #ERE OFR, K
HEDPRIEEL - BRI S O BERGAF 2 & o T2 2 THEMA S %
16.2 IRIN
16.2.1 REDORE
TEHER A 24B0) 127 A0 T % ¥ v §ibmek fi4 (RigRhm 7 1Y) — &) ICH
FFRIHE S L2 &, Mg T ARS8 Y U RO3-OHT AR T 5 ¥ Vi
B (Conae X CAUC) ND T W TN LD SN o 72V WHEAT— ),
FA4 FAUT YT Y OREYIE KT TR0 HE GRITFI I 0°90%(E 1
XM, JHEN)

[ RE i Tomax Cimax* AUCo-e* tue®
R (hr) (ng/mL) (ng-hr/mL) (hr)
[ES 4 6.75[1-24] 5.07(19) 312(110) 68.7(63)

R 4 1.75[1-2] 6.48(52) 245(19) 60.3(10)
W 4 1.75[1-5] 5.90(40) 345(55) 62.3(27)
1 8 5.00[4-8] 2.89(23) 120(123) 43.4(80)

AR AN YN
AT (%CV)

16.6.3 =&
v (1760, 4E# 1 65~T70) 127 AT T ¥ ¥ U §ibmgx LH1EL0H
BRI G- Lz & &, MR T A0 5 4 3 VO Caua% FAUC
1. e R (0560, 4Eh 1 19~6458) & I L Tt b #20% 5
L720 BETOTFT AT S ¥ ¥ ¥ Otipld P31 0k GRITF35) Tdh
). FEEHRTIEEE & b L TRIS0%IER L7210 (WHEIA T — %) 6

16.7 EYMEE1ER
TR N Z /PG & LT, CYP3AADHEH] (7 ha+ vy — L™ 1) 2
av Ay, 7YAaYA YY), CYP2D6DHER (7 VF FLF V)
W IZCYP3A4NK U2D6DFER] (Y A F 3 ») EF A5 ¥ ¥ U 5ibmg X
137 .5mg™ & UG Lz & & ifEh T A0 5 4 Y v K OB-0H
FAUT YV VREOEAFEETRIORTEBYTHYY, wiFho
FERIZ BV T HQTCHMEE &0 LEMADBEILZED SNk h o 7212
FHEIN 7 — %), [10.25 ]

£T TATT YT Y OFEYEREN KT T MH) O 5228 GRAT I K UN90%(E #EH

XM AHEAN)

TAUZ YT Y 3-OHTAUI ¥

g %

Cumax AUCo-= Cumax AUCo-=
AFOPE 2 1.08 1.07 0.98 0.98
(Frfk ZEEI) [0.96-1.20] | [0.97-1.19] | [0.88-1.09] | [0.90-1.07]
16.3 &1

16.3.1 HEE
BRI AT AT T % Y v $ibmgr MR OHSG L2 O 2T
A3, 300LTdH - 7%,

16.3.2 MRFEEHES
t MIFEICHUC-T AT T 8 DV il L7z L S OEEMEEFIE82.8%~
87.2%TdH - 729 (in vitro) o

16.4 {3
C MRS L2 &, FATF Y YV VIREIF-OHF ARS8 ¥ U2
R Eshizob, vy ek~ RS s? (GHEAT— 4 ).

16.5 HEitt
BRI S M (B50) 12MC-F 20 T & ¥ 2 10mg't! % Z2 i |2 Al
WG L7k &, BEHREDST. 1% E Y & L THR(40.6%) ) U3
(46.5%) 2R S 720 RZEALRO R L A~ OFEEERIZ 2 h 2
N1.7% K 06.7%Tdr > 727 GHEANT— % ) o

I . FAUTH Ty SONFAOT 7 Do
e % Crnax AUCo-24nr Crnax AUCo-24nr
S
'”;075“; i o 1.29 1.21 1.77 2.10
e [1.06-1.56] | [1.01-1.45] | [1.27-2.47] | [1.63-2.70]
7} jogl;fgﬂ " 1.56 1.67 1.59 1.68
e [1.43-1.70] | [1.56-1.80] | [1.48-1.71] | [1.58-1.78]
ST
l'”;&;”““ o) 1.2 1.14 1.43 1.40
e [1.17-1.31] | [1.08-1.19] | [1.39-1.48] | [1.34-1.46]
E
FTYAARA Y UFE
500mgtil (1H) | | 1.15 1.05 1.15 1.04
+250mg [0.92-1.44] | [0.82-1.34] | [0.98-1.36] | [0.88-1.22]
1H 1
7”2?**” " 1.15 1.00 1.17 1.13
me [0.95-1.39] | [0.82-1.23] | [1.00-1.36] | [0.96-1.32]
1H 1M
/)e{sozn:/ " 1.12 1.19 0.89 0.97
s [0.86-1.45] | [0.88-1.61] | [0.73-1.07] | [0.81-1.16]

TALT YTy O¥GE 0 T75mg 1H1E, $£5mg 1H1[H
FED AR OKE S N AiiE, 1H1R5mgTH 5.
22) B TS F 0 A T8 58



17. BRPRRNE

17.1 BIMRULZLMEICET 5558

(FLILF—HEER)

17.1.1 EASE MEER

M1 EOFEH T LV F—EafBEEZ R e LS M- EER
RO R, BEFMIC & 255 28M P O4RIERA T T O
S L e AR Bl BHARCRHNZ ) EEOZEZAITOERH O
NR=AFTA U PLOEAREIZBWT, TAUT ¥ Y bmgD1HI1ME
53, 79 RO1HLEFES- (2R L OBt % R L7z (p<0.001) (81,

F1 BHFHIIC L 2 G20 OABIERDOEF AT T OR=ZAF L U 5D

ZiAba (FAS)
FAT TS ¥ Y v 5mght 75 bR

N 8.33%1.27 839+1.29
NoATA (223) (225)
A 6.93+1.93 7.79+1.81
BF2EM° (223) (225)
ot 1.40+1.83 0.60+1.69
N=RAT A Ho 0L (293) (205)
75 AR BEE DR R | -0.83(-1.14, -0.51]

[95% = KRS, pfid p<0.001
SE il + R A 2 (B1%0)
) B BNIBRA A3 B o 1 fE
b) = I O FS
WAL, B LB BT B & TR (MR 2 AL RT3 H RS 351 5 5T

1= & BB A RE % 0 7 45106 F oeilh - 1187 H BLL) 005 7 (i % B 25
Bk L. BBRE N C IS S S O S 2 R L. N — AT A SER R &
DI & ERRNE T — & AT E 7L

BIVEIIE, 2236013610 (5.8%) 1238 Sz, T b oid, RM&EAR
Pk, EMEREEE IO 4361 (1.3%) . EHR261(0.9%) TdH - 7212 19,

@) 12 EDBEET LV F— kBT TR L Lf:%l[l’rﬁ:ﬁé*ﬁ
B ERBR OGS, ERIEHIC & 2 258 M 55 045E R A a 7 D&
DXR=ZAFA4 Y PSDBALRIZBWT, TATT ¥ Y 5mgD1H1H
BhE. 77 ROIH IS0 L CEBMEEZ RS 2o 7,
BRI Sz hro 729,

(EMmZ)

17.1.2 BN MAEER
12 L EoREsE G Z R E LS A B ERILE SRR O
o BRGNS £ 2285 HOFERA T 7 (H o AT E 0RO
) LRBEDOE W) ERBEA AT BE)DEFION=AF L v hb0%
ILRICBWT, TAT T % Y UomgD1HIAHKS1E. 79 RD1H1
[ 5126 U TR % 7% L 72 (p<0.001) 6

#2  EEEHNIC & 23528 BOEA A DT RUKHA T T DEFFON— 2
T A v h o O%ZEALE (FAS)

FAOTS ¥ Y omght AN i
RSN 4.98+1.02 4.91%0.75
NI (80) (80)
. 1.79+1.52 2.81+1.83
BTl (80) (72)
- -3.19+1.68 -2.07+1.83
S UEN gRAp B
N=AF A ¥ bDOEE (80) 72)
7' K ORI -1.17[-1.69, -0.65]
[95% 5 HEIX 1%, pfE® p<0.001

P = R (1450

)BT, B L G OSSR, WL AR RE (127% DL L2058 K - 20m2 DA 1)
DISHAE . Wy & e BE (ARG - L 2 HEA A 37 ORI 7 O&FD
AR -5 UL ) O EAE R & BBIA R L L BB A C R 3 o ok v & (R
L. N=2 7 A M EREREO 72 HI# A S REREIE 7 — 8 i€ 7V
BEF (. 8061 7651 (8.8%) 128 S L7z F e b @ 1%, HIR3BGI
(3.8%) Td - 721017

(EHEREBCEE - KiK. RSZSHEE)ICHSESHE

17.1.3 BN MAEEER
12U LS - SR UEE 2 ) FIE ST 2 R L LS IHE
G- REOFEE, 7 A0 5% ¥ v 5mg# 1 H1Ia12:8 fH%5-1% 0 E i 5F
fililc & B3 A 27 (HHOGER K OB OIER) OEFTON—2F 4
YIS DEALFITEIDE B ThH o7z,

223 ERFEMIC & 245 522 DFEA A T T DEFTON—=AF 4 V0 b D%

b= (FAS)
W5 - R JBE | % O FEERE EIN

. 4.75+1.10 510=1.47 4.86+1.23
N ATA (65) (20) (94)
I 3.06+1.33 2.93+1.69 3.02+1.44
BeT288 (63) (29) 92)

R B W S U7 217+1.91 T183+1.54
N=ATAYRLORIR (63) (29) (92)
ZAL® O RN T -1.63 -2.17 -1.99
[95% 15 HEIX ] [-2.01, -1.25] | [-2.74, -1.61] | [-2.39, -1.59]
SEIAE + AEAE R 2 (B0
a) PEAREE, BESL, RRN L REBEOLRHAEN & SZ L L, BBE N CER S LS

W 2 UE Ly N— AT A MMl E L&D 1R E 7 — & f#H7 € 7)1

R OF UL, 94 8l (8.5%) 12 FBW & AL 720 7 b 0 id, fH IRABI
(4.3%) T o 721919,

_3_

17.3 Z0fth

17.3.1 BRRUEES - EWIRIFEENICHT 2 HE
FAUTE Y VRABORG. B RGO H B E e
THHEIT T v RRARLEFEREECTH - 72Y,

(D B R A 2 % 2 502 H i O IR OFE HHE B RS R 2 5T L 7225858
DFEH (1961} 02261) . FAT S ¥ Y 7. 5mg™ HIn% 580 0 iR
R OREAMERRA A o 7 K OMEIR S ST A 3 7) K O E B
HElE 7T & R G & A EED o 7220 D FEAT— %),

(2)1@)%)&/\%1%(21%) %ﬂ%u TRAT S % B L 7R S T O IRE
OPRMERERE N R T T A MG L2 & &, T A0 5 5 ¥ VomgH
[ 52 51y D R &R, &UTmﬁ‘foﬁf 377 LR GEE L EEEDR 2o
B VEANT—%)o

() e FE A A\ 3B e (18631) % 1} A% 1 T oo B B BBz ik g M Ok 1B Bl k%
FEICRITTHBERET LA &, AT T4 Y UomgHilliE 5o H
B E AR ) e O E B AR 1L 7T L R4 G & 22037 0o 7220 (M)
EAT—%),

17.3.2 DMERICKIFTHE
R NB L (240 12725 57 Y >45mg‘<‘f> (FRR A Z09f5) % 1H 1Al
10H MRS L7z & &0 BIRMICERO & 2 QT B O LK IL 729
SN o 72 WHEAT— %),

) AR OAR SN HEid, 1H1EmeTH 5.

18. ERHEEIE
18.1 {EFER
TART YT IR T8 Y v OEEREWTH Y. BRI A AL
CHEHRIETERH A BT 57 LV — I ERIERETH 5D,
18.2 EX Y = VHSBIFEHIER
FAQWT YV IEe b RAY I VHEZAKICH L CHEAMMEE R LY,
TNVEY MEHREBEO L 2 3 VPRI L 2% (o vitro) s 7 AT
TV IRALERFHSGICE Y e 28 I VEPUERZRL, <
ADYAY I VEERIEERE. EVEY POERAY I VEHERBIER D
LAY I VHERBENERERHBIUS, L= A FLDOL RS 3
VR AGEIGE 2 WIHI L 72% (n vivo)s TAT T F Y UIIROHRS-H
24WHIC 725 Ty EVEY POV RY I VESHBIEHEIEHE 2R L
2% (in vivo) o
18.3 WEMY A bhA VEQEEINHIER
FAT Ty Y ke MR ORI AL ER D S o SRS X B A
& —uAF (L4, IL-6. IL-8)% UIL-130 & & % i L 722 30
(in vitro)e TAB T I i PIIENEMIEOLASY I VI2kb
BAERTP-tL s F ) 058, 3 OICIL-6/% OFTL-80 &4k % 4] L

72V (in vitro) o

19. B ICEY LA

—fi%% . 7 AT T ¥ 2 (Desloratadine)
{£%4 : 8-Chloro-11-(piperidin-4-ylidene)-6,11-dihydro-54-benzo[5, 6]
cyclohepta[l, 2-b]pyridine
FFI  CioHiCIN2

AN

SFE : 310.82
‘s
H
N
N\
Cl \ Vi

M R AMOBETH L, AF ) — ), T ) — ) (99.5) iz~
VTN = VIZETR T (L 271787 — )V EEERE (100) 125
RHETRT L T M AAIRRBEITIZCL, KIZITZEAEHET
7\

22. g
PTP : 100§ (10§ X 10) . 5008 (10§ X 50)

*23. FEH
1) Hilbert, J. et al. : J. Clin. Pharmacol., 1988 ; 28 : 234-239

HARNCoHA ] ORAEH 5-38 8% (79 L v 7 A§E © 201649 H 28H

KR, HEEERME2.7.2.2, 2.7.6.2)

3) LHETAM B &, 2026 1 63(3) 1 137-144

4) BHEOFE (T v 7 A6 20164E9H 28 H AR, HIFEEREE
2.7.1.2)

5) SATEAE (FH L v 7 A%E - 20164E9H 28 HAKFR.,  HH A kM e
2.7.2.3, 2.7.6.2)

6) MAEZEHES (FFL v 7 A5E 1 20164F9 H 28 H K32
2.6.4.4)

7)) RANT Y AR (FH L v 7 A5 0 2016459 H 28 HAKEE., HIFE R
WM%2.6.5.8, 2.7.2.2)
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R ER
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11)

12

=~

13)
14)
15)
16)
17)
18)
19)
20)
21)

22

=

23)
24)
25)

26)
27)
28)
29)
30)
31)

ERREREIC L 2B (T L v 7 A$E L 20164E9 H 28 HAKRE. HIGS
BREE2.7.2.2, 2.7.6.2)

TR RERE 12 X 2328 (7 L v 7 A8E © 20164E9 H 28 H KRR, HIGE
ERME2.7.2.2, 2.7.6.2)

i T GO AR SR L LB (7L v 7 A8E 2016459
H28H KGR, HIRHEARMRE2.7.2.2, 2.7.6.2)

SRR L B R ENRE) (579 L v 2 A% © 20164E9 A 28 H &
. HRHERIEE2.7.2.2)

SEWAR AR AER (B804 (7L w7 A§E © 20164E9 H 28 H K2
HEE R S2.7.6.2)

[N 28 T ARRABR (FRETE T LV ¥ —45.%) (7L v 7 A§E 1 2016
FIH 28 H KRR, WFEERIES2.7.6.3)

IR EE AR RRBR R 7 LV F— M%) (7L v 7 A8 1 2016
Y 28 HIKFE, HAHEH)

I A5 TAHRRBR GRAETE T LV ¥ — M 5.%%) (7 L v 7 A§E © 2016
EYH28H KRR, R Ek%Z2.7.6.3)

[N 55 T AHERER GERRIE) (79 L v 7 A%E © 20164E9H 28 H KRR,
RS EE2.7.6.3)

[EI A 8 I AREABR (B Rz ) (7L v 7 A8E - 20164E9H 28 H KGR, 57
A )

BN 25 TOAH BB (R e JBAC A D 2 9 35) (7 L v 7 A8k © 20164E9
A28 HAKGE. HiF&kIZ2.7.6.4)

FEIPN 5 TLAH AR (R R B RE D 2 5 3) (T L v 7 A8k © 20164F9
H28H KGR, dAatdE)

MRA I O - BEMERIERET 03 2 2B (7Y L v 7 A8 © 2016
YA 28 H KR, A H)

H i OMGIR K OREHiEBEEE~ O S BRIl (7 L v 7 A
20164F9H 28 H KRR, HIGEERM®2.7.2.2, 2.7.6.2)

o R IR R A e A (MISLT) AFAMERER (79 L 7 A g« 20164-9H 28
HAKRE. HREEEIT2.7.2.2, 2.7.6.2)

FRHERE I~ O BB M EARER (7L v 7 A8E ¢ 20164E9 B 28 H AKGE.
RS EEMRE2.7.2.2, 2.7.6.2)

B HLERRRE I~ O B ERHIERER (7 L v 7 A8E 1 201649 H28H
KA. WEERE2.7.2.2, 2.7.6.2)

E AR OEMME (T L v 7 A8 0 20164E9 28 H KGR, HIFTER
M%E2.7.2.2, 2.7.6.2)

VERBER (7L v 7 A8 - 20164E9 H 28 HKRE., HIRHEFHIE2.6.1)
Anthes, J. C. et al. : Eur. J. Pharmacol., 2002 ; 449 : 229-237
Kreutner, W. et al. : Arzneimittelforschung, 2000 ; 50 : 345-352
Lippert, U. et al. : Exp. Dermatol., 1995 ; 4 : 272-276

Schroeder, J. T. et al. : Clin. Exp. Allergy, 2001 ; 31 : 1369-1377
Molet, S. et al. : Clin. Exp. Allergy, 1997 ; 27 : 1167-1174

24. WEREERERUEVGDEE
TUMREER A S R vy —
T532-0003 ABHiEI X EF5 T H2-30
TEL : 0120-381-999 FAX : 06-7708-8966

26. HERFTFRES

26.1

SHSARZETT

IRARERISHT

ARRMREIIRERSTH2-30

DA2 A260502



