20234E12 A ELET (B10R)

Bk SR IRAT
FREIE - 34

BHEMSRINH SRR - 7 LILE — MRRaEs
O 43 i

O %3 #10mg [HEL]

0742 ARNEEIESRE

BAEEFERMEES
87449
$¢10mg OD#¢10mg
AERES |22300AMX00921000 | 22300AMX 00922000
BRFeRAtA 20114E11H 20114E11H

OS> 43 >0DfE10mg [HEIL]
Loratadine Tablets, OD Tablets

4. wHBEX IR
O7LIF—HaR
OF- 17373
ORBHRE GBS - KB%. BRBTOHEE) (#2258

6. RERUVHAE
BN, BT8Py & LCLEOmg® LH 1AL BRI
G5 %0 B, AEE - ERIC LD EEMET 5,
AR R, TR Eo/NRIZiEe S 2 Y v L Clal0mg# 1H
1, ARG T 2,

8. EEREARNIE

GheELiE)

8.1 WEVFRD LN VIEGEIZIE, BRE RO NEG Lan
EIICEETAI L,

BETAHZ &,

#®= (X JIEER KNS (FLILE—8%)
2 BB ROBR RS L =) 82 FIMEOMEILGT 2 WG, HREWEER T, ZOWH
WO ARG L, WRFEHRTRE CRITAZENEF L,
3. Rk - I 9. BENEE+HTIREICHTIEE
31 #H ‘ ‘ 9.1 AHHE - BEEZ05 5 8E
i, B AS 07 %Y 0D§E 911 TAPADEIEDS 3 EBE
g 10mg [ HETL ] 10mg [ HEL] TonMTZEIT) 2k BERSLL DN EDHEDRD L,
Loer [11.12 %H]
VR 5 % =V 9.2 BigEEERE
10mg 075 Yy EOEEE I descarboethoxyloratadine (DCL) @
SR, Lo EOa|D~=k—b, ZUR A 2 LAY B B2 D B, (1661 B
CFYTUL AFTY Y KER Y, b ROy S 93 FHtEERERE
[/ /A A oLl —2x, X7 0757 OMPERRIEP EAT 25200 H 5. [1662 ZH]
ENIIE TUYEY T AV YA, 95 #HiE )
FASNTF— 24 (L-7 = TR OUIIER L T 2 WTREE O & 2 2 I2IE, 35 L 2 &9
VTS =L Ew) . P2F L, B (v b UHF) TESEEIEOLNT
ol WRWAL 7y P TIREANOBITPHE SN TV 5,
32 WAIOHR 96 Hik
- S S B ORI R ORI RO AR EE L, Ao
Wi, H7y Y H7 %Y »ODst MIEARET A2 L. ¢ FPRARNOBIP#RE STV,
10mg [HEET] 10mg [HEET] (165 %]
#IE HHAY OMEoFREE |MEORE (DA ) 97 /hRE
X = 9.7.1 3L ETERMO/NBCH LTI, 05V Ko vuy
T1%x 53562 L,
7 N <:> 072 MM, HER. IR LESRABODE LR L
e/ 72 BRIRBRIZ IR L T e v,
9.8 EEE
S | B EWIMAEE S R T 52BN H 5, —KIEHREE (F, &
’ ) PMETLCTwb, (1664 B
10. #HE1EHA
il == —] 0J % P v 5 DCLADEHIZ IZCYP3A4TL ' CYP2D6D B 578
MEFRENTW5, [164 =]
HAE (mm) 6.5 80 10.2 AR (FFRICEERTS L)
JE£ & (mm) 28 38 SR 25 BRRAEIR - H5E J7 ik W - faBR T
Bwm (mg) 100 180 IY)Aux 4|05 %Yy KODCLO | HRESE (CYP3A4,
R 7176 n177 UL VAT | MR D F ARG |CYP2D6) FLEMEH % A
AR — 8 10 10 vy ENBDT, BEOIRE + 2 EIHK b E DG X
A — @176 @177 [16.7 ZHa] AR T L 8E ), vg v Yy 5DCL

~NORBAHES N, B
T8 T O MRS
542, [DCLOImAEH
D EAT BT IEAR
1]

11. EIfER

ROBWERDHE5DLNDHZ ENHLDOT, BIgE I TR, R
HORRO LN E I E T e TIE T 5 4 S 2 REE TS 2

&

1.1 EXLEHER

11.1.1

Yav i, 7FI747F%— (TR HEARD])

FT =X, R, MR, M RESESD S b s
WG Pk L, B R LE AT L
11.1.2 TADLA HEARH)

[911 ZH]



11.1.3 &g (HEARH)
11.1.4 FFEEEREE. BFE (WL HEAH)
AST. ALT. y-GTP. AlP. LDH, ¥ LV Y &EDZ L\ 5
A PR RERE S, FESH S DbNDL 2 DD 5,
11.2 ZODEIER

1%L I 0.1~1%i 0.1%Ai | $HEEAH]
R R | IRE 1B |90 v, BEHE
IR SR OFCIR K. B
HALAR JEdm. Mg, WS - | DS |8 %
L1E15 A NETIN P T/
BISPS
TR 395 CARE AR, AL
B ZD
bag] 6
JHF M ALTLEHR . AST L
HF. B VY MEE
H. »-GTPLEH.
AlP L5
ek BUNLER., & vz JRFA
R
TEER % yiE HIR
iiikica TFRRERYE £, H I ER
WA B A
HERHE L. ) Vs
WAL T EREE %
V) USEREEL . A
b7y MEA
ETE L, 11?
WAL IR L | /AR
WA, AR ER S
Z Al PRAE, HREREZE:. H K H AR5
. 1ITYH ORI, K
AN G\ e
AP i E (B
T - U

2. RAERRERRICRIEITZE
T VNV Y BRNBISE RIS 720, 7 LV s Y NS &
FMiS H3~5HH & ) AHOBRGZHIET 5 L,

13. BEHRES

13.1 fERK
WM BT, BEHYS (40mghr5180mg) 12 & v IRAL. AR,
B HE SN T b,
13.2 &
ARANZIMAGENTIZ & > THRETE 2, [1661 BH]
. BRLEOEE
141 FERIZFBEOEE
(BYF|HE)

1411 PTPUFEOHEHIIPTPY — ALY L TR 2 &5
68352 L, PTPY — FOREEKIC L D . WS AT HS A R
TR L. BISIRZETLA B 2 L CHEMST S5 00 T i 7 & DE0E % B
BTLIEDRDH b,

(OD#%)

1412 RANIOMER THLPICHIET L 2 L OMEHEO A (K
L) CTOHLIRMTEETH 2705, LR SRS & &k
72, K7 LCHRA L2 R TR DL 2 &,

1413 AFNIELF FORETIIAKELTRALZV &,

16. EMENRE

16.1 MR

16.1.1 BEEHRS
RERER AT E (661) 1205 % Y 6810, 201, 40mg™ % 22 (2 H R %5 L 72
1N DCLV)J]]lmr!“?r—F=F ZOWTHRIB DR S 7z,

16.1.2 REHRS
T%E?Zhli/\%ﬁ (5B1) 12u 4 Y EE10mga LH 15 H [, Z2f5ks 2 BOsiie G- L7z

VIR T S & Y R B A R4 F TIERIREBICELE L. AUC (0-24hr)

'Ow THM LR EIL13TH - 720
HERERABYE (661) 1c1 94 Y 2 §E20mg® & 1H1ESH M., Z2IEm I )RS L
ol &, MR TS 5 Y v RODCLME IE A HAN £ TIOERIREBICHEL .,
AUC (0-24hr) 1ZoWCTHIM L - B EREIT L $1213TH o722,

16.1.3 EHFHIFEFEHER

(1) BS54 410mg [HETL]
055 Y l0mg [HEL] RU7 51 F ¥ 4l0mgh . 7 0 A+ —/S—@EIZk ) 2L
ZRUGE (05422 LT10mg) MEHER A F (A A HL IR IS L C il i Pkt
¥ (DCL : descarboethoxyloratadme) R ARE L, SN HEYEIRE T A — ¥
(AUC. Cmax) Z2WT0%EHEX 512 THFHIEHNT 2 17 - 7245 #. log (0.80) ~log
(1.25) OHEPANTD Y\ WH O ALY FEIFSEEDHERR S N7,

WL XT X -5

P25 A— 5 BENTA—F

AUCo-72 Cmax Tmax tiz

(ng - hr/mL) (ng/mL) (hr) (hr)
0% Y EE10mg [HEET] 459+19.0 344=114 20+12 | 205%35
7 71) F ~§El0mg 462+170 367+1.83 17+08 | 204+23
(1$E# 5., Mean+SD, n=20)

(ng/mL)
5

O3 %2 §E10mg [HETL]
m 4 -7 51 F>$810mg

1§E#%5, Mean=£S.D., n=20

0 12 24 36 48 60 72
BEfE (hr)

A i SR BN RS

MSEREEENE OSIZAUC, Cmax®E:0 /85 & — &1, W OB, RIE ORI EL - B
[ D RERG N & > THE BRENA D 5 o

(2 O5%4<>0D$E10mg [HEL]
175 0D§E0mg [HEL] RO 79 F > L7 (¥ 75El0mgs, 70X+ —
N—EEIC L) ZRZENEE (054 Y2 e LTl0me) HEHER AT T (A A HE IR 13
(KZLTHMBROIKTHRMB) L Clt4dHEMR#% (DCL :
descarboethoxyloratadine) #E% #ll5E L. 556 728 E)E/ 5 2 —% (AUC.
Cmax) (22> T0%ME HE X 21 TRERHIIT % 17 o 72458, log (0.80) ~log (1.25)
OHPFNTD Y . WA OED W DR S 7z,

SWBRE T A—F (K7 L)

HE T A= BHEINTG A—F

AUCo-72 Cmax Tmax tiz

(ng * hr/mL) (ng/mL) (hr) (hr)
15 %Y 0D§E10mg [ HEET ] 594 +304 363+157 25+20 |285+239
790 F VT4 Y 7§El0mg 576+37.1 367+1.05 25+25 |30.3+29.6
(15885 Mean +=S.D., n=20)

(ng/mL)
5.
——O05 % >0D§E10mg [HET]
m 41 - ZUFLLT 1 2 TEE10mg
gp 188#%5, Mean=S.D., n=20

0 12 24 36 48 60 72
BEfE (hr)
M5 SEMIR RS (K7 L)

HENT A= BEINTG A =5

AUCo-72 Cmax Tmax tiz

(ng - hr/mL) (ng/mL) (hr) (hr)
T Z %Y 0D§E10mg [HET] 456+19.1 359+1.26 15+12 | 206+43
7 7)F VT4 Y 7T§10mg 468+21.6 340+1.04 16+11 | 21.0+66
(1585, Mean=SD., n=20)

(ng/mL)

-5 %Y >0D§F1omg [HETL]
A S )F LT 4 2 TEE10mg

1$8#%5, Mean=S.D., n=20

0 12 24 36 48 60 72
s (hr)
MRS Ok D)

MAEREEEIE ONIZAUC, Cmax® /87 2 — &1k, WERE oI, A ORI gL -
M5 ORI L o TR D WHENED B 5,

16.2 BR4R

16.21 BEOFE (§10mg)
fEHER AT (1261) \2u 9% 2 v §E10mg % A UL Z2ER (AR S Lz & &
DU 55Ty K UDCLOEMEHIE T X —5id, LTFOLB) ThHort *,
¥ AR E R E LA EERILERBIE T R CEBRE S O TES N




7, I R CIR ARG 2 HE LT,

Cmax tmax AUC (0-0) tie
(ng/mL) (hr) (ng - hr/mL) (hr)
e fioxcd 773681 16+04 312+36.3 14.3+78
usyvr
2 446+498 12+03 154+20.5 112+84>
DCL itk 352+0.78 23%06 411+118 145+33
ZEfE I 3.34+0.70 17+03 349+64 125+47
(P = igifR7%, n=12, fMLla:n=9, b:n=7)
16.3 2
16.3.1 maﬁa PN HER
b MIECRML7ZZE &0y 87 E&3IE, g4 P 96.8~97.9%. DCL73.3~

75,6%“(“25)/)?“ (HEY: © PHRENTE) 9 (n vitro)o
16.3.2 MEHRRMSIEERE (Sv )

7 v b (n=3) |JMC-H T Y2 & RS L7z & & il p s ag ok o ol
MCMEE L Y & <L RIS R, FURIR, B PR (P&ﬂ? Jiti 2 5

JED 53 A 5580

SITze F 7z BRI (XIMSE £ DA o 720 MU T RE O 4 W2 0 2
MOk E b L ) Kh ol FIRRTIZ14H BB S T b EH
HREATRIZE

16.4 A5
0Ty Y iE, b MRS Lz &, HLE D S HR 1S WIR S du, 1))@ s R
IZE > TDCLNER# SN DD, e bORFI 70y — A% H\wizin vitroillgh 6, o
54 ¥ v BDCLANDORHIZIZCYP3A4K OCYP2D6D M5 A A S T 59, [10.
2]

16.5 Bttt
RO AT (66]) 12MC-1 T & 2 2 40mglt) ORE) A ZE I IR 45 L 72
L&, G100 % F TR G- ORM80% MMM & L CRK O # b~ 3 Ok &
ize RAPIZT T % U VI3 SIS, DCLIZR PR BED2% Kl Tdy - 727 (SHEIA
F—=%),

gL (6B 12T 8 YA T nd0me®) (FEFEd) F ZeRERC R O G L s &
X, SRoOuI Y Yy RUDCLA I ICHIN &S Nz, #5481 £ TORITHRIT
0.03%Cd > 720 AUCHA/AUCHELIZ., T 5% Y ¥ RUDCLIZDWTZENRZNL2R D
08CTH 729 HEAT—2%). [96 BH]

16.6 HENEEEHTHEE

16.6.1 EHEEREEHRE

(1) EBYBENTX—4
B EEE (12600 2 L7 F= v 2 )79 Y A=29mL/min) K0 F 8T v h Tk
V40mgt) (JEFERh) & 22 LA 19 G- L7z & & ool EP(»’;%F"@Cmax&U‘AUC
d R ABYE 660 2L T7F=0 2 ) 7T 2 A>80mL/min) & DOIEIZB VT,
054 Y Y TIELE~17f%. DCLTIEA2MEIC R L7z. Bk EE 2B 505 %
¥ v [ U'DCLD t2ld 2 NEICFH8HE ] L U200 Tadp ) . Wi I b EHERLA & B & 7%
BEIED SNLR 57210 EAT—5). [92 BH]

(2 mEBEFTBE
TERE O BRI E A (61§IJ VT FEOIT TR <5mL/min> [l B ]
TR NA0mg ) (FETEAR) A ZEREIE I BRI G A~ S (FHABER) | JIMQJETFF’E’
Tofzb &, MKENZITbAVEE LB LT, WhEhu sy o /AiU*DCLﬂEF"
BIFEDHSNT, 055 T Y KUDCLE b IZEM P ~NIT L Aaﬁﬁﬁjéhumtw'
(BHEIANT— %) o [132 ZH]

16.6.2 FripERERE
JFHREREE B (TH) (20T 8 2 Y9 TR 40meg) (FEIEah) & 2RI B L4
Hlrzk émm%rﬁmmi T NI (24B)) L DRI BNT, BT ¥ Y U Tk
Cmax?'14~17f%, AUCA28~38f%IC L4 L, DCLTIZCmax, AUCL b IZfEHEBA
LIS A e B B e A 7o Hﬂ%’éﬁ&ﬁ%%ﬁ%uﬁ F5105 %Y KRUDCLOL
X ENENFIG24 1M B O37 1R Td 1) . A D2~3F IR LTz (4
EAT—%), [93 ZH]

16.6.3 /R
fERENE (1361, 8~12/%) (cu o % Yy uy F10mg (FE5Edh) % kI ERE %
LGlzzr&ous sy v RUDCLOEYEHE ST A =5 1k, UTOLBY) Tholz12)
(HFEAT— %),

Cmax tmax AUC (0t) tizz
(ng/mL) (hr) (ng - hr/mL) (hr)
usyTr 438+313 1.00+0.00 898+6.21
DCL 3.79+098 1.69+0.95 51.7+253 138+31
(P = R, n=13)

ANBROBAOBELET LV F— R K BH 2R & L 72 BEINELIE T 4 E R S 55
2BV, ANEEE 10461, 7~15m) ROHAESE (10461, 16~64/%) 122N L
07 %Y rEEl0mg e 1H1M28H M ARG Lz son 54 Y Y RUDCLIZ & 548

BEFR X, HWIZHML T/,

16.6.4 E=hE
i (1260, 66~78k) (21T 5 Yy T 40mg (
G- L7z b oS Eid, o NS (2461, 21~395%) L OB
T, 075 Y TIECmaxAd*L6~ 19, AUCH15~20f%IZ k5 L7z, DCLTIXCmax
DRILTHETdD - 7255, AUCICH S 2RIk bk o7z, Mg Tcous sy v
K ODCLD /213 Z N2 LT3 18 21 ] ) N 17 AR T dp o 7219 <7$l/\7 ¥)o [98
2]

16.7 EMHEELER
BEERABMICT S5 Y U EEl0mgh ") Au< A ¥ (CYP3A4ORLEHR) Xid>
AFY v (CYP3A4K U'CYP2D6D FEA]) & 22 (210 H IR %5 L 72 & & ol
EP 0542y RUDCLEEDELFRIITFRISETEB) Tho2d% QTchi% &l

XN OFENLTRD SN o 721910, R ARMICT T 5 Y Y E10mgh 7 ~ 2

T = (ENTRIVIAOASESE) & 2210 RS- L2 2 & i 7
52 v RUDCLIEEDZALFIE T RIRT EB) ThHo « QTclbE% &0.LEMAN
DRI LN A Ho7210 FHEANT— %), [102 ]

FETEhh) & Z2IEIRE | Bl

. H e e DCL
" Cmax AUC Cmax AUC
i%gm‘jgfﬁgéf 22| +53% +40% +61% | +46%
<3(;/0:1 ; 5 ,fm) 24 | +121% | +103% | +6% +6%
?20];);; D’;mﬁ 24 | +223% | +307% | +67% | +73%
168 Z20ft
DCLOB N HIERZA LR (855 DY) OTIETHY . b MIROEG LzL&0E

72 B HNICH G LT B DIEDCLTH 517,

1) AR OWNN BT BARRA R, [l
RIS 2.] Thb,

a7 %Yyl LClEl0mgz1H1M, &

17. BRERAZIE

17.1 BHURVORLMICET 35

(FLILX —8%)

17.1.1 BIRRAIRE5HE (BA)

SBEEPET LOVE —PERAIIH LT O 5 8 Y U $10me % L H 195 L 72 & & O fi%
LAk (PAFRELGEDLL) 13653% (32/49) TH o7z,
FIPERIE53BI 8B (15.19%) 12380 Sit7z, FITEHIX. IRSG6HT (11.3%).
SROFEENELIB (19%) Th o729,

17.1.2 ERBEIHARERR (A F4T 0 2/BE LALHBRRR) (KA
ST LV F MR EE R E L ZEERILEGABRICBWT, 854 Y V§E10mg
(LHLED &H2BIEAFS Y »3mg (1H20E) % LEERS L7z L & Off s
(PR DL L) 132 2h494% (39/79) £458% (38/83) Tdh -7z,
FIVERIZ100B1 761 (7.0%) (3o Sz, BIERIR. REAG (4.0%) .
(20%) . BHRAPIE, WAL OEEDELB (10%) Tho 7219,

17.1.3 EIRFENHALEER (75t RROT b F 7107 7IVBIEEEBE U HER
) (BA)
WAETET LV ¥ —

PR, I8

P25

BWREENGE L ZEERIEBEABRICBVT, us ¥y Y U
(10mg/H). ¥ v F7 x> 7 mm;zlm (b F7xvELC2mg/H) $50IET I+
RE 2T L7z & & Of#iigs (PEEUEEN L) 13u 75 Y v #54.9% (56
/102). 4 b F7 = v 7 VEREERESS.1% (59/107) . 7’7Jcakiﬁ$39.1% (27/69) TH -

7oo F7z BEIERA T T7HL (L ASEME, St B, BNZ K, Hak) o
PLH Rl f 0¥ 52308 8 CLE R IERRE) @ths%T% L7z,
L I P S T S
ussvy | 102 SE% 284
rhF7e 10 (gﬁzz% 28 |G o o
e &gg) 177

%1 BRERORBEZ +++ 03, ++:2, +:1 1, -t 0CAITILLCARI LR T,
X2 G RIME A SR L LR ITIC L ) Bt (095 Yy -7 F T o
>) D% HFIXE (95%CI) % 5L L7z,

HIVERIIE10361 012661 (25.2%) 12380 5 M7ze FARIERAIZ, IRE1460 (136%). 8
JE3BI (2.9%) . WAEUG . ShOTZRE L ORI %26 (19%) % Tdh - 7220,

1714 EIRNEIHEEESRR (S hF71> IVEBIE A BB E U - BEER) (IR)
WEET LV F—HREENG L L ZEERERBRICBWC, nysyoriuy 7
(3~6K - 174 Y& LChmg/H, 7~158 1 174 Y& LClomg/H. FEFEH)
HHNNEIT N F T 2y TVEE 3~6i 7y M FT7 e LTl2meg/H. 7T~154% ¢
FhF7 vl L Cmg/H) %20 L7z, A8AEIRA T 75 (< Lwﬂ% 5

W B BNZ ) ORGRMEKORG2EE CLUIHIER) o2 bmt TERIC
L7z
T e 5-H0 LAt =
BEE 0 e (i) b
e 708 253
nrrvy % (0.19) (0.25) EOSHEEME 039
. 6.36 174 959CT : 104~025
ThFT=v 9 (022) (026)
#1 0 BREROFEZ+++ 03, ++:2, +:11, -t 0CAITILLTARI LR T,

%2 PG R ORI & 4 & L 72 3ks) ukzﬂm:i D ZELROE (0F 5Ty~
rhFT7 ) EZOB%MMGEHEKE (95%CD &HH L,

EIVERZ966H 1261 (125%) 12
(2.1%) %Td - 720,
(BR5. RSKERE (B - KRR, BRMZ5FEE) (CHES 255
17.1.5 EINREHEHAR (BA)

RO EREIERE, HEIR6H (63%). IEHH261

B CARRBICHLTE S % Y U iE10mga 1 H1MSHERM %5 L 72 & & DG Bsh 4

(FHHPL L) 13874% (76/87) Tdh -7z

E’”’Ffﬁli%f?uqﬂom (10.9%) 12D SNz, EMEMIE 60 (65%) . PHERIE3M

(3.3%) \ LI EBAVTRIE., I HOM i TT‘&U*&LL?)‘%IW (11%) Th o7z
17.1.6 EIW%]]I*EH:E?‘:Q& (XX BT aXBE L BHER) (RA)

BYECAME E R E LT
HHVIEAF SV 3mg (LH2M) A7THEES L7z & & Ok
L) 1 FENENTLI% (82/115) £66.7% (78/117) U;m f_o
EIVEFE 11960 H 1260 (10.1%) 280 b7z, BERIL. R8BI (6.7%) . 11iE26)
(1.7%) . PERI&, FHkITHE, AR R EO VS A - r%ms‘%wu (08%) TdH-
729,

1717 EIRBIHALEER (C2— K75 RROCTF b FT7 o7 7IVBEEREBEL
F-HEBEAER) (BRA)
1BV CARRE R E L EERIEERBRIC BT, 154 Y V8 (10mg/H). 7
FF7Y7wVEE (SR F 72 L Cmg/H) HHVIEY - F7IER (0
5V rE L Tlmg/H) Z2AMPES LzE A, #5208 CUdhIkEE) o4
#ER (P GENLE) 3. ZNR2ENn805%. 621%. 438% Th o7z (BT 5T e
NF 7 x v OUEROED FHEEM184%. 95%W MIISHHX M7.4%~29.3%) 0 7. K
JEREIR A 2 7 * D3GR R O 52381 CLUIHIERE) D%tz FTHRIR L7

CHEE IR BV T, ﬂ77//ﬁ10mg (1H 1)
(RS EY

LHHATT
e a et AL
sy Yy 128 éﬁ) 148
rhFT ey 124 é%) 120
ek 80 o 079
AT
o n eni Lk
nsy Uy 128 éi) 140
rhFTEy 124 oo 111
Flen 80 oD 082
;’ﬂi FBORE R ZNZNA+++ 13, ++ 12, +11, 105, - 0ZATTALL

FIEFNZ1286074 2761 (21.1%) (2R20 B/ EREIERIR, IRAL7H (133%). 0 F



VBB A ALD XK, HBERK O ERAE2M (16%) FTho7220,
17.1.8 ER—REERRER (RA)
W5 - BN M IR LTS 8 Y U EE0mgZ 1HLA7H %S L8 20
FAERDF CHRLLE) 1361.0% (161/264) Tdh-720
BIVER (228461 H:2281 (7.7%) 2380 b7z, EITERIE. IRA156] (53%). f&E&k4p)
(149%) 138361 (1.1%). B, HI D, AR O ERARDSELH (04%) T
&)V)f 15
ﬂ19EW%HH&E%&(#h971/77»&ﬁ&ﬁ%8bt&$ﬁﬁ)M\)
RFEW %2 ) TR MR CTH 2 7 P E— PR £ 20t R & L I E IR
wf\n%&f?F?%&mvf(&ﬁﬁ:ﬂ?&yyktf®mﬁh7~l‘:m5
&Yy LTl0mg/H) A5 0IE7r b F 72 7VERE B~6i% : r v FT7 &L
Tl2mg/H. 7~15/ : 7 b F 7 x> & LC2mg/H) Z2MMHSG L. B2 ) HER
a7 HOPGHIE R OPEG- 2088 CLEPIRR) OZ bR % TFRITRL 72,

r b ERacnill AL i
fEacRis n (Beas) (Tﬁﬁ‘f*) e
N 250 051
A b (0.06) (0.08) o s 003
. 256 058 95%C] : 018~0.25
ThFTE | 10 (0.06) (0.08)

W10 Z ) FEDRRE R ++++ 14, +++ 13, ++ 12, + 1, -1 0l2 AT 7Ll B
B2 EEZ AT T L LI,
X2 B R R & AR L LT Ic L ) L B EREOE (ng s Py~

FhFT7ey) L ZOBWMBAMEEIXH (95%CD &5 L7z,

FIEFELI0L G451 (4.0%) i Hhize RITERIE, ALTHIIN K OSASTHIINAS %261
(20%) y-GTPHINI. FFHEBEMAL S E L OMEIRDE1B] (10%) Tdh o729,

17.3 ZOft

17.31 RRRUES - HIRBIEEDICH T 28
055 Y Y RABOKIEL Y7 EARRAREEM L, vF % Yy ol - Rk
TR B HEERRD SN Do 72,

(1) BEHERAS L (2061) 25128y a2 TOHF AN & B REEiiaec &Iz
FTHREEWE Lo &, D79//Mmﬂﬂ&%@‘&ﬁhwﬁkbﬁi77tﬂh5
IR & BN WL IS BB R 52 b o 728,

(2) SBEVET LV F— PRI T 2 “HERILEGBROM R, 174 2~ 10mg (103
B) DIRGADFEIME L, 771K (7T06)) LEEETH -0,

(3) fEHES AT (1661) 2K RICARE COMRMELBELZEE, 0T 48P 10melk
5%@#%%%%%uf%tf&ﬁﬁk%ﬁ%ﬁ&#ctw(%@Ar ﬂ

4) MEEERAFTME 061 #xRIH—F v b ETOHBEEERC KT TRER R
L&, uss 10mgf U20mg™® #4550 iEfzhg /) ix 77 Jcrl'i?x’ﬂ‘—ﬂw‘: HREAEDN
% MEEERE IS E R G2 o 722 BHEANT— %),

(5) ZHE/SA 0y b RCREMZEE ATy b 0B EHRIZTIA R I aL—
Ya v ER LR 095 Y 10mgid. T REREKLTSM oy bofit
2RI RE iR 2 o 7230 (WHEAT—4),

17.3.2 DIBERICRIFTHE
R A (5061) (21054 Y 40me® A 1H1EISEHEES L &, I kK
(2051) & s L CQT il % & & LERANOFBEIERD b e h o 7230 (SREAT —
5)o

) AR OB B 2RBHEE, EE, 0745 Y2 LCll0mgz 1H1E, &
FBISKEIHGT 5] TH D,

18. FERhIEIE
18.1 1EF#F
0545 YyRUDCLIZ, A% I VHIZERETEN 2Ry 72,
A3 M) T2 CaD BRI % 7R T s
182 24 I VHIZRFIEHIER
07 %Y KRUDCLIR, EVEY POMMHSZEEIZBNTEAY I X EEHILY, £V
Ey MERER O 285 3 2 FREI 2 P L7223 (n vitro) o DCLO & PHIZ A
HPEiEa s s o v k) biliho7230, $/2, ug 5V vk, 9 bOLRAY I U
FER M M BB TS . v AD A Y I VHBENETFELEVEY PO RS 3
VBRI AWML 7z (in vivo)s
18.3 EXZ I RUOA O M I > ColeBnHI/ER
u 7% Yy IDCLIE, 7 v MEMEREMI IO~ 7 AR R MC-9Mie 2 5 o v
x&i?XﬁD{HFUIVQ%%%WﬁL”“W(Mxmm> BEBEAEE IV E Y MIC

Ay Iy, 1

%éua)‘iv'il,f:k SORMMM 26 OREFHEIE L 25 I V2 P L7223 (ex
vivo
18.4 HRFRRIT k‘ﬁ?‘éﬁiﬁﬂ

U7y vid, 7y PRUEVEY FOZHEET 74 7% =G (PCABUS) i
CNZHEBNEAE T v M ROVEIVE v b OFUSREZS S SR RG] L 7239, 400
18.5 {EHDFFfEE
Ty MDA I FEEENEERETGEICHT 20T 8 Dy oWt ER L, RO
GAA12EERIC BT HRBO SN (in vivo)o
b MZBWTEHIOmgHL AR 5 BRI ETh e 25 I Vi SENEUG (B95 K O
BE) AL 7290,

19. BT 2REFHHME

—f %85 : 15 % Y~ (Loratadine)

1b#:4 : Ethyl 4-(8-chloro-5,6-dihydro-11 -benzo[5,6]cyclohepta[1,2-b |pyridin-11-
ylidene)-1-piperidinecarboxylate
43 F 3 CazHzsCIN202
srF= 38288
R BfofBRtEomnETH b,
Ay =), TF =) (995) ZUEERE (100) 12T $ <, KiZizE A
EWET v,
Lt
OY OCzHs
N
N ~
cl | 7
Al A 133~137C
22, B

(A7 4 810mg [HEI])
100§ [10%& % 10 ; PTP]

(054 >0D§E10mg [HETI])
1005% [10§Ex 10 : PTP]

23 FEXH

& TAHBRREUER (RIERS) (7 90 F 8k 0 2002457 H5H KR, Wk eopHi o
«4zn

2) %HEI)‘W RaEE () (29 F v §E 200247 HSHARRR, G B kM2
~422

3) fRRER m L FEE. 20115 48 (10) : 1033-1044

4) BHEOPE (V7)) F i mmﬁwwa&m RSB RN 4.3)

5) Iy //\7Tun (79) F 2§ 2002427 H5 HAKRE., HREE R EAN324)

6) -7wmumw;%r (79) F i 1 200247 H5H KRR, HaFE R EA32.1)

7) 2B B EEMENRERER (L, BRI (7997 € 1 2002427 H5H KRR, H
EE’J%’FW}EE’\S,S.L A4

8) Yumibe N, et al. : Biochem. Pharmacol. 1996 : 51 (2)

9) Hilbert J., et al. : J. Clin. Pharmacol. 1988 ; 28 (3)

1165172
1 234-239

10) AR EBA IS B 2 EWIE (7 5 F L 20024E7 ASHAKRE, HIGs R
BEEEANA6)

11) FFRRERE S B 2B 2 3EMTEE (7 5 ) F V8¢ 2002457 A5 H KRR, HIRHEE
BEZNA45)

12) /NBICBI 2B (75 )F 8- LT a8 78 - K941y 7 20074
10 19H A&G2, HFHEEIE22.7.64.15)

13) /NRR O NEE B 2 BN RS BEE AR AR (7 70 F 2§ - LT 4
y 78 K420y 7 20169 17H . H#FARET)

14) BEEICBI2EWEE (7 5) F 8 20024ETASHAKRE, HIGEEAHRZE AN 44)

15) Brannan M. D, et al : Clin. Pharmacol. Ther. 1995 ; 58 (3) : 269-278

16) Kosoglou T. et al. : Br. J. Clin. Pharmacol. 2000 ; 50 (6) : 581-589

17) B985 Yy RUZORBWOER (75 F 8 1 2002457 H5H AR, HFFEFE

% A.15.3)

WHE b 0 HIE. 1992 35 (R1) 1326

W b B 1992 35 (4) : 327-345

TIRRROT b7 2 7 OVERIE R R E L7 REGEER (7 7 ) F g
2002427 H5H KT, WAFERHRZE . 1.1.33)

FlE Al ERPREESE. 2007 5 23 (11)  : 965-990

ARHIE b BRREESE. 1990 1 6 (11) : 24572468

ARHIE b BRREESE. 1990 1 6 (12) 26892705

VA= RFTTERROT MFT7 2y 7 VARSI & Lz iaER (29 F
“gE  20024R7 A5 HIKRE, HIRTEORME b.1.1.2.3)

ARHE b ERESE 1990 56 (11) : 2443-2456

JIESE Al BRIREESE. 2007 © 23 (11) :991-1016

Nakano S, et al. @ FERSERL 2007 5 38 (6) : 401407

Roth T, et al. : J. Allergy Clin. Immunol. 1987 ; 80 (1) :94-98
SEEIRVE 03 58 (7 7)) F V88 1 20024E7 A5 H KGR, HIGSCORMIEEE ».1.2.3)
Neves-Pinto R. M., et al. : American J. Rhinology. 1992 ; 6 (1) : 2327
DERICRZTHEOME (75 F »§E 0 2002467 H5HAKGR, WG &R E

h.124)
EVE Y N OHIZREBAE R 2
KT BAER (75 F v 20024E7 H5H K

18)
19)
20)

21)
22)
23)
24)

25)
26)
27)
28)
29)
30)
31)
32) (7 7) F »§E © 20024E7 A5 H KGR,
.14.1)

—T:)T/—T: v POV AY I VB
A HETE RS R 14.0)

Anthes ]J. C. et al. : Eur. J. Pharmacol. 2002 ; 449 (3) :229-237

Ty PO AY I VFEFEE R E BTSN 20EH (775 8 2002
FETASHAKGE, W A1.21)

33)

34)
35)

36) Barnett A. et al. : Agents Actions. 1984 : 14 (5-6) :590-597

37) Kreutner W. et al. : Allergy. 1987 : 42 (1) :57-63

38) MIFTSE b SEH LR, 1996 24 1 4952

39) TLUF—HEERET VBT AIER (77 F 8 20024FTASH KRR, H

FHEEHEZ L1
TUNVF—HERETIVIC
TR R.1.1.2)
HELF A ERIR

24, XEFEKRERVBEVEDHEE
HET#R & BEHETR— by —
T930-8583 Lt ia1 1 He6%21
TEL (0120) 517-215
FAX (076) 442-8948

SUERTTRES

26.1 SEEIRSETT

BE L

NicHiko 2 1L 71 8 HH & 1

40) BULEM (77 F 8 20029F7 35 H AR, WG

41) EEE 1990 1 6 (8) - 1537-1549

=1,
=1
He#&2

I

0321482-10



