202442 HegET (BB 1R

B sRME

e g BEMEERH  S8ER - 7V ILF—M4REAER DK3-0
B - 347 — s s - AAEEEROEES
—_— [ \\~
O399 &10mg [FFP]
— ny \\~
05952008t 10mg [FFP]
Loratadine Tablets 10mg [FFP]
Loratadine OD Tablets 10mg [FFP]
$£10mg OD#¢10mg
K R & 5| 22300AMX00864000 | 22300AMX00865000
BR 55 B 1A 20114E11 1
BR AL =
2. BB (ROBBICHES LENT &) 9.2 BigERERE

2.1 AHN DRG0 LsBoE DREAERE D & 2 %

3. #HRE - MR
3.1 #HRL
WE4
BRI
(1 $Erd)

0 Z 4 Y g 10mg [FFP)
07 %3 100mg

T %Y 0D §E 10mg [FFP
07 %3 100mg

FLORA, Py EmaY
TYTYL ATTY Y RY
VAP

D~ry=F—, bFaF7
o)LL a—A, A7 50—
AL BBTABT VI =T A,
b rFaFyFa Ay —7,
bl —2, 7aAKRKE R
YL ER ATTY VBT A
DA

A

3.2 BFIOMEK

Wi7ess |a 9% Y §E10mg [FFP]| a5 % ¥ > OD %% 10mg [FFP |
o - FIE FEOEA Y OFdE P
EQ1] SETH {8 T EQ1] SETH {8 TR
bASIA
DO & ()| =
Joxx [ERES = JEs [ERES i JE&
6.5mm | 100mg | 26mm | 7.0mm 120mg 3.2mm
o 1 FF FF
B — b 171 172

4. ZHRESLIFFHR
O7LIbF—ak
OF=RE
ONB&E (GBE - HER. BT 3FE) [CH3Z3E

6. AERUHRE
BN HE, 075 LTI 10mg & 1 H 1M, &£l
LG %0 b, i - ERIC XD BEEEET 2.
AR lE L TR Eo/NRIZIZe Sy Y 8 LT 1A 10mg
1 H1E, SRICEIERGT 5.

8. EELEANER

(Ghggth@E)

8.1 FEAHD SN WAL, BREEIIChZ )5 Lk
WEHITERET S I L,

(FLILF—HER)

8.2 FEIMEOBH TG T LA, WRFHE2EZ 2T, ZOE
B2 OG- ZHG L. T TRE CRITAZENEEL
VY,

9. HEDERZHTDEREICHTIIR
9.1 GHIE - BHEESFD&H2EE
9.1.1 TAhHhADEHEDHDEE
TP elT) 2L BEVHL DN LOHEDNDH L.
[11.1.2 Z:Hd]

05y Yy kORI #Y descarboethoxyloratadine (DCL)

DOIMSETREN EFT 58200 H 5, [16.6.1 BE]

.3 ITHEEEEEE

0745 YyOMEETRES AT L2B8E0W0EH 5, [16.6.2 &

il

.5 1@

TR TR L T B R0 & 5 k2 iE, &5 Lawna E

HEFE L, 8RR (5 b, 79 F) CHREIGEHIZZED S

NTVRWVH, Ty N TRRIEANOBITIRE SN TV D,

.6 1%21%

EREOBEIRMER ORISR EO R RIEE ZR L. 2L oMk L

EHIEERRE T A2 . B M REFRPANOBIT SR ST

%o [16.5 =]

9.7 INE

9.7.1 3L ETHAMmO/NEIHFLTIE, B98PV FIA4 Y
Oy 7 1%% #5352 L,

9.7.2 HAEKERER, BER, FUBIT SHAMmONEZ x5 L
L 72 B AR UR IZ G L TV,

9.8 EHnE
BT RENFRT BTN D b, —MIAEIERE (B,
BES) MM LTV 5, [16.6.4 Z:HE]

10. #HE{FA
07 %Y Y6 DCL ~OR#IZIE CYP3A4 K U CYP2D6 O
G DHERS T2, [16.4 2]

10.2 HAER (HAICERTSHCL)

SEH 4455 FRPREEIR - 11 )7 5 - fabRRE T
IYAARA T AT 8T RODCLIE W oK B B %
FI D MAEHRIEE D 15755 (CYP3A4, CYP2D6)
[16.7 =] BOONDLOT EED | MEMEMZ2HT 5 EE

REZ T3 2B %
REFEETHI L,

REDBRHICEY 0T
%Y v 5 DCL ~ND
R#PHESH. O T %
T OIMEE RS
A9 %, [DCL o Ifm%E
gD LR AT
134

1. BlfEA

ROBWER DS 5D DD DHDT, BB 5 I247\,
B DR SN ARG 2 ik B 4 L) 2 LE & 1T

9T &,

1.1 EXFEIER
1

11.1.2 Thbh A CHEEAH)

[9.1.1 ]

1.1.3 &8 GHEAY)
11.1.4 FHgEERRE. &E (3 b BEAY)
AST. ALT. y-GTP. Al-P, LDH, EY VEYEDZK L\ L
Fa R RIS, FHAD 5 bND LD b,

A1 23a3vd. PFI4SFV— (TN HEART)
FT =B WA, T
FlidG ek L, B2 REE

RIS D b b

1797

to



11.2 Z0fDEIER

1%L

0.1~1%Ai

0. 1%

BEEA]

FEAAAE R

MRA R

O F ., FHIE

0% 2

XY RSN
MK S5

HALAE

B, i,
MRt - W I
TR, fE L
RSP

[BE=27

i}
o

515

L ARRSE

RARL AL
ki

|

e

JFF e

ALT I & .
AST L&, ©
YV ME L
. y-GTP
& . AP
A

P
=

BUN L4, ¥
VIR

PR

EsR &

i

HIR

iikicd

SR E S EAN
1 ER A
I ER IR A
HERI %L 1)
VOREREA
SNIESE: RN
AV
%. N7 b
1)y b A,
NEFTVY
WA, WS
BRI % i)
A i
ESei P2

Z Ot

PRAE . IREREE
e BB, (3
<Y

RERE,

AP

HIAIEF =
FEANE Wl i, Mg, e

W IR (B
[L)ii9)

12. [RARRERRICRIETRE
TV NGRS B 720, 7 LIV Y RN RUSRAE
TN A 3~5 HHl & Y AR o552 k45 2 &

13. BEKRS

13.1 fEIR

WM BWT, #EHS (40mg 75 180mg) 12 & 1 IRE. 48
PR SRR ST,

13.2 E

RENZMPLENTIZ & > THRETE 2\, [16.6.1 SHH]

14. BRALDFER
14.1 FHFIR(HFOER

(BFIFE)

16.1.2 RiERS

R A GF) 1Icus v Y U4 10mg % 1 H 15 HY, ZeiEi
ARG Lz e &, MO 5 & ¥ Vsl piak 4 HE T
WERIRBEIZHE L. AUC (0-24hr) 122V T L2 BRAHIL 1.3
THh-o72,

AR (66)) 1cuT 4y v 8E20mg® %1 H 115 HE., 228
BRI RAERRI3 G- L7z & & g a 5 4 2 v L O DCL i RE 1 4 B
Mt 4 0 E CITERIRIEICENE L, AUC (0-24hr) l2oWCTHEB LR
BRI EBI121.3 TH o722,

16.1.3 E£WM2HIEF SR
(O3> %Ik 10mg [FFPL)

05 %Y4E10mg [FFP) &2 50U F Y4 10mg %, 7 O A% —/N—
ik Enzgnleg (s v e LT 10mg) MERASTISHA
R RS T3 G- L ISP (DCL) oiieigg#E L., Boh
723 EHE/ S5 A — % (AUC, Cmax) (22T 90%IEMEIX # i 12 TR
FHEAT & 4T o 7258, log (0.80) ~log (1.25) D#PANTH b, jjHd
H AW R S AR S 7z,

HENRT A—F BEINTG A — 4
AUCo-72 Cmax Tmax t12
(ng - hr/mL)| (ng/mL) (hr) (hr)
BB ANE
10mg [FFP) 59.12+19.40| 5.12+2.00 | 2.0£1.2 | 20.3+4.3
7TVT Y 56 05219.92| 4.75%1.45 | 1.7+0.6 | 19.8%3.3
10mg
(Mean*S.D., n = 34)
7
6
—o— 17XV EE10mg [ FFP )
5 —O— 7FVF > 5E10mg
4 |4 Mean=S.D., n=34

MmAEHDCLIEEFE (ng/mL)

I I I T T
0 12 24 36 48 60 72
fikgfif] (hr)

MHEFERENE N2 AUC, Cmax 20785 4 — &1, Wi oFIR, 1K
OFREUAEL - B ORBREMIC L > TR D WHEEYND 5,

(O03%<J~ 0D #& 10mg [FFPJ)

UZ %Y 0D% 10mg [FFP| &2 5V F L7144 78 10mg % .
JUAF—N—RIZE)ENEN LG (BT8P L LT 10mg) fHE
WA T AR RS OKCRRA R Ok % LCIRM) L Cift
R (DCL) oMz L, 5N EWERE/ X7 2 — %
(AUC. Cmax) 22T 90%15 #E X B2 CHEFHENT % 17 o 785 2.
log (0.80) ~log (1.25) DHEPHHNTH V) . WA AWy [F ZEPE A
RS 7z,

14.1.1 PTP WD #HFL PTP ¥ — F 250 ) H L TIRHI S %
EIREFT L L, PTP ¥ — bPORBRAIZ L D ST SE
WEREEATI A L, HI213EILE B2 L CHRRASOEE 24
BHEZIET L2 DD 5,

(0D )

14.1.2 AANIEO EIZOR CHERAZZE S5 & T 5720,
Kz LCHRIBITRETH b, T2, KTRHTEZELTE S,

14.1.3 AHNLEL T FORETIIARLE LTRALZWZ &,

16. EYEhEE

16.1 MAEE

16.1.1 BOi%5
MR AR (6~1261) 1205 % Y V810, 200, 40mg % 225
WCHERE %S L 72 & &, DCL O MIHE e L2 > W CRETR DS E20 &
n7v,

(1) KTHRA
HENT A —F BEIINT A5
AUCo-72 Cmax Tmax t12
(ng - hr/mL)| (ng/mL) (hr) (hr)
0% 0D
% 10mg [FFP) 60.31+18.42| 5.60+1.67 | 1.3+0.2 | 20.6+3.6
77)F LT
* % 75 10me 62.17+18.59| 5.61+1.78 | 1.4+0.3 | 20.8+2.8

(Mean+S.D., n = 20)



>

3 —e— 155 0D 0mg FFP
EX 0 IFVF LT 45T §i10mg
Q 4 Mean=*S.D., n=20
ol
o3
A
gﬁ: 2
E 1
0 o
0 12 24 36 48 60 72
IR§fH] (hr)
(2) K1xUThRA
HENT X =% SHEINT X =%
AUCo-72 Cmax Tmax ti2
(ng - hr/mL)| (ng/mL) (hr) (hr)
o ﬁigég& 60.09+18.20| 5.19%1.58 | 1.7+0.6 | 19.1%2.7
sINF LT

« % 7% 10mg 61.09+17.54| 5.50+1.57 | 1.7%*0.6 | 18.5x4.0

(Mean=S.D.,n = 19)

7 -
—~6 h
e —8— 155U ODSE10mg [ FFP)
ED 5 ~0—JFVF LT 447 §E1Omg
4 - Mean=S.D., n=19
K
o3
g
& 2
B 1
l
0 ———s
0 12 24 36 48 60 72

R[] (hr)

MAE I EEE ONI2 AUC, Cmax S00/85 A — % 13, BB oI, il
OFRIUAIEL - W ORI L > TRZ B TREELS D 5.

16.2 ORUY

16.2.1 BEOE (8 10mg)
B AT (1260) (1205 % ¥ ¥ §E 10mg % Bk 3T Z2E I Hal R
5Lz &ou s 4 Y v RO DCL OFEYHERE/ ST X — 71k, LT
DLBYTHolo DCL DL HHETIZKITT AFOREIL LI/ S
o 7%,
¥ RASUINBZ R R E L S EERILESBRIE TR TERES 04
fECEBmS N7z, ik - HECITAEGRE G 2 HE L.

AUC (0-
Cmax tmax OO> t12
(ng/mL) (hr) (ng - (hr)
hr/mL)
DSy aik 7.73+6.81| 1.6=0.4 |31.2+36.3| 14.3%7.8
v
Zefgg 14.46+4.98| 1.2+0.3 |15.4%+20.5|11.2+8.4
DCL afk 3.52+0.78| 2.3+0.6 |41.1+11.8| 14.5%3.3
ZefE 13.34£0.70| 1.7+0.3 | 34.9%6.4| 12.5+4.7

(I = i, n=12)

16.3 91

16.3.1 MI|\H VINIHEE
CNIMAEICRIM L2 X0y oS 7 EaRIE, 05 %Y 96.8~
97.9%. DCL73.3~75.6%Cd - 7= GlsEs: : SEENTE) 9 (in vitro) o

16.3.2 fBEFMEEERE (Sv M)
Fv b (n=3) I2MC-1 T 5 Y R EROLS L & M gt
REIE R oM CIsE & 0 & <0 FRICTTEMA, BRI, BIE. P,
Tl S B DA DR BTz 72, IR ZImAE & b 1K)
5720 MR HBUREED LR EEMNIE, W oMBE I L ) R
o7z HUIRBETIE 14 HBERS T O mR IR ICHES 3, B
R & N7z0,

16.4 {38
OS54 Y03, b MIEOFKG LzE &, HLE»SHL IR &
L AELEERNFZ L > T DCLNERBENLD, e OfFI 70y —

xRV n vitro B S, 0 g5 Yy h s DCL ~OALHHIZ X
CYP3A4 K. UF CYP2D6 DB G- AR S LT 58, [10. ]

16.5 HEt
B AR (66]) 1I2MC-1F % ¥ 40mg URIET) % 22 H®
ARG L7z e &, #8510 HE: F Tl 52 o/ 80% 75 &
LCRECERASER FOHR SNz BPlcos 7 Y it sh
F°. DCL EJRH IS BED 2% A TH - 727 (HEAT— %),
AT 66)) (20T Y TRl 40mg® (JEFEE) % Z2fE | B
FORG L&, PROT S5 V2 RO DCL 28REFLH I S 7z,
Y51 48 Wi £ TORATEIZ 0.03%TH o 720 AUCHA/AUCHsIbid.
05 %Y Y RUTDCLIZOWTEFNRENL.2 R 150.8 TH 729 (JHEIA
T—=%).[9.6 &)

16.6 HEDERZEIDEE

16.6.1 BigEEEEE

(1) EYEEBINS A —F
B ER S (126 2 L7 F =2 ) 7T 2 A<29mL/min) 12U
T8 TN TRl 40mg® (FETedh) & BRI HIRR G Lz &
DIAEFIEEE D Crax KOS AUC &, AR 66 7L 7 F=>
279 A>80mL/min) & DB VT, 055 Y Tld1.5~1.7
% DCL CTlEfy 2 512 LA L7z, BipEmEREICBIT20I98 Yy K
U"DCL @ ti2 13 F N2 P94 8 BRI K 0% 20 Bl TH Y . wIhd
BEREBN WS P REIIRO 5N 2057210 FHEATF—%4). (9.2
sy

(2) MFEREE
EIEOFREEEREE 66/ 2L T7F =2 )T T Y A<5mL/min)
2B T %20 h 7 4A0mg®) (FEFEsh) & 22 (BRI 3 514 4~
SRR (RH4 MR/ (CIENT #4772 & &, MEEN 21T b Vis
LT, M a S 4 Y Y KO DCL B ICEB IO ST, O
7% Y Y JRDCL & b IZEMB P NTIZE A EHRR SN 25 7210
HHEAT— %), [13.2 ]

16.6.2 FFEREEEEE
FEfeRE RS (76]) (10T ¥ Yy h TR 40mg® (JEFRE) %22
BRI HRE P - L7z & & oM i, R AR (24 61) Lo
HRICBWT, 854 Y 2 Tld Cuax 2% 1.4~1.7 f5. AUC %49 2.8~
3.8 512 EF L. DCL Tid Cmaxs AUC & OISR & S A% 21
BOLN Lol MEREEEEICEITL207 52 RO DCL ©
to I FNEINFEY 241 B 2 OV 37. 1 BERI T 1 | EFER A O 2~3 5
WHER LT 72D (REAT— %), [9.3 ]

16.6.3 /R
fEgNE (1361, 8~12/%) 1cus ¥ Y yay 7 10mg (FERM) %
FRICHERE G- L7z E0oa 5 % 2 2 KO DCL Oy EhHE /ST 2
—7ix, LToEB) THo7212 FHEAT—%),

Cmax tmax AUC (O_t) t12

(ng/mL) (hr) (ng * hr/mL) (hr)

0%y | 4.38+3.13 | 1.00+0.00 | 8.98+6.21 -
DCL 3.79t0.98 | 1.69+0.95 | 51.7%+25.3 13.8+3.1

(3 = ik, n=13)

INBR OB N OBEMET LV F =g g 2 x5 & L7 E A3 T

FERERIEERERIC BV, NEERE (104680, 7T~157) RUORAE
# (104 1, 16~64 %) ([2ZNENha T4 Y v 10mg % 1 H 1[0 28
HMREHS Lz &0on 5% Y2 RO DCLIZ & A& 5iiEid, Huv
WL L T W72,

16.6.4 =&
i (1260, 66~78/%) lcuF % v H 7 40mg® (JETeH) %
ZEME I IR T L7 & & oA ER I, JEE o A B (24
B, 21~39 %) LOHEIZBNT, 858 Y2 TiE Cuax 281.6~1.9
R, AUC H31.5~2.0 f512 15 L7720 DCL TlE Cnax 259 1.7 5T o
7205 AUC IZH S I3 b N o . BB Tons 5 v v
K OYDCL @ ti2 1 ZF N2 FH 18.2 BER K OV 17.4 B Td » 7214
HHEINTF—% )0 [9.8 BH]

16.7 EYHEEER
HEHERABMICT S % Y 2§ 10mg KWL ) Au< 1 ¥ (CYP3A4 D
FHER]) ik AF Y > (CYP3A4 K UF CYP2D6 D ER]) % ZSHfk:
1210 HE RO G- Lz & omiEhn s ¥ 2 v 0 DCL igE 021k
I TRIRTEBY Th o705 QTc MiF % & O LERANOFZEILRE
O BN Ao 721900 fEEER AR IO S 5 Y U 10mg LU kT
FV = (ENTRYVHF O ASETE) % Z2IEE 12 10 H SR O#S L2
L& IMEFTT Y DY RO DCLIREOZLFILTRIZRT EBY T
& o72h QTc B % & LEMANDEEIIRD SN 7210 (1
ANT—%), [10.2 ZHH]



N ausyyy DCL S e 5w Al 2
B AUC T auc BOR |0 | e | amemn) S
IT)ZU’?/f = v~ 708 *253 o
BNy B77E % (09 (0.25) |@Hibe
(500mal H 3| 22 | 5% +40% +61% +46% 5 3% e 0.9
B rrg7az| oo | S5 ST leswen1.00~0.25
VAT M1 BIEROBEEZ+++ 13, ++:2, +:1, —: 012 7ALLTHEF
(300mgl H 4| 24 +121% +103% +6% +6% L7zAa7,
) W2 PG AE K O 2 e b L itic L L B e o
R ar (Bg Iy - bF7xr) £Z2095%MAMETXE (95%CI) % &l
— L7z
Coomen ol 2| +23% | 301% | wem% | +73% ’ ) o
g) RIVEM 1 96 BUFR 12 B0 (12.5%) (80 Hit7z. EAREM L. BIR 6
Bl (6.3%). 261 (2.1%) &Tdh o722,
16.8 Z0ith (EME. HEKRE (B2 - REX. REETSFEE) [CHS3ZESE

DCL O® I REAE (05572 Y) OT.9HTHY, b MIEEOH
B L7z &0F 230255 L CwbDi1E DCL TH 517,

) RHORACBIF AR, WY, 05T LT1LAE
10mg % 1 H 11, BEHICEO%GT 5. Th b,

17. ERFRREE

17.1 BAMRULZLMEICEET 5558

(FLILF—HEaER%)

17.1.1 ENREZSHR (A
FAEET LVEF BRI LTCEIY Y V8 10mg 2 1 H 1A 9A
W5 L7z & & oRiefinEs (PEEgEM L) 1365.3% (32/49)
THo7z0
EIEH L 53 Bl 8 ] (15.1%) (CE2 57z, mITERIX. IRA 6
(11.3%) . BEE., WAKUEE1E 16 (1.9%) TH-729,

17.1.2 BN MALLESERER (AF 5y IV BEMRE UcHLEEER) (BEA)
FAEMET LV F— Rk zw g s L mERLERBRIC BV, 05
5V 5E10mg A H1E) HHWIEAFY Y2 3mg (1H2ME) %18
W5 L7z & & ot (hEEgED L) 12221 49.4%
(39/79) & 45.8% (38/83) TH o7z,
EIEHE 100 Bl 7 61 (7.0%) (232 57z, RIVER L. IRA 4 )
(4.0%). HBRIE26 (2.0%). BHHATE, WAL HEEHE 16
(1.0%) T 7219,

17.1.3 BRSIELESR (TS ERRUY MFT7 1V T7IVEEE =3
& UTcHEBEAER) (RRA)
FAEMET LVF— Rk Zw g s L mEERLERBRIC BV, 05
Y 8 (10mg/H). A N F 72y 7<VERE (A b F 720210 T
2mg/H) HAHVIET T2 R%E 2EMILG L7z L & OREEMUER (B
Sl b)) 3u 58 Y U H54.9% (56/102), A b F T LTI
FRYEHE 55.1% (59/107). 75 b K#:39.1% (27/69) TH o720 72,
5 EEIRA T 7HL (K L v A31E, Syl BB, 8NF ) HK, B#E0R)
OFGHME R U5 2 % CLIHPIEE) 0% ks TRISR L7,

RS | 0 | e | MR e

8.23
(0.22)
7.41
(0.22)
7.90
(0.25)
K1 BIEROBEE+++ 3, ++:2, +:1, - 0l2Aa7fb L CTAR
L7zAa7,

#2 e 2 AR L L2 HuriTic L ) BiteRoE (15 Y
Y= NFT ) O BRHEBEEEXE (95%CI) &ML,

EERIZE 103 Bl 26 7] (25.2%) 1ZRBH Bz, EREWERIE. RA
1441 (13.6%) 1B 3 61 (2.9%) . WHFUE. SO IGRIE R OB EDS
%26 (1.9%) %HTHho720,

17.1.4 BASEIBLESEER (U MF 7z VI IVEIEZEMIRE UTc B
HER) (MR
WEMET LVF MR RERNSRE L ZEERILERRIC BT, 0T
yorvimay 7 3~6:uI4 YL Tbmg/H, 7T~15% 05
5y e LT10mg/H. JE5Ed) »H0Er bF T 2y 7 VERE (3
~6% 7 MFT7rELTL1.2mg/H, 7~15& X F 72T
2mg/H) % 28RS L7zo 4 BIEIRA T 75 (L2 AFME. it
S BNE D) oG RMER OG- 2 s QU IRRE) o221k
BETFTRIRL,

usyTy | 102 -2.84

usyYrvs s b
-2.48 FT7
95%CI : -0.62~0.69

rhFT7Er| 107

77 kR 69 -1.77

17.1.5 ENERERSHR (RA)

BYCARMBICHLTETI Y Y V8 10mg % 1 H 1 lH 8BRS L7
L EORMIGENE CERILLL) 1387.4% (76/87) THh o7z,
BIVERE 92 f0rh 10 680 (10.9%) 12388 Siv7=, BIFEMIE, IRE 6 Bl
(6.5%) . BRI 3B (3.3%) . LEGEBAPLE, EEBR miE. T & OE
FLZIEAS % 161 (1.1%) T o722,

17.1.6 ENEMALEERER (AF5yIUEMBE UHEEER) (BA)
BYECARE 2R E LEZEEREGREICBNT, B985 Y Vi
10mg (1H 1) »AHWvEAFY T 3mg (1 H20) %7 HEES L
7oL & OFEEfUESR (hEEGED L) (22NN 71.3% (82/115)
L 66.7% (78/117) TdH -7,

BIERE 119 Bl 12 61 (10.1%) (23B Sz, BIfEMIZ. IRE 8 Bl
(6.7%). g 260 (1.7%). BRI EROTE, EMATER HO O
5A - ERDE 1E (0.8%) ThH-o722),

17.1.7 BRSEIELESRR (V21— RISERRCTY NFT7 VT3

BIEEMRE U hEBERER) (BA)
BYECARE 2R E L2 EERIEERBICBVWT, 095V Vi
(10mg/H). 7 v F 7= 7~ )VEEE (F v F7 22T 2mg/H)
HHVEY2—F7I1KR (55T LTlmg/H) % 2 A&
L7zb2h, #5 28 (GUIHIER) ot (PEEEeEll
) id. FREN80.5%. 62.1%. 43.8% TH o7z (5T kA b
F 7 x v OUFEROED T 18.4%. . 95% i 45 FH X [ 7.4% ~
29.3%) o F 72, BEIEIRA O 7R OBERIE KOS 2 Bk CLUhik
B OZbEE TEIR L.

ZOHEATT
BB 7 e i
nsyUy 128 <(1):82> -1.48
rRFTLy 124 é:gg) -1.20
e 8 0.0 078
AT
A a i 7Lk
usyTy 128 é:gg) 1.41
rNFT Y 124 (é:gg) 111
S w | am | ow

¥ FIE, BEMOBEY ZNFN4+++ 3, ++ 12, +:1, =
0.5, —:0xxa7iLL 7,
BIFERE 128 Bl 27 ) (21.1%) 1ZFEdHNz. ERBERIE. RX
1760 (13.3%). HF WV - VHELH5M - 5A5DEK, B L TR
%260 (1.6%) % Th-o722,

17.1.8 EN—ARERAREER (RRA)
WE - MR, BEZ O FEIC L CaI 4 Y v 10mg 2 1 H 1M 7
HRE# G- Lz & 2 OREEEDR CARLE) 1261.0% (161/264) T
Holz,
EIVERI % 284 v 22 8] (7.7%) 2388 Stz BIVEHIE. IRE 15 )
(5.3%) . tEEK4H (1.4%), @36 (1.1%). HEFE. B2 0. Hib
AP O EHRAIRDE 161 (0.4%) TH o722,

17.1.9 BERSENIELESER (U MF I 1V ITIVEEEXRE U B
ER) (R
RFM %) FEN R EERTHLT PR ERENR L&
EMRIERBICBWT,. 94y Fo4vay 7 B~6i% - us sy
e LThmg/H, 7~15 1 15 % T > & LT 10mg/H) &5\ ko
FF7 2TV B~6i%: r M F 72y & L TCTl.2mg/H. 7T~



G 7y b F72rELC2mg/H) % 2GS Lz, REZIHEA
3 7R OFGHE R O 2 B CLUEHIER) o2 b E FTERITRL
720

~ AT Eh
ot | o0 | T | e S
s 2.50 -0.51
D N
77Er M w00e) 0.08) o 0.03
. 2.56 -0.58 95%CI : -0.18~0.25
TRF7= 000 (g06) 0.08)

X1 FIOEORE R ++++ 14, F++ 03, 4+ 2. +: 1. - 0lcARa7
L. BHRUIEMOEW &2 FEZ ) FEAaT L LTz,

2 B GaE N O A L wm e L itic L . BbE o
(us %= bF72y) LZ20 BRMMETEXRE (95%CI) % HH
Lf:o

EITEIZ 101 fIr 4 61 (4.0%) 12380 N7z BIFEMIZ. ALT 80Kk
OY AST B 261 (2.0%) . y -GTP Bahn, FFEERemoh il Fa & OV
MRASZ 161 (1.0%) THh o722,

17.3 Zfth

17.3.1 BRRUEE - EIRIEEENICHT 2 RE
us Yy RABOHEEL YT CRIREE UL, 0545 Y0k

5 - BERIRVERET ISR T 5 BN RRD 5 e Ao 722020°80)

(1) feHeR AR (20 BI) % xb512/80 3 2 TORE AT L 2 s
SEBRERR I MITTEARE L2 &, 0T %Y Y 10mg K UF 20mgt?
BHREOIEATIHINE T T 1RG0 L A BN L RETEE 25
Br 52 o128,

@) MEMET LIV F—MREZICHT 2 ZEERILERBRO R, 0oy Y
> 10mg (103 1) DIRFADFEHHE X, 7T LK (70 ) &FAMAEET
o722,

3) fEHER AT (1641 ZXRICARTE CORMZLEKLZLE, O
% Vv 10mg F 5B OFIG AMREEHNIE 7 5 £ R G0 & HEED % »
5728 (HEIAT—% ),

(4) fEEER A (20 BI) ZxbGICH—F v b LT HBELEIERE I %
BT EREI L2 &, 1T 4 Y2 10mg & U 20mg?) #5150 s
REIIE 7T £ RS E A EED T (., EIERENICEER 2 o
7229 (MEANT—% )0

(5) Z=HENNA Oy MR UCRBEMZESM SOy b 0Bl 2xRI27I4
FrIalb—2arBBRE2EBLER. 07520 10mgld, 77t
REWB LTS 0y b OFLERRIER IR R 5 2 2o 7230 (4
}\7—:‘— y ) o

17.3.2 DOBERICKRIFTHE
AT (506]) 1Icu S 4Ty 40mg® & 1 H 1 13 EATHS L
ol &, 7R (206)) LIEL T QTc MiE%E & LERANDFE
138D SN2 o 7230 (BHEATF— %),

-2

— Ay

) ARH OB A AR, (@, oYL Tl
10mg % 1 H 1[0, AHICEO%S5T5.) Thb,

18. EZpEIE
18.1 {ERER
054y RODCLIE, ¥ A% 3y Hi SAEKEIEH 2R+, $72.
2SIy, B3Iy Co OWEEEINEIER %2 R382088),
18.2 EXF =V H1 SBIFEHIER
0o %Yy RODCL I, EVEY Mol Hi FFRICBVW TR RS I~
EHEEHLL BBy MEHEB O 28 3 2SI % I L 723 (o
vitro)o DCL Ot + Hi B ARETER 04 Vv L) L5h -
7230, F2, us Y riE, Iy O AY I VEISE ISR
TUHED | v 2D RS I VERENFELELEY FOLCAY IV
B 2 L7 (in vivo) o
18.3 EXF T URUOA O MUY Ca BsEENHIVER
U545 YL DCL . T v b IR M S~ v A R i ik
MC-OMifaRn b D 2% 3 ik a A 3 b x> Cq iEHE % 0] L3738
(in vitro) . BEBNEAEE NV E v MRS L7z & & MY 25 0
PUERBF L A5 X v el 2 3 L 723 (ex vivo) o
18.4 MEFRRIGICHT DIER
U503, 9y PRPEVEY NOZHEETF 714 7% —Kb
(PCA Jt) WICHEBNEIET v ML OVEIVE v b OPUEFETESIEN G
S th RO & B L 723940
18.5 {ER DG
Ty MO AY I VERERIEEAEITLECTT20T5 5 Y v o)
FIERE, FORG% 12EMIZBNTHRD 5172 (in vivo) .
E MZBWTEH 10mg HAHES-% 14 MU E T v 2% 3 VRN
SO (95 B OKIBE) 2 3] L 7240,

19. B ICEAT IBLEMAR
— %4 Fr a5 % Y~ (Loratadine) (JAN)

{b##44 : Ethyl 4- (8-chloro-5, 6-dihydro-11/-benzo [5, 6] cyclohepta
[1, 2-b] pyridin-11-ylidene) -1-piperidinecarboxylate
533K CoaHzsCIN202
7= 382.88
IR BRSO REOR K TH D, 25/ — b, Y /=)
(99.5), 7 F¥IF P VI UITETFRTL, T MYV
IZRREITRT L KIZIFEALET RV,
A5G OL__0C:Hs
T
N\
cl \ Y
ml o 134~137C
20. IRV EDEFR
(0D £&)
TV ¥ o —wERE R, BREBTCRETAZ L,
22. @&
(OZ%IVEE 10mg [FFPD)
(PTP W)

100 $2 (10 $Ex10). 140§ (14 $£x10), 420 §& (14§ x30). 500 §2
(10 %€ x50)

(O05#%<> 0D #& 10mg [FFPJ)
(PTP W2 @ HlEFHIAY )
100 $2 (10 $Ex10). 140§ (14 $£x10). 420 §& (14§ x 30). 500 §E
(10 $E % 50)
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Ta—RTIRRKEOTr NF T o 7OV R IR & L7z et
B (790 F 88 2002.7.5 KR, WG . 1.1.2.3)
AKRHEZ A BRESE . 1990 5 6 2443-2456

JIEEZ2 ¢ BRREESE . 2007 ¢ 23 © 991-1016

Nakano Set al. © EFRZERL. 2007 : 38 : 401-407

Roth T.et al. : J Allergy Clin Immunol. 1987 ; 80 : 94-98
SHEERZBE 3 2 BRRSEIABR (7 ) F v 1 2002.7.5 KGR, H
BRI N .1.2.3)

Neves-Pinto RM.et al. : American J Rhinology. 1992 ; 6 : 23-27

—
S © o
=

2 2002.7.5 HGE.

—

(790 F 8

—
Do
~

—
w
=

HIFE R

— = —
S Ol P~
= =z

DD —
O O o
==

o
3
LxrId=aa



31)
32)
33)

34)
35)
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EVE Y O H ZEEBR (790 F U8 2002.7.5 K58,
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