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KENF T T &2 O BERRSGY & T HEHGEMEIR Hi B FEPT « 7 LV — MR BEIGEAITh
ZDO

(o2 8 10mgl/EE] ] KON T %Y 0D 8 10mg/EE] | 1, =/ Ay R =—H%A
BEASHBR R ES L & U TR Al L, BUSR ORREBRINEERE, ZEMERE, £WFn
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2. HA0RERFEN - WAFHRYE

(1) AT e 7 & 0G0 & T HRHEMEEIR Hi SSRRFEPL - 7 LV B — MR BIREHR T
H5,

(2) #E 10mg, OD #E 10mg @ PTP > — NI vy F a3 ha—z1T\W, 1§ LTk 4, &
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I. A#ICE9 5EE
1. FR5E4
(1) f4
17 %Y 8 10mglEE)
17 4% 0D #E 10mglEE]
(2) ¥4
Loratadine tab. 10mg/EE], Loratadine OD tab. 10mg/EE|
(3) AMHDAXE
—fA LD
2. —i4
(1) 14 (@4
774 (JAN)
(2) ¥4 (WaE)
Loratadine (JAN)
(3) RT4L
SRR E AH I Hi SRS HUE © -tadine
3. BEXXITREX

Cl \ Y

4. FRRUSFE
5713 0 CazHas CIN202
& : 382.88
5. L4 (i)
Ethyl 4-(8-chloro-5,6-dihydro-11H -benzo[5,6]cycloheptal1,2- blpyridin-11-ylidene)
-1-piperidinecarboxylate ~ (IUPAC)
6. 1BR4, A4, KBS BEES
Friz7zz L
7. CASERESR
79794-75-5
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(2) afEtk

AT, FEE (100) 12D TR, A — X E=d /—/b (99.5) ([ZIFITRT<,
T F= R U MIRRETRT <, KIZIEE A EEET 2R,
(3) HiEtE
AMER R L
(4) B (R , BR, BER
s - 183~137°C
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(7) ZOMOELRIEE
AMER R L
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AMER R L
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(1) SEAMATRIOL BRI E vk
KD A B ) — RO X WHEZRET 5 & X, KR 245~249nm (WU DORBK 27D 5,
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1. #iR
(1) FlORXA, SHERUHER
ionza 07 &Y 8E 10mgEE) 774 0D # 10mgEE]
MR - FiE HEDOEFRA D DOFEHE HEOHRE (DFENAREESE)
H (mm) )
JEX (mm) 2 6 2.9
BE (mg) 100 140
Rl — R EE233 EE72
(2) #HEIOYH

( 1IV. 4. WAIOFFERMAETICBIT 5%

(3) #EAa—F

TEME) DIEZM)

(v, 1. ) AEOXR], MELEOPER] OIEESMR)

(4) pH, BBEEL, HE, LE KREOSRUREL pHiEE
BN
2. SF|OMRK
(1) B%Aky GBS OSSR
W7e4 07 %Y 8E 10mgEE) 17 4% 0D #E 10mgEE]
S 1&g 1&g
GEes) 27 XY 10mg 27 XY 10mg
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I v, hvEwaTTFoT Ly, HHKFW | ¥R EALRAY—F, B Rr¥oTar
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4. WHOBREEFHTICETIRERE"

(1) hoEEER

O mF AV 10melEE] IERER (40°C - 75%RH)  [E#koipse (PTP A4 ]
WEEH - (RAZIIR
<HiE> PRAGH 1x4 3 H 6 H
Pk o . . o o
<HEOBRAY OFlE> | S 2 A L L L
B
kR WEF 1
CRANFTHIOREE IR, W8 | 3kt 2 e e e e
ru< 757 4—) A3
Wi GR—tem) | ] o - B o
<15.0%LL T > S0} 3
I (%) ?iﬁﬂ 1 99.1~103.0 98.2~103.2 99.6~103.1 99.1~102.7
<304y, 85%LLL> ?ﬁ*ﬂd 97.6~101.9 97.0~103.3 100.3~104.5 98.9~102.2
’ kL3 96.4~100.8 97.2~101.8 99.7~102.8 98.2~102.2
S (%) * k1 100.57~100.79 100.23~100.92 100.65~101.16 100.21~100.89
<95.0~105.0%> k2 99.72~101.27 100.68~101.39 100.48~101.06 100.70~101.76
) ) k3 98.60~100.25 98.86~100.36 99.86~100.26 100.07~100.81

% FTRICHT 2 EHE (%)

[Brv b, oy kn=3]

O T AU 10mgEE] INERER (40°C - 75%RH)  [HRadEERE (T8 ]
WEE A ik (R AFR
<G> Br A 1% H 3% A 6 » A
PR ek 2 T T T e
<AEOERRA Y OFEbE> %ﬂg & & & B
ek HEF 1
(SESNFTRE R T, Wi | Bkl 2 e e e e
ra~ N7 74—) kL3
el e (e L s Wk 1
RIS (SRS PERBY) | SO0 . B o .
<15.0%LL T > S} 3
VI (%) ?iﬁﬂ 1 99.1~103.0 98.4~101.6 100.4~102.2 99.9~102.6
<304, 85%LLLE> ok 2 97.6~101.9 97.6~101.3 100.1~102.6 99.3~102.7
’ v 3] 96.4~100.8 96.5~101.6 99.3~102.4 97.9~102.3
S (%) * k1 100.57~100.79 100.26~100.92 100.40~101.12 100.24~101.02
<95 0N1005 0% > ok 2 99.72~101.27 100.28~100.88 100.11~101.11 100.56~101.31
’ ’ v 3] 98.60~100.25 98.98~ 99.88 99.48~100.26 99.43~ 99.89

% FTRICHT 2 EHE (%)

[Brv b, o>y kn=3]




O m7 4P 0D SE 10mgEE] B (40°C - 75%RH)  [FcfaldEmne (PTP &%) |
AEE ik )
<HiE> PRAGH 1x4 3 H 6 H
Pk PR L o o o o
< Btam > w2 L L L L
k3
AR R 1
AT, e | AR 2 o it T o
va~< 757 4—) A3
Wi GR—tem) | ] o - B o
<15.0%LL T > S0} 3
L " k1 38~39 28~32 25~26 23~217
’ﬁ?%i;ﬁl} Al 2 40~46 26~33 25~28 21~23
7 kL3 38~42 26~28 22~26 23~25
ViEHME (%) ?ﬁﬂl 91.3~ 95.0 90.0~ 94.1 88.4~ 93.6 90.5~ 96.7
<304y, 85%LLL> ?ﬁﬂ*2 92.3~ 95.5 89.9~ 94.4 88.8~ 92.9 90.5~ 95.4
’ k3 92.9~ 97.4 90.4~ 95.6 89.2~ 94.1 91.3~ 98.5
S (%) * k1 99.53~ 99.88 99.64~100.13 100.38~100.79 99.99~100.75
<95.0~105.0%> k2 99.89~100.09 99.66~ 99.98 100.54~100.72 99.97~100.57
) ) kL3 100.93~101.04 100.99~101.03 101.40~101.77 101.32~101.85
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O mT7 20D B 10mgEE] IEGRER (40°C - 75%RH) [ miEpne (N7 a3 ]
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BRI PE (B MR | oo . o - .
<15.0%LL T > Sk 3
b " k1 38~39 37~40 38~40 35~37
’??%i;ﬁi} et 2 40~46 38~40 36~40 33~39
7 A3 38~42 34~36 36~38 29~33
VM (%) ?ﬁ*ﬂrl 91.3~ 95.0 91.2~ 95.5 90.5~ 94.5 90.9~ 95.2
<304y, 8B%LLI-> ?iﬁ*ﬂd 92.3~ 95.5 90.4~ 95.0 89.5~ 955 89.7~ 96.2
’ A3 92.9~ 974 92.3~ 95.5 90.9~ 94.1 92.7~ 97.5
SE (%) * vl 99.53~ 99.88 99.50~ 99.92 99.87~100.05 99.15~100.33
<95.0~105.0% > ok 2 99.89~100.09 99.65~100.52 99.63~ 99.99 99.41~100.28
’ ’ k3 100.93~101.04 100.68~101.02 100.56~101.07 100.25~101.24
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(2) RERFHR

O mF A YU 10meEE] EHIRAE (25°C - 60%RH)  [E#kmipse (PTP A4 ]
HEHEH ik FPRATHAR
<HiHK > BRAAIRE 12 % H 24 % A 36 » A
Pk A o o o R
<HEOFEAY DREE> | P2 e e G e
R 3
SRR k1
(SR AR S LR E TS, e | k2 A e WA WA
sua< hNJ57 4—) B3
Vst (%) w1 99.1~103.0 100.9~104.9 100.3~105.0 99.1~103.9
<3074y, 85%LLE> *:tm 97.6~101.9 99.7~104.1 101.5~106.1 99.1~102.2
’ k3 96.4~100.8 100.2~104.1 99.9~104.4 97.1~102.3
S (o) * #UEFL | 100.57~100.79 | 99.70~101.04 | 101.41~101.51 | 100.52~101.29
<95 0~105.0% > #Et 2 99.72~101.27 | 101.65~101.93 | 101.16~101.55 | 100.25~101.14
' ' K3 | 98.60~100.25 | 99.57~100.99 | 100.25~100.89 | 99.78~100.65

% FTRICHT 2 EHE (%)
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O mF AU 10meEE] EHIRAE (25°C - 60%RH) [H&adEERE (T8 ]
ETE B - A7
<> Br A 12 » H 24 % H 36 » H
Pk PURFL \ \ \ \
< EEOEEAD oGS | PAT2 e e ae e
R 3
kR b1
EEA RO EERIE S, g | Rk 2 e e e W
rsa~ 777 4—) ek 3
Vi (%) Eﬁﬂ 1 99.1~103.0 100.1~104.7 101.6~105.9 98.5~103.5
<3074y, 85%LLL> ﬁibiﬂr 2 97.6~101.9 100.3~104.9 100.9~106.2 98.4~103.3
’ e 3 96.4~100.8 100.8~103.3 99.6~103.6 97.2~101.6
S (%) * ?ﬁﬂ 1 100.57~100.79 100.43~101.67 101.14~101.31 100.94~101.31
<95.0~105.0% > ?ibiﬂr 2 99.72~101.27 101.26~101.49 100.79~101.98 100.80~101.14
) ’ ek 3 98.60~100.25 99.72~101.11 100.34~100.77 99.75~100.32
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O mrI74#Y 0D 10mgEE] EHIR{F (25°C - 60%RH) [ adEEme (PTP als) |
HETE A ik A7
<HiHK > BRAAIRE 12 % H 24 % A 36 » A
Pk o . . o o
<E@®$§E> ;itii’i A= A= A= PN
o
(RIS EYS, g | 0k 2 Bk Bk Bk B Rey
sua< hNJ57 4—) B3
G (s Bk 1 38~39 34~38 29 26~31
Hﬁif,r%u(il Akt 2 40~46 30~34 26~34 25~32
7 b3 38~42 30~32 27~29 24~27
e ESESI 91.3~ 95.0 94.1~ 99.1 89.9~ 985 90.8~ 98.9
FhE (%) B 2 92.3~ 95.5 93.0~ 98.7 90.5~ 97.1 94.5~ 98.9
<304y, 85%LAL> e : ' ' ' ‘ ' ' '
At 3 92.9~ 97.4 94.3~ 975 90.7~ 98.4 93.9~101.0
S () * WEFL | 9953~ 99.88 | 98.48~100.00 | 99.62~ 99.67 | 99.98~100.62
©95.0~105.0% > WER2 | 09.89~100.09 | 98.73~ 99.68 | 99.14~ 99.67 | 100.22~100.73
' ' B3 | 100.93~101.04 | 98.93~100.51 | 100.54~100.79 | 100.91~101.74

% FTRICHT 2 EHE (%)

O 7 XY 0D B 10mglEE)

EHifR1F (25°C - 60%RH)

[Buey b, £evbn=3]

[k el Re

(NZaEk) ]

HEEH Kl PRI
<HiHK > BHAAIE 12 % A 24 » A 36 % H
k1
o o o o o o
< DFEEE>
RSN SC ER e R, e e WA WA WA
va~< 757 4—)
38~39 41~43 33~39 34~38
Hit Jii | /)y
f%ﬁ%ﬁgl 40~46 39~42 35~40 31~34
7 38~42 38~40 36~38 30~33
e 91.3~ 95.0 94.7~ 97.9 89.9~ 99.8 95.8~ 99.4
ORI | 0,

- 3({)“%;{%@85%} L 92.3~ 95.5 92.9~ 97.1 90.1~ 98.4 93.6~ 98.3
7 ’ 92.9~ 97.4 93.9~ 98.6 91.3~ 98.6 96.3~102.7
SE (%) * 3 99.53~ 99.88 98.50~100.14 99.51~100.00 | 100.08~100.47

<9§' (%~1005 0% > #BE 2 99.89~100.09 98.57~100.20 99.70~ 99.95 99.69~100.50
) e X8k 3 | 100.93~101.04 99.99~100.57 | 100.80~101.06 | 101.01~101.87

¥ FRRTHT 2 EAHE (%)

[Buey b, £vvbn=3]




(3) RAFXDOREMEHER

O mI XY B 10mglEE] Bt 40°C LEYS, KA
PBRTE H =R PRATHAR
<Kk > & B AR 0.5 % A 1% H 37 H
PEIR n=3 LAKoL | FECEBAY 0| AEOERAY 0 | BEOEHRAY 0 | AEOEHRAY 0
< FHaDEIBA D OFbE> #bE #bE #bE #bE
<“§)Hf égi ;ji LAKOL | 99.3~100.3 100.1~101.9 99.8~101.2 99.1~99.8
> (4
A~ B (o, P q—
5'9?0’?2505 OI;/ i LAKO1 98.11~98.90 97.83~98.60 97.89~98.74 98.44~98.99
%
ﬁﬁﬁé (f;;ﬁ)n=5 LAKO1 6.63~7.24 6.63~7.34 6.43~7.24 6.73~7.34
M BRECKT 5 EHE (%)
O mI7# VU8 10mg/EE]  Ma%E 25°C - T5%RH [ESE, Bk
PBRTE H =R PRATHAR
< > FE BRAARE 0.5 5 1 13 35 A
PEIR n=3 LAKoL | FECEBAY 0| AEOERAY 0 | AEOEHRAY 0 | AEOEHRAY O
< FHaDEIBA D OF > HbE HbE HbE HbE
R HH 0, =
<‘3go”uf égi; £> LAKOL |  99.3~100.3 100.5~101.5 | 100.1~101.3 98.4~99.8
A~ B (o, P q—
39?0 /Oi05 01[1)/ i LAKO1 98.11~98.90 98.21~99.39 98.68~99.38 98.66~98.83
U~ .U%
%
Wé (z;@n:5 LAKOl | 6.63~7.24 4.49~6.02 5.51~6.53 5.41~6.53
M BRI 5 EHE (%)
O mI XY EE10mglEE]  #EadE Bk [2000Lx, KER#R]
AR H =R TR
< fite> FE BALARE 60 5 Lx-hr 120 /5 Lx-hr
i s | LAKOL | BEOERAD 0% | BEOBRAD OREE | BROBEAY DR
YR HH 0 =
<gﬁ)ﬂ_j}';$ égﬁ; ljjf> LAKO1 99.3~100.3 99.8~101.4 99.5~100.6
A-~B. (o * —
Zos0 fi% o /i LAKO1 98.11~98.90 98.05~99.08 97.30~98.09
. . 0
%
W_f fg{)@nﬁ LAKO1 6.63~7.24 6.43~7.04 6.83~17.65
i -

¥ FRRTHTHEHH (%)




O mI7HYr 0D EE 10mglEE] B0 40C [, K[UERDR]
PBRTE H =N FRAF IR
<HiHK > e BRAAIRE 0.5 %A 17 H 35 H
‘l\i"lj( n=3 =z p = == ==
< BaD s> RAKO1 H A DEEE H D EEE H D EEE H D EEE
FREEME n=6 . . . .
<9 S LI RAKO1 Bk Bk Bk Bk
EHYE (%) n=6
<3074y, 85%LL > RAKO1 92.1~95.2 93.9~99.6 92.8~100.7 91.3~98.0
a8 (%) * n=3
<95.0~105.0% > RAKO1 99.41~100.38 99.14~100.29 98.563~99.28 98.68~99.18
(5 1) RAKO1 5.30~6.83 4.79~5.71 4.79~6.94 4.39~6.12
WE (kg) n=5 : ' ' '
X RTREICKHTHIEAE (%)
O mIx#Yr 0D 10mglEE] Mm% 25°C - 75%RH [, BAsK]
AERTHH =N PRAFEA
<K > &E5 Br AR 0.5 % H 1%AH 35 H
AR n=3 = = = =
< A0z RAKO1 HEDOFERE HEDOFEHE HEDOFERE EFEXPES T
AAEME n=6 A A A A
<IN > RAKO1 A A A A
P (%) n=6
<304y, 85%LL > RAKO1 92.1~95.2 93.4~96.1 92.5~94.9 95.5~102.3
EE (%) ¥ n=3
< 95.0~105.0% > RAKO1 99.41~100.38 100.13~101.29 99.82~100.70 99.64~100.59
(B%E1H)
W (kg) n=b RAKO1 5.30~6.83 2.55~2.86 2.24~2.65 2.14~2.35
¥ BTREIIHTIEAER (%)
O mI74%Yr 0D EE 10mgEE]  fEa%E Bt [2000Lx, KA
PBRTE H v h Fag
<G> &5 Br A 60 5 Lx-hr 120 5 Lx-hr
Mk n=3 o - e
< B oIEE> RAKO1 EFEXPES T EFEXPES T HDFEEE
AAEME n=6 . . .
<9 LN > RAKO1 bRy bRy A
EHYE (%) n=6
<304y, 85%LL > RAKO1 92.1~95.2 92.1~95.9 89.1~97.9
a8 (%) * n=3
<95.0~105.0%> RAKO1 99.41~100.38 98.35~100.40 99.14~99.51
(BH51H)
W (kg) n=b RAKO1 5.30~6.83 4.79~6.63 4.90~7.45

¥ FRRTHTHEHH (%)

5. MEERUVBEREOREL

BARPANA

6. tFl&EDESELL (MEILFHEIL)

Y LR

10




7. BHHE
<m %Y 4 10mg/EE) >
B EHRIL DAY LIRS A R T A VO UIEIC SOV T (L 184 11 A 24 H
SAFAFF 1124004 5)
RERSE
1L - AR/ WHEERE VA
[Al#%L M OGABRI% : 50rpm (pH1.2, pH3.0, pH6.8, 7K) , 100rpm (pH1.2)
CHIE]
« pH1.2 (50rpm) TiE, AEAERIAIR ORI E HIT 15 23 LA 85% LI FIEH Lz,
- pH3.0 (50rpm) Ti&, FEAERIFIA 360 431231 5 R RD 1/2 O H R 2 R4 iy
RN 360 4318 NT, Al ORI R IR AERA O SRR R £ 12% OFPHIC & > 72,
- pH6.8 (50rpm) TiE, FEAERIFIN 360 4312 61T 2 ERH R D 1/2 OSER R 2R~ i
JRBN 860 431230 NT, AR ORI H SR TR HE R O SEREE R = 9% D FFHIZ B o T,
- K (50rpm) TIE, IEAERLFIA 360 /32 H31) 2 VAR D 1/2 OFRHHE 2 R~ Rk
U360 431246V NT, Abh O F-EJEs R I A ERG O PR H R + 9% DO & > 72,
- pH1.2 (100rpm) T, AEAERIFIE OURGIEE HIZ 15 0 LAINIZ ) 85%LL BYRH L=,

VLk, AKEnovsHZsh 2 fEERs) & i L7ofR, 2 ToRBRIZREW T MRREERL DAY
FHIREHRER T A T A ] OHEEREITHAS LT,

W Y
(& H hAR)
BHRI(EES : S0rom. HEH : pH3.0)
= = A
% % i
..'-—-‘.-J
=
il L 1 L I
60 120 180 240 300 360
B
—— —o— R
B! BUHSW(EES : S0rmm, HEE © )
100 100
80 80
) & 0
x x
% %
20 20
0 0 S—r—
0 60 120 180 240 300 360 0 60 120 180 240 300 360
BEE () A
— Ll —O— a —e— gl —Oo— BN
x
%
BEE ()
[ —e—ossomumeee)  —o—wamm |

11



<m 7% 0D #E 10mg/EE| >

BREHRIL DAY LIRS A R T A VO SIEIC>WT (L 184 11 A 24 H
SAFAFF 1124004 5)
BN

1L - AR/ WHEERE VA

[AIHEHOR% OGRBRIE © 50rpm (pH1.2, pH4.5, pH6.8, 7k) , 100rpm (pH4.5)

CHIE]

- pH1.2 (50rpm) TI&, FEUERIAFIR ORI E HIT 15 23 LI T 85% LI FIEH L=,

- pH4.5 (50rpm) “Cl, HEEAERFI OIS 40% M O 85% (XD 2 REAUIZISWNT, A4,

DR R IR ERA O SR 3R £ 16% OFFRIC H o 72,

- pH6.8 (50rpm) Ti, EEAERIFIA 360 43121 5 IR RD 1/2 OB H R 2 R4 iy

SN 860 S3ITRBNT, ARG O VA SR I TR UERIK 0O SEIPA R = 9% OFFHIZ B - 7=,

- 7K (50rpm) TIE, HEAERLIFIA 360 /32 H31) 2 VAR D 1/2 OFRHHE 2 R~ R &k

V360 Z31Z8BNT, Adn DN R THEERGA O S BIER HHER £ 9% OFFRIZ & > 7z,

- pH4.5 (100rpm) TIE, FEVERA|OSEEEEH RN 40% & O 85% LD 2 KRz T, K

i D 1515 HH SR TAT HE R D SR HE 3R = 16% D#HPHIZ B > 7,

VLk, Aoy HZsh 2 FEERG) & i L7ofR, 2 ToORBRIZRE W T MRREEL DAY
ISR T A R A ) OFEILEIHE L,

(& H )

BHEM(EER . S0mm., S - pH1.2) M (EER  SOmm. M - pH4.5)
100 i @ 100
2 o 2 o
= ©0 z 80
% 40 % 40
20 20
0 . : . . A ! 0 . ' 4 !
0 5 10 15 20 25 30 0 30 60 a0 120
B () B ()
—— DT 7 AODEIImElEE] —O—Eaam I —e— OFFLAO0EIImElEE] —O— Bam
FHEM(EER . S0mm., EHE - pHE.8) A (BT : 50rpm., BUEEE - )
100 100
- -
= 0 z 80
% 40 % 40 . .
20 S 8 20
0 . L . - A ! o0& . L . - A 4
0 60 120 180 240 300 360 0 60 120 180 240 300 360
B () B ()
—e— OSFVO0E Mg EE] —O0—RKM I —e— OFFVAODEIDmMEEE] —O0— HNNW
BHYEN(EEE - 100rpm, HEE . pH4.5)
100
E B0
= B0
% 40
20
0
0 30 B0 90 120
B ()
—— OSFVODEIIMEEE] =—O— KM |

12



9

. EYFRRERE

Y LR
HEIh DA S OREREBE

(1) ST EERNE 1

KK ZEZIMZ THREESYE, A% ) =LA AT 5, AIRICOERIN ALY v EfE
T2 L X, WE 245~249nm (2RI O 2 R~T,

(2) Hgru~ 777 4—

10.

11.

12.

13.

14.

FRBHAIR B OEHEAIR D DAF T AR > D RefEIE5E LU,
HEADOEYESGDEEE

ks o~ 757 40—

MR - SO R

BEfE . U Ui KFET N UL TOKRY, K, Vg, TR F= U VIRK
paLii

ML

BAY HATREMED H H KM

AMER R L
FENDELRSE - NESRKLRFRCET SER
ML

T Dith

YRR L

13



V. jakICE¥ 5EER
1. PREXITFNE
TUX—MERR, RS, REEE (B2 - KGR, KEZIFE) I 2 9%
2. AERUVHAE
A iR, nT7 XYL TC1E10mg & 1 H 1A, BEZICRO#ET D, 72k, Fif - JiE
RIZ KV BEEIERET 5,
AN IEE, TRLLEO/NRIZIEn T 2L LT 1R 10mg 2 1 H 1[E, BF%ICRO&kEd
Do

It

<Mk - AECEET SERLOEE>
17 %Y OD$E10mg EE 1T OENTRAEES 5725, AR RIS D Z L1377z
W, MER IR TRAIATZ &, [ EH EOFEE ] OEBMH)

3. BERERHAE
(1) BRT—R21\97—2
RMER R L
(2) BRERMR
RMER R L
(3) ERFREEIEHER
RMER R L
(4) FRMHER
RMER R L
(5) REEMIBIER
1) EEALEAETHERGHR
RMER R L
2) LR
RMER R L
3) REMHR
RMER R L
4) BE - REBAIHER
RMER R L
(6) AammEmR
1) EABHERE - BEMARERE BHIRE - ERGREBRER (MREZEKER)
RMER R L
2) RBEHL LTREFTEOARXITIEE L -HBOME
DA=RWAA

14



VI. EFEEICET SER

1. EBZPHICEEH S LEYMRITILEYME
Hi R EEEA] (72X Y 7 = F DU, Au\Z O UMERE, T DU, =
T AF U, = ANAF o, XIREAF XU, %Y NI R, 78T AF R,
FRNF T2 TeNAEE, DAY AT T AR )

2. FEE#R

(1) {EFRLRL - fEFRAMF"
072 ATE R GEEERE) o Hi - PR ChH Y, ik - MBI A3 & A SR L
DT, {BEEE 5 2 THMICBAT L, £z, 5 o Hy - #EPERIT A AT U U2 BRI
KT HNRERI TN, BT XL, HIBELORESITRINS L, & LT TRE S,
JFI 7 vV —A P450 2 TIEMRUC 72 D, L7203 > T, Z OO, 32 K5 P450
BRLEHAETH LICLVEEIND,

(2) EWNZEEMTHEBREIR
AMER R L

(3) fEFAsBRR - Fri
AMER R L

15



VI. EMBRIRBICEY SEE

1. mPREDOHR - REE

(1) el tHzhimeiReE
RMER R L

(2) mEmMPREDERH

( TVIL 1. (3) REPRAER CHERR Szl DS

(3) EEERHBRTREShi-IhiRE"
<154V 4 10mg EE) >

B EIE L D FHIEI MR T A R T A EO—EIEIC >\ T (CERk 184 11 H 24 H
AR 1124004 )

R 54V b 10mgBE) LEHERAIZ, 7 m At —A—EIC L) EREN 16 (R H V0L
LT 10mg) FEREAA BIEICHER T HUERE O 5 U Tl oG (DCL) #REEZRIE
L, Bbhn-mEhie N7 2 —4% (AUC, Cmax) [ZOWTHEEHENT 21T 7265, miAlo4
Wy ER RS D R S Tz,
MAEFEEE T ONT AUC, Cmax Z50/85 A —#2 %, #ERE OBR, Rk oLEEE - B
DFREREAET L > TR D AHEMENR B 5,

[REWRERR) ST A — 4 ]

10mgR 1 §E 1% 5B OF i i ch iR E HES

16

HENRT A—H BEIRT A —H
AUCt Cmax Tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
i VN
10mg/EE| 38.9+£12.0 2.88+0.72 1.9+0.5 18.3£3.0
FEAERLF|
1+10. .00x0. NE=0X A+2.
(571, 10mg) 38.1+10.1 3.00+0.76 1.7£0.5 18.4+2.6
(1 $2#¢5-, Mean+S.D., n=30)
(ng/mL)
4.0 -
35 |+
30 +
imﬁl —I— 055741 0mg [EE |
oo id O BEHAA
i Ep: <
1% 20 | Mean+8S.D. (n=30)
o o
W15 9 i
e -
B 10 ;
0.5 - i
0 I | | 1 1 1 1 T
0 6 12 18 24 30 36 42 48
o (hr)



<mZ %> 0D #E 10mg/EE| >
HIEIE L D FHIEI MR T A R T A EO—IEIC >\ T (CERk 184 11 H 24 H
AR 1124004 )

n 7 % 0D §E 10mg EE) L BRI Z, 7 n 24— "—EIc k) ZREN 18 (m T 52 Y
Y& LT 10mg) fERERRABYEICHERT, Adb Y KUK L CHIERE D5 L Tl ofEE
fR#) (DCL) MEZMIE L, o mBiE 7 A—% (AUC, Cmax) 2oV CTHERHiE
WraAT o TofE 5, ARG e S i,

AEFREE NS AUC, Cmax %0/587 A —X2 13, B ORI, (KEORBUEIL - W%
DFERGAET k> THERR D AR H 5,

R ) ST A —F ]

HE/NT A—H BEINT A —H
AUCt Cmax Tmax t1/2
(ng*hr/mL) (ng/mL) (hr) (hr)
174 0D §E
KinD 10mg EE 43.5+14.0 3.38+1.31 1.7+0.7 19.5+2.8
tReeS 1L
TP Oox12. 44+]. .0£0. 2E2.
(MIEPEYEEE, 10me) 43.3+12.6 3.44+1.04 1.6+£0.3 19.2+2.9
7% 0D §E
+ + 4 +
KL 10mgEE) 51.7+17.2 4.10+1.35 1.8+1.1 19.5+3.8
£ R
e i iy (18, 45+1. .0£1. 2E3.
(PEEPEYEEE, 10me) 52.7+18.7 4.45+1.68 2.0+1.1 18.2+3.1

Okd Y KUK L 1 5E#& 5, MeantS.D., n=20)

(ng/mL) (ng/mL)
50 - 70
45 -
6.0
40 |
gtil 35 H & 0955 0Dbe10mglEE % 0 1 i””y’wﬁl‘}mgmm
Hogg L Qe BEHERA h O BRHEBLK]
B = & 40 | :
;% 25 Mean+S.D. (n=20) ’f]% L Mean=+S.D. (n=20)
# 3 3.0
B 20 % [
g 1S £ 20l
1.0
05 1.0
0é "
0 6 12 18 24 30 36 42 48
. (hr) B (hr)
10mgOD§E 1 §es2 5 FIym i ch3LiBE#E (kb W) 10mgOD§g 1 SR RO MRS R E R (ki L)

17



(4) PEE
MER R L

(5) BE - 6tRAEOEE
( TVIl. 7. FHELEH] OHEZSH)

(6) BEH (REaL—Yay) @Ik YHBLE-EMERRNSIEESHER
AMER R L

2. EWMEERII/NDS A —4

(1) BBHAE
AMER R L

(2) RILEREFEH
AMER R L

(3) NMATRLFEY T«
AMER R L

(4) HREEEH
AMER R L

(5) VU7 VR
AMER R L

(6) Z/ER
AMER R L

(7) MFEREEE
AMER R L

3. IR
AMER R L

4. 9

(1) mik-AXEEME&EE
RMER R L

(2) Mm&x-RatEREr R
(TVIL. 10. #Fhm, PEhw, #RILWEFE~OEG ] OHESH)

(3) Eit~0BiTHE
(TVIL. 10. #Fhm, PEhw, #RILWEFE~OEGOHESH)

(4) BEBRA~DBITHE
RMER R L

(5) TOthoBB~DBITHE
RMER R L

18



5. fK#

(1) KBEBLIR U BHIER
MR L

(2) KHICEI5T SR (CYP4S0 %) DorFiE
0 Z 2P LIEEAHY (DCL) ~DOfR#HHZIE CYP3A4 KU CYP2D6 DR 523 R ST
W5,

(3) MELEESHROBERUVZTOEE
MR L

(4) KBMOFEOFEERULLLE
MR L

(5) FEERHYORERM/ S A —4
MR L

6. HEitk

(1) HElEAIR UHER
MR L

(2) #itzE
MR L

(3) HEithERE
MR L

7. FSORR—E—ICET B1ER
MR L

8. BMEICLIRER
( TVl 13. &S] OIS

19



VI. R4 (FRLDOFES) (BT 5IEB
1. BERBLZTDOER
AT & 2P

2. ERARLTOER (RAESZED)

2 ROBFICERELENIE) ]
AFN DRV LIEBUE OBEERE D & 5 B

3. MEXEFRICEET 2ERLDIELEZDOERA
Y L7

4. AZERUVAEICEET SERLOERE L TOEA
( TV, IBRICEET 25HA ) 22 M)

5. EERESNARLTDER

[EERES (ROBEICITEECESTSHIL) ]

(1) fEEoH2BE (0720 OMETREN ERTIB8ZNNH D, )

(2) BEEOHLES (07400 LONEEGEIdescarboethoxyloratadine (DCL) ik
HIREN EHT 28200 H 5, )

(3) mi# [ TEiwd~0&E) OESHR)

6. EELEFMIR EZDEBHEVNESE

(1) ARHNZZFEEOBFICHRGTIHAE, BFREEHEZE 2T, TOHEMNLEGEZBMEL,
IHRZEEE TREE CThelT D Z EDEE LUy,

(2) AHNOFERIZ LV HENFED HNRWGEITIE, EAREEICOIE VRS LW 9 ITE
BToz L,

7. HHE{ER

02U BIEMEREY (DCL) ~DORHHTIE CYP3A4 } 1 CYP2D6 DB 5-23HER S h
TW5,
(1) GtRES LT DER
R L
(2) BHREE L TDER
BERGER (BHRISEET H &)

RN 4 BRI - (& 51 F Y-« fE R IN 1
Ty Ru~vA vy | n T XYy R OIEENEY | KRR (CYP3A4, CYP2D6) BHEEH %
VAFI (DCL) oiffEHiRED LA | FTEERMEOHHIZEY, v T X bk

BROHNLDT, BEOKR | VERH#Y (DCL) ~OR@RHESH, vo ¥
A +DICBET LR EEE | VoM EPREN AT 2, UEHEREY
T5HZ L, (DCL) DifHEFEEN 79 D813~ E)

20



8. ElEH

(1) BEHERADOHE

AR 34 P RS A S5 O RIVE P RSB EE 23 B & 72 DR A 2 F2hi L Tuhely,

(2) EXLGEMEREMRER GHEAH)

1) avy, PF245F>—:vavy, 774 9F—%EZTZ2ENRHLDOT, F
7 —8, FNEEREE, WERT, EREENS b Ga TG E IR L, @
WEEATH Z &y

2) TADA : TAPADBED & 5 B TRAIR G%IZHRIER S bl & OWERH DD
TEEANCER L Tld o efig 2175 2 &,

3) B8R . KERHLONLZENHLHDT, BENBEOLNIGEICITEGEZPIL, #Y)
IRALEEATD T &,

4) FFi8eERES, #4E : AST (GOT) , ALT (GPT) , v - GTP, Al-P, LDH, vVt
VD LD R B IFSRERE, IENHLDND I ERHHDOT, BIEE ST
V, BEPRD OGNS ARG AR L, #WYREEITI 2 &,

(3) ZDHDEIHER

RO L9 BB bZHAICIE, KBTS T, FEGPIEFEO@EYRLELZITO Z &,
BAHEAR

BRBER | R BEE OEL, T

% WSS, SO VEIRS

it MW, NiB, UEK - EW, T, R, DUEEER, 0Nk, H%

B |, B, B, 708, R

I

AST (GOT) k&, ALT (GPT) k&, vV fEER, Al-PLER, vy - GTP
k5

&M, BUNLH, JRH

SR, BiE

GRS, DB, AFEGRD, HEREZ, U oD, AR, U
B | EREIS, ~v b2y MBS, ~E SO BV, FHEERIS, D,
kIS

PRVE, NRERECHE, FOG, MR, 13TV, v (FE - M), WREE, ARAE,
AR, AIEFE M, foys

i | R | BE | 3R

e =

B =W F & B E R

£ O

(4) BEABMERRRSEERUVEBKREERE ¥
RMER R L

(5) EWER, AOHE EEERUFHOFESERINOIMERRTREARE
RMER R L

(6) M7 LILX—Icxtd 3B RUEEE

1) BR : AAIOBSTR WIEBUE OB D & 5 BEITITR G L2 &,

2) BERUEMER : v a vy, 774 9F0—%REITZERHHDOT, 7/ —F, MK
REE, MEART, MAEREENH &b GaIid G2k L, MURA@E %2175 2 &,

3) TOMDBEMER : WEUE (892, =B, (B, O, BR) Do HAIC,
MBS T, B IRSEORMY)LEZITH 2 &,

21




9. BlE~DES

—RRIZE S CIIAEERERE (FF, B4 METLTRY, mWMHRENEH T 582N
HHOT, HERICERETAHZ L,

10. ¥R, W REIEFAOERS

(1) AR L T D ATREMED & D m AN IZIE, REGZRET D5 Z EREE LU, [ﬂ%$®
BHAZET D2 BMEITMENL L TR, E72, BWER (T v b, U F) ClERIENME
RO BNV, Ty FTIRIE~OBITAHRESNTND, ]

(2) RAPOIWANIIE, TEZERTDHZENEELY, RGBT RGTI561E, KAz
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