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AS42Y E10mg THEI]
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Loratadine Tablets, OD Tablets, Dry Syrup
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CEICFE SN E R A BT 2 FICHEMRERDPLE ARG ENH Y | BIKAEEO EIEFHRM Y
(LAF. MR) Z~OEHOBMGFERSERIC IV EREMHTL TETND, ZOBICHE e EH %
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IFRE# EaE2008 LMK, IFIZPDFEOE 7 —% & LTI 2 Z ENFHIE 2572, 2T LY,
W SCEOFERUGT N H > -G A ICSGET ORILT — # 2B L2 IFAE MRt S 2 & &
Ipolo, BOROIFIL, ERMERERRGHEME (LUN, PMDA) OERHAEEMIERRBO—
(https!//www.pmda.go.jp/PmdaSearch/iyakuSearch/) [Z TAB X T35, HIFIKTIL, 20094
LV HFHEHKGLDOIFOBERERFTT A E LT Mo a—T7+— 2R Z2EL, Hx OIF
DA CELMTET 2 EE GRS L CHEINER - L T2,

2019F OUAT CHEFLHBEHOETIZ A D, [FLHEH2018 03 ARK S L, Ak TEEHEIE G OI)R
TGRS T DA KT A4 ) [CBET 2 IE RO =0, TOEFMEZKE L1,

IF& (X
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I. BiEICEYTSEE

1. FAROEE
KFNE, 0 T8 2HRES & T HEMERIN Hi AR - 7 LV — IR BIRIEAITH 5,

(BT 2V 8 10mgl HET ] KO TeZ % 22 OD §E 10mgl HEET ) (%, HE RS HN %
FEEIL & U CRAR A R L, Bk & OB 54 3 € ZEMERER, AW a0 RS v sk & FE0 L |
2011 4E 7 H 15 BIZAGRAZ TS, 2011 4F 11 A 28 BICHGEZ B L=, CEA¥RE 0331015 5 (OF
B 1743 A 31 B) (IS EAGRHGE

201241 A 30 AfI T, Te 72 VU8 10mgl HIE T KON TeZ %2 0D & 10mgl HE T 1%,
DURNRICEBIT 5 HIEROHE] 2B EnT,

FOH%, eI 20 R4y 1% HETL]] O EEE L, 8K ORERGIEEZRE, 228
PEERER . RS RBR 2 E e L. 20134 2 A 15 HIZAGRZEE. 201346 A 21 HIZikE%x
BitE L7, (FERFEH 0331015 5 (R 174 3 H 31 H) ([ZHSZKGRHES)

2. HA0BRFHETE

(1) RHNZT, v T 2P 28R &3 DR MEEIR Hi SRS - 7 LV F— IR BIRRAITH 5,

(2) EBRBRAMWEHE LT, Yav 2, 774 7% —, Thhh, K ITERERE. SENRE S
NTns, (VL 8. (1) HRZENWEM & WBIIER] DESM)

3. HR0HAFEMEYE

(1) OD # 10mg (%, HE 8.0mm OHHKITH 5,

(2) OD#E10mg 1%, FEELTALV b= T L —R—%FHLTN5,

(3) 5 10mg XV OD §E 10mg @ PTP ~— M, By Far br— & 70, 15T LTI 4.
AR ST By

(4) %€ 10mg KT OD #£ 10mg ® PTP > — ML, [HI7r L —3K) LR L,

(5) RIAvmy7OHEIllix, MEREZBITCTRELTIEEN) ERLLE,
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I. &WICEYTSER

1. B5EA
(1) M4
a7 XY U8 10mg THET
774 0D6E 10mg [HET
nZAVYy RIAvay 7 1% [HET)
(2) *4
Loratadine Tablets
Loratadine OD Tablets
Loratadine Dry Syrup

(3) AMDOHEE
—fx4 LY
2. —j&4

(1) M& (WwAE)
n7 %Y (JAN)

(2) ¥4 (®aE)
Loratadine (JAN, INN)

(3) RTL (stem)
ZERARE AX I Hi AL - -tadine

3. BEAXITTERX
{bFEE R

O . OC:Hs

_N
)
0 N ;ﬁ P

4. PFRRULSFE
5712 C22H23CIN2O2
5y : 382.88
5. {E%¥4 (fifiE) XIEXE
Ethyl 4-(8-chloro-5,6-dihydro-11H -benzo [5,6] cyclohepta [1,2-5] pyridin-11-ylidene)-1-
piperidinecarboxylate (IUPAC)

6. \EAA. 4. KBS, L5ES
Briz7e L
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1. YE{LFHER

(1) %M - K

HEOFEREOR R TH D,
(2) BFE

AB )=, =& —)b (99.5) IEEEEE (100) 12T T <, KIIFEALEBET 20,
(3) WiEtE

MG R R L

(4) B (SR, BR. BER
Bl S 133~137C

(5) BIGEMEER
AR L

(6) REREY
AR L

(7) TOMDOELREE
AR L

2. HHRAOEMEHTIH T EREN
LR L

3. AYVRSOREREERE. EEE
(1) fesdaBRiE
1) RN AT R B I E U
KD AL ) —NERIZDEWINART MAVERIE L, KD AT bV ERLDBIANT S LY
WFERBHR I X DAXRT MRS 5 L&, MEADAXY MUER—ERO & ZAIZFRKRDR
FE DRI %5880 5.,
2) FROMRIL AT N VRIE R
BAL A U U AEERNEIC L 0 RBREZITV, RO AT MV ERBOBBALY MV UXERH R 7 4
TUDANRY MVERET D EE TE DAY MVIEE RO & AIZFEERORE OWIN Z 7D
%,
3) RESUSHER
Az o, RO (2) 217H &£ &, MaE 215D,
(2) ‘&L
Rk~ 777 40—
AR« SRR
BEH . VU KFENY UL, K, VU, TER=RUIL AHX ) —LIRHK



V. RAICEIYSIEE

1. #i

(1) FEORXZ
#E 10mg/OD #& 10mg : #HE (OD #& 10mg : M PN HAEESE)
KA ey 1% : Ko/ vuev

(2) HEONBERUHER

ey 0 g2y n 7%y 0D B
o 10mg HET ] 10mg [HET]

iz ERA Y OB OHELE M OFERE (1 PENAEEE)
43

A

o
- & (®)

i ecsimzen [
H£ (mm) 6.5 8.0
EX (mm) 2.8 3.8
E& (mg) 100 180
e M 176 M7
VNN 10 10
wpEEa— R @176 @177
AR7e44 nSED RSy 1% THET)
vy 7 HH (EE)
HY - Fepk > 7RA (A

A GO ARz &tk 1

(3) EAHla—F
(Mv. 1. (2) WAIOHE KL OPER ] OIEBR)
(4) WA OYME

(Mv. 6. "WAIOKFEEN TR 2LEN] DHESM)
(5) £t

B R L



2. HFIOHER

(1) APRS (EERD) OFERUVFMNA

W 7E4 074 Y 8 10mg [HIET) 17 %Y 0D 10mg [HET
GED % 18 2742 10mg
HpEKRFY, hovEnavT Sy AD-vry=h—, JRAKRE RNV b

S TTV U~ T X T L ]\“mﬁe“/‘j’m kLo — AFT U
VR TR TN T AT — 5 (L
7 x2=)VT T = AbEW) . FEE

W 7E4 NIV RIA a7 1% THETL)

GED % g BZ7%Y2 10mg

N AP, b FexsFaibvin—2, GRS A HE

(2) BREFORE
MUERR L

(3) 8RE
MG R R L

3. BBEREOHBRRUVEERE
PARPSA

4. Hif
BRI

5. BAT SR H B M
B R L

Y

6. REDEEEHTICHEITIREMR"

(1) hnisaER

B A - 2014/10/27

O I H2 Y U8E 10meg THIET) EER  40°C - 75%RH [Hi&miiEaE (PTP /%) ]

RERIE H 7y k PRAFH R
<His> & B A 1% A 3 A 6 » A
. GKO010
PR n=3 . . . .
SHBAD OEEOMEORSE> | TR0z e e e e
TK030
TR n=3 GKO010
(s e ER:, ERE, | GK020 ke — — A
Mg u~ NI ) IK030
AR —ME (%) GKO010
(& &Y —VERBR) n=3 GK020 ik — — ke
<15.0%LL F > 1K030
e _ GKO010 | 100.2~101.9 | 98.6~102.0 | 100.3~103.6 | 100.2~102.7
e (%) n=6 GKO020 | 100.2~101.8 | 99.3~104.1 | 100.7~102.3 | 100.4~103.3
<45 4y, 80%LA > : : : : : : : :
IK030 | 99.7~100.8 | 98.7~104.3 | 99.2~101.5 | 100.0~100.8
s . GKO010 100.6 100.9 100.4 100.5
i’i O(i)f)l()f) 02);3 GK020 101.3 101.5 101.1 100.7
: : 1K030 99.8 100.2 99.6 100.2
X ERBICHTIEER (%) —: REME




RERFE IR 2009/12/10~2011/3/24

OuZ# Y 0D sE 10mg THETL] MEERER 40°C - 75%RH [ aitFre (PTP aik) ]
=RERIE B ok TRAFH1 ]
< Hiks > s BR a1 1% A 3% A 6 4 A
LOR100D-1
Mgk n=3 . . . .
LOR100D-2 A A T A Sy
AVE
< BAOMP OS> LOR100D-3
HeadikBR  n=3 LOR100D-1
(A TRV EERIE S, EVESUR, | LOR100D-2 ke ke WA WA
WErsa~ N7 7 4—) LOR100D-3
A (%) LOR100D-1| 3.36~4.32 4.08~5.52
(& &) —ME#5) n=3 |LOR100D-2| 5.04~7.20 — — 3.36~6.34
<15.0%LL F > LOR100D-3| 6.48~7.44 3.12~7.54
LOR100D-1 15~19 13~19 13~18 15~20
B g 20 =
Hﬂ%%o(;ﬁ;mi 18 LOR100D-2|  16~20 13~18 13~16 13~18
- LOR100D-3 15~20 14~19 13~18 14~18
et (o _ LOR100D-1| 95.9~103.4 | 95.3~101.4 | 96.2~103.1 | 96.3~102.2
{i%jﬁ% (g’go/ u‘llf LOR100D2| 95.0~1035 | 96.3~104.3 | 95.5~104.1 | 96.3~104.1
7T ? LOR100D-3| 97.3~103.7 | 96.6~104.6 | 95.6~104.3 | 96.7~104.7
SE (%) % n=3 LOR100D-1| 100.5~101.3 | 100.2~101.6 | 102.5~102.8 | 99.8~100.6
i‘i 05105 0% LOR100D-2| 101.7~103.3 | 101.3~101.7 | 103.2~104.5 | 101.7~102.9
: e LOR100D-3| 98.8~101.0 | 101.5~101.8 | 101.9~103.3 | 101.6~102.6
X RTREBICHTIEER (%) —: KEh

HEBRHAE A - 2013/11/21

Cug AU RIAvay 7 1% [AET) @R 40C -

75%RH [Hf&aliEmre (namid) ]

HERmEH [=ESVRIN PRTFIIR
< B> & B s 1% A 34 H 6 » H
J11001
M4k n=3 e AL e AL (N N
< OB S T > JI1801 A WA A 15
J11901
HeRAR n=3 g . B B .
(&AL AT FE R E ) H H
J11901
A —ME (%) JI11001 1.8 3.2
(& &Y —VERBR) n=3 JI1801 4.1 — — 3.0
<15.0%LL F > J11901 2.5 1.3
e J11001 96.3~97.5 96.1~97.0 96.2~97.2 93.9~95.4
YR HH 0 =
figﬂf (g’())o/ unLG> JI1801 96.4~97.2 96.2~97.5 95.8~97.4 94.3~94.9
7 ’ J11901 95.8~98.1 95.4~97.7 96.3~99.0 93.3~94.6
. J11001 98.4 99.2 98.3 98.5
4B (o % -
i’i o(f)105 03>3 JI1801 98.8 99.4 98.4 99.0
: e J11901 98.8 98.2 99.0 98.4
M R T D EAE (%) — : RE)




=

(2) PTP Q&L EM

SR FEHIR : 2011/7/8~2011/10/26

OuTHYUEE10mg THET]  PTPAEE 40°C  [HEE]
ABRTE H =R LRATHAR
< > &5 B AL 2 4 1% H 2 4 H 3% A
PR n=10
<HEFWAY OABOAE | EN110 WA ke ke ke WA
DFEFE>
WHPE (%) n=6
mhtE 06) n EN110 [100.7~102.7/100.2~103.2| 98.1~103.4 | 98.9~102.6 | 99.9~102.2
<454y, 80%LL >
G (%) *n=3
EN110 | 99.1~100.0 | 97.6~99.8 | 99.1~99.5 | 97.3~98.4 | 99.0~102.3
<95.0~105.0% >
(&) #E (N) n=10| EN110 48~60 53~63 53~60 51~61 51~59
% FRREBICHTIEER (%)
OuIZ XY UEE 10mg THET)  PTPAE%E 25C - 75%RH L]
BRIE H =N PRA7HIM
< K> & BHAGEE 2 A 1% H 2% A 35 A
PR n=10 EN110 HEOMED |BEOMED | AEOMED | AN EO| [ MED
<HBOMEDHELE > FE FbE FE FE FE
Wit (%) n=6
mhtE 06) n EN110 [100.7~102.7| 99.2~102.2 | 97.4~102.0 | 99.9~101.9 [101.5~103.1
<454y, 80%LL L >
i (%) *n=3
EN110 | 99.1~100.0 | 98.3~100.5 | 99.4~100.1 | 98.3~99.3 [100.5~102.6
<95.0~105.0% >
(&) #WE (N) n=10| EN110 48~60 43~50 47~54 48~60 44~55
X RTREBEICHTEIEER (%)
OnZZ Yo 10mg THET]  PTP o =i - BROE 120 5 Lx-hr  [D65 ) (1600Lx) *+ ¥ % — L
5w S THE]
BRI H =R K&
<JHK > Ha BH IR 40 77 Lix-hr 80 77 Lix-hr 120 5 Lx-hr
PR n=10 EN110 HEOMEOFE | AEOMEOFE | AaOMEOFE | AtDMEOH
<HEOMEDHEEE > b B b 7
EHE (%) n=6
AL (%) n EN110 | 100.7~102.7 | 100.8~101.5 | 101.8~103.5 | 99.5~102.1
<454y, 80%LL L >
i (%) *n=3
EN110 | 99.1~100.0 99.4~100.9 99.0~99.5 100.4~101.6
<95.0~105.0% >
(z%&fE) #E (N) n=10| EN110 48~60 44~57 46~58 50~56

=

%

X BoR

X HEAER (%)



SEREREWIR : 2011/7/8~2011/10/26

OuZ 42T 0D#E10mg THET) PTPA%E 40°C  [HE]
P BRIE H =N PRAFHARE
<> iR BHAGHEE 2 1A 1% H 2% H 35 A
PR n=10 DNO70 HEOMEO |BEOMED | AEOMED | A MEO | [ MED
<HBOMEOFESE > B FbE FE FE FE
AN () n=6
DNO070 A WA kA A A
<60$9U\|*J H”ﬁ%‘j—5> &5 lﬁu l@u l@m &5
N | 0/ :
FitE (%) \n DNO070 {100.4~101.7| 98.5~101.4 | 99.9~103.2 | 99.5~107.2 | 99.3~103.0
<647, 85%LL >
i (%) *2n=3
DNO070 | 99.9~101.5 | 99.0~100.4 {101.1~102.1| 99.4~100.0 |100.3~100.9
<95.0~105.0% >
(&) #E (N) n=10| DN070 45~53 54~63 53~65 58~68 60~72
X RTREICHTEIEER (%)
OuZ XY 0D EE 10mg THET) PTP &% 25°C - 75%RH  [EY: - BiAk]
BRIE H =N PRAFHARE
< B> &5 B AGEE 2 1A 1% H 2 %A 35 A
PR n=10 DNO70 HEOMEO | BEOMED | AEOMED | A MEO | [ MED
<HBOMEOFESE > B FbE FE FE FE
M () n=6
DNO070 A TRy kA kA kA
<60$9U\|*J H”ﬁ%‘j—5> &5 lﬁu l@u l@m &5
AHE (%) n=6
FiitE (%) \n DNO070 |100.4~101.7| 97.5~100.8 | 98.6~101.6 |101.5~103.8| 98.7~102.0
<647, 85%LL >
P = A P
Z (%) *n=3
DNO070 | 99.9~101.5 |100.2~101.4]101.6~102.0|100.8~993.0| 99.2~101.1
<95.0~105.0% >
(&) #E (N) n=10| DN070 45~53 46~54 38~52 45~54 42~54

X EREBICHTAIEAR

OuZ %Y 0D 10mg THET] PTP &

(%)

/7%

gt

IR - kR 120 5 Lx-hr

EDESADE Chad

Z‘K
RERTEH =R N s
< JHKs > T LR 40 77 Lix-hr 80 77 Lix-hr 120 5 Lx-hr
PR n=10 DNOTO HEOMEOFE | AOMEORE | AEOMBEOH# | HEaOMEOH#
< ABOMEOFEE > BE BE b BE
M () n=6
DNO070 HE e A S A
<60%¢uwyﬂuﬁj§ﬁ—5> &5 l@u &5 l@u
NS | 0/ :
FtitE (%) \n DNO070 | 100.4~101.7 | 97.4~101.5 99.1~101.1 99.5~103.8
<64y, 85%LLE>
G (%) *n=3
DNO70 | 99.9~101.5 102.1~102.3 | 99.8~103.7 | 100.5~101.7
<95.0~105.0% >
(2%EfE) #E (N) n=10| DN070 45~53 43~57 50~55 48~57
X FREICHTIEER (%)




(3) #EOUILREOLENE

SR FEHIR : 2011/7/8~2011/10/26

OuIF XU 10mg THEL] 40C [T R ]
A BRTE H 7k LRAF IR
<> HE BH AR IR 2 i 1% H 2% A 35 A
MR n=10 EHEAD OE | EREAD OE | EREAY O E | SR OE | EREAY DH
< HaoEg Ay x> | V0| @RBOREE | GRBORSE | GRBORE | GRBORE | GREOFEE
WHM (%) n=6
EN110 |100.7~102.7| 98.8~102.1 |102.5~103.9|100.1~103.8| 99.6~102.2
<4574y, 80%LL >
R (%) * n=3
EN110 | 99.1~100.0 |100.2~101.3| 99.7~100.2 |100.1~101.2| 98.7~101.3
<95.0~105.0% >
(2EH) #E (N) n=10 EN110 48~60 58~67 53~63 61~65 59~66
¥ FREICHTAERR (%)
OurI X YU8E10mg THET) a2k 25C - 75%RH [EE - Bk
BRTE B =RV FRAT 1R
<> HE BH AR IR 2 i 1% H 2% A 35 A
MR n=10 N EEAD OE | EFEAY OBF | EREAY OH [EHEAY OE | AL OH
110 Z Z 2 & 2 & Z
<E@®%”;fﬁﬁ@0)$§i> @Hﬁ/o)%ﬁ @Pﬁﬁ/@ﬁfi @Hﬁ/@%ﬁﬂf @Hﬁ/@%ﬁﬂf @Pﬁi@%fi
WHME (%) n=6
EN110 [100.7~102.7|100.5~102.5| 98.7~100.4 | 99.1~102.1 | 99.6~101.6
<455y, 80%LL >
&8 (%) * n=3
EN110 | 99.1~100.0 [101.7~101.9| 99.7~100.1 | 99.8~100.4 | 99.0~100.4
<95.0~105.0% >
(Efm) WE (N) n=10 EN110 48~60 49~58 44~56 43~57 51~63
¥ FREICHTAERR (%)
OurIX2 Y UEE10mg THET) Mk =iE - BEE 120 7 Lx-hr [D65 YRGS 1,600Lx) « KE AR
RERTEH =RV FANGS 5
<M > FH BHAG I 40 5 Lx hr 80 & Lx-hr 120 & Lx-hr
PR n=10 EN110 BHREAD OAMA | BIEAY OA6 [T KEAK]  IKEAKE
< E@@%’J/‘(ﬁ]\ Y @$ﬁ> Fqﬁég)?éfﬂg Fqﬁéa)ééfﬂg %%U\é %U{é
WHME (%) n=6
EN110 100.7~102.7 99.8~104.2 99.5~102.1 100.5~102.8
<4574y, 80%LL >
&8 (%) ¥ n=3
EN110 99.1~100.0 101.6~102.2 99.9~100.7 98.6~99.1
<95.0~105.0% >
(2%&fE) WHE (N) n=10 EN110 48~60 48~60 47~55 49~58

Ko RTRBICHTOEAE (%)

]



SEREREWIR : 2011/7/8~2011/10/26

OnZ XY 0DEE10mg THET)  MEidE 40°C [LEG- B
%ﬁ%ﬁgg\a z > ]\ f%ﬁ%Fﬁﬁ
<HiE> & B i 2 i 1% H 2 5 A 3 f
PER n=10 S B B B B
L (LS DNO70 | Bt oFsE | AamBoRsE | AamBo®sE | BamEoFE | BamFokEiE
1) = . . . . .
S | oNowo | e e e e e
WHYE (%) n=6
<645 85%LI > DNO070 [100.4~101.7| 98.5~100.8 | 98.5~100.8 | 98.9~101.9 | 98.3~101.7
AN B 0 x —
S (%) n=3
= 95.0~105.0% ~ DNO070 | 99.9~101.5 [100.1~101.1]{102.3~104.4/101.0~101.6/100.6~101.7
(%fE) #E (N) n=10| DN070 45~53 56~64 55~61 58~66 59~170
X FREBICHTAEEER (%)
OnZ %Y 0DEE10mg THET) Mot 25C - 75%RH [ - Bk
%ﬁEﬁIE E o % ]\ {%ﬁ/ﬂﬁﬁﬂ
< ik > e B A 2 3 1% A 2% H 3% A
PR n=10 APES A AGE AGE 40 AGE 40 AGE 40
S A DNO70 | aemEoHEit |Aamko®zE| AamEoHE | AamBo#Eit | BamEo R
FA¥EME n=6 NN N A A A
260 FHLL > DNO070 e ik STk Sk STk
WHYE (%) n=6
<645 85%LI > DNO070 [100.4~101.7| 97.1~99.1 | 99.5~104.1 | 97.2~101.6 | 98.7~101.7
A B 0 x —
S (%) n=3
= 95.0~105.0% ~ DNO070 | 99.9~101.5 | 100.9~101.1 | 102.2~103.6 | 101.6~103.4 | 101.0~101.9
(%fE) #FE (N) n=10| DN070 45~53 22~26 24~217 29~34 33~39
¥ FRBICHTAEEER (%)
OmZ %Y 0D §E 10mg [HET) #a% iR - Bt 120 5 Le-hr [D65 SEJHGY 1,600Lx) - K%
DD]
EURELE SN R i
<Hifg> &5 B i3 40 5 Lx+hr | 80 5 Lx-hr | 120 J7 Lx-hr
MR n=10 S e e PPN
P DNO70 | ‘fpFoxsE Rl e = Rl e e
HAgEME  n=6 o A N N N
<60 LI > DNO070 A A A A
WHME (%) n=6
<65y S5%LLE > DNO070 | 100.4~101.7 98.9~101.9 97.5~101.6 97.5~100.9
P = A P —
S8 (%) n=3
NP DNO070 | 99.9~101.5 102.0~103.4 | 101.6~102.8 | 101.7~101.8
(BEfE) #E (N) n=10| DN070 45~53 42~51 48~55 49~54

Ko RTRBICHTOEAE (%)

10



SEREHEHIR - 2013/2/28~2013/6/19

SougHrT U RIAvuy 1% THET) ®MEE 40C [ -[BER]
BRIE A =N PRA7HAR]
<HiHE > & BHAGHEE 2 A 1% H 2% A 35 A
MRk n=10 1100 HEOMKZ | AtOMEEZ | HAOMEEL | BEOMEE | A0 K%E
<HEOMEE G TR 1> ki EXis e EXis e ki ki
EHYE (%) n=6
JI100 | 99.1~100.5 | 99.2~99.6 | 98.4~99.3 | 98.0~99.1 | 98.3~99.2
<1547, 80%LL >
G (%) * n=3
JI100 | 99.8~100.0 {100.1~100.7| 99.9~100.1 | 99.1~99.6 | 98.6~99.8
<95.0~105.0% >
¥ RTRBICHTEEEER (%)
CuI XU RIAvuy T 1% [AET] EalE 25T - 75%RH [ - BRIk
ABRIE A =N PRA7HAR]
< Hi# > &5 B 4G 2 1% H 25 H 35 A
Mk n=10 11100 HtOMKREZ | AEOBMEZ | AtaOmMKE | AEOMELZ | ABOMKE
<HBOMEEEGTR > G ki E ki ETohi+ G ki G ki
HYE (%) n=6
JI100 | 99.1~100.5 | 98.9~99.6 | 97.5~98.9 | 98.4~100.0 | 96.9~98.4
<154y, 80%LL L >
a8 (%) * n=3
JI100 | 99.8~100.0 {101.1~101.7({100.0~101.1| 99.1~99.9 | 99.7~101.7
<95.0~105.0% >

Ko RTRBICHTOEAE (%)

OuI A RIAvuy 1% THET) \al: =iE - L& 120 5 Lx-hr [D65 J&IEGEY 1,600Lx)
RIEER A ]
HERTE A = TRt
< s> Fa BH AR 40 77 Lix-hr 80 77 Lix-hr 120 5 Lx-hr
MR n=10 1100 HEOmMEEZE | AHEBOMEKLZE | HEOMEKEZE | HAOMEKE &
<HEDOBMKE GToR > Tk 1 ki1 Tk 1 ki1
BHYE (%) n=6
JI100 | 99.1~100.5 99.9~100.9 98.8~100.3 98.3~99.5
<1547, 80%LA >
a8 (%) ¥ n=3
JI100 | 99.8~100.0 98.1~98.6 98.3~99.2 97.8~99.2
<95.0~105.0%>
¥ TRBISHTEEEER (%)
7. RRERUVBRBEORES
L
8. FlEDEEEL (MEBILEMZEL)

B R L

11




9. BHtE
<vFHYUEE10mg HETL] >
BREELOEYFTHIREERBRT A 74 L FEO—HBIEICOWNT GEAFAERE 1124004 5
Rk 18 4F 11 A 24 A A

B SE
HiE  AARKERS  wHEBE NNk
R K OFRBR I : 50rpm (pH1.2. pH3.0. pH6.8, /K). 100rpm (pH1.2)

CHEIE]
- pH1.2 (50rpm) DSIETIX, 15 /7IZB VT, ARfh O NHER H SR TR AERLA O PR R = 15%
ORI 72> T2,

- pH3.0 (50rpm) DFMFTIE, HEAERLAIN 360 /312 31T 5 LMD 1/2 ORI FEEZ RS
1 24 72 IR AR R TR 860 4312330 T AR O SR HH SR L A YR LA 0 SE R PR 3R £ 12% D FEPHIZ B -
77

- pH6.8 (50rpm) DFMFTlE, HEAERAIN 360 32 31T 5 LR D 1/2 ONV-HEHEEZ R
Y 2R A R T 360 71238 T, A S O - R TR VE RG] D S8 HH 2R 9% D FEFHIZ & -
7=

« 7k (50rpm) DT, HEAERIAIA 360 /2B 1T 5 IR HERD 1/2 O PR R 2 /4584
PRIERL TN 860 ST\ T, A Fh O VA HY SR ISAZEHERLA D S 29 H 38 = 9% DR I 8 o 72

*pH1.2 (100rpm) D Cld, EEHERFIE LORGIT E HIZ 15 0 LINIZ Y 85%LL EiEH L7z,

PLb, ASMOBEHEE AR (7 F U F 88 10mg) & HE L72F5EF, pH1.2 (50rpm) %< £ T
DOIEHFBRSH TN T [ EEIRL ORISR A K74 v ) OHEREUECHES L,

R <
(Vs H R
EHE (%) pH1.2 (50rpm) EHE (%) pH3.0 (50rpm)
100 _4  |[100
80 x-7 80
Phe —
60 Pt 60 —=
40 ,,-’3 40 =
20 ,/’ —e— 0 5% Y LEf10mg THEL || 20 —— 0 5% 40mg TBET)
0 =& =455 1)F §E10mg 0 | — =05 UFE10mg
10 15 0 90 180 270 360
] (450 Bl (43
EHE (%) pHB.8 (50rpm) BEHE (%) K (50rpm)
100 100
80 —e— 055 Uftiomg [BEL) 80 —e— B oY atmg BEL)
&0 =& = 75 UF4E10mg 60 =& =73 UF UE10mg

0 90 180 270 360 0 90 180 270 360
Bl () Bl ()
EHE (%) pH1.2 (100rpm)
100 ==
80
60
40
20 —— O T % iE10mg THET)
0 - 7§'nyﬁ‘10mg ‘
0 10 15
Bl (450
(n=12)

12



<r 742 0D §E 10mgl HEET) > 2
BREIR S O AW FRENRBR T A R T A LV EO—HKIEIZ DWW T CEAFBARE 1124004 =5
ik 18 4E 11 A 24 B )

ARER A

E AR/ WHERE SR

[Al#E% K OAERG « 50rpm (pH1.2. pH4.0. pH6.8. /). 100rpm (pH4.0)

CHIE]

-pH1.2 (50rpm) DTk, FEHERIAIRS XL ORI E H1T 15 57 DINIC ) 85% L0 EIEH L7z,

- pH4.0 (50rpm) DFMF Tk, FEERIAIRS XL ORI E H1T 15 57 INIC ) 85% L0 EIEH L7z,

- pH6.8 (50rpm) DFAETIE, HEHERLFIA 360 432 H1) 5 FEIAHRD 1/2 O AR HER 2R
WY 2R E A R TR 360 71238 U N T AR g D - R VE R D SRS HH 2R £ 9% D FEFHIC & -
77

- K (50rpm) DT, BEHERIFIA 360 432 381) 5 AR D 1/2 O SR H R 2 74 24
7RI TN 860 43123 T AR O SR H R I TRV E A O SR A £ 9% DO HiPHIZ & > 7o,

-pH4.0 (100rpm) DF1ECld, FEHERAIR L O IT & HI2 15 0 LA ) 85%LL FEEH L7z,

Lk, AROEHEE 2 ERA (77 ) F b7 0 2 78 10mg) S LIZRER, 2T O HRER
FZRNT TERERGOEYF RSB T A R T4 ) OHELEIES L,

(Vs H R
EHE (%) pH1.2 (50rpm) BFHE (%) pH4.0 (50rpm)
100 100 -
-t ==
80 80 H- =
4
60 60 L
a0 | 40 .
20 —e— 05 %% 0Dit10mg BEL] 90 | .7 —e— 0395 0Dik10mg THETL]
0 & =0 =F3UFULT 45 FEHIOMg o =0 =03 UFULT 4% FEI0mg
0 5 10 15 0 5 10 15
BEE) (43) BER (5)
EEE (%) pHB.8 (50rpm) EHE (%) . (50rpm)
100 100 }
8o | —e— 0525 0DE10mg [BETS a0 | —e—0 5% 0D 10mg TBET
80 =& =PIVFULTF FEH10mg 60 =0 =F30F LT 8 TH10mg
40 40 F
20 f-—ﬁ—-—-ﬁ-—-—-—-—-&-—-—-—-—-ﬂ 20
0 . 0 i : . .
0 90 180 270 360 0 90 180 270 360
¥ (4) ¥ (9)
EHE (%) pH4.0 (100rpm)
w A m ==
80 —
60
40
20 —e— O 7H Y 0DET1I0mg THET)
0 -8 =03 FU/LT 4% FE10mg
5 10 15
BEE (1)
(n=12)
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<mIFEAIURIATuy 1% HET] >
BRI EE G OEYFRZEERBE T A R T A4 VEO R IEIZ W T CGEREREHE 1124004 5 F
A% 18 4E 11 H 24 Af))

ARER A
i AR BRHRBRE SRk
[Al#E% K OAERG © 50rpm (pH1.2. pH4.0. pH6.8. /K). 100rpm (pH4.0)
CHIE]
-pH1.2 (50rpm) DTk, FEHERIAIRS XL ORI E H1T 15 57 DINIC ) 85% L0 EIEH L7z,
- pH4.0 (50rpm) D5 Tid, EHERAIDOFEIEE L0 60% K% O 85% UL D 2 Kl T, &
it O SRS VS HH SR AT HE U 0D SR ISR = 15% DR IZ 8 o T,
- pH6.8 (50rpm) DM TIE, FEHERAIN 360 /312 F1) 2 FHIRHRD 1/2 O EERHEE RS
IREARUB DY 360 31T 38N T AR h O SRV H 38 1 AT HE LA 00 SRV HE 3R = 9% O PRI 8 o 72,
- /K (50rpm) DT, HEHERFIN 360 431231 5 FHEHRD 1/2 O PR R 2 R A
Je R 360 43123 T, A bh DN H IR E RS O SR R £ 9% DI & > 7o,
-pH4.0 (100rpm) DFMECld, FEHERAIR JOARMIT & BI2 15 0 LA ) 85% LA FEsH L7z,

ULl REDOEHREEZFERE] (V77 VF U RIA4vmy 7 1%) LHER LSRR, 2T o HRERS
HZB W T HEFEREGO LW FRIRIEERBR T A R T4 ) OHELBEIES L,

NN i
(% HH h #7)
EHEE (%) pH1.2 (50rpm) EHE (%) pH4.0 (50rpm)
100 | 100 |
80 80
60 | 60 -
40 + 40
20 —— O3 9V PS40 71% TAETL) 20 | —— O3 RSO F1% IBETL)
- =95 UFUES A0 F1% — & = A UFUESA2OF1%
0 o ! : 0 . ;
0 10 15 0 10 20 30
BEfE (o) BERE (530
BHE (%) pHB.8 (50rpm) FEHE (%) 7 (50rpm)
100 | 100 }
80 | —— O3 2V S0y 1% [BET] 80 —_—— 05 PS40y 1% TBET)
=& =SS UFL SOy Th -t = ST S 0w %
60 60 |
40 40 r
20 Fﬂ"ﬂ"'ﬂ'""'ﬁ'"""'ﬁ 20 Eﬂnﬁ o o
0 . . . . 0 . . . .
0 90 180 270 360 0 90 180 270 360
B (53] BERE (530

100
20
60
40
20

BWE (6

pH4.0 (100rpm)

Y —e—DOsHYUES (w0 F1% (BET]
- = HSUFLES A0 T1%
| !

0 5 10 15
wfE ()

14
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10.

B4 AK

(1) FRNADELGER - AR, NENRHRLER - QRICET 51H8

FARPSA

(2) a%

(AS4LviE10mg THETIY)

100 & [10 & X 10 ; PTP]

(A54 2> 0DfE10mg THETI))

100 #£ [10 $£X 10 ; PTP]

(AS4TY RS0y 71% THEI))
0.5g X 150 41

(3) FHRBE

BRI

(4) BHROME

1.

12,

PTP w3t

PANRRE S

<$E/0D HEdLim >

PTP : RV E =V T 4 VA, TSI = L

<OD FEDIH>

ta—:RYZFL T L T7XL—h-T)I=y
LR ZF LT IR—RT (VL

< KIA4vmay 7>
ek u Ty e TAI AR F LT
N Sl R PPN

ARt S 2 EHE
MM ER e L

Z Dt
R REHR L

15




V. ARICEYSEE

. MEEXRIIZHER

O7 LIV X —ME&%k

OF 37

ORJEHEE (W% - BIER. KIEZ S FERE) IfE 5 % S %

2. EEXIEHHRICEEET ST
RE I TV

3. HERUVHAE
(1) BERUVRAEDOHES
<U75//fiﬁ1OmgFE|l:IJ/U75//OD?“lOmgrEll:IJ>
RN EE, BT XY L C1E10mg & 1 H 18, B%ICKROEET 5, 728, Filn - BRI
W EERET 5,
AN/ %% Tl Eo/NRICiZe o2 L TC1H10mg 2 1 H 110, BZICBRO®RET S,
<mIETURIA vy 1% [HET) >
RN dEE, 74P LTC1E10mg (R4 vry 7 LTlg) % 1 H 1R, B&RICHEF
WL CRARET 5, ﬁ% HEf - R X0 B EEEET S,
NGRS NN 3mzui7m%ﬁ5m\ lFEm 72 LTC1EIGmg(RT74 vy 7E LTO0.5z).
7 LA B/ irﬂ7§'//&bfllﬁl10mg (FoA4vmy7LTlg) %101,
ﬁ%;%%%%bfﬁmﬁﬁﬁéo
(2) AZEBRUVHERORERE - B0

B R L

4. AERUARICEET 5EE
FEEIN TV

5. ERERALHE

(1) BRT—2/8v45—2
MER R L
(2) EREKZEEFER
MR L
(3) HERIGEREER
MR L
(4) BRIEMEER
1) EHNERITRR
(ZLILX—1E8 %)
17.1.2 ERFEIHELEER (A X400 BE L-LEHR) (BRA)
WEET LA —MERR ARG L L “HEHERIERBRICS N T, 27 % Y 48 10mg (1 H 1 [[)
HHWNEIAFHZ T 3mg (1 H2E) & 1HEMES L L 20 adcER: (hEESE L)
IXZENZE 49.4% (39/79) & 45.8% (38/83) ThH-7=,
BIVERNE 100 B 7 61 (7.0%) ([ZF8® vz, BWERIZ, IR 4 61 (4.0%). B 2 6] (2.0%) .
BRI, IES L ORZRE 1F (1.0%) Tholz?,
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171.3 ERFIHELEBRRER (FS5ERRUVT FF 7077V BEEZHBE LEEERER) (RA)
WEMET LAX —MERE MR E L ZHEREEERRICBW T, 7% VU6 (10mg/H) ., 7 K
FT7z TN (P F 72l LT 2mg/H) HDH5WVET T8 ARE 2 BEEEG L& &0k
e ER (P EEREM L) 1Tu T % ¥ R 54.9% (56/102) . 7 b F 7 = > 7 ~ )VERHERE 55.1%

(59/107), 77 BAREE 39.1% (27/69) Th-olz, £ic, 5RIERA 275 ({ LoARIE, &it,
B, BNE DR, AR OBRGAMELOE S 2 Bt (UIH IR OB (LEZ FRITR LT,

B 5.a10 )
5.8t n o v L2
(FEYEss) s

. 8.23
=X R 102 -2.84
(0.22)
7.41 iR A rFT7 v
by hFTor | 107 948 |~ vs 7 -
(0.22) 95%CI : -0.62~0.69
N 7.90
75 &R 69 -1.77
(0.25)
X1 BIEROEEZ+++:3, ++: 2. +:1, -: 0lCAa 7L LTHEFLEZRA= T,

X2 BHAMEAILEE L LIz EoiTici ., BlbEDE (4P = v F7x2) O 95%

SR (95%CT) Z 5 L7z,

RITERE 108 5l 26 # (25.2%) T3 HiLtlz, EZRRIERIEL, IRE 14 1 (13.6%). H¥ER 3
Bl (2.9%) . WHIEER, S0 & OB RIEA S 2 B (1.9%) % Tho7-°,
171.4 ERFEMELERR (X FF 7z 077 BEERBE LEERR) (MR

WEMET LA —ERREXRE L —HEREERRICBNT, r72 Y0 vy (3~6 5% :
BIHYLE LT bmg/A, T~15 4 : o2& LT 10mg/H., FEEH) HHNIF hF7 =
VI VERE (3~65% : ¥ FF 7z LT 12mg/H, T~15% : ¥ FF 7 =& LT 2mg/H)
2 MG Lic, 4 BIERA 275 (< LoBME, St &b, SNZ SR O 5aifE &
Ol 2 381%% CUTHIERE) OZ(h&Ed TRISR LT,

54 BIL Rt .
LA 2 S I Fele
o) ()
o 7.08 -2.53
= 96
(0.19) (0.25) O SAEENE 0,39
6.36 -1.74 95%CI : -1.04~0.25
FrFT v 91
(0.22) (0.26)

X1 BIEROEEZ+++:3, ++: 2. +:1, -: 0lCAa 7L LTHEFLEZRA= T,
X2 BHAMEL OV FERE A ILERE L L BOic Ly, BlhEDE (72— FF7
=) EZD 5% MHMEEEXME (95%CI) #HH L7z,

BIVER L 96 il 12 61 (12.5%) (23RO b vz, EREIER I, IR 6 41 (6.3%) . I8 2 %1 (2.1%)
BThoTm8),
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(EFP. RERR (B - RE#. RETS5HEE) ICH#SE5%)

17.1.6 ERFMELREAR (AX2 P00 BE L-HRER) (BA)
BECAMZERSRE L —EEREERBRICB N T, 7% P8 10mg (1 H 1[E) 50T
AXH T 3mg (1 H2M\) %27 AL Lz & O&keldeEE (TEESEM L) 32ne
N 71.3% (82/115) & 66.7% (78/117) Th -7z,

BIWERIZ 119 il 12 1] (10.1%) 2D v, RERIE. IR 8 1 (6.7%). 18 2 ] (1.7%) .
TEEUEL, AAOTHE, EEARRELE NEOOS A « ERFBE 16 (0.8%) Tho727),

171.7 EREIHREEER (12— FF752RRUT FFI7 07T )VEIEZ R & L-HEHER)
(BEAN)

B AIB 2R e L “EHEREABRICEWC, v % U8 (10mg/H), ¥ hF7 =7
~ R (X FT7 2 LT 2mg/A) HH5WEY 2— 7 TR (T4 LT 1mg/H)
Z 2 WG Lime 2 A, #5 2H% CUITIER) oafkiER (hEEdEll b)) 13, #ne
A 80.5%., 62.1%. 43.8% Tho7- (BT XV L FNF7 = L OWBROFED SHEEE 18.4%.

95% M S FEIX ] 7.4%~29.3%) , £ 7o, FEIER A 2 7HOEG-AIfE L OG- 2 #% (U IERE)

DELEEZ FRITR LT,

ZHfER AT
e 5T
5B n - Al B
(s sz %) =
_ N 1.98
[ wi A A 128 -1.48
(0.06)
1.97
rrFT 2 124 -1.20
(0.06)
v a— R 2.08
o . 80 -0.79
75 R (0.07)
AT
e 5T
5B n - 2l B
(i sz %) =
_ N 1.95
a7 R 128 -1.40
(0.06)
1.87
rhFT 2 124 -1.11
(0.06)
v a— R 1.91
o . 80 -0.82
75 R (0.07)

X FOEE. BHOBRELSFNFN+A++ 3, ++:2, +:1, £ :05, -: 02227k,

BIWERIX 128 filH 27 #1 (21.1%) IZRO BT, ERREAIZ, IR 17 ] (18.3%), HFEL -
VHL BH e SHEOEFK, NBRELOERMAE 26 (1.6%) ZEThHo78,

17.1.8 ER—EREREER (BEA)
35« JGR, HEZOFEICH L Tr I X VU8 10mg 2 1 H 1[0 7 BREES L & & OKKE
B (L E) 12 61.0% (161/264) TH -7,
RIVER I 284 5l 22 1] (7.7%) (238D BTz, ITERAIL, IRE 15 B (5.3%) . fB2IE 4 B (1.4%) .
08361 (1.1%), 5. FHI V., BEAREE OBRRIRAS 161 (0.4%) TH-o7Y,
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17.1.9 ERFEMELERR (7 I~a¢7:>77;»§£iﬁ§m{=’-& L-HLEEE) (MR

RERE IFEMLERERBETHDL T PE—HEEREZIRE L _EERELERARICISWNT, 5
AU RIA vy @~6m.m7&//&bf5mgﬁ\%ﬂ5m.m7&//&bflm@/
H) &5 W37 N F 7z Il 3~65% : 7 hF 7= LT 1.2mg/H, 7T~155% : 7 b
F7xr LT 2mg/H) % 28MEE Lz, FEZHIFERA T ORGAMELOES 2]

Wz (X
WX IERE) OEfbEEZ FTRISR LT,
‘ Pe b ZAb B Lo
R " ) ) e
= 101 250 051
(0.06) (0.08) 2O RHEEM 0.03
2.56 -0.58 95%CI : -0.18~0.25
R FT v 100
(0.06) (0.08)
X1 EOFEOREZ++++ 1 4, +++: 3, ++:2, +:1, -:0i2AxA=2T7 kL., HHEXIIEFEOEW
FaEEEZIFERAaT L LT,

2 : e ERIME K& OME#E 2 28 8 & L= s EBlbkEmEOE (BT FV S N TFT
Iy)&%@%%ﬁ@hﬁE%(%%m)%ﬁmbto

BITERIX 101 il 4 6 (4.0%) 127D b vz, BIFER L, ALT 80K OV AST #3234 2 i (2.0%) .
v -GTP #0, AFEEER A R M OMEIR 2N 161 (1.0%) Th o'
2) REMER

(FLILX—1E&H%)
1711 EREHBREER (RA)

BAEMT LA —MERRICH LTI XY 10mg 2 1 B 1A 9lE#KE Lz & & Dk

A fil
TR (hEEWEL ) 13 65.3% (32/49) THo7-,
RIVERNZ 53 Bl 8 B (15.1%) Z3E® Haviz, EHEAIE, IRK 6 1 (11.83%) ., R, IR KO
BILNE 1B (1.9%) THhor='1,

(ERP. BRER (B - RE%. BT S5HEE) ITHES TS558
17.1.5 EREHBREER (RA)

B C AT LT T 2 Y8 10mg 2 1 H 11 8 MG Lz & & ORMIREIE (HLIU
) 13287.4% (76/87) Th -1,

BIVER X 92 #7101 (10.9%) 238D b7, BIEAIL. IRE 6 61 (6.5%) .

DERARES, ARSI, TR OVEBREIE 34 1 6] (1.1%) Th-o7'?
(5) BF - WA

DR L
(6) sEmHIER

1) ERARKRRE (—REARRRE. BEEARRHAE. ERARRLERHAE)

TR 3 i (3.3%) .

RELEAE). HERFRT—4A
—AMRE. HERFTRBRAROAE

A E R L

2) RRFU L LTERPEORNBRRIERE L-RE - HBOME

LR
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(7) 2ot

17.3.1 RRRUER - B2 EENICHT IRE

772 URABOHEBIELT 7 B RRARF L L, 7T 2 20 O - BERER T 5

IR LR o T2,

(1) fERFERA SR L (20 B) ZxRIC/Y 2 TOTANEEIC X 2 FErEESAE I R IE T B8
BatLizb &, vo 40 10mg KON 20mg P GO IEAN BT 7 v R G0 & HEZEN
<, FEMEESREIC B LY B X o7t ?),

(2) WEMET LA —HRRICKT 2 “HEEREEHRBROMER, 77 % 10mg (103 i) DIRA
ORBBEE L, 77 8AR (T04]) LFREBETH--Y,

(3) MR AT (16 ) ZXRICAIRE CORMZHE L&, BT %P 10mg & 5RO
BINIRFFRNE T 7 B R GRE E FREEN R o121 GNEANT —4),

(4) fERERR A B (20 #) ZRRIZH—F > N ETOHBEEIBREICKIETEEL R LI L X,
774 10mg KO 20mg ) G REOIEIRRE ST T T B R GR E BB EN R EERFE I
WA B ZR)o710) (HEAT—4),

(5) ZEH A vy M RORMMESHE A2y b (406 ZXHRIZTITA v Ialb—ra iR
ZERE LR, 0T 20 10mg 1%, 77 BR L L T8 1y b OMIZeREERERE 12
EH 2o GEAT—4),

17.3.2 DOERICRITTRE

fEER A BOF) IceT %P 40mg™ 210 1E 13 EMKELG L&, 778K (20 #])

& L C QTe g% G T DB A~OREIRD b pno ot D GMEAT —4),

H) v XU UEE 1I0mgl HE L R O'm 7 % 22 0D § 10mgl HIE L] O AT 5 &R HE.
M@, r7 XYL C1E10mg % 1 0 10, BF%ICRO#EGET S, THD,
Flo. XV RTAvmry T 1% AHETLT)] ORANIBIT 5&ARHEZ, @, o200
ELT1EI10mg (F7A4vmy 7 LTlg) #1H1[E, BRICHRERL TROKET 5, )
Th D,
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VI. EMEBICEYSEE

1. REPHICEAESSLEMX T aMEF
Hi 2B RS
TR BED D DB ORIEE - ZIRFIL, RFOBRMNLELZSZRT DL &,

2. ¥EE#&A
(1) {ERERL - VEFBFF
072 kONDCL L, v A% I Hi /SRS 2", £, e x24I, s/ a bz
Ca DIEBEINHIEN 2 7R3,
(2) ENERMT SRR
18.2 ERX % =V H  ZREGHEER
074V K ODCL X, EAEy MO Hi ZFERICBWTEAZ IV EEHRLYY ., £LE Y b
FHEREO & A 2 2 U FERIAEZ IR L7 (n vitro), DCL ®t + Hi ZEEEFER T 7
AU E 0 BN Fhe v T A VE, Ty bOE RZ I VR EENEERETTE Y|
TTADE AL I UEREHTREL VLT Y FOE AZ I UBREIE?) 2MH L7 (n VJVO)O
18.3 EXZ S VRUAA I MY I CuilelINFI{EFH
074 0L DCL X, 7 v MEPEAEm ML XX~ v A B EE MC-9 fifaboke 24 I v
XixvaA a b Uy CailtBfZMmI L 22 2% (in vitro) . REBNEHEE /LT > MOROEE L- L &
OfGHIOI R b OFURFERE e A X I ilFEEZ2ImE L7722 (ex vivo),
18.4 RBERRGICxT 54%H

RIZHTAE, Ty NEOEALEY NOZHKEET 7 4 7% — 6 (PCA &) I ONZ RESHIEK
7 v FEROELE Y b@#ﬁg@;ﬁﬁg NS HE S e 4 L 7= 25 260,

18.5 YEFAMHHE
7w bObRAX I VEFRAFENEFRETTEICH T e T 2 oMBilfERIZ, BOokb5% 12 K

MicBWTHRDHN=2Y (in vivo),
b MIBWTEH 10mg HEE % 14 FFHU ETH b 27 I U ENKES (92 K OHLEE) 280
fLz2m,
(3) {ERZRIERFAE - FribE
(TVI. 2. (2) Fha T 2R BRAAR) DEHZSH)
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VI. EMBEICET HRE

1.

I R E DHERS

(1) ARLEDGOPRE

RUERR L

(2) BREABRTHERBShOPRE

16.1.1 BEEHE

<AS42T UiE10mg TBHEI] /AS42P> 0D 10mg THEI) >
@%E@Eﬁ)\ﬁ (6#) Ice T X810, 207, 40mg ™ % ZeERHC ERIRE 0% 5 L7z & &, DCL

IMLHE I BE L DV TRRIBIER RO B2,

<|:l59~>’> FSq4ony71% THEL] >
K742 my 7 (10mg) & & 10mg O LY R %M
EFER A B (20 ) v T %Py RTA4 vy 7 10mg XI3EE 10mg % ZENEREIC HERE D& 5- L
7ol &, DCL OHYEENRT A =X T TDOLEEY Thole, 74V K741y~ 10mg
L BE 10mg IZAEMFEMICRIETH D Z LR S =2,

Cmax tmax AUC (0-t)

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

N A=A
3.29£1.06 1.43+0.467 33.8+10.0

(10mg)
$£ 10mg 3.08+1.04 1.58£0.568 34.5+t11.3
IRl e 1.06 0.981
(90%1= HH X [H#]) (0.949-1.18) (0.920-1.05)
X NI Avmy 7gE CEY R, n=20)
16.1.2 REKRE

<AS4YyviEk1omg TBEI] /AS422 > 0DfE10mg THET] >
<ASAPYESAAayv Iy THEI] >
TR AR B H) \cuT XY 8 10mg 2 1 H 1[5 AR, Z2ERICREROKRS Lz & &,
Mg e 7 2 0 R ITE A% 4 B £ TICEHFIRIBIZEIE L, AUC (0-24hr) ([ZOWCTHEHIL
- BRI 1.3 ThoTz,
fERERR A B (6 ) I T # V8 20mg ™ 2 1 H 1[0 5 HH, 4 H’EH# IRER ARG Lo L x|
MR 7 % 2 kO DCL #4614 H £ CTICERIRREICEIZE L, AUC (0-24hr) |
WTEH L BRBREITE HI2 1.3 Tho72° 0,
E) a7 X VU8 1I0mgl HETL R Um T % 0D $ 10mgl HE L) O A IT 5 AEAEI
MEH, 27 XYL C1H10mg % 1 H 10, B%ICROBELETS, ] THD,
Flo, v RTIA4uy 1% THIET ) OB 2EBHERR, @EE, a5y
YL T1E10mg (R7A4vmry 7 ELTlg) %1 H 1R, &#%] _ﬁﬁﬁ%mﬁﬁrbfﬁ@ém&ﬁﬁ“
5.1 Thb,
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16.1.3 E£YFHIRFIEHER

<Aas4aLy fE10mg THEI] >
BREELOEY TR EERRT A 74 FEO—HEIEICOWNT GEAFAERE 1124004 5
Tk 18 45 11 H 24 A )
Q74 U 10mg THIET) KONV ZUF U8 10mg 2, 7 R A4 —"—EIc L ZnEFn 16
(rZ %YL LT 10mg) EEMRANS FICHEEEBEIR DRSS L gy (DCL :
descarboethoxyloratadine) JREAJE L, fF oY ENHE T A —% (AUC, Cmax) 2D\
T 90% 5 X HEIZ THEEHIENT 24T - 7o/ 2R, log (0.80) ~log (1.25) DHPHANTH V. MWD

AR RS TR ST,

I ENRE T A — 2
HENT A—H BENRT A—H
AUCo-72 Cmax Tmax tue
(ng * hr/mL) (ng/mL) (hr) (hr)
2o XY 8 10mg THEDL) 45.9+19.0 3.44+1.14 2.0+1.2 20.5£3.5
72 ) F 8 10mg 46.2+17.0 3.67+1.83 1.7+0.8 20.4+£2.3
(1 $8¥% 5, Mean=*S.D., n=20)
(ng/mL)
51
Nk ——0O5 %Y §1omg [HET]
E} T -2 72 1) F 2 §10mg
5] 142445, Mean®S.D., n=20
7

%% 12 24 36 48 60 72
wefE (hr)
1 5 PSR I P HE RS

(AP RN ONE AUC, Cmax FFD/NT A —Z (3, HERE OZIR, R OBRERIEL - BRSO 75
R L > TERRDFREMEND D,

<AS4Y>ODfE10mg THEI] >

BFREIR S O EM PRI MR A BT A L FEO—HWIEIZ DWW T GREFARSE 1124004 5
Rk 18 45 11 A 24 HAY)

0742 0D 10mg THET] KON ZVF LT 4 X785 10mg &, 7 2 A4 —"—EIC &
DERE 18 (7% LT 10mg) BEEMRAS FICHEEEREREOEE Ok L TRALED
AKTARA) L CifEhiErEfE#HEY (DCL : descarboethoxyloratadine) JEEZHIE L., &5 7-3K
WEhfe N7 A —% (AUC, Cmax) (22 T 90%{5 #8 X EIC CTREGHIENT 21T - 75 5. log (0.80)
~log (1.25) OHPFANTH YV, WHIDOEYERRGEESHEEE Sz,
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FWEE T A =4 (KR L)

HENT A—H BENG A—H
AUCo-72 Cmax Tmax tise
(ng * hr/mL) (ng/mL) (hr) (hr)
2742 0D §E 10mg THET 59.4+30.4 3.63+1.57 2.56+2.0 |28.5%23.9
77 VF VT 4 X276 10mg 57.6t37.1 3.67+1.05 2.56+25 |30.3£29.6
(1 #2#¢5-, Mean*=S.D., n=20)
(ng/mL
5-
—e-O5 %Y >0D§E1omg [HETL]
m 41 - S YF LT 4 2 TEE10mg
%.E 1§E#% %5, MeantS.D., n=20

0 12 24 36 48 60 72
BEfE  (hr)

5% IR EEHER K72 L)

FWFRE T A =5 (KHY)

HIENT A—H BEINT A —H
AUCo.72 Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
2743 0D $ 10mg [ H[EL] 45.6+-19.1 3.59+1.26 1.5+£1.2 | 20.6+4.3
77 VF VT 4 X7 EE 10mg 46.8+-21.6 3.40+1.04 1.6£1.1 | 21.0+6.6
(1 $8¥% 5, Mean=*S.D., n=20)
(ng/mL)
5
—— 074 0D§t1omg [HET]
- ZF LT 4 2 TEE10mg
m 4
4 1$£#%%5, Mean=£S.D., n=20

0 12 24 36 48 60

72
¥ (hr)

SRR REHER OkD V)

MAEPHR AN NE AUC, Cmax 5F00/37 A — &3, #ERE OFR (R O LA + B 55 O #ER
K& > THRARD AN D D,
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<ASAPYESAIAayvy Iy THEI] >

BIEIEIE S O EY FHIRIENMERER T A BT A L EO—HUEIEIZ DWW T GEREHF 1124004 5 F
A% 18 4F 11 H 24 B AT)

N7 RIA4 vy 1% HET) KOV F U R4 my 7 1%%, 7 2 A4 ——ik
v EnZEn1g (v 7% & LT 10mg) REFHERA B MR BRI 0BG U Cif g = 2g
PEAEHY) (DCL : descarboethoxyloratadine) ¥ 2 HIE L, 15 b L7z EpEhie 7 2 —% (AUC,
Cmax) (22T 90%(E X MVEIS THEGHENT 217 - 725 4. log (0.80) ~log (1.25) D#HIFANT
HY | WEIOEYFNRSEERHER S Y,

YR T A =4

HENT A—H BBEINT A — K
AUCo-72 Cmax Tmax tise
(ng * hr/mL) (ng/mL) (hr) (hr)
QoA RIA vy 1% THEL] 43.1+11.9 3.831+1.26 1.3£0.4 | 21.8£4.5
ISV FURIALA vy 1% 42.3+13.3 3.631+1.32 1.4%£0.4 | 21.1£4.8
(1g #5-, Mean=S.D., n=20)
(ng/mL)
5-
] - O542Y> K510y 71% [AEL]
x4 - YSUFLRTA 20Oy T1%
% 3- 1g#%%5, Mean®S.D., n=20

—&

0 6 12 18 24 30 36 42 48 54 60 66 72
B (hr)

1 55 P SR I HEHERS

M E AN ONS AUC, Cmax Z50/87 A — & 1, #RBRE ORI OB « R4S 0Bk
ST Lo TRRDATREERH B,
(3) shmiE
MER R L
(4) BE - SfRAEOEE
<BBEOXVE>
1) AS4 YV iE10mg THEI] /AS4P20D&&E10mg TBETI)
16.2.1 BEDOFE (i 10mg)
fEFER A B (12 ) 12r 7 % ¥ U8 10mg & B% IFZEERHCHERR A& G Lt don T 4 Y
VO DCL OFEMBHRE T A —H 1T, LATFDEBY Thorz?d X,
oA N A G L LI “HEREERBRIIT X TRERKGFORECTERmS D, H
1% - HECIIEBRREEHE L,
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Cmax tmax AUC (0-o0) tise
(ng/mL) (hr) (ng * hr/mL) (hr)
. Bi% 7.73+6.81 1.6+0.4 31.2+36.3 14.3+7.82
B AV
Ze G I 4.46+4.98 1.2+0.3 15.4+20.5 11.2+8.4b
DCL B 3.52+0.78 2.3+0.6 41.1+11.8 14.5+3.3
7= HE R 3.34+0.70 1.7+0.3 34.9+6.4 12.5+4.7

(¥ =R ZE, n=12, AL a: n=9. b: n=7)
2) APV FSA4 Ay T 1% THEI]
16.2.1 REDOFE (Avy T 10mg)
BEFERR N B (12 61) IcuT XYy vry 7 10mg (FEFEH) & B% T2 ERHCERR O &5 L
fmtEou T %Yk ONDCL OFRBERE T A —Z X, LTFOLBY) Thotzd %,
¥ AT NEEx G L Ul ZE BRI T R CARBREGORFTE S IZ2H, H
I - HECIIEERGEZBE LT,

Cmax tmax AUC (0-o0) tie
(ng/mL) (hr) (ng * hr/mL) (hr)
o 2% 5.69 1.63 34.5 31.1
=R SV
22 [ IRE 5.63 1.00 23.2 23.5
DCL ik 2.83+0.80 2.33+0.54 42.3+13.3 19.9+2.69
Ze g 3.66+1.91 1.50+0.48 40.6+16.1 18.5+2.88
CE¥) IR, n=12)
<GtREOEE>

TR A BMEIC e T 2 D U8 10mg RO U 2a <A > (CYP3A4 OFLER) I AF T

(CYP3A4 }¢ O CYP2D6 OFLEHA]) 228 10 AR O& LG Lzt & omEra T % V0 Kk
DCL BREDOELFRIZFRIZRT EEBY Tho7on, QTe MEE & O LERA~DOEEIIFED Hiv/e
Do Tz9 20 flesk A B T 2 VU8 10mg OV kY —L (EN TSN O 58
56) ZZEMERFIZ 10 HR DG Lz & &, b e 7 % 20 KON DCL B OZ L= IX FRIZRT
EBY ThHoT, Qe MiEE & O LER~OEEIED b kno72?Y GEAT—4), [10.2
Z ]

o =R N DCL
PEAZE n
Cmax AUC Cmax AUC
T RBw ALY
22 +53% +40% +61% +46%
(500mg1 H 3 [a])
VAFT
24 +121% +103% +6% +6%
(300mg1 H 4 [a])
rhatFy—u
24 +223% +307% +67% +73%
(200mg1l H 2 [a1)

2. EYRERNSA—4

(1) fEthAE
B R L
(2) BIGERETER
B R L
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(3) HREEEH
MR L
(4) YVF7S VR
MR L
(5) #HHEK
AR L

(6) £t
MR L

3. 8%H (REaL—>av) #H
(1) A&

B R L

(2) INSA—SEHER
B R L

4. R

5. &%

(1) Ii&-kxESFE@EE
(IVI. 5. (5) ZOMOFEME~DOBATIE] DHZHR)
(2) miE-RAEEIFEBYE
(V. 6. (5) ki) DOIEZSM)
(3) Ait~oBiTiE
(TVI. 7. R, TVIL 6. (6) f¥LiF) OIEZ)
(4) HE~AOBITHE
MR L
(5) ZofhoiBB~DRITHE
16.3.2 B HHFERE (Sv F)
Fw b n=3) 12 MUC-u T X VL EKEROBEE Lz & & MRy O # Rk T &
DE <, FRICTEE, FURIR, B, IFIE. IR, FCEREONMMRRD v, £7o. MR
FEITMAE L 0 ARD o 7o, MR AU RO AW TR ERINE, W oMk E b iEL Y B ol
FORARCIE 14 BRIESR G THEFREBICEES T, St s sz,
(6) MFEEAKEAE
16.3.1 ML V&S
b MISEICTRIM LI & XD Z 7 EARITZ, 0T XV 96.8~97.9%,. DCL73.3~75.6%Tdb -
7= QRIE  SEERENTE) °® (in vitro) .

6. R

(1) REEBEIRURBRER
07X YU, B MORAKTRE LZE &, {BE N LEMTRIR &, glElh@EiEgh iz X > < DCL
~ERFEND?Y, B VOFI v Y —AEH W invitro B S, 25X 0E DCL ~Dfk
#Zix CYP3A4 J O CYP2D6 ORI G- 8 ST 540, [10. 2]

(2) REICEAET 58% (CYPE) OHFE, F5%
1T XD DCL ~ORHNTIE CYP3A4 O CYP2D6 ORG-SR ST 5, [16.4 &FE]
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(3) VEEBHNROERRVZORE

RUERR L

(4) REVOFEOFERVESL., FELE

10.

DCL O NHIIRENE (T2 P) O 795 THY, b MIRAKRE L L&D 53
FHELTWAHDIZDCL Thsr,

. Bt
TERERR A BE (6 B) 12 1MC- v T XV 40mg ™ OKIRIR) #ZEMERFICHEIR O Lzt &, &5
10 H# £ TIZREGEDOK) 80% 3 R#iW & L TIRAUDEFA~FET St n/z, Riflcre 72
I EN T, DCLIZR T HHEED 2% A ThH - 722 HEATFT—4),
3w (6 4) [caT 2V 40mg ™ GE5Edh) ZZEMERFICHBROES L&, 2RO
07 %Y kO DCL A RFLFICH I Shvic, &5% 48 il £ TOBITHEIX 0.03% Th >7-, AUC
ma/AUC aebtld, 27 % PV K ONDCLIZOWTENEN 1.2 KN 0.8 Th-o7242) GHMEAT—4),
[9.6 ]
eI XU 10mgl HE LI R Or T %Y 0D § 10mgl HIE L] O AT 2 &R HEIL®
W,.oa7xYr L T1E10mg % 1 H 11, BRICEROEET 5, THDH,
Flo,. mIE VU RIA Ty T 1% THIEL] ORANCEIT2&RBHEIX, @, vn742v
ELT1IEI10mg (RT7Avmy &1L Tlg) #1H 1, B%ICHRRER L TROEET 5, )
Th D,
FSURR—4—ICET S8R
MUERR L
. BREICKSBEE
(TVIL 10. HEOHREZATLEE], VI 10. WBERS ] OHSR)
BEODERZFTLHBE

16.6.1 BHEERESE

(1) EMBEBNSA—4

EMSRERE E A (124 7 LT F =07 VT T A=29mL/min) (v T &% P2 % &L 40mg P
(FETekh) ZZEfE@RpC HIER O G L7z & 2 O e R E O Cmax & N AUC 1%, fEEER A B (6
Bl 7 V7 F=227 07T 7 A>80mL/min) & OHEHIBWT, 2T XY Tk 1.5~1.7 %, DCL
T 2 52 BH Lz, BHEREREICK T 22T %Y KON DCL O tip (32 NZE T 8 K
MR ON20 FEFICTH Y W HEEEER A & B SN2 23880 b o724 GMEAT— %), 9.2
2]

(2) MmiEEHBE

FIEDOBAEREERE 6F: 7 L T7F=227 V7T 7 A<bmL/min) {20 7 ¥ 2 1 7%/ 40mg
B(JETESL) A ZEREREIC BRI N Btk 4~8 R (BF 4 BERD) ICIEEBIT 21T o2 & & MiKE
WraiTheWiga i L ¢, Mmoo 2 P kO DCL EEICEEIIRO T, o X
JO'DCL & HIZENE P ~TIFE & AP S e o724 GHEAT —#), [13.2 B8]

16.6.2 FFREREE BE

FrHgRERE ERE (TH) \[cuF XY 7L 40mg P (FEFEH) A ZEMEHC R A& G L &
T OMmAFPERE T, @EERABNE (24 #l) EOEICBWT, v7 %Y Tk Cmax A 1.4~1.7
. AUC 78 2.8~3.8 {12 EH- L. DCL TiZ Cmax, AUC & & ICHEHER A & B 52272 24813380 5
o T, I RERE E B 1B T 21 7 % ¥ U R O'DCL @ tip (32 4 24.1 B K OV37.1
R TH 0, EERAD 2~3 fFIZIER LT\ EAT—%), [9.3 BH]
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16.6.3 /MR

<AS4Yy iE1omg TBEI] AS5422 > 0DfkE10mg (HETI] >
fase/ N (18 4], 8~125%) Icn T4 m vy 7 10mg (FERA) #BBICHRERAKE Lz L
2o H Y KN ONDCL OYENRE T A —Z T, UTFTDOLEY ThHho724% GEAT—%),

Cmax tmax AUC (0-t) tue
(ng/mL) (hr) (ng * hr/mL) (hr)
oY 4.38+3.13 1.00£0.00 8.98+6.21 —
DCL 3.79+0.98 1.691£0.95 51.7+25.3 13.8£3.1

O IR R ZE, n=13)

INR IO OB T LV — BRI At L U E NG IR TR B PR S ERER I 5 T
INEFESE (104 6], 7~15 %) KRORKARE (104 6], 16~64 %) (TN ZEhna T X Y 8 10mg
Z1H1H28 AFIKEREG LI EDn T X2V K ONDCLIZ X 585 REIL HWICHEEL LTy
f:46)o

<AS4AYYESqA4vAy T4 THET] >
EAEERIE (13 1, 8~125%) M OMEAEHNE (18 ], 2~5 %) OEF/NEIcZhEThe T2V v
2y 7 10mg KO bmg (FE5Edh) ZRBRBICHEIRAEKG Lz &or 7 % Y2 kO DCL O3EYE)
HENRT A= T, UTDLEBY THo74T 48 GEAT—4),

Cmax tmax AUC (0-t) t1/e
(ng/mL) (hr) (ng * hr/mL) (hr)
R =l RN 4.38+3.13 1.00=0.00 8.98+6.21 —
(n=13)
R - 8~12 7% DCL 3.79+0.98 1.69+0.95 | 51.67+25.25 13.8+3.1
B45-5 : 10mg
A =R PN 7.78+17.03 1.17+0.38 16.7*+13.3 —
(n=18)
. 14.4+2.9
W 2~5 % DCL 5.09+1.85 2.33+1.75 87.3+76.9
= (H:12)
Beh& . bmg
(V4] = YR 72)

INR IO OB T LV — R R BT At b U NG IR TE L B RSB ERER I ) T
KA O/NERE (B3, 3~6%) (cu7 XY K74 my 7 5mg% 1 H 1A 28 HENKE
B LcEor T2k ONDCLIC L 52T IRE X, mFkmikEo/NLEE (104 F1, 7~15 %)
KON BT (104 i, 16~64 %) ICEFNLENR T X VU8 10mg # 1 H 1 FIREHRLG LT L&
STV,
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16.6.4 BiNE
minE (12 6, 66~T78 %) ([Cn T XL A7 40mg P (FEEH) A ZeERHc e O#&E L
ol xomAERREL, FEEmEBORATE (24 ], 21~39 %) EOHBIZBWNT, BF7 XY T
% Cmax 2% 1.6~1.9 5, AUC 7% 1.5~2.0 {2 E5 L 72, DCL TiX Cmax 23 1.7/ Toh o 7223,
AUCIZH LN ZITRO N oo, mliE TouZ % U EUNDCL D tig 3% LZ 1) 18.2
R R N 174 BECTH 7247 UMEAT—%), [9.8 2]
E) v o208 10mgl HEL ] R Or 7% 2 0D § 10mgl HIE L] O AT 5 &BHE.
M@, r7 XY LC1E10mg % 1 A 1FE, RFBICROKLET S, THD,
T, v RTA vy T 1% THET] OFANCBIT 2&RHAEX, W@, a7 42
YELT1E10mg (R7Avmry 7L LTlg) #1010, BR%ICHREMRL CTRO&LLT
5,1 ThHD,

1. ZDih
B R L
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VI. £t (EALEOZXES) CEYHEE

1. EERREZTOERE
BE STV

2. ERHABLTDER

2.BE (ROBEIZIFBELLZIN &)
2.1 ARHN DR x LIsEE OBE R D & 5 B3

(fifam)
BHEIEICHT 5 8 A¥ I Hi S BEEGAICHEBOEEFERETH 5.

3. MEXEIHRICEET SFTELTOER
BRES N TV

4. BERUVAERICEET 3B L TDOER
REIN TV AN

5. ERGEFNIE L ENER

SEELEXRNMIE

(FhBELLE)

8.1 EVPED LN WGAITIE, BAREEMICOIE VG LARAVEIICERET L &,

(ZLLX—1E83%)

8.2 FHiMEDBRFITEET 2HAIX, HRFEHESZZ T, TOHEAMMOEGZHMG L, GRBHET

Wik Tt 2 Z ENZEE LU,

(fiah.)

82 THRT VAKX —ZWHA RTA o —@FEMEmRK & TEHIIE—2020 R (SKETEH IR 1 128D &,
5 2 pre A& I VEK HinA a2 MY =03 BEER AT v A NEIZ X 298I IETIE,
JERDD L THHEGA, IEMREATCL T CICHRTRETH S, LL, JERBZRWIGE.
ERREBR AR TERMRETRIE) 2 S AERIEE BT HE, ERBEBIIMEI T 5,1 &7
HEnTNDHE),

6. HEDEREATHIBEICETIIRE
(1) AHHE - BIEESEOHLBHE

9.1 E6HE - MEEZEDOHLBE
9.1.1 TAMADEREDHIEBE
TR EITY L, BIERH ORI OWRENH D, [11.1.2 BH]

(2) BHERERSE

9.2 BHEEERSE

07 %Y K OYEEHEY descarboethoxyloratadine (DCL) DI iEEN EH& 8201 H
%, [16.6.1 2]

(figsn)

SAETORRRRTIL, BEERE (Cer: <29mL/min) (v T % P 7FE/L 40mg* Zfk O
H L& & mEPiRED Cmax KUY AUC X, A & OREIZBWT, B 74 Y Tk
1.5~1.7 £, iHHARHY DCL TR 2 fFic BH L7,
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FioBHEEREFICBT SO0 T2V KO DCL @ tip XZNENT 8 B RO 20 FFCTH
D, W BEBRERA L O NRETRED D holzt?),
* : 40mg [TARAME (V. 3. HEROHE] OHEBM)

(3) HREEEESRE

9.3 FHEcEEHE
0Ty OIMERREN ERTI28ENANRH D, [16.6.2 ZH]

(fi#i)
AAHNIORBNIIEAE 2 S RIS 7= 1%, M CIEEREY TH 2 DCL FITRH i, BITEDK
ey, V7 a B IR~E R END, 2O OITHEREREE BB CIX AN ERIE L, fEHERL
ANEE LM REN ER T2 20385,
SETORRRBR T, HEERSICa T HX Do 7L 40mg* 2R afkE Lz b &, @l L
gl e 7% ® Cmax 2 1.4~1.7 £, AUC 23 2.8~3.8 {5l EH LI L0WENRH D, T
oo TOEEDOUTHE YUK DCL Oty 1THEERAD 2~3 FICIER L4 4-
% 40mg 13&AMVHE (V. 3. HIEROHE] 0HEBM)
(4) £HERREHT SE
BEIN TN
(5) Hhw

9.5 TR
s AR U CW B RIEEM D H b eI, 5 LW Z ENEE LY, Bl (7~ ¥
BF) TEAREITED ST RNV, Ty FTRIE~OBITHRHRE I TV 5D,

7 v P RO Y XIS DAEIRAT - IR G-, &R E TR B G- RRER K OV EER - L

HRBIZB W TRABIEIRD ST RN 5 U RS » MIB T 2168 - IR IRBITHE

BatLizE 24, IRR~OBITRRD LN, b MO 2 RH 022 TR LT

RV ZNHMNG, I SUTIEIR L CW D FREMEO H D ANITIE, BEZRT D Z ENEE LV,
(6) 7w

9.6 EILIF
RRE EOA ML ORARBEOAEEEEBE L., O TP IEEZHRFd 52 &, B FEEFLAF
~OBITHRHESINTWS, [16.5 BH]

(fign)

SMETTORGIKHER T, AW T X BTN 40mg™ ZRAKEG L&, DEOR T Z Y
> R OVEMERHY DCL AR TRt S, &5% 48 B E TORATBITRITHRGED
0.03% Th -7z, £7z. AUC a/AUC pyelbid, m 7% P K DCL (Z2oWTERTH 1.2 K&
W 0.8 Tho7e*?, Lo bnd, LR L UIIER LOR L ORI EOF ML
B L, IO UITIEZBRFT 5 Z ENEE LV,

* 1 40mg 1INV E (V. 3. HIELAUH=E] OBESH)
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(7) NRE
<AS4Yy iE1omg TBEI] AS5422 > 0Dfk10mg THETI] >

9.7 MNR%E
9.71 3B ETEmKRBEO/NRIZH LTI, 29200 R4 uy X 1% 525452 L,
9.7.2 KA MKREIR, HrAR, LRI 3ROSR 2 x5 & U BRERBRIL S L Tuzen,

(fi#)
9.7.2 EWNERARREBRCIX, 3 mARmONEE (KHAKER, AR, RT3 mRmONIE)
ZRrtg & LRI M STV, L3> T, 8 Rl oS VB2 5 6 R BR23 72 <
3 kA DRIk DL EMIIMENL L TR N bR LT,
<AS4AYYESqA4vAy T4 THET] >

9.7 NE%
RHAREE, FrAR., LT 3RO 264 & U= R BRIZ I L TV 7R,
(fifa)

EWNERARER CTIX, 3 RO IRE (RMAKRER, BrER, AR 3 ko) 2%t
Gl LB M STy, L7 - T, 3 R OSREIC T 2 ARBRN /2 <. 3 %
R DG TR DL RVEITMESL L TR 2 L bR LTz,

(8) minE

9.8 BiNE

EWIMFEENESGT A BENLNH S, —RITERISE (., B84%) NMETLTWS, [16.6.4 &
iy

(fiEan)

EEE TIIAT « BEONREEENMEIC LI VIR TLTWAZ NS D Z &, £2. Bx Bk E
WICRBELTWDZERENI D, ZNOHEERE L TEYEIREORENELE D ZLBH D,
7. HE%EHR

10.48EH
0742k DCL ~OfEHHT X CYP3A4 KON CYP2D6 ORI G- N R ST b, [16.4 &)
(1) $tRAESETDER
BEEIN TR
(2) $ftAFE L ETDER
10.2 BEREE (BEARISEETH L)

A4 % BRPRAEIR - HE 18 515 P - falRIN 1
Ty A~V vaTH Y KO DCL O mEh O KRR (CYP3A4, CYP2D6) [H
AFTv EAPRBOONDLOT, BEORELX | FIEH L AT LEHEL EOFHIZED
[16.7 ] BT AR EEETA L, (BT H Y00 E DCL ~ORHNHE &

o, BT 2T OMBERRED B
%o [DCL O e RN EF-4 D5
BN

33




(fian)

SH-u o4V rvue MfIZuy—AbbA v FaX— 52 L1280, Z2OREET5 CYP
SR OWTIHRE LR, 7 7 2 DU M OIEERHY DCL ~ORE#IZIZEIC CYP3A4 238
B35 ENHERINTZ, £, U A~ A DX 97 CYP3A4 MAEEHZH T 2 3A D7
fEFTIL, CYP2D6 23B5-9 2% Z &R Sh7=2%),

Rk AN B (SAE ) I2B8WnW T, v 7% U 8E (10mg. 1 H 1 [A) E=Y 2r~A 2 (500mg,

1 H 3 [a; CYP3A4 OFHEHR) % 10 HEHEG L&, v 7% P KD DCL Olf#EH
BEIC EABEO LN, £/2, v AF T (300mg, 1 H 4 [\]; CYP3A4 K 1® CYP2D6 @
FLEAD 2 10 BEPFHE G Lzt &, a7 2 P omEhREC ERRES b9,

(Z%E]
fEEERR A B 28 Bllce I Z V8 10mg 1 H 1 BEO b=y — %0 1 [3 200mg 1 H 2
MlA4 228 10 AP ARG Lo & iEf e 7 2 O R_EO Cmax XY AUC (Ir 7
B BRI BRI R T E RN 228% & O 307% EA- L, E7-, fEF DCL #EE D Cmax
KO AUC T2 67T% KN 73% EH L7239, (% HEANT—4)

1) ERNTIEANAIO %52

8. El{EA

11.El4EH
WOBERNH bbb 2 ENHDHDT, BEEEHoITITV., BFNERO N -HAICT&kE % |
T 572 Y Bl 24T Z L,

(1) BEXGEHER & DRER

1.1 EX%EIER

111 a3y, 7F7453F 20— (TR bHEERY)
F7—8, EREE, MEET, DEREEERS O ONGEEIIE RS 2RIk L, mEEAR0E A
152 &,

1.1.2 TADA (BEERE)
[9.1.1 &HR]

11.1.3 &8 (JHEZAH)

11.1.4 FFEERE. BE (WIThbHEERY)
AST, ALT, y-GTP, AI'P, LDH, BV L EUEDE LW EH 204 IRERE, #HEAH LD
NHZER®5,
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(2) Z0iDEI{ER

1.2 EDHDEIER

1%L E 0.1~ 1%A i 0.1% A A
Kt R IRE, B D FEV, TAR
R S ORIRIE, WHER
M1k M. Pie. Was - Wk, R, | DS AR
RS, N
W EUE SIS U AR R, RLBE, &
O FE
B Jii &
Ji sk ALT 5. AST k&, vU e~
i kA, v-GTP EH. AI'P L&
X ik BUN L& #2237k R PF]
T BR e )% BER
Ii{13 IFERERIE % . A Bk 4F R ER
WA, HEREEZ . U BRI
HIEREZ, U Bk, ~v
7 Uy M, ~NEZ B E U
Do R Z | NI
IR EREE %
Z Dt PRUE, IRERECGE, HUS, 12CY  |BREREE. AR AE= i,
AINE, B A e, EEE, %
& JE (B - DY)
9. RERRERRICRITIRE
122.BRBERBRICRIETE
T VAT NSRRI 720, T VATV ENKISREE EET S 3~5 BRTL D AK O
HAEHRIETHZ &,
(fi#i)

AFBHFIZIZE 2 Z I Hi ZBBETERAA e A2 Iy aAa NV EDF I ANVAT
S ==X —OWEFENHIERIC LY . T VAT BRI S D T2, MARKREIR - Ttk
ERBDAREMENR B D, T LIV U NG RAE 2 E T A BRI, 3~5 HRETL D AFIE G & —RE
L, MEEERT DL L,

10. BEHRS

13.6ERE

13.1 fER

WMV T, BERYS (40mg 75 180mg) 2L VIR, HlR. BERAHRESN TS,
13.2 &

AFNZMARENTIC L - ThRETE v, [16.6.1 ]

(fifa)
13.2 AHKI| O B3 525t T B ERI R IBE T EIT R W2 . BEITOI TV AR, Hikd. 1§
PRI G L0 AR SN D DO ZHIET 5 Z & 2B, AANTMIEET TIEBRETE 20y,
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1. ERALDFE
<AS4AT EE1omg THEI] /A542Y 0D 10mg THET] >

14EBRELEDERE

141 EFIXMHFOIE
(RFILE)

14.1.1 PTP @30 3ANT PTP > — M B HO HUTIRAT 2 X 5845 2 &, PTP > — hOREK
LD, WWBATSEEREATIA L, BIZIFFELEIE 2 U THERRIAA SO EE & 0HE 2 0F 5
THZEND D,

{OD #i®)

14.1.2 AAFNIOPER THSCDIZARET 2 2 ENDMERO A K72 L) THIRHAFERETH 543, MRS
N GRIREND Z LWz, K2 U TIRA LIESE 3R CRRAIAT Z &,

14.1.3 AANTE-FEORETIIKR LTRA LW &

(fi)
14.1.3 AR ZE T2 E EORETAKZR L CIRH L72GE  BEICHE L TRIELZ K Z 3 AlReMENE 2
LD, HETLILENRD D,

<AS4HCYESqa4LaAvFIY THAEI] >

12,

14 BALDEE
141 ERFRBFOIE
AR L CHWARAITH D720, L ITHECHIEHT S Z &,

ZDHDITE

(1) EREREEAICE D < 1B

BEEN TR

(2) FERRERSBRICE I H#

BEEIN TR
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X. JERREREARICEAY H2HE

1. FEEHER
(1) ZENZEEFHER
(TVL. 3EZhIEPCRET HHE ) OHSR)
(2) ReHFREHER
MEE L
(3) Z0thDEEHE
FMEE e L

2. BMHER

(1) BEEEE5SEEHAR
FMEE e L

(2) REBE5SHEHR
AR L

(3) BiBHEHER
AR L

(4) BARMERER
MR L

(5) &RERESHRR
AR L

(6) BFRIERERER
AR L

(7) ZohoEHHSH
MR L
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X, BEMERICEYTSRE

1. RS
27 %Y 10mgl HIE T
A 2742 0D #E 10mgl H [T 2L
QIR vy 1% HIEL)
ARGy | mo72Y v L
2. AHEME

ARHE : 34

3. AERETORE
FEIRRATF

4. BRWLEDEER
BEEIN TR

5. BEM@ITREM
BEMERSL T AR
<FvoLsy - F
Z OO EE T ER B

6. R—H% - AHE
F—psy : 77V F 8 10mg, 77 VF U LT 4278 10mg, 77V F > RI7A4vmy7 1%

7. ERR4EERR
KB
8. WERFAZBFABRUVREES,. EMELNFTEARD. REMBEAR
ey BERR 5T KGR AR SR L HE L i 5¢ B iR
FHH #HH FHH
054Uk 10mg 2011 4 2011 4 2011 4
22300AMX00921000
FAEET) 7H 15 H 11 5 28 11 8 28 A
o %Y 0D 2011 4 2011 4 2011 4F
Lomg  HET TH 15 1 22300AMX00922000 98 1 o8
DRI RIA 2013 4F 2013 4F 2013 4F
oo I AET) o H 15 11 22500AMX00182000 65 a1t 65 a1
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9. PRENTIHREM. AERUVABREHENEOEAARUTZOARE
<HEROHEOBN >
MER OHEBEIFEHA B - 201241 H 30 H
I - v 7 28 10mg THIET. ), =742 0D § 10mg [ HE T

N A
HAEEOHE AHEH HELOHE A
e
Qn |7 S ORI QR - |7 LR, SRS, BRI (RS -
o FEREHR. B+ 5 FRIE) [fED & H P &S, FZREE D FEIE) IS & D
A EE, e XYL LT 1 10mg & R #E, v XYL LT 1A 10mg &

] 1H1FE, BRIKROKET S, 28, F |1 H 1, BRICEROBET S, 2B, Fif -
;E“f RN e P FERRIC K 0 R S,

>
e (R EE, T Eo/NRIZiEe T2

&Lf1@1mm%1altLﬁ%_ﬁD&
54%,

(s JER O BB AE S BN ERT)

10. BEERER. AEBERARFEABRUZORAE
L

1. BEEHM
REM L7R0

12. IRFEHARFIR (BT H1EH
ARANL, BERHAFIZEI T 2HIBRIZE D HIL TV,

13. E#Ea—F
Wi Ei%@b%}iﬁﬁ%ﬁ@ 18 1) = 2 :ff N HOT (9 K3) I/‘E? Ik ?E’%ﬂfi
Ik R FE S = — R (YJ 22— ) AT Al a— R
7 XY UEE 10mg
THET) 4490027F1162 4490027F1162 121304101 622130401
a7 %Y 0D §E
10mgl HET 4490027F2177 4490027F2177 121303401 622130301
BT HVYRTA v
7 1% HET) 4490027R1070 4490027R1070 122294401 622229401

14. REHRTLOIE
AFNL, SR EOBREELTH S,
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XI.

AR

. SIFAX#E

1) FENEE : e R

2) thNERE  EHMERBR (88 10 mg /OD # 10 mg)

3) FENEEL : WHRE (R4 vy 7 1%)

4) WM fh: B 1992 ; 35 (4l 4) : 327-345

5) 7T RARKWNTr b F T = T VR ERIIRE Ui iakR (77 U F o488 0 200247 A 5 K
P, HEEERMEEL .1.1.3.3)

6) f1)llEE il : EEPRIEZE. 2007 ; 23 (11) : 965-990

7 AARHTE fh o BERESK 1990 ; 6 (12) : 2689-2705

8 va— RTTEARKWNTr NF7 = 7w VR ZXIIRE LIz iikBh (77 U F 288 @ 2002 4 7
H 5 HAGR., WEEERMEZE F.1.1.2.3)

9) JOKHIE il : ERREEZE. 1990 ; 6 (11) : 2443-2456

10) JIIBE fth : EEREZK. 2007 ; 23 (11) : 991-1016

11) B fb . B, 1992 ; 35 (ffi 1) : 13-26

12) AKHIE fth @ ERAREIK 1990 ; 6 (11) : 2457-2468

13) Nakano S., et al. : FFAEZKFL. 2007 ; 38 (6) : 401-407

14) Roth T., et al. : J. Allergy Clin. Immunol. 1987 ; 80 (1) : 94-98 (PMID: 2885356)

15) EEAFRAEICT 288 (75 U F 88 2002 4E 7 H 5 KR, HFEEEMEE +.1.2.3)

16) Neves-Pinto R. M., et al. : American J. Rhinology. 1992 ; 6 (1) : 23-27

17) DERICKIETEEOREF (75 V) F 8 200247 A 5 H/KR, HEEEZE .1.2.4)

18) E/NEw O HiZEFEERBFME (77U F 88 0 20024 7 H 5 AA&GE, Wi &M EHR.1.4.1)

19) E/Ey bOERY I UFHERIGEICT21EH (77 U F 8 2002 4 7 A 5 HAGE, HiEE
BHEEE AR .1.4.1)

20) Anthes J. C., et al. : Eur. J. Pharmacol. 2002 ; 449 (3) : 229-237 (PMID: 12167464)

21) 7 v hOEBRH I UFHREENLEERMETEICH T S1ER (77U F 8 : 2002 47 A 5 HIK
B PFEEEMEEIA.1.2.1)

22) Barnett A, et al. : Agents Actions. 1984 ; 14 (5-6) : 590-597 (PMID: 6236679)

23) Kreutner W., et al. : Allergy. 1987 ; 42 (1) : 57-63 (PMID: 2436504)

24) BT fh o SR L J59%. 1996 ; 24 : 49-52

25) 7 LR —HERERET VCBITLER (770 F 8 2002 427 A 5 AR, Hig&EHEE
A.1.1.1)

26) 7T LAF—HRBRET VBT LER (77U F 8 :2002 4 7 H 5 AAR, HiFEEHEE
77.1.1.2)

27) VAT i : ERKZESE. 1990 ; 6 (8) : 1537-1549

28) 5 1 MEEERER (HEEHRG) (7T ) F 88 20024 7 H 5 A/&R, HisEEHEE~.4.2.1)

29) fEFERAICHITD RI Aoy 7R EBEROAEYFHIRI SRR (F75)VF g LT &7
B RT3 > 7 12007 4 10 A 19 H/EKR, HiEEEMTE 2.7.6.2.4)

30) 5 I AHEERRER (REHG) (7 TV F 88 : 20024 7 A 5 HKR, HiEEEHYEE~.4.2.2)

31) ERSR  fill : 329 &K, 2011 5 48 (10) : 1033-1044

32) ERASRF il P29 &K, 2013 ; 50 (3) : 241-247

33) BHEOEE (/7 UF U8 20024 7 A 5 /AR, HiEEEMEE~.4.3)

34) va v TAICBITLREORE (V7 VF U LT 4 X T8 KT 4 m v 7 2007410 A
19 AZ&GE, HFEFERMEEE 2.7.1.2.4, 2.7.6.2)
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35) Brannan M. D., et al. : Clin. Pharmacol. Ther. 1995 ; 58 (3) : 269-278 (PMID: 7554700)

36) Kosoglou T., et al. : Br. J. Clin. Pharmacol. 2000 ; 50 (6) : 581-589 (PMID: 11136297)

27) 7 v hOMBPRE (77U F U8 200247 A 5 HAR, PEEEEHMETE~.3.2.1)

38) ML L7 fEG (77U F U8 2002457 A 5 AAR, HiHEEMEE~.3.2.4)

39) t Mk 2R (R, BRI (77U F 88 : 2002457 H 5 AR, HGEEEHEE
~.3.3.1, ~.4.1)

40) Yumibe N, et al. : Biochem. Pharmacol. 1996 ; 51 (2) : 165-172 (PMID: 8615885)

41) a7 Z VU ROZ ORI OIER (7 T ) F 88 : 2002 4E 7 H 5 HAR. HiEEEMEEK.1.5.3)

42) Hilbert J., et al. : J. Clin. Pharmacol. 1988 ; 28 (3) : 234-239 (PMID- 2966185)

43) BHEREREERE ICRBIT 2 WERE (7 7V F 88 - 2002 4F 7 H 5 HKGR, HGEEEMEE~.4.6)

44) HHSREREE R ICRBIT 23 WEhiE (7 7V F 88 - 2002 4F 7 H 5 H&GR, HEEEEMEE~.4.5)

45) NRIZB T 2 EWEE (V7 VF - LT o X T8 KT r v~ 02007 4 10 A 19 HIK
. HEHEEMIE 2.7.6.4.1.5)

46) /NEKR OB T 2 EWNRIER R AR (7 ZVF 8- VT4 278 NI A
vy 2015649 A 17 H, FFEAWE )

47) EIE ISR T 2 ERE (77 ) FU8E 2002 4E 7 A 5 AR, HEEEEEEA~.4.4)

48) AARHAIAMERET LA X —28 « BT LAX—2 A4 RIA4 VIEREES W (947 -
P A2 R) TBT VAR —BIRTA N7 A4 —BFEMEER & AEMIE —2020 AR (SGTE 9 i) |
49) 7 v MEYRETR OAEIRAIYIRE O35k (7 7V F 88 2002 4 7 A 5 H/KRR, HiEE I =
3.1)

50) 7 v MRRZBEEARBROESRE (77 ) F 6200247 A 5 HAGE, HaEEEHEE = 3.2)
51) ¥k} %Eiﬁﬁﬁﬂﬁﬁﬁﬁ(7?9?Vﬁ2%2$7ﬂ55%m\ HIEEE BB = 3.3)
52) 7 v MO - IRIERATIE (7T U F 88 2002 427 A 5 HKGE, HGHEEMIEZ A~ 3.2.3)

. DD S EHE

B R L
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XI.

BEEN
1. EENETORFTRR

172V OREICBT D3R
BUEIX OTC 3L L TlIES TV D,

RIRIZH

CRILUZTRED EBYD TH D,

fcﬁjlo)\ X/l) ‘yﬁ: OTC ;%k L/Tg(utu é%’b

JJﬁ'éX FRR, HEROHETUTO LRV THY | HETOAGIRI L TR D,

BEESHIPS

HENR OV &

O7 LL X —PEEfk

OF 3:32

ORREHEE (BE - RIER., KI&E 5 FE) 12
2%E D

<uZ ¥ E10mg THET] /w7 %Y 0D
$E10mg TAET] >
A s, e 7 XY 8 LC1E10mg & 18 1Al
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E 4 K[
s Bayer HealthCare LLC.
W7es CLARITIN/ CLARITIN REDITABS

., CLARITIN : tablet : 10 mg
I - /
AR - B CLARITIN REDITABS :

tablet, orally disintegrating : 5 mg, 10 mg

INDICATIONS AND USAGE

Temporarily relieves these symptoms due to hay fever or other upper respiratory allergies:

B runny nose
B itchy, watery eyes
B sneezing

B itching of the nose or throat

DOSAGE AND ADMINISTRATION
CLARITIN-/ CLARITIN REDITABS 10 mg

adults and children 6 years and over

1 tablet daily; not more than 1 tablet in 24 hours

children under 6 years of age

ask a doctor

consumers with liver or kidney disease

ask a doctor
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CLARITIN REDITABS 5 mg
place 1 tablet on tongue; tablet disintegrates, with or without water

adults and children 6 years and over | 1 tablet every 12 hours; not more than 2 tablets in 24

hours
children under 6 years of age ask a doctor
consumers with liver or kidney ask a doctor

disease

MKETAvmy TN ERR L

. B E T BERRZIETER
EIRICEE T HBIMER (A —RX S VT HE)
AR T N LOTEBEOHDER E A=A T VT ML TR D,
( TVl 6. FrEDEFEATLEEICHTLERE] OHSHR)

Drug Name

Category

F—ANZ VT D4 loratadine

B1

25 SO

(2021 4E 4 AMR)

F—A ~Z U7 D458 (An Australian categorization of risk of drug use in pregnancy)

Category B1 :

Drugs which have been taken by only a limited number of pregnant women and women of

childbearing age, without an increase in the frequency of malformation or other direct or

indirect harmful effects on the human fetus having been observed.

Studies in animals have not shown evidence of an increased occurrence of fetal damage.
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