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9.3 FFikHEEESEE

9.3.1 FEZEDHSEE
BLIIFEENS KT 2BTNPH 5, [16.6.228]

9.5 1R
R SATIERE L C WA RIREH O » 2t icid. BB LOARME
MEMEEE LR 2 S SN A25/ICOABET L L. B
EE (v ) THREZEBRTLIZEPRESNTNS,

9.6 BT
WELOBERERUBARBEOEREEZEZE L. RAOMKEL
kR EET A L, EF U Y UEERBEICBVLT, b ML
THRABITTAZ EPRESNTWVS,
¥) St IETHHIEFIUIVOR-IF VT AV AL REF
IV TH B

9.7 INR
TRRARO/NEE 2R E U2 REREIIER L TV,

9.8 Sk

EEICHES L, BEASROONBEIIREIKET 228

WYL MBEZITO L. BREMETLTVWAZENZL H

WIIHFBRENFRT 2BZ N0 H 5. [7.2. 16.6.3%M]

10. HBEEH
10.2 HEEE (HAISERTZ L)
A2 iR AR - B IE
FET4V Y |vFVUYUEEEEED
FEAICED, T4V
> DOEYIBREICZE (I
WA, b F U Y B
HOZ Y752 AN 16%
BT 5,

9.
9.
9.

W - fEEE T
BFIHS»TIEZ
28




HH| 2% i RREIR - HEE SR WBF - fERRT 0.1~5%A3| 0. 1% SHFEANEA

U hFEL tFY D UEERRIEE D) FFELICKD E ALTES. |AI-PER
FRHICED, EFUDFI) Y VEERED e AST E&H.
VRIS OBRBEREOE BHH S THE SN S weEyILe
Bl (40%) KOV R FE(A[EEMEAE X 5N B, v ER
LVOBBEODLT M RE REBH® ., BUN | SRR, FRE.
it (-11%) »#®ESH L& REY, v ERY
TWb, Bl - WA AR avy ) —=rr

FRAR A IR | PR R IO A 5 2 | AR R I 7R A A DEFED. HER.

7L a—) HATEEED D 5o B & N 5 A REE A MR™

H5, EHIg, AREE. HE&R. F20

ELIHAAZR v F Y D UPIIERIEEO T IZHS »Tld R g, 13T, Bl2HhiZn., IRE

ERSEIKAIY) | BERIC K D, WA M WV, 2ot HELE BE., BHMm,
BEFSERL. CLIH BHE. EH. &
A = RIEERIE/KFIY D EI AN, AAE.
TERPFHEBE Lz & ORE I I ]
H5 E) v F )V UIEBIETOAREO SN TWHENER,

E) SEIETHEZEFIUIVDR-ZF VF A= LREF BWEAFRISEICOW T F ) U VIERIEOFRIVRIICE D

DU TH B, FEE L7z,
1. BEIfERA 12. EEFRRERBRICKRIFTHE

WROBWERD S 6bNAHT ERHHDT, BEETHIITV. BE
PERDSNTIBEIIIR G2 LT 57 CHEYAZAEBEEZTO &,
1.1 EXLENER
MN1.1 Yvavd, PFI45FY— (WFh L SEER)

vav g, 7F 74 5%Fy— (FRRE, MEET. SRS,
HFE) BHSDONBEIENH 5,
11.1.2 =% (GEERH)

[9.1.1%8]
11.1.3 FFEEREISE (0.6%). BB (JERERER)

AST. ALT. y-GTP. LDH. Al-P® RS D FHREEE (7]
HER : 28688, BMNE. BE#. BXS). 8E/H 56D
NaHZEDH D,
11.1.4 MUVRIRES (BEREAREH)
11.2 Z0fthDEIER

0.1~5%kE|  0.1%K BT
"X, 60 5%, AEE. 5 FE. RR. 0
TR L5568, LUN|D D, #H#E., &
B bE o, R ER.
& 5. AR, BER
KR R, EE. O
. EEeE. &
W T, R
. B
50, EmH
0. X, BN, TR, EREEE. &
BYCRIE  |IILRE. 198 |gone
WA, B
(L . CEZ. (@
B DU,
IENE. RS
P
0E. MELR.
Rl (FE7 0
) o), IR,
e Sl SR F
NI T
)
RS | AL . U
NERMST .
\ HHS. EIERR
I b HEEED
MESEITE . i
MR
P, BB, 7 S 55
x| mEE W, »5h. 25
PR MK
- GERO. BY BNEE. WX
EEF

TULT VERARISEMHIT 5720, 7T LILVT Y ERRISHEE
ZEMY 23~SHAT L DARA DR G Z2H T2 ENET LW,

13. BERS

13.1 fER
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xRl LIKEFUIVOEYFEINZ X —T

e tmax Cmax tiz AUCo-
o s | s e
i e (hr) (ng/mL) (hr) (ng.hr/mL)
1.00
+ + +
LAEEFY Smg (0.25-4.00) 232.60+ 64.49|7.3340.98|1814.06+392.49
v 0.75
+ + +
10mg (0.50-2.00) 480.00£104.01 |7.57+0.89|3546.51+£712.14
tFVU | 10mg © 5%*02000) 228.30%+ 40.67|7.32+0.78|1875.37+377.94
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TR A206IC LAREF Y Y VIERRIESmg % &% (SAER) XI3Z%EE
BRICHERROI G U7z, RS AN, BBRESOMmEFL Rt
F) Y UEBREOtmaxI3KI L IRFEREE L. Cmax A HI35%E R L7225,
AUCIKBEE BE A oNE P72 BHEAT—%),
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TR A BHE206IC L AR F U ¥ U IERRIESmg 2 2R B EE %S L7
B, LAEF YD VORPFONHAMIF25. 4L TH - 7.

16.3.2 MFFABESE
In vitroc® [“C] -LARtFVY I (0.2~5ug/mL) Ot hIMFEEEK
BRI TH 570

16.4 X34

16.4.1 ({EEESR
LAREF YUY ORERERIZT 2 ZVEDKEEL. N-ROO-B7 V¥
(LEICy 7 ) VHEEERDERTH %0 In vitolZBWT, LREFUY
VIFFEICCYPIA4TH T L RIS, EHROCYPH TR CGREE) ©7
= ZIVEOKBLRICRE S Nz,

16.4.2 (REEERMEE - FE
In vitrolZBWT., LALF U YV IZEKRHAEOCmaxfHiEDEET
CYPIA2, 2C9. 2C19, 2D6. 2E1 K UBA4%HEET, UGTIAL LT
CYPIA2, 2CORUBA4%FHEE L 570

16.5 HEitt

16.5.1 EEEABHE2060IC LRt F Y ¥V EERES Mg & U'10mg % 228 i
HEFORS LEBEORPFOLE7) 75 A3, Th2Nn2.435+
0.567L/hrf 002.482+0.582L/hr ¢ & - 72

16.5.2 BERBA20FIC L REF Y ¥ U IEREESmg & EEREEREORES L
T OBRE5%48BEE TO LR F ) D U IERE O RRER PR RIT
B3%TH-7 BHEAT—%),

16.5.3 fEFERABHAFNIC [UC] LRt F ) Y ERRIEAT Mg % 2 IEHE
HEREOHRS L7z BO % 5% 1688 & T O R &% U#H O ia BEEIER X
FNZNS5.4% K 12.9% THh - 722,

16.6 HEDERZEHIDEE

16.6.1 BHEHHETE
VT F=r )T T AHN45~90mL/min (). 10~45mL/min
(F5%E) OBBERTE. ROMKERT 20 EE T 2EEOBEHAERT
HICLAYF U YV VIERIES Mg MR OHS Lo, BRELEEEIC
HA, BHERTETIE. LALFY YV VIEREDAUCH«1351.8~5.7
EEML. t20df1.4~3.9BICEE L7z (AEAT—%), [2.2, 7.1,
9.2.1. 9.2.2%H]

K2 BEEEETECSIIZLREFU I VIEBIEOEYERE/NS X—9
e E# BEEET | PEEET | EEET
T (6451) (6451 (6451 (5f51)
CLcr

+ + +
(mL/min/1.73m?) 98.7+7.2 62.4+9.8 | 26.4+10.3 0
Cmax
220.5+68.78|295.2+60.76 {320.0+67.06|358.0+90.64
(ng/mL)
AUCo-»
2212.5%282.603884.4£769.85|8290.9+3653.54| 12579+3518.4
(ng.hr/mL)
tiz (hr) 10.44+2.76 | 14.9+3.12 | 25.2+9.73 | 41.0+15.54
CLr
+ + + —
(mL/min/1.73m?) 25.6+4.64 | 14.3+£5.13 | 4.2+2.33
CL/f (L/hr) 2.29+0.27 | 1.33+0.25 | 0.68%+0.22 | 0.43%0.15
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Wi,
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L7 AUCOHERPRD 5Nz BHEAT—%). [9.3.12]]

=3 HEZEOHZBECHSITZEFU I VEREOEYERE/NS X—5

tmax Cmax ti AUC
al (hr) (ng/mL) (hr) | (mg.hr/L)
TR
) 1.040.5 | 3844103 | 7.4+1.6 | 3.3£0.9
ﬁ%ﬁmﬁﬁfﬁgﬁa 1.040.4 | 498118 |13.8+1.8| 6.4%1.6
T fE R R E

16.6.3 Sind
i (R PE68RR) MBI LAREF ) Y U IERIE3 Mg 21 H 1 [E6H ]
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I) ABEIOERZHAEIZ. BE. RAICRLAYF U Y VEREE LTIE
Smgzl1H1E. BERICEOKRS, &ERERIZIAI0METH S,

x4 BEBCBIFBUREFUIVIEBREOEMEE/INS X—5

tmax Cmax t2 AUCo-
e (hr) (ng/mL) (hr) (ng.hr/mL)
DN 0.58
(27480 (0.58-2.08) 1635268 | 6.92+1.10 | 13855+2340
i 1.08
+ + +
(9ffl) (0.58-2.08) 1596287 | 8.92+1.71 |20382+6025

S+ R, tmax : RRIE (EEFE)
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17.1.1 EF U I VIEEIEDRRIER
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(1) EAEHASE 118558 (CESMEEEETER. BA)
BEEET UL —HERBEEZWNRE LT, v F ) Y UIEBIESE]IOmg% 1
HIE2ERES U7z, RRefliEE0hEEREL EOEA1353.8%
(21/3961) TH -7,
BIMEFAFISEEIX13.0% (6/4661) THO . FuEIERAIZEES4.3%
(2/4661) TH -7z
Q) EANENERHER (CESREESER. BmA)
BEEET VLT —HERBEEZWNRE LT, vF ) Y UIEBIESE]IOmg#% 1
HI1E4ERES U7z, RiRefRiEE0hSFEREL EOEAE1347.9%
(45/9461) TH 7%
BIMEFAFIAEEX5.5% (6/11061) THO . FuEERAIZES3.6%
(4/11061) TH -7
) ERENIERHER (CEEREEEER. N
BEET UL —ERREEZXNRELT. EFV I VERBRERT A >
vy 7 [2F E7R ¢ 1E0.2g (L5 Y UEMIEE LC2.5mg) %
1H2[E, 7Rl E15AARN @ 1E0.4g (5 YV ¥ VIEMIEE L T5omg) %1
H2E] »20IE 7T REZ22AMEE Lz, BRERERZAIT (K Lok
e, BT, BE. BRNZOER) OF(LE (BIa®1226]) #RUIR
L7z ZOMRNPS. 7T ERIINT 2AEOBBESBIES N2,

®1 SAMUEEECSDSRARERZ 17 OBILE
R=AFA V| ZIERE B
R | S ZeR
oo e | wem | wem | BEED
(i) | (i) | eEe) | L
tFUIv 122 6.66 4.79 1.87 1.85
1SRG (1.26) (1.96) (1.79) (0.18)
_ N 6.84 5.51 1.33 1.25
77eR | T g (2.04) | (1.79) (0.18)
TF) U ERE | SREED | ShEEREE ol
VT T 0.60 [0.15-1.05] | p=0.0087

1) BEBIERZA 27210282 25 BIRITHEAND & kRS

¥2) BbE={R—2 71 VEHlifHE (GBRELSFBHORIBHBM) —
AR AT HA RS}

H3) R—=2A T4 VA A 2 7 ROFERBEILERE L L Ha#oi
ICRDEH

HIEFAFIRSERE129.8% (12/12261) TH V. F2EIERIZALTHEMS.7%
(7/12261) . ASTH#EHN1.6% (2/12261) TH -7

(4) B MAEEER (—ARERAREER. /R

BEET VL -—MHRREZEEZNRELT. EFV I VERERT A~
0y 7 2Bl 7R GR ¢ 1E0.2g (F ) Y UIEREE LT2.5mg) %
LTH2ME, 7RI E1SARN © 1H0.4g (LF VY ViEEES LTomg) %1
H2[E] Z12E/E#E Lz, RAERERAIT7TOR—2F 1 Vi »
S5OEBOWR (FHEHIZERE. AITRR3661) 1. B548E



2.81£2.62. #58HK: : 3.66+2.75, #5128 1 3.40£3.01THD .
HRIIBEETRECHEB TSI &R, BELTWVEY,
BIfE IR 132.8% (1/3661) TH V. FE2BIERIEHMmMERESE1F]
ThH-o7,

(EME)

(5) EMEHISE T 18558 (CEEMLEEEIER. BA)
tF ) D UIEMBIESEIOmgE 1 H1EHR S L7z, #538%. &5 1%
OHBE2HRBICB T 2 2R UBEOFEENRE LOFI&IX. Zneh,
47.9% (34/7161) 64.9% (48/741) T U71.6% (48/67fl) TH 7",
BIfEFAFBEEX10.8% (9/8301) TH 0. EulfEFAIZIES4.8%
(4/83f) TH o7z,

(6) EME MABER (CESHREEEEER. BA)
tF U Y UERBRESEIOmgE 1 HIE#R S L7z, % 53H%. ®E5LA%K
U5 2E%ICB T 2 2R MEBEOREERED L&, Thzh,
56.4% (53/94f31). 71.3% (77/108{) %1'82.2% (88/1075l) TdH -7z,
BIfEFAFISEEIX15.9% (21/13261) TH D . F2EWEMIZES10.6%
(14/1326) TH>7z0

(7) EAsE MAEEER (—ARERARENER. BRA)
tF ) D UIEMBIESEIOmg 2 1 H1EHR S L7z, #538%. &5 1LE%R
OHBE2HRBICB T 2 2RUBEOFEEREL LOFI&IX. 2neh,
46.7% (14/301) 53.2% (33/62fl) J%172.9% (43/5961) TH -7
BIEFFEIRSERE 134.4% (3/68%]) TH V. EaBIFAIZIRE2.9% (2/68
) THotz

(8) EMsE MABER (—ARERARENER. FRA)
tF ) D UIEMBIESEIOmgE | H1EHR S L7z, #538%. &5 1%
OHBE2HRBICB T 2 2R UBEOFEERE LOFI&IX. 2neh,
66.7% (24/36f1). 70.8% (34/48M1) X% 1'80.0% (32/40%l) Td -7z,
BIEFFEIRAERE1X7.8% (4/514) TH 0. FEaBIFHIZIRE3.9% (2/51
) THotz

GRE - ER. 8. BIEZSFEE)

(9 EAEMAERER (—ARERAREAER. BRA)
T F ) D UERESEIOmg % 1 H IE2AMES LB, mikeiiiEZEof
FEUED LOEIE T, WE - KB REET65.9% (81/12361). BT
57.7% (30/5251)+ FifE% S FERETT4.5% (41/5561) Td - 7',
BIVEF SIS X 2K T5.5% (13/2366) TH V. ELEIERIZRES
3.4% (8/236fl) TH -7z,

(EBRE. BSKRE (22 - KER. BEZSEE #5255

(10) BN MEEHER (CEEREEEAER. I\R)
7 M HEERENRE L ZEERERBICB VT, v FY VU
BRERT Ay 7 [3LLETSARR : 1[0.2g (£FV Y VERBIEE L
T2.5mg) #1H2ME. 7Ll -15HKNE : 1E0.4g (L5 Y IERES L
T5mg) %Z1H2[E] H25Vidsr M F 7y 7 VBERS A vuy 7 (3
BRLLE7ERE ¢ 1E0.6g (7 FF7 x> & LT0.6mg) #1H2E. 7HLL
1SR - 1Ellg (& hF7 &L Tlmg) Z1H2E] 22LERMES L
Too TOROEEROE(LE (FTRRIAM) 2RATTR L. TORKR
Mo, NFT7 2y 7R IVEREICNT 2 REOIRS TS BIES NP,

K2 aEHEREICSIFIZIZSEDEEEOELE

P i e~ B
AT | P Rl
FhiEl) Eu§~‘
G L I R I i,j gi;
5 3 & ¥ T -
(meE) | (e | mes) | L
tFU I 134 2.41 1.96 0.45 0.43
s 0.5 | 064 | 067 | (0.09
rhFT7V 126 2.40 1.88 0.52 0.51
7 < )VERIE (0.52) (0.63) (0.62) (0.05)
T D RS e E 95% (5 #EX R
VST N FT T 2IVERIE -0.08 [-0.22~0.06]

ED) ZCBEPEHA R RS R

F2) ZLB={N—27 1 IR CaBEERSMmE Or3HMA) —
EXEy-E il

F3) XN=2 74 VA OZ S EOEEREKR O FiRE L LR
HAWATIC KD EH

BIVEFARBUBEARE 1L2.7% (4/14861) TH 0. E2BIMEMAIEMHERL.4%
(2/148f1) TH -7z,

(M) BN MAEHER (—ARERREER. VR
HIRS, WS - HEK. S BKEEOEEEANRE LERBICBLT,
TFUVMEBIERS A v ay S 2R ETERN | 1E0.2g (EFUY
VIERIEE LT2.5mg) #1H2[E. 7Ll E15EAR  1E0.4g (£F
D UERIEE LComg) % 1H2[E] %12EMEE Lz, £ 5EDOEREED
HEHRGH > 5 OB (FI9EIZERE) 13, B54E
0.83%0.79, #58EKE : 0.97+0.90, #5128 : 1.03+£0.90TH 1,
HRIIBRERTHETHBE T A &aL. BELTWLREY,
B FAZBEEX1.4% (1/7361) TH O . {EERIFITH - 720

Lz

17.1.2 LikEF U I VGBS DRRIER

(FLILF—HEERN)

(1);ENEMAERER (CEEREEER. BA)
FEIET LLF —HEREEZNRE LT, LREF ) Y VIERIESSMg
BEE T D VIEBIESE 1 OmgRE o BRI RIS 2 Mat Uiz, FEFHEE
BTha4ER (K LrAEME BT, BOZTSERUIROZSE) O&5
A7 DREFAFHMEDZEZ-0.12TH Y. LARLF Y D UIERIESSMg
BELF Y U UIEBIESEIOMgBHIBRARNICAE TH S LIRS N, &
7os WANE 7T ARBHCHE L CARICAERO BRI A a7 2EE LTz,

K3 MERDEE A7 IC&LDEFMSHT (Per Protocolfi#HfisEH)

oo g, | AEE AT
il R TG | FE ﬁfy_ﬁg ™
) (90%CI)
e | LEEFUYC5mg| 281 | 7.91 ~ B
BEH 2T lomg | 28 | 7.81
L98% | LAYF U Y 5mg| 280 | 4.03 | 4.00 -0.12
LilEl +F1) Y >10mg 278 3.87 | 3.89 |(-0.41,0.17)

HERDEFT R I T OFHEE A FHEDOZDIONCIA LT Y P~ 10mgD
HEROEFT AT OFED 5 EH L 7220%0#FE (-0.78,0.78) I0&
Ehiz.
E) &5 Y I0mgDRABEATIEED? 5 LAY T ) P 5mg DR
HPHEZR Uz

EREWER L. LAR®F Y DV IEBRIEFESmeEE (BTN 5R3196)) <IER
260, BEIEOME. OWEEMHTH D £ F ) YV IERIESEIOmgEE (T
HER3I8HI) THEAR200F. BRI, DR TH -7

() BNEMETR (CESREEER. A
EMET VLT —HBREELHRELT. LAY F Y VU ERIEFSMg
Z1E1E, ZEMES Lz, LREF Y DV IEBIESESmgEIL T AR
BEICH UEERMEEE & L24fER (K L BFME, Bit. BOZ SR
VRO ZSE) OBEIAITEERICHE L.

x4 MEROGERI7 DFHIE

e eyl ;
y i I %)
RERE REFIE | #REHT R 2 T pf&
7IER 117 8.50 6.09 0.003
LAREFY Y 5mg 118 8.40 5.20 )

) oo (AR R5E. BREEIE. fER)
FREWERIE. LAY F Y YV IEMBESE Mg (FRITRR11941) CER6
. BEESHECH o 7z,

()iBHEMABRER (CEERILESIER. RA)
BEET UL —HERBEEZNRE LT, LAY F) VVIERERSMg
Z1H1E, 6AR#EE Lk, LRt F ) D VEBRESES Mg /IR
BEICH U EZRHEIEE & L724ER (K Lo AF(E. Bit. BOZSEXK
VHROZ SFE) OEFIAATEERICHE LY,

x5 MHEROEGE A7 DFIE

‘ e | SR -
5 IR | B | g e | PIE
TR 142 7.44 5.10

LARtF YT 5mg 150 7.69 3.93 <0.001

E) HEo#ott (AR 58, REHE. ER)
FREWERIR. LRt T Y UV IERESESmgRE (T RIS0M) TIEERS
. BEJREOIE. INEEOMETH > 720

(ERE)

@) BAEMERER CEERLEEHR. BMA)
BHERREEERZEEZHRELT, LREF Y Y U ERIEH S Mgz 1H]
. HEBHEEG LR, LAY T Y U ERIESES Mg 7T L AREEIC
UEERHIIER & Lz 2 SEEEERA I 7T A FRICHE LY,

®6 ZSHEEEERI7 OFIE
B3 ]

U ¥ i T o - . ‘E‘i})
Epden e FEBIEL | B5H S 5 T pfE
7SR 82 2.06 1.56
LARtF YT 5mg 80 2.07 0.94 <0.001

F) ST BEE  BEE. BSHE. )

BIEFRRBSEE L. LAY T Y U IERIESESmgEE¢18.5% (15/81%1) T
HO. FEBEWERIZET9.9% (8/8141). FEFE6.2% (5/816l) T - 7=
17.3 Z0fth
17.3.1 ERICTDHE (INR)

B4 D/NREFRABOHEMRTOMRER, L7 YV ERIEDORTDH
BRIZ].0% (5/48001) A& - 7=9-12-19.10  JNREERE T LIV F — 4
BRISNT AT REMBE L —EERHERBOREERE. tFU Yy
HEBIEORKORERIIL.0%AIM (1/12261) THO. IR (0/117
Bl) LREETH-Y,



18. EMFIE
18.1 {ERAHET
LREFVI VI, T 3IETHHEF VI VDR-ZF VF AT —TH
D, EFUIVERRIC, BRERRe 2y I VHIRERER - 7LV
F—HERREETCH S,
18.2 ER Y = VHESHMENIER
L 2% I VHIRBFRIGERNICESE T 22 810K, e X5 IV 0ERH%
HET 2, ERAY I VHZAEERICHT 28MEELF ) V0 &0 %S
Vo BERAF IVHa BAY IVH, 7RLFYY, R8I0, 7EFILO
)Yy tu b=V OEREEICRT HHMEIEY (8 b Ty b EL
Ev b)Y, HHES (ELEY MKE) O RY I URISERBERER
WHIHIL 729 Fio, € A% 3 UBREERIGICB T 595 K OFRAH
TERIEIR SRR 5RO 5N, HEBRRMEME CRELLZ (1) 19
18.3 IFERERICH o B1EF
In vitrolZBWT. T & F T VHIEIC K 27 ERER O M PN R AR R BRsE
EERIMF L (e h) 2,
18.4 #BRiEE S FEENHIER
TER TR & 2 IMENEMRED 5 OVCAM-1ELE % 11 L 72
(k)

19. B CRET BIB(EFHAR

—fEIEHR © LAY F ) UV IEREE (Levocetirizine Hydrochloride)

& % £ :2-2-{4-[(R)-(4-Chlorophenyl)phenylmethyl]piperazin-
I-yl}ethoxy)acetic acid dihydrochloride

7 F 3 CaHsCIN20s - 2HCIL

5 F & :461.81

fepgat
@] ﬁN/\/OvCOzH

H<i> - 2HCI

B R HEONETHS.
SEAFH (logP) @ 1.32 (pH7.4. 1-F 2% ) — L/ KF)

22. G&
1005¢ [108% (PTP) X10]
5008E [108% (PTP) X50]
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