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BRI, © R F D v oS E RS LT, @ERALASS
~128mg (b Fo ¥ P UHME L L C50~75mg) % 2~3E2%
HREH 53 %,
MEREIZ BT A% - Bk - #19 DI2iE, B Fad oY v CEfRE
LT, lEBALH128~255mg (k& FaF o P UHEEEE L C75
~150mg) % 3~4m|Z S EREI#HRSET 5,
LBy AEE, ERIC X ) EERERT 5.
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(BRE. RBRRBICHIEE (25 - REX. RBEEE)
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9. RENERZHEI2BREHICHETIEE
9.1 AHHE - MEEZEDH 2 EE
9.1.1 TALPAZEDEEMRE. XIS DERERDH 5EBE
FREE AT S5 20D 5,
9.1.2 QTERDN % 2 BE (EXMQTEREMRES) . ZTHLERBRIRY
EAHY Y LIEEN H 2 EEH
QTREE L EE 403 (torsade de pointesZ &) ZHI T &EWdh b,
[10.2, 11.1.2&1]
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- RREOBREY
- BIMLARAB R E T ERREE ICEAEMARB D H 2 BEY
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3 TR ERE

IR EE R AR R L7 & oS0 H 5o [16.6.221]

.5 1w

TR SUIIEAR L T 2 W RBIED & 2 MEIZ 1335 L v & o #ER
M (8932 ) SR RIS SN, NEREOFHEH
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HIEE B A MR SRR T L BECEIR, SERIMRIEE

i

PEESY, PRI O R REIR, B RIS D
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8 BHE

WES L% EEET L2 Lo —RICHEEE TIZAEMERET LT
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NV = VK EFETRBEINDL 2 EPHE SN TV D720,
S OIRYCHEER * HET 2384 & 6 L7234
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1. ElfEA

ROBWERD D b D Z ENHDLOT, BELTIIATV. BE
DR LN 3G 2 Ik § A % B GEEAT) 2 k.

1.1 EXLEMER
HNAA Payy BEAWH) ., PF7147%>— HEALRH)

RGBS, WRBEIRIE, IPURIEEE, B, MR AR
Do b b eya i3 G e ik Ly SO 2REZIT) 2 &

CBHEEAH)
[9.1.2, 10.2Z]

11.1.2 QTER CHEARHH). (OF$EA (torsade de pointesz&T)



11.1.3 FHgReREE CGHEA) ., BE (BEARH)

BB L, B R T, DA VA/FIIE, ERR SN2V,

AST. ALT. y-GTP® 5.4 % MF) JHEAERE, #EDH 5 b taldER L2 ) 7 7 2 ATBC/FIREAE & 7% - 72 FHEIA T — 5 )0 [9.22 ]
HT L 753‘5)%0 Normal, Group I | Mild, Group II | Moderate, Group II
. - (n=5) (n=5) (n=5)
11.1.4 SMRARMREBSMIRAEE (ML) - 0202 1?02 2;11
- max (hr 90, 1£0.2 2%1.
1.2 ZOfDEHEA
- Cuax (ng/mL) 313+45 356 + 64 357172
1%LL E 19% A0 HHBEA
- AUC (mg-hr/L) 2.7€0.4 6.9%1.8 10.7+£2.4
Fiw - AR | IS BRIE | o v e, AR, IR, RO,
. K. B, B IR iz (hr) 7.4%3.0 19.2+3.3 20.9+4.4
TR TBC/F (mL/hr/kg) 47+7 17+4 15+4
HILE 8, BRIR, HE6 | Vd/F (L/kg) 0.50+0.07 0.46=0.1 0.54%0.21
AP, WA - MR = N
BT T A
e LR (L /min) om0 T1ese Zeelo
SEBE b3 FLBE, SIS IMIEALEE, (7R YVLTFZINT TR
STTE, ALRCHE. 2%, 35 (mL/min) 122216 =l 1910
Zof B IRB. FeH 16.6.2 FFispeE=aE

a) BIVEFISEBURRE ARG & % A% 9256 L T U 2o, STV 2 CIETIRFA
2B 5 kA S IR L 72
12. BARGERRICRIEITHE
AHNET L7 BUGEIEIS 2720, 7 LIV v B ARG 3L
FSCE B ER 2 S 2 A% < & SEHRT & ) FHI OB %
L9252 ENET L,

13. BEHRE

13.1 fER
WEEOR, F 7o, AR, EE IRIE, B L OV O,
NG5 - WEMEEEDSd H b b 2 L5 5,

13.2 g
IR VIAEERAEZ SR S5 B0 H 5O TR Lw
ZENET L\,

14. BREDEE

14.1 EFXFEOEE
RENE, HRERE L CH— 2R e LCRIIT A L) EET L2
tO

16. ZE4EHRE
16.1 MARE
16.1.1 BERS
b FOF Y Y UEBEAEERA (TA) 120 7Tmg/kgiiaE L% S (v 0y
T L 7oAE R, B DR LR R o) I H 3 B 1342 . 6ng/mL. 2 [ T70.0ng/
mL. 24F5[HT13.6ng/mL& 7% V) . O A1£20 . 0FFH TdH - 7Y (&
Witk a~ b7 7)) GHEAT—%).

o Conax Tmax tiz VNS S vd AUC
(ng/mL) (hr) (hr) (mL/min/kg) (L/kg) (ng * hr/mL)
BEHEBON | 7 | 72.5%11.1 | 2.1£0.4 | 20.0£4.1 9.8+3.2 16.0+3.0 | 642.0~1581.2
16.3 44

16.3.1 I —REEFT @

i@]‘&—d—z}g.m)o
16.3.2 BBEAOBITH

HET 00, HL, b Fud Y Y VEBIETES ORI L ). SRS
THE R Dapgarfd BB EZ 52 v Ez o5,
16.4 X
16.4.1 KR

L RFa®y Y v c#isng,
16.4.2 KB ICBIE T 2 BHR

F: X LCCYP3A4/CYP3AS K UM T )V I — VI AKEREE CREF X 15, [10. 2]
16.4.3 KPP OEEOHE

v bOFEZEHWE LT PHRIIETER 2% <tk 28 3 AAER & b Ok
WEYT )Y rad DA, RHEEEOFMI OV TEH LA TR WY,
16.6 HENEREZHT 2EBE
16.6.1 BiEEEERE

ROy D s A HEREREERE RS L, AN BIRE 2 M L
v, HL, DToMELD, BEREEEZ Clde FuXx s 2 v oiftkt
MEMTH DT )Y YOG, T Ty OtupZiEE LS5 2 L)
WHEINTVLOT, BHEREERE~OHEGIE, e FOx 2 oD
MR 2 WHEEN D %o

tF1) Y 10meg% ., @A (Normal, Group 1), EHéfeidt (Mild,
Group II. Moderate, Group II) (Z#%5-L. {RBYEEZ Mat L 7oA 5, fdAE

b Fu ¥y Y V0. Tme/kg (Y0 v 7)) & FISTEREA- PRI Z o /&
HYNITHAFE G L 724y 120 FHM1236.6 £ 13. 1hr TH 1) . EHEK A O
tiz 20,054 Thril B L CIER L 720 F72. & FEF 2 v OlMECHEY
THbHLEF) Iy Oted REEFECIEERERA D2 11.4+3. Thr& gL

25.0%8. 2hr|CIER L7 JHEA T — %), [9.32HK]

fEHER A IR RERE & B
(n=7) (n=8)
ln (yr) 29.3%+9.4 53.4+11.2
L FE+2 Y2 | Coax (ng/mL) 72.5=11.1 116.5+60.6
Twax (hr) 2.1+0.4 2.3%0.7
tiz (hr) 20.0*+4.1 36.6+13.1
21) 77 A (mL/min/kg) 9.8+3.2 8.7+7.5
vd (L/kg) 16.0=3.0 22.7+13.3
tF) Ty Cmax (ng/mL) 373.8*157.6 500.4+302.0
Tmax (hr) 3.8+0.9 4.8+2.8
tiz (hr) 11.4+3.1 25.0+8.2

16.6.3 mElsE
b oY VIRRRIE & SR o4 ((P3969.55%) 120.7mg/kg (FF3
49mg) HEIFEOHEG LR, IS X 2 50 5o o FRi o L&
WD LN FHEANT =)0 [9.821H]

ATEAR INT T A tz AUC
(L) (mL/min/kg) (hr) (ng - hr/mL)
e 22.5+6.3 9.6+3.2 29.3+10.1 1383.1+1039.0
F RS 16.0+£3.0 9.8+3.3 20.0+4.1 642.0+1581.2
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18.1 1EA#F
18.1.1 hiRINEI1ER
b RaF oY rid, R BR T, KEGARRZ SWER L. AR E
MERTHDLEEZ LN TNDY,
18.1.2 M7 LILX—ERA
L ROXy U oL, EHIRO 28 IV ZEEKICBLTRE A IV EES
LAY I 2B RIS ET 205 HET S L THEAY I AR (HL
SHRTEBUER) 2R,
18.2 Exh& B ) 2 HEBRRIE
18.2.1 hiRINEI1EA
L ROF Y AL BAAUC X B~ AEBTEN A L BN iR R T
EEHG Ty MIBITLHMLERIZ, 2Ly 7ERFY FEIFIZR%ETH L,
LROFT Y Ui, 9y POTERENVE R LB Z L EBHIR L T
ERZRTH, 75 LT —1ERIERD bTniani,
18.2.2 M7 LILX —{EA
L FOXT Y 0k, EME Y MIFEEER RSN LT, ML T LV —
EMEET 52 EDPHERENTHEY,
n vitro () THRIPIL A8 I AEHIEY 72 v v K9 32 2 L ITITERE
I EFE BN, EVEY O RS I UHGE (L TES) 23EIC, e F
0¥ yOfie A% I AMERERET L, & FOF Y ROE S 1R
BoOe Ay I IR, SO, 20005, 24K BOZZ600fEE 2D . AR
HIASHRS TR R e 25 I EHE AT 5 ZEDHLNIZEN TV LY,
P A% I UM GtBO v 25 3 v OFFERDORER)

e . . . B B
I L BV 30554 VG | AREE | 2aEn
Peh:
#11 2.5mg/kg - 600 1,200 800 600
e 2.5mg/kg 2500 F 600 800 600 400




19. FRIHRSICET 2L R

—fg4Er T b RO F Y U8 EfE (Hydroxyzine Pamoate)

1b2:44 © 2-(2- {4-[ (RS) - (4-Chlorophenyl) phenylmethyl]piperazin-1-ylf
ethoxy) ethanol mono [4,4' -methylenebis (3-hydroxy-2-naphthoate)] (1/1)

5513 CaHzrCIN20:2 - CzsHisO6

e 763.27

PR RSO BIEOR KT, 1I2BWiE% {, HIEPIZE V. N, N-
FAFNVAENLT I FIZETR T TP VICEITIZCC K AT =)L,
Ly =) (95) NETYTFNI—FNVIITEAERT RV,
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