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2. B2 (ROBHEICEHFESELEWNIE)

2.1 KEIOBG v F )y ERTIUFEEK, TI T4 v,
IF LI T7 I K LBEEO AR H 5 BEY

2.2 RVT 41) VIEDBHY

2.3 MR USHIR L TV B0 & 5 ik [9.521]]

3. #8RK - MR

3.1 #%
1g

RIS HIF b FOfy v/ 8E/EE 170.4mg
(e Fo ¥y Y U HEE L LCT100mglitiy)
FUHEAFI
ElIE] V) VERKFE A VT A IKFI)

=i

3.2 WH DMK
FHNL, HOOPHTH 5,

4. BEERIIHHR
OEMB. RERBICHESEE (5 - REX.
O#RREICH T 2F% - Bk - 150

6. HiERUAE
RIS IE, B FO 32 Y U oNEREL LT, BERALASS
~128mg (b Fo ¥ P UHFE L L C50~75mg) % 2~3ME25
HROHG53 5,
REAE IC BT A AR - IR - 19 DIl2id, e o ¥ o2 ek
L LT, BEMALIHLI28~255mg (b Ko ¥ ViRt & LC75
~150mg) % 3~4RNZ 5 ERR %53 5,
B, AEE. RIS XD EEHERT 5,

8. EELEANEE

(hEEHE)

8.1 IRAZMT I &25H 5D T, RHE G- o B 1213 HEYHE Oz
HfE g a fE ) B OBEIC IR F SV E I EET L L,

(ZRS. RBRBICHEIRE (RS - KEX. REREE)

8.2 RHIFLG1Z & 0 BB RBOYFED RO LN WA ITIE, RAN
LR EER A EE L S E kT A EEI A MERIT) 2 &,

9. RENERZHI2BEICHTIEE
9.1 ABHE - MEEZEDH 2 EE
9.1.1 TAPAZEDEEMEKE. XIIhSDOBEEDH 58E
FEREE AR T S5 20D 5,
9.1.2 QTERD » 3 BF (AXMQTERERESE). ZEHLBRIRY
BEAHY Y LIMFEEN H 2 EE
QTHEE:, LZHHHT (torsades de pointesZ &) Z#EI$Z &8
H5. [10.2, 11.1.2%0K]
9.1.3 TN &EH
- RAEOBREY
- BIMLRABE R E TERREE ICEAEMARBDH 3 BEY
- EEBHENEDEEY
- BRAEDBRE
- BEEMEEMEE X LM+ EEAESELEESHIETLT
W EEY
AERERBFELPTVIREBICH 2 EE
AFNOFLA ) ANEHIC L VIERDEALT 2B 20D 5.

R BB REIE)

9.2 BERmEREERE

ARSI EEDOBIRE D & 2 BE TR e L7z &

DEDD B [16.6

3 PR ERE

A2

MR EE R DS IE R L 72 & OMED D 5o [16.6.25:H]

.5 1w

TR SUIIEIR L TV 2 W RBIED & 2 MEIZ 1335 L v 2 & o #ER
M (8932 ) AR RIS SN, NEREOFHEH
T2WEMELZEOMEND LY. Tz, MEPOKGI2LD,

HEE B AR R B BRIRT . BEBUIEIR, SRS E

KA

PEESY, PHCEEIIRISE O R REIR, B R ER TR D
bzt oWisnrd 50, [2.35MK]

.6 Bilw

BALWTSEL T Lo KFD e PREFHICRAITT 20089 2135
SNTW s, I oA NI PRI, BRI 23 5
DIz DWEN D Lo

.8 EkE

WEST L% EEET L2 L0 —RICHEEE TIZAEMERLT LT

Wb, [16.6.3%H]

10. HEE(EA

FENES i vitroBBRIZ BT, & L TCYP3A4/CYP3AS L UN T

W — VKRR TR ENE Z LPME SN TN L0,
b OIEMNHIER 2 ME S LR N L720a,

HLEATLEBENDH 5, [16.4.25H]

10.2 GHAEE BHRICEETS L)

h
RFH D AL i g

5%

FRRIRAEAR - H51E 5

B - kKT

NV E Y — VERFHELR - R
Tk 351 45 0 v RR 0 6 4 )
Tha—), )T IV
1Ll (MAO) Bst#

MHEIERM WG 252
Nhid YO THES 5%
CEECHGT T L,

) & b 2 AR AR R
HEHT L7720, PFHICX
DIEH DR SN D B L
&b

NFCAF v, fray) vz
AT T —EH (AARFT
3V BALAE)

NS OEHIOVEH % ES
SELBTNYH LY,

AHENE NS OFF OIEH
LHMT 20 H %,

VAFTY Y

VAFY LD X
D\ A O E A 5
L7z s H 57,

VAT T IR ARH O
TOERMNBBETH
% CYP1A2, CYP2C19.
CYP2D6. CYP3A4,
CYP3AS5% [ L. KHID
fCH, PR Z RIS 5,

TERETI SR T BZN
D HIEF) (x> v
TN R A

BEFILS & 0 2 AR e R 5
DEIWERD & &bz & D
WD % o

EHITLMERORER %
BIITBLIWDN Db,

QTR Z# =4 2 L%
5T % HeH]
[9.1.2. 11.1.25]

QTHE L2247 (torsades
de pointes# & i) %L
TBENWDH L,

P & ) QTIERAE A%
BENDBLEND DS,

1. BEA

WROBRWERDH HbIND I ENHLDOT, BEr 5T, By
PO SN GE TG PIEd 5% ST A MEZ 1T 2 &,

1.1 EXLEMER
MAA Payy BEEAWH) ., PF747%>— HEARH)

G IR, TRRBETRIE ., PRGN, BHIE . MR
Do b b3 G ek Uy S 2REZTT) 2 Lo

CBEEAH)
[9.1.2. 10.2ZH]

11.1.2 QTER HEAH), HESEI (torsades de pointesx&1)



11.1.3 H%EEEE (%EF{KEU%% ﬁﬁ (%EFEK%) Normal, Group I | Mild, Group II | Moderate, Group II
AST. ALT. y-GTP® EHSE% ) e E. #EDH 5 b (n=5) (n=5) (n=5)
L ENDH D, Tmax (hr) 0.9%0.2 1.1+0.2 2.2%1.1

11.1.4 AMARERSHEIRAERE (AR Cmax (ng/mL) 313+45 356+ 64 357172

1.2 2OOE1ER AUC (mg-hr/L) 2.7+0.4 6.9+1.8 10.7+2.4

A o pr—— 2 (hr) 7.4%3.0 19.2%3.3 20.9+4.4
Hi AR | IR R | D E e, FHERE), IR, S0 TBC/F (ml/hr/kg) 7T 174 154
SHI . SJH. B, SEEL. IR, Vd/F (L/kg) 0.50+0.07 0.46+0.1 0.54+0.21
T - N
BT I A - . N
e LI, EACRIE. T | (mL/min) 40-5:10.1 11236 2.8+15
Ak, W4 - W . -
e ILTT = I T T A 12216 44211 1910
WEE 2 IERET (mL/min)
A 595 KIHE, SHS AR, RN 16.6.2 FFREREEBE

RLBE, KLEIE. 293, FEE
Z 0t Tl JRPA. FE#
a) BIVEFSSBUBREASHIRE & 7 2 AT & FE L T 7zsd, SR IC OV CIE AR
BRI B 5 30 E B IR L7z
12. BBRBERERICRIFTHE
RHENET LIVT vy RISl $ 5720, 7 LIVr v BN RISHER L
TRE BB E S 5 7% < &S5RI & ) AH oG %
IET5ZEREF LV,

13. BEHRE

13.1 fER
WEEOER, F 7o, AR, R IRIIE, B L OV,
NG5 - WEEEE25d H b b 2 &5 5,

13.2 g
IR VIAEERAE SR S5 B0 H 5O TR Lin
ZENET L\,

16. EMENRE
16.1 Mgk
16.1.1 BEKRE
b Ny Y VHEBE R EERA (TA) 120, 7Tmg/kgH ARG (v a v
T L 7zAE R %5 BRI o i P EE 1242 6ng/mL. 28F [ T70.0ng/
mL. 24K5[T13.6ng/mL& 7% V) . ZF DR 41320 0B TdH - 728 (%
Witk ra< b7 748 GHEAT—%).

3 Crnax Tmax tiz INT T A Vd AUC
(ng/mL) (hr) (hr) (mL/min/kg) | (L/kg) (ng - hr/mL)
RN | 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 90

16.3.1 I —RREEFT@E M

ﬁi@j—%g.lmc
16.3.2 BREADOBIT

BT 500, (HL, b Fo¥xy Y yEBIEES ORI LY. SihiS
THAER Dapgarff BB G2 v EEZ 5N LY,
16.4 X3
16.4.1 XHHREE

v roxy Y r3FCREEN S,
16.4.2 R ICEIE§ BEE%R

F & L TCCYP3A4/CYP3AS K N7 )V a — VK FER G CREN SN 5. [10. S]]
16.4.3 KBEMOEHDH &

v OFEERBY & LC, HARIEIER A e A8 3 AERE S OuhE
WHEYT )T rad DA, REBEEOFHIZOWTEH LA TRV,
16.6 BHEDEREH T 2EE
16.6.1 Bi#gEEERE

L RO XYYy R B E R T L AR SR B A MG L 22 1
o HL, TR LD, BRETEZ T Fuod v Y v iR
HEMTH DT ) T v OFGHEIZ, £ F) VY DtupF LR S5 2 L)
WESNTWEOT, BREEERE~OEZG L, e FuF s I v ol
MR D HEMED D 5o

tF1) U 10mg% . R (Normal, Group 1), ¥HfemEEE (Mild,
Group II. Moderate, Group II) (Z#:5-L. (RNBhEEZ MaT L 7oA, e
BB L, B E B E Tk SR EVA/FICIE, BRSNS,
t2d IR L 82 ) 7T ¥ ATBC/FIMEE L 7 o 72 (MHEAN T — 4 ). [9.25:H ]

b FaF Y UHERRIEO. Tme/kg (S 1y FiE)  F ESSVEIH AT Z 0 B
HYMNITHIEL G L7455 020 FHMEI1£36.6+13. 1hr TH 1) . HEHEBA O
trz 20.0%4. 1hriZ B L THER L7z F720 & Fu X2 v oiFHRHEY
THDHEF VIOt FEEFETITRERAOL:. 11.4%3. Thrk JLEEL
25.0%8. 2hr|ZfER L7z (JHEAT— %), [9.35H]

RN I H R
(n=7) (n=8)

Al (yr) 29.3+9.4 53.4%11.2
b FE¥2 P | Coa (ng/mL) 72.5+11.1 116.5+60.6

Tmax (hr) 2.1+0.4 2.3+0.7

tiz (hr) 20.0%4.1 36.6+13.1

27177 A (mL/min/kg) 9.8+3.2 8.7x7.5

vd (L/kg) 16.0+3.0 22.7+13.3

tF) Ty Cumax (ng/mL) 373.8*157.6 500.4+302.0

Twax (hr) 3.8%£0.9 4.8+2.8

tiz (hr) 11.4+3.1 25.0+8.2

16.6.3 EisE
v oy YV IEIRIE & Sl i E 9% (F1969.5m) 120.7mg/kg (P39
49mg) HPEHS L7225 R IS X 2 0 AR QR 2 5 P o it &
WD LN FHEANT =), [9.821#]

PaziiEasisy IINT TR tiz AUC
(L) (mL/min/kg) (hr) (ng + hr/mL)
R 22.5%6.3 9.6+3.2 29.3%10.1 1383.1%1039.0
AR S 16.0+3.0 9.8+3.3 20.0+4.1 642.0+1581.2
18. EERpEEIE
18.1 1EA#F

18.1.1 hiRINEI(ER
L ROF D E, BUR, BURTHE, KBOEESR 7 SRR L AR i
HERTHOLEZ LN TWVDY,
18.1.2 7 LIV X —1EA
L ROFy Y g, ERROY A8 I VEEEICBWTEAY IV EES
L LAY I UDERERICHEET 202 MET LI LT 2% 3 VM (H1
SERRTEPUER) &R0,
18.2 Exh & BT (T 2 HBRKIE
18.2.1 hiRINEI1ERA
L ROF Y AL BRI L 5~ AEBTEN A L BN R 2 R
BEEEST Y MBI 2BULERIE, 70l Y 7EREEY FERIFR%ETH L,
EROFXF Y iE, Ty FOTEREV L R LDZE L EB)R L CHIH]
TEMZRTH, 5 LT =R ST nd,
18.2.2 M7 LILX—{ERA
v FOFo Y03, BIVE Y MIIEEIERBICR LTy WA T LIV E—
TERZHT 52 EDMERINT VLY,
in vitro (FEHBE) THAHL AY I VERIRY 72 F9 32 LIFIZRE
2L EFE BN, ELVEY O RS I UHEGLE (R TES) 2EIC, e F
OXT IO AY I EHEBE T 5 &, & N F s D VRO G 1R
B Ay I UEFLEIX. FROL, 20065, 248 RO 210360065 & 2 0 AR
FI2SR ) TR 23T e A5 I UMERA AT 2 2 LS NS TV R,
Pie 2% 3 UFH GO e 28 3 v OFIER O
I ]

b 157 305 LEITE AW | 24mERTe
ERaEReS
#EI 2.5mg/kg - 600 1,200 800 600

#HE 2.5mg/kg 25LLF 600 800 600 400




19. FRIHRSICET 2L R

—fg4Er T b RO ¥ Y U EfE (Hydroxyzine Pamoate)

1b2244 © 2-(2- {4-[ (RS) - (4-Chlorophenyl) phenylmethyl]piperazin-1-ylf
ethoxy) ethanol mono [4,4 -methylenebis (3-hydroxy-2-naphthoate)] (1/1)

43130 0 CaHzCIN202 - C2sHisOs

e 763.27

TR ARSI O BEOR KT, 1I2BWIE% {, HWIE» I8 V. N, N-
TAFNVARNVAT I FIETFRT L7 P VICBEFISC KR 28 7 =)L,
I8 =) (95) MEYVIFNI—FVIZIEEALET RV,

20 FE
O O COzH
OH
OH
OO COzH
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