20204F12HeZiT (5160

BF kSR
HhHAE - 54

7 LIV X — AR R E Al
ENOXS OCNEREN TRV - K20y T

AARREHRDERES
871179

P35I R-Pn7roi 25mg
?EE\»DJ; P77 1) 50mg
PRSYIT-Pr513097°2.5%

Atarax®-P Capsules 25mg * 50mg
Atarax®-P Dry Syrup 2.5%

) R - ERSEOLTEIC LT A 2 L

71 7V 25mg 71 7 & )V50mg FoA4uy 7

ARES 21800AMX10084 21800AMX10085 21800AMX10349
Bk 5% B 48 19654121 19694121 19814:9H

2. o=

IS IT

2.2 RVv741)

2.1 KA DT

VIED B

(ROBEICIIBELEVIE)
CFVI U ERT I UFEK, T I )T A
IF LIV It LBBIEOBEAED H 2 BEY

2.3 Il USIHEIR L T 2 TR0 & 5 ik [9.5Z ]

3. #EBK - MK
3.1
Bz s TE Ty AP TE T AP T8 T AP
e %1 74V 25mg # 74 V50mg K940y 72.5%
15 7 lg
HE vrFo*xsy | HE evrFexyY | HR erFodxsy
55 W 2ONERRYE VNE VST
42.61mg 85.22mg 42 .6mg

QRN E RS 1
Hi25mgl2 A 24)

(e Fo Xy v Uik
HE50mg (A 2)

Q= AP S 1
15 25mgl2 ki)

& o

Py EOIVFYT
UL P AT T
M A VAR
79 VEEEES )
A

(1 7R VARAR) BRAL
F5 Ty ViR
F R YA, 5
Hlsg, ks’

ryEQITTUT
V. HME AT T
VR T AT T A,
7 ) VEREES )
oA

(h 7R VA Bt
FE v TV
[ by AL W
[ el RPN
w5, Hals

FUBE AR AT W, 1 HE
AV AT =AY
T AL IV AT — A
FhrUT A oA
VY MY AKA
AR e S/ =N
FWTF N, NTF
FURHERT O
Vo Bk @SS

3.2 WADOERK

WG 4 S (mm) W — < %
k-4 k-4
755y s AP ©:[4.9 & e
#Tenmg | =120 i EF 4 R
559 7

75 7 v AP

> @
542 542

O

el

71 7+ L50mg fe— 135— £42 K74 Ffn
459 TN

7455 v AP B - ke

KIA4 1y 72.5% KL

4. REEX IR

OEmB. RERBICHSEE (B - RERX. REEEE)
OMRFEICH T 2FR - Bk - W50

6. RERUVAE

FERERHEICIZ, e O3 Y U oSEfEL LT, BEKRALHSS

~128mg (b P v UMM & L C50~75mg) %2~3[EI2%
EHREO 53 %,

FEEIZ BT A% - Bk - #19 DI12IE, e Fud oV LN EfidE
E LT, BRI ALN128~255mg (b Ko ¥ VIR & L 75
~150mg) % 3~4RNZERE %5 5,

BBy AR, ERICX ) BEERT 5.

8. ERLERNER
(RhEESE)
8.1 [IRXAZMES 2 LAH A DT, AAFGHOEFHITIZABEOLK
SFEl e ) BMHO B IR S E RV L) ERT 52 &
BRPS. RERBICHOIEE (B5 - RER. REEEE)
8.2 A G2 &L V) BB OUED TR SN2 WIEIZIE, FANC
K2R ERERE Z R L T 2k s 5 % S R MEE AT ) 2 ko

9. BENHERE2HI2EEICHETEE
9.1 &6HE - MERZEDH 5 EE
9.1.1 TAPAZOEEMKER. I hsDEREEDH 28%E
TR H AT S5 DD 5,
9.1.2 QTERD $» 3 BE (kXMQTEREMREE). FHLKRIRY
BHYU Y LIMESEN & 2 EE
QTHEE:, 0244 (torsades de pointes% &ir) ZRI$Z &
HbHo [10.2, 11.1.22H1]
9.1.3 TRNEZE
- BABEOBREY
- BIMLRAE RS TEBREE ICEAEMABRDH 5 BEY
- EEBHENEDEEY
- RAEDEE
- BREMHEMEE X ISP+ EBEREEELEEES KT LT
WBEEY
cFERREFRBLPTVIREICH 28E
AREOFLT ) AEHIC L VIERIEAT 2 BEND D 5,
9.2 BiEEETEE
HEEEIEEOERED D 5 BH T REAERE L7z &
DOMEND Lo [16.6.15]
9.3 FFi¥eEREEEE
MR EE R IE R L 72 & oEDH 5. [16.6.25 1]
9.5 iTi%
TR O3ITR L C W A TRE O & 2 i3S L e nwZ & TR
W (3937 H) ICARF 2 G- S gkns, OBREOHFEY A
TLWAEWMELEORENDH LY, T2, TIRFOHEGIZED,
IEE A IR, WSS . BEBLREIR, SEAmb RS, MR
PEEB), AR S ORI RAEIR, B A IR IHE D D &
bz & OMENDH 51V, [2.38]

9.6 BILw
BAZMTSEL T Lo KHDE PREFHICRAITT 20089 2135
STV WA, FZA PO LRI P, BRI 2% 5
DIz DWEN D %o

9.8 S

WEST LR EFEETL T L
W5, [16.6.3%1H]

10. HEEHA
RHFNE, n vitroEBRIZIB W T, Tk L TCYP3A4/CYP3ASK U7
VA=V KREBRETRHF SN 2 HEEINTwE720, Th
SOHEMNHHELR T HEST 2 A EMH L7206, AF oM
HLEATLEBENDH 5, [16.4.25H]

— R\ S TR RE MY L C



10.2 FRERE BFRICERTS L)

S %

FRPRAEIR - $51E 7715

B - b1

NIV e — VERFFEAR - R
7 5] 465 0D F R i fE 0 ) 541
ThaA—=)V, BT IVER
{LRE%E (MAO) BHEH

I £ 8T 5 52
BB OTHET B %
EREISEG A,

W] & & |2 A ) 1
HEAT B0, BFHICK
DIERAHEREN D BLh
Wb

Ny CAF, rayrx
AT T —¥XH (AARFT
3B

Z NS OFEFHONEH % i85
EEDLBENNDH L,

AHNE 2 S OFH OVER
LT 22 EN D Do

YAFT Y

VAFVVEOHMIC
0« AR O I E S 1 5
L7z o#ERH 57,

¥ RAF TV IEARA ORI
TOELNRBBHEETD
% CYP1A2. CYP2C19.
CYP2D6., CYP3A4,
CYP3AS5% FHE L. A#H| D
R PRl RIS 25,

AEREZTI SR TBZA
DdBEH] (PN v

BRI & 0 O AR IR S
DEIERY S &b/t D

& IME RO RIEH &
RITBENWDD S,

[9.1.2, 11.1.2&5/]

N BRIEE) HEhH %o
QTIER 2 23 2 & A% | QTIEE LM (torsades | RIS & ) QTIEE A 254
STV % 35 de pointes% & ir) ## I | MENLBEZNNEDH D,

TEETNWEH D,

1. BMER

ROBWERDPHHDND LD B DT, BT TIAT,
BRSO N7 A 3G 2 Ik § 2 % SE R LEEAT) Z Lo

1.1 EXLEMER

N avy GEERE), 7F745%2— HERH)
RS MOERASTUR ., MR, VPR RS, PEI A . MRS
W OONIGEIITHEG 2R L, @Y RLEZIT) 2 &,
11.1.2 QTEE EEAH). HESEHA (torsades de pointesz &E)

(HEEAH)
[9.1.2, 10.2&H]

11.1.3 FAREEEE (HEAH) ., BE (HEAH)
AST. ALT. y-GTP® LS54 Pk fFkkhelin, #Esd 5bh

LBIENDHD,

11.1.4 SMASMRBSUIREE (FEZAN)

1.2 ZOfLDEIEA

16. ZEYEHRE

16.1 MigE

16.1.1 BERS
b FOF T Y UEBE A EERA (TA) 120, 7Tme/kg A 1#% 5 (0>
T L 7oAE R B 5 R0 R oo I R 1342 . 6ng/mL. 2 [ T70.0ng/
mL. 248 T13.6ng/mL & % V) . ZOHREEME20. 01 TH - 728 (5
itk v~ ~ 77713 GHEAT—%),

mp | G Tona t2 ST TV A vd AUC

(ng/mL) (hr) (hr) (mL/min‘kg) | (L/kg) | (ng-hr/mL)
MR | 7 | 72.5%11.1 | 2.1%0.4 {20.024.1| 9.8%32 |16.0£3.0 | 642.0~1581.2
16.3 910

16.3.1 Ik — ABAFT @R M

j‘%)‘ﬁ?%g,m)o
16.3.2 BERADOBITH

WY A0 HL, b oy Y VIEEREESNORRIC L 0. Sk S
THAER OapgarfR U B 52 v e gz 5N,
16.4 X3
16.4.1 RBHRR

L ROF YV FTRBI SIS,
16.4.2 KBS T 28R

F: X LCCYP3A4/CYP3AS K N7 )V I — VK EREE CREF X 15, [10. 2]
16.4.3 REMOEHDOHE

v OFERBY & LC, RARIEIER A 2 (e A8 3 AMERE S O
WHELT )P rad DA, RHEEEOFMIIOWTEH LA TRV,
16.6 HEDEREH T 2EE
16.6.1 BiEREEERE

b ROy D r A B ERE RS L, ANEDBIRE R R L o
v L, DT OREL Y, BREREEESETIRE FO X2 Y v ot
WEMTH LT ) VU ORGHE, v F) YV Ouar EE &L L)
MEENTV20T, BEREREE~O%KSIE, e FOx s Y v off AR
MR 2 WHEEN D %o

tF1) U 10mg% . R (Normal, Group 1), EHfemEEHE (Mild,
Group II. Moderate, Group 1) (Z#¢5 L. IRNEIREZ RG] L7ok5 48, ke
BB L, BRRERE B E Tk, SR RHVA/FIZE, BRSNS,
taldER L2 ) 77 2 ATBC/FIRRME & 7 o 729 (FHEIA T — %) 0 [9. 25 1]

191, |- 19t R Normal, Group I | Mild, Group II | Moderate, Group I
—— - —— (n=5) (n=5) (n=5)
KA AR | IR BRI | D Fw A, AR ES), Rl i, n n n
. G5 . SEEL RIL. Twax (hr) 0.9%0.2 1.1+0.2 2.2%1.1
R Cmax (ng/mL) 313+45 356+ 64 357172
HiLE 138, ZRAR, | AUC (mg-hr/L) 2.7%0.4 6.9+1.8 10.7+2.4
AP, TEA - TR
A, W - W we () 7.4%3.0 19.2+3.3 20.9+4.4
p? m i3
LR MEERET TBC/F (mL/hr/kg) 47+7 17+4 154
SEFBE 3% KLBE, LTS IR, (RS
o " VA/F (L/kg) 0.50+0.07 0.46%0.1 0.54+0.21
FLBE ALHZAE. 29 %, HHEE = g
— VT TR
Zofl T R 5 me/min?/ 40.5+10.1 7.1%3.6 2.8%1.5
a) FIVERISEBUREE DSARE & 70 2 AR %2 0 L TV o7z, FEBUREE 2D W TR FFEFAl SLTF =) T TR
FRIZ BT 530k A S8 18R/ L 72, (mL./min) 122+16 44+11 19+10

12. BRBRERRICRIFTHE
RENET LV Y OB RIS 2720, 7 LV > BN BOSRAE 3L
IZAGEB R T E S 54 7% < & EHET L ) AH o5 2 h
522 EDET L,

13. BEHS
13.1 fER

WO, T2, FAUSIRE, R, JimE, BERkLNVORT,
Wi 5 - M25EAY b b 2 Ehd Do

13.2 @

IUEATY VEAEEH & R S5 BENH D D O THRG L 2w

CENEE L

14, BAEDZEE
141 EHZMNEFOEE

PTPRZEDIHIIPTPY — b2 SHY INL TR 2 £ ) #5895 2
Lo PTPY— FOFEKIZ LY WVEIAEA BRI L, T2
1322 B L THERI SO EE LR GIHER T 22 L0 5.

16.6.2 FF#pEREERE
b PO ¥ D VRO . Tme/kg (20 v 7)) & ESSHERR AT REZE o B
HOMNICHIFE 5 L7243 120 FHME1236.6£13.1hr TH 1) . KA O
tiz 20,054 Thril B L CIER L7z, F72. & FRF 2 0 OFECHED
THoEF )Y Dted FAEEETIIEERADL. 11.4=3. Thr& kL
25.0%8.2hrlZHER L 72 (JHEIAT— %), [9.351R]

TERERA I RERE 5 B
(n=7) (n=8)

A (yr) 29.3+9.4 53.4%+11.2
L FE%3 Y Y | Coee (ng/mlL) 72.5+11.1 116.5%60.6

Tuas (hr) 2.1%0.4 2.3%0.7

tyz (hr) 20.0%4.1 36.6+13.1

2175 A (mL/min/kg) 9.8+3.2 8.7+7.5

vd (L/kg) 16.0£3.0 22.7+13.3

LFY T Cmax (ng/mL) 373.8+157.6 500.4+302.0

Twas (hr) 3.8%0.9 4.8+2.8

vz (hr) 11.4%3.1 25.0+8.2

16.6.3 EisE
R Uy Y R & SRS (FH960.58) 120.Tme/ke (F3Y
19mg) HUEHEIHES LA, UGS X 5 R R b R O I
BRI SIS GHIAT =)o [9.851H]



PoiEasi 7T TR tiz AUC
(L) (mL/min/kg) (hr) (ng - hr/mL)
TR 22.5+6.3 9.6%3.2 29.3+10.1 1383.1+1039.0
HAAREHER 16.0+3.0 9.8+3.3 20.0%4.1 642.0+1581.2
18. EhEEIE
18.1 {EA#E

18.1.1 hiRINFEI(ERA
b RFEF D L, HR BURTEE, KBGEESR 7 SRR L. PR
AERTHDOLEEZ LN TNDY,
18.1.2 i7 LIV X —1EA
LROxy Y UL, EMEOe 28 I vEEEICBLTR RS IV EEES
L BAY I V2B R ET 205 HET LI LTk A5 3 AER (HL
SERRFEIUER) &R0,
18.2 Exh& B 2 HABRIE
18.2.1 chixiNEI{EA
L RO Y AL BAAIC X 5~ AEBTEN A LB R 2 R T
BERG T v MIBITRHULENL, 7Ly 7ERL Y FERIZR%TH L,
EROFL It Y POTEELL RZLEDBF L 2 < EE)IR L CHE
TERZRTH, B 5L 7Y = EHIERRD SN TR nY,
18.2.2 7 LILX—1ER
L RaFxs P ik, BVE Y MIFEBEREISS LT AT LV EF—
ERZ T 52 EDMERINT VLY,
in vitro (FHGE) TAHEREAY I VEMIEY 722 F9 32 L3RR
JECL EFE A, ELVEY PO AY I UEILE (RTEES) 2HEIC, e F
UF IO Ay I AMEHERE TS L. & Fad o P U551 E
BOLYAY I VELEIL, MO, 20065, 24R B OZII600f5E D A
HIDHRS TR 27 I AERE AT 5 Z LRI EN TV LY,
Pk 24 3 VR GtRoe 28 3 ¥ OFGER ORER)

R o o 0 L P
i 14531 3045 TR ARFH] 2 245
#EIT 2.5mg/kg - 600 1,200 800 600
#E 2.5mg/kg 25PF 600 800 600 400

19. BRSBTS EEEHREA

—figRs e Fua¥ o P e f#EE (Hydroxyzine Pamoate)

b4« 2-(2- 14-[ (RS) - (4-Chlorophenyl) phenylmethyl] piperazin-1-yl}
ethoxy) ethanol mono [4,4' -methylenebis (3-hydroxy-2-naphthoate)] (1/1)

573 1 CaHzrCIN202 + CzsHi606

gy fi  763.27

PEIR @ AR B ORKREOB KT, 1I2BWIE7% <, BRIZEITE V., N, N-
VAFNVARVAT I FIZETFRT T P BT KR XY 72—,
IH )= (95) NIV ZF NI —FIVIZIFE A EET RV,

bzt
OO COzH
OH
OH
OO COzH

RUHGRENS

H‘D'w:]\/\yAw/w

20. BRIV EDEE
(PRS5YIA-PRKSA 0y 72.5%)
SEBITES L TRET 2 L,

22, A%

(BT ZA-PHTEIL25mg)
10074 7+ v [10% 7+t (PTP) x10]
5007 7V (]

(B9 Z-PHTEI50mg)

50074 7t [104 7k (PTP) x50]

(PRSI A-PRSA 0Oy 72.5%)
500g (3]
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