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3. #Emk - MR
3.1 #Rk
o 75Ty AP TGy AP 7459 AP
e 71 7 L 25mg 7 74 L50mg Ko Aoy 72.5%
1% 7 g
HE erFofsy | HF erFoxsy | HE erFoxvy
5 sy VONEERE VNE R VST
42.61mg 85.22mg 42.6mg
(e FEFT Y VR | (e Fax s D UERE | (v XY ViER
Hi25mgl2AH2) HE50mg 2 AH2) Hi25mg 2 AH2Y)
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WiE4 H4IE (mm) Bl —F EELES
k-4 >
755y AP ©:[4.9 & e
# 7V 2Bmg f«—12.0—] sa1 RF A ek
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755y A-p| N2 L @:[5.3 @ ST ke
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FEERHEIICIZ, B FaF oY oo EiREE LT,
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9.1 &6HE - MERZEDH 5 EE
9.1.1 TAPAZOEEMKER. I hsDOBREEDH 28%E
FEEHEA LT S5 280D 5,
9.1.2 QTERD #» 3 BE (ARXMQTEREMREE).
BEAHY Y LMGEENH 2 EE
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MR EE R IE R L 72 & oEDH 5. [16.6.25 1]
9.5 iTi%
TR SRR L T 2 WTREE O & 2 PRI 135 L 7%
W (937 ) AR 25 Sz DS, O ""5"50)#3?/5:%5
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5 OIYCHTESR & HET H3H) & R L7254 AF oMz
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AHNE 2D OFH OVER
LT 22 EN D Do

3 v RALAE)
YAFVY VAFV Y EOFBICE | Y AT Y VI AH O
D, AAOMARES LR | TOE 2 RBHHEETH
L7k oind 57, % CYP1A2, CYP2C19.
CYP2D6. CYP3A4,

CYP3AS5% MHE L. A#K| D
R PRl RIE S &2,

TNERZGI RSB | fRHIIC X D CEEAIRSE | & b 10MmERORIE %
D& HEH) (V) v | ORERES Sbhizb o | BT BZhh b5,
N EREA) DD %o

QTIER ZH 2§ 2 &A% | QTHEE L4 (torsade | BEAIIC & Y QTHERAEH A58

S5NT W5 3EH de pointes% & tr) I | HMEINLIBENSDH S,
[9.1.2, 11.1.2%8] TBENDD D,
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1.1 Ektiﬁ'ﬁ’ﬁﬁﬁ

A 2avyy BEAH)., 7FI71453x%2— BERH)
FHIRIE H@-ﬁ%l%é« WESFIFNE, TR RIS, PET A . MR T

N O bNIHE IS EHILL, BYRRELT) 2 &
11.1.2 QTEER (%ﬁ&‘ﬂ‘ﬁﬂ)\ DESFH (torsade de pomtes’&at‘)
(B EZAT)

[9.1.2, 10.2&H]

11.1.3 FHEERRE OB, #E (HE THH)

16. ZEYEHRE
16.1 MAigE
16.1.1 BERS
b FOF Y Y U A EERA (TA) 120, 7Tme/kg A% (0>
T L 7oAE R B 5t R oo i R EE 1342 . 6ng/mL. 2 [ T70.0ng/
mL. 24FEHT13.6ng/mL & 7% V) . 2 OFAEINIX20 0B TH - 728 (7
ik a< b 77 748) GHEAT—%),

m | G Tona t2 JITTYA vd AUC
(ng/mL) (hr) (hr) (mL/min‘kg) | (L/kg) | (ng-hr/mL)
MR | 7 | 72.5%11.1 | 2104 {20.024.1|  9.8%32 |16.0£3.0 | 642.0~1581.2

16.3 910
16.3.1 Ik — ABAPT @R M
T 5010,
16.3.2 BRRADOBITH
#5000, HL, b FOx Y Y UHEBEES ORI L Y. S S
THA W Dapgarfe B4R I B L2 52 hnweEZ 5L,
16.4 X3
16.4.1 XHBHREE
S A BV R RS (I
16.4.2 KBS T 2EBFH
F & LTCYP3A4/CYP3ASK OV 7 )V a— VK ERZ CRE# S5, [10. 2]
16.4.3 REMOEHDOHE
v OFERBY & LC, HARIEIER A 2 (e A5 3 AMERE S U
WEYT )Y Bd 50, REHEEFEOFMII OV TEHS TRV,
16.6 HEDEREH T 2EE
16.6.1 Bi#EREERE
b ROy D r A B ERE IS L, RNSEBIRE & G L o
v, HL, DToMRELD, BEEEEEZ Clde FuXx s P v olitkit
WEWTH LT ) T v OBGRZ, Jc-f'} VrDupR RS D I LN
WHEINTVLOT, BHERERE~NOLTIZ. e FO X2 oD
IERT 2R D % .

AST, ALT. y-GTP®O_LH&%pE) JFHRERE, FIEA D 5 bl tF1) Y 10mg% ., A (Normal, Group I). EHfeRiEEHE (Mild,
LHIENDD, Group II. Moderate, Group II) \Z#%5-L. fhNBhEE % MG L7452, e
11.1.4 AMAFRMRSHEAERE (HEAH) BB L . BRI E B T, DB MVA/FIZIE, ALV,
1.2 ZOOEHER IR L #2177 2 ATBC/FIREAE & 7% - 72 FHEIAT— 5) 0 [9.22: ]
191, |- 19t R Normal, Group I | Mild, Group II | Moderate, Group II
. S —— (n=5) (n=5) (n=5)
KA - AR | RS, BRIE (o F v A, AR ES), Rl o, " " n
G L, B, $EEL. IR Tumax (hr) 0.9+0.2 1.1+0.2 2.2x1.1
fEHR Cmax (ng/mL) 313£45 356 =64 357172
bER(w 138, AR, HH | R AUC (mg-hr/L) 2.7+0.4 6.9+1.8 10.7+2.4
B WS- W te (hr) 7.4%3.0 19.2+3.3 20.9+4.4
TEE MR T TBC/F (mL/hr/kg) 477 17+4 15+4
B P STBE. T8 IMILALHE, I - -
SIBE. SLHE. 205, S Vd/F (L/kg) 0.50%0.07 0.46=0.1 0.54%0.21
=4 1 =
ot G, RHL. S8 fmi/’m”i'n?” 40.5+10.1 7.1£3.6 2.81.5
a) EM’Eﬁ%?“iﬁ&ﬁJﬁ#WE&f DA R ER L TR Wiz, FEBUBHEIC D W I SLTF =TT YR i
BT LMk B EIER L7, (tnL/min) 122+16 44+11 19+10

12. BRBRERRICRIFTHE
RENET LV Y BOGE IS 27200 7 LV > BN BOSRAE 3L
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L322 ENREE L
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13.1 fERR
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A - WEIEEEDS D H b b 2 EDH S,
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13.2 g
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14, BAEDEE

141 EHZMNEFOEE
PTPUEDFEANIPTPY — S L TR 2 X HEET 5 2
Lo PTPY — FOREKIZ L) TVEIAEA BRI L, T2
3L E B LTI EFEOEE R GIHEL T 5 2 WD 5,

16.6.2 FF#pEREERE
L FuF Y UHEMIE0. Tme/kg (P 0y ) & FEEVEIRAEIFEZE 0 B
H8MNICHIFE G- L 74 Hy 120 P M1236.6£13.1hr TH 1) . KA O
tiz 20,054 Thril B L CIER L7z, F72. & FRF 2 v OFECHED
THoHEF )Y Dted FAEERETIIEBERADL. 11.4%3. Thr& kL
25.0%8.2hrlZHER L7 (JHEIAT— %), [9.351R]

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

A (yr) 29.3+9.4 53.4%+11.2
L FE%3 Yy | 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

21 7% A (mL/min/kg) 9.8+3.2 8.7+7.5

vd (L/kg) 16.0£3.0 22.7+13.3
LIV 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 EsE
v ko 3&99‘/1&1@%1&%@&%%%%9% (SF569.5/%) 120.7mg/kg (F35
49mg) HEECHES LoREE. e X 2 5w o s & Bl otk
AR NI GHEAT =), [9.8?2!!’11



PoiEasi 7T 5 YA tiz AUC
(L) (mL/min/kg) (hr) (ng - hr/mL)
T 22.5+6.3 9.6+3.2 29.3+10.1 1383.1+1039.0
HAARE R 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 shiRiMFEI(ERA
L RO F YL, R BURTEE, KBGEESR 7 EVER L. AR
MZERTIDEEZSNTVSY,
18.1.2 7 LI X —1EA
L ROxy Y UL, EMEoe 28 I vEEFICBLTRE RS I U EEES
L BAY I 2B RIS ET 205 HET S 2 LTk A8 3 AEH (HL
SERRFEIUER) &R0,
18.2 Exh& B 2 HABRIE
18.2.1 chixiMEI{EA
L RO Y A3 BAAIC L 5~ AEBTEN A LB R 2 R T
WS T v MIBUAHIMLEHIE, 0Ly TEEFY FEIRIZRETH LY,
LROFL It 9 POTEELL KL D F L 2 < EE)IR L CHE]
R ZRTH, A5 LT —1ERIZED SN T an®,
18.2.2 M7 LILX—1EH
v RaoXs T i, EVEy MIFBRERMBICN LT, W a7 Ly F—
ERZHT 52 EDMHRINT VLY,
in vitro (FHGE) TAHEREAY I VEMIEY 722 F9 32 L3RR
JEICL EFE A, ELVEY PO AY I UEIEE (R TES) 2HEIC, e F
UF IO Ay I AMEHERE TS L. & Fa X P VRS- 11
BOLYAY I VEILEIE, MIEOL1,2006%. 24 B OZIE600f5 L D A
HIDHRS CHARI R 27 I AERE AT 5 Z L0 HL RIS SN TV LY,
PLe 24 3 VR Gt e 28 3~ 0BG R ORER)

b LR 3054 1B % ARER 2451 £
PGk

#I1 2.5me/kg - 600 1,200 800 600
#HE 2.5mg/kg 250 600 800 600 400

19. BRSBTS EEEHREA

— i Rs e Fa¥ o P e lEE (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 + CsHis06

gy fi  763.27

PRI - AR L ORE SR EOR R T, 1I2BWVid 7% < BRIZEIZH V. N, V-
VAFNVARVAT I FIZETFRT T P BT KR AT 72—,
TH )= (95) NIV ZF NI —FIVIZIFE A EET RV,
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OO COzH
OH
OH
OO COzH

RUHGRENS

H‘D'w:]\/\yAw/w

20. BRIV EDEE
(FPRS9IA-PRKSA 0y 72.5%)
SEBITES L TRET 2 L,

22, Ak
(BT ZA-PHTIL25mg)
1007 7+ [10% 7+t (PTP) x10]
5007 7V (K]
(P25 ZX-PH T +I50mg)
500% 7t [10% 7))L (PTP) x50]
(PBRZYIZR-PRIA4 0y 72.5%)
500g (k]
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