és?ﬂﬁnw
*20264F6 A 7T (BB2kk)
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WSTEE SR
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EFOFD D UNERIERK
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9 =B

L BE (ROBEIZFESLAWNIE)

2.1 REIDR Gy BF VO ERTOUFFER TI 740U,
TF L VT 2 ATK LIBEUE OB D & % gD

2.2 BNT 4 U FEOREY

2.3 BRI SUTHENR LTV D ATREMED b 5 &t [9. 55 ]

3. #ARE - MK
3.1 #8k
1gh
HEh Sy AR b Raxyvor ST 170. dng
(b ek i e LT100mgl2FHY)
FLBE KT8
WAl U UERKFE T LT LK)
B
3.2 WHIDOMHEIK

AHNL, HEAOHHITH S,

4. FMEEXITHR
OB, REREBICHSIEE (BF - REX. REEEE)
OMIEIZHEITHFK - &Fik - #15D

6. RZERUA=Z

FERMERICIE, B R D0 e e LT, @A 1A~
128mg (b K a3 PR & L C50~75mg) % 2~3ENZ/HEEN
Bh3 2,

MIREICIB T A AR - BIE - J1 D DI, & Ruf oo r e
L LT, WHAALH128~255mg (b Rm 3o o et & L CT5~
150mg) % 3~4RNZ/EIRR O G35,

R, AR, JERIC X0 EEHET S,

8. EELGEAHEE

(Gheesti®)

8.1 IRK &M Z L3 D DT, AAKSTOBFITITHBHEOER
TFfERE M O MW OBRMEICIIMF S TRV LI EET 5 2 L,

(BB, RERSBIZHSEE (B5 - REX. KEEFEE)

8.2 AAIB AT LV BFRBOBENBD DR EEITIE, KA
L DRERERZZIE L BG4 Pk 572 SR E AT H L,

9. BEDERZATHEBICEHT IR

9.1 BHHE - MERZEDHHEE

9.1.1 TALAZDEEMEER, REFNoDBREROHDHESE
FBBEA K TS E03d 5,

L120TERDH S EE (EXHITERAERES) . EALRKRIRCED
) LMMFEENH D EE
QTHEER: . L=EMFE (torsade de pointesZ&ide) ZEZTZ 0D
5, [10.2, 11.1.2&/]

9.1.3 TEEDEH
- EREOHEEY
- BIARIE RS THREICEHAESERBDH D EEY
- EEGHENEOSEEY
- FREED BE
c BEMEEHEE RIS+ ZIEGAEEEHLEESNETLT

WaEHEY

CFERERBFLOCTVVREICHLEE
AFOFL= Y AR KV IERPEL T DB N H D,

9.2 BHREEEESE

s BE X EEE D BREE O & B B Tl R LR N R LT &
DWEND D, [16.6. 1]

9.3 FFREEERE

MR E IR L7 L OWENH D, [16.6. 258 ]

9.5 HEiE

WS SATIENR L TV D WTREMED 8 5 ZPEITIT R G L72an 2 &, IR
W (K935 A) (ICAF G SR, NEREOFEEHT
WA HE LI E OWMERD DY, Fiz, MR OBEIC XY | HE

HHVEVCBUIR, FEORIET., BEBUER, Ao R

« TREE

B, AR INE] S O RS CRAE IR . BT UREESEE DS S & b
oL OWERDHBHYY, [2. 3B H]

BAHABET SEDHZ &, AEIDRE MERLFIZBITT 2208 5 2
DAILTWRWA, RFLA OFERIC e ], BRETRH 5

P DBRERH D,

9.8 SHnE

WETDREEET DL, —RICHEE TIIAEREENMET LT

W5, [16.6.3%H]

10. HHEERA

AFNL, in vitroBRIZISW T, T & LTCYP3A4/CYP3AB K M L=
—BUKRBER TRBSND Z LR FE ST T2, Thbod

SRR 2 BLE 5 2 8H & P L7 6,

AT rBENANH D, [16.4.258]
10.2 BHREE (BRAISEET B2 L)

ARFNO i R EEADS |

Ao

HRARHEIR - HF 7 i

By - fERIN T

SV — VTR -« FRERA]
Lo R A, 7L —
vy T R EEESE (MAO)
PR 7

MAEIIEHAZHERT 5821
Wi 5" OTHET %7 SIHE
[ 2 RN

[COF- R YN RE LT S
HIEM 2RI 25720,
BRI &0 R 2350
ShoBENRDH D,

NIEATF Y, Hia ) yT AT

IS OIEFN O 2 T S

AENTZ S OFEH D

F—BH| (RARF IR | EBBEARH DY, TER LT 5 2 & n
%) b5,
VAFVY VAFTEDHRICEY | K| ATV UTARA DR

Flom fFEN EH LizE o
WENH D,

i< o> Zp A EE SR T
i %CYPIA2, CYP2C19,
CYP2D6, CYP3A4, CYP3A5
A PRE L, ARHIORH,

Pt &I S5,
FERZGI SR ZTRZOH | SIS X 0 LEERERS O | & HI200E R ORIE
LK RV Y any@g | BERRG b E oW | xR TkThid
Hi%) "D, %o
OMER AR I3 Z LM BN T | QUEER., (L= (torsade de | ffFAIC X v QTEE R FH
[AYE 52 pointesz & ie) #EZTHZ | NI BTN
[9.1.2, 11.1.28M] b s, b5,

1. BlER

WOBWERRHLDOND Z ERHDHDT, BELETIIITITV, B
BB HNIHEITHEG 21T 57 SR AE E21T5 2 &,

1.1 EXLEMER

11 vavy HEERH), 7H743F%F— (HETRH)
L, BOEACDUR, WEERVRAE, PRORINEE, A A, EE T
N HLONIZHEITITRG 2RI L, BORLELZTS Z &,



11.1.2 QTER EEARE) . IDESFIR (torsade de pointesZ&EL)
(BEEEAH)
[9.1.2, 10.2%M]
11.1.3 FF#&REREE (HEARY) . BE (HEEAR)
AST, ALT, y-GTPD RS54 1L FHRERE, BERHHbILD Z
b5,
11.1. 4 2HAKERBERERE (HERY)
11.2 ZtoEIER

1%L 1= 1A B
Rt - iR | IR BRI | D EW Rz, RREEED), R, KA
. Z05E. BURE. SEEL. AR,

EU

16.6 HFEDE
16.6.1 Bi#aE

B Fa v AR

RERTLHBE
BERE

FRAIES L, (RN B2 5T L

ToEITR VY, L, LUTFoER LY, EREREERE CTide Fr

XV COEHRIEHEN THHET Y 2 OB GRFIC,
Dty & IER SED 2 EENRE SN TV O T, HRERE

vFUTV
HEA~

OFELHIE, B X P OERPERE T2 RREERH D,
tF U P 10mg%, R A (Normal, Group 1), BHEREREEBE
(Mild, Group II. Moderate, Group II) (245 L. {RNEIHEZ G

U 7ot e, BEEER NI L, ik RE

FRETIE

« SYARAFAVA/F

i, EBBDIROD, 4 HER L, #827 U T 7 2 ATBC/FIK
Lo GHEAT—%). [9.25H]

k& A, AR, HE | ERK
AP, MR - W& Normal, Group I Mild, Group I |Moderate, Group II
P fER T (n=5) (n=5) (n=5)
i e FCHE, STBIMEATHE, P Toox (B 0.9=0.2 1102 22=1l
ALEE, ALEUE. € 5%, SRS Coox (ng/mL) 313+45 356+ 64 357+172

Z o T, RPA, R AUC (mg-hr/L) 2.7+0.4 6.9%1.8 10.7%2.4
a) [IFERIFE BUBE 23 WAME & 7 2 A2 2t L TR b | FEBUBEE (2 DV TR AT ty, (hr) 7.4%+3.0 19.243.3 20.9+4.4

B BAE B LI, TBC/F (nl./hr/kg) 477 1744 1544
12, EEFEBRERR |- RITT e Vd/F (L/kg) 0.50+0. 07 0.46+0. 1 0.54+0. 21

N N N . BEX 7 5
ARENIT VAT UG EIEIT 2720, T LS U NGRS (:15/91};7/X 40.5+10. 1 7.1+3.6 2.8+1.5
min
f= ‘u/—/ %*N TR A e - ’
RSGEBEAERIE KT 07 < £ BSRNE D ARMORE ST | - -
JJ:@‘ZJ ZE ﬁ‘%i Lb\o (mL/min) - - -

13. BERS
13.1 fEK
W OB, Eo. FAUTRER, K RME, LV O,
A+ WRIESED N B D Z L3 D,
*13.2 WE
T RV AFRIEER 2 RS E 5B E N8 H 5D TRE L
TLEMREE LY,

16. EWshee

16.1 mAEE

16.1.1 BE%S
b RS D MR A R (T ) 120, Tmg/kgBIRIRE O # 5- (3
2y TR LT RE R, Be e IR o0 i AR 1 X 42, 6ng/mL, 2WF(HE] T
70. Ong/mL. 24FE[E]C13. 6ng/mL & 72 0 . F DI 0041520, ORE(E]
Thol=? (EHERs v< s 75718 GHEAT—%),

ik Coax Toax tie IIVT TR Vd AUC
(ng/mL) (hr) (hr) (mL./min/kg) (L/kg) | (ng+hr/mL)
. 72.5+ 2.1%= | 20.0% 16. 0% 642. 0~
3 3 +
BEFERL 7 11. 1 0.4 4.1 9-8+3.2 3.0 1581.2
16.3 %

16.3.1 Mk —RxBAPT @Bt
ﬁi@ﬁ‘ég'lo)o
16.3.2 BRIR~DBITIE
WET A0 HL, b FeXs DU EBETER ORI LY ot
B 5 CTH AV DapgarffICHICH B L G2 et B2 b5,
16.4 {3t
16. 4.1 RBHRE
b e P ifFefEsng,
16.4.2 REI“EAE59 8%
I & L CCYP3A4/CYP3AS R N T /L a2 — Ui Kk ERESE CRET S LB,
[10. &)
16.4.3 KEMOFHEOEE
v FOEERHWE LT, PRIFIEAR Rt 22 I AEH %
HLOWEMME TV DB D03, REHEREOFEMIZ OV T
BNTHRND,

16.6.2 FFisEREERE
b Fw oD UHERIEO. Tmg/kg (v THR) % JRUEPERB -V
BEOBESNCHEIE LTfER, t1,,0FE)#IE36. 613, Ihr Th
D, EEERR A Dt 20. 04, Thril bl L CHER L7z, %72, & Ko
XLV UDIEERBEN CH D EF U VLD, RIRERECIL6E
FERA Dty 11.4%3, Thr & bl L25. 048, 2hrlTIEE: L7=" (ShE
ANT—%4), [9.35H]

fERFERLA R RERSE & B
(n=7) (n=8)
i (yr) 29.3+9.4 53.4%11.2
b Re%s Py | G (ng/nl) 72.5+11.1 116.5+60. 6
Tor (hr) 2.1%+0.4 2.3+0.7
tyy (hr) 20.0%4. 1 36.6%13. 1
7 U7 7 * (nl/min/kg) 9.8+3.2 8.7+17.5
vd (L/kg) 16.0+3.0 22.7413.3
vFI v Coax (ng/mL) 373.8%157.6 500. 44302. 0
Tos (hr) 3.8%+0.9 4.8+2.8
tiz (hr) 11.4=+3.1 25.0+8.2

16.6.3 S#hE
b R e o Y R A m IR 94 (F69. 5i%) 120. Tmg/kg (F-
¥%J49mg) BA[EIRR O USSR, NS X B AR OB 52
W OIERE2ZRD 5z GHEAT—%), [9.85]

FeRiiEasi IIVT TR tus AUC
(L) (mL/min/kg) (hr) (ng+hr/mL)
e i R 22.546.3 9.6+3.2 29.3%10. 1 1383. 1£1039. 0
AR 16.0+3.0 9.8+3.3 20.0+4. 1 642. 0+ 1581. 2

18. FEppEEE
18.1 e KR
18.1.1 FhiRimH A
b Radoouad, fUR, BURTE. KIGLB R EI/ERL, F
WHHEER 2Rt b0 EEZ RTINS,
18.1.2 L7 LILX—1ER
B RRXo P03, MO 2 Z I UZRRICBNTE ZAFX R
VEBAE L, EAX IVUBRFERICEASTEOEMETSHZ L TH
b A4 I AR HIZRERERUER) 2547,
18.2 EshEEM T DABIE
18.2.1 SR 1A
b Rer¥o o uid, BRMNKRIC LD~ U AEEITENC R LB
R RE TR, BEAST Y MBI AEERIE, 2uLrd7 ¥
R FLIZER%ETH L',



EReFo Y03, Ty ROTHRENLE RITLDF L EIITK 16) ¥ BT o HARSKERSAMERS. 19745 70 (1) @ 19-37

LCHEIER 27330, & L7 —ERITERD LTINS, 17) Morren, H. G. et al. : Psychopharmacological Agents Gordon,
18.2.2 7 LILX—1EA M. ed. Vol.4. Academic Press. 1964 : 251-285

ERaxo oo, BAE Yy NIITABEREICK LT, A RbtT 18) Levis, S. et al. : Arch Int Pharmacodyn Ther. 1957 ; 109 (1-

VAX—ERZETDH I E BRI TNSY, 2) :127-142

in vitro (fHE) CTHIZPIE AZ I UMERIZY 72 e RT3 19) Feinberg, A. R. et al. : J Allergy. 1958 ; 29 (4) : 358-361

VEIRFERREICE EEDH, BTy hOE RS I UBGER (K - A
TUES BRI, € FRRoorobie 2y S EfekiTs | 24 XBERERUBLEDER

Lo FRE ORI IR 25 3 BRI, HERO AT IRARE ‘ o
1, 200fi, 2ABEHI% D ZHU600fE 2 72 | AHIAHRS) CHREGER Plizer Conneel/ AT A b« 4 w74 A= a
EAS LARHEAT S T EAHI DA ST, TISI8580 JURHRAR LA 227

TEL 0120-664-467
e 2% I B GHBRO v 2% 2 2 OBIEROER)

W o s 26. RERFTRES
s oyt 30037 LR AR 24mE[ 26.1 HIyEBRES T
W0 2. 5mg/kg - 600 1,200 800 600 7 7 A P tt
ik 2. 5mg/kg 2584 F 600 800 600 100 HETHEA X AS & AR3-22-T

19. BB ICET HEBIEFMIR

—HRAILTR - B KX P NElBiE (Hydroxyzine Pamoate)

b4« 2-(2-{4-[ (RS) - (4-Chlorophenyl) phenylmethyl]piperazin—
1-y1}ethoxy)ethanol mono[4,4’ —methylenebis (3—hydroxy—2—
naphthoate) ] (1/1)

53F 3 ¢ CyiHyrCIN,0, + CoHig06

5y : 763,27

PR - ARSI ADREREIEOBRAR T, IZBWiTe <, BRIFENICHE
Vo NP AFARLLT I FIEFRT, 7T FAT@ETic<
VKRG AZ =, =F ) —)b (95) XiFV=Fx—TF 2F

LA EET IR,
{EzEtE

cozH

Sou

OH

L.

RUGRGRRMEG

22. A%
100g [Jff]
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