20204E 12 EZET (510

S S
BRI 5 o
VIWIE 17 00

M7 LIV X — R SR E A
ERAXS YU NEBIER

PRSYIT-P#i10%

Atarax®-P Powder 10%

i) EE-EMSEOLSTEI LY MHHT AL

BARERMIEES

871179

[ 8B &S | 21500AMZ00103 |

| R R 1a |

196846 H

2. B2 (ROBEICEHFESELEWIE)

21 KEIOBG v F )y ERT I UFEBEK, TI T4 v,
IF LIV I K LBHEEOBRAERED S 5 BEY

2.2 RV741) VIEDBHY

2.3 MR SHIR L T AT B0 H 5 ik [9.58 1]

3. #ERk - MR

3.1 #m%
lg

BRI HIF b Foxy Y/ 8E/EE 170.4mg
(e Fo¥ oo U HEE L LC100mglitiy)
FUAEAFI
wn# Y UERKFES VD AR

A

3.2 WHOMERK
AHNL, HOOPHTH 5,

4. BEERIIHR
OEMSZ. RBRBICHESEE (5 - REX.
O#REICH T 2F% - Bk -5

6. AERUVAE
FEAMEEICIE, L FE XS VU ERIEL LT, BERALHSS
~128mg (b Fo ¥ ¥ UHMIE L L T50~75mg) % 2~3E24%
HROE3 5,

MERHEIC BT 2R - iR - #19 DI2id, e FuF o Y 0N EidE
LT, BEHALIHLI28~255mg (b Fof ¥ UifEkiE & LC75
~150mg) % 3~4ENZ 5 ERR %53 5,

BB, AEE. ERIC L) BEEET 5.

8. ERLEXNER

(RhEeE)

8.1 IRKA %Y 2 &AHHOT, FAFESHOEFITITHEED Eix
Sl ) BMHOBREIIIRER S E RV L) EET 5T L,

(BRP. RERBICHESEE (B - RER. RBEEE)

8.2 AHIGA X ) B EREOLE D LD b N2 W EIZiE, FHFN
X2 R ERER T ZRE L G 2k § 5 % EEY R REET) 2 &,

9. RENEREHEI2BEICHTIEE
9.1 AHHE - MEEFEDH 2 EE
9.1.1 TAPAZEDEEMEKER. XIIhSOBREEDH 52E
FREEAZ KT S5 20D 5,
9.1.2 QTERD H» 3 BEF (AXMQTEREREHSE). EHLBRIRY
BEAHY Y LIMFEEN H 2 EE
QTHEE [ Z8 43 (torsade de pointesZ &) 2T WD 5,
[10.2, 11.1.2&H]
9.1.3 TN &EH
- RAEOBREY
- BRI R E TERREE ICHAEMARBOH 3 BEY
- EEBHENEDEEY
- BRAEDBRE
- PEEMEHEMEE X LM+ EEAESELEESHIETLT
W3 EEY
AERERBFELPTVIREBICH2EE
RENOFLA ) AR L VIERDSELT 2 B2 0D 5.

R BB REIE)

9.2 BERmEREERE

BRI EEOBIREE D& 2 BE TR TR L7z &

DEDDH B [16.6

3 FrfmemERE

A2

MR EE RIS IE R L 72 £ OMED H 5. [16.6.25H]

.5 1w

TR SUIIEIR L T 2 W REIED & 2 TMEIZ 1335 L v 2 & o R
W (#9372 ) AR RIS SN, NEREOFHER
T2WREMEL-EOMENH LY. Tz, MEPOKGI2LD,

HIEE B AR IR BRI . BEBUIEIR, SERIMRIEE

KA

PEESY, PO O R ESREIR, BT RERTE D D 5
bzt oWisEnd 50, [2.35MH]

.6 BILw
BT SED T Lo KFD e PREFHICRITT 220089 2135
LTS, I OF A NI P ACHEEH, BRI 235 5
BNz DWEND Do
.8 EEE

WEST L2 EFET LI Lo —RICHEHEE TIZAEMBERSKT LT

Wb, [16.6.3%M]

10. #EEEA

AL i vitroBBRIZ BT, & L TCYP3A4/CYP3AS R TN T

VA= VEUKEBER TRHE ENDE Z L HE SN TN D720,
b OIEMNHHERZHEST H2HH N L2HE.

BEATLBENWNH 5. [16.4.221H]
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RH D AL i g
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Nhid YO THES 5%
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SEDLBENYH LY,

AHENE NS OFEF O/EH
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VAFT Y

VAFTEOHMIC K
O AF O ML EE DS B
L7z OWENRDH D7,

VAT D Y IEARH O
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% CYP1A2, CYP2C19.
CYP2D6. CYP3A4,
CYP3AS5% [ L. KHID
fCl, R Z RIS 5,

TERETIERITBZN
D HIEF (Vx> ¥
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DEIWERH S &bz & D
WD B % o

&I LMERORER %
BIITBLIWDN Db,
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1. BlfEA

WROBRWERDH HbND I EDHLDT, BEr 51T, By
D SN E TG FPIET % SR MEZIT) 2 &,

1.1 EXLEMEA
NAA Payy BEEAH) ., PF745%2— HEARH)

FRRE ., IRRAEE, WRBERIE, PPN, BHIE . MR
D@ b by E 3G ek U, BRREZTT) 2 &

CBEEAH)
[9.1.2. 10.2ZH]

11.1.2 QTER HEARH). {HESEHME (torsade de pointes&&T)



11.1.3 ﬁﬁﬁgpﬁg (%EF{KEU%% ﬁﬁ (%EFEK%) Normal, Group I | Mild, Group II | Moderate, Group II
AST. ALT. y-GTP® EHFE#% ) ITHEEERE, EE D Hbh (n=5) (n=5) (n=5)
L ENDH D, Timax (hr) 0.9+0.2 1.1+0.2 2.2+1.1

11.1.4 aMASMRBHEERE (HERH) Comas (ng/mL) 31345 356 + 64 357172

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

ELLD Sp—— pr— te (hr) 7.4%3.0 19.2%3.3 20.9+4.4
Hith AT | IRA. PR | D F L A%, MR, R, 5%, TBC/F (ml/hr/kg) 471 1724 15+4
SHI . L), B, SEEL. IR, Vd/F (L/kg) 0.50%0.07 0.46+0.1 0.54+0.21
IR - -
HoIVT I A . . N
e LI, EACRIE. W | (mL/min) 10-5:10.1 71%3.6 2.8=1.5
e, G - N — .
pre—— IVTT =2 NT T 2R 122416 44=11 1910
PEBER TLE R T (mL/min)
EEE 5595 KLHE, SHS AR, RN 16.6.2 FFREREEBRE

RLBE, KLEIE. 293, FE
Z Ot Tl JRPA. FE#
a) EIVEFSSBUBEREASEARE & 7 2 AT & i L T\ 7zsd . SR IS OV CIE AR
BRI B 5 0k E B IR L 7o
12. BERBRERRICRIFTEE
BENET LVT Y RISl $ 5720, 7 LIVr v BN RISHE L
TREEBERER R ER S 5 7% < &S5RI & ) AH 05 %
IET5ZEREF LV,

13. BEHRE

13.1 R
WEEOR, F 7o, AR, R, RIIE, Bk L OV,
A - B S bbb 2 DB 5,

13.2 g
IR VIZAEEAEZ SRS BEM0H L0 THRS Lirn
ZENET L\,

16. EHENEE

16.1 Mgk

16.1.1 BEKE
b Ny Y VHEBEYBERA (TA) 120. 7Tmg/kgH RO S (v a v
T L 7zAE R %5 B 1R o i b 1242 6ng/mL. 2BF [ T70.0ng/
mL. 24K5[T13.6ng/mL& 7% V) . ZFOW I 1320 . 0B T - 728 (%
Witk a< b7 7)) BHEATF—%).

s Crmnax Tmax tiz INT TV 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 —RREEFS@E M
ﬁi@j—%g.lmo

16.3.2 BRRADOBIT
BT 500, HL, b Foxy Y yEBIEESOBRICE Y. Sihis
THEIR Dapgarff I EZ G2 e EZ 6N W,

16.4 X3

16.4.1 XHHREE
e FoXFs P Vi3 cR#s s,

16.4.2 R ICBIE T 5 BER
F & L TCYP3A4/CYP3AS K N7 )V a — VI KFEREZZ CHREN SN 5. [10. S]]

16.4.3 KBEMOEHDOHE
v OFERBW L LT, HARIEIERA R (e A5 3 A% b Otk
WHEYT )T rad DA, RHBREOFMII OV TEH LA TRV,

16.6 BHEDEREHT2EE

16.6.1 Bi#gEEERE
L RO XYYy R B E R IS L ARNSE B A MG L 22 1
o HL, LTFofRE D, BRETEZ T FOod v Y v ofFHR
HEWTH DT ) TV OFGHIIZ, £F) Yy DtupFIER S5 2 L&)
WESNTVEOT, BREREERENOKG L, e FaX D v e
MR D HEMEN D 5o
tF1) Y 10mg% . EHEEA (Normal, Group 1), EHfemEEE (Mild,
Group II. Moderate, Group II) (Z#:5-L. RNBIEEZ MaT L 7oA, e
BB L, B R E B Tk AR EVA/TFICE, BRSNS,
t2dIER L8217 T ¥ ATBC/FIMEME L 7 o 72 (MHEAN T — %) . [9.22:H8 ]

b FaF Y Y UHERRIE0. Tme/kg (S 0y FiE) RISV AT Z o B
HYMNITH LG L4 3 620FHMEI1X36.6+13.1hr TH 1) . EHEHBA D
trz 20.0%4. 1hriC B L CTHER L7z F72. & Fu X2 0 oiFHRBEY
THDLEFV IOt FEEETITRERAOL:. 11.4+3. Thr& i L
25.0%8.2hriZER L7 (JHEAT— %), [9.35H]

fEERLN I p R
(n=7) (n=8)

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

Twmas (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 EicE
v oy U VRG2Sl E 9% (F1969.55) 120.7mg/keg (P39
49mg) HRECHG L7225 R, IS & 2 0 AR ORI 2 5 i ot R
HRD LN FHEANT =), [9.82:1H]

PaiiEasisy INT 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. EERpEIE
18.1 1EA#F

18.1.1 hiRINEI(ER
L ROF D E, BR BURTHE KBOB&ESR 7 SVER L. AR 1
AERTLOLEZ LN TWVRY,
18.1.2 IZ LI X —{EA
v ROFy Y g, ERROY A8 I VEEEICBWTEAY IV EES
L. RAZ I UPEZERIEATLIORMET L LT A% 3 VEH (H1
SERRFEPUER) %R0,
18.2 Exh & BT (T 2 HBRKIE
18.2.1 chiRxiNEI{EA
L ROF Y AL BRAEUC L 5~ A EBTEN A L BN R 2 R
BEEST Y MCBUABEMLERIE, 7oV Y 7EREEY FERIFRETH L,
EROF Y iE, Ty FOTEREM L R EDZE L EB)K L CHIH]
TERZRTH, 5L 7Y =R ST nd,
18.2.2 M7 LILX—{EA
v FaXY P vid, ELE Y MIEBEREICH LT, WAL T LV E—
TERZHET 22 EDMRINT VLY,
in vitro (FEHEE) TAZHEAY I VERIRY 72 F9 32 LI3IZRE
2L EFE B, ELVEY O RS I UHGLRE (R TiES) 2#EIC, e F
OXT VDML A I VEREHET5 &, & FOF 2D VRO G 1REH
BOLCAY I VEFEIE, WEOL, 20005, 24 B OFIUT60085 L 20 . A
FI2DSRI) TR 2T e A5 I UERE AT 2 2 LS NS TV R,
Pie 2% I UEH GO e 28 3 2 OFIEE O
R

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

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




19. FRIHSCET 2L R

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

1b:44 © 2-(2- 14-[ (RS) - (4-Chlorophenyl) phenylmethyl]piperazin-1-yl
ethoxy) ethanol mono [4,4' -methylenebis (3-hydroxy-2-naphthoate)] (1/1)

43138 CaHzCIN202 - C2sHisOs

5 763.27

PRI AREIERE A O/ BEOR KT, I2BWIE% {, HIIEPIZH V. N, N-
TAFNVARNVAT I FIZETFRT L7 P VITHEFISC KR A F 7 =),
I8 =) (95) METVIFNI—FVIZIEEALEIT RV,

22
O O COH
OH
OH
OO COzH

RUSGRRMES

22. A%k
100g [3#K]

23. B

1) Zuidema, J. : Pharm Weekbl Sci. 1985; 7 (4) : 134-140

2) Moore, M. R. et al. : Clin Biochem. 1989 ; 22 (3) : 181-188

3) Parfitt, K. : Martindale The Complete Drug Reference 32nd ed.
Pharmaceutical Press. 1999 : 397-401

4) Briggs, G. G. et al. : Drugs in Pregnancy and Lactation 10th ed.
Lippincott Williams & Wilkins. 2015 : 675-677

5) Prenner, B. M. : Am ] Dis Child. 1977 ; 131 (5) : 529-530

6) Sweetman, C. : Martindale The Complete Drug Reference 34th ed.
Pharmaceutical Press. 2004 : 1492-1494

7) Salo, O. P. et al. : Acta Derm Venereol. 1986 ; 66 (4) : 349-350

8) Simons, F. E. R. et al.:J Allergy Clin Immunol. 1984:73 (1 Pt 1):
69-75

9) Close, J. A. et al. : Int Congr Ser. 1968 : 145 : 144-155

10) Pong, S. F. et al. : J Pharm Sci. 1974 : 63 (10) : 1527-1532

11) B ERIE2. 530 LREE. 1967 ;21 © 13-18

12) Gengo, F. M. et al. : Clin Pharmacol Ther. 1987 : 42 (3) : 265-272

13) Matzke, G. R. et al. : Ann Allergy. 1987 ;59 (6 Pt 2) : 25-30

14) Simons, F. E. R. et al. : J Clin Pharmacol. 1989 : 29 (9) : 809-815

15) Simons, K. J. et al. : Clin Pharmacol Ther. 1989 ;45 (1) : 9-14

16) 0 B3, o HASERAEMERE . 19745 70 (1) 1937

17) Morren, H. G. et al. : Psychopharmacological Agents Gordon, M.
ed. Vol.4. Academic Press. 1964 : 251-285

18) Levis, S. et al. : Arch Int Pharmacodyn Ther. 1957 ; 109 (1-2) : 127-142

19) Feinberg, A. R. et al. : J Allergy. 1958 : 29 (4) : 358-361

Ndd

=

24, XWERERVEAVEDESE
77 ARt aH B s —
T151-8589 HURUAR:ATIX AL % AR3-22-7
TR S A YV 0120-664-467
FAX 03-3379-3053

26. BUERGEEES
26.1 BHERRTETT

77 4 Ptk At :?5
skl ok 227 . P ﬁzer

RE SRR
011



