20204F12HeZiT (5160

BF kSR
HhHAE - 54

7 LIV X — AR R E Al
ErOxD D UERIEEHR

PRSYI A -P:1asE (25mg/mi)

BARERMIHES

PSR -P:ERER(50mg/ml)
Atarax®-P Parenteral Solution (25mg/mi)
Atarax®-P Parenteral Solution (50mg/mi)

i) EE - ESEONSTEI LT A L

871179
25mg/ml 50mg/ml

EARES 14000AZZ05435 14000AZZ05436
B 55 B ia 1966431 196948 H

2. B2 (ROBEIZBBELEWVWI E)

2.1 REDOFST, T )T ERSVVHEEK, T I T4 v,
IF Ly IVT I K LBHEO AR H 5 BEY

2.2 RVT 41) VIEDBHY

2.3 R UIHEIR L TV A TTREE D & 5 i [9.520]

3. #HBE - MR
3.1 #%
Wi, 75Ty s A-PiEGHE 78Ty A-PiESHE
- (25mg/ml) (50mg/ml)
17 > 7 17 v 7
H K 5 HE b FoFs s v iEpE HE b RNoxsy viEmE
25mg 50mg
E o RYIUTNI—=N 9.409mg/ | R¥INT NI 9.409mg/
e 17> 70 (ImL). pHAAEH |17 > 7% (ImL). pHREi#I
3.2 HWHOMHR
L T YTy r A-PiESHE TE Ty A-PIESHH
e
(25mg/ml) (50mg/ml)
pH 3.0~5.0 3.0~5.0
ZEIT I #90.8 #1.0
o - PRIR I TE O

4. REERIIRHR
OMREEICH T 2F% - Bk - #1520
ORRBATIZEE
OFfTal - MEOF L - IEHOFIE

6. RERUVAE

BB E ST
b Na s Y VARG & UL @ LI 25~50mg L B IG U4
~GIRFR A IR RS 3 % 2 U R ERHE T 50 72720 LHIOFHE
#13100mg % 2 T 53, 25mg/sr L EOAETIEA L 2T &0
B AR ERICE D EEENT 5.

BARES
L NOF DY VRIS LT, il E A LRIS0~100mg & L E IS
C4~6IER 1 A A RS 5o
B AR, ERICE D EEENT 5.

8. BEELEANEE

8.1 [RAZMT 2 LAHDDT, REFLGHOEEIZILHEH O
LGl ) BMEOBMEICINFE SR WX I EET L L,

8.2 KAOBIL IS T BZ NN D 5 DT, BIRMICIHTES L%
Wz kb,

8.3 WIAPITESERICIESR 2 b &2 12X o T BRI T I23E
WANRM L 258, RS . EREOESHSEEI I
BHDHDOT, FG. B D FTMEBEZIBEICLEDDL T &,
(11.1.4, 14.1.2H&]

9. BENEREHTHBEICHTHEE

9.1 BHHE - REESFDH 5 8H

9.1.1 TAPAZDOEREMRE. RIIhSDOBREEDNSH 5EH
KR 2T SELZ 0D Do

9.1.2 QTERD » 3 BE (EXMQTEREMREE). FHLKRIRP
BHYU Y LIMESE, &2 EE
QTIEE., LM (torsades de pointes#z &dr) ZHLI 42 L8
HbHo [10.2, 11.1.22H]
9.1.3 TRNEHE
- RAEOBREY
- BILRAE R E T EBREE ICEAEMABOH 5 BEY
- EEBHENEDEEY
- RAEDEE
- PEEMEEMEE R LM+ EEAESELEESH I ETLT
WBEEY
cAEREFBLPTVIRECH 28E
AHEIOPL) AMEHIZ X D FERIEALT 2 BZ 1D 5,
9.2 BEEEETRE
HEEEIEEOERED D 5 BH TR RAERE Lz &
OGN D B, [16.6. 1]
9.3 Fri¥eeEERE
MR EE R SIE R L 72 & OiEDH 5. [16.6.25 ]
9.5 iTi%
T ALITR L C W A WTREM O & 2 L3 %5 L e wZ & iR
W (#9372 H) ICARF 2 G- S gkns, OBREOHF YA
TOWAWMELLEOWRENDH LY, T2, WIRFOHETGIZLD,
IEE A IR . SRR . BEBLREIR, SEAmb RS, R
PEEB), AN E O RIRERAEIR, B A IR IHE D S &
bz & OMEDDH 54V, [2.32]
9.6 ®ILIB
BWILA BT S5 2 &0 AFID e MEEFLPIIRITT 55 &) 2k
STV WA, ZELP P A I AR IIH] . BRI 2% &
bzt oWEsH %,
9.7 INRE
HAREN, FrAaRICHHT 283 F0EET 5 2 &0 SHE
IZBWT, XYYV T VI = VOFRMNKERS (99~234mg/kg)
&Y PEHER (B2 EWWEL, 7Y =T A RS AL
RERIZEBH L2 E0fGER S 5. AFNGRINHIE LTy IV T
VI—VEEHEL T,
9.8 SipE
WET D% EEETAHI L —RICEEE TR T LT
W5, [16.6.32]

10. #HE(EA
RHNE, in vitroEBRIZIB W T, Tk L TCYP3A4/CYP3AS K U7
W= VKRR TRISINDL 2 EPMESIN TV L2, Th
5 O RAEEE 2 HET 237 0 L7256, AF ol
BEATD2BENWNDH %, [16.4.221H]

10.2 GHAZEE BIRICEET S L)

ES RS FEARAER - #5877 8

B - fabrK T

POV E = VR -
W) - T S S
IR T LT —
Vo E /T3 L ERALEER
(MAO) HI#)

MHEIEREZHRT 2572
N YO THET D%
CEEICHRGT AT L,

] & b 2 AR AR R
MEHT L7720, PFHIICX
DAER DR S D BE I
&b




PR FRPRAEIR - FE1E 15 BerE - bR+

NF ATy, ia) v | TS OFEFAOMER 2GS | AFIE S OFEF O/
AT T —XH (AARF T | SHDLBENNDH B, LEBT I LD D,
3 R

VAFVY VAFTUVEOHMICL | VAT Y VI AEF ORI
0. AR OMAREES LF | TOE L RBRHETDH
L7 ot H 27, % CYPLA2, CYP2C19.
CYP2D6,. CYP3A4.
CYP3A5% HE L. A# D
R PRl RIS &5,
AERZTN SR TBZN | G L) CEERIEIRS | &b IO MERORIEN %
DI LIEH (XX Y | ORWERD S Sbihizbd | BRITBEZNDGDH 5,

N FRIRA) WENDH Lo
QTIER Z#E 2 3 2 & AV | QTHER L2 Hid (torsades | PRI & ) QTHERAE M A
STV % 35 de pointes% & ir) ## I | MENLBEZNNDH 5.
[9.1.2, 11.1.25H] THEENWDH S,

1. BMER
KROBWERDPH S OND LD HDOT, BT TrIAT, 2

1.1 EXLEEAR

N1 Yavyy BEERW)., 7F7147%>— HERH)
LS. WAV, WEDEIRAE ., DPOR R, A . MR T 5
S bNIHAIHEG ZFIk L, SYRLEZIT) 2k,

11.1.2 QTER GHEAR). HESEIE (torsades de pointesZ & E)
(BHEEAH)

[9.1.2, 10.2&H4]

11.1.3 FAEREREE SR, BE GHERH)

AST. ALT. y-GTP® F5%% 09 IFHRERE . #EAH 5 b
LHIENDD,

11.1.4 GESERIOEIE GHEAN) . BERE GHER)
TEEERALOIEIE, RGBS H S b, BHEDTEM S ND Z L 2D
%o BEEOWEIIZEICHMBOTINE, REBMA LIRS 2 LA
HBHOT, EEEAL O MR, SRS S b gE Ik
Hadibd 2%, MYRLERT) 2L, [8.3, 14.1.28H]

11.1.5 2HEARMRSHIREE (FEAH)

1.2 ZOfOEER

1%LL 12 1% A HHFEANH]

Fiih - MR | IR Fgg, HE i) SR

g NSNS 1NN
TR
LS i MEE 5 - Wi SRR, HEATIEY, Ff
TES G MAERET AR
B IBUE 55, KLBE. SIS MEALEE
TEHEVERLBE, ALBZRE. £ 9 4E.
TSRO 3] FERE. BEAE. #IRZE, LU

TR WM. WA

Z A B IR, ZE

FIVE PSS BURE 2SR & 70 2 FAE 2 9206 L T a7z, SEBUE LS D W IR AR

R BT 5 3CHkE B3 (R L 72

P T OGO 72 O FEAR,

12. BRRBRERRICRIEFTH
AENET LIV v USRS 57200 7 Lvr BN BOGHAE
R E SRR A TR 5% L A5HEN & ) RKH oL %
IET5ZENEF L,

13. BERSE
13.1 fERR

MEEOEE, Tz, FAUCIREL, B, KIMTE., kL OV OKT,
WA - MB350 5bN s 2 ED3d b,
13.2 @&

IEAT) VAT A SR S5 BENYH L O TG L v
ZENET L\,

a

b

14. BRALDZEE
14.1 ZEIRSEOEE
14.1.1 BRARAYESTRE
(1) ‘ERE
BRI T L 25mg/ 3 Kl ORGSR E T T & 5 721 <
T2l BRI TIZEEATRM L. @Rk, —@tkoEimns
ERITBENDED D,
(2) EHF*
RENZ EET AT, SHEEHEIC L VITIOPRLEE L, 724
F AR MEEEOME L) EEEATLI I LT 2 L,
14.1.2 BARESTEE
AN S X 0 FEEERALICIEAE, RS, . RS, L O
. HERE . BiEEN - RSO RABEEDND S bND I EHD
%o HIWPIEFHCH 7z > Tl Mk - iR OB Z T 572
OTFROMICEET LT L, [8.3, 11.1.45HK]
CMRSEATE A T CIEEICHS T &,
RGN, MR AR 20 . MO E AR AR,
BIZHAIRE, MR EZ TENT L2 &
CRED SR LIS 2 A, PIZIREAREIERT AR &L [
— RS & BT TIT D 2 &
B, HIE - ANBICIEER LW EAZEE L,

16. ZEYEHRE

16.1 MeRE

16.1.1 BEZS
b FoF Y VIEREELI0mg * B N B G35 & MR
5304 TH90ng/mL. 285 T 110ng/mL, LAB#R L. 24851 T3
40ng/mL & 7% V) | S AP R R ERE L R2BE R TH o 728 (FAZu < b
7774—=) GHEAT—2%)o

16.2 RIR
YR TR E N Do

16.3 9

16.3.1 I —R4REEFTEE M
@i@?—%g.lwo

16.3.2 BRRADBITH
T 500, L, b Fo¥y Y VEBEES ORI XY, SlhiES
THAER DapgarfR U RIS E Y G2 v e EZ 5N 5,

16.4 X

16.4.1 KHBHZEE
broXs Y i cREEng.

16.4.2 KBICEEET 2R
F & LTCYP3A4/CYP3AS K I 7 )V a— VK FERFZ TR S5, [10. 20]

16.4.3 KBEMOEHDH E
v hoFERHWE Lo PIRIIEIER 2 2 <Hie A8 3 UAER A b O
WELF )Y r0d b5, REBREOFIZ OV TEHE L 22 ThWvE,

16.6 HENEE4HT28E

16.6.1 Bi#pEEERE
L FOF Dy B E RS IS L, RSE BN & B L 2ol i
v HL, DTFORRELY, BifkEEEE iy FoXxs Y v oFEER
HWEMTHDHET )Yy OFGHIZ, £ F) VU DupRIER EE 5 Z EERN
WESNTW2L0T, BEgEERE~NOKGIE, e Fuox s U offld
WEET RN S 5o
tF1) Y 10mg% . fEHEA (Normal, Group I). e EHE (Mild,
Group II. Moderate, Group II) Z#5-L. (RNEEEZ Biat L 724 5L, Tl
AT L B E RS Tl SABEVAFICE, BRSNS,
tal IR L 82 ) 79 ATBC/FIRfE & 7 - 721 (FHEI N T — %) . [9.25: 18]

Normal, Group I | Mild, Group II | Moderate, Group II

(n=5) (n=5) (n=5)
Trae (hr) 0.9%0.2 1.1%0.2 2.2+1.1
Coax (ng/mL) 31345 356 + 64 357172
AUC (mg-hr/L) 2.70.4 6.9+1.8 10.7%2.4
te (hr) 7.4%3.0 19.2+3.3 20.9+4.4
TBC/F (mL/hr/kg) 47+7 174 154
VA/F (L/kg) 0.50£0.07 0.46=0.1 0.54%0.21
[ 5
wovT 7 40.5%10.1 7.1%3.6 2.8+1.5
(mL/min)

VYT T

IVTT=e7NT T AR 122+16 411 19£10
(mL/min)




16.6.2 FFiSEEEERE
b FoF s Y V0. Tme/kg (0 TNE) & FISTEIRT IR ZE o &
FHYNNZHL L G- L 72, 112D FIfiEI36.6 £13. 1hr Td b | A D
tz 20.0%4. 1hriC L CHER L7z, F72. © PR XY OiFHERBEY
THhHEFN) Y rOted FEERTIIERERAOL:2 11.43. 1hr& L

25.0+8.2hrlZIER L7 (BAEIAT— %), [9.3Z2H]
TR SR AR R
(n=7) (n=8)
i (yr) 29.3+9.4 53.4+11.2
L RO%Y Y Y | Cowe (ng/mL) 72.5+11.1 116.5+60.6
Tuas (hr) 2.1%0.4 2.3+0.7
tvz (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
LF) T Caax (ng/mL) 373.8+157.6 500.4%302.0
Tiax (hr) 3.8+0.9 4.8+2.8
trz (hr) 11.4%3.1 25.0%8.2
16.6.3 E&EE
v ROy Y CIEERIE & mi a9 ((T1969.55%) 120.7mg/kg (1

49mg) HRECHG L22AE R IS & 2 0 AR OB S R O it &
HRRD LI GHEANT— 5 ). [9.85 ]

AT B IIT I A tie AUC
(L) (mL/min/kg) (hr) (ng * hr/mL)
Tl e 22.5%+6.3 9.6+3.2 29.3+10.1 1383.1£1039.0
FAE RS 16.0+3.0 9.8+3.3 20.0+4.1 642.0=1581.2
18. EahzEE
18.1 1ER#RF

18.1.1 ShiximE{ER
b RaF Do, R, SURTER, REGEERZ SISPER Ly PR
HERTdhoeEZLNTVET,

18.1.2 Hirt{EmA
LREX YU, TREVEARUNT FVAT VAL FIZL DA X
R LHIRIVERH 2 7R 37

18.2 Exhz BT 2 HER

18.2.1 ShiRiME{ER
L RO F DY AL BRI X B~ ZEEATEN S LR -SSR R R T,
EERST v MBI LEMLERE, 20y 7 EREFY FEIRIZRSETH LY,
LRFaFy Y riE, 9y POTREVE RTEDZE L EBLIR L THIH]

ERZRITH B8 LTV —ERIZZD 5T an,

18.2.2 #Hirt{ER
L ROFT Ik, TREVEARORT MVATIVAEAL RIZX DA X
2Rt L, #h2n20me/kg (p.o.).40mg/kg (s.c.) THUMEM/EH %R

19. BRRSCEET S E{LZAIFR
— i Fs v Fu ¥ Y ViR (Hydroxyzine Hydrochloride)

1b:44 © 2-(2- {4-[ (RS) - (4-Chlorophenyl) phenylmethyl]piperazin-1-ylf
ethoxy) ethanol dihydrochloride

4313 1 CaHzCIN202 - 2HCI

g 1 447.83

K b o d s D VIR BEOREEOR AT IZBWIE % (O RIZE VY,
KK THEFRT L, A /=, TF /7 —)b (95) LIdAERE (100) 23T
3 BRI TEITIC L, YZFVI—F VT LA EBET 2o

AL

; /\ « 2HCI
H
N OH
b o TN RUB GBI
22. ‘B
(7579 X-Pixst (25mg/ml))
107 > 7V

(P27 Z-Pixgt& (50mg/ml))
507 7
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