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POXD 51 0.75mg
POXL 37552009 0.75mg

Aloxi.Lv. injection - LV. infusion bag

BAEEEROEES | 872391

7 aF v 7 aF A
0.75mg 73 27°0.75mg

AR ES |22200AMX00247000 | 22400AMX 01368000

R 5% B4 1A 20104E4 H 20124E12H

2. BB (ROFJBAEICIFRELEEVT L)
2.1 KA =5 UAERE DREEEED & % H#

3. HEAL - MR
3.1 #AAY
. TaEUEE | 7 E Y iEEE
ke 0.75mg /3y 0.75mg
i Difi5mLH 14350mLHp
PN VA = VR = D 1. 3] 0.84mg 0.84mg
ARy sesxbarElL) (0.75mg) (0.75mg)
AL b)) oA 450.0mg
D-vv=}F—J 207.5mg
R IF MRS Y LK 2.5mg 2.5mg
i ES SR <l 18.5mg 18.5mg
il o XV EARAIY 7.8mg 7.8mg
Kk, + ) oL W L i
i i S
3.2 BAIDIER
. TaEUEE | 7 F Y iEEE
Wiet 0.75mg 89 20.75mg
IR TSI O MBI O
pH 4.5~5.5 4.3~5.3
REIEE (EERIERC T 5 00) 1 1

4. HEEXIFHR

NEBEHERE (VRTSFUE) BREICHESHIESRER (E
D, [Bl) GERFZZD)

5. MEEX FHNRICEHET BEE
ARFNZHRNTD, W HVE U PUEMES A (V2S5 F
%) OFGOEAIZRO AT S Z &, [17.1.15H]

6. AIENUAZ
. RAICIE ST v b a v e LT0.75mgA 1 H L0l
SRR S

7. BERUBECEEYT %32

(B

7.1 PrBMEIES A GRS 5 AR T 5 2 &,

7.2 AFNOMIEWIHIT 400 TH 0 . FHIHEIC KSR 5-%
179 LMEITMARED BT 22 hrnd 5, [16.1.251]
138 R oA 00 RS B TAH % 2 A BB AR S L 72 8 50d 7
W28, JEIHB T O R ER 53T B 2 &

(ZOFYmEsEE/ (v 70.75me)

7.3 /3y ZBENIERIRANC ST 5 2 &

9. HEDERZHIDREICHT IR

9.1 BHHE - BIEEFDHDEE

9.1.1 HLEREDSH2EBE
KAWL BB & 13245 2 &0 HLEEBOIT A S5 5
bhdZehdbs,

9.1.2 DfE. BIREBRIEEEEDDSEE

(FOFVEEsE/\y 20.75mg) CERERIZ R 5 7158)
TEERILG &= & B89 Z & 2 S0 B % 20, IEIR A L §
BTN H 5,

9.2 BiksEEEES

(FOFVmEaE/\v 50.75mg) (EFEEERIZRId 2 115)
KAy SGALT B U LA OBEE5IZHD 9 < B2 EAL
TiBThhd 5.

9.5 1%

IR S ARATEAR LT 3 aTREMED & 5 KPR, R LA
P fEmtEE B2 & S 2 5AIC0ARE 352 &,
IR (59 1) THREANOBITARE TN T3S,

9.6 =I.Im
R EOAIEME R ORI OA M 2 ZE L, BRIk
gk MG s 2 &0 BiFEER (59 b) T, Ak
OBITHRHE T TN B,

9.7 IR
AN AR L U 22 BRI S E L T,

9.8 EkE
— R E PSR AME T LT B,

1. 8WER
ROBHERRH 5bN b ZEndbDT, BEE D27
WV, EESRD b NA I3RS Al Bk St sl
BAEITY Z &,

1M.1 EXFENER

N1 Yvavd, 7FIT45F— (OWThHERY])
Vavw s, TFT4T7F Y= (IR FR, MR
&, IR EE, KT B obhbZehd b,

11.2 ZDthDENWER
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BIEUA] HEWV

A
ENNEE R
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W HRAE . AR R
W= 2 —uas
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7 BACA R, Ak
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HIL> g AfUE
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Bk, BRI, O
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b N =
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10%ELE | 1~10%A0 | 1% AT
Wl eIV Y| TR R A
L [EE
1 B é; U X — PR
NI 25 Le-o<D
H HiG BRI
R S SR
AST k5.
ALT EH.
AR y-GTP L5,
LDH EH.
ALP |5
JI(IkERT B, W 48N KOS
AL ERIRZS | Fh. ALBE). F&
B BUk, I,
e Ofs W, A7
LT FRRREIR,
TSP, T

14. BRLOIER

14.1 FERIZSEOER

CHEIHE)

14.1.71 KANZ, 30 L THERICERS 52 &,

O+ =mEeEE/ v J0.75me)

14.1.2 @4eHI T 2O OHNC S5l Z &, Fhbdiifi+
EHH SRS A HE L, WRhORKE 552 b 5,

14.1.3 BHROWBHEO I L ZOHLZE LTHMT 2 Z &,

14.1.4 JFHI & U CHESE Z W24 v Fa s X 3185103
TERE,

16. FEApEhRE

16.1 MAEE

16.1.1 HAANEHEERACHE RN G- L7z 2D va 72 ba v D
S ENHEIZ3~90ng/ kg™ O FHEFFH TN 2R L 7=,

HANERRAIZ BT 5750 2 & b oy o3EyEie s 1 —x0

16.1.3 AHEIAfHER AL ST 2 & 1 0. 25mg™ & 15532 1 T
MR L &, FAAREZ30MM AT TREL 28 & LN
T, CmaxidHI60%IZ(IE T L7=A AUCHndld A% TH - 727,
(ng/ri%_) 10

QW F T D PRIEHERS
I 1
1
Juii}
I*,E
E 0.14
= —A—0.25 mg SEHFE (1553 18)
0014  —O—0.25 mg ¥ (30FHIH])
(n=11)
0.001 ; ; ; ; ,
0 24 48 72 96 120

RfE (hr)
X2 AHE A fERER A Z0. 25mg D F & C Al )i L= &
ZOIEEf ST /v b a VR
CEEfE £ BEERZE)

SHE AR AIZ0. 25mg D FH T riiiffid SO L7z & & ossa /& b
v OIYERE ST 4 — 49

oy Toas*! | Conax*? AUCo-int*? ti2*? CLwt™® | Vds™®

<7 (min) | (ng/mL) | (ng * hr/mL) (hr) (mL./min) (L)
R 15 0.851 20.1 37.0 214 611
(1547 [#1) (44%) (25%) (24%) (26%) (24%)

[ii2EH 3 1.38 20.3 33.3 209 554
(30751 (60%) (21%) (30%) | (21%) | (30%)

B AUCo-int ti2 CLtot Vdg
= (ng + hr/mL) (hr) (mL./min) (L)

10ng/kg 51.24+9.4 34.1£3.8 214156 6211126

(P-HMl + BHERR 2, n=6)

16.1.2 HRAEHIZV 2T I F Vv RUTFH 24 VOHHTFT
s8a /& b a0, 75mg®D Hw T30F A O THIIRN IR G- L 7=
&E L MAEPARZAEARIRIE X IZIZ2HME T L. A O
IR0 T b - 722,

—o— 0.75mg (n=9)

by SR =)

0.01 T T T T T T T
0 24 48 72 96 120 144 168

B (hr)
X1 BHAANEEICK T 2ERAEGHOMEE sa 2+ a v
AT HEFE

CF¥aE + e 22)
HAANEEICE T 5,50 7 & b a Yy O®RYB)iE s 1 — 22
i AUCo-int tize CLtot Vdg
(ng * hr/mL) (hr) (mL/min) (L)
0.75mg 66.4+19.3 41.6+13.1 203+56 695+191

CEIafE MR 22, n=9)

2>

(Urpgefili, BTV SO (ZERED . n=11)

16.1.4 SHEAfERER A ST /2 & Fa V0. 25me #3HEM H T
BHIRNPES- U7z & &, #4530 H DAUCe2m i3 59 HIZ bR T
92,115 LH LY,

16.1.5 SHEDEKRERIZ BV C, 250 /& b 1 V0. 75me % SIRN
PG ULzl &, BE. S OERBERE CIZIEM IR DB
52 BIEERYD b Nl 5 72 h, HIE O HEEREE TILE
FEBEIEH # CJNAUCH-m 231 3MEFEEIM L 72, 72, /80y
Y b o 0. 75meE EIRNIE S L 72 & &, IFRRER S Sa &
b0 Y OAUCIZRHF i Bk RIE S A h o 72,

16.3
s /& b a v OIAEEAMSEZRIZN62% TH > 72 (n vitro) .
HET o Mcknwosa e bay XRREID 2 7 = V&4
MRk (IRER - S A G ~OBOBAIME 2380 5h iz,

16.4 {5
SHEIDERGRERIZ I W, 5 &h7z g s v+ a v O50%FE 4
AT, EREME LTV-FF 2 FikE6-S-v Fafy
REER LY, Zho ORI O-HTZ ERETEMIZ Sa
by DI%RIGTH -7z, ZOMRFHZIETIZCYP2D6A
LTk, —#IZCYP3A4K U CYPIA2E 5 LTWwW5bZ &
MR E NI, SHEAMEHERAIZ B\ CCYP2D6WE M 3R HE X 1
K (PM) LEWAE (EM) Lot/ Sa /oy o#k
YIBIRE I SHE RV R R s k5 72,

16.5 HEtt
AV EAERE R A2 10pg/ kg™ OUCHEGR/ ST/ & b o v & FHIRIN
WE L7z e %, 55144050 & TITIR 5 ATREDKI80% A K Hh
PRl R, RZERE U TOIRPPEIERIZRN40% TH - 72, F
72y &2 )75 Y Z160mL/hr/kglzxt L, Bo ) 75 v 2iE
66.5mL/hr/kgTdh - 727,

W) ssa s b ey OAGEHEIR0.75mgTH B,

17. BRPRAYHE

17.1 B3R UL EICEY DR

17.1.1 ERSEIAEHER
o S R L P BT MR B 4 1 BV R R 4 2 B R OB S M D AL
AR CELG: - Man:) 1209 2 A0 75mgH IR A S- DA
SIS DN TR T = b O v 40ng/ kg HIMERIR A £ 5- % Xt HR
L LTHRLZY,



BT BT | RN
I =D = 75.3% 56.8%
gﬁ‘]ﬂ% j}f;ig%ﬁ 55541l (4185 1) (3155 1)
éﬁjﬁugﬂ Trsz=xray 73.3% 44.5%
v 5595451 (410%051) (24955 151)

*1: V2775V (250mg/m?). FFULEY Ve sakzT7yIFE
OO, XLy vy ruak 277 3 FEORFHRGA

%2 MEHVER R (M, 220EH) 22 U, A ORIHRUE 2 UOSERE O EIE .

%3 ¢ (RIEVEFTME IS A SRS, ST & b e 0. 7T5mgiE s T =4 b
v 2 40pg/kg & WRIEFARNIE 5 U 7z 20027 %9 2 2 'Y 3 H G
M5 & hi-,

4o (P MU RIS 5 £ 5520 ~ 24 R[]

5 0 I T U5 A 15 -6 24 ~ 1 2005 ]

%6 0 2P OWEHSEEMHIRIZI W T, VI =k ba B LS ) &
b Y BEOIERYE (5%STHAXM -2.70%~7.27%) 2588 5h., JEF
WO e IRz WT, I =k tu vl fsa s v b o
VOB (p<0.0001) AFE® 5h7z.

AHIORIEHFEBIAX30.5% (170/557H1) THh -7, FaRIE
FIEREL7 . 4% (97/557H1) . ALTHENN4.3% (24/557H1) . e
3.2% (18/557f) . ASTHIMNZ2.9% (16/55751) . LAEXIQTH LM
PRESR2.7% (15/557(1) . MAFRRETE2.3% (13/557f) T -7z,

18. FEMEE

18.1 {ERRE
5-HTsZZ AR 50 R 2 FE P EH 2R3,

18.2 HEZEAEOHMME
b F5-HTsZAKRICHT 2502 7 & Fa vy OpKiftild10.01TH
>72" (n vitro) .

18.3 HIRt{ER

18.3.1 Su /& b v v 0.0lmg/kg % iFIRNIES-§ 2 L. & H N
U, TOFIvAYUDIE A uL # I UBSIZ K DBRE
NA XOMRHZIHEIL 72, £72. A XDV 2T T F ViE5ME
Mg 2 JHI L 722, 2 O/ NERIHEIZ. 0.001mg/kg TdH > 729,

18.3.2 VAT FFVNEETS 7 2Ly FOIEH%, 0.001mg/kg
PEAZITIRIL. 0.003mg/kgl) EOFIRNZ G2 W TRIT
SEAIZHEIL 729,

19. BRRS(ICRT DEBEEMNAR

—AREFR c oSa /b b a VIERKE (Palonosetron Hydrochloride)

%4+ (3aS)-2-[ (3S) -Quinuclidin-3-y1]-2,3,3a,4,5,6-
hexahydro-1//~benzo [de]isoquinolin-1-one
monohydrochloride

2 CioHN20 - HCI

& 332.87

PR A~ IKEAGEDOREEDR R TH 5, KK THET R
T, AZ LR B uFRLAIIRRETRTL.,
I & =)L (99.5) 1Z¥FIZ<

{bzetEa

20. BURL EDER

O+ EF0.75me>

20.1 MR S HLD ¢ U CRMBIRF L 2561, itk b
IZH RS2 Zehd 5720, ML SHD L 72132
4 2 2 3K E ZE$ 5 Z &,

(FOFvREEeE/\y J0.75mg)

20.2 BIFOMWE ERIFT 5720, KA EEA TV B M
FCHELZNWTZ &,

20.3 A2 5D Y L CRMIBIRF L 2235613, itk b
T2 20 d 5720, R SHD L 7252133 A
i+ 52 &,

20.4 KOLAITIEFHLEWZ &,

20.4.1 SMERBHE L T B R NN R AT & h B I

20.4.2 NEWEH G ALIRE L T 5

2. T

(7 O+ ##%0.75mg)
5mL X 5

(7 OF v mEEeE/ (v J0.75me)
50mL X 54%

23. FEXH
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