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REEFVF(LERAELTHR)

s s ERETEECERAS RS HIROMIEL -
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BEEE
BA

ERBIERREA307ER - SICEEA30Y - RTE-HE0.2528% -

SEEFOF(LERAELTHR)

ERIREERBER307ERI R E —HIEpalonosetron 200 A%/ AT (RABEA I BB1I500M A%) - BIKEZRHEAEBRLSS
i -

% :

ALOXIEFBOE ST A - ALOXIAFEEEtZEEMR S - 1R EALOXIZ A8 2 @19 AR & B/KOP 3 E E 4 (infusion line) -
FRBEBERTZEY  REBRNEREBHERT @ KEABRREYERESAMIRNYENESIER -

3. [RIBY/EMEE]
ALOXIBERERZRE  BE - BEAR - BWBHE 8527 KE0.2525% (free base) -

4. [ERE]
ALOXIZ IR CHH I ENNEETR I BH RS - "HESHERERL -

5. [BEEETESE]
BEI R & (Hypersensitivity) :
ﬁ?ﬁ;gﬁ%g%ﬁﬁ?ﬁ-HT3§E%FSH‘J?@§KZ  HEERBREBIRE(ZEHNERT)IBER -

B 3
S-HT3SEENEISEREMBERERBNRFRSE  ASHREEFRMBEREREYARRE (FIN : BREGIMBRLEWENSEIE ©
selective serotonin reuptake inhibitors (SSRIs), - MERMAIEE EIRERUIDEIE "serotonin and norepinephrine reuptake
inhibitors (SNRIs) ; - EREELEENHEIE "monoamine oxidase inhibitors, + mirtazapine - fentanyl ~ lithium - tramadol %%
AFSTEREEE "methylene blue s ) - EPBISIETEA - EFEEAS-HMIB3ZBRENEBENEEREMAEREBEFNEFRS - A
FERAS-HT3ZEENEHE  MEREGFHRFR S HEERMBBRE 2 REERERD L - MBEREIREBREERIERIE TS
B RIERZAS | BHARELE (0 BENE - 48 - BEREXK) - BEMLCKRA (0 MVERE - MEARE - B8 - 37 - 4
A BBRIBRD) - MU (W : R - B8 - EE - RHTUE - AHHE) O BERERE - dsEEBESBEER (1 BO - &t -
ER) - mERRENEEREMBERAEIRE - KAISHARRREMhISRIFERAEYF - EXEMBRACRE ZER - BURIFE
WAFZREAE - REERSHNMBEREFER2ER - SR EAREEMMBRIFRAEY G EE -

6. [BIEM]

R RE ERACER -

ARBAREREEERANBERNT - EYRBERSRTAERENARRELR  fElEASRTHEMZRERELER  TEES
B A RE AR A IR S EE R -

{EE A S | RE Z IR OGN

1374 A s 218 FPalonosetron » BT EHSERIEMCEEEZFZ R 2B OKIBMHAERAREERT - AloxiEmEIERNEELE
KR EBRERERMOndansetronsfDolasetronfB{l - FR(ERL)IHELEET - BE2%WREZHENAIRBRIE -

F=1EBBRERMFRNBOREN 2Rt - EEARARLE 2 2% 2 ARKRE
FEAR 0.2525ALOXI | Ondansetron Dolasetron

(18185 = 633) 32= 5 A3 Ak T &Y 100=FEFF Ao 5

(@21 =410) (lE%=194)

B 60 (9%) 34 (8%) 32 (16%)
(304 29 (5%) 8 (2%) 12 (6%)
R 8 (1%) 7 (2%) 4 (2%)
Bix 8 (1%) 9 (2%) 4 (2%)
T 3(<1%) 4(1%) 4(2%)
e 1(<1%) 2(<1%) 3(2%)
N 1(<1%) 3(1%) 3(2%)

FEHMARS  28SHEERTFRHA0TSERE—HENpalonosetronBEERSNEW - ZHERERHEN=1F - HP—1fI
%E%E?ﬁﬂéﬂ%/bﬂﬁﬂiﬂﬁﬁ%qﬂ CORBIER10WME/AFTHRE ; S—AURZE—BEEZNE HERKR T UFIKIE F0.752 = ERE
= all °

HEEAERT T EHEARETFEREAEEFANEEAR  BEAERBENEIER  SLERERERSBEELCERENEARSE
REAALOXIZ B ELEM :

OFEIME - 1% : FEFEMOBEEZE(non-sustained tachycardia) DBk 48 (bradycardia) ~ EIME ; <1% : SME - LALER M
(myocardial ischemia) - BA9MA A (extrasystoles) - E 4 O\BkiRER(sinus tachycardia) ~ B0 EAE (sinus arrhythmia) ~ L= EEB
HASMNI 4R (supraventricular extrasystoles)FIQTIER - HEFF 2 EZE S - EAALOXIRY B R 14 FRATE -

KB : <1% : BB EX (allergic dermatitis) ~ A1 -

EEEEN . <1% : EEE(motion sickness) ~ BIS  IRFIEIE (eye irritation)F15518 (amblyopia)

BEEZRA 1% : 88 - <1% : HEAR - iR - Oz « fTIRAKK(flatulence) -

—REE 1% BT <1% ;- BE - EEBAT - MOUKERER -

FERE - <1% : ASTRI/SHALTRIEAIREEMBEARNWILS - SESETERENESSEREHCBEENFEERT -

K 1% : SMME - <1% : BREFE(electrolyte fluctuations) ~ BIMIEAE - (CHIEEE TS - ¥ERAE(glycosuria) « B ORE(E -
FREE -

MANEE : <1% : BI&E -

HEEG 1% : BI% - <1% : [BIE - KR - FRBE - RBEE -

1B 1% BB - <1% : R E(euphoric mood) -

WRFM © <1% : FRAEE (urinary retention) °

M : <1% : #IR#EE(vein discoloration) « Bk 3R (vein distension) -

REHASVE

F—EL3NRELRSVERERS - REVEEBHBKAEN307ER - BIRETRNE—B Spalonosetron 20f A5/ A (
%ﬁg%*?ﬁEEIE%%)LX%EF)S{I:%E%%%%ZD%/D&ﬂlEDiE’\JEﬁ%%ﬁﬁfx CREFHFERSARRERARELIFZE) - BlE46%
NBREHETEA -

T3 ARpalonosetronf A R i fE B11E:

R - <1% : 18 - B - EEESR

— AR <1% : BUEERAIRTE

BB . <1% : BEH T E X% (allergic dermatitis) ~ BBESR -

EIEHEBNENECEER  HhRERSVERBNIRBRE -

ThEERLE

EgLOi(ITZ?&?ﬁﬁﬁHE?&EE'FEJKF‘diﬂ% AARBERESRMNANEHTEFIEEBRN - FoERENMAFHERREHEYRE
=% -

B FERLE(post-marketing experience) - 3EE/VE(<1/10,000) B BB R EZBHEERE) N BUREGIZ - E4
induration - R&FARFNZRE)HIZEHI -

7 [EYREER]

Palonosetron &M Bk HEM MAEEARBERPAS0(CYP)BZRBIENN B IRTCHE LB - E—DIEEINERAE Palonosetron
A FECYP1A2, CYP2A6, CYP2B6, CYP2C9, CYP2D6, CYP2E1HRICYP3A4/SHYHNHIEI(CYP2CIIKRMFIRET) - hAEZFHFECYPLA2,
CYP2D6, 3 CYP3A4/5EYE - FTLA + Palonosetron EERIR EEB V7 ZM R E {EARIAIBEIERIE - B
BEFS-HT3Z R M E R EMMEREARE - SRR MBEREEF(EEBEERENELE BROLKH  wLNAMER) - 8F
BHIE M MB R HRUWHIHITE (SSRIS), IEE ERRRBEIUINHIE (SNRIS) (B2 B L S8 R EIE5.26))
EREESHEFIES0.2525% palonosetron k2052 dexamethasone - #7Rpalonosetron & dexamethasonef Fa Rl fE 224
EjHEB R EER -

E—ERERZHEEE —RIRHME0.25= % palonosetron (53 Ik ) &£ 5 = RO R Haprepitant(125 £52/80= 5% /80=5%) -
palonosetronfVZE4) 1 &8 AREZE & (AUC: J2 %, Cmax: 18/115% ).

Tt EREZAEE—HEFIKITFPalonosetron(0.7525%) - Mig8E O ARmetoclopramide(10£5% - —RIER)WHAIET - B
RBBHEMS NINREER - B B N N B -
EHRBWRAERT - ALOXDFFH L2 MBS FIRFEHER - (bR - IEE/IEROE - B R e R eSS

BHEF -
EERBYEEZEE (murine tumor models)$ - Palonosetron i RN A fE Rl 2 {CE A ZEE (cisplatin, cyclophosphamide,
cytarabine, doxorubicin #imitomycin C)RHEE M -

8. [HikIERER]
&2

BEE(ER : BE
RIREE

HEZRRELG FALOXINEFETHEE M RIFIEHINMTE - EAEERR FHRER A ORE FPalonosetronfIEN ¥ 5B 5 -
HEsEANEERFRITTH1I894ER3I789E - BIRIHUMR-KRERERTE - ERIVEERRFEZSTZAMEIAENRIE -
BRI - HEIEZ2HAR - ALOXIREWRREER A alER -
B EREE
FEMER  TRZAEENREFRAMUORKE FEEC0Z5/AT/XBIPalonosetron(H B IRIBIERE BT E 2 ABREZEFIR
BPHEN18MAE) N EEZRFHNREF MO RE T EIEOZ5/AT/KHWPalonosetron(X AR IBIEREBATE 2 AEZE
FZEIRKIETEIEN37891E) - BIRFIHRIR-BREEESE -
B2 3R
BRMDAMALOXI RBEEEEITT - HRHFZEYESMNRITT - JEHIANBREERELRMWSIE - LI KPalonosetron
%?Eﬁﬁﬁ‘&%ﬁ%ﬁ(%%ﬁlﬁﬁ-#ﬁﬁ ABES)BENUEERNEERERE  FHit - EXERINEMHERNEZUR - BREFILEHR
FiEIEAREE -
REES/VEFEFER
H#—IBAISMRERAAZI7/EMUTREAS VERERENERFER - REABEH(CEERABEN30DER - BESIRRTET
B —H Epalonosetron 20 A%/ AT (GABEAO#BIE1.52%) (2RE14 26 HKRAR) - EEAREPRZELSVERERBR
RARERERSHERFEMHCEELFE 2R ORENL  HEZ2MBEERI Y BRAZEH—B(SRE6.1EEIER) -
giﬁf%g\%11@%)2?%’f&*£’ﬁﬁﬂ'fﬁﬁ%ﬁﬁ .
655% M BB E (1864 5% 2 B) KB AR B B R M B) N B D T BB I R B /R TEPalonosetron ZE Y &) N BME BB T =
£ - f£Palonosetron R R ERA1I374MU M ABER B D - 31611(23%) KRB ER655 « 71N (5%)ARFERT5H - HELER
SHENRERSHEZESARRZEUAAUM LNER B2 - FEHREEEFREFRSNWEEY - HEZHNEBELEH
BE SR SRIMESE -
BIMELRE
REINPENBNELAEAGHREME EPalonosetronMWENE HBELE - REBNEALAZNE B R RE S (Total systemic
E;%os%egiiﬁ@?&%ﬁ%ﬁtt - KENN28% - EORENBINEEAZERPalonosetronly - FERBREIE -

5
FFIgERZ= ¥ RPalonosetronEGEER  HEBESHEERTIRBEENTE - TORENMNIIEEAZEMPalonosetron

B - ARBREE -

B
P42 RN BAZHE R THEHE3~905 5/ ATHPalonosetron » REMZENE NER Y - BAANZEBBERHARA
ABH25% - B2 - FHRERBHE - FANENSNENNHBAIEARTH -

10 [:B=1]

BEDEEALOXINMRSE - BERMZFHRENMES - SOURABEREE—BEHSHERETD - REIOME/AT(HEERG6
ExEEHE)MWpalonosetron - E—EE2XAAERES0.2527R W25 - E—ESHAMEME S EEERERANRERA
B MEREHZEIIME-REK(dose response effects) - 43 - ARDMEREKR - WRETENER - BN ARBENERE
palonosetroniBEM 5% - FIKIEFE—HE/30E7%/ATHpalonosetron(IRBEEREE - HRABBA/NBEMNS - 25%
NBEEMA7TERMA7AE) B AABN/ N EERRGHEN - TENSHERSELE - IBR(gasping) * BA - BHEMER -

11 [#&t)

Aloxi(Palonosetron HC)&— LMt B £ I FIROE - BER—ESRE N MEERE3ZFE(5-HT,)E A - Palonosetron HCIZ {E&
3, %(3aS)-2-[(S)-1-Azabicyclo[2.2.2]oct-3-yl]-2,3,3a,4,5,6-hexahydro-1-oxo-1Hbenz[de]isoquinoline hydrochloride « 73 F=
HCoHuN,O - HCl - 9 F&%5332.87 - Palonosetron HCI& (s ~ s)BUE4EY) - HEABWT -

HCI

Palonosetron HCIZ2—REHEHXABNRIEMN K - BETEANRK - BEBARR_E - MARZEHE2-’E - AloxiitHE2—EH
BIRRTHER - BH - 86  FREUNSREFERR - B MS=EAMNALOXUESEI2750.2525Palonosetron FE - it
H . 207.52% HEE(Mannitol) - #kith# —sh(Disodium Edetate)® [ &5 84 $h4E & (Citrate buffer) S5 #hsodium citrate
B JKIEIERE (citric acid monohydrate) ] RAKHEFIKIET - B RpHER4.5%5.5 -

12 [ERRZEIEER )

F RS

Palonosetron2—EESERAHAIS-HT,ZRBENE  HHEHMSRALTLERS U - BENCEBEAUERSEER OMIEL
IR% - BEZMEACisplatin 2 BRVZEY) - 5-HT,ZEE D HEMNIBZE (area postrema) Z1EB S RUFETRE (CTZ) /i R ERE AR
HWE - —BIBECERIEYERENGEWEEEEARERNEE  BRERNMEREZFLUELRERLEAME(vagal
afferents)M5-HT; =88 - BUENIEME 5T - MiS kiR O ENEnT -

e
HERRESD - Palonosetron¥ iR IME - LBEERE - ABREQTAENN L ERESEHWF EEOndansetron & Dolasetronf81 - TEJE

ERARRZTE - Palonosetron#EAMEETS B O EN A ERBIRE 28 FiBEMEES - EMIERENFEAIRFAT -

w—EEE  BEEOK - 1T - ZRBEIREEZEY (moxifloxacin) 8B - R EB B 4T EPalonosetron ¥ QTcE FRAVTE
B ZoBENRER2]18RESHZE - E—HEEREFIRT0.25 - 0.755(2.25% % palonosetron « BIFF A O EBHIFE - Ihi
AR THESE2252RE - HEAULEE[ER - 8EQTCRR (LI EM{Ecardiac repolarization)BREEE T ZE -

4




ot Ebal

RENSHENBEREBFRR FPalonosetron® - MFEEMZUBAZEMBTIRMAR TR - TRENSHENRER
B RTFEHEHEE03I~0MAT/AFTK - EFEHEAMERE(C,. ) FIBE - BEHA THEBAUC,..) BB SR IELE - B
BRI FE—HSEA3MAT/AF(E0.2125%/70AfT)Palonosetron AR BERS - EFHIEERESD) RS MBEEELN A
5630+5480ng#h5e/F(ng/L) - M¥FIHAUCH35.8+20.9/1\8F - 5=/ (h - mcg/L) -
BHU—XR—R - 8R—AFIKXT0.25=27Palonosetron - HE3HESEIIARERSE - #E—XREEALX - Palonosetronz
MEFEE - F1918IN42+34% -
Bt DIEFIKIE F0.2527%Palonosetron —RK—RHEF =X - E12UBENZHE - #E—XRFIE=X - PalonosetronZ M &
Jgﬂéﬁzlzi’:](i’f?&ﬁﬁ%SD)i&“"?}DllOi45% .
b2l
?é:\lg‘onosetronE’J’n‘ﬁﬁﬁ%%ﬁ%’ﬂﬁBSiZ.S’z}ﬂ/’Aﬁ - 1§3162%HIPalonosetron 2B MR ELBLESH -

Cet
PalonosetronolDUEBAEREEH HEES - HPaS50% E M AMEFZNNHEY - N-oxide-palonosetron#16-S-
hydroxy-palonosetron - &S EMHNS-HT,ZieERENEMIIERPalonosetroni1% - EEEIMUB BERA RPalonosetron
HRHECYP2D6 ~ RS ARER/NWCYPIATMCYPLIA2ERE - AMECYP2D6ZEEE TSR B & (poor metabolizer) Mo H &
(extensive metabolizer) 2 - BRRENE NEBSEARBEREEZRE -
HEtt
DI IRIE T E—HIEB10M AT/ AFHIC] - palonosetronf® « T80 %AEISE144/N\BANE HIRERRD - MELA0%HIIR

ElE{)%palonosetron - EREZHENEBEEEA0.160 £ 0.035F/\B/AF - MBWEBSX%50.067+£0.018 F//)\k/
AT - FERIGHEEFRAN R0/ -
HREE-REEEVE
EREHSVDERERSE  RHEE—HSFEFIOESALOXI 1015/ A 32065/ ATHENE N2 BN - BESEW10M5E/ kg
BINZE205e/ AT - FHAUCEE £ A LRI -
B—HSFRETALOX] - FIBFIRAELSHEHETARE  HESMFEEECHESEEUN - <6mBEEREEEEENMEME -
REL20M5E/ kg% - EERBFRAFTHERAR29/NE  EEFRANNNR20E30/\FE - 12RE17TREEHBABRE
clearance(L/h/kg) - 2R EHIAME AL - D MHEETE(UL/KgFR)BEFEH =R -
F2EREUSVDERESE @ FIKIREALOXI 2005/ AT E T8RS/ BN ENE) NESE

. R REBE/DERE

% =P e

RNENREH 2y 2106y 6lo<i2y |12t0<17y
N=12 N=42 N=38 N=44

CT® ng/L 9025 (197) | 9414 (252) | 16275(203) | 11831 (176)

N=5 N=7 N=10

AUC,_, h-mcg/L 103.5(40.4) | 98.7 (47.7) 124.5(19.1)
N=6 N=14 N=13 N=19

Clearance ®, Lihkg | 0.31(347) |023(51.3) |0.19(46.8) |0.16(27.8)

Vss©, Likg 6.08(36.5) |5.29(57.8) |6.26(40.0) |6.20(29.0)

HAFI9E(CY)
157 TR Fpalonosetrond M %2 E
BRBEMVssat E 211005/ AT K205/ A T S R E

13 [FERRBIEE]

PICD-UNERETHN—IBERARI04BNEEERRT  SEHIVORIOREE%10 - 30M60=5/A/XKPalonosetron - &1
PalonosetroniREHEEER - BERFMAZ&aMEEEHPalonosetron I E S IR T E(systemic exposure) (M#EAUC)A)
MAERBI0 252 2 BEFIOTHEEEERIREEAUC=29.8 hemcg/L)#9150%2891F - USprague-Dawley rats#4TH—IE
RHABL0AEMEUEMMR DT  BHAERXAEMNORAS X2 RIRARE%515 - 30M60=E7=/AT/AXF15 - 45819025/ AT /XK
Palonosetron - e ElEE4E ¥ PalonosetronfE B HEBREB(MBAUO)N A ABRERZEFIVEIFEHEEEWEEBN1I37A
30818 - WM AEHERHAPalonosetron - FIEMNEB LIREHERARNEASHEERBUEERARBRRER  ESESARRE
BEHIRE BRI T EERENEER - FIfEABRE L - AZEEFARREEER - WIEMERRCHARRERSHIRE
BRI AR -

Palonosetron e 2B ER (Ames test)s Bg - PEIE EINE M (CHO/HGPRT)IE@ZRE R - 525Mex vivo) T AIfEIEIZDNAS
B(UDS)iE s/ )\ BEMZAER - METLBERSH - A - ETEEENEMARCHO) AR EEREETHRT  AZ2REBER
FEERZL/E F(clastogenic effects) -

ARG A EE60= =/ AT/ KPalonosetron( AR IRIBEERHEBEMIEZ ABEEFIKIS FHEM18941) ¥ i 4 Sl X2
NEBZBEEIRIBEFE -

14 [ERRHR ]

B AEEBR AR5 85 2 ROIR O L R Nt

—EE=fmRARREBRN—EE _HERAR  ZWMEUFRIEFE—EEPalonosetronfEl P E RS ERIESE(CEZE ARS8
Z2MIEENIBOHEBMANN ] - FELEEEUHERT  FATENRERE(EIEMIRR AR AR NEMMNNSHERTEE
BREN%E - BE/VBHI120/0E - PalonosetronE(EBE A R EBETHNZEHMY A TIHHRE -

PERIEH(CEEE

11320 E BFETHMES = eSS HIEARER  tbBRERE B Ecarboplatin, cisplatins50=52/m” + cyclophosphamide <
1500255/m’ - doxorubicin > 25255/m?, epirubicin - irinotecanfimethotrexate > 250555 /m”% th & Bl {4 (LB B R B2 5 2 B
300 - DIE—EIEFOEFALOXIFlondansetron(#f % —)skdolasetron(ff R )R] - fiFE— M AR FEFG MM RIS IR 7B LR
MEEERE MR _PRBE4%FORHEAER - BEHARTZERBRLETT%) - BA65%) U RFTRIAREZB{LEARE (54
%) - HEHFEAS555 -

SEMIEHEEEE

—EMI61E R BB EEEA VA ABESEAYENE_HEEl/HE-HERRZEARER - FEMUFSIKEHE—HE10.3%
M/ AT (HEER/NR0.1EEZ6ZEEEHE) 2 HiIPalonosetron - HRIER S ERIE M LR B XEY (cisplatin>70=55/m”
gfcyclophosphamide > 1100&55/m’)iaE 2 BEMNNS - B iR EEERET RTEH S ITERET - EEERNBIES TR
BHRREERESCEEERSIEHNEMROEBHNRESVEZ/0252% -

—IBL667AIRBETHNE - PEEHIEFRER - LREFEMABScisplatinz60252/m” + cyclophosphamide > 15002 5/m*Hl
dacarbazine%%ﬁ*?ﬂDIEn’fiﬂ:i—iiEfiﬁSOﬁﬁEl«‘l%H)ﬁﬂE%ﬁﬁ—EﬂEZALOXﬁDondansetronﬁ%%ﬁ (fF%E3) - 67 %R EE(EEAE
Bl - SIEFMMERE TS IR EEREE - H667MAED - S1% 2R 60% 2B A - 59% KL EFBEEEL - HFHFEER
B525 -

EEZHERABT - ALOXIFLIEMLEY - FEIRACEABEEYZBNSMH0E24/0F) (3R3)  EEHQAZI20/\E) (F4) 1z
ZHI(0ZE120/0\F5) (3R5) Wl -

3 FA AR O BEIERM (02 24/)\05) « TR EERE

(BB i JAEAE EE BER] p-B° | 97.5%EBE"
EER ALOXD@ L8 4R
FEZ %
S ERIE M 1 [ ALOXI 189 81 | 0.009|(2%,23% )
0.2525%
Ondansetron 185 69
3225 O
2 | ALOXI 189 63 NS | (-2%,22% ]
0.2525%
Dolasetron 191 53
100=5% FiEH
SERIEME 3 | ALOXI 223 59 NS [(-9%,13% )
0.2527%
Ondansetron 221 57
3227 S

ST EESIBEE (intent-to-treat cohort) »

® 2-sided Fisher's exact test - #8835 7K#(significance level)Z&o = 0.025 -

¢ BLEERDBRIERSE M (non-inferiority) JREEET « LE-15% AM T BRIEEBALOXIEELLE A 7 BRIFERE M -
ELEMRBERALOXIEEBNEN TENSENEHEE(CEBE VB RRBERMEE S W R OGN - 3T - EGAERR
M LREEEEREREABY - ERMPTARA DB REEMS-HT, ZEENE ST WERAREY -

4 FAMIEEMIEOBIRNM (242 120/)\05) @ TR KBRS

{EEEA AEA & e HHEHRTE | p-&° 97 5% EHEME
IEZ % ALOXDUBI R A
hE 1 | ALOXI 189 74 <0.001 (8%,30% )
HE M 0.25Z5%
Ondansetron 185 55
3227 S
2 | ALOXI 189 54 0.004 (3%,27%)
0.2525%
Dolasetron 191 39
100=5% FiEH

? ETEEEAEE (Intent-to-treat cohort) °
® 2-sided Fisher’s exact test - B8z /K #(significance level)&a=0.025 -
LB RLEEBIERE M (non-inferiority) RE&ET - LE-15%AM T PREEBALOXIEALLEXAE ~ BRIFEREH -

BELMRETRALOXIBEBMIEM P ERE HEE LB A VIR R R BEZMES ZIEE R/ O AR -
RS FEHEREMNELOAEM(0EL120/\F) | TBHOREREK
{EEEA| R =yt (EE HEHRTE [ p-E° 97 S%EBEER
KIEZ % ALOXIR EEER AR
hE 1 | ALOXI 189 69 <0.001 (7%,31%)
e 0.252%
Ondansetron 185 50
32=7% FEH
2 | ALOXI 189 46 0.021 [0%,24% )
0.2525%
Dolasetron 191 34
FiRES 10025
? ST EFESIBEE (Intent-to-treat cohort) »

® 2-sided Fisher's exact test - #83%7K#(significance level)Z&o = 0.025 -
‘ELERBLFEBIERE M (non-inferiority) 2Ra& 5t < LE-15% AR T BREREAFALOXIEALL B A 2 BRISER & -

BLHRERT  PEREMEECEEEZZRERRBERERZLI20/NF(GR)P - ALOXIBEA AR L LNENT
SEESVE(CBEEMSIR 2R OEIEIL

E—IEEE FREUHEYHRE REEASVERESENEREARSR - WAKBAN = 327) W FHFEER8.3R(EEER2EFE16.9
%) - 53% =B HRI6NIIEA -

ERBIRERIBEM(EEZEY307 AT - MBS IRE TR palonosetron 205/ AT (RABEATBB1.5257%) (IR A
palonosetron&4 x 8/ i %2 )1 2 R ) sk TE B A 1R EA BB 1R 229300 #28 R0 - BFAFE VI8 H00.152 5 /A frondansetron(fE58
—Hlondansetrond Z8/\IF 2 - #EZ#)T0.1525%//Afrondansetron - {EAEIERO[#BiB322%)
REMNBIE M E&EZY) B doxorubicin, cyclophosphamide (<1500 mg/m?), ifosfamide, cisplatin, dactinomycin, carboplatin,
Kdaunorubicin © 55% & BE(LER - AIREEBEZEY) corticosteroids, B13E dexamethasone -

EEENE— ARy SERENEES  ARIEEENRY24/NERIENL - REZIE  BEERRIERENZEY) -
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Bulk manufacture and primary packaging:

[+ : FAREVA PAU

Bt © FAREVA PAU 1

Avenue de Bearn 64320 Idron, France

Secondary packaging and release :

% . Helsinn Birex Pharmaceutical Ltd

Milk : Damastown, Mulhuddart, Dublin 15, Ireland
i NBEREERNBRAS

i dk ; &IbmEEILE3115%

20200416

—p—




