Z Ac 15 1l Be B T 59 B
Onivyde (irinotecan liposome injection)
HElZE > 55 026655 5%
PREFESEM e FH
hkZ~H 1 2026-10-06
FRR 6
RIS 485 PIOT-1v09

[ =Rt 3 M 3Kom /D e

b

B REMNEPHEMIKEDEEREER

#SONIVYDEf Aoxaliplatin ~ 5-fluorouracilfleucovorin&i 6t A 5-fluorouracil ]
leucovorinBy5m A & 8 4 B & B 15 R A an FIIE P M B MK R/ iE (B4 B an i IE P M B Bk R /D
SHBMEM R B A AIE DS E MR & 6150E) « SR IEP M E MIREBER1,500/mm3
FAEPMHAMIKE D SHERER - RIEEZEERONIVYDE - J4 5 HA R /& T HA 50R M3k
[B2RAEZREC.NMEFRLTESIREG1)] -

#=ONIVYDEf#Foxaliplatin ~ 5-fluorouracil®leucovorin&i{F5-fluorouracil ]
leucovorinfym A B HIREBE LG R EMWIER - F24A TIHERZERNR AONIVYDE - i85 &
EERE2 - 44 - RIBZEAONIVYDE - SiREalERERERIEEMIE S Tloperamide
BE - BEREAFRER - i iHatropine s BT NBRERENRIERFEESRERERE(3.1)M
EERERSIEG)] -

AR

1.1 BUMSIREE
B : Irinotecan Hydrochloride
&2 ! Irinotecan free base....4.3 mg/ml

ONIVYDEZirinotecan hydrochloride trihydrate - @ —@HFEEEIEIHIE - BIFLI
Bilsie PR MEF TSI A - Irinotecan hydrochloride trihydrate!EE2 218 %
(S)-4,11-diethyl-3,4,12,14-tetrahydro-4-hydroxy-3,14-dioxo1H-pyrano[3',4":6,7]-
indolizino[1,2-b]quinolin-9-yl-[1,4'bipiperidine]-1'-carboxylate,
monohydrochloride, trihydrate - BT/ C33H3gN404-HCI-3H,0 - B FER
677.19 g/mole - B F#EHER .
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E}-.I_\. ":]
—N _ﬁ—]ﬁ)_}ﬂ' *HCl #3H,0
o

ONIVYDEREH - HBEEXEE - A2 - SRENIFHEMIERTIZR - 810
ML E — B 22N =243 mg irinotecan free base - BiEE %4.3 mg/mL - A5
IEER—EEEERESAN/NEER  BELY110nm  8BRERANKEZEEZA

EEBAREIUE AR BE MUirinotecan - Bl & NE ) \IBEBRES -

1.2 B
MPAEAZRVAE A% %56.81 mg/mL 1, 2-distearoyl-sn-glycero-3-phosphocholine
(DSPC) ; 2.22 mg/mL cholesterol ; %0.12 mg/mL methoxy-terminated
polyethylene glycol (MW 2000)-distearoylphosphatidyl ethanolamine (MPEG-
2000-DSPE) - &mL=4.05 mg 2-[4-(2-hydroxyethyl) piperazin-1-yl]
ethanesulfonic acid (HEPES)fE&#& &% ; 8.42 mg sodium chloridefF % <5 5R | &2
0.9 mg/mL sucrose octasulphatefF & & EEE B
1.3 HE
past-ppil
1.4 ZERINE
43 mg/10 mL irinotecan free baseME—HIEZH - KEBEXEES - AEFEIIFS
Biibeks
TR
 Hdoxaliplatin + 5-fluorouracilfleucovorinffF - fFREZHRIRER ARANSE —4K
=y
» EA5-fluorouracilflleucovorinfff B - J&E B E = Bgemcitabine RV 14 B AR 2 Al 7%
A o
=R : BEEEFHONIVYDEX AE AR EB MR RN E[F 2R RRERER(12)] -
RAKHE
3.1 HZHE
EEEFEREM
s ZILIONIVYDEEV U E =2 Birinotecan HCIRYZEY) -
EEREsS
Edoxaliplatin + 5-fluorouracil®leucovorinf#fl - {EAER
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27 B -
7FETONIVYDE - B F5foxaliplatin + 5-fluorouracil®ileucovorin [ 2 Bk ARt
:éIﬂ(‘] 2)] -

o MHMUGTIAT*28%1BEEE A - ONIVYDEWEZE 2550 mg/m? (U
irinotecan free basezt &) - FIkENFI0NE - HF2EFH—RK -

 ONIVYDEHRIMBEAZBE I EEELIRNEALSRBEREHE[FESEEIE
F/AR&FEB.2)FER R EBER(12)] -

#15-fluorouracil®lleucovorinff A - ‘AEZ#E =B gemcitabine Y832 14 fE IR & B T
T/\
JESTONIVYDE - 5 F595-fluorouracilfleucovorin (B2 R ARFEBER(12)] °

e ONIVYDEREZHIEZERT70 mg/m2 (Blirinotecan free basest&) - #KkE)F90
niE - B2EEH—R -

o THHEBMERENRKIRED - ONIVYDEEFZME - i leucovorin 400
mg/m? EEAREE305) 8% - BE#E H5-fluorouracil 2400 mg/m?2 EFAK T 46/)\
- G2BMARE—RK -

o EHAUGTTAT28BEERARBAESFAIBA - ONIVYDEREZIEIRTIER50
mg/m? (Mirinotecan free base&t &) - $3AREITI0) 88 - EAELMS - BIRE
EEEATBONIVYDERE 285 %70 mg/m? (Mirinotecan free basest&) -

o ONIVYDEHRMBRARBHIERE LRNBAMEEEZZTE[FSHEEIE
/A R&IE8.2) MR R BRER(12)] -

ONIVYDEREE B INEEARE(Cler<30mL/min) EB R AMNERAZ - Bt - A%
FRAREEBINEAZNEBREA -

hNg

&=

HIE
NS

\
/et
A+
NSy

#,EONIVYDERI307 #8553 —H 57 & A Ae A0 — | LE ) -

>'¢'

ARRENHIERESR
ONIVYDEMEIEREZZIINFTIMNR2 -

#=1 : ONIVYDEf}#Foxaliplatin - 5-fluorouracilflleucovorinf9E| £ i 2 & (U
irinotecan free basezt&)

#¥1H2%250
Hlta BERH mg/m2BIAA
FHEONIVYDE

HZFAONIVYDE
—BEBEE_F1Rcde - BoNIVYDERER :
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344K -

F—K 40 mg/m?
ARKFEDb
B R 32.5 mg/m?
F=R 25 mg/m?
EQER f=FBONIVYDE
35544 R &%
BINAR FEIER T /= FIONIVYDE
B
=y 3 =%
s Q«(Jii’?g\ﬂw mTA f=FBONIVYDE
> FE2HRM B FT—R =FHONIVYDE
B =R R ET—R =FEONIVYDE
25 HIBEIKRE E—R =FEONIVYDE

A MM RKEERERBERRN A RS AITEEE5 0RR(NCI CTCAE
v5.0) -

bmy  MENEIRFREERERRES

c i@%juzq:'rmmaz%%ap 2000/mm3 (2x10°/L) BUR /)M 5+ 813> 100,000/mm?3
(100x10%/L)31 - FEWREREF -

d ﬁ%ﬁﬁ%?,i&ﬂgﬂ OFIEN - ETEIR S LE AR IR LB R 5 TR E RS

/5%515 -fluorouracil#oxaliplatind5c 2 &7 &l - ONIVYDERIER A R & &M
78 2> 5-fluorouracil(5-FU) floxaliplatin Bl £ : 5—REER - B 2REH
%E’\JSO%; FE_REBER O BOERGBEHENG65% ; E=RBER - BV EREHEHE
#I50% ; EEESEMNRAEF LA - iS4 A 1E 0] 1F Hoxaliplatin - TTIONIVYDE +
5-FU/LVERAITI 448 - 5—R - FE_RMEBE=-RHIRSUEF - BiEFleucovorind/R
BTSSR -

<2 : ONIVYDEf#H5-fluorouracil®lleucovorinBY % £ s8 2 % (LLlirinotecan free
basezt &)
UGT1A1*28EIEE
=i #EHES70 F -
NGl CTCAE va.0f BERY mg/m2BOA | FEERIEEEE
v #BEONIVYDE | £70 mg/m2f9%
A
3T FEAER 42 FAONIVYDE -
FERRME —BEBRE<FE1R - KU TEEEHEAONIVYDE :
5K 50 mg/m? 43 mg/m?
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E_R 43 mg/m2 35 mg/m'2

FE=R £ FHONIVYDE £ FHONIVYDE
& &t fh s F—R £ FHONIVYDE £ FHONIVYDE
ESMHBHRE F—R £ FHONIVYDE £ FHONIVYDE

SEEE X EEM R ARSHERMNEZREL R

B8 1 5-fluorouracil (5-FU)Zkleucovorin (LV)WEZEIERES N - RS EZEMRTHE
HWEFERM ; TRESHEEREEBRER(12):5A -
32 HAEAR

ZRREERT
ONIVYDER—BAMBHEER - AEEERNEFEEaEERR - |

%

o REMPHEHSEHIREAONIVYDE » 500 mL 5%E & ##EE5/8=00.9% %=1t
WESR#MEONIVYDE - W AEEEBENSUESHERR - ElERTER
ERAE D —HEEE -

o MERRAREE -

s WERBIZHEARUNRER MEFANSAER - SNELEME F[2°CES°C
(36°F246°F)fEF24/N\FAER - EHREREARKERZREMEM -

o BARR

o PFkEEMEARRIONIE -

*®.

T~

%

=
70N

A

¥RONIVYDESkirinotecan HCIZ ¥4 B E BB Bl & E S M ES<E(anaphylaxis) A9
WAZIEFEFHONIVYDE (FREZBANEESFIR(G.)M EhEBALRESB.3)) -
Z |FONIVYDEE B2 N EE (St. John's Wort) A -

ERMEIRER
51 ZERE/ IESE

B EAIEP 1B MBKRE D AE
ONIVYDETIREZ iE Ak BR E Bk B R A an I IE 14 B M EKRL/ D AE A 2 an RUTE T t4 B [MEKRL
D EFRIMLE -

FENAPOLI 3:t8g P - #2ONIVYDESf Foxaliplatin - 5-fluorouracilfleucovorin
(NALIRIFOX)H9%E A B 26% 3R 55 34 AR IE o 14 B [MIK B /ME - B0.3%A0E A HIRE
mAEP A MIKE DS HEEFSRARKE (8.2)] - ENAPOLI-1#EED - #=
ONIVYDE##F5-fluorouracil®lleucovorin (ONIVYDE/5-FU/LV)BEAB20% LIRS
3MEAARIE P MR MIKEME - B3%HIREF B MIKR /DS HRIME - 0.8%HIR
HanER R MIKE D& HRIEFSREARRE (8.2)] -
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ENAPOLI 33t8a - #=ONIVYDEft Aoxaliplatin ~ 5-fluorouracilflleucovorinz
M AR EE 3L B4 AR IE P 14 B M IR M 8 2R [20 AP A6 A (30%) 2 B A fm A HE
LRBIATHET6A(26%)] - TMHBEAFS% R0ATAETA)BIREERE T HELMEKE D
aftsEE  MEABARAB23% 306 AFETA) - ZENAPOLI-1:ERS - #x=
ONIVYDE/5-FU/LVZ S5 fE AR 5E 350 S5 4 4R IE M B M KR ME B [33A T FE18
AGBS%)BRBARBA[73IATE13A(18%)] - TEMEAFB6% BR3¢ £ & 14 A Mk
B MR E/ PR MK DS HRME - BABARIRI% [FERENH HER
HETT)] -

EEEAEBPNEIMESKRER 2 MIKEE - EARKAEEFSEIER - BHIE
hif (5 MBKET BIANC)ER1,500/mm?3 S AIE P A MBRE 0 & 3 238 - B EE
FAONIVYDE - EANCIREZE 1,500/mm3LL_EiSiE EFONIVYDE - $1%1553 - 44%
Eh A MERE/ESIE P AN & FHBEERE  BENLRERERE
ONIVYDEREIE[:E2BAARE3.1)] -

BRERR
ONIVYDETIREE M EmEN B R EMAIIER - BEHENRAFZE5ONIVYDE -

BEHBKEMWERIEAMERT | EEMUER(CEBIBE24/)\FE1E)FFH
IER(EEE24NRBARE - BREHIREMMERENEMEN) [FERARRE
(8.2)] - E—MIm A JBER LB MR A G &£ -

TENAPOLI 382 - ONIVYDEfSfFoxaliplatin ~ 5-fluorouracil#leucovorin
(NALIRIFOX)H9m A B 20% S 3R 55 3M S84 4R IS8 (R HAFNIE 2B M) - ZENAPOLI- 15058

o . #ONIVYDE/5-FU/LVIITR A B 13% 1IR3 H44RAEE - = ONIVYDE/5-
FU/LVEIR A B 9% LR E 3N B4R EMAEE - 3% ONIVYDE/5-FU/LVEIRE A
HIREE3SNEARFHRER - NAPOLI-1: 5P 2ONIVYDE/5-FU/LVESE A - B34%
R A= loperamide’a BEIE B MRS - B26%10m AEZatropine/aER IR -

AREREEEVER BFRATESONIVYDESEHRBFEI LEREARIABNE
m - RSB BAERIK DB - EHIRE2 - 44RERE - FEZEERONIVYDE - &
FoF S8R FOE510.252 1 mgiiatropine FRIFARAERRER)GERMIRELREEMN
FHIER - BEHUBREEENIEEUERS - FitaERloperamide - HIEIREARN48
INFRNE - BERSMEBIZERNCEE - Wol59Ma Fdiphenoxylate
hydrochloridefill_tatropine sulfatez{octreotide - IEREMREFE 14k 2% - OIIKE
FRBREHEMONIVYDE [FLEAZAZEB.1)] -

1 &5 14 i 97

ONIVYDECIREE E M EmEA R MBI EMMA(LD) - E& M5 (pneumonitis) °
ONIVYDE Eh#EEAEREKRMMBE LR (ILD) mAHE - AR FaEREs
FEREm - FERMETEmR  EERNAEFRBESERIMEMAE - BARRRE
B A - RIEXONIVYDESE Z R LURGA AR - EREYIEREIFIRER - BB AL
RS RCRVIE IR (R 2 - B0 - S50 - IBE & EAONIVYDE - HEZ2ETERE - &
WAEZBILD - AlEEAONIVYDE -
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BREBYRE
2AIrinotecanfIONIVYDECIRES EHNERERHNE - BEEZSMBENE - BER
BETRENEA - BXAFFHONIVYDE F2ERER )M EmELRES.3)] -

HEia-RaR st

RiZirinotecan HCIAEN ¥t BR BUIERIONIVYDERI/E Bl - &2 1w L FEFRONIVYDE
O EERREEE - ERZAEBENMRFEREFL HBAERERIrinotecan HCLEE®E
(Hirinotecan®E=18/1R70 mg/m2 ONIVYDEZRIWAERES) - oJBRZ2 RIS
MR EEEYE - ERBEENEBTERARSHIEZLE - BSHMNEEEBRENNXMY - &
ONIVYDE R EHBEMHE —HE CEAARRBENNEZER[FSRRRGEE IR
£I5(6.1 ~ 6.3) ~ BARRIZZMER(10.3)] -

m#2EEH

ONIVYDETIREE A2 E - E)/FIkMA2FMEER - BUARZERR - BREJBEIS
BATERE - LERIERERREN BEEZERRREFE - SBSHEATEE
SREMARRVEM - WiIREERARAERBIRIRENUSEAE  FERESKEERR
Bp -

6 RREREIEEIR

6.1

6.2

JEN

RiZirinotecan HCIM BNt BR R AIONIVYDER Rt EE - RZ2 0 M FIONIVYDE
g ERREEE[FESRmBARNZEHER(10.3)] - BAIEBEREZLMNE
K- BRZARBMEFEMBNRE R AEREEZIrinotecan HCIaEE(HEIEE M
firinotecan® E 2K 70 mg/m?2 ONIVYDEEZFIWARRES) - IJHEREKREH
MBEREFELSRER] - BRIEZNEBERRSMNEZLMG -

HEEE—REHT - MR LRP2RESACKREERENGTERARD B2 -
4%E215 - 20% -

FYER

FKRlirinotecanfifs B2 E T EIEEAM IR S B ERAN B et B (it ; A - ZEH
irinotecan HCIZETTEER - IrinotecanEF BN EZ @B ARERE - KEEAZFIK
Ha RV 2R B 2 Ak BE B AR Ak #1016 mg/kg/day Blirinotecan& 1B INE K& R EBLR /D SR
H=E - FEHMWAERRET - 6 mg/kg/dayBEIEMirinotecanREEXHEENR AL
=ONIVYDE 70 mg/mZE“U%H%ririnotecanEHH?.J?—FE%(AUC),?%EE%E’\JO.OOZL-":.z o KERIE
Z#8i81.2 mg/kg/dayBiirinotecan HCIR &5 EEBEEHEREZ(WHESERN
ONIVYDE®irinotecan ZAUCER /R EE=100.00021%) - MESFABEZEING ~ NI
HERER - B2 ABEREFABEREZENNIABESE 26 mg/kg/daydy
irinotecan HCIEEZE M BN BB R EEANMER SR E -

I %L
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AlSEE

Bailr &R Ririnotecanffg52 - irinotecan@{SN-38 (irinotecanfEH L E M) 2 S
HIRR AT EEERNBIA BRI TERERNER - Irinotecan® HIRMN K
BI TR [BEESREER] -

BRI EZ JREAONIVYDES REEREARMIE - BERIA X MEEZONIVYDES
BEHBASE-—HE—EARNAERT -

HARBEFIOEH WS R IZEMNIrinotecan HCIZ & - 57388 A o iR+ R B S
o HERTRAUNSEIGEAORE - JTANSRXNRERMTRREN6SE -

63 EBEEENNXMUASH

it
g i
REPELMEEAONIVYDE - e RERISEFESRRRKE IEEIE(6.1)] - &
EHMEAEBRE NN HEESZONIVYDEAEIAE B & E — & -tE B ARAAUN
BTN -
St
BRI IEERASY - BREHBEEREEH 7'J§f&tﬁéﬁE@E‘%'ISEEONIVYDESS%,HHFE.?@
EE-HRNEAANERFRRERBSREARIIZEEER (10.3)] ©

64 R

BAIEARZIZONIVYDEERRZERANZE HEBNE -
6.5 ZEFA

FENAPOLI-1EANAPOLI 3588 - BIONIVYDEE —Z48% - S6f5-FUM
leucovorin;a#&E L & fffoxaliplatin ~ 5- FULiIeucovorm/éFE’J634%FAEP B49%>
65%% + 10% = 757% - EE LR ABERFIERAZE - AR ZEMERNMRE
ReERE -

RE1FH

CYP3A4EMEEH

FEMBEREEIZ irinotecan (IR B2&Mirinotecan HC) Bf BCYP3A4EE £ SR BT 524
phenytoinEACYP3A4&MF BRI - A B R ER A Ririnotecan & EE M HSN-3819
RESTHERK - A@RZILEELME (S John's Wort) 5 - EOsEMNER T - EE %
FACYP3A4&MFER(BIA : rifampin ~ phenytoin - carbamazepine rifabutin
rifapentine + phenobarbital) - FSAONIVYDESERI £/ 218 - EEIRAIFERFEEEYA
B [BSREYE NEEHEAT] -

CYP3A455UGT 1A 138 R4 HI I &

JEMAEREEIEirinotecan (BIR B & AJirinotecan HCI) #EFECYP3A4EUGT1ATHDHIZ!
ketoconazolelss - A E & Mirinotecan K EEHACHYISN-38RIRFESE - ONIVYDEEAE
CYP3AAHDFHITE(BIUD : clarithromycin ~ indinavir - itraconazole ~ lopinavir ~ nefazodone -
nelfinavir » ritonavir ~ saquinavir * telaprevir * voriconazole)stUGT1ATHIHZE (B4 -
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atazanavir - gemfibrozil ~ indinavir * regorafenibZ$) A - oJgE1& Mirinotecan & SN-38HY
THRES - TOENERT - BESFACYP3AASUGTTATRIINHIE - FONIVYDE:
BRI EDE - BIFLEFEACYPIALRMINHIBEI[F S REEME HERH(1)] -

BIEF/ AR
8.1 WAREZFFH/ARKE

8.2

S RIS B S 8P 3 T SN R B R R R A &
. BREMEDHEAMINEESELSEREIESES1)

- REESBESHEZERIESIEAS1)

- BEUHRELEEERIESEEG)

- RERHREFBLEEERTESEHEG)
B R BRAT B
BRI R R R T T - EILER %J%$ﬁ%ﬁbNNﬂE%KFEF?

ER . FAEERAEMEYERARGRDIARREERERALER - AR RMR
ERAEHE RSN RER -

fE AR 2
B FHOxaliplatin - 5-FluorouracilflLeucovorinfE B — 4R &

NAPOLI 3zt Ba P el 7 BRI A S IR AFE 7 BB M RIRERE ANZE M [FE2E
gIRELER (12)] - 5 ABEZONIVYDE 50 mg/m2&fifoxaliplatin 60 mg/m? -
leucovorin 400 mg/m2F15-fluorouracil 2400 mg/m? 46/\iS#3E - G25B—X
(NALIRIFOX ; N = 383)5nab-paclitaxel 125 mg/m? 3543 #&#i’+ figemcitabine

1000 mg/m 30 iEEE - RE28XEHIET - 8F115K42%(Gem + NabP ; N =
387) ONIVYDEf#Foxaliplatin - 5-fluorouracilfleucovorinf) R & B P 11 £ 524
H(EFE : 02101:88) -

B54%1#=ONIVYDESf Boxaliplatin ~ 5-fluorouracilflleucovorinfdim A HIRBRE A
RRIE - 2 2% R ABENBREARREETE: BREEZCOVID-19 (14%) - IR
(9%) ~ &ML (6%) ~ W&/ 4.9%) - FE#E(3.8%) ~ 12FE(3.5%) - BB BRESHE
(3.5%) - HIM(3%) - IERE(2.7%) ~ BEMERINZ.7%) ~ BRIK(2.7%) - HINEEMRIES
(2.2%) AR 3815 (2.2%) - 6% X ONIVYDEfF Foxaliplatin ~ 5-fluorouracil#l
leucovorinfyim A B8 EM B EAR R B EHEKMIERINT.1%) ~ H(0.5%) - Afisk
(0.5%) ~ RUMAE(0.5%) LK #3E(0.5%) -

17%HEARAAR R EMXKAFAONIVYDE - ARKIEZEH= 1%0EAKXKAIEFR
ONIVYDERAIER M B MBKR /D AE - M/NORME ~ B8R - B - BERMUKRKIER
Ah

52% 8 m AR AR KREME/VONIVYDEEIE - FRKEER: 1%ME AR DB Z/
ﬁgﬂ]l BRARRE - 18R - B - BPMAaMmIKeR />S5 E - Emse - FFrosstl
ZE B0 - MIEMEX  BEPHEamIkE/ D E - BE@&RE - 'L - M/ o>
ﬁlx\,{& ASE R ES -
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1.9%HmAEARKREMPEONIVYDEERE - ARREER= 0.5%BABEFPE
WENABERELREEHERE -

#2ONIVYDEf Aoxaliplatin ~ 5-fluorouracilflleucovorind &% & (= 20% - ¥tk
#ZGem+NabP - MABFFESHRNER> 5% - HFE3TARNEE> 2%) W AR RIE
RIEE - EE B0 - B - BRMRE - BEIERE - FHEUEX - BuIREER

K -xERNERERAER(EI3NEINR - > 10%)REFEHELMIKED - BEEFR
D OREBR DU RIMAZRED - NAPOLI 3itE 2 AR RELEERERAERE D RIE
BRR3IFNERS -

<3 : NAPOLI 303 14 BRARE R A ZNALIRIFOX** A R R FE* (= 20%) (¥iLbiE
ZGem + NabP - MABMBEFRINERE > 5% - WE3ITARWER > 2%)*

ARKE NALIRIFOX Gem+NabP
N=370 N=379
FRBEEM®R F3H FREE®R F3H
(%) B (%) B
AR 5 AR
(%) (%)

BIEER

et 72 22 37 5

LN 59 12 43 2.6

Ml At 1 40 7 27 2.1

R Bl R B 35 43 25 4.7

(G 25 0.8 30 2.1

U ERRREIRMRR

R 62 15 63 10

YRS 28 3.8 17 0.8

B2 K g1 16 0.3 34 24

£y 11 0.8 24 1.6

REAERE

A B S 22 3 9 0.3

RBEEERE

BRRZE 37 9 28 2.6
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7K 11 3.2 9 1.1

EERE T HERS

1R 14 0 31 0.5
@1 11 0.3 22 1.6
ERER 0.3 0 7 0.3
MEER

1 11 24 18 34
RE 11 7 11 5

IR0R 4% - MIBEM A iRIERE

I R IR 1 8 0.5 13 2.1

NMASENEFAESRESR

RIESE=ge P23 18 1.6 27 1.1
it 3% 2.4 1.6 6 4
R M YE" 1.6 1.1 6 34

*EEE R EBEM R A RS 4 EANEIZ2ES .0
** NALIRIFOX = ONIVYDE + oxaliplatin/5-fluorouracil/leucovorin ; Gem +
NabP = gemcitabine + nab-paclitaxel

laEZ EE LR EE

%4 : NAPOLI 3th T3 M IRARE R A EZNALIRIFOX* M EREMBET (HEHES
Gem + NabP - m#HBZ=R > 5%)**

EREming NALIRIFOX Gem-NabP
ey
m
FRESMR B3R FREZEMR B3k
(%) 17 (%) 17
AR AR
(%) (%)
MK
M4 =R 7> 91 10 96 15
R ES 3K 64 11 76 19
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EREMRR NALIRIFOX Gem-NabP
=
FRE%R 3R FRE%ER 3R
(%) g (%) g
EALR FALR
(%) (%)
A ek e /> 62 8 77 28
Eoh 4 3 MmEk 56 26 65 37
D
/iR 2> 55 1.7 75 7
FFIheEE
XA' VgAY EIEZI
W M 7 S s 45 59 35 57
m
o it el Nz g
ﬁﬁﬂﬂﬂqﬁﬁﬁ& 40 26 56 4.6
N
PN L L 49 2.4
SRS 38 2
|
HRERE TR/ 62 22 29 8
TR B 120 11 0 5 0.3
R 12N 8 0.6 21 3

*NALIRIFOX = ONIVYDE + oxaliplatin/5-fluorouracil/leucovorin ; Gem + NabP
= gemcitabine + nab-paclitaxel

RN EERENBERAEERIAEDER D — ARt EREWANEENRE
AANEETE - NALIRIFOX (& : 294235182 m A)EGem+NabP (& : 303 &
3738mEA) -

B Gemcitabinesi ZGemcitabineB A IR EREE(EE - LIONIVYDEG A5-
Fluorouracil#lLeucovorin;& &

MUTZ2MERNEBENAPOLI-1HR(—IEEE - Mo i « FHHE - MR
oh . BEZIEZgemcitabine B AW ERMRIRERA - REES FHRtEEETE
BT —BOEESER - BB BEIEEEEEIFEONIVYDE 70 mg/m2hl_t
leucovorin 400 mg/m2&i5-fluorouracil 2400 mg/m? 46/)\iS8iE - §2B—=
(ONIVYDE/5-FU/LV ; N = 117) ; ONIVYDE 100 mg/m23iﬁ—:7\(N =147) ; %4
Fleucovorin 200 mg/m2Ei5-fluorouracil 2000 mg/m? 24/\B5&T - SB—%R - #
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A8 - BEEFE2B(5-FU/LV; N = 134) [F2REAGEBER(12)] - EARBOREE
ANRMBERARTREEERBILEEESENR - &8> 3 g/dL - HKarnofskyiT&8E
THREE D BI(KPS) 2 70 - REHPAIEIZSONIVYDE/5-FU/LVAHIE ~ ONIVYDEE —%2
Y BE 938 ~ 5-FU/LVAH6E -

ONIVYDEE—ZY o RE RINARKRE( 20%)RIER - /R0 - &L - I
O BRARE - OEXARE  EERNREERERRER (F33H4H= 10%)Fift
ER/MEREFHBMBKE/VIE - ONIVYDEE—ZEYaReE RNBREFARKE(R
2%)IER ~ BNt - IER A MBKR/D & SR E i A M3k & H RULE - 18
O~ B BUMAE ~ MROK ~ BUMMAIRSE ~ sk - B RISE M/ R/ AE -

B ONIVYDE/5-FU/LVEIR A B 11 %A AR & EX A FHONIVYDE ; E/FH
ONIVYDEHERERARKRERIER - IRMEARMAE - #ONIVYDE/5-FU/LVAIEA
A33%EARKREMEEONIVYDERIE ;| EREERHENEERARREREF A
mekim /D iE ~ BER ~ IROEE - #XONIVYDE/5-FU/LVAIB A B 62% A A R K& &
MEENERZEZONIVYDE ; SR PEEERAENRE RARREREFERMEX
RME ~ BER -~ R TEMLE M/ NARORL/DIE

RSIEHNAPOLI-15 B P ONIVYDE/5-FU/LVIR A BAERF R ERS5-FU/LVEA
(381 - 4REE= 5% - $3 - AREE2 2%)NARRBERERSREE -

<5 : ONIVYDE/5-FU/LVABREERSHNARRE(GE1-4* RE=R> 5% - F3B44H=E
2> 2%)

ONIVYDE/5-FU/LV 5-FU/LV
FRKE N=117 N=134

%1 - 4R %3 - AR %1 - 4R %3 - AR

(%) (%) (%) (%)

iR
b 59 13 26 4
S 30 3 15 0
SEE R 43 9 17 4
R 52 11 26 3
120 51 8 34 4
OR35S 32 4 12 1
CESCEES 38 17 15 10
S
RUMAE 4 3 2 1
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ONIVYDE/5-FU/LV 5-FU/LV
FN=1r1 N=117 N=134
$1-44% %3 -44R $1-44% %3 - 4R
(%) (%) (%) (%)

[E o4 5 MmEk 3 3 1 0
DS E
[& P14 5 M3k
pER =Xl
fiEs
BIFEE K 3 3 0 0

HJfK 8 & 18 3 3 0 0
2 HEFEBEIRMRR
K/ 56 21 43 10
BBiE= 23 2 11 1
KHHEsE
BAAFRE 44 4 32 2
fs B8 R BS 17 2 7 0
7K 8 4 7 2
REHE T HBESE
=& 14 1 5 0

© EEBERBEMEAARSHERITEZE, R
t BHIER | RERBTONIVYDEE24/NFA -

+ ERMIER  BERSTONIVYDEES 1K °

§ B Ok - OBEOX - ORES - MIEREX
s B BRURMKEESHRE

Hi AR &
B RAERE A R B 38 12 <5S%RVm A B1E -

PEmR IS8 ONIVYDET%‘ IS AIEAR 1 R ERUIESE - REIHSEXR  IERDWIEM -
AL ~ DBIRAR - BEALAR)  UR - BTHEBZERERESHEESNEZHEI MR -
ENAPOLI-1G B F - #ZONIVYDESERIBA B 127(4.5%) B ERFPHARISINVSE
1S SE2MR MBI M S IBIER - B12Bm AT - B6RERatropine - MECRBAF - B
12 EFERE R RVNE IR 14 2 FEREAR M 2 R atropine -
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8.3

T FE : #ZONIVYDESLONIVYDE/5-FU/LVEIE A B3% B E S ONIVYDEE
HEHRTERENZ Sz - RIEBBEKESZBENBITRE -

[BiE R B AR E | #RONIVYDE/5-FU/LVEERNRA - BEREMERERERA
R&EE(>1%, <10%) -

NREZZEONIVYDE/S FU/LVAH B ERSRS-FU/LVAEGER: 5NN ERZRRERS -
<6 : ONIVYDE/5-FU/LVHEBERR S (ER2 S5S%)NEREMMAERE 4

ONIVYDE/5-FU/LV 5-FU/LV

ERERRE N=117 N=134

" 1 - MR 83 - 4R 81 - 4R 83 - 448
(%) (%) (%) (%)

b

=il 97 6 86 5

B 81 27 75 17

& ch 4 £ 1 3% 52 20 6 2

B

/)RR 41 2 33 0

i

7 B2 B 9 2 51 6 37 1

(ALT)E10

GISEA=Tth= 43 2 30 0

s

Gl 35 0 21 0

Gk 32 2 19 2

Gtz 32 1 20 0

{65 0 B 29 4 18 1

G 27 5 12 3

B

HBE EF 10 18 0 13 0

" EZERREREREAARESHRAMEEEAON BrRREsfg -
P ESLEKEESENENEEE ) —BEREIEENMBEAALY -
Fh®EEs
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PIARKEHEONIVYDE LB ZEAERFEHEI - ARELEREZEHRABEE
] AEREANARREMEDCEREST E R AR B U BB RESNERFE % -

SBAARE | BYREEE B R E/ BB R ER NS KE)
B REERRSE : Ik

HEERFTASRSE 45 B8 K2 2P

MERE : EmE

LIRS - BB RAEPRAREERS - B MR (B2 B % [pneumonitis))

T e 4 4 RSB B S B /8 B It 5 B I A AR BB A BR 7K B3 E LU R g T AR A R FE O T A
o 7 22 3 {5 [ /R $55 451 -

9 BE

BRI ESMAMESONIVYDERZEBEM T AMEE -
10 ZEIRRM

10.1  fEFR1%EE

10.2

10.3

IrinotecanffE s/ E 51T 2 — B EERBHBINIGIE - SBNEEEEEBM/)\EE
MREtiiERs - HIEEBEEIDEDNAERER - DUEMDNARKH N - Irinotecan K E
SEMEREYISN-38E IR EIBE- DNABSY RO EMES - FILEREBRES
EiE4  O5[iRERBEREREERIDNAERIGREMPIET - EEEBREAERE
BR/NES - A TFHEERirinotecan HCHESEEI EMirinotecanf fs 52 ol Z R LR
JE/ZNSN-38RE=E -

IR

HamEEN -

BARRZEMER

BEY - RREUBLEES

HalARBE T birinotecant s BB I sERN B VR Y - BESMUSEENEE - &
KNESHEBEIKES —Ririnotecan hydrochloride3t13811_ E91BERHAE - T %I
irinotecan HCIH 2B F=ANEEERRAKANEEERAEMENSHEBEEREES
BENRMBEE% - Irinotecan HCITERZINTFEIE BRIV E AR R E R AIE) B
AUNEMIZRR) IS SRR ERETR - IREESMmesHIFE P « irinotecansi EUEMR
HHISN-3819 M =M -

R E Eirinotecan s B I HEIETEE N - EAREBIBIH —REE15
mag/kgBl LY irinotecani¥ s 82 (49345 71 4 FONIVYDE 70 mg/m2#tirinotecan A
IREARES)HOENEE  UHEIEHREABMFEREREER - TABRETE
&= E =6 mg/kg/dayBiirinotecan HCl 218 - W REER 2N A8 ) B REFE 408
FIRNWEEARER ; A - EZREHATEEE20 mg/kgh irinotecan HCl (49
0.007#F R % FONIVYDE 70 mg/m2&HJirinotecanti kR E8) RA T AL0.4
mg/kg (0.000713 184 FONIVYDE#EWirinotecantf R EE2)% - oIEIE2 M S
78 B R EEM -
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ZYE R

SPGB AER A B FHONIVYDE S — 248 & L2 e B 224 (I 8 /7 735 mg/m2Ed 155
mg/mZZFaﬁ)E%E\lrmotecanﬁ%ﬁSN—%ﬂﬂ;ﬁ%@iﬂ; Bz EEHn =2 mEEAIRY -

=75LIONIVYDE 70 mg/m? ER B —EM el & fHEE A mEM R Airinotecan 2 4SN-38
HEELY -

7 : #irinotecanf

ISN-38RY A F1I{E(CV)

#B|rinotecan #aSN-38
RI= o it 1
(mg/m? E:"i Crmax | AUCcs s Y Crmax | AUCss |V
, #E | [ug/mL |  [X x| [ng/mL| [X [L]
] ‘ug/mL] ] ‘ug/mL]
A fa] - 25.1 37.8 1.93 3.63 2.09 12.1 3.46
50 H1E
CV (%) 18.5 73.6 14 335 42.1 46.6 35.5
A fa] i 30.8 50.4 1.87 |4.23 2.64 147 4.06
70 918
CV (%) 19.7 75.3 264 | 28.1 64.5 58 294
AUCqg : IREMRE MR E A N ESE
MQ L In B = H
AN il
bpAN(iD
BHiFERSirinotecan g2 28 R95%Mirinotecan# i Bl B T W FE #Airinotecan#1 1 &

N AYirinotecantb B AR ZEB0R 170/ N\iS 2 B R BEE RS AL - ?Li’] ﬁﬁ
ONIVYDERI#irinotecanMBERB AL S X< 044% °
JEBR

(e}

Rl AR dirinotecanilg B8R E BT - REIEBMirinotecanE AT BB R AMETEIZHN
K EL - S1EREMEEERE(carboxylesterases)FRAZ A S B ISN-38 - EBUGT1A1
A8 BN Y E) 2 B BE B2 2 P& (glucuronidation) 2 pk 3R & M B & i BE BA U1 ) SN-38G - Irinotecan
o ETHCYPIALRAENACEFRE N ZEE U EEEY) - Hbh— 2o RE KA
(carboxylesterase) /K #2 M E4SN-38 - TEirinotecanfifE 52 A S B W DT - BN
JEUGTT1A1*28 7/7TREIELEFHIEA - UGT1A1*28 7/7EELE FiREE(10.6%)¥1SN-38 5 R R 52

@ .
=

STRRENRT -

et
BRI AEBONIVYDEEE A BBAMNEEY B)O) - 1T ARBZMNirinotecan HCI#& - irinotecan®y
RAABEFRA11 - 20% ; SN-38 < 1% ; SN-38EE RS E 3% - AR ATEIR Firinotecan
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HCl 2 BB48/ NS HARE - IEST AR R EFEMirinotecan R E 14 (SN-38FISN-38 B HE L FL
N HERB47525% (100 mg/m2)E50% (300 mg/m?) -

Fr oA IR A% 15 A
Fie ~ 1Rl - Bk - BIBEAZERINEAR -

RIERERR BB BT - FH#(20E874%)FIBSA (1.15F2.88 m2)¥jkirinotecanE2SN-38KY
RESTRERALLBEEENEE -

2 m ARirinotecan#SN-38 AUCH BILE B M m A S28%8132% - T2ME ABirinotecan
AUCEEFETZ MR AE32% - BSARIEE - BEHFEBINEAZTHARIirinotecan#iSN-38%
ESUBIEEEMNRAES - BREFINEAZ(KNCIDEFIE R ARirinotecan#SN-38 5%
EERAMINELEENREAES - EEBINEEARAZ(CLler < 30 mL/min) - S EEEEFINEE
ZHBEABRAR - REL G Eirinotecan®ISN-38RES M EE - AST/ALTIE NN
irinotecan/EMRMFELLE ; L8 - BA R EEIEMARERISN-38BEREAERR - HERNIEARE
E1£00.44 mg/dLAOEA - BEARRES1.14 mg/dL (BEERKRE P 5E95)AYB ASN-38
AUCIENN32% - BRIEAEAZREE > 2.8 mg/dLm ARIEEER -

ZYXEIEH

IRz B) HE DD - Mirinotecanf24ESN-38RVZEEN R K 5 145 T 5-
fluorouracil/leucovorin 4% - ££MM-398-07-02-03FINAPOLI-35t 5 - Edoxaliplatinf#
F3% - irinotecan AUCP&1E 1733% - ESN-38 Cmaxi&il 7 23% °

SR B ZEMirinotecan HCl - #fAdexamethasone(CYP3A4 X FHFER)) I A5 Zirinotecan
RYZEENER -

A2 9MITFUIE Hirinotecan ~ SN-38F15% —IEf# ¥Jaminopentane carboxylic acid (APC) A&
HHI AR & &ZP-450E 1068 -

EYERFEES

BEUGTTAT 28HBEEARAE S FRUGTIATEMREN B ABRS AR Eirinotecan HC
SIEERER A MEKE/DAE - ENAPOLI-1: B S - BEAUGTTAT28HEERBR S FrImA
(N=7) B EE £HIONIVYDE 50 mg/m? 6t FI5-FU/LVRITAAE - LM AR 38 44 IED
1 5 M ERE/DE 8 4B 2R (72 5 245 (28.6%) | AN FEHA T £ BONIVYDE 70 mg/m? B R E
UGTTAT 28 BEERBEE S FHBA[110R2FHE307(27.3%)1481EL - ZENAPOLI 3¢ - A
UGTTAT* 28 EERARE S FAIB AN = 39) A ABUGTIAT 28 BERBE S FHHE AN
= 328)1# AMEREIKIONIVYDE 50 mg/m2 B4 IS - BUGTTAT 28 HHBERBREF2mAN
3 EARIEP M B MIKR /D AE B EIEERLT23% - MARUGTIAT 288 BERFE S FHRK
ARI%13% - BUGTTAT* 28 BB ERRF RS FMRABUGTIAT* 28 BB ERRF RS 71K
A BEEEPRARKREMRVONIVYDERI 2R EZR D RIH59%F151% -

B Rl BR E

R AR 2=
# FOxaliplatin * 5-Fluorouracil®]Leucovorin {E&ER MR ENE 4R aE -
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NAPOLI 3 (NCT04083235)zt Bga¥fh ¥ ONIVYDES fifoxaliplatin ~ 5-fluorouracil &l
leucovorin (NALIRIFOX)RIAERR - NAPOLI 35 —IER770ZEEFREZIER T AZESE
BAENERRIRERAPETHEESE - 290 - BRI - FHEREER - o RK
& - FFERIRE U RECOGKRIBMREDE - WMABBKAE(T : NEIUNaEERE P, — !
 NALIRIFOX : ONIVYDE 50 mg/m2&2BRkEiE904) 8% - Zoxaliplatin 60 mg/m255iKsa
E120%) 8% - BE#E Hleucovorin 400 mg/m2EE AR 3058 - &% H5-fluorouracil
2400 mg/m2EFBRET46/\FS - B2BRE—R -
« Gem + NabP : Nab-paclitaxel 125 mg/m258iR#I;E35%) 8 - BE#& A gemcitabine
1000 mg/m2E3AREI 30588 - ME28 K BHAMET - 8 - 15K -

BEAUGTIAT 284 BERE B & F0m A LB R B 8B ONIVYDEAE (50 mg/m?
ONIVYDE) « 5@ aEE 2 RERECIST VINER ZERRIERBEREAEZNSM - REK
ZEBB8AE—IETIERNER - B BRER AMKIERECIST vI1RHE -

FEEUGERME ST ABEEFEH(0S) - EEMEFHME A A RAREF AL ZERETE
HA(PFS)E2 &£ 2 FEZR(ORR) -

ERAOFRAERNBAGES - FERPNUEDO5H(EE : 20-85) ; 50%R65HNEFEK ;
56%&R5MH ; 83%R/BN ; 49%R/IMA ; 25%BFEANFEFEBA ; 0.4%BZEER -
0.3%BEMENFELZ ASFHHNRER ; 0.1%REBRRERIEMKTFEER - 1.7%5E
fth - 7%AREH | UKB2NRIEMTE - 10% /NS E - 8% SR H - ECOGKRIRIMEE
R0 DR AR1E44%F56% ; 80%ENTHERS -

NAPOLI 37 Bz BERNALIRIFOX#ERIOSHMPFSFE At 5T EREZE B IR Gem + NabP#H - £E RS
KEFR7R

#<8 : NAPOLI 3FR B REH 7 Boim A BB

NALIRIFOX" Gem+NabP

(N=383) (N=387)
HReFIEHE
SETAE - n (%) 259 (68) 285 (74)
REETSEEPAIRI(A) 11.1 9.2
(95% Cl) (10.0,12.1) (8.3,10.6)
FELBREE(95% Cly* 0.84 (0.71, 0.99)
ofE" 0.0403
BREEEH
BT BIEMAZ - n (%) 249 (65) 259 (67)
EREEEHPUER) 74 5.6
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NALIRIFOX” Gem-+NabP
(N=383) (N=387)

(95% Cl) (6.0, 7.7) (5.3,5.8)

[=BEEE(95% CI) * 0.70 (0.59, 0.85)

pﬁ’f 0.0001

BEIREZR (95% Cl) 41.8 (36.8,46.9) 36.2(31.4,41.2)

EF K E(complete

response) : n (%) 1(0.3) 1(0.3)

893 2 & (partial

response) : n (%) 159 (41.5) 139 (35.9)

*NALIRIFOX = ONIVYDE + oxaliplatin/5-fluorouracil/leucovorin ; Gem + NabP =
gemcitabine + nab-paclitaxel ; Cl =58 &E

** k3B 7 /B Coxth Bl @ fatsEal ; RECOG PS (O vs. 1) ~ Mfil&(J63Evs. BRanvs. tH R E A I &) L
RIKBEEBNHEEES 2R ZHERIRE(Rs. &) E

TRBD BHESHIRE

# ORRERAE#TEE -

El1 : NAPOLI 355 P PR A ka2 fo /M A RS F G HiRYKaplan-Meier i 4%

g
2y
=

90
prrvehiabP
80
5
i 70
%
& @
il 50
'.Ti “\‘
& 0 o, g,
s Ny
0 ",
20
10
a += censofed
0 2 4 [ 8 10 12 14 16 L] 20 = 24 6 8 0
- MR
LA R R g 107
NALIRIFOX 383 337 308 274 241 209 162 a8 59 32 13 7 2 1 1 0
Gem+NabP387 345 298 261 218 179 140 80 50 2% 15 10 3 0 0 0

B8 B E R M JERR E 4 B 5-fluorouracil Flleucovorin 8 &

ONIVYDERYEREENAPOLI-1(NCT01494506): B2 et - NAPOLI-1&3tam—18 =4 - [
WoEC - BN R - 2t gemcitabine3l 2 gemcitabineE A% & B E RS (CAEZ 4
PRAR = AGE L ONIVYDEREN - EZM A GG EIFEKarnofskyiTREE NAREE 2 BI(KPS) =

70 MBARAREREBIESELRA - DIREEE>3.09/dL - #BABEI L EES
ONIVYDENN_E5-fluorouracil/leucovorin (ONIVYDE/5-FU/LV) « ONIVYDEE —Z#) 5% - 5§
5-fluorouracil/leucovorin (5-FU/LV) - Bet& 2 Ecr D 8 R F RiElEE (B AEBRR R AEERR
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HA) ~ KRS (70 - 80M# 090 - 100)U R EHEERRE (2 4 g/dLEHKR3.0-3.9g/dL) - BB
#2EC 2 ONIVYDE/5-FU/LVAEREA - #ONIVYDE 70 mg/m2§$ﬁﬁ$ﬁﬁ5$90§7\$§ EE
leucovorin 400 mg/m23FAREAE305) 8% - BEEA5-FU 2400 mg/m2ESIRENT46/1\ - 5218
45— - ONIVYDEREI £70 mg/m2EfkiZirinotecan free basest & (HHE 580 mg/m?
irinotecan hydrochloride trihydrate) - BE#% 7> Bc ZONIVYDEE —Z) B EZNEA - 38—
R#EZ100 mg/m B AREEI05) 58 - BEH DB R 5-FU/LVAREA - EZleucovorin 200
mg/m2EEAREE304) 88 - #EZ5-fluorouracil 2000 mg/m2EEARE T 24/\F5 - IEEEA(1BH
H6E)E1 ~ 8 - 15LIR22K 4% - EAUGT1AT 28EBERBE S FHRAREE S5 B
ONIVYDE&E (ff FH5-FU/LVEFONIVYDE 50 mg/m2 - ONIVYDEE —Z247;5 EFRFONIVYDE 70

mg/m?) - EIREREDE; & 1EONIVYDER - thhEfsiEMA5-FU - BRRREMRIE
ONIVYDEEIER; - #5-FUBIERE25% - @K - BRERBCBERAEINSENY -

FEREVNERFELARERETEH(0S) - S2MALLE : ONIVYDEAEMRS5-FU/LVE
ONIVYDE/5-FU/LVAEERR5-FU/LV - EthEMAERT AL A BERCFER(PFS) EEHR R IE
R(ORR) - ETEREREBTENRERBEHLULE NRE6BE—R - Aulipfialis _Hak
RET - ZRBIEBUUEINSE = (ONIVYDE/5-FU/LV) - LTS EE ] B M AS-FU/LVHERYSE
AZREEEONIVYDE/5-FU/LV#HEL5-FU/LVA -

A T72ENEH DB 2ONIVYDE/5-FU/LV (N = 117) ~ ONIVYDE (N = 151)8;5-FU/LV (N =
149) - KRB IIAFE =% - 236RMEHE S EC ZONIVYDE/5-FU/LVEL5-FU/LV (N = 119)f8 A
MEBAOFTEEERS T R FIRR P U635 (FE34 - 815%)B41% = 655 ; 58% 4B ;
63%mBEA ~ 30%BIMA ~ 3% HBRATFEFTEBA - 5%HEM - EHIREREENFIEE
#3.97 g/dL - EHIKPSE90 - 10080 A1E53% © EiRis BB ET2(67%) MM iER (31%) -
BB/ aETERBgemcitabine’/8BHEAMG13% - ZREBERESB—H8E
FImAL55% @ BREEBERESE _GUEABNRANL3I3% - FIERALEES
gemcitabine (BE¥&FE A A5 —TE%Y)) - 54% L= gemcitabine5H 5 —TEZY) - 13%
Z =~ gemcitabine& fffnab-paclitaxel -

NAPOLI-1: 8288 RONIVYDE/5-FU/ LV E IS R st LBEENRS-FU/LVE - REERE
SRFRIEE?2 -

ONIVYDEE —Z e AR 7 8 WARRIBENS5-FU/LVAEFREE = 1.00 - pfE = 0.97(2FE
HEERIRE)) °

=9 : NAPOLI-1HYEXM&ERT

ONIVYDE/5-FU/LV 5-FU/LV
(N=117) (N=119)
BERewiaHA
FETAZ - n (%) 77 (66) 86 (72)
by ReaEE Ve N(IS)) 6.1 4.2
(95% Cl) (4.8, 8.5) (3.3,5.3)
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ONIVYDE/5-FU/LV 5-FU/LV
(N=117) (N=119)

FaLREEE(95% Cl) 0.68 (0.50, 0.93)

pE(HEZERIGE) 0.014

mERLE S

BT BIERAZ - n (%) 83 (71) 94 (79)

BR(LEEHPIEA) 3.1 15

(95% Cl) (2.7,4.2) (1.4,1.8)

FLBREE(95% Cl) 0.55 (0.41, 0.75)

EHRRER

G 9 (7.7%) 1(0.8%)

n (%)

" 5_FU/LV = 5-fluorouracil/leucovorin ; Cl -EEEE

B2 : NAPOLI -1: B2 P Fr A REH 1 Bo s A BB 75 HiRYKaplan-Meier i 4%
-i-n‘_n‘ -  ONIVYDE/S5-FU/LV
' \‘1\ cemme== S.FU/NV

(%) i 2 o

BA R BERE B ECad B (A )

ONIVYDESS-FU/LY

DR R
131 8%
1087/ - 100 Tt

ONIVYDERE—HEI£%2), - WE43 mg irinotecan free base - BflEE 4.3
mg/mL °
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15

13.2° 3058
MINEIEFA7N
133 RERG
AIFONIVYDEREFIR2°CES°C (36°FE46°F) ° FFSIR ° B kg -

s WERBIZHEARUNRER MEFANSAER - SNELEME F[2°CE8°C
(36°F246°F)fEF24/N\FAER - EHREREARKERZ REMEM -
134 REIESIE

ONIVYDER—BMAmEHEEs - AEmEaRnErEEagaERR - |
AAERZAA
BEHBATIER
Bz 55 Y I P 14 B (0 BRORMIE

MRS A RECP 1 3 MR/ SRR E B R A BRI - DR BER MIRET BIEOBK -
EREASRERRES - AR B8 BRUERERE - BUBEERREASRS
EEEREEEEG.1) -

BEES

BENRABRERELBREMZERNER - BERRAFLERIFAENER - #FKD
BRIETVESBEENRR - SMBAERESERILER - FRENME - NESR
1t - BB BRISFRKERE - BEERREABRBSREFRLEIRSIRG.)] -

5] &5 14 i 68

BENRABREBEUMBREBERR - 5 HR0E AT 58 5 B Rk T IR PR 26 15 2 1R e 4 B R
REAB[BESREBRNEIREIREG1) -

#Ririnotecan HCIELONIVYDEB &

EESMEABREREBHWEERELR - RONIVYDEASERRZHirinotecan HCIZL
ONIVYDEEREBREBHRENREA - IE~RmATELIRREBERERES (GBI : MRS ; FikiE
& ; %05 ; EENEE ; I3  BRAESHER) RIS KEBEGFLSEER Q) HEE
FEEEIAGG.T)] -

BT HEE NI HERASEHY

PRAs-Ba 7St  BEMBEBEESREN X UHRIRZEERER - EaRHEARE R tE
BARZRRAMEZ2ER - TECHSRURZRBNERAB[GESREBIREIERGI) &
KIGEHTRSIE(6.1 2 6.3)] -

B2 BENBEEBENXMHENSEMEREA - HONIVYDESEHEHE&E — K& IN1E S
NERRRERFZSREAEFEE N HEERSEM6.3)] -

BEHXEEONIVYDE s RRBESEE—H R —ERANAZRBI[BSREREEEIRER
(6.2)]

HAth

P.23



SRk
1. OSHA Hazardous Drugs. OSHA.
http://www.osha.gov/SLTC/hazardousdrugs/index.html
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Parc d'activités du plateau de Signes, Chemin Départmental
No 402 83870 Signes, France
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