#2021 1L HERET (BB, ADREAL . AELEROHELE)
B 3K 2~8CITRTE
B (3

B,
W EERERY

AK

BHARERRORES
874223

REEEA
7)[/2‘ O9 3 VILEHR

SFUE250mg
S5SFUE1000mg

5FU Injection

E)EE-EMEORSZICIVERTS L

250mg 1000mg
ARES | 22500AMX00515 | 22300AMX00065
HRFEREIE 20135E6H 20114E6H

'I Eﬁ :l:

.1$%&z®mmm;gfu ZRABICToRLTE
DEEMRICOVNT. A EREEEIC TR - &
REFOEMDH ET. MEENEYEHBINDIE
BT DWVWTDHEET D &o
BRBEORBRICHIEH>TlE. SHAEIDORMIE
ZBRUTTEETSD &,

Flc, BERBICKILISE. BEXIEZOREICENE
RUBREZT72E5HBE U BRZE8 THEIR5T D&
2 AMMUFEY—b - DA ODSVILRREE. L
RRUF— b - TILAO9 S VIVEEFARIOMEaS
= IER T BEETHY . CNOSDEEICEELRE
ZZ5NBETHILZBEHSNTND, TNSDEEIE
EEDBKREZHES DT, BEPNVIRSEO—FEH
BEFEEZEMDEE FICEL Z&, [8.158]

*1.3 EESMERUBERICHUT. FEIZSTHALLE
BEEMEHRIRG ZHA T 2G5S ICEERBIER PR
EHRSHENRIR T OREMEN B D . MEHRIRST
ED A BB EDHEBEIC TR - BRERZFD
EEIDH ETEIET D& [8.350,]

A TFHIT—=I s FXSY) - AFSVIVAY D LES
BHEDHAICKY . EERMRESEDOEIERANFEIR
TRIBZENHLHZ2DT. HEZTHEWLWT &, [2.2.
10.1288]

—_

—_

—_

—_

2. ﬁ—E(IAODIU\%lL(3$R%LJTd~L‘L_t)
2.1 RAIORTICN UEE ZBEEDBEEED H 5 BE
22FHT = - FRXFY) - FFFTVIAY T LERE
Hl# 50 BERUOCESHILZBTHUNO BE (1.4,

10. 1=H8]
3. #EAY - MK
3.1 8/

e s 5-FU250mg [5-FU1000mg
A& () 5mL 20mL
BRHES HRZ VA5 250mg 1000mg
FIEl | bo Xy E—L 423.5mg 1694mg

3.2 REIDOMR

HRF 4 5-FU¥250mg | 5-FU1000mg

o - R B~ WEE OB TR

pH 8.2~8.6
BBEH 94

*4. SHEENX IR
OTFERBDERNA U CBRIIEIRDFER
BE. fHE. &5 - BeE. IE BE. TS8R, 7
=ME. DRSRE

2L, FEDEEICDOVTIE, DB MEERINIE
BEHREHAT 2 ENUETH D,
BiEfE. fifE. FSEINES
OMUTOEMESCXY 3 thDIEBILESA & OHAREA
GRYAEGREE. RIEfE
OUiRRYUF—hk - Z)LA40 'j SV IsHRESEHARA
15hs - B, \BE. SoRIBRT R

. RBENIFRHRICREE TR
(/nﬁtﬂﬁ?ﬂ_ﬁ‘éﬂhr >
5.1 LRFYF—1+ - 70F a5 )LEk# 0t iEE %
EET 556 LTRORICERT S &,
5.1.1 BEOWRE. &8 KRB, UGTIAI BT 2RI
SWVT, [17.BREEIOEONARZRI L. REOER
W R OREEZHDICHE L BT, BISEEFEORIRZT
5T &, [17.1.2, 17.1.3%8]
5.1.2 KRR OB LRI B T 2GR OR2E I
FENL L Tz,
) AV T h VEBEKY OE RS (SN-38) 0 FE 4R
WWERO—FFETH S,

6. FIENURE
6.1 BIMCERTIHES

D7rtuy s e LT, @E. RAIKIZIHS~15mg/
kgZ &M OSHEEH 1 H LEIEHRPA I 35 U3 S i
T 5, DIB5~7.5mg/kg% F@HIC1 B LE#ARPICIEST
XIFRHEHES %o

)7 NFav TN ELT, BE. BAIKIZIHS~15mg/
kg BEHIC 1 H IEEARAICES L S HEET 5.

T7NATTZYNELT, @HE. RAIKIZIHSmg/kgz
10~20H:EH 1 H 1EEIRPNIC TS XS R ERE S 20

Hh7nFuw e LT, BE. HAIKIZIHI0O~
20mg/kg % 1 EEARPNICIES SIS FRERE T 5,

F7o. BEICS U THRAICGERE. BAICIZ1HSmg/kg

ZEEHTHNT 2.

mB. E. ERICKDEEHERET 5.

6.2 OFBRMERFHIN IHEHREMAT 3158

TLAuYySYLE LT, BE. BAIIZIH5~10mg/kg

Z At D HFUEMEESAISUIBAR EHA L. 6. 10 T5IKICHE
>y XAZHEBREGICHEL ~ 2B W 5,

*6.3 FESEEREN U'RIERICXW T B thD TR MEEER & DOHA

BEEDGS

fh D HUBIEEE A & OHFRBIRICB VT, BE, RAI

7 vtuay T oL LTIHI000mg/m? (KK EE) £ T

%, 4~5HMHEH TREMT 5. REZBRVIETHAIC

A< LML LORMREZE 1T TRE5T 5. RAIR

WS OBE IR SRICHET 2,

5B, Fin, BEORBLEICKVBEERET 5.



6.4 fEi5 - BBEICHIT B LURKRUF—K - JILA0O935Y

IViSRE R

Di#EHE. BRAICIZLAKRY F— b & LT1E100mg/m? (&
RERE) %2 20 2 1 CREEIRPES T 5. LARKY S
— MO RTEEIRPIESE TEZICT LAY T 0E L
T400mg/m? (AREH) = BIRPIES . S 51714
7Y & LT600mg/m* ((ARERE) 2 2285 2> 1) TR
sk d 5, CThE2HMES LTV, 2EM &I
DY,

2EE. RAIIELVARAY F— b & LT1E250mg/m? (14
KER) % 200 2 1 CREEIRPIES T 5. LARKY S
— M OREEIRPIESHE TERICT VAR Y T2 LE L
T2600mg/m?((AREHE) %2 24t 5. 1AM
TR E L. BERKET B, Rl —
Ve B,

3)EH . BRAIIE L AR Y F— k& LTIE200mg/m?({&
KER) %2 202 1 CREEIRPIES T 5. LARKY S
— M ORTEEIRPIESE TERZICT VAR Y T2 LE L
T400mg/m? ((ARMEE) 2 BIRNES . 517040
75 )L & LT2400~3000mg/m> (AR ERE) 2 46 8¢
BEnEd 5, ChEZAERC EICRVIET,

nB. Fif. BEORBLREICKVEHERET 5.

6.5 INBER BB EEREEICHT 2 U RKRY F—

N A 0O93VIVsEESEHAREE

WH. RAIIE LV ARY F— b & LT1E200mg/m? ({kF

E ) % 2002 TRl EIRNIES T 5, LAREKY F—
FOEMBEBIRNESNK TERIC7 VA0S )LE LT

400mg/m*((AREH) Z#IRPIES, 5170t uy s
2L & L T2400mg/m* ((ARHTE) % A6k HIREfiEE T 5.0
CHELAB T EITRDET,

nB. Fip. BEORELZEICKVEEHEET 5.

7. BERUHBEZICEET %2

TESEEREE N O'RIERE I T BtDIMEMERS & DHARE)

*7.1 KAlOKESE, BEAr Y2 —)b, BHHESEIIOVT,
ERNORTFOHNA R4 VEE2BEIITHI &,

GBAERUIRRARE R BEE)

7.2 FFHVTSF . AV ) T hVIEREKNY. LR
AU F— b EOfFAEE (FOLFIRINOXE) 2175 B &1
X, IROBERESRM . BERERVREROBRSEL2S
EILTBHT L,

7.2.1 20 —)VBLIEDRST8ER M
BEFPEHICHER L. SSEM2WH- I REAEET 5 £
THREREHT A EE BT, [7.2.2 BEREE|KRV7.2.3
HEROKSE|25E I, R5HEMICEET S &,

BIfEA™ R BT

FTEFH)TS5F U EEBER
MFQLFRAOREEE 2
s P el AETY

P NIVSA Y )
D2 L EM g s L PRTL AL
R %%ﬁ%ﬁtéf&@%éﬁéﬁfﬁﬁﬁﬁﬁg
ot 532 ERL LA
2)50,000/mm 5 giéfsj?ﬁyéé

KA Z RS 5.
2.0mg/dL#83.0mg/dLEL| 1V /) T U EREE KA
BEYILER %120mg/mAliBEd %,
Y bR FENET T T
3.0mg/dLi P&0me/mAC RS B
B e 7 L K3LE AFIEHERE L R
SFve (jf%f{ﬁi@—%)o

TR RERRE

FEDEROBIERAPRBRLGEE. BHBICHE M RAKELS
BEEZERTSZ &,
1#2) CTCAE version 4.0,
7.2.3 HEROKRSE
FEY ) TS F8mg/mi AV ) T h IERBIEKY
180mg/m?, AHIFHiEE2,400mg/m> THE Z Bh L7

R E3

B FREREL 1,500/mm3L_E

MM/ MVRER 75,000/mm’LL_E

7.2.2 mEE%E
AIE D ERICWT NP DOREICHY T HEERPSHEE L
TBEE. BT AEIC. LITOREHEICK-T, &5
LRLVZILVNVEET 5 ([7.2.3 BEROKESE]|25%
2T 5H2E). Tz WINDDOIEEITEEY T BIHFHIRR
DX D DS U 7= B 8013. BUE O AH] & E IR
W5 % miEd %,

BIfEA™) TR IRE Tk

DIROWE N DS % i

R = A1) ) 7 71 EIBEAK

PRI D

)27 — VBB EO# ST
M Em- S TRE:
HEH

2)500/mm’*Ai A7 H Lk
Rt

3)EEGLRE XA T & OF 3

MEBERNICHET %,
272l 4V ) T HhUE
BRIEK D5 L X)L
WAFHFYTSF LD
BWIEAIZ. AU TH
VIRMIEKFIM EE U L

L. 2221,000/mm K| RUIC 72 5 ETHFHY
4) SR BRI E TIF U RBET S
TR FEV(3CLLE) 24>
JU—F3PPE AAEFELE 2 HE T 2.

B
. | TV THY ;
BELANL |\ FFHYTSTF H A NS e e
-1 65mg/m’ 150mg/m? 1,800mg/m?
-2 50mg/m? 120mg/m* 1,200mg/m?
-3 Hik ik Huk
8. EELREANIR
EEHE)

8.1 EBEMREIIH]. MU LWTHEOEBLRBIEAI KIS

WD DO T ERN (R SHIHAE SR 12 B PRI 2 (1
WIREL, FTHERE - BHEERES) 2175 B EBEORER
+HICBET S &,
Bz, AFIORNER %2 8T 2 HA 260 L2 (X b b
LEFH—1F - 7043075 VLR REE. LRRY F—
b7 AUY T UIVERE) ZERT 2510, B
7B %7285 2 EDH 5D TEERORMNLE 2 G
T5ZE, [1.2, 9.1.1, 9.1.2, 11.1.1. 11.1.3&H]

8.2 FRYYE - HIMEMOFERIIBLIC+ERT S &,

(GESEERE N O BERE)

*8.3 KA % E&TLoh A LFEE & RGBS 2= 0t 3 2154 (5
ICFIRGER S 2158)1C. EELBIEASPBEHRAINEDF
HIBREESH 2720, AFIOBEY) 2HEL2 T 22
Lo MEHRIBABNORE 2 - K8 OMMEL - OWNRK. £
OERER R, MmREE. EEEDSEH . HEHR RS B
DBEEHBLTEEELDZEFASNTVNSDT, I
EHHIEROBGE, EfoXBEER BFEa ta—)L,
TR IR B ORE VIR IC L O RERAESEE L5880
EBHEIIOVWTHFIRER. WE2iT>2 &, [1.330E]

(N

8.4 A2 MHEHT 2L, BEH(TEELOKEERDS
WARRRE - EIR/ BT RE AMEBEFEAOF YR
BIMESZ TN AO TSIV UNERE) %) 2RGET S5 &,

9. HEDERZEISBREICHTDER
9.1 BHHE - MEEZEDH D HE
9.1.1 BEEMEEIRID® S HE
BRRREE K ORNHT 5B ZNH B 5.[8.1.11.1.380]
9.1.2 BREZEGHUL TSRS
BRI & O BPENEILT 2 BZ NN D 5. 8.1,
11.1.33#]
9.1.3 WRENX (& Z DEHEEDSH 2B
IEERPELT BTN D5,
9.1.4 HLEBBX G HMDSH 3 BE
IERPELT BTN D 5.
9.1.5 KiEHE
Ha a2 WENDSDNEBENN B 5.
9.2 BEiEERERE
RIERDHL H5DNEBENNH B0



9.3 fTt¥eERRS

BIERM IR HO5DONDEBENTH S,

9.4 LhERE=H

BE

ERRE

NEKROETER R ol D BB IR E T 2 ED H HHE
N oHEEERTHI L,

& R
9.5 ¥E®

TSR SUIIEIR L C W 2 FTREME D H 2 EICIZR G L e Z
EXPEE LWV, BWMER(Z Y b vV R)TEHIEE. O&

HEOHAE
9.6 RILIE

A LRWnS
9.7 INRE

fERDPIRESN TV S,

ENEF L,

BWERHOFHRIEICER L, BHEHICKS T2 &, /NESE
EXRE U7 BERABRIEERE L TV,

9.8 EindE

HEXCICHREEFICERT 2 EBEOREZEHE LR
Mo, HEICEST A&, AFHEEIMERLTVWSZ E
AL FRICEREMEEITH. ELBRBEEG LW TR, O
R | EEmE SMERROBIER D 5 b d L,

10. HHE{EH
10.1 HEER(HBALBWI L)

B Sk HARRER - IEEA % WF - fERRT
FHT— - BEHICEBERIMEREERP N T AT LA 7L
FAF) - F. ONREOHLERE A aY I VDR
FTTFSTVNAI T ENFERTEBENSDH LR B ZHE L.
LEEH DTy FHT7—I - FAS MHB7LFa7 5

(F4—TRATY)
[1.4. 2.221]

VI FTITINAIT A
B ARG R O Sk
‘DR EBTHENIZA
AlzHGLanI &,

VIVIRENELL
ERI %,

10.2 HAER(

HAISERT D L)

A4

HEARRER - BT

WP - falRE T

A =N N V4

BEEE, EHLHA. B
BEESED TN
hESHSDNDZ EN
Hb

WFEIAHTH 2
N, JTz=brA YV
DOIMmMHIRE% EA
S5,

P N
N

TILT 7Y H) T LD
FEHEESEE2EMHD
DT BREEOEEER
I5E,

W IIAHTH 5.

NI
FYS5 I IVIERIE
B A Al

HEE 75 B BEITH % O fIE
RANPHERT2BINND
%o

A& BRI &
D, FITLYT Y
DDNAHUD A A A
Bhnd BrEEEY H

%
FETYIEHEBIE
BFITVUARAK
)5 —¥RHET
BT EICED, K
AloREicEE:
KZ T REE A B
%

BI/E R A E IS
BMEN5.

i DHUBNEREE A
SRR A

B R REINH . AL E R
FEFORIERANERT 5
ZENDH B

11. BWERA
WRORBWERDH H5bNBZ ENDHZD T BEEFFITTV,
REPRDENIGEICEBRE2HIET 574 O 2 0B %
752 &,

1.1 EXZEWER

11.1.1 BUWTF (BEEEARER)
RATERETEDLZED DD, COLDBFERFD SN
TAGE IR EZRIE L RSO 2 B EITS 2 &,
[8.1%0H]

11.1.2 EERBR GEEAH)
HmmtEGs s, BItEE%. BREEREFbSbNEI &
WHb. MUV - TRZEOERNH 5 b /ZiGEIcix
Be5apIEL., BUYBMEZTS 2 &,

11.1.3 SBEREAEINE (SERERIH)
PLMERFA . HIEREA . FhEkiEd, &L, f/MRE D
ERHS5DONBETENH S, [8.1. 9.1.1. 9.1.288]

MNA4 2avd, PFI745FV—(0WTNHEEERH)
%, WREE, MEETEOERYH 5 bhizGaEIciE
BEHICEEERLL, BURUEEZTS 2 &,

11.1.5 BERESZSTHEHERIES (5 RH)

EEROE (FIHER © STRO 56D &, WERHO LT
N FOHONE), Tz, SEERIEIER. STERE.
BRI, ARIR. RGREEE. R, AR, RMEREE.
WA O LN, HAR. ERMET. BREET.
RRBEZDBMERIERSH 5 bNE DD 5,

11.1.6 S>MEDAE, DEIRE. REILIE. DEMLE
AT BEEREA)

1.1.7 EELGERESE GEEARH)

SHEEE AT -CERBEEFH DN ENDH S,
B, BEEOHMSN TV AREBEEEERI (A TSFF .
A b LFY— bE) EOMABICIIRFIOERT S 2 L,

11.1.8 RAEMERRN (SHEAH)

FEEL, I IPIREE S OIFREER A S 5 bh i B&Ic
G EHRIEL, BEXREOME2FERT S & &b ICH
BRERIVE VAIOBRESEOMY) 2B ZITS &

11.1.9 BIERFR. A2 FHEEEES. EE (0 T N b SHE )
AST. ALT. Al-P. y-GTP®D LFA% % ¥ 5 FFeERE
PHENDHODN, HARETESLZ LN H 5. BIRERF %
BHoDONEZENDH B,

11.1.10 FFEEZE (S REA)

M.1.1 EEEER. SEBOANRN (VLI 3EERE)

11.1.12 24BN (BEEREA)

I, ME7 35 —¥ ERAS/rR0 o nNiGaIcddE%
kL. BYBAEZITY 2 L.

11.1.13 B¥EEZH# 557 V7 M BEERHA)

11.1.14 FFERAIZRSICHITDHT - IBEREE (SEEARH)
fH3E%, EHE, HEERESFHOSDLNDIENDH D
DT, BEHEICIOEFOSMEEE KHERTH &,

11.1.15 FEMERE BHEAH)

FE - BEOKME., BEERAER. MEERErH5D
NHEZENH 3,

11.1.16 REREE BHEAH)

I EE (EIRSERICZ V) Ad sbh, BEFHEE T
BBRIEDNH B,

MN.1.177 hSMRFEIFFEMELE (Toxic Epidermal
Necrolysis : TEN) . REERERSF (Stevens-
JohnsonfEiRE¥) (W 3'h b HEARR)

11.1.18 JAMiEE M (S5 AHH)

1.2 ZDfthDEIER

5%l [0.1~5%A| 0.1%Kd | SEEAH
BHMAR. RERE. [E) WA NE AN
Wifpamo | TR E|CIEL HEE % 1F
D - MEH (R,
J&. R
AST ER.
ALT E&H.
Jixai vyLer k
FE D T HEBE
R E R
EHAR BUN L&,
A s
B i EER., 7L
= TFZ -
V75 A&
=
BRE HFE WV, KIH
, mREREE (L
R U, AR
WE)
mEILE. MOEE.
[TESNIRET N FRBBRE
R Y s A, K
B, %D FE
&, L
WS BOE EiS e




5%DLE [0.1~5%Ki] 0.1%F1E | SAEARH BRI T X — 5
DEXREE IRTRA—% 158 (min) CL vd
(STEH. T %55 Tiza Ti2f (mL/min) | (L/kg)
ERes Widg, AR 9~16mg/kg 2.1£0.5 18.9+2.2 |776.8+91.3| 0.38%0.1
MREE) . 9. mean+SEM, n=8
Hg P 16.1.2 FEESEEIRARS
iR TR, AR FERE 140)125-FU 60mg/kg% 1500mL o> e i T AR L.
HF—F IS ABER A TR REBRNR & 0 FE BRI L & X RSO
BHRA AL OB AR 5-FU ML 13 A6 S © R HIRAE (#90.611g/mL) ITE L. 20
Bk BEQZENE, 1ML BRI LY,
BB 16.3 H7
FeB, AN R, EHL 16.3.1 KA DS
Z Ot o7 L IE, FREEIC5-FU-2-4C 14mg/kg % BIRMNIRE L7z & &, 4~ 55
Tt A R BOMS IR B, MR TE < WO T, U >/ SE

a)IEE IR N 2 HEICIRE2HIET 5 &

b) BRI SICE D EARDREFIZZ NS DIERDPERS H 5D
NBZEDDH5B.

) FBUBEE X 197052 H £ CORIERSERE 2 &,

14. ERALEDFE

14.1 ERIZSHOFE

14.1.1 BIRNBSICED., MEE. BREKZECIBZN
BH 2O TEGRA. EFHAEFICHFER L. FBHHEE
ETEBREIIEBITAHI &,

14.1.2 BIRAZGICHE LERD MEMRN S & FEHED
AT « BRI T 2 & HSHD T, BRAS MBI
BRaVWESIclRET A&,

14.1.3 BIIRNIE SIS & 0 BIIRSZBCREIR ISR FoR. FLBE.
K, UbA. BEZOKRBREENS S DN, KF - i
WICETEDLZEDDH D, £7-. FEERIC LN, B
DHREEENHOLDNEIENDH D, TNSDERDTDH S
bh-BaIC 3RS L2hIE L, BYZLBZITS 2 &,

14.1.4 FERABREICHB VT, EH & T 304 OBk
ADOFTACEDE - +ZIBBEE. i, FILEEECT

ZENDHBHDT, BHEBEICED AT —TFILOEHME,
Bz KR L. hT— T L@ - g, i+
ARESICHEBEET S &, 5B, 20L& BRERPH
ShNEAICIZEREE2DIE L, BYLLEZITHY 2 &,

15. ZDDFE

15.1 EEARFERICE DL IER

15.1.1 7 a7 T 2 ILREH & fth o Hi B RS F % 0
LzB#FIC, AMAIEEEIEHEZES5E0H5).
BB RIERUERERE (MDS) B FE L7- EOMED D 5.
15.1.2 7 A a5 VORBIREERTH S Ro
JIYVrFeFusy+—tY (DPD)REZEDBEENTL £
NITFEIEL. COEABBEBFICTILAOY S VIV REH %
BE5L-BE, BE5MEICEELBIER (DMK, TR,
MEEE, MREES)PRIRT 2 EOWENH S,

16. EApEpRE
16.1 MUEE
16.1.1 2RERAIZS
(1) B FHS5HIZ5-FU 500mg/body%one shot #iFf% D F i+

WA, 1557 7T15.3, 3093C3.9, 60573 T0.35ug/mLEHER L
B 5903 IR ALITIC 2 5 72V,
(ug/mL)
20
15
m
=s}
2 107
=
54
0 . . : .
0 15 30 60 90(43)

AR EHERS (n=5)

() BB H8HIIC5-FU 9~ lomg/kgZ BEHK G L7z & & DY BRE/
FTA—FRUROEBYTH 72 (BHEAT—%).

BLWATRERLEYHEAT—4).
16.3.2 ZEAEHR
b MIEEAZEARIUTOEBY TH -7z (n vitro).

ARANRTE (pg/mL) 1 10 25
IMAEEE AR (%) 7.5 10.3 9.0
PHEBITEIC & 2

16.4 {3

JEHEIC5-FU-2-1C 14mg/kgZ#IRMNIZ S L7z & &, IRAPRH
Wa 5854550 I TIIRELADHERAIL. 5% & &» > 75
¥EE#MY 12 a-fluoro-B-ureidopropionic acid& UhRFE D e H3 1
ML HEAT—%),

16.5 Bttt
FEEE C5-FU-2-1C 15mg/kg % SIRAIFL 546 2405 [ DL TR aT e
IR HIZCO2E L T57% FRAIZ1I8%HEt s 7z (MELAT—%),

7. BRERRHE

17.1 BERUZLMEICET 538R

(BIEELER)

17.1.1 EAEERER
WR2ERICHBWT, FREEEEEEE 2R & U7 Bl A
EORBERBIBOBERBEEIUTOEBD THo7z. B A
BRI EHAEREESHEREEO [, Kamofsky¥EE¥ED
M-AILLE. &2V IEEEHPTHEREDPRLEMIML LEFME L

THEELLT,
(BRI 5]
B R PrAER
xR BRhR HRR
(BB /REFI ) (BB /G
B 27.3%( 41/150) 37.8%(202/535)
i 22.2%( 2/ 9) 40.9%( 36/ 88)
KR - B 41.9%( 13/ 31) 49.3%( 36/ 73)
FLE 35.1%( 13/ 37) 58.7%( 37/ 63)
i35 21.1%( 4/ 19) 23.1%( 3/ 13)
TEE o
(. () - 57.1%( 24/ 42)
IN B 100.0%( 1/ 1) 56.0%( 28/ 50)
B3 33.3%( 2/ 6)¥ 12.5%( 2/ 16)
HifiE 9.1%( 1/ 11)¥ 25.8%( 89/345)
SESET IS 40.0%( 2/ 5)? 78.1%( 25/ 32)
a) ZEE (O FTEEEE A ISR E T 2 2 EARELR-9)
[EIRMNS]
RRRE R (BB /REFIER)
B 50.0%( 11/ 22)
e 52.7%( 29/ 55)
FLE 81.0%( 17/ 21)
i 72.7%( 8/ 11)
PRt 75.0%( 18/ 24)

TBRVIBRTEEIR )
17.1.2 ;BHEL / MAEER

(LB FRIBEORBER 26T 2BE 2 R E U7 T/ IHEE
FRRERIC B AFOLFIRINOXZERE (17 — V228 & LCEIHE
12 FY 1) 75 F 28mg/m?, &Y F— 00mg/m? F, 4V )T
71 VIGRRIEK I 180mE/m? % RO #HE L. 51 &% & ARH400mg/
m?% ZUEERIR S ARHI2400mg/m? % 4685 2\ THERERRE) &
7Ly s e s EERE (GEM) B 5.8 (GEM1000mg/m*a 3@ 1 [a]
MRS A TEER L. SEBIIRET 5. 2%k, B0 s
5#3E#EG L. 4EEIAREE LT, Th24E8ICBVET)OF
R OAEDEIIREDOEBD TH - 7o MREHIZECOGH
Performance status 0% U1 TH o7z, BIRICBWT2ODEMLET
ZRUUGTIAI'6. UGTIAI28) ICBd A REIIFESNED» 5Tz
Fio. BREFOZRERELE LT, HFPBRE(1,500/mmLl |). e
VLY Ml (FEsk M EIRO L SELIR) A RES i,



AN
Bl% (FEFHER)
RSR (ITT) R E NYF—FH
(B) PfE*
FOLFIRINOXi#% 127 10.5 0.62
GEMBLH# 5 128 6.9 P<0.001

FOLFIRINOXHERHC 1) 2 HEBRFEBUAEIE100% (166/166
BN TdH o7z ELFEFRIE, EIM90.4% (150/16661) . HI5
87.3%(144/16561) ™). y-GTP41183.7% (139/166f1) . 1fHALP
#41183.0% (137/16561) %), 1 FREREIHA79.9% (131/164%1) 0|
BDT9.5% (132/16661) « M/MEELEIA75.2% (124/16561) =), R
#73.3% (121/16561) ™ R R HEHE = 2 — 0357 —70.5%
(117/166B1) TH > 720 [5.1. 1]

1) A Y F— F400mg/mAd LA A Y F— +200mg/mA i
(352)Eastern Cooperative Oncology Group
#3)log-rank &

) RRMEFRITNREFLTH D S 5.
7o 1451 % B < 166411 & 5 &&t
ES) UFFRICH T 2R 2MEHRAIINE T E 2h > 12 k<

1656ic & 5 &t
FO) HZFRICHT 2 RN BERPINETE 2 h o 7226 2B <
l64f5lic X 5 &Et

17.1.3 ERE I +8535%
{LEBERIBEORBEE 2 ET BB LR E L5 THE
RERICE 1T AFOLFIRINOX (17 — 223 & LTEHIHE
A ¥4 75 F»85mg/mi LARKY F— +200mg/m?, A
V)5 h UAEREKHI180mg/m?E MiEEE L. 5l & E AR
A400mg/m?& 2HEARN IR 5. AF12400mg/m? % 46K [ >
TR OBNEIIRBEOLBD TH -7, HEEHIL
ECOG®! Performance status ORI TH o 7o 2DDEIET
ZR(UGTIAI'6. UGTIAI'28) 12D\ T, WI NP EKEHES
B(UGTIAI'6/6. UGTIAI'28/28) X1\ nbATFaEsE
(UGTIAI'6/7°28) E LTH DBHE RN SNz, /2. 17—LE
OERRESM & LT, iFHRERE(2,000/mmlL ). By e
il (MR A FRRDUR) S E S iz,

AEHERPIET S 2o

ZRR BRI/ E% G

38.9% (14/36)

FOLFIRINOX:IZ 51 % EIfE R FEBUHEE1X100% (36/36H1) T2 -
Too EREWERIZ. IFHRERBURA94.4% (34/3661) . B BRI
91.7%(33/36M1) \  M/IMRERAD K OTEID #88.9% (32/36f1) . &
MKk EMAR %86.1% (31/3661) . NRIKVC-RISHES > /827
N %83.3%(30/3661) . RMMEE = 2 —1/95—75.0%(27/36
B T 2 NERBURAT72.2% (26/368]) Td > 7z [5.1.15H]

#1)Eastern Cooperative Oncology Group

18. FEEIE

18.1 1EFAR
S5-FUDHIEEZIRIZEE L TDNAOEREEICE IS EEZLS
NTHY., BEMBENICEDAENZS-FUSY I L &R CRER
TR#E %21 THE U SF-deoxy UMPAF X VIVEEERBER ET.
deoxy UMPEHEHLTF I VILBBOEGREIIHIT S &IckD.
DNADOERAHEESNSZ EEZZONT VS,
fih5. 5-FUIE7Z IV EE UK RNAIZHHARENTF-RNA%
ETBHZER, YRV —LRNADERZHEET 2 M50
THBY, ThoDZ EBRAOTEENRARICEHET 2 EEX
5ENTNBS,

18.2 HiEEH
NCI(National Cancer Institute, KE)FOEH A7V —=> 7%
FLOVT IR L THRREN U LoFESEEZRLEY (=
ABHEEE TDOT—% ).

o HUEE R

HEI RS 06 05) R b

Leukemia L1210(HIW%) | BEREAN | 180 |24 | T/C=125%
Leukemia P388(HIMm) | MEMEAN | 220 |2+ 2120
fE7k# |Melanoma Bl6(X5 ./ —=) | HEFEN 140 + >125
&5 Igﬂeﬁiv*vﬁ;)s Lung carcinomal weuepo | 150 | 4 >140
Colon 26 (KiE#) e 200 |2+ =130
Ef |Colon 38 (KIGHE) B R 0 3+ < 42
f@% |CDSF: (FL3%) B R 0 |3+ <4

+ 1 RRHEL T/C {Hﬁmﬂﬂ@% L AEFEHE O control bt

BIER 2+ AW & fE % - @B EE O controltt

3+ EY
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7 ) F a5 )b (Fluorouracil)

E2%

5-Fluorouracil

AFR

CsHsFN202
NFE
130.08

fEEBER
H

N\fo
FJ;(NH
0
[EZ7N
BRI REOMER T, I2BWLIdk L,
BRI
N,N-DXAFIUFILLT I FIZBEFRLT L, KITPRBEFITKL, T
7 ) =L (B)NTHEFIT K, YIFLI—FIITIEEAETBIF 20,
=
#9282°C (5 fi#)
DERE
logP’ oct=—1.00
(RIEME : 79 RaAY A F V7%, n-F 2% ) —)V/pHT HBEETR)

22. BE
(5-FUE250mg)
SmL[10¥]
{5-FU;E1000mg)
20mL [5)R]
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