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v w7 L 600mg/m? & 22 FEfE 2T TR EET 5,

®2HHA AU F— b 200mg/m2FD%E 120 30 CHREHEL, T 74 n T Ty

Jb 400mg/m? % 2~4 3 CRMEFFIRNE G-, l&ktE 5% 7 N U BTG

500mL (HELE) (Z¥AfiR Lz 7 v A a w7 2L 600mg/m?2 % 22 W2 T Tl

FiEd 5,

F7o, KEOWRMCEFICIX, REBOBELAMRESRM:, WEEEOTH L H 5,
2% A 7 NVHUBEOER GRS (B TEBICHER L, YK emizTIRE~RET S E T
#5537 %)

i TR
I ER R 1,500/mm3 LA
JIRANY ST 75,000/mms3 L4
W IENE (RO GRICRE LA ERRIC L 0 T 5)
FlE B R DR VNEIESEEE %
I ERER 500/mms3 A:iifi
FBWEAT BRI S D — ﬁiﬂ g 65mg/m? 9 X[F T5meg/m? 9
_ uifuT/M)ﬂ:& 50,000/mms A |~ oS UL 20% B
PRI b | Grade g g | (300mElm? DB IR O
v ﬂﬁg = rade 500mg/m? 0 22 I Fig 54 E)

EDERNICENT, R Y F— MERF O GE - BRSBTS 5 70410 7 oL OFERR
DR ICEET D 2hEE « FRITAEAR I LTV euy,
HE2LAREBY F— b 100mg/m2 (2% T %,
1 3)FEEMELT FERIRAE NS FEBL L 723551, RIEE G- EIZHEWVBET 5,
1 4) NEBUIBRARE 7l T - RO - B OEA 13 NCI-CTC version 2.0 (1998 4£),
DRE I (23 1T DT iBETE ] D613 NCI-CTC version 1 (1982 4F)
1 5) AW UIBRARE R EIT - RO - B OBA,
1 6) DRSS I3 T DIt fiBRIE ) %4,
1.5 a2 v offHREE (XELOX L) %217 9 5EI2id, IROEG-AIEESE MK O & JL 1E
EBETDHI L,
2 YA 7 NVHUBEOERE RS (5 FEBICHER L., Y2 IRE~RET S £ T
Bh- 2T %)

FE¥H PR
I ER S 1,500/mms3 2L |
RN e 75,000/mms3 2L |




FAH e T D R VMGIE S %

RIE| OB G RIZRBLLT] (o gy o |1 IEIFEZERE - A4 100me/m? [
AEHEFEG 2 [F] B I8 BURF © AHK| % 85mg/m2 [T i

£ T)CTCAE version 3.0 (2003 ),

($EREIZE T Dk @EEE)

1.6 LARRY F— FRO7 VA w77 VO RNEHi 515 & OOFH TR 588 12 1
I, IR E e EOFFHTIE 8 A I NV EB R T2HE OB IR OV M IIMENL L TR
UV (B ERBRDR2 N
BEUIBRTRe T )

1.7 4V 7 hUoERE K, VAR F—h, ZFdvo Tl HEE
(FOLFIRINOX ¥£) 1T 2 %A 12id, IROFGATRESE, WEEER O ER OG- &% 5
BlZTH L,

2 YA 7 VHLUBOFR G ATRESM: (G- TE BICHERR L, MUstt2 -k ~EE T2 £ T

BT 5 & bl NEEREME] KO HERORG 5 22812, BGHRRFCEET
HZk,)

FE¥H PR
I ER S 1,500/mms3 2L |
IIRANY e 75,000/mms3 2L |

ek B L e
ARl O GZIZONT I OREICEZYS T 2RIERP BB L SE1X, 3243 512, LTORE
FEE-> T, B L% 1 LUVEET S (HREROREG&E] 25810552 8), Fiz,
W I ORRFENZ %Y 3 2 I BRI ST MBI 3B L 7255501, Ao 7 v e v F v
JVRGEFRIRN A G- P k95,

BITER™S TR ok i 7
ULTFONWTNDOEMEWM T2 %AV /7 5 YRR KT % 82
& HET 5,

1) 2% A 7 VBUBO®RGARESRME|TZT2 L, 4V 7 h UK o
Zig - &G A SE BB LAV RARF L 0 IRWGEE X, A

IFHRERIEA |2) 500/mms A& 7 LA LR |V 2 T UK L[ L L UL

3) JRYYE T FHIZ PR3 L. ol b £ TARIZHET 5,
1,000/mm3 Al

4) FEEMELT TR ER A E

FEEL (38CLLE) ZfESD

T Grade 3 92 | gwﬁa??ywﬁﬁ%ﬁéﬁiﬁ
LU DT 00> D G % 3 7o 3 35 | AR K A B SIS T 5
& : L, REOBE L~V RnA Y )T
iy |V 2T 7 BUROBRG ARSI T CARRRURAIY KO ARVE G, AR
7o S 3R SE LR LN DETAY )T H
2) 50,000/mm3 AJii R KTO 2 RS D,

AV T hUEBE KD %
120mg/m2 (2T 5,
AV T F o EERE KRN & 90mg/m?
W ET D,

;gﬁﬁﬁ Grade 3 911 |- go/l/ﬁ BT T VR R E A T
I DORIWERNFEL L oA 1E, A EICHEN R R E R 2R EA#EAT 52 &,
7 9)CTCAE version 4.0 (2009 4£),

2.0mg/dL # 3.0mg/dL UL T

WMEU LEY EH
3.0mg/dL #




HERF O 558 (KK 85mg/m2, 1V / 7‘73 VHEERYG KR 180mg/m2, 7 VA v v T L LER
fiEE 2,400mg/m?2 TG #BtA L7-%

&E5 L1 AF A4V 77J IRRE KT 7V Aa T VR ERE
—1 65mg/m? 150mg/m?2 1,800mg/m?2
—2 50mg/m? 120mg/m?2 1,200mg/m?2
—3 Wk Hk Wk

(BREIZH T 5Tk EEx)
1.8 AEZMEH L2568 OB MR OV Z TN L TR,
1.9 H_H e EOOFHATIE 8 A 7 VBB T-5G6 ORI R O 2RI TN L TR
(BEHARRBRAN 720N

5. Euur_ﬁ‘iffﬂ
(1) B&ERT—% /80—
f’%ﬂ@b

(2) E li:?:iizﬁﬁ
ABEVIBRT L ET - BROEE - EEE)
1) z—## DTS Fo+I0A095VILEBRAERES+LARRYF— FMERBRSEOERNSE
I /1485ER
(L FHRERIBIR OMELT - R OFER - EIGRE &2 65R & L8 T/ IR T 2 PR E (4
XYV TFTF 8mgm2aH 1. 15 BIZ, 74 n v T v VR IRNES 400mg/m? &
UL ARARY F— b 250mg/m? 255 1, 8, 15 BTG L, 13 BRI 5 51E) OHLERE.
BTOHRMEFKREDO LB ThoT-,

ZEh (A bl ko)
64.3% (9/14)
ZAAVERHIAES] 18 B 18 1] (100.0%) [ZRMERANZE® bivle, FRmIERIL, RigHHE
S 18 5] (100.0%) . BARIE 17 5] (94.4%) . HFH ek 15 4] (83.3%) . I/ Miisid
14 51 (77.8%) . s 14 1] (77.8%) . FEHEBOLEEN 14 B (77.8%) . MaM- 12 1] (66.7%) .
ALT E5 11 61 (61.1%). BifEkEA 10 1] (55.6%) . TITJ 10 5l (55.6%). AST L& 10

#l (55.6%). 57 10 B (55.6%) T -7z KEEF),

2)XELOX+ NS XY THAEEDENSE 1/ 11858
(LS HRERTBIROUETT - FHFEOKEN - B Z x5 & L7258 T/IHRRERICES 1T 5 XELOX %
£ XELOX i+ SNV X TEIDHEE R 5 & TOFMIEITREDO LBV Tholz,

BHLD AL FEhE (B 2hs ks 1)
XELOX ¥ 66.7% (4/6)
XELOX {E+~_Ny X< 71.9% (41/57)

LM FEMAE ST 64 I 64 61 (100.0%) IZEIWERNZEO Hivie, FEREWERIL, KAkt
JEAR 60 51 (93.8%) ., BAEKAHR 57 1] (89.1%) ., 57 52 il (81.3%). H» 49 ] (76.6%) .
FJETEMERE 49 191 (76.6%) . Fa.FE 107 38 141 (59.4%) . T i 36 151 (56.3%) . I N 35 11l (54.7%) .
IR 33 151 (51.6%) . &M 27 B (42.2%) TH-o7= KFEEE), 9

1 2DAHK] 130mg/m? (KR HAE) %% 1 BICAEELE L, #XUZ B 1,000mg/m2% 1 H 28] 14 H[##
HRRO®HZE59 52 L% 3HMmICHY KT,

1 3)AH| 180mg/m2 ((KFmEfL) . </ X~7 7.5mglkg ({4@) % 1 BICAmELS L, A ivge s
1,000mg/m2% 1 H 27 14 HEE AR OG22 &% 3 HEITHRV BT,
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() AERIGIFRAER

CAEUIRTRELET - BROKE - B

EIE Rk

7 oAb E U 2 VRPN R CIAERE I 2R LT - TR OGBS L L

T UMREBRICB T 24XV 77 F VHEMEE (%8 77 F 2 130mg/m?2 % 3% 57

5k 3HEMICHE Y IKTTY) OFMEIIREDOLEBY ThoTz,
Fh= CH hil ks 5) A AT il

8.8% (5/57) 338 H (11.1 7 H)

ZEAAMERHIIER] 57 FZFRD b= EREIER T, RAARIER 57 61 (100%) . BRECRIE 51
B (89.5%) . Hl» 45 i (78.9%). MaM: 35 fil (61.4%) . M/MiiEid 29 5l (50.9%). AST L
5i- 28 B (49.1%) . 157 28 #il (49.1%). HIMLEKED 25 # (43.9%) TodH o7z, 610

E DAKIOIER O &I, thoBUEMEREA & OffilIicB W UK TV 5,

AREUIBRT R R
ERE O +HER
(LFRIERIGR ORI 2 H 3 2 m 2 xt gt L L7258 TFEERICE 1T 5 FOLFIRINOX %
(LHA 7% 28 M ELTHELHBIZAHK 85mg/m2, LARAKY F—k 200mg/m2, 1V /7
71 R A 180mg/m?2 % M EHE L, Bl & HiE 7 /A4 1 7 7 2L 400mg/m? % S E R
WS-, 7417320 2,400mg/m? & 46 B2 CRifeirE) OFREITRFED LB Y
Thol-, FRHEEHIT ECOG *DPerformance status 0 XN 1 Tho7-, 2 DDEIx %
(UGT1A1%6, UGTIAI*28) (oW T, Wz R Ee#EAe R (UGTIAI*6/56, UGTIAI
*28/*28) XTI N b ~T 0SSR (UGTIAI*6/°28) & L THLOBEIIMIN SN, 7=,
194 7 VB OBGAIRESAM: & LT, IFhEkEL (2,000/mms3 Ll E) | #aE UL e Al (ks vE
I ERRLLR) ENRE S,

Fh= CH 2hil ks 5)
38.9% (14/36)

ZAAVERHmAEF] 36 FlF 36 #1 (100.0%) I[ZREWEHNFEO bivie, FAREIERIX, 4 F ek
34 1] (94.4%) . HIMERMD 33 1] (91.7%) . /MR 32 5] (88.9%) . Huls 32 il (88.9%) .
Z i 31 1] (86.1%) . AR 31 1511 (86.1%) . T 30 1] (83.3%)  AAHFRFLIEIR 27 4 (75.0%)
U BRI 24 5] (66.7%) . CRP _15-24 f5] (66.7%) . BiE 24 # (66.7%), 7 /L7 I %
b 23 %1 (63.9%) . AR EIED 21 # (58.3%) . AST E5- 20 #51] (55.6%) . ALT F5- 20 #1] (55.6%) .
HNZ 19 61 (52.8%) 5854 17 ] (47.2%) W FES 17 5 (47.2%) . LDH -5 16 i (44.4%) .
IR 16 1] (44.4%) . J%57 15 6 (41.7%). F b U 7 L 15 6l (41.7%) Th-o7- KGR
B, w

£ 7)Eastern Cooperative Oncology Group,

(4) HREEROELER
1) BRI
AREUIRATEELETT - BROKERE - EFE)
DAL ERAEG £ x5 & LT- FOLFOX4 =0 iEs & MR ER

(LFIERIGROMET - TR O - B2 x5 & LI BIHERENIC 1T 5 FOLFOX4 {559

DAEYMEIFRED LBY THoT,
R (R BiLERE B A R A7 ] T Rl AEAT U] R fiE
45.2% (95/210) 8.7 /A 19.5 /A

LZEVERHAER] 259 IO b ERFEREGT, AIMERED 221 #] (85%). FiHfke
SEAR 213 151 (82%) \ 4 HEKIE 210 1 (81%) ( HE.Ls 184 41 (71%) . /M 183 41 (71%) .
W57 182 B (70%). THi 145 1l (56%). MEHt: 106 B (41%) ThH o7z, 912

A 4AK 85mg/m? ((AFEHE) #2451 Bic, &Y F— b 200mg/m? ((KFEE). 740 7T LA E:
RS- 400mg/m2 (REHE) . 7040 v 7 2 U kNEH#i 5 600mg/m? ((KFRmEfE) 2T nth
Fl, 2 HICHET AL E 2 EEITHRY KT,
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QfeEEmERAEG xR & LT- FOLFOX4 £ iEsh £ MR
(LZFHRERIGIR OMELT - FHROFER - B2 x5 & L2 B IFERBRICEBIT 5 FOLFOX4 k%9
DEIMEIIREDO L BY TH-oT2,
FEh (A hil ks fa) S 10 A A 11 ] R i AR AT R
50.0% (105/210) 8.2 7 H 16.2 71
L AVERHAE B 209 FIZ58 6 SV T- ERBIER . ~F 7 v v (i) 181 41 (86.6%)
M/ s 159 451 (76.1%) . HEs 151 61l (72.2%) . GFF RIS 147 651 (70.8%) . RS
FER 142 B (67.9%) . #1123 5] (58.9%) . W&t 113 # (54.1%) . FINK CREIEORIE)
91 il (43.5%) ThH-o7=, 13

1 4)AK 85mg/m? ((AFmEAE) %255 1 HIZ, AV F— b 200mg/m?2 ((KFEHE) . 714007 o A
IR BES- 400mg/m? (REWEFE) . 7/vAr U T VI VERNEEE S 600mg/m2 ((REREFE) #FhEh
1, 2 BICRRETDZ LA 2 BEMITHYIET,

QML E KB AES| & xR & L 1= FOLFOX4 £ D4 &5 MARRER
(LS IEREIRIE OHELT « TR ORENG - B 2 x5 & LB IHFERERIZIS 17 5 FOLFOX4 (k%9
DEIEIFKRED LBV Th-o Tz,
ZE5hR (B B hE S 151) P PR A T ) v A Eﬁﬁ;ﬁ%ﬁ@%ﬁﬁ
9.9% (15/152) 4.6 A
LRNERAGERF] 150 FIZFRO b= ERAEFEFZIT ~EZ o e @d (&) 121 61(81%) .
FHERID 114 B (76%) . REHFRAER 111 B (74%) . 4FFERED 110 B (73%) . 9857
102 5l (68%). T 100 5 (67%). H.Lr 97 Bl (65%) . M/ 96 il (64%). AST Lk
7161 (47%) . W& 60 f5l (40%) Th-oiz, 919

1 4)AK 85mg/m? ((AFmEAE) %255 1 HIZ, AV F— b 200mg/m?2 ((KFEHE) . 7140w o A
IR BES- 400mg/m? (REWEFE) . 7 /vA4r U T U VERNEHEE S 600mg/m2 ((REREFE) #FhEh
FB1, 2 BICRRETDZ LA 2 BEMITHEYIET,

@b EERAEG £ xR & LT- FOLFOX4 s iEsh £ MR ER
(LFIERIBIR OMELT « RO - B2 x5 & LB MRS 1T 5 FOLFOX4 (k%9
& FOLFOX4 L+ 7 7 v  ROEIEITIRED LB ThoTe,
ZE5hR (A B hE s 151) P PR A T ) v A AEAF IR R
49.0% (304/620) 241.0 H (7.9 2°H) 565.0 H (18.6 73»)%)
ZEARVERHIAE B 649 BIZFRD BV ERA EFRIT, REENME 516 61 (79.5%) . Bl - Mg
452 5 (69.6%). T #1393 f5 (60.6%) . &fHER/ERIERIRE 380 5] (58.6%) f&;of:o 15)

¥ 4AFK 85mg/m2 (KK %% 1 HIZ, &Y F— b 200mg/m?2 (KK, 714007 2 L2
RS- 400mg/m? (RFHEFRE) . 7/VA4 1 7T VRN RS 600mg/m? (KFHE) #ZThTh
H1, 2 IR ETAZ LA 2 BEISHERY KT,

Ot EERABEG EXR E LT XELOX ;EZDiE5 5 M ER
{LFHRERIBIFR OHEAT « RO - BEZ x5 & LB IFERERIC B 5 XELOX k72
& XELOX L+ 7 7B ROFMEITIRED LBV ThoTz,
= (BBl A 1A A2 A T R A A7 1) R R A
47.0% (296/630) 220.0 H (7.2 2°H) 572.0 H (18.8 7°H)
LRVERHIAE B 655 BIZER D bl Bl EH R, mikEr: 534 #i (81.5%) . HE.L» - g
M- 464 1 (70.8%). Tl 429 5] (65.5%) TH o7z, 19

H 2)AA] 130mg/m?2 (REEFE) 25 1 BICSHES L. 7 Z B2 1,000mg/m2% 1 H 28] 14 H[HE
HREO®E5THZ &% 3D KT,
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OB ERABBEG ZHR E LT XELOX (E+RNL X7 T OiEs E M BRER
(LB RIBIROHELT « R OKEN « BB 2 x5 & L2 BRI 1T 5 XELOX i+
RN A TEIDFHEITRED LB ThHoT-,
ZE5hE (B BINE S 151) HE LA AR A T i AEAF IR R
45.7% (160/350) 282.0 H (9.3 77 H) 650.0 H (21.4 2°H)
ZAMEREHMAE B 353 BIZFRD LV B A ERGIL, MR 296 5] (83.9%) . HEuls - &
M- 252 1 (71.4%). Tl 224 5] (63.5%) Tdh -7z, 19

1 3)AHAI 130mg/m? (KFHRE) . <~V AX~7 7.5mgkg (KHE) Z5H 1 AICAHELS L, 1_v e
1,000mg/m2% 1 H 28] 14 HEE AR OG22 &% 3 HEITHRV BT,

Db B EBLAEG Z xR & L 1= FOLFOX4 ;%0 iE4) 5 M ER
(LS IEREIRIR OHELT - TR ORENG - B 2 x5 & L= BRI 1T 5 FOLFOX4 (k%9
DAEDMEFIRFED LB ThoT-,
ZEhR (BB hE S 151) LA A AT i AEAF IR R
20.2% (51/252) 168.0 H (5.5 7°H) 402.0 B (13.2 2 H)
ZAVERHmAEF] 308 B 302 i (98.1%) ICAFHLVRD bV, FRAEFRIT, MRk
FEME 225 B (73.1%) . H.O - MEH 191 61 (62.0%). T 150 B (48.7%) . 4 ER/FERIER
JE 149 ] (48.4%) TdH o7z, 19

1 4)AK 85mg/m? ((AFmEAE) %255 1 HIZ, AV F— b 200mg/m?2 ((KFEHE) . 714007 o LA
RN 5 400mg/m?2 (KFHEFE) . 741 v T VILEIRNEREER 5 600mg/m2 (KEEHR) #ZhZEh
H1, 2 HICHETAZ LA 2 BEICHERY KT,

@ILFFABLARGI Z /R & LT XELOX A0S 5 MR
(LFIRIEBEIARROMELT - FFE ORI - B & 55 & L= BRI 31T 5 XELOX 5720
HAMEIIRED L35V Th o1z,
R (HRBILERSB) 3 B 77 1] T A EAT ] P Sl
23.1% (58/251) 154.0 A (5.1 2°H) 393.0 H (12.9 2°4)
ZAEVERHAER] 311 Bilh 307 1 (98.7%) ICHEREGNGRO bIlc, ERAEFGL, ik
el 222 61 (71.4%) . HEul - WERE 205 5] (65.9%). T 177 5 (56.9%) ThH -7z, 19

1 DAH] 130mg/m?2 (RERFE) 2% 1 BISEMHEREE L, P % 1,000mg/m2% 1 H 2 [[] 14 HE
HRO#&ET 22 L% 3BT IR,
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(EBEIZH 1T Tk EEE)

(DFOLFOX4 ;=M iE 4 55 M HEEER
JE I BRI IR O Stage I XITMOFEIGE (EIF SHKEELET) 265 & L BIFHR
BB ARY F— MR T7AFdr w5 LoEIRNEFERS1E (LVAFU2 1) I ONC

FOLFOX4 i£%9 (12 %4 7 V) OFZMEITIRFO LB ThoT-,

ITT ftr x5 3 M A A7 R 6 FERAETFR
(FOLFOX4 {:E¥/ (EEFHmEH ) GV RENEEED
LV5FU2 ) FOLFOX4 #:#% | LVAFU2 ikff |FOLFOX4 18| LVSFU2 1ft

42451 78.2% 72.9% 78.5% 76.0%
(1,123/1,123 %) P=0.002 *5 P=0.046 5

Stagelll 72.2% | 65.3% 72.9% | 68.7%
(672/675 ) P=0.0052 5 P=0.023 5

Stage Il 87.0% | 84.3% 86.9% | 86.8%
(451/448 #) P=0.2286 * P=0.986 5

FOLFOX4 J/ERICRB W T, ZeMAmAER 1,108 BlICER bz Bl EHST, R
JEIR 1,019 B (92%) . G BRI 874 1] (79%) . I/ MR 858 #l (77%), ~E/ 1t
VW (i) 838 i (76%) . oy 817 il (74%). AST L5 - ALT LH (M7 27
F—Y EHELT) 6291 (57%). THl 624 B (56%). WEMH: 523 il (47%) . 57 482 {5
(44%). ALP L5 467 %1 (42%). HN% 461 % (42%) TdHh-o7-, 9.160.1D

T OAA 85mg/m? ((AFREFE) 2551 HIZ, &Y J— bk 200mg/m? ((EFEHEE)., 7A4n DT L 25EE
RN 5 400mg/m?2 (KFEEHE) . 7L A1 v T VLVEIRNERFR S 600meg/m2 (KEER) 2ZNhZEh
1, 2HICHEETEHZ LA 2QBEMICHYIRT,

£ 5)log-rank T,

QXELOX ;£ iEst E MR ER
JRFE BRI YIERTE O Stagell OGN (EE S IREBE A2 ETr) 265 & LB IHRBRICE
ARV F— MR T LA r T T L OFRIRN G- 1L
(5-FU/LV £ 0) N XELOX i£%2 (8 ¥4 7 V) OFMEIFRED LBV Thoiz,

ITT fiFdT x5 3 M A AT 5 EREFR
(XELOX {:F¥/ (EEFHIEE) (RIRBYRHIEE B )
5-FU/LV HE) XELOX {ERE | 5-FU/LV iE#f | XELOX i5#f | 5-FU/LV 158
2 71% 67% 78% 74%
(944/942 ) P=0.0045 5 P=0.1486

XELOX {EBEIZ R\ T, ZaVERHMBAER] 938 BIZFRD bz B/ F EHGUL, RKAHEIER
649 il (69%). ~EZ b (&) 645 B (69%). H.l» 625 #il (67%). AST E5-
581 B (62%). T#i 577 Bl (62%). IfLH~ Kk L& 556 ] (59%). M/ Mg 538
(57%) . HIMEKHEA 482 il (51%) . 4FHEKED 429 B (46%) . MEMH: 415 1] (44%). ALT
5 411 B (44%) THo7z, 19

T 2AA] 130mg/m?2 (RFEHEA) %25 1 BICAMHEE L, 27U Z B2 1,000mg/m2 % 1 H 2 [A] 14 H fEE
ARO®KEGT 52 L% 3BmICHY T,

1 5)log-rank #iE,

E6)AR Y — FREFIRNE 5 20mg/m?2 (KRREFE) . 748w U T VA RGEFIRNE S
425mg/m? (KKEFE) ZENZNE 1~5 HICEETHZ L% 4 WHEITHEVIEL, 6 1271795,
FiE, AV F— FEIRNAFE®RS 500mg/m?2 (KRR, 7vAd v v T VSl IRN 5
500mg/m? (KFHFE) 2N 1~6 HWOE 1 HICHETHZ L& SBEICHRY KT @17 0),
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2)

BRI R R )

By I/ MARER

L FERIBIFE O IBEEE 2 A T D PEm &2 %5 & U728 T/IHFERERIC BT 5 FOLFIRINOX
B QYA 70z 2 EE LTE 1 HHBICKA 8mg/m2, U JF— bk 400mg/m2, 4V /77
YRR KT 180mg/m2 & et L, 51 &HiE 7441 77 2L 400mg/m? % S §H RN
5.7 Ar y 7L 2,400mg/m? & 46 IR T CRefeEfE) & 7 A v & v U R (GEM)
B 5 (GEM 1,000mg/m2 @i 1 [BlaGEE5-4 7 e L, 8 B IXAR T 5, £ DKL,
WA 1B GA 3 EEE L, 4 B E LT, 2 4 BEICHEYIRT) o
DAEZMEIIRED EBY THoTz, MREEIL ECOG * 7Performance status 0 X1 Th -
72 BEIZBWT 2 2DOBIEFEZ/ (UGT1AI*6, UGTIA1I*28) \ZF87T 2 KU ITRE S
Molz, Fio, BERRFOBILHE L LT, FPEkE (1,500/mms PL L), e U el (b
A ERRO 1.5 (5LLTF) HENRFE SN,

AT
Y BE ST T
LR B (TT) el
hefE (H) P {5
FOLFIRINOX 127 10.5 0.62
GEM Hjt# 5 128 6.9 P<0.001

FOLFIRINOX {EREICI W T, ZRMEFHMIIER] 167 Fld 5 5, AEFENNETE o721
Bl zBrR< 166 fiF 166 5 (100%) ([ZHEFESRRRBO LI, ERAEESII. Al 150 {4
(90.4%) . J%57 144 1 (87.3%) 8 ~-GTP #5hn 139 il (83.7%). if.d ALP #5hn 137 i
(83.0%) ™98, fFHERERA 131 1 (79.9%) *9, Hls 132 1l (79.5%) . /MR 124
B (75.2%) "9, THI 121 ] (73.3%) "9, FiHMHER == —r3F—117 64 (70.5%). ALT
N 107 1] (64.8%) 9, AST #0106 ] (64.6%) 9, WEH: 102 ] (61.4%) ., {(KEZH)
90 il (54.2%) . EAKME 81 5] (48.8%)., HFL 75 # (45.2%) ThH -7, 1920

1 5)log-rank #E,
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FE UL HFRICH T 2 L EMIFTRPIINETE o7 1 BlE < 165 FliC L 255,
DU FRICET 2R A WPUE TE oz 2 12 Fr< 164 BlC L D45,
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(52 /ﬂfj 1) NH— Kk 0.56 NP — K 0.66
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1E 2K 130mg/m?2 ((AFRmE) 24 1 BICARERE L, 42X 1,000mg/m2% 1 H 2[5 14 HEHEA
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1 10)ERI%ZE & Cox NP — REF L,
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R L
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JaN O DNASH & A FEA 35 2 & TDNASHN LR OEHM O W12 FH4-DNAZEE 2 kT 5,
TS DOLEE DNA OB AT A2 HET 5, 29

B & At B EAERAEE

nEEMR
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PaCa-2 KT SW1990 fifikk, v + Bk AGS, MKN1, MKN45, MKN74 } () NCI-N87
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INAu 7T NEDOHHORELMPIANNTEET M THT LT RIIREDO ERBD T

HoT,
FRAN 238 M 134 D REE A4 85 A — &
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a0 & 556 1.13XCL
DA 1.09 X CL
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65 L EDGA 1.20X V1
LARAKRY F— FRO7

=Ry A A L i 1.26 XV
L7=%6a
Vss (L/m2) 656 (LARKYF—FEQRT7Ar 75 PEHOEES 658)

CL: 7 U7 Z A Vi Fbhar /=AY MMy iR, Ve @ EHFIREO AN EFE

Bl Z1E, B O 65 okl DB RS (JE CrCL=100mL/min) |Z 85mg/m2 THA ¥
PV FT7F b VARBR ) F— NRORT A ey T v E R LGS, BRI ABimET 54
DOIEYBEAE/ T A — 4% CL=3.83 (L/hr/m2), V1=9.7 (L/m2), V=658 (L/m2). ti2a=0.26
(hr). tiz=27.6 (hr). tey =392 (hr), Tmax=2.0 (hr), Cmax=931 (ng/mL), AUC=10.9
(pg-hr/ml) tHEHZND, 2D

4. IR
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5. 9%
(1) 1% — R B8 P9 @@ 14
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(2) Mm%k —RREEREPT @@ 1%
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REZIE LT, 5% 15 53 TIXB OBHRERE Kb @ - 7o, BHR&D Tz i3 130 FEfH
UETHY ., WFRbIMIED T (K 36 FfH) X0 Kol 29
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7.

10.

11.

Kt
(1) BB R U BHHRER
EERNICBIT DA F YU 7T F 0 OIEMHARE R IIERE R 2B L PR L R i 2 5 (&
KNZEH#), b MoBWTAIY Y 7T F o omlEh FARNERKIZIY 700 1,2-07 2/
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U ERR L
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MY ERe L
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IJVTF= 7 VT T ABOAF XY 7T F B G-E R A g H 40 AUC

JVTF= VT TR By JiE B2 AUC* (pug - hr/mL)
= 60mL/min 130mg/m?2 11 16.4%5.02
. 105mg/m?2 3 32.7£16.2
40~59mL/min 130m§/m2 6 39.7+11.5
80mg/m? 1 29.5
20~39mL/min 105mg/m?2 2 42.0+1.25
130mg/m2 5 44.6+14.6
<20mL/min 60mg/m?2 1 32.2
HO 15+ R AR (R 7

HDABIOEB SN 1 RAREE, 85mg/m?2 ((KFEA) XX 130mg/m?2 (KEHE) TH 5,
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DR L
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14. 2.1 YEEEMESHE & R U T A v 2 W= R 51347 h 22 &, [14.1.6 BHE]

14.2.2 RENIDOEBEHIFHZT A I = ARHO LN TV DS FEHEEE) TR LRV &,
[14.1.7 2]

14.2.3 BARNEGICEE L, SRS IMEIMNTIRILD & ESERALICHRE - B AR Z 52 LR
H0OT, FENIMEIMIRN RN K S ICEEICRET 5 &,

. EOMDEE
(1) BRPRERIZE D < I1EH

15.1 BRERERIZE D < 1%k

15. 1.1 KA LM OFEEMEGA & OOFHIC L0 . SR AUEMRE, 2P aiErE afmm, it
P IR S O IR MM 3R Lo L ORENR B D,

15.1.2 BRMN 72 & C it S 7= JFoS BB BIBR% O Stage I UL O#E ¥ 2 xt 4 & L7 5B HH
Bk 9,16,17

NZBWT, HEERZ EANARERY F— R OT7 4 v T ORGSR G145 & O
B (FOLFOX4 %) O#GEET 57% (629/1,108 #1) . RV F—FEOT7 LA w7 T2 0D
RN ERpiR 515 (LVAFU2 %) O 5HET 34% (379/1,111 ), 7B VKA T 7 2 —F
5723 FOLFOX4 # 58T 42% (467/1,108 f3) . LVSFU2 #% 5.8 T 20% (222/1,111 f51]) &
WL h FOLFOX4 £ 58 CRBEICHILT 2 Z LG ST, [17.1.12 ZH]

(2) FEEGAREAERICE D 1B

15.2 FERGPREABRICE D < 1F#R

15. 2.1 RFN DD AJFIERER TS LT 7engs, Ml 2 AV 7218 IR 28R BB (TR &
AR 2 O 72 e iR B SRR e OV~ o 2 B 2 W 2/ MERBRIC B W T WL B B
RN REENTEY 30, BDAFPEZAT LA RN D 5,

15.2. 2 B[RRI 512 K 5 Y2 PR eRst Bl NS B3R BRIC BV Tl 9.1mglkg LA o
BT, &5% QTe LR LFEENBEINT- L ORENDH D 90, [9.1.3, 11.1.10 ]
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1. EHERER
(1) ZEshEEMEAER
[VI. GBI DA ] OESHR

(2) REMEEHAR
VI 12. (2) FEERARFER IS AFH) OHS M

Q) £ DfthdDFEEHER
REERR L

2. =HHER
(1) EERSEEHER
VI 12. (2) FEERARFERICIES fFH) OHS M

(@ REBRSHIERER
AR L

() E=EMHHER
VI 12. (2) FEEGKRBRICIESEE#R) DA

O
g

4) KNARMEEER
TVII. 12. (2) FEEGRRBRICESEH O

O
g

(0) &EREFIEHER
VIl 6. (5) #tm] DHEHZM

(6) BRI
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X. EEMEREICET HEE

. BHERS
DI SN UVIE 1 S

) EE-EMEONGZEICLVEMTL L
BRKG  RE

. AhHEAR
3

. BENRETORE
FE{RRAF

. RO EDTEE

20. kL EDEE
20. 1 AEBHEME B AL T AR HBIC AN TRETH Z &,
20.2 15CLL T TORMFITHELE S 22y, [14.1.1 /]

. BERITEM
BEMERLTA N A
<TvhoLBYy i H
ZOMOEBH T ER
A XYV T TTFUDIRREZITONDLBE I A
- FOLFOX JBiE 22T b b BE S A~
(TXT. 2. ZOOBHEEE DHEBM)

. R—m5 - RxhEE
[F—psy « =V 7Ty b AR 50mg/100mg/200mg

. EffEERE
1996 £ 4 H 12 H (75 R)

- RERTARDEABRVARES, EMELERFEFAB. REHBFAE

S 'j_'i %78\ - EK b ;
E}/@_ﬁ,g %LE&J 7?( 7?(5@%57%‘ ifﬂﬁﬁﬁﬂiﬁ

W 7E B i
+ A H

£ A H £ A H
FXHVF7F
FRIEFE50mg
[h—1T ]

2014 -8 H 15 H| 22600AMX00958000

2014 %12 H 12 H

2014412 H 12 H

FRYVTTF
AU EHE100mg
[h—1T ]

20144 8 H 15 H| 22600AMX00959000

201412 H 12 H

201412 H 12 H

FxHVFITF
SR FHE200mg
(=T

201542 H 16 H| 22700AMX00524000

201546 H 19 H

201546 A 19 H
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9. PEEXIIHREM., AERVAEEEENEOEABRUVZOAR
X9 TS5SF U miEEE 50mg/100mg T k— ]

ZhEESFZ A, FELROHEBMAEA H : 201541 A 14 H
WA : LD FRR D 25 LTz,
IH E<lh
s | TEIEUIBRARE AT - PRI ORENS - EHE TG OIBRARE 2R AT - TR OFERG - B
HE | FERBIEIC BT DI BI L TR (2B DIl B L
5 Y IR B TR
7
#
1. fhOFUEMEEA E OFRICB VT, BEEK | 1. IRMUIBRRREZ LT - RO - B
NIZIEA XYY 75T 85mg/m2(IkFEiE) % | KOS 3 1T DI AL BT A
1 H 1EEHRNIIC 2 R TR G- L, 27 < | 1503 B iE% . IBEYIBRARRE 2 Pem Icid A Ik
&b 13 BIEMARZE, U3 130mg/m2((K K % | ZEHT 2, 72k, BF ORI LV @ H R
1 H 1 EEIRMNIC 2 FRfCARR G- L, 7l | 5,
EH 20 HIMRIRT 5, e 1 A 70 L | Al thoduEMEIESEA & OFHIZBW T, @
1 TREZBYIKT, 2B, BEOREBIZEVE | %, A% Y 77 F L LT
| BEEET S, 85mg/m2({AFE ) A 1 B 1 [FRIRMIC 2 1R
% 2. AHKlE 5% KB ERKICIEA L, 250~ | TG L, D7 &b 13 BRKES 2,
F | 500mL & LT, $FIRNIC ARG 2, InE1IYA I NE LTHRGE#BYIRT,
& B ik : hodr MR A & OOFHIZIWT, W
H.RAICEAXRHV IV TITF LT
130mg/m2(iREmiE %2 1 B 1 FEEIRNIC 2 B
MCHaEEE L, D7 & 20 AR 2,
INE1IYA I E L TRGEEZED KT,
2. ARH% 5% 7 N UHEERRICIEAL, 250~
500mL & LT, #IRMNIZATHEE ST 2,

FHY) TS5 F 2 RikEEE 50mg/100mg/200mg I b—"7 )

eI R, HELOHEBMEHA B 20156458 H 19 H
WA LT O TR 28 Lz,
H I

- TBRYIBRANRE 72 4T - 3 DFENG « E NG TR OB ANRE 72T « FE DA - E R
ég FEIGIE B 1T DR A B b s FENGEE BT DR B LR E
é TR FRASEE 72 e 1B UIFRASRE 72 s
0 IBR DB A RE 72T - D HE
7=

1. {BWYUIBRAREZ2 BT « FFROKENG « B | 1. IBMmUIBRARRE 1T « I ORENG - E 5
i R OSSR B 1T DI MBI LSRRI AL | OSSR B T DI B b 29 iE I 1x A
v | U BIEZE IRIEUIER A RE AR ITIE A TR &M | 250U B ik E, IR UIFRARE RIS X A ik
% | A%, ek, BEOREIC L VETHET 2, | &, GBI RERET - RO BHEICIE B L
[6) AT 5, 2B, BEOREICI Y M EHE
H 35,
JEEN

(%) (%)
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FH¥HY1) TS5 F 2 miEERE 50mg/100mg/200mg ' b—"7 ]

SRR, AR O RETEA A : 201645 3 A 30 A
P DT O T 225 LT,
E i

gy | WEHEGIRRRRE AT - FEEREORENS - ELUBHE | YORIEIRRAEAELT - P36 OREND - b
BE | RSB B0 B T R Lo RERIEIC 3517 2 AT B 2t
clRE T e TN G A2 P
B | BRI AT - FERE O T i

1. A OIRRE7REAT - P36 ORI - B | 1. 1O 7 AT - P36 DREI - F
| IR0 B IR BN E AR | M5 ORI IS % 76 W (L2 eiE
| AT BisE, MBI ARIERIC | 1A BUT B ik, IO I
B | AR, BB REAEAT - FROR | 1A R, BB BIEE AT 5, 28,
O | filcid B MAT 5, /25, BEORIE | BEOREIC L0 @ THET 5.
B hcxvmmams s,

(&)

(%)

x5 TS5SF o AEEEE 50mg/100mg/200mg T k—7 ]
e TR, FHEAMOHEZEHEAH  20184E 11 H 21 H

NS DR O TR 28 Lz,
[H Hr
sy | TRIEUIBRRAEZREDT - BESEOOREI - ENRHE | WRHEOIBRSAEZRAETT - REFE KA - R
B | HEIHEE IS BT BN MBS FENEIR S B30T D AT B L 2
é% ey el | SN AN ey s S N AN e
% | B ¥
& /N
VIR RAE A AT - FRE DR » LM | 1B EIR R AE 22 HEAT - FEIE DRGNS - IEL A5
i K OSBRI 35 1F 2 IR BN L AR 112 | e OVRE B 12 5 U3 2 A s MBI S0 2 1
I3 A BT BB YRR T | A BT B A, A EIRRRE R e K Y
E A A HEICIE BIER TS, 25, | NI A A, EREICIE B IEA R T
% | BmE ORI L EERET S, B, 7ed. BEORIEIC LV EERET 5,
X
21 (88)

24880 % 5% 7 B U BHEFHKIZIEA L, 250
~500mL & LT, FRNIC Al 575,
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FH¥HY1) TS5 F 2 miEERE 50mg/100mg/200mg ' b—"7 ]

HELOHEBIOHEHAH : 202348 A 30 H

PNZ : AT O TR 2380 T E L=,
I o

TR YRR RRE AT - FEIRR O - L0 | 1R DI RREZEAT - R ORI - B,
B | REIBAEIC I B AR AL R I A Y | IRRIC 31 2 R D HIE RO I A Bk
|13 B xR R AR OVMNBIITIE | i3 B 4. IS e e B OV N
g% Ar, GBI BEAFERT S, 2k, BE | 10T A BE2ERT5, b, BEOWRREIC X
| ORI &Y R S, D EEHET S,
B

(73] ()

10. BEERR. BIMEERLARFEABRUVUZTORNE
PSRN

11. BEEHM
BN A
12. REHRHIRICET 51F#H
AFNE, B (HDHVITERE) BRI T 2 HIRITED S TR,
13. £fEa—F
JEAE S (RIS HOT (9 K7) Lt 7 NEE
R 7E44 A FE I a— K P WUPRS 25 I
EHR L a— R (YJ =— F) a— K
FTxYUFITF
S EESOME | 4291410A1126 | 4291410A1126 123718401 622371801
[h—T]
FTxYUFITF
SR ERE100mg | 4291410A2122 | 4291410A2122 123719101 622371901
[h—T]
FXH Y FTF
S EE200mg | 4291410A3110 | 4291410A3110 124119801 622411901
[h—17]

14. RIEHBFLDEE
AFNIZIEHRN OB REKLTH S,

32



1.

X 1. Xk

5| AR
D FENERE - IEERER (AU F#E 200mg)
2) tENE R - BHIRAFRER (R ERE 50mg)
3) tENE R : EWISRAFRER (REFHE 100mg)
4) #ENE R - BHIGRAFRER (REFRE 200mg)
5) Shirao K,et al. : Jpn J Clin Oncol. 2006 ; 36 : 295-300.
6) Boku N,et al. : Jpn J Clin Oncol. 2007 ; 37 : 440-445.
7) Yamada Y,et al. : Jpn J Clin Oncol. 2006 ; 36 : 218-223
8) KIEUSAT
9) Doi T,et al. : Jpn J Clin Oncol. 2010 ; 40 : 913-920.
10) EWNE THRER (=77 v MESH : 2005 45 3 H 18 /KRR, HIEEEHMTE 2.7.6.2)
11) Okusaka T,et al. : Cancer Sci. 2014 ; 105 : 1321-1326.
12) Goldberg RM,et al. : J Clin Oncol. 2004 ; 22 : 23-30.
13) de Gramont A,et al. : J Clin Oncol. 2000 ; 18 : 2938-2947.
14) Rothenberg ML,et al. : J Clin Oncol. 2003 ; 21 : 2059-2069.
15) ERERHIA ME K OV ZEVEICBET 2 &8 (v 7T > b AaiEik - 2009 4 9 H 18 HH&GR.,
HEH)
16) André T,et al. : N Engl J Med. 2004 ; 350 : 2343-2351.
17) André T,et al. : J Clin Oncol. 2009 ; 27 : 3109-3116.
18) Haller DG,et al. : J Clin Oncol. 2011 ; 29 : 1465-1471.
19) Conroy T,et al. : N Engl J Med. 2011 ; 364 : 1817-1825.
20) #4155 T/ TMAHRER(ACCORD11 35 (/7T » b sUlEF R : 2013 4F 12 20 HA&GR, 5%
s E)
21) Bang YJ,et al. : Lancet. 2012 ; 379 : 315-321.
22) Noh SH,et al. : Lancet Oncol. 2014 ; 15 : 1389-1396.
23) FNHKERER (=7 T v MEFA : 2005 4E 3 7 18 AAGE, HiEEEHEE 2.6.2.6)
24) ) & BT D8R (7T MESTA 2005 453 A 18 A&, HIFEEEHEE 2.6.2.2)
26) W& TATT 2B (7T Y M AR 0 2013 4 12 H 20 A&, HFEHREE)
26) 1 & BAHT 23R (7T FARERHER 0 2015 45 11 A 20 HZKRE, FAREE)
27) BERIEFROME (=77 v MESA : 2005 4F 3 A 18 HAGR, WFEEFMTEE 2.7.2.2)
28) o3 (=77 MESH : 2005 4 3 A 18 HKGR, HEEEEMIEE 2.6.4.4)
29) Graham MA et al. : Clin Cancer Res. 2000 ; 6 : 1205-1218.
30) AERNERIKOHRF (=TT~ MNEKH : 2005 4 3 A 18 A&, HEHEEEMEE 2.7.6.11)
31) Takimoto CH,et al. : J Clin Oncol. 2003 ; 21 : 2664-2672.
32) 7T LA —FIGEEB b ETNCONWT (7T v MEFH - 2005 4 3 A 18 HARR, FHH
&)
33) Larzilliére Let al. : Am J Gastroenterol. 1999 ; 94 : 3387-3388.
34) EHE EOMENED R OARKGRIE - BN ERFS®R AFRFESORAMER O WS E - X
U TFITF (UIBRAREETT - TR )
35) EHE LD LEMED BEWVAIKGEIE - BISANERTISE AP ~ORY IR O REE A F
U TIF NG
36) [EE EOMEMED @O ARIKGRIE - BICAERET S AHREE ORI R DA A ¥
VT ITF o (BHEUIRARERET - RO EE)
37) EinEERER (LT MESA 2005 453 A 18 AR, HREEEHEE 2.6.6.4)
38) ARG AN (=TT v MESH - 2005 4 3 A 18 HKGR, W& EHMYEE 2.6.6.6)
39) itk (v 7T MEESH 2005 4 3 A 18 AKRR., HREEEHIE 2.6.4.6)
40) Y LFEMEICBET 53R (m v 77 v MG 12005 4 3 A 18 HZKGR., W& BT 2.4.2.2)
41) #ENER : Bl A LB
42) FENERL : pH ZE) R 7 — L ikl
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43) = U, R ERE R - KA A 2 b - p32(1976), LA
2. F0nsEXH
BN - L A

XI. 3EEH

1. ELAETORFRR
DR L

2. MBI BEREIEES
LR L

XII. &

- BRI - RERICKR L TERIRHIBTE1T 5 12 H 1= > TOSEFH
L7

2. ZTOMOBEEER
FRE MRSt R — A —
https://med.towayakuhin.co.jp/medical/product/index.php
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https://med.towayakuhin.co.jp/medical/product/index.php

XY TSF o EHERE 50mg.~100mg.~200mg [ k—7 |
BRAELILRBRRE

1. BEEEHRY
BB
FXV ) 7T F SR ERE 50mg/100mg/200mg [ N — U | OEFH| & OELARHI BT B 72 ENE & MR
T 5720, A bRz 3 L7,
2B, AL 50mg fF. 100mg BAI K ) 200mg WAINH D, BAVHEVORFITHY | b
I FA—DLDOTHD Z Enn, Al L OBREZE(LIZ OV TIX 100mg FHI % AV CRHli 217

-7,

W5
(M BE&FE
TRLOR B OB E T ITHEH & AR AR E L, MikE L,
K DFL A
A & I ok | AADEeR
TIVEERE 250 28
V) 2 -T3 Ziigik 200 22.5
VLT I 3A itk 200 22.5
NATY VIR 700 78
RGHER 5% 250 28
RIGHER 10% 500 56
JEHER 20% 500 56
FREE 5% 77— 1000 111.5
~ /b~ AR 10% 500 56
XU F—EE% 7Y —| 500 56




FHIOR S &

AN EL 1) PANE=R
AL A4, s DI

AV T T R o g1 08
% 100mg [ h—7 | .
5-FU 7% 250mg 62 28.5
VAR Y F— R R s
100mg [ F—1 | 2 XA TV 28
77 =% ba UEER 3mg

gy 3 29
e h—UFHER 10mg 2 28
V7T 4 2 28
T 7 HEHK 0.3mg 2 28
F 5 R oS 3.3mg 1 28
U 7 i 2mg(0.4%) 1 28
U T a i 20mg(2%) 1 28
Vb A Ra—L#EH 40mg 1 28
RN7 7 I bmg 1 28
TR T 7 AP IEFER 1 28
(25mg/mL)
~NY S RU T AFENS T 5 29
Hifi7/5mL [AY]
~RY U R T AEL B 10 29
A7/10mL TAY]
7ut I RiE20mg [ h—7 ) 2 28
fifi% Mg #fi 1% 1mEq/mL 20 30
T VF a— L EHE 8.5% . 929
5mL

M1 REWER 5% 250mL 21 U /7 el S EHER 100mg [ h—"7) % 2.3mLIIx TRAEL, £0
BAXY Y FFF T 100mg [ F—7 ] Z 28mL Nz, K<IEA LRIKE L,
¥2: KRBHEIR 5% 250mL 12 5-FU 7 250mg % 6mL X TIRA L. D% A XDV 7T F o AilEE 100mg
[h—D) % 285mL Nz, L<IBELIRIEKLE Lz,
%3 KRIFFEK 5% 250mL 72> b E B> 72 8mL TLARA Y F— FAATHFHEMN 100meg [ F—7 ] 1 34 TV %
WL, 2REZTONNy ZICMATHRE LA, SHIZLARKRY F— hAEEHEH 100mg [F—7 ] 1
AT VRO KGHER 5% 8mL & AW CEM L, (AIC ImL X TRA Lic, ZO®%AXHY 7 I7F
VRTEERHE 100mg [ F—U ) & 28mL iz, L<BEALKIEL L,
¥1~3 LSt 15 A
KEGHENE 5% 250mL (ZA XY 7T F o S FHE 100mg [ h—7 ) L EEHE2RIORTRHEEMZ, &
<EAELULBRIEE LT,



QREFEHE
FENBOLT - =IRRAF

FREEAH =
S8 : B THERR
pH - pH JEE
AR I m~ NI T T 40—

(DAIER: =
BlAE%., 3. 6 &N 24 B4
(5-FU & 250mg & OELA DI, BAE%, 1. 2 KO3 FEf#)

(5)BI%E E1#
%%itm n=1 C‘: Lf:o

WiER
1) ik & DEREEIHER

XY TSF U EEEEEI00mg [ ~b—7 )
@i |EEH pH:4.90 &= :101.1(%)

BEeE

B A HEAEE f;'_ﬂiﬁ_'!;) EAE% @ ME& OESAIHE  24BSREE
a3
MR A P 5 YT [RlZe [/ [l
FIVEA L
G ) $ifkr by v [ 250mL | 28mL pH 5.610 5.551 5.712 5.686 5.773
HFE (%) 100.0 84.2 80.7 67.2
VY & -T8 Bk iﬂé“f ']~ v ZAL SHER Mt~ (AR [Fl e [l 22 [l £
" ava77—< | ;L;;T 3,0 | 2o0mL | 225mL pH 5.452 5.374 5.474 5.444 5.470
e By it i) o
fé i By T BAFE (%) 100.0 95.7 94.4 89.2
I WAL b Y Y A shER 4 45,75 ] I (0, ] % Rk Rk
palll VVT NBAIK B Y YA, L
() “amer by 200mL | 22.5mL pH 5.878 5.882 5.931 5.919 5.913
By TRV B (%) 100.0 95.6 94.3 89.2
T e SR Mt ~BOROEY] | MY R BFS EFS
N Uy Zik-15 . -
’ 477(;;3& Ve s q00mL | 78mL oH 4412 4426 4.388 4373 4.422
L& . it
MMS*;:;@7A ’ HEE (%) 100.0 101.2 100.6 98.3
Fas e VR B S0 Y [l 22 [l 4E. [Al 22
KNS %
<o 250mL | 28mL . X X . .
(K BRI T 5 2 B 7Kg m m pH 4.754 5.004 4.900 4.857 4.835
BHIEE (%) - 100.0 99.8 99.5 99.2
MR 4 Y I 5 P [l fE. [/ [l
KREHER10%
a2 500mL | 56mL . . . . .
R T B+ W) 7 kg m m pH 4.372 4.408 4.381 4.333 4.455
HFE (%) 100.0 99.9 99.7 99.3
MR A 7 LSRG [RlZe [/ [l
St 0,
ffgg/" EaN 500mL | 56mL pH 3.874 3.948 3.898 3.871 3.923
i’; HFE (%) 100.0 99.3 98.7 96.1
#l SR A~ GBI | B [Fl 4 % [Fl 4
BEEE% (7Y —)
1000mL | 111.5mL . . . .
(e 585 50 T 22) A m m pH 3.289 3.379 3.361 3.336 3.373
HFE (%) 100.0 99.6 99.4 98.3
SR HEL B A €5 B [F4 Rz [F4
<Lk A 10% <A k=2
500mL | 56mL
(KT T B ) R m m pH 4.330 4.382 4.408 4.376 4.420
BFE (%) 100.0 99.1 99.0 98.7
(0 Y 4 65 B A m o
S SR o 51 @ e fFe 4
[7y—] %+ b= | 500mL [ 56mL pH 5.000 5.294 5.030 5.096 5.010
(PR Z 4 T %)
BIEE (%) 100.0 100.0 99.8 99.5

ko AMBLIZRLEL O T T IRSCHTI & Y Ui



2) FEfEDBEAKEILER

XYY T5F U REREEI00mg [ ~—7 )
i EEBEH pH:4.90 &&:101.1(%)

. EAR P 4 p p
HER1EE (RAE) BReE% Kl:S3ihEES [:5355 24B5RE
it T X Ty 7 A-PENIK S8 e VB e Y [Rl A2 [Fl e [Fl/E
gx (25mg/mL) EREECTSH dmL | 28mL pH 4.664 4.680 4672 4622 4752
% GrAy TRIEE (%) - 100.0 99.9 99.8 98.6
P [ — il ] 1) e e ke
i’i 1mEq/mL figm 2 a7 20mL | 30mlL PH 4974 1.945 4.939 1916 4.805
| RERETE KRR HIFE (%) - 100.0 99.7 99.4 98.0
4 |70 Fizomg The R 1Y) 1Y) % e e
I 7 LI omL | 28mL pH 5.731 5438 5.399 5.468 5.419
7l
R BEE (%) - 100.0 99.7 99.5 98.6
N — il wemY) wemy i % e
[h—1) 77:;,};“ EL 3mL | 29mL pH 5.191 5.168 5.102 5.030 5.068
G HKEE (%) - 100.0 99.7 99.5 98.0
: "R 0] wewy | bk e e
o h— U FEERR10 BN}
{am) (H;:f; z;%ig}a—)mg T B omL | 28mL PH 4,661 1,696 1,662 4.640 4.706
i FEEE (%) - 100.0 99.8 99.9 98.3
b V- 58 et et filfs [ Il
g 5y 7\) Sz [TEEEE ) amL | 28mL PH 4.495 4540 4.492 4.488 4,646
€ - TRFE (%) - 100.0 99.8 99.6 98.1
S8R AV AV [l e [l 22 [l 4E
€ 7 VEHI0.3 JEwhas
o fffx) ME|TEERIIEE oI | 28mL PH 4.693 4722 4.687 4711 4.833
RIFE (%) - 100.0 99.9 995 98.1
e ars SR 1] Y] Ak A ke
Fh R a 3.3 TERVASS A
T (/Mg]im T8 = aza | ImLo | 28mL pH 6.882 6.844 6.730 6.758 6.783
DRVN
TRIFE (%) - 100.0 99.6 98.4 95.7
il R E)s ) a7 o GV R/ [E=
il U 7 mr#2mg0.4%) [ Sy
" - é § n;g< D fwecr s | mL | 2smL pH 7.311 7.166 7.008 6.976 6.720
& % 2N
” TRTEE (%) - 100.0 995 99.0 974
/!
£ hany SR e Y25 1 e £ Y [Fl /e [/ [l A2
v V7w d20mg2%) [ e
gxx7asr by | 1mL | 28mL pH 7.133 6.991 6.862 6.853 6.587
il (49 3) oy
TRIEE (%) - 100.0 99.7 99.3 98.0
N N - _ 1 ¢ Y51 = - =
VI A RE= A | g e M i) R Rt Rt
40mg avansmea| 1mL*? | 28mL pH 7.678 7.492 7.409 7415 7.098
(77 4 %) FAF YD
TRTEE (%) - 100.0 99.3 98.7 96.1
= z SR e 7 725 ) A5 725 1) (G [l 72 [l /e
Vs " BT a— VRS ; i
3 0, TN LAY
lh 8.5%5mL S 5mL | 29mL pH 5.934 5.876 5.878 5.776 5.628
o (RET)
#l BFE (%) - 100.0 99.6 99.3 97.8
. ~3Y 5 Y U ATENS s Mt~ | MR % % %
Hifi/5mL TAY Y b
s ijg :‘7 B _i PETRV7L smL | 29mL pH 5.987 5.825 5.871 5.896 5.708
Byl ) BIFE (%) - 100.0 99.4 99.0 97.6
o[V e AR AR O~ REEEY | EeE A A A
s HA710mL [AY) AU Iy
b i - 10mL | 29mL PH 5.315 5.446 5.430 5.520 5.444
Byl ) BIFE (%) - 100.0 99.0 98.8 96.8
g | LR N R - D) [FlA If4 QIS
# 100mg [ +—7] R /*1/}1;5:» 28mL oH 6.515 6.556 6.230 6.227 6114
#I 1 X
(A HEFE (%) - 100.0 99.5 99.1 96.4
i " 58 A (B Il % e
e i D,
Sy | FEE100mg [h—v) s "f; FHEE 93mL | 28mL pH 4.221 4.287 4.385 4.304 4.347
U (HFn)
# BIFE (%) - 100.0 99.6 99.4 98.7
L S8R HE (A (A B [l A2 [Ek= [l 22
S e KT T U9Es - Tz
g o 7 7(%_ tu)E mE o frrermEsll imL | 2smL oH 4834 4859 4824 4.846 4886
z KR (%) - 100.0 99.7 99.4 98.4
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2 1 INTEARIE 1mL (2 HE AR
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B AFI HEREE Eo®) BEE® BRI 2B5 % SEsfE#R
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6mL | 28.5mL pH 8.430 8.421 8.411 8.403 8.391
EEE (%) - 100.0 97.3 93.9 90.9
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TRV 7T F T 100mg b —U 10 pH EEIHIBIT 2B AR T D120, ERDITiE 9
[ZHEL . pH )R 7 — LB A FEhE L 7=,

B, AXVU T F U NIEEIE 0mgl F—T ), XV I T F U Y 100mgl F—7 ) KA F
PV 7T F 2 EEE 200mgl F—U IEENHENTHY , FHIZELF-O LD THD, (XY
7T F IR ERE 100mgl b =T 10 10mL XA %Y Y 7T F o il T E 50mg b — U 1A D)
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pH #l # . 4.0~7.0

(A) 0.1mol/L HCI
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®pH 5 &8 (B) 0.05mol/L H,S04 B
(C) 0.1mol/L NaOH
L
5.044 (A) 10.0mL pH 1.401 3.643 (i 5 v 1)
3 L
4.886 I £, 75 B (B) 10.0mL pH 1.518 3.368 (i 5 v 1)
L
5.044 (C) 10.0mL pH 12.730 7.686 (i 5 v )
pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14
4——10.0mL
(0.1moVL HCEE & &)
<——10.0mL
10.0mL—
(0.05moV/L, H,SO 4% &) (0.1molL NaOHil % )
1.401 5.044
1.518 4.886
5.044 12.730
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