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LT, XYZERBZEZDEFHNMICETSFSMEERTT Do

HEBo7z—X 3

Phase 3
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F1EFERA
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HEBORES NARR

Study Type Interventional

HEBTYI e, 28

Study Design

Open (masking not used), Two arms study
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RERNFABRBEORE o »®Y a nL
FRARHIRZEET HE (BERLUSN) B X
Countries of Recruitment Japan

MERRE | £ 5:BRA%E
DEHEEE
Key
Inclusion &
Exclusion
Criteria

) BEXIREFEFLRELFREZFMICEZSATVIES

2) UIRATRGETEREECEE (RMETHE. BEEEEZET)

3) BEEITHT HURUSNDRIAR (RFREE. LFERX) M
EESATOEWVEE (WREICHPRHZLESESE. B
o 4 BRURICERT S, fiTaT -
BLESEFX . HEEKRESEN G 24 BRURICERENHE

RENMNEBETET D)

MERBHEFREER

4) ECOG 0 Performance Status (PS) MO X1 HEE
5) ZHBZA2BRURNOREEN. ULTOEEEZHL-LTWVWSE

&

©® 0 0 6

B mEkH A 3, 500/mm® LU £
SFhER#AY 2,000/ mmd LA E
ANESBEVED 10g/dL KL E
/MR AY 100, 000 mm® L E
WEYIEEA 2.0mg/dL AT (BEL. BAEMEBEICS

THREMERZITTLHEERT 3. Omg/dL LLTFET B)

Q @

AST B U ALT {EAY 150U/L LA
mEFEY2L7F=EH 1.5mg/dL LL'F

4




SLF7F=ZH TS5 AH 50mL/min LLE
(Cockcroft-Gault iZDHEERXZRA NS, EAELH D15
BIXRAEZEBXT S)

6) EHRM4BLANOLERTHEKMICHBELLZLIEEMRELNA
WEH

) RERSEOEHN20HULE T EREFOEE

8) AMRDSMICEAL TCEERAANOGXETREDFE OGN
BE

Inclusion Criteria 1) Subjects pathologically confirmed as adenocarcinoma or
adenosquamous carcinoma

2) Subjects with Unresectable Advanced Pancreatic Cancer
(Including with locally advanced pancreatic cancer and
relapse pancreatic cancer)

3) Subjects other than resection for pancreatic cancer
(radiotherapy, chemotherapy) not being implemented (If
intraoperative irradiation is done at the time of
resection, subject can register it after 4 weeks from
irradiation. If preoperative and/or postoperative
adjuvant chemotherapy is performed, subjects can
register after 24 weeks from the last investigational
product administration date.)

4) ECOG Performance Status (PS): 0 or 1

5) Clinical laboratory examination within 2 weeks before
registration satisfy the following criteria:

@ White blood cell = 3,500/mm

® Neutrophil count = 2,000/mm?

® Hemoglobin = 10g/dL

@ Blood platelet count = 100, 000/mm?

® Total bilirubin value = 2.0mg/dL ( Subjects
undergoing obstruction to obstructive jaundice;
Total bilirubin value = 3.0mg/dL)

® AST and ALT <= 150U/L

@ Serum creatinine value < 1.5mg/dL

Creatinine clearance = 50mL/min (Using the estimate
formula of Cockcroft-Gault method. When there is an
actual measured value, the value is prioritized.)

6) Subjects without clinically problematic abnormal
findings in electrocardiogram within 4 weeks prior to
register

7) 20 - 74 years old at the time of gained for informed
consent

8) Subjects gained consent himself in writing for
participation of this study
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3) HEEUL (FRIVLELE) OBEK. WKERHLEE

4) HhERBER~NDEBEEITLHIESE

5) FPMHOEHE (AIRMHOEERE. 2HRERUVERFRAMLS
FEUROERBMEERE) A THEEF (BL. BRAKIZEK
UBELI-&HBrEh B Carcinoma in situ (EERRAE) 48
LOBREXIBHEEERICEDLHELY)

6) EXENHHEZTZEHEITLESE

N TLOBREVRUXYLOBSICH LEELBBEDCBREED
hoEE

8) MIEXITEIRLTCWLIAIEHOHIEE

9) tOEER. EREBDOERIEIMEICSMLTVLESE

10) 20fts, BIREE (HE) EMATELTHSEHHLIE
&

Exclusion Criteria

1) Subjects with serious complications

2) Subjects with active infection

3) Subjects with ascites or pleural effusion of moderate or higher
degree (needing puncture etc.)

4) Subjects with metastasis to the central nervous system

5) Subjects with active duplicated cancers (simultaneous
duplicated cancers, multiple cancers and metachronous
duplicated cancers with a disease—free period within 5 years)

6) Subjects with severe psychiatric disorders

7) Subjects with a history of severe hypersensitivity to
gemcitabine and/or XYZ components

8) Pregnant women or subjects who may be pregnant

9) Subjects participating in other clinical study on other medicines
and medical devices

10) Subjects were judged inappropriate by investigators
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Health Condition(s) or Problem(s) | Unresectable Advanced Pancreatic Cancer
Studied
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NADHE BYRFoNF-HRE (FLOREVXIEXYZ) #R8E8#HEL.
288 (4B) #13—RELT, AREBREOFLEEEDO VT D
[CZETEHFETTHREZHRYRT,

Intervention(s) Administration the intravenous drip infusion of allocated

investigational products (gemcitabine or XYZ), 28 days (4 weeks) as
one course, repeat until falling any criteria for discontinuation of

study drug administration.

T A3a—FK / Code

AAF—T—F

Keyword

Ef-OFFMHIEAR SEFHM (09)

Primary Outcome(s) Overall survival

B R B 75 5F i 7R B 1) WEBELFHE (PFS)
2) &=33FE (RR)
3) QOL (EQ-5D)

Secondary Outcome(s) 1) Progression—free survival

2) Response rate
3) Quality of life (EQ-5D)
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Source of Monetary Support/
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Sankakushikaku Pharmaceutical CO., Ltd
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Name of Certified Review Board

The university of AB, Certified Review Board

tRZESDREES CRB123456789
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1) I SUIMRR - R & RB ISR S TV D B

2) UIBRAREZR LTGRO B (RPTEITIOE ., PRI £ 5 T)

3) WEREISKET 2 UIBRUSN O RIERE  (BESTHIRIE, LFRE) 239 S
TWZRWEE (BRSPS 2 L7255 80%, BENG 4 0%
AR\ B S S D, AT - IR MBI b s 2 580 L= e i, F5E
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4) ECOG @ Performance Status (PS) 7230 XX 1 DEFH

5) gkl 2 WELINORAEMED . LT OEELENTZ LT 5 EE

A EREL A 3,500/mm?3 L 1

B EREDS 2,000/ mm3 LA _E

~EZ B EVED 10g/dL Lk

i/ MRS 100,000 mm? BA 1

WE U ILEAED 2.0mg/dL LA T (R L, PHZEMEEIEIT KT 5 Ik

M A Z T TV D ERFIL 3.0mg/dL LLF &%)

AST } OV ALT 723 150U/L LR

Mg 7 V7 F = A 1.5mg/dL LAF

I VT F =7 VT T AN S0mL/min LA E (Cockeroft-Gault 1

OHEERZ AN D, FEREN S 25513 FZRE 2 BT 5)

HEX=KE (kg X (40— /72X MEY V7 F=1E

(mg/dL)

DG, EDICHELNIEE 0.85 5T 5,
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4) IR RO A AT 5 B
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280 (4 ) &1 =2—RA& LT, WIEHEEEORIEEREDO W
IZREY% 325 % TR IR,

1 a3—X 2a—A

dayl 8 15 22 43 50 57

T P '

e (AL Z B3 XYZ)

3) #hE - Bk
O FryHFErXEXYZ £ LTI [E 1,000mg/m? % R EIR X
HULERIR & D 30 432 TR ERET 5,
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FIETH -T2, TOWRERBEIZHDICHME TE DL O TiEano72479,

6.7.1 TV H R EEERE

Thva ek, REHETIETUEEES A TH D,

WAMZR N T, 199741, EITIRABE 2R E Lin 7 Ay ¥ B U5 ES-FURIE L
OFE MR 2N FE M S, 7 AT Z B BEMNS-FUREICEE T, AEAEHI K OVE R
Fh BB L CTHEICER TV bt sz (B PRfE (LU, TMST) &
T) T LAVHEURES Ty AL 5-FURE44 - A p=0.0024, JERFEFIZNE : FAv 2 e
VFE23.8%. 5-FURF4.8%. P=0.00022, ZRHHK : 7 AL Z U RE5.4%., 5-UFEE @ 0%,
P=0.077) ¥, ZOHHFICE Y BCRICEBW TUIE TR IS L TF AV & B U RIENE
Hpm & LCEA SR T,

KB NTH T LV Z EUFHEICET 258 [ HREBR Ehi S, B2318.2% (24
N1 TholoZ &b, PEREITRTT 280732001454 A IBANAGE S v, BifE, R
BRELTHERSL TV

AINZBT DT L2 ErORhEe - 250X, FE/Ra s, o, MHERE, JRI% B
B FIRRRESUIH TG, S AALTFIRIER I U7 DN B . B8 SO EREME O
VU RETH D,

FAYEE ORI AR, BT, @E., AKX, Fav ey s LTLE
1,000mg/m2 %3047 A CaiiiE U, @ a1 52 35 e L HIZIRIEL, 2zl

aA— AL LCEEGEBRYIRT, ok, EHEZ, BEOREBIZIVEERET S,

672  XYZIKiE

XYZIE, REHEFES B EIESA Th 5.,

IR BT D EREER & A9 2 ETHE B 255 & U7 niiiiEs RRREBR Ofs R
ZhH21.1% (461/19%1) . TTP77H (2.6 ) . MSTI69H (5.65 ) " Th -7z, #%
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%5 MAREABR Cid. BahE37.5% (1561/40%1) . TTP113H (3.8 A) . MST281H
(947 H) Thoto, FUMHEFTFORNERITI2.2% (1961/596]) 7" ThHo7-Z &b,
201748 H ISR L kb3 2 3@ S 23 1B NAKGR S Tz,

AINTIB T DXYZOREE - W%, BHs. B, T, K5, M. LB CToh 2,
XYZORE - FEix, B, @H. AR IIE, XYZE LTLE1,000mg/m? %
305y 3 TREFHE L. B1ERG 238 ER L, 4B I3 REL, Zhzla—2L LT
e 0ikd, ok, BYETFERLKOYERIC L EEHRT 5,

6.7.3  AREEERMTEOFHE LT WA >~

AFNZEBNT, T AT X E 320014712, XYZIZ201 748 A 2R D1 S 235 &
N, TNENFEEEEICH L THEASNTHD OO0, TNETICF LV X B HE
B EXYZHRMIEE A B, HRGET L 72 BRIR T — 2 O 13720,

T e HIRE & XYZHRAMEEIL, & b ISR RS A Th D Z &
D HAINER VL EVEXREH 2 VI ENU EORNRRH 2 EWIFFL T\ 5, REGRDF
FETBWTIE, X0 —BRERISGEWIAEZED D L L HIc, YIBRARRBETHOEBE I
LT, ZFAyZEVROXYZOWT N AL L THARMER 2N %%ﬂﬁm’
EEFENT 572010, BHEIEEER TH D7 LAv ¥ B U BEMEIERE A IR E LT, F A
VA L ARROERET 2 FrOXYZ ML & 2 a5 2 L 2 HIZ, EE
B, 2 Ji ek He ) S 4 2 AL FL e AF 98 4 51 L 72,

6.7.4  ARERIRHFEIZI T DI
ARERIRBFFRIZ 31T DI6HIEL, FZE3E A I SCEICHELC T 1 22— H? 1 [FIH (Dayl)
OG- TIE 1000mg/m? %595, #ii) T Day8. Dayl5 HAFZEHZF 5. L, Day22 TR
T2,
ZEHIL, EDC Y AT ALENV T bnic 7S Ay 2 B T XYZ Z# VW5,
AREGRAFFEIZ BN TIL, HEXI G OFER 72 8000 2 Be By E TIRIE A AT & 97508, I8
BHOHEEII LAV,

6.7.5  XREMOKE

R IX, R« KB - BIICIRW TS 4 (L TH Y | SETRMIN =D, KREFK
WFZEDFE R RNCEFZICEEZEDOH Db DL B 272, FEREOTTYH, UIBRARREMEST
TR IR OIS D 20T D | REERIFTE DX LB 72,

6.7.6 eI BB 1A U DRI KON A7
6.7.6.1  F3&
AREGRBFIE R E 2 HE - TR « M4 9 5720, e SE L. B oE

'EIH
\W
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L0 HEEMERCREE e EOFHRIBEE L 7 v —2% 5 1F, KV & RETHE O
WEZTDENTE DN, BF LOFITRITR,

WFFERE G ~DEHER R RIZRIT IR S IRV AREMEDS & 5 25, ARERRITIEDRE R |
XYZ BAMPRIE DS R IR Z RIT 5B T S, RRICIT & FiiE e TR IE O IR
[ZOWTEHIli T & 2 ATREMEDN & 5,

6.7.62 U A7

TNy ZEAPER O XYZHRIEE BIZ, W@E ORRZHIEE L TTHIL TV 5 RIS
LML EFRETH Y | BHBIITHAT, KBRS ORRA R - $Rif 825 2 % AT 6E
PEDN & 2 05, B2 fEBRPARIZE 23 A C 5 i Tideuy,

ARERRBFFE~DBNNT &0 | @ E OB L 0 @B R ORA R 22 E 2, R
MEAZL 2D AN D D, Fio, MHREERGICIVEERNAE LS WRENED H 5,

6.8 FHfiEH
YA & o TRHHi S A 7 ANE TR0 X 5 BEN 2242 EEmEE 2,
AWM (PFS) MUZEZIE (RR) ZEIKFHIEE & L7,
T, MMERMREBIPRRLRATLZEICLY, HYEMICEDFHMOLED /2 QOL
(EQ-5D) 'O% EINRFHAGHE & L7z,

6.9  ERIRAVEER

TFAhVEEUROXYZIE, &SI TIETUEMEEGAI CTH O | IROFHER D H, K
BRRIFIEDRER, 7 L v 2 B RN XYZ ORI N Z2MEITR%E CTH D LAt TEh
X, EFERICBO Tl DBRFICELLEZEGTRENCOVWTOEERMAL 25,

WFIE3EA . .
TR E XYZ
(—fx44)
v WG A GRS TS
HiK - o & 200mg /NA T, 1g SNA TV 500mg /A T v
WE . AT A2 e e L | @, RAIZIE XYZ & LT [E
T 1 18] 1000mg/m? Z 30 4377 T | 1000mg/m? % 30 43 > F T A s i
SUEEEL, A A A 3 EE | L, B S 3 EEE L, 408
ik - H& e, 4B IIARET S, il | BidhkEE+s, cha 1l a—xt
a—RE LCEEEBVIRT, 7o | LTERGZEBVIET, i, &5
B, BEHEIIBEOREICE v | BITEE O K ORI L0 iE
HIHET 5, HIEHT 5,
200mg /A T UiE SmL LA B 1g N | GEYEET)
HEHRFIOREE | 4 TV 25mL LL O A AR
VAR L CHWS,
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1) &ERE RIS O b 5 B XYZ (2%t % A 722 8 BUE O BE
2) MEEM X BREETHL ) | RO H 5 EBH
T, MOKIER O 5 FE
PRt 9% ST I BRAEE D & 5 1R
=1
3) MO~ BRI 5 A AT L
2 TV EHE
4) EEBGIEEZ AL TV DR
=1
5) ARFORSTITHR L, EE il
BOEDBEERE D & % g
6) HThE X ITATRNR LT D ATRENE
D& Dl N
G EIS) 0 Jis St A PR (472 L)
1) G O i 1) HLOHUELA, e RS
2) hoPEMEEEL (7 AFL | 2) MBGEHEE (rdaey s
e fEAl REFEBUA. FUEmE. v v A b A v CL R
Toha A RE) R ARV E )
3) 7R
4) TN

6.10 JEFIRGE E DIRHL

Fh R OAEFHRR YA (MST) 27 5 H~75 5 H LHE LESA. BIEROR
BRBD 72 EOREEZE L, XYZ BE MST IXFHEXE FIR2SK 2 » HH O £ CIidsr
BTCEDLERET H, ZHUIAYP— RHETBELZE 1.33 ITHY%T 5,

BEME 3 4, BEMARM 2 L L. FELEEFHAERGET D2 H - o THEKRAES F
0.025 9%,

FERUHEUREMST 7.5 # H. XYZREMST % 8 % H. HELMEOHFRBR 2 — it
133 & U TR A 90% & LTe & ZIZIELMERGEIC L E e 1 BEH T2 OFEFIEIZ 211 1] &
2%, K S%DOERIMIZ RirF 1 BEdT=0 250 BlE 95 & FBREEIZ DV TH 90%LL 1
OB N IR TE D 2 Lnb, 2 BEADYTAEF 500 #1142 BEEFE S E KL L TRE
L7,

7 EERWFITO B WY
]
.
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8

FRIRAIFIE D NS B9 % S IH

8.1 WETV 1

ER=T NI 2> SN EE (S (A =at 2
(R EAR L]

JAEsE BER CII A N 2 SRR N D7 T=d . XYZ 2 &0, L0 %< MEOMREIZ#EIG 2
THMEMEEH O T v 22155 2 LITHEETH 5,

A EE 2001 4E 4 AL, XYZ 1E 2017 4E 8 AN O s 035 O L - A BT
PEHEMEEGAI TH Y, ThEnEBEE o L EHSN WD, Fav ek
XYZ\ZiE, A (Fas 2 ey gibaiisal QESAD o XYZ Eshg) o s - &
(Fhvrey  BEOREBICIVEERE, XYZ : Flnk ONERIC X0 8T |
HEHRBNOREE (FLAU X e OHRRE) R EOMERD D,

XYZ 1%, S MHRBROER O, KAV Z e LR%DH D WIEENEL EOFME
P T EAITHD, LinL, TRNETICETEBEE 2R L LT, FAavay
BMUERE & XYZ HRPRIE 2 EE L L TR D B OS2 0,

AREEEFFEDFER, 7 Ly Z B N XYZ OB N2 etE X R TH 5 & FEH
TEE, BE DI W TR EE 1T Db FRIEZ IR T DR O HEE R M & e
LI, MUET— X EWE - Gl - BREET A Z EBEETH D EE X T, o T, A
RAFIE T, 7 L # B BRI R Z 3R E L C XYZ BAPRIEOIEBHEEZRGET 5 2 &
L7,

S BT, ARERIRBFTE ORI GG & 72 2 TR BF O LOF4E° QOL 25 fE L,
AEGEMFTRIZMRERI (F L X B UBE XYZRE) & Uiz, Bl 2V xSRI,
et s OFlr (QOL #idr) M OMWFFEEE (4rfH) EAIOFHmIZSA 7 A0 A % FHE
PR DN, A EMFET DO MBEEROIEEmRABR L L, £/, FoavHEr
L XYZHEORAFHMOLAHTH Y | MBEOFIRRAZ ST 5720, BIERAE
BrL L=,
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82 W#EOTTNTA L

X5 YIRS REEEAT IO IR

IBRASBEMET T Ao
I BRSBTS SR A b R & 2t
GIBRLISL ORiTREE 72 L (T B ST 4 38 DARE
IHALFIRIEN S 24 W14 LI D FL3E)
P 20 7k LA B 75 iR, ECOG PS 0~1

v

SCEFE

v

Bk - HINT (EIEZ(E)
FINTFIEIN - (RPTEAT/ 2R ERR)

B RRE R XYZ B

83 HIEWFIERI G B KL O ER L
HAIERFFE x5 E 5 - 500 4 (1 £ 250 4)
(B e L]
REGRAIED F HIX, FEFFMEE Th 2 AEFHE (0S) 2B\ T, EHERETH S
FAUHEE UK D XYZ OIS HEEGET 22 & ThHhDH, 7 Ay X B BN
EDO MST i, EFRE SN T LV 2 B OFEMHRBROME RS, 75 H~75 » A
ELTEGAIT, BWER OB D 70 E ORI EZ B L, XYZ BT MST EEIXH TR
WK 2w AWK E CIIFFACE L L IET 5, ZHUIAT— RIETEBELZ 133 1
FRY 95, BRGRHI 3 4, B 2 £ & L, ELMEGERZREET 212 h 7= > THEK
Yz F10.025 295, AU XEUREMST 275 5 A, XYZEEMST %28 » A, 4%
PEDFFERRIA 2~ — R 1.33 & LTI Z 90% & L7z & ZICHELMEDIRGEIC L E
721 BB ORERBIL 211 B & 72D, K S%DERIMIE RIAA T 1 BEHT- 0 250 Bl &
T2 & ERREIZ DWW T S 90%LL EORIE 2R TE L2 L0, 2HEDETE
71500 il & BAEAFITR G A & L CRRE LTz,
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9 WIS DEIR K OFRAMNE N EGERAFZE D v 1k (2 B 2 R
9.1  BFFEXRILE DGR OVEIFT

R (Orf) ERE, BFE8s & L CCERBEZ IS Lo BN T oINS
7z U, 2T ORRIMEEICHRA Lo 2 & 2R 2, 0%, RERMFZEICIEE T 5811,
EDC ¥ A7 MMZBEERAE AT L, WFERRE OGN OEBIEZAT 5 7eds, BT
K71% VRpTElTARRIRR ) L RRE LT,

TR G OB 5 R ORI OFEE (7 A& © UL XYZ BE) (X, EDC ¥ A7
LzFoREN D Ldtic, HIR - # 7> m— RA[gEZ PDF 7 7 A Vi biddk s b, #FFEIC
WEET DL, IR GE OGRS R OE D M1 D - REORE (F A X BB
X XYZ BE) 2WER L., MR ERT Y —= v F 47 CIiek XX PDF 7 7 A L&)
Jil) « PRAET D

9.2 EPULHUE

UTOREEEZ 2 THI-TBEZNRET D,

1) s SOTMRR A B RCE & R B IC R ST 5 i

2) UIERAREARMETTHER O B (RPTEAITROE ., mREE 22 T)

3) eI 2 UIBRLISN O RRE  (HEN RS, (b5 E) B3 STV aE
(BIBREFICIN R U 2 L7 B, BRI O 4 R UIBRIZBRERT 5, ARl - i HIEh
LFRIEZ F2hi U e S &, WFZE3E a5 07 b 24 I LA IC R 23l S vl
BEkral &35, )

4) ECOG @ Performance Status (PS) 7% 0 X% 1 OB

5) kAT 2 HELINOMAEED . LT OREREZZ L T 5 B E

A ERE A 3,500/mm’ 2L E

IR EREL DS 2,000/ mm? LA 1

~NEZ 1R 10g/dL Pk

/RS 100,000 mm? LA

ME UL E AED 2.0mg/dL LA T ((E U, PHZEMEEIEI R 2 i 22 1 T 5 A

FH1X3.0mg/dL LT &9°%)

AST &N ALT fE7AS 150U/L AR

g7 V7 F =7 1.5mg/dL LAF

J VT F=27 VT T AN 50mL/min PL_E (Cockeroft-Gault £ DHEERZ W5,

FREL B 55 ST EREL BT D)

e A=1RE (kg) X (140—%Hw) /72X MiF7 V7 F =i (mg/dL)

DAL S HITELIEL 085 5T 5,
6) BEKAT 4 LN O EX TRERAVICHIE & 72 2 BE P 3 e v i

©® 00

® Q @
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7)
8)

[(EBEARL]

()5 AR D ARl 28 20 mk LA b 75 TR 00 JR A
AREGRAFFEDZNMIBE L TRAARAND L ICETRIE OGN EE

1) AT RIER] & 722 D00 G E OIR PRI R R 2 — T D BLR 0 DRRE LT,
2) PRATRRIEM & 2R DR RIREZ IRET DBANOBE LT,
3) A RPEREA A~ D BERIRIE - ALFFRIEDOFR LI LR OB 2 ERE LR E LT,

4)

5)

6)

7)

8)

9.3

AP X DIREAE L, SHTHRTH Y, BIEENTEIRECKIND DB
FHuFRRIGEHE & U CRIRT 2 BLE 0 DR E LTz,

2iE (Fhv 2 ek, XYZPRE) (2 X 288 2 & oMk, Frsmek
FEROEHRERE 2 ERE U2 BNN LV IRWERE 2RISR H & LGRS 5729
IZRRE LT, FREBEIHME R 23380 S5 A IZRB WL, (LA R I
IH DAL LEMMIC D Z ENBDHT-ORE LT,

LgIE (F by 2 e, XYZIRE) ICX B 0mERE L 280N L0 RV EHE
EWFFERI G & U CRINL, FEXIGE &7 5 BB OREWN AR T 28N ORE
L7,

FAETE OHEITREE BB DD IR & 60 5% Z A0 b BERR TR BRSNS 2 & O D%
EnE (75 LA E) TIIMhoOREEZ AL T D aTREER @2 & A DRE D3 KL
SET DN R OBE A2 BE L CRUE LT,

fig BRAN AL E OB HEE LTz,

BRoM AL E

WX ERE LR DBENOLERBELZIG L, BT 2ETIZ, LTDIBb—2>THi%Y
THREIT, HRE LTINS,

1)
2)
3)
4)
3)

6)
7)
8)
9)
10)

HERAGHEL AT 288

TEENMEDRGEZ A4 5 B

PEELE (BRDGERE) OEK, MKZRD 5 EE

XA R~ DR - A3 5 5FE

TEEME OB (RO B, 2380 L ORI 23 5 42 LA O S A )
AT HEE (L, RATRRICE VI Lz &l &4 5 Carcinoma insitu (RN
FE) A ORI EEMEEERE ICZ DR

HEOHMESE AT L BE

T hv B ROXYZ DRESIIR LEERBRUE OB & 2 B

A0 SAFHEAR LTV 5 ATREMED & 5 /B3

i DERE AL RS OB SUIMFRICS ML T\ 5 B

oM, BHREEM () ERIAREY Th D &l LB

[BOERAL]
1) AKEERVIZE~DOSINE Y BEREGHHEICH TR EBES LIS TH Y | ALK
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2)

3)

4)

5)

6)

7)

8)

B (Foav B e PRIE XYZPHE) IZR 0 GOHEOE O ATREME S H 2 L AE LR E
L7,

AREERAFIEIZ BT DAL (F LAy 2 Bk, XYZ #EEE) BRI I EBEmH L O
L DRGIE /2 EAVAE U D IRV EDR @ W T2 O E LT,

W OEEATEE DS i\ DR B DO EOF O rIEEME 72 EVEE v, REEIRBFFE~D SN
L VMDA BT RELEBEI LN DK E LT,

e DEITEE AN BV, mivy QOL ZffERF 3 2 72 O KERIRIFFE~ DS K 0 #2F0 7 7 72
EMOIGE A BT RE LB X OND, £ QOL fRAECH BB B RS NEE L 705
AIREMEDN B B T2 ORRE L=,

JEIRE L2 D BB R 2 i CTRERIRIF R 2 FEhi 3 5 72, flfas O DO B2 Z T 72 K
INTERIE LTz,

KERRIFFE~OZIN L BE R EMEF IS T HIRREZEBEIELIXETHY . K
IRBFFED QOL FHAL 72 &SR EE & 72 2 v REME A ER IR ZE B H RS R R D A b
AIREMEN B D T2 DR E LT,

ARERARFFE I I R I B R MBUE N BT 28N R N B 0 | MFESINE OL 2
PRDTZDOITRRE LTz,

T LU HE AR, TR LT D AR D & D NIk L TR TH D, XYZ
IR OEAHIRITR T O Thanb oo, EHEFEEIL THY | ifi~0
BB HLEMEICEAT 2 E TRV, £, KRERKRDFEITEER BT D -
D, WFIERIRENERE (F A X2 BB XYZEE) OE L LIZED 1T 545 03 iR
IETET, BEMEMROTDITRE LT,

10) WRZEEAE (o) [EENZS, MoOERAER G EIZE L CHIBTT 2 720 ICRE LT,

10 EGIRHFZE Dt RE kT HIREICE T 5 318

10.1
1)

2)

3)

4)

WFFEGAR B O3 H K OSCEIT & 5 BRSOk

WFIE 3 D E

WHEBRARERNT . ARERRBFIEICIEE I DHPTE0 R L OB el )& 2 E L., bt
SrHE Y X N EERRT D,

WFFExT G5t B g

MHEICEF T 2813, BEDIROEHRICIE S S HTEI SRl & 22 0 BE 2@ T 5,
A & R

WA () EANE, TRBSCE ] &2 HV CTIFFE S5l & 72 5 /A 1Tk L COARER
IRIFFEDFBA 24TV TRESCE ] 2 W GREIS 2 B BRI X 5 RE 2 BEA
AN BSFT 5, 723, WHEW DB MBIRIC TRRASCE) &2 AV THFEx Sl & 72
% AR U CRERRITTEDORAZAT ) Z L b L35,

TS PERERR

29



R EAT (S0H) ERL. REERFZE OB Ik 2 FE 215 O - et 8 & 12 %t
L CHs M2 iR+ 5, B, MRICEFT2F 1T, CERE LIS LI-FER 5
WZOWTHIGERRE AT ) —= o I 4 R CIZEE#H T 5,

102 WFFEEDOLT; - & h

WFFEEAE (50R) ERfIE. #FZEXISE O EDC ¥ AT L~ %k K OWFFESREN (5 G i
S THIEEE (F AT 2 B AT XYZ) BUHT 5, o, RERRVFEITE R 2R O
TITOMRTH D72, KREGRMFSE T T 2 0FE300%, WF 2R & [FER D 515 T
L, #h& BLHEHE BGAZYa2— I TFToERY 55,

1) 58 FH5HE-EHEAFY2—1

- 12— H ORFFEEEEE 51X, EDCY AT A~DORFZEt G E MO BEEH LV 14H LIAIC
BAsAT 5, 14AUNIZIZ—RAHOEEDHETERWGEIL. S HIC14H R OER %
AL T 50, BERH N DH28H A2 T ORI G BRLA R WG & I 5 %
Hk L, YBE 2 RERIFEOBM L L2,

- WFIEIREE G- BRAGH O IR A BN X D 85 &OMIEIL, #0705 E R AR 35\ TRl
T2, 2d. 1102.4) REEANE] LFEERIC, PFREEERZOFEEITITHORU,

(5 & - #57571k]

* EDCY AT KT K 0EID AT SN FEE (5L 2 e XIXYZ) % 1[E1,000mg/m?
Z RREARSUT A OLER X 0 300 R AT CAEEET 5,

BE, BRETIREAITH D7 AU Z B R, 200mg S A T IUIESmLEL B 1g/3 A TV
25mLEL EDAF R AKIZIEME L CTHW D,

- RSO G- EIL, EDCY AT A L TR SN EOFIEZ100mg DEIFHLIN & 35,
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[#e5A7 Y 2—)]

- % H.l3dayl, day8}2 WNdayl5iZATVY, day22(dfR3E 35, 280 4ill) Z#1=—R & LT,
M10.1.5) WIZEFER G- OFILERE] OWTANITHEE T 5 E TREZ#D KT,

R BREOACH AR EIC L VERER U o — L@ ) IR A2 B G TE R WIEE,
A1 H OFPEN TG HOEELZ R L5 25, ZOHATH, REIOMFRIHEE S
HOZETLUEHNIA TR0,

1 a2—X 2a—A

dayl 8 15 22 29 36 43 50 57

e (Fhv 2 v XE XYZ)

[B5& - A7V 2 —/LORERM]
AR 1L 2 M LR 2E Ch A 7=, ZaMEEHA LoD, L0 —FERICT
VMEFRIIC 22 D X 910, A7 Y a— L RO G B D28 B L RE LT,

2) a— ARG (daylIZRERET D)

- Fa—ZOBAETA XXM B (WFRER LG 2. [#R10-1 = —ZXBAMERE] o&T
Ziwilz LTS Z &gl L, dayl OWFZER A I G92, 7ok, 1aa—2 X, BRI
WA T — 2 ORIE A 23dayl 4 B (FFFR3EEEG-R1) & D WIEATH ThiuE, ZOmA
T—H kb o TR GRIREICEX 22 &2 T 5,

- a— AR EIEICE T2 WA, M — RO GG A L, N T 5 A
2 T310-1 o — ABARAKEUE ] 2T L7z 2 & 2 HERRICHIER 5.2 Bth§ 5,

- BFIEEE R BB A B L 7255 51, Ui o — A ORI G- 2 Blis L7 H Zdayl & LT
B NT 5,
$2a—AHLEIZIRBWT, §i 3 — X ONFFEER Gk B 225350 2B 2 T HIFEEK G %
BltAC X 2WIGEIE, R G 21T 5, (FREORKERGHEAZIBA L LTh
vv b5, Bia—ADOHIIEREKE G B OSEM% OF UREH ORFZEsE 5130 &3
%o )
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#£10-1 o — ABIRAIEYE (% 2 — 2 Dday I HERT )

IHH l1=—XH 2a— R H LK
M i ER %k 3,500/mm3LL E 3,000/mm3LL F
TR ER L 2,000/mm? LA %1 1,500/mm?® PL_E3%2
1/ N E 100,000/mm32A | 100,000/mm>LA |
AST 150U/LLL T 150U/LLLF
ALT 150U/L LT 150U/L LL'F
Bryirey 2.0mg/dLLL T 3%3 3.0mg/dLLL T
% Grade 1LA T Grade 2L °F

1 AP ERER232,000mmeA T R HILS00/mm3l B) Tho-Th, [mEREEN
3,500/mm’ LA LA, MR () EAOHENIZ LV a— Xz s
T 5,

2 AFHERELAN,500/mmPA (JFHITL000/mmPLl ) Tho-ThH, HIMmEREAN
3,000/mm* 2L EDOGEIT, MFEEIE () EMOHWIZ LY a— G E &S

}Z)o
X3 PAZEMEBEVRIT R 2 RS & 2 1T T JERI R IR WV T, 3.0mg/dLEA | &3
%)o

c2a—RAHLIEIC FRLIAN OB EFERNRAE L T DS, FRET (5FH) EROH K
WKL D45 a— AR GG O 2 v &35,

3) T — Ak AL K OVR =1 — A PR AL

- day8., daylSOMFFEIELGE, MFREEEEG-ATH XUXS B (BFgess a0 1o, [13€10-2
a— AfEEE ] AL TWD 2 L AR T D, a— AR ER T LT
A WFERE G %2 LT b,

s A= AHREEEICHE SN TV RWEEERORAICL Y | IEEME () ERIDHF
FERRF DR O T OWFFEREEL G AR &l L7256, R 5417072 <
Thba LT 5,

- WFRHEE R FERMTE e o e (FRMEEORAEICL 2 RES L ET) | ZORE
WCHEA—ZADMRIERGIIIRIET D, (Yo — RO E/KTLE L, k=
— ZBAMARTH £ TEIa—RA LB, )
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#210-2 T — AfkpeEENE (day8. I15IZHERS T %)

HH =1 — Ajtlkifoe A ¥
1 BR % 2,000/mm3LL |
L ERE 1,000/mm?* LA 3%
1R 70,000/mm>LL |-
82 Grade 2LL T

XK1 AF BRI 1,000/mm’ 2 D IS FREIDMETH > TH, HILERE.32,000/mm? LA F o
Lel, WEEME () EMOWWNIC L) 2 — kg2 T LT 5,

- day8 X iZdayl 5 DHFFEEPE 53N Ehifi T X 720 TR RE B WL, Fa—AKT#
(I [310-3 Ra—AHBERE] 22 L2EEe, Wa—ABthE L4535, 2770, A
EHELN [£10-4 HIRE (FLI X2 XUIXYZ) ORFEEEE] TS LESEEIE. &

D= ZAMHEE LT IE R S0,

#£10-3 k= — A FBHELTE

1) o —ZAPHBEEUE (F£10-1) BNEZESNh T3,

2) Hij = — A DOHFERR RIS B 514 HHEL Bl (REE) LTwos, (= —X 0
ke 5 A 02 AHZROR CHER SR a— Az &35, )

3) a— Ak ATE (3210-2) DIAANOFEFHRIC K D FEEKR G 2RI L728GA. R L 72
ST B EFEG)NGrade 1BEMELL LB L, B G NFIHE SR ET () [ERH
HWF LTV D,

[FFBHRE D oo — ]

WG AIRIE Lo G, ROMRERE G IIR a2 —R 25720, [£R10-3 Ra—RAF
BIJEYE ] 2372 LT D 2 & 2T 5,

%1 : day8iX A IEKEY) (Grade 3) D 7= OMFFEEKL T, daylSIZ[BIE

l W — AFBRAAENE (5% 10-3)

] a2—XA 2a—XA

dayl 8 15 36 43 50 57

P11

RS (Fhv & e Xk

v
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B2 : dayl5i3X H ek (Grade 3) D= G-, day22iZ[Al{HE

l W= — A BN (3 10-3)

1=z—XA

22— XA

dayl 8 15

43

50

57

I

o

e (AL Z v Xt XYZ)

5 3 : day8 LN 15 1L A BRI (Grade 3) #kfE, day22 (Z[EI1E

l W= — AP (R 10-3) R (K 10-4)

12—

2 a—2A

dayl 8 15

43

50

57

v

S

T

e (AL Z e Xk XYZ)

B4 : dayl5, 22T HMERED (Grade 3) #kfe. day29iZ[EI7E

v

(£ 10-4)

l Yo — ABPIEHE (2 10-3) Wikt
1=2—X 2 a—2RA

dyl 8 1S 22 29 36 43 50 57
P 1

e (7 v 2 v ik XYZ)
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BI5 : dayl5, 22, 291X HMEKIEA (Grade 3) #kfi, day36(Z[HlfE

l W — AFRRELUE (% 10-3) & (F 10-4)

1 a—A 2a—XA

50 57 64

dyl 8 15 22 29 36 43
R

WFZesR (F v X2 v XE XYZ)

v

2T — R TR D a — L (12— A 3RS DEASE) 0 e
DHKAD S A TH, kT — AL ATREARIRY MR 22— LTS,

%1 6 : day8 IX A MERHD (Grade 3) THEHF, dayls (Z[EE
day2213 H Bk (Grade 3) THEGHT. day29(Z[FI1E

W —AFRHEE (% 10-3)

1=2—X 2 a—XRA 3a—A

dayl 8 15 22 50 57

1 11

WFE3E (7 Ay H# v XE XYZ)

v

B17 : dayl51X A IMERIEY (Grade 3) THRG-HT. day22!2[AliE
day36® A MEKIK/) (Grade 3) TG, day43iZ[ali

W= — AP (& 10-3)
v v
1 2—2 23—
36 43 50 57 64

3a—2A

T T T T T

WFoEsE (7 by 2 v Xx XYZ)

v
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4) PEHE
[#10-4 #fZEdE (F AV Z B IIXYZ) OERE] 1SRN T28EFREROL
WFIERIRE IR LT, Ra— ADOMRE L HET 5561, [R10-5 K (Fav
XU XIEXYZ) RG] CHE o THFZEER 2 i L 72 i ruid7e 5720,
- WFIESERE L O B &I T DR,
- WFEER ORI, 2B (1R OBEICOX 1ER) £TLd 5,

#1044 WIEE (KL XL XYZ) ORELYE

HH D KL E
1 1fiL BR % 1,000/mm* K (Grade 4) 3%
I P EREL 500/mm* i (Grade 4) 2%
FEEME AL P BRI Grade 3-4 D af FERIA % 14 O e (38.5CLL EDFEENZE A D)
(Febrile neutropenia) DAFEHR

Grade 3-4DAFHIERIR/D | Grade 3-400 AF BRI A 1 5 BG e  (BHREY S0 D700 |
Z 19 e (Infection Z8) NFEHL
with G3 or G4

neutrophils)
RN 78" 25,000/mm*7iii  (Grade 4)
M/ N I 2 4T > 72 Grade 3 0 L/ MR
3 Grade 324 I
MR DR G PRSI & DRRBMR BT E TERWAEFERGIZLY | 2

ot L TP e 2 e 5 T o T 8k
% 1 Grade 40 A MBI F PERBIAD . DR OREG1E, FREEME () [ERTOH]
Brick W ikRa—2zRE L THa &5,

- FRUSNOFEFEFRICEL TH, MIEEME () EAT O L HFFEsEREE 2 T &
T 50, TOERLIERBEII2BEMETE T 5,

#£10-5 HWFZEdE (AL Z e XIXYZ) HiEhiE
I EIES Ay L ~L
—1 -2

1,000mg/m?

800mg/m? 600mg/m?
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5) WFFEREe L oo ik e
LUF OFEMEIZRES LI a . HEREME () EMIEERE 2P IET 5,

o)

@

© ® @

@
®
©)

JFRBOEALATRD S, HFREIE () ERISHFIEERE G- % 1k 23 20 B %
L7-%5E

et % GBS = Tl L Ch . (#1044 BARE (FLo ¥ v rUEXYzZ) o
BEILHE | (SN T DA EFRSM UL ZICRIL L, »OEEE () &
Bl 2SI ZE 345 B 2 v 1k 28 0B LT L 7 35 A

PR G- Ok S R 2 A EF LN BB L1255

AREEARMFIE DM FERI R FE & L TERINT R & FHP B ITHI L7256

BEkH N B28A A Thla— X HOMFEIEKREZFM TE o Tcha OBk
FHEIHABELTHD Y bT 5, BERH O4GRRK% OR UHE B OMF7ESEE 5130 &
T5, )
2a—ZHLREIZEWT, fia— 2D REREKGANG28AZ B THIRa—
ADIFFEHE G- % MG T E e d o e E (Aia— 2D REEEKGERAZ1H H
LT 5, AT — ADOHIEHEREE L B O4EM%OFR U R OG5 ET 5, )
WHERIBRE NS DR IEOBH LHRNSH - 254

WFFext G OlisfE, #Ekt, 2072 S0k 0, MR RN NEE L 7o 254

Z oM, BFEET () EEAPFEIEE Gk 2 LT RIS

mk. MRERGAPIEESNTGEO THikE ] (X, TIoBEB & 25 FRPHEBLL
HTia<, EEME (o) ERI Pz HEr L72H &9 5,

(Va2 o L ]
AREERHFFEIC N T, 18R (WH9EdkG) RREECITLUTOHEEZ W%,
EH a2 — AP R ORI G 2AFEA 7 V2 — L LB D T L,
I+ 2 = ZANTIRIRDO B & D A Fe e G- 0 — ) 7 il
Kk © 2 —=ZARNTIHRROBIIIATOT, ka—2 & LTHMT S Rzt (4%

T—AHET)

ik - PR TOIBROBTAE T, HHO ARV O,
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10.3 WFFEIE DR

REERBFFE CHEAT 27 (F AV Z BV R XYZ) OB FOEEY TH D,

<HIZEEE (Fohvzer) OME>

g O X IR A
WFFEHEA (—#4) FLhVHE
LM RS HUEH TR E 5 41
. RUF B, QTR

PR ARGy BIFE

T WU R (RS A
1| A TR DTF LB e G &

ik - o= 200mg /XA 7L 1 228mg (7 AT L LT 200mg)
lg 734 7V : 1140mg (F L ZE v L LT 1000mg)

SR7S FEIRIRT

il FH IR 34 (UMK DN VIR R)

it - R

FE/NHIRa A . e, MRERE. PRI EROE . TINARRE ST H
FEFLRE . DS AL FPRIERL (T U 7= DR B . AR S VR T
DM N E

TEHITR

FRUHE IR T LAY REEBNEARZ /L CiiaNIc
ANb, fNT, YL EENIT AR TF I FF—
Yicko TV Vb h, vorduastxr v Fvr—
U (dFACMP) (2725, EbIZ, D%, Y74 n
CFUUZY UlE =Y U (AFACDP & dFACTP) (225 #A
ENb, EERIIZIZIDNA~D UL IT Y # T E i
Tn5,

LarL, Ml oSS EE . AEHEAL, DNA~SD BUA AR
R, S SITIEEERIEMED A7 RN Z T LB
Ly VETELEIREV, FLAVEE U OMBEEEITH
JEEIOS FNZIRE ST, SAFmREE O MM & %O A
WZhHMINIC B % L R ERT, BIEIXDNAG RIS KT
DN ODDONENERS>TZFERAEL TS E bbb,
dFACTP [ZdCTP & 5i5 L C. DNAKR U A 7 —EBDIEMHEZ 5
<PHET 2,

dFACDP (X V AR X 7 LA F Rig #4712 15 L, DNA
BRICHART XL X7 LAY Rethiig &85, dFICTP
IZDNA [ZHVIAE L, SHITH 9 I, X7 AT IR
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HVIAEND L DNA BRAME LT 5D, DNA ISHAGAE
72 dFACMP [XEMEIZx L TIRPIEZ RT DT, 2D “&%
727 X7 VAT RiL, dFACTP % DNA EEEEREN LT O
WCHEE 2 RE 2 ST D L5 Il b, dFACTP @ DNA
SNDOFGAIL, T AV X ENCEDT AR F— RAFEIZH
HThb,

& - A&

/Rt e, NESERE, JRIR BROE . AL LR
(CHATE U7 DR . FRRS SUTEEEME DM Y L j BTt L
T, B, AT A2 e & LT[ 1000mg/m? &
30 3 CRIEEE L, 1 BB A 3 R L, 4 0 H
IRES 5, ZnE 1l a—R L LTHEE AR RS,
k. BHEITEFORBICL EEHET S,

TR A O A

+200mg /A 7 /ViL SmL LA b, 1g 23 A T /LiE 25mL VA B
AR L TS 2 &,
VRIS 55 2 L IR A IBEICRAT T D
CAERRDPMTHT 22 LR D D0, RIFTHHATHLEIR
(15~30C) THRAFL. 24 FERILINICHER 5 2 &, iR
L7 BRIRIIER LenZ &,

&
gl

1) @EEE RS o b 5 B

2) BB X BREE T LT D ERFIER O & 5 B
PERT & ST IHRRMERE D &> 2 B

3) M~ BRI IE 2 i T LTV 2 B

4) HIEEYYEE AL T D EE

5) ARANORGIT L, BEEREBUEDOBEERED & 5 BE

6) IESF SUTIENR LT\ B ATREME D B B I A

R EorE

BB VB VNS 28 SUIAHRHEE O BEEIE SO 3 & OHE, AT
P, 7L 3 — URIFIE OB ST A OF, BRE, mifg,
DFFEZEOMED & 2 BH IITEREICKR ST 5,

FAEAIEM

[OF A =]
I 0 S ST R PR

(DFMEE]

1) RO RS

2) MLOFTEMREEA] (7 LR ALH], RS PiAY
B, TAGIaA R

TRISNLAEFR

LIF o TERZENWEM ] T2OMmoORIER ] & RO
L<iFz ok (BRREDOL E2ET)

HR 72 EIE A

1) EREH (P mERED (72.6%) | i ERED (69.2%) |
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/A (41.4%) )
2) &l (~F 7 e Ed (66.5%) | FRIERED (52.6%) )
3) FEMMZ (1.0%)

4 TF747FT— (02%)
5) Dz (0.2%)

6) 9 ol E (BEEARH)
7) iAKHE (BEEEAET)

8) SE U (BHEEARHT)

9) M AFERAEEERRE (ARDS, #HERH)
10) HA42 (0.2%)

11) i PER TR R (0.2%)

12) JZJEkEsE (B AE)
13) IFieErE S (BEAREY) | #E (BEEAH)
14) FVERGAE  (BEEEASHA)
Z Do EIVEH
T i I~ 10%% 1%k
TEER A AR, fLE RS- MR T, B,
G/ SN ok 1 PN |74
. FEVEME B A,
DEXEE (ST L5
&S WEL IR 8 kg S | PIE (it ERERIZIE)
AMAE, AKERFE L, B | IEBEEE, WS, WK
ik B8l
R Bk WEAMKT, EMYE | BUN LA, &EAR, | 2R
By, TATIVK | R, LTI =r
T 5
Hib 2R BACRIR, B - g | R, R, DK, | HAK
B AR
Fr Nk AST(GOT) EH ALT | vV L BV ER AG
(GPT) EH-.LDH k | B, v -GTP E
5. Al-P b5 . vrbEl UK
FEAR R R SR, D FEV, AR, | IR, LU
R
TSR SRS (FRR
K. IR, FLEE)
i /8 i 2 AAH P I8 I A P
Z DA PETIRE, BN, A 7 | RERD . REGYE, | IREH M, IRAE, &)

v PRRIER (18
SRR, EE Wi,
Ty W REF) | Wi

IR 2. BAEE .
A RREREE, A
I, #5828k, 7 IE  CRP
A REE, K

E BRI R
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Y a2 — L s

A AETY | RERASR

VEL /MR i
BRI 351
B ORI HE L 5,
GesE D A FH ik e
GERBIZE D kB 3 A BRI 2E IR O IR & 3 5 B C
R AR R ZE D 5 G2 LA G AR ZE A KO ) SIE 2 A9 Ea

D RS RBEISOFRHENTH 5,

<HWFFEEK (XYZ) OREEE >

g AT A

rges (—ix4) XYZ

B S| PSS HLYE BTN IS Al
RUF - BIFE, AT R

PR AR5y - BIEE

PallbiZ TSR

i . g 134 7’@30) XYZ &HA &
500mg /N4 7L : 500mg & A

Hrih FIRIRAT

il T HIRR 3 MELE YT ~VIZERR)

Zhie - Bk BE. WO, NP, R, Mo, FL
XYZ ODHHETUEE AR 1. DNA & ai e iz 31 5 CDP
re-ductase L'/l & DNA polymerase L ~</L CORHEIZ &
HEEZLNTWD, FlTTIX, A7 DNA A RRE DR T

fRRBETY L 7= stationary phase ® HIMLFEMIEIZ R L TH, REEKS
B2 B AR E I 29 2 &R0 B RarE A LA O/ A
THIMFHIEOMEEZFHEST 5 Z & blE SN TVD,
BE. WERs. TR, AR, . FLBSIO L TiE, Bl
EE/\mi XYZ & LT 1 [[ 1000mg/m? % 30 457 T i

L - f& EL, W12 3EERE L, 4 B IIMREST S, vz
12— LTHEGEZ#VIRT,
¥, HHEITEE OF i K OYERIZ X EE T 5,

2 XYZ 2R3 % B I BmBUE OREERE D & 2 A

LV ”ﬁ”é‘iﬁ*’fﬂ%ﬁ%ﬁ%ﬂ\ S, BEEOH 5 BE | BYEZ &0
LB, mmE ICITERICRET D,
[OFHEE]

FHAAEH 1) MOFUEGA, S F RS

2) HFIPEREE (rdew o, w4 h~A 2 C,

41




B R AR LE )
3) ZATRYv
4) TAXTE L
AT TERZEWER] [ZoogIfER ] & REBEROER
THISh D EEES o i ~
L<IxZFokfE BRBREDOLL E2ETe)
1) BREREEEIIHIC o Mkl (L ek (BEEERER) |
M I BRI (12.9%) | /RIS (4.0%) . & (1.8%) |
IR MERI ) (BEEEARR) | BEARZFEREEMa 0 R B (M4
FEARBH) &%)
2) vavwr (BEERE)
WY f A e g (Y [ AL Ly SR A A =
B 3) iﬁ/flﬁf Bﬁi ((ﬁ'flﬁ“a(ﬁ%\ I, AR BRI PG 2% 55 D
HLEREE (Wb HEERA) )
4) ZVEREAREEERE, RVEMERR (W3 b RER)
5) 2P, LoD RETE (WIS BEEAREH)
6) HHXMRCRIEE (IMIE (HEMEZ STe) | B, &,
ISR, BERREE (BRI A ETe) o AR R
FEd (BAEEARHT) )
F DM OEIER
BIVE 45 4E 10~20%A: 75 5~10%K1 5% A5 el RN e
TEER o S BLE. B MA
B
IRk 2 L -UEH, AR | I8 - T H N 284
AR
B BRE. TS
Hib2s S
HTfige R RE S
A R Jig e PN v N
DA HER . BE
PRI B BE 2% | o
TR 5 D 1o Fife ) 3%
g FE I FENEZS . At
R 2%
RS BT
i s
Z DA,
REGRBFZEIS 1T B W58
W ORRZIERFICHE L D,
D AT H e
AREG IR TE O XF S XA BGE RT3 O W E 2 A 3 5 B
R I A7 e O
ThH., HHELRREICORHBENTH S,
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104 A - Bl
104.1 AT a—LL#% - BEEH
REGEBFZEIZB T 20, BIERLOBRBEEHDOA X Y a— VI TO LR L35,

(i - Bl - REXOEREA TV 2 —)V]

R gy &Ka—2
N E] NSl

A NS I I i 3 4
WHoE S 5 dayl day8 dayl5

2L DM E ©%*2 [

JEI~ —J — © [

g PR A © ©*3 ©*3 ©*3 ©*4
NP © o

b 58 B XGRR 7 & © [

SR NGIR7) © ©*3 @ 0% O
{RE, AR, ME, PS A O

QOL (EQ-5D) ©%s
© : WA

O B LBAE, 6EMICEMT D, 272U, AiItR2EM A FFARE L T 5,

O OB - ALK o TRENRBINDGEICET D

A {KE, PS [IWMHLT D,

X1 RERRFEICEIT 2 2 TOMA - Bl - BAIL, HRAREN L LEICLDRAELHFH#

(ZEHT D,

X2 MERTREINA A T DA RE T BV TIE, BERER8 HUNICE T 2,

X3 WFFEERGETE TS A (WFEER G I2FEMT 5, B — AR TR EIC XY prgEEE
BHGAT Y 2= VICThPAE LA TH, MHEERGATAE T4 B (W3R 5-A1) 12
Fhid %,

¥4 2a—RAHDRRIT, day22Z& EhE CkBZ) L7a< TH RV,

XS5 TR OHENRD O D ETIINAL T 5, KRG P Ik EITHEEERL b T
HEZR IR Y FEhi 42, WF7E3EE G- BRAA AT B kiR ~ b JE 3 #% 5-BR AR, AFZE3Es G-I/ v
A2 AFZEEER G- T (k) RRdfc T (k) 2B LN (BRI O BRLART) |
TEA TR AL 1R A4 1 v A OFPH CRE T 2.

* WFFEHEF G- PR, BRARE. PS. MROBIO A&, QOLAZ fIREZRR Y AT 2,

QOLIZHFENI e RA I IT 2P IR b, BB E (17— A H dDayl) &AL L
6%, 121, 24%, DIRR24RMEICIRET 5, 7272 L, ST IINAEE LR
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1042 AREERFZICB W CET A, #Bl52, FHEHEA
mAm,ﬁﬁm®&§\ﬁ%\ﬁ§@E
1) E&kET 14 B LN
- M EEARA (AMmEREL FHRERE, ~Tru e g, /)
- MEAACERIRE (7 LT F =2, e U, AST, ALT. LDH)
- 3% (CRP)
- HBV ##& (HBs #it/it. HBs #iL{&, HBc #if&, HBV-DNA & &)
- HCV &% (HCV HUE, HCV Hiik)
- HIV R4
- lEgE~ — 71— (CA19-9. CEA)
VT F= YT TR
Flo, WIS RE ORERITIS U T, WIZEEME (50F8) ERTOHEEHITHE il B R
&, BlEs T 5,
2) HEkAT28 H (43) LN
- DRI
- s X-P 7 &
3) BB
- R ELAR A 2 T
- REDOHIE (CT, MRI, X-P 72 & OBMGREA, HIETREINE 2 A3 D e RE
B EkAT 28 B LAN)
4) XRERIE
- MERI, EEH B
- R KE
- PS
- JEECIBRIE O M R O
- TREER2 I, I E O ST
- CRP
AL & K& E (RECIST A R A BT HDEERIIRZE « FHEERIRZ)
- MR O W 7 1k & s

10.4.2.2 WFIEEE G T OmA, Bz, HEEE

FgEsE e G-I I, LT OEE 2k, #Blg, HET 2,

- MR A (BmERE. AFPEkE, ~E7 e rg /M)

- MG AEAFE (7 L7 F=, ®BEVU/JLEL, AST. ALT. LDH)
- R (OrfH) EEANDSA FEHES &I L 72 BRI Al

- i~ —7— (CA19-9, CEA)
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- HBV-DNA & &
OB ERLIAT D HBs SUIAR A GYED G WHERR G- A5 4 12 HRA)

- DEN (oBER SICE o TRENEDNLSEE)
- JER X-P 72 X
CERRELUNAOEEFROGELOEONSE (FHL. DK, K5, B, g,

I, BRI, TOMOAERESR)
s WFZERH R E OIERIZIS U T, tOEERRE - #1582
cREOHIE (CT. MRI, X-P 72 & O i)
- QOL (EQ-5D) #if:
SiRERE (RO G R, 58, B - BE - IRE - a— 2o AL #E)
- JEGAE R (W R 2WTiE, EGE. RER. RERAEIR)

10.4.2.3  AFZEE G IR OB, B2, HAEEH
WFIESER G- IR REIX LUF O H 2 M, Ble, a2, Zds. PURRECAT O A,
B, FEHBIZOWTE, 261 ML EHOPILIERE] OEY | R TEET D
VBT < MFRERIGE OB B EZHEGRD 5 2 Eiid %,
- MEFAIRE (HMmERE, FhEkE, ~E7a e &, m/ME)
C MEAAERRRE (7 LT F =2 BE VUL E L. AST. ALT)
- FEER
WFFESER G-Hp % 1, AFgEE & ORI REBROF ISR DL O3, FREREEEEH O
2 WL E CBIEE. AT D, AFEFRRBME L TV DHFZERE 1L, IFESE R
HHo 3 @B LS TREZR IR W A EHFELNEE T 5 £ TEBMILE, AT 5,
AEFRZO S LKL OREBERAH S TRWER 13, FFRERRKES 2 B HLL
FEICHBL L7255 A CTH ATREZR IRV 8152, SRET 5, 72 L. REAOEMLAIHE
DEALT: SN2 XV FER BBV L TV D56, BEECHRIGR OB 72 & CBIZE N E
G AIE. ZOMRY TR,
< REORE
RIRAREAN & U CHEEMGHAE AR 281225 2729, RECIST A 74 IC XK D)E
Bt /D FEE DX E ) T BT, B TOMFEXIGRE Ik L CHEATHESE O
B (R EOHBAEETe) MNHESND ETERBRELZITI,
- QOL (EQ-5D) & (Flae2%me)

- PS
- B AR O A
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10.4.2.4 SBEMIF P OMRA, Bl5. HAEHH

BERIR I, UTOEE 28, &S5, bk, EITHRE ORI T 2 BB
%, BEND 28 LT 5,

* HiR)

- RIBROAHE L NE

* QOL (EQ-5D) it (EATIERE OHEERILIRERLS)

[RECISTH A KT A 2 & % P& fTRER 4]
RECIST (Response Evaluation Criteria in Solid Tumors) #A K7 A 2V, LLFOWT L
PTHEET AL THERREIRZE ] &35, 7ok, BIFEREGIIEEM () EAD
HIERRETH D & HIWr L7 aid, MIEWRERA & LT 9,
@O CT (NYBACTEEL) XIIMRIT, AT A ARD2UEFLL EOERE S OIFE
(il : 274 ZAE5Smm DGEITERI0mmEL EORE) 7272 L, BEE10mmATH O
IINRZEIZ, AT A AJRIZED BT HIEATRERZS &1L L7220y,
@ M EAX-PICH T, B RE20mmEL BSOS CHEN TV DIRE (HiEh
RMGREICHE L TR
@ EHAEG LIAATE 7 —H BN TE 2R ARE20mmEL EORIEMRZE (KETHE
®mE) .

10.5 ORI K& ODF R L
OF R IR OBFRIREEIC DWW CE, ROBY BUET 2, 723, PR TEEEOMLH KT
OFRPRIE OIS, PRBUEISOFPHNTH D Z & 28D 5 2 TEMT 5,

10.5.1 OFHZRIESE. OF HER IR L

ek G X, DL FO3A . FEOIFH A 2E1ET 5,

1) WKL OFUENERRL A « (bPE, RVE UERIE, R, BUREE
2)  DUEMEREERIE BRI IRBVRIE, FiTRER &

3) G-CSF (%A ~AaA 8K - PHINEGOSHE

10.5.2  PFAIMHIBRIE, DF IR E
) 7t os (o7 henN, T /EREN, T IRELRY)
EFIRIERC AT v A REHIZK D | 27 B AFR D (/L A A& % CESEN 72 &
JEFF RS FAET D Z EBmbn T 5,
BERCARTO HBV A2 & 0 HBs HURBGME & HIB L TWh 556, iFgEE (Fas s
B URIE T XYZ JRiE) #5046 1R L. BRSO PRI G- L IF7E3E G
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134 [ Z &I HBV-DNA E& & Efid 5, WFEERG& TH GRS LT 12 204
VSIS TA R
2) BHuEA
FEENE L BRI D3RR DTG E K OV OO EYSE IS 5 LT, JEIRICIS Ui
HEA L, JEROEEETET 5,
3) G-CSF (A KA 850
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