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Study Type Interventional

HEBTYI e, 28

Study Design

Open (masking not used), Two arms study
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4) ECOG 0 Performance Status (PS) MO X1 HEE
5) ZHBZA2BRURNOREEN. ULTOEEEZHL-LTWVWSE
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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
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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

TRABNER ) sEneMELETLEE

2) FEHEORRELZATLEE




3) HEEUL (FRIVLELE) OBEK. WKERHLEE

4) HhERBER~NDEBEEITLHIESE
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10) 20fts, BIREE (HE) EMATELTHSEHHLIE
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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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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.
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Primary Outcome(s) Overall survival
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Secondary Outcome(s) 1) Progression—free survival

2) Response rate
3) Quality of life (EQ-5D)
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The university of AB, Certified Review Board
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) REBHERX
Address Shinjuku-ku, Tokyo
EHEES 03-6901-XXXX

BEFA—ILTERFLR

CRB123456789@mai |. box. jp

BEEZXNES (LREZERNLURBERTERE
ICRFTLEZHES)

LB ERRAARICTTE2EERR

7 XTOHMDOEIE

(1) HEBKAROAREFADHARVRAEICEHT 5F1R

HAEDRE

BHEHRRAEOREZEFE~ADHBARY | BEDEEY

(2) HhOBRKFAREHZLE~DE &K

thOBEKRAEERZRERTORRES

fth 0D B PR 57t 28 & 8% 4% B D & 4

Issuing Authority

(3) BEBRKMEERRT 5ICH-T

caf

w%E |ERLRBR

495 v ZsLian

|:||:|E§

BEFARFHRAMEICEY
518 (FR2IEEESEBE
EREMT) ORREL DR
KRR

49% U ZHELawn

BEEFHEBRAEYVFORAEF | O
DRFNIZED2EYDLZHRHED
HRICET DERE (FRISEF
EREIS) ORRELDHE
MERWSERKTE

B KRS Z zaLien

AYHEERHRRBICEENRRAF | O
NEEYMERAVDIEBERTR

B KRS vz ziaLen

(4) 2HRZBLTOHREESF

Z Dth 1

ZDi2

ZDH3

(BEEH)

1 A#HOXKESE. BAITEREALG LT B L,

2 RHEEX. EX1EBETH &S

10




3 1M TeRadBEFI. 2 (1) O THEHEBEI—FI. TRHEHEEF—T—FI.IHAT—FI.TH
AFXF—T—FK] I22W\WTlE, B#ERXHET 5,

4 1 (1) I'Scientific Title (Acronym) D #AIZIL. Scientific TitleM &<, ) TEDHEMEREHTH &,
[Public Title (Acronym) IO L E#ET 5,

5 1 (3) OMREXEEMUNDOERMARICKEST S2EFICEHITIEBED KL ORICIE. FTE
ICTHETLELBAORTHEHAGL, URBEHRRKARICS THIELEETELTEH TS &,

6 1 (3) HERREN -HAREETEMUNOHAREHRIETSEI. 5 (1) THEELFDIRHE
A, 5 (2) R ESZORBMABBT IOV TIE. @R O EFEE(ZSecondary Sponsor
DZLUMEHHL, AT S &, Secondary Sponsorl&. Primary Sponsor (MAEEFEEEN) A
B5SHRDOREICHRIBEENSI . HEDALEVCHARELOAZEICHELIEHFICDOLT. Primary
Sponsor (MEEXEL) LEARLTEFDEHEESIELET S,

7 2 (1) O TE1EFEHE] ITOVTIE, E/MTRET S L, L. F1EMNERERE
. EECEFE1HORBRTEICLIERABOEEEZITS5 &,

8 2 (2) O T—REMF] ITO2VTIE. EER. EERBXIIBLEERSFERZDS>H%LT D
BRIZOA#EEHT D&,

9 3 (2) O IEL2FMEBICHRIARBER] IOV TIE, EWTIREI S L, =L, Bk
KRRARERTRNFEUEZFE2EOTIEFMEERESELEREERLGL, ZE6XE1HORE
ICKBPEBEBEBNEEEZITS &,

10 7 (1) O THEERAROIZREEAOHARVREONE] OFICIE, TORBFTEOL
T#RHBITIBATELRVEEZICE. ABIZ TRHHOLEE Y. LEBHEL. BMERATEH L,

11



A (BIBRNBEMET TIACRE) AR e 2 S8 i ot 1 =5

[Fr

i}
&

RATFE]

h%x 1.0 bz
YERRAEH H:2018 4 12 A 21 H



PRI D ER

ABRRAFFERT B E (IR R T H 0 | ARBRIRIIE 2 ZEh 4 2 WFJE R =T, HFJEEAT AN,
WHIE IR, BF7EH /) (SMOZe EANVEFERE 2 aTe) | KRERKRHITRIZSINT 078
M= FRAERE . ABRIRATE 2 F AT 23 E IRIT e AR B2 K OB R L it & B =2
LTHRftsn 2 b0 T,

AREERATFEFHEF L, BE IR L TARBRMIZEONAE 2T 256 2 RE . IR AKRE
fill e OB MBS O XEFIC LD REZR LIS, W58 =F IR L, UIABRRITED
HEJLAMCRIH 2 Z 13 T&E £ A,




WETIERE -

iR 5

YERAEIH TH

W

TNE

%5 1.0 il

2018/12/21

LR




1 WO

IR

ADTRERRA S AL

WFFEARE 4

Wrgeo B 1Y

RO T A

FEM, St e I [F AR AL P 5

- GIBRARREMES T e

o IS FR A B SRR R & Bk

< GIRLIAN ORTIEHE 2 L (B PR 4 38 LIRS,
B RALFIRIED S 24 B LI O FH)

- ECOG PS 0-1, #E{i 20-75 5%

J — VAN
- — i it S S P
A & SRR | Bk B e o N

XYZ

W ZE 3L FAVAE Y XYZ
e EsE T EMM  FREEOFEE T EMME  JEAETEE L DT — X AFKH~2024 43 A
31 A
Bek T EMM - EAEFEE LT —2AFKH~202244F1 H 31 H
R EEERAER  AE 2 sk (FTE)
- AB KFIRbt
- CD il
HAEMF TR S H Rt 535 5 - 500 511 (1 B 250 4i)
O TFoavserofFEHEf R (MST) 27 5 H~75 5 B LHE
L7zt BIER ORBIRRD 72 EORHEZ B E L. XYZ B MST
VXA TR 2 0 AR E CIXFR TE 5 L IET 5.
TN — RIETRBEZ 133 IZHYT 5,
@ BERHITE 34, BRI 2 L U, LTI Z BRGET D2 - -
THEKAELZ /FH0.025 &5 5,
@ FLAUHEUREMSTT.S # H, XYZEEMST % 8 » H. IELHEDOFF
KRR 2P — R 133 L L TR IZ 90% & L7z & IS
FREEIC B2 1 BED T2 0 OIEGIEIL 211 Bl & 72 5, K9 5% D ERIME
ZRIAZ L BEDHTZD 250 Bl T 5 & ARFURREIZ DV T E 90%LA
FOMMM D AR TE D LD, 2HEAEDETEE 500 6% HiE
FgExt g & L CRE LT,
PIESiE CSEIED|

EPULYE, BROMEYE IR aEE TR A




[ RILHE]

UUFOREMEEYE T 5B % RERPFEICHA AN D,

1) M SUIMRR - R & RB ISR S TV D BB

2) UIERAREZR LTGRO B (RPTEITIOE ., PRI 25 T)
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4) ECOG O Performance Status (PS) 7230 X[ 1 DEFH
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A EREL A 3,500/mm?3 L 1
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i/ MRS 100,000 mm? BA 1
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6) BERAT 4 HLIN OB CRERAICHIE & 72 2 BFFr A 7B

7) [FIEBSEOEE D 20 mLLE 75 w0 B

8) AERRMFFEDZINCE L TREARAND G CETREOR LN EE

[BrotJEHE]

LERBENDBEE TIZ, LFOEEONTNICEY T HEH L. A

ERIRBFZE IR A2\,

1) EERGINEZ AT 58

2) IEEWEDRYYELS G T D BE

3) WL R (BERINKNELRE) OEK, BKERD S EBHE

4) IR RO A AT 5 B

5) MEEMEOEGR (RO B, 23808 &K ORI 5 400N
OREHEEER) AT HEBE (BL, FFNERICK Vi L &
HBr X415 Carcinoma in situ (_(EFEZPNIR) FH Y O N 28 1 3IE B B
=S VA

@ ® 00

CESHC)




6) HEEOKMEEZ AT HHEE

7 ALY HE L ROXYZ DA LB 7 B HoE OB TR D & % B
=3

8) i IR L CW A Al ek & 5 B

9) fOEIEM, EFRER ORI IRICBE RS (4r4H)

ISt S0 e

ERL. BF5ExtEE D EDC & 2T b~D %4k M OWFZ2 32514 5 Bl fE
STHIZEEE (F AV Z B UL XYZ) 200535, HFFE3kidms 2w
Ke L RO FIETRS L, &, BE5HIE ATV 2—/ELT
DEBY ETD,
1) 1 a—2BOELH%GA
O &8H XD 14 HUWNICEAET S,
@ 14 HUNIZ 1 a2—2ABOEGPHBTERWEEIX. &b
14 HIEHIT A2 L2 ET508, BEHENL 28 HEE#EZTH
B E R WG A IO 52 kT 5,
2) ®ERFTVa—1
WF7e3R %% 5-1% day 1. day 8 & (N day 15 (Z1TVY, day 22 13KIRG 5,
280 (4 ) &1 =2—RA& LT, KGO R IEEREDO VT
IZRE% 25 % TR RS,

1 a2—X 2a—A

dayl 8 15 22 43 50 57

T P '

e (AL Z B Xt XYZ)

3) L Bk
O FryHFErXEXYZ & LTI [E 1,000mg/m? & R EIR X
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Thva ek, REHEHTIETUEEES A TH D,

WIMZER N T, 199741, TR 2R E Lo 7 Av ¥ B U5 ES-FURIE L
DOHEMAERBR AN EM S, 7L Z BV BENS-FUREICEE T, A AE IR M O R
Fh BB L CTHEICER TV bt s vz (MM PRfE (LU, TMST) &I
T) T LAUHEURES Ty AL 5-FURE44 - A p=0.0024, JERFEFIZNE : FAv 2 e
U FE23.8%. 5-FURF4.8%. P=0.00022, ZRHHE : 7 AL Z U RE5.4%, 5-UFEE 1 0%,
P=0.077) ¥, ZOHHFICE Y BCRICEBW TUIE TR IS LT AV & B U RIENE
Hpm & LCEA SR T,

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

KINZBT DT L2 ORhEe - 25T, /R, o, NHERE, JRI% B
WL FIRRRESUIE TG, S AALTFIRIER I U7 DN B . B8 SO EREME O
VoRETH D,

FAYEZE ORI HER. BT, @E., AKX, Fav e s LTLE
1,000mg/m2 %3057 A CaiisiE U, @ a4 52 35 e L HIZIRIEL, 2zl

A=A L LCHEEGERYIRT, ks, EHEZ, BEOREBIZIVEETRET S,

672  XYZIKiE

XYZIE, REHEFEUEEIESA Th 5.,

IR BT DEREER & A9 2 T B 255 & U7 niiiiEs ARRREBR Ofs R
ZhA21.1% (461/19%1) . TTP77H (2.6 ) . MSTI69H (5.64 ) " Th -7z, #%
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%5 MAREABR Cid. BhE37.5% (1561/40%1) . TTP113H (3.84 A) . MST281H
(947 H) Thoto, FUMHEFTORNEITI2.2% (1961/596]) " ThHo7-Z Lo b,
201748 H ISR L kb3 2 3@ 23N 1B NAKGR S vz,

AINCIB T DXYZOWEE - 2hRIE. BHs. B, T, K. M. LB Toh 2,
XYZORE - FEix, B, @H. A IIE, XYZE L TLE1,000mg/m? %
305y 3 TREFHE L. B1RRG 238 Em L, 4B I3 REL, Zhzla—2L LT
e 0ikd, ok, BYEITFERLKOYERIC L EEHRT 5,

6.7.3  AREEERMTEOFHE LT WA >~

AFNZBNT, T AT X E 3200184712, XYZIZ201 748 A 2R D1 S 235 &
N, TNENFEEEEICH L THEASNTHD 00, THETICF LV X B HE
B EXYZHRMIEE A B, HRET L 72 BRIR T — 2 O 13720,

T e HIRE & XYZEAMEEIL, & b IS TR RS A Th D Z &
D OAINER VL EVEXREH 2 VI ENUL EORNRRH 2 EWIFFL T\ 5, RERRDF
FETBWTIE, X0 —BRERISGEWIAEZED D L L b, YIBRARRBETHOEBE I
LT, ZFAvZ BV ROXYZOWT AL L THARMER L2 %%ﬂﬁm’
EEFENT 572010, BHBIEEER TH D7 LAy X B U BEMEIERE A IR E LT, F A
VA L ARROERET 2 FrOXYZ MR E & 2 a9 5 2 L 2 HIZ, EE
B, 2 Ji ik e ) S 4 2 AL FL e AF 98 4 51 L 72,

6.7.4  ARERIRHFEIZIT DI
ARERIRBFFRIZ 31T DI6HIEL, FZE3E A I SCEICHELC T 1 2— XA H? 1 [FIH (Dayl)
OG- TIE 1000mg/m? %595, #ii) T Day8. Dayl5 HAFZEHZF 5. L, Day22 TR
T2,
ZEHIL, EDC Y AT ALHENV AT bnicF A 2B T XYZ W5,
AREGRAFFEIZ BN TIL, HEXI G OFER 72 E00 0 2 Be By E TIRE A AT & 97508, I
BHOHEEII LAV,

6.7.5  XREMOKE

R IX, R« KRG - BIBICIRW TS 4 (L TH Y | SETRMIN =D, KREFK
WFZEDFE R RICEZMICEEZEDOH DD LB 272, FEREOTTYH, UIBRARRELEST
TR IR OIS D 20T D | REERIFTE D xi e LB 72,

6.7.6 et BB 1A U DRI KON A7
6.7.6.1  F3&
AREGRBFIE R EHE - TRRE « M4 FEhid 5720, e BE L. B oE

'EIH
\W
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L0 HEEMERCREE e EOFHRIBEE L 7 v —2% 51, KV & RETHE O
WEZTDENTE LN, BF LOFTRITR,

WFFERI G ~DEHER R RZRIT IR S IRV AREMEDS & 5 25, ARERIRITIEDRE R |
XYZ BMPRIE DS R IR  RIT 3B T S, RRICIT &0 FiiE e TR iE O3 IR
[ZOWTEHIli T & 2 ATREMEDN & 5,

6.7.62 U X7

T Uy ZEAPEKR O XYZHRIEE BT, BE ORRZHIEE L TTHIL TV 5 RIS
LML EFRIETH Y | BHBIITHAT, KBRS ORRA R - $Rif 825 2 % AT 6E
PED & 2 5, B2 fEBRPARIZE 23 A C 5 i Tideuy,

ARERRBFTE~DBNN &0 | @ E OB L 0 @B R ORA R 2 E3 2. R
MEAZL S RDAEMEN D D, Fio, MHREERGICIVEERNE LD WREED H 5,

6.8 FHfizE H
YRS & o TRHHi S A 7 ANE TR0 X 5 BE 242 EEmEE 2,
AWM (PFS) MUZEZE (RR) ZEIKFHIEE & L7,
T, MMERREBIPRHRATLZEICLY, HYEMICEDFHMOLED 2 QOL
(EQ-5D) 'O% ENRFHAGHE & L7z,

6.9  ERIRAYEER

FAhVEEUROXYZIE, & HICRHHETIETUEMEEGAI CTH O | IROFHER D H, K
ERRIFIEDRER . 7 L 2 B RN XYZ ORI N Z2MEITR%E CTH 5 LAt TEh
X, EFERICBO A OBRFIZELLEZEGTRENCOVWTOEERMAL /25,

WFIE3EA . .
TR E XYZ
(—fx44)
FE WG A GRS e
Hi - o & 200mg /NA T b, 1g NA TV 500mg /A T v
WEL. AT A2 e e L | @, RAIZIE XYZ & LT [E
T 1 8] 1000mg/m? Z 30 4377 T | 1000mg/m? % 30 43 > F T A s
SUEEEL, A A A 3 EE | L, B S 3 EEE L, 48
ik - H& e, 4B IIRET S, i1 | BidhEE+s, cha 1l a—xk
a—2E LCEEEBVIRT, 7o | LTERGZEBVIET, i, &5
B, BEHEIIBEOREICE VE | BITEE O K ORI LV E
HIHET 5, HIEHT 5,
200mg /A T UiE SmL LA B 1g N | GEYEET)
HERFIORELE | A TV 25mL LL oA AR
AR L CHWS,
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1) &ERE IS O b 5 BE XYZ (2%t % HE 72 8 BUE O BE
2) M EM X BREETHL L | RO H 5 EBHF
T, MORKER O ® 5 FE
PRt 9% ST I BRAESE D & 5 1R
=1
3) MO~ BRI 5 A AT L
2 TV EHE
4) EIEBGIEEZ AL TV DR
=1
5) ARFORSTIZHR L, EE i
BOEDBEERE O & % g
6) HThE X ITATENR LT D ATRENE
D& Dl N
Gt ES) T i St A PR (472 L)
1) G O A 1) HLOHUELA, e R
2) hoPEMEEEL (7 AFL | 2) MBGEHEER (At y S
e feAl REFEBUA. FrEmE. T v hvA v CL R
TovhaA RE) R AR IVE )
3) 7R
4) T

6.10 JEFIRGE E DIRHL

TR OAEFHRP YA (MST) 27 5 H~75 5 H LHE LESA. BIEROR
BURBD 72 EOREEEZE L, XYZ BE MST IXFHEXE FIR2SK 2 » HH O £ CIiEsF
BTCEDLERET H, ZHUIAYP—RHTBELZE 1.33 ITHY%T 5,

BEM 3 4, BB 2 L L, FELEEFHAERGET D2 H - o THEKRAES F
0.025 95,

FEAUHAEUREMST 7.5 # H. XYZREMST % 8 % H. HELMEOHFRBR 2P — it
133 & L TR A 90% & LTe & ZIZIELMERGEIC L E e 1 BEH T2 0 OFEFIEI 211 1] &
2%, K S%DOERIMIZ RiAF 1 BEdT=0 250 BlE 95 & FREEIZ DWW TH 90%LL 1
OB N IR TE D 2 Lnb, 2 BEADYTARF 500 #%2 BEEFERI S E KL L TRE
L7,

7 EERWFITO B WY
]
.
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FRRAIFIE D NS B9 % S IH

8.1 WETV 1

HEM. Lk 3L F A2 (b i 5
(R EAR L]

JREsE BEIR CII A N 2 SRR D 72 nT=d . XYZ 2E&0, L0 %< MEOMRE IS 2
THMEMEEH O T v 22155 2 LITEETH 5,

A EE 2001 4F 4 AIZ, XYZ 1E 2017 4E 8 AN O s 035 O L - A BT
PEFEMEEGAITH Y, ThEhEBEE ot L EHSN WD, Fav ek
XYZ\ZiE, A (Fas 2 ey gibeiial QESAD o XYZ - Eshg) o s - &
(FLhvrey  BEOREBICIVEERE, XYZ : Fln kORI X0 8T |
HEHRBNOREE (FLAU X ORGRE) R EOMENRD D,

XYZ 1%, S MHRBROER O, KA Z e LR%D D WIEENEL EoFE
P T EAITHDL, LinL, THETICETEBEE 2R L LT, YA ay
»BMUERE & XYZ HIPRIE 2 LI U TR D B O IR0,

AREEEFFEDFER, 7 Ly 2 B2 N XYZ O RNE N2 etE X R%ETH 5 & FEH
TEL, BE DI W TR EE TR Db FRIEZ IR T DO HEE R & e
LIz, WET— X EWE - Tl - REET A ZEBEETH D EE X T, o T, A
RAFIE T, 7 b # B BRI R Z 3R E L C XYZ BAPRIEOIEBHEEZRGET 5 Z &
L7,

S BT, AERIRBFTE ORI GG & 72 2 TR BF O LOF4E° QOL 25 fE L,
AEGREMFTRILMRERI (F Lo X B UBE, XYZRE) & Uiz, Bl dH 5V 3mSR,
et s OFlr (QOL §idr) M OMFFEE (4rfH) EATOFHmIZ A 7 A0 A% F e
PR DN, AW EBFET DO MBEEROIEEmRABR L L, £/, FoavaEr
B XYZHEORAFHMOLAHBTH Y | MEEOFIRAZ ST 5720, BIERAE
BrL L=,

25



82 WHEOTTNTA L

X YIRS REEEAT IR IR

IBRASBEMET T s
I3 BRI BN S SR A b R & 2t
GIBRLISL ORiTIREE 72 L (T B ST 4 38 DARE
IHALFIRIEN S 24 W14 LI DO FL3E)
Pl 20 7k LA B 75 iR, ECOG PS 0~1

v

SCEFE

v

Bk - HINT (EIER(E)
FINTIEIN - (RPTEAT/ 2 RERR)

B REE R XYZ B

83 HIEWFERI G B KL O ER ML
HAIERFFE x5 E 5 - 500 4 (1 £ 250 4)
(B e L]
KREGRAZED £ HIE, FEFFMEE Th 5 4AEFHME (0S) 2B\ T, EHERETH S
FAUHEE R D XYZ OIS HEEGET 22 L THhDH, Ay X B BN
EDO MST 1, EFRE SN T LV 2 B OFEMHRBROME RN, 75 HA~75 » A
ELTEGAIT, RWER ORBLRR D 70 E ORI EZ B L, XYZ BEX MST EEIXH TR
WK 2w AFWKIE CIIFFACE D LIET 5, ZHUIAT— RIETEBELZ 133 1
FRY 95, RG34, B 2 & L, ELMEGER 2 REET 212 h 7= > THEK
Yz F10.025 295, AU HEUREMST 275 5 A, XYZEEMST %28 » A, 4%
PEDFFERRA 2~ — R 1.33 & LTI Z 90% & L7z & ZICHELTEDRGEIC L E
721 BB ORERBIL 211 B & 72D, K S%DERIMIE RIAA T 1 BEHT- 0 250 Bl &
T2 & ERRREIZ DOV T S 90%LL EORIE N 2R TE 52 L0, 2HEDETE
71500 i & BAEAFIT R G A & L CRRE LTz,
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9 WIS DEIR K OFRAMNE N EERAFZE O 1k (2 B 2 KL
9.1  BFSEXRILFE OGRS OVEIFT

FREAT (Orf) ERE, BFE8s & L CCERBEZ IS Lo BE N T ORI ELEZ
7z U, 2T ORRIMEEICHRAL Lo 2 & 2R3 2, 0%, RERRFSEICIEE T 5813,
EDC ¥ A7 MMZBEERAE AT L, WFERRE ORFGR&L OEBIEZAT 5 7eds, BT
K71% VRpTElTARRIRR ) & RRE LT,

TR G OB 5 R ORI OFEE (7 A& © UL XYZ BE) (X, EDC Y A7
LzFoREND Ldtic, HIR - # 7> m— RA[§EZ PDF 7 7 A VI biddk s b, #FFEIC
WEET HEIL, R GE OBGFR SR OE O M1 D REORE (F A X BB
X XYZ BE) 2WER L., MR ERT Y —= v F 47 CIZiE X PDF 7 7 A /L&)
Jil) « PRAET D

9.2 EPULHUE

UTOREEEZ 2 THI-TBEZNRET D,

1) s SOTMRRAE B RCE & R B IC R STV 5 I8

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

3) eI 2 UIBRLISN O RRE  (HE RS, (b5 iE) NI STV EaE
(BIBREFICIN R RN 2 L7 B, BRI O 4 R UBRIZBRERT 5, IR0 - I AHIE)
LFRIEZ F2h U e S B ld, WFZE3E a5 07 b 24 I LA IC R 3 Rl S vl
BEkral & 45, )

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

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

A ERE A 3,500/mm’ 2L E

LR ERE DS 2,000/ mm? LA 1

~NEZ T RN 10g/dL Pk

/RS 100,000 mm? LA

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

FH1X3.0mg/dL LI &9°5)

AST &Y ALT fE75 150U/L AR

g7 V7 F =7 1.5mg/dL LAF

JVT7TF=27 VT T AN 50mL/min PL_E (Cockeroft-Gault 5 DHEERZ W5,

FREL B 55T EREL BT D)

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

DAL S HITELIEL 085 53 5,
6) BEKAT 4 LN O EX TRERAVIZHIE & 72 2 BE P s e v i

©® 00

® Q @
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7)
8)

[(EBERAL]

()5 U D AR iR 28 20 kLA b 75 TR 00 JR A
AREGRAFFED SR L TRAARAND L ICETRIE OGN EE

1) AT REER] & 722 D0 G E OIR PRI R R 2 — T D BLR 0 DRRE LT,
2) PEATRRIEM & 2R DM RIRE 2 IRET DBANORE LT,
3) A RPEREAI A~ D BRI  ALFFRIEDOFR LI LR OB 2 ERE LR E LT,

4)

5)

6)

7)

8)

9.3

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

2iE (Fhv 2 ek, XYZPRE) (2 X 288 2 & omigkEsE, Frsmek
FEROEHRERE 2 EREC2BNN LV IRWERE 2RISR H & LGRS 5729
ZRRE LT, FREBEMHME R 23580 S5 A IZRB WL, (LA H% I
PH DAL LEMMINC D Z ENBDHT-ORE LT,

LgiE (P by 2 e, XYZIRE) ICX 2 0mERE L 280N L0 RV EHE
EWFFERI G & U CRINL, FREXIGE &7 5 BB OREM AR T 28BN HRE
L7,

FAETE OEITREE BB DD IR & 60 5% 2 A0 b FERR TR BRSNS 2 & O D%
EEnE (75 LA E) TIIMhoREEZ AL T D aTREER @2 & A DRE D3 L
SET DM R OBE A2 BE L CRE LT,

fig BRAN AL E OB HEE LTz,

RoM AL E

R ERE LR DBENOLERBELZIG L, BT 2ETIZ, LTD I Bb—2THi%Y
TOHREIT, HRE LTINS,

1)
2)
3)
4)
3)

6)
7)
8)
9)
10)

HERAGHEL AT 288

TEENMEDRGEZ A4 2 B

PEELE (BRI GERE) OEK, MKZRD 5 EE

XA R~ DR H 3 5 5

TEEME OB (FIRFME OB, 2380 L ORI 25 5 42 LA O S A )
AT HEE (BL, REATRRICE VI Lz &l &4 5 Carcinoma insitu (RN
i) Y ORI EEMEEERE ICZ DR

HEOHMESE AT 588

T hv B ROXYZ DRESIIRE LEERBRUEDBERED & 2 B

A0 SAFHEAR LTV D ATREMED & 5 /B

L DERE AL, RS OB SUIHFRICS ML TV 5 B

oM, BHREEM () ERIAREY Th D &l LB

[EBOERAL]
1) AKEERVIZE~DOSINE Y BEREGHHEICH TR EBES LIS TH Y | (LK
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2)

3)

4)

5)

6)

7)

8)

B (Fav B e PRIE XYZEHE) IZ R0 GOHEOE O ATREME S H 2 L 4E LR E
L7,

AREERAFIEIC I T DAL (F Ly 2 B ok, XYZ #EEE) BRIGH%ICEBEmEH L O
L DRGIE /2 EAVAE U D Al REMEDR @ W T2 O E LT,

W OEEATEE DS\ DR B D EOF O rIREME 72 EVEE v, RERRBFFE~D SN
L VMDA BT RELEBEION DD E LT,

e DEITEE AN BV, mivy QOL ZffERF 3 2 72 O KERIRIFFE~ DS K 0 #2Fn 7 7 72
EMOIGR A BT RE LB OND, £ QOL fRAEH BB RSNEE L 702
ATREMEDN B B 7o ORRE LTz,

MEIRE L2 D BB R 2 i > TR IR 2 FEhi 3 5 720, flfas O DO B2 Z T 72 K
INTERIE LTz,

KERRIFFE~OZIN L Y BE R EMEF IS T HIRREZEBEIELIRETHY . K
IRIFFED QOL FHAL 72 &SR EE & 72 2 wIREME A ER IR ZE 1 H IR R D b
AIREMEN B D T2 DR E LT,

ARERARMFFE I I R I B R MBUE N BT 28NN B 0 | MFESINE DL 2
PRDTZDOITERE LTz,

T LU HE AR, TR LT D RO & D NIk L TR TH D, XYZ
WIXFEERDOEAHIRITFR T O Thanb oo, EHEFAEEIL THY | ifE~0
BRI 5L EMEICEAT 2 E TRV, £, KRERRDFEITEER BT RO -
O, WFIERIRENTRE (F LA X2 BB, XYZEE) OE L LIZED 1T 545 3R
IETET, BEMEMRDOTDITRE LT,

10) WFZEEAE (o) [EENZS, foOERAER G EIZE L CHIBT 2 720 ICR0E LT,

10 EGIRHFZE Dt RE kT HIREICE T 5 318

10.1
1)

2)

3)

4)

WFFEGAR & O H K OSCEIT & 5 BRSOk

WFIE 3 D E

WHEBRARERNT . ARERRBFIEICIEE I DHFTE0 R L OWHTER )& 2 E L, bt
SrHE Y X N EERRT D,

WFFExT G5t B Dz

WFEICEF T 2813, BEDIROERICIE S S HTEI SRl & 22 0 BE @S 5,
A & (R

IR () AN, TR SCE ) &2 HV CTIFFE S5l & 72 5 /A 1Tk L COARER
IRIFFEDFA 24TV TRESCE ] 2 AV GREIS 2 B BRI X 5 RE 2 BEA
AN BFT 5, 723, WHEW B MBIRIC TRRASCE ) &2 AV THFEx Sl & 72
% AR U CRERRITTEDORAZAT > Z L b L4 5,

TS PERERR
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MR EAT (Sf) ERL. REERFZE OB INI KT 25 FE 215 O - et & 12kt
L CHsME 2R+ 5, B, MRICEFT 281X, LERE LIS LI-FER 5
WCOWTHIGERRE AT ) —= o I 4R CIZEE#H T 5,

102 WFFEEDOLT; - & h

WFFEEAE (50R) ERfIE, #FZEXSE O EDC ¥ AT L~D &gk M OWFFESREN (i L i
S TR (F AT 2 B AT XYZ) BUHT 5, o, RERRVFEITE R 2R O
TITOMRTH D72, KREGRMFSE T3 2 0FE300%, @F 2R & [FER D G5 T
L, #h5& BHHE BGAZVa2— I ToERY 55,

) 58 FH5HE-EHERAFY2—1

- 12— H ORFFEIEEE X, EDCY AT A~DORFFEt G MO BEEH L Y 14H LIAIC
BAsAT 5, 14AUNIZIZ—RAHOEEDHETERWGEEIL. S HIC14H B OER %
AL T L0, BERH N DH28H A 2 T ORI G2 BRLA R WG & I 5 %
Hk L, YBE 2 RERIFEOBR L L,

- WFFEIREE G- BAAGH OIRE A BN K D 5 & O/ IEIL, #0770 55 E R B 35\ TRl
T2, 2d. 1102.4) REEANE) LFEERIC, IFREEERZOFEEITITDORU,

(5 & - 5 751k]

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

E, BHRETIREAITH D7 AU Z B R, 200mg A TIUIESmLEL B 1g/3 A TV
25mLEL EDAFL R AKIZIEME L CTHW D,

- RSO EIL, EDCY AT A L TR SN EOFIEZ100mg DEIFALIN & 35,
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[#eE5A7 Y 2—)]

- % H.l3dayl, day8}2 WNdayl5iZ1TVY, day22(FfR3E 35, 28H 4ill) Z#1=—RA & LT,
M10.1.5) WIZEFER G- OFILERE] OWTANITHEE T 5 E TREZ#RD KT,

R BREOACH AR EIC L VERER U o — LB ) IR A B H TE R WA,
A1 H OFPHN TR HOEELZ R L 525, ZOHATH., REIOMLIEE S
HOZET LTI T 70,

1 a2—X 2a—A

dayl 8 15 22 29 36 43 50 57

e (F v v XE XYZ)

[B5& - A7 2 —/LORERM]
AEGIRIFZE I E L M LR 2E CTh A 7=, ZaMEEHA Lo, L0 —FERICT
VMEFRIIC 22 D X 910, A7 Y 2 — L RO G828 B LR RE LT,

2) a— ARG (daylIZRERET D)

- Ha—ADOBMETH TN B (R ST 12, [R10-1 a2 —ABABEHE] O2T
Zwilz LTWD Z &g L, dayl OWFZER A I G92, 7ok, 1aa—2X X, BRI
WA T — 2 ORIE H 23dayl 4 B (BFFR3EEEG-R1) & D WIEATH ThiuE, oA
T—H kb o TR GRIREICEX 22 &2 LT 5,

- a— AR EIEICE T2 VWA, M — RO GBM A L, BN T 5 A
2 T310-1 o — ABAMAKEUE ] ZWiT- L7z 2 & 2 MR ISR 5.2 Bth§ 5,

- BFIEEE R B BRAG A B L 72551, Ui o — RO G- 2 Blis L7 H Zdayl & LT
o RNT 5,
*2a—AHLEIZRBWT, §l 2 — X ONFFEER Gk B 22 5350 2B 2 T HIFEEK G %
Bt C X 2WIGEIE, G2 IkT 5, (FREORKERGHEAZIBA L LTh
vv b5, Bia—ADOHIIEREKE G B OSE % OF UREH ORFZesE 5130 &3
%o )
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#£10-1 o — ABIRAIEYE (% 2 — 2 Ddayl I HERT )

IHH l1=—AXH 22— R H LK
M i ER %k 3,500/mm*LL E 3,000/mm3LL F
TR Bk 2,000/mm? LA %1 1,500/mm? PL_E3%2
VAN & 100,000/mm3LA | 100,000/mm>LA |
AST 150U/LLL T 150U/LLLF
ALT 150U/L LL'F 150U/L LL'F
wBryirey 2.0mg/dLLL T %3 3.0mg/dLLL T
a2 Grade 1L T Grade 2L °F

1 AP ERER232,000mmeA T R HILS500/mm3El B) Th->Th, AmEREEN
3,500/mm’ LA LA, WHERE () EAOHENIZ LV a— XAz s
T 5,

2 AFHERELAN,500/mmPA (JFHITL000mmPLLl ) ThoThH, HIMmEREAD
3,000/mm* 2L EDOGEIT, MFEEIE () EMOHEWIZ LY a— G E &

}Z)o
X3 PAZEMEBEIREIT R 2 RS 2 2 1T TP JERI R IR W T, 3.0mg/dLEA | &
%)o

c2a— A HLIEIC FRDIAN OB EFERENRAE L T DS, FRET (5FH) EROHk
WKL B4 a— AR GG OE 2 35,

3) T — Ak AL K OVR =1 — A PR AL

- day8. daylSOMFFEIELGE, MFREEE AT XUES B (BFgesEs a0 1o, [13€10-2
a— AfGEEE ] AL TWD 2 AR T D, a— AR EATE T LT
A WFRERE G %2 LT b,

s A= AHREEEICHE SN TV RWEEERORAICL Y | IEEME () ERIDHF
FERRIF DR MR O 7o O FEREEL G R) &l L2356, RS 5417072 <
Tha LT 5,

- PRGN FERMTE e o e (FRMREEORAEICL 2 RES L ET) | ZORE
WTCHEA— ZADMRIERGIIIRIET D, (Yo — RO E/KTLE L, k=
— ZBAMARTH £ TEIa—RA L HRT, )
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#210-2 o — AfkpeEENE (day8. I15IZHERST %)

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
Lei, WEEME () EMOWWNIC LY 2 — kg2 T LT 5,

- day8 X iZdayl 5 DHFFERP 53 Eifi TX 720 TR REFE B WL, Fa—AKT#
(I T310-3 Ra—AHBERE] 22 LEEEe, Wa—ABeE L4535, 2720, A
EHELN [£10-4 HIRE (FLUZ b XUIXYZ) OFEEEE] 1Y LESEAIE. &

D= ZAMNHEE LT IER S0,

#£10-3 K= — A FBHELHE

1) o —ZAPHBEEUE (F£10-1) BNEZESNh T\,

2) Hii = — A OHFERR RIS B 514 HHEL Bl (k3K LTwa, (= —X 0
g5 A 02 AHZROR CHER SR a— Az &35, )

3) a— Ak AETE (3210-2) DIANOFEFHRIC L D FEEKR G 2RI L28GA. R L 7
ST B EFEGNGrade 1BEELL LB L, B G NFIHE SR ET () [ERH
HWF LTV D,

[FFBHRE D o35 — ]

WG ARIE Lo S, ROMREREGIIR =2 —R 2570, [£R10-3 Ra—RAF
BIJLYE ) 272 LTV D 2 & 2T 5,

%1 : day8iX A IEKEYD (Grade 3) D 7= OMFFEEL T, daylSIZ[BITE

l W= — AFBRAAEE (5% 10-3)

] a2—XA 2a—XA

dayl 8 15 36 43 50 57

P11

RS (FLhv & e Xk

v
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B2 : dayl5i3 H ek (Grade 3) D= G-, day22iZ[A]1HE

l W= — AP (3 10-3)

1=z—XA

2 a— A

dayl 8 15

43

50

57

I

o

e (AL Z v X XYZ)

5 3 : day8 KON 15 1L A BRI (Grade 3) ML, day22 (Z[E11E

l W= — AR (R 10-3) &R (K 10-4)

1 a—2A

2 a—2RA

dayl 8 15

43

50

57

v

S

T

e (AL Z e Xk XYZ)

B4 : dayl5, 22T HMERED (Grade 3) #Mkfe. day29iZ[EIFE

v

(£ 10-4)

l Yo — ABPIEHE (2 10-3) Wikt
1=2—X 2 a—2RA
dyl 8 15 22 29 36 43 50 57
T

e (7 by 2 v ik XYZ)

34



BI5 : dayl5, 22, 291X HMEKIEA (Grade 3) #kfE, day36(Z[Hl{E

l Wa—AFRRELUE (% 10-3) & (F 104)

1 a—A 2a—X

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
DHKARD S BB TH, kT — AL ATREARIRY B2 22— LITHE S,

%1 6 : day8 (X A MERHD (Grade 3) THEHF, dayls (Z[EE
day2213 H Bk (Grade 3) THR LT, day29(Z[Fl1E

wa—AFBHEE (% 10-3)

1=2—XA 2 a—XA 3a—2A

dayl 8 15 22 50 57

1 11

WFE3E (7 Ay # v Xd XYZ)

v

B17 : dayl5i13 A IMERIEY (Grade 3) THREG-H9. day22!2[AliE
day36® A MEKIK/) (Grade 3) TG, day43iZ[ali

W= —AFHIEE (& 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) JEHE
[#10-4 #fZEdE (F AV Z B IIXYZ) OERE] 1SRN T28EFEREROL
WFIERIRE KT LT, Ra— ADOMRE L HET 2561, [#R10-5 K (Fav
Z U XIEXYZ) WE G SHE o TIFZEER 2 i L 72 i uid7e 5720,
- WFFEIER R O B &I T DR,
- WFEER ORI, 2B (1R OBEICOX 1ER) £TL9 5,

#1044 HIEE (KL XL XYZ) ORERLYE

HH DR KL E
1 1L BR A 1,000/mm* K5 (Grade 4) 3%
I P EREL 500/mm* i (Grade 4) 2%
FEEME AL P BRI Grade 3-4 D if FERIEA % 14 O e (38.5CLL EDFEENZE A D)
(Febrile neutropenia) DAFEH

Grade 3-4DAFHIERIRD | Grade 3-400 AF BRI A 1 5 BRI  (BHRHY S0 007700 <
29 e (Infection Z8) NFEHL
with G3 or G4

neutrophils)
RN 75" 25,000/mm*7iii  (Grade 4)
/N I 2 4T > 72 Grade 3 0 L/ MR
a7 Grade 324 |
MO REE PRI & DRRBMR DT E TERWAEFERGIZLY | 2

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

s FRUSAOFEFEFRICEL TH, MIEEME () EAT ORI L0 HFFEsEREE 2 T &
T 50, TOERbIEERBEII2BEMETE T 5,

#£10-5 HWFZEHE (F Lo Z e XIXYZ) HiEhiE
I EIES Ay L ~L
—1 -2

1,000mg/m?

800mg/m? 600mg/m?
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5) WFFER S oo ik AL
LUF OFEMEIZREYS LI a . HEREME () EMIEERE 2T 5,

o)

@

© ® ©

@
®
©)

JERBOEALTRD S, HFFREE () ERISHFIEERE 5% 1k 23 20 B %
L7-%5E

et % GBS = Tl L Ch . [8R104 BARE (FLi ¥ v rUEXYZ) o
WEILUE | (SN T DA EFRSM UL ZICRIL L, »OEEE () &
Bl 2SI ZE 4% B 2 v 1k 28 08 L (T L 72 355 A

PR G- Ok S R 2 A EF L0 BB L2556

RERARMFIE DM FERIRFE & L TERINT R & FHP B ITHI L7256
BEkHNH28A A Thla— X HOMFEIEKEZFM TE o Tcha OBk
FHEIHABELTHD Y bT 5, BEkH O4ARK% OR UHE B O3S G130 &
T5, )
2a—ZHLRIZEWT, fia— 2O REREKGANG28AZ B THIRT—
ADIFFEHE G- % MG T E e d o e s (Aia— 2D REEEKGERAZ1H H
LT 5, AT — ADOHIFEHEEEE L B O4EM%OFR U R OG5 ET 5, )
WHERIRE NS DR IEOB LHRN S - 254

WFFExt G OlisfE, #E5kt, 202 EIC L0, MR N NEE L 7o 254

Z oM, BFEET () ERAPFEIEE G5k 2 LT LR IS

k. MRERGATIEESNTZGEO THikfE ] (X, TIoBEB &R 5 FERPHEBLL
HTia<, MR (o) ERI Pz R L7ZH &9 5,

(Ve 2s 3 L ]
AREERHFFEIC N T, 160 (WH7Edk5) RHREMECITLUTOHGEEZ W5,
JEH 2 — AP R ORI G 2 EA 7 V2 — L LB D T L,
I+ == 2N TIRIRDO B & D A Fe e G- o — ki) 70 il
Kk : 2 —=ZARNTIHRROBIIIATOT, ka—2 & LTHRMT S Rzl (4%

T—AHET)

ik AR TOIBRROB T T, HHO ARV O,
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10.3 WFFEIEDOHEEL

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

<HIZEEE (Foavzer) OME>

g O X JFEpR A
WFFEHEA (—ix4) FhyHE
LM RS HUMEH TR E 5 741
. RUF B, QTR

PR ARGy BIFE

vailbiZ WU R (RS A
| A TR DF LB e G &

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

SR7R FEIRIRT

il FH IR 34 (UMK YT VIR R)

it - R

FE/NHIRa A . e, TRERE. RIS BRI, TINARRE ST H
FEFLEE . DS AL FPRIERR (T U 7= DR B . AR S VR T
DM L NE

TEHITR

FRUHE IR T LAY REEBEARZ /L CiiaNIC
ANb, fENT, YLV EENIT AR TF I FF—
Yicko TV vk h, vorduastxr v Fvr—
U (dFACMP) (2725, EbIZ, D%, Y74 n
FUUZY e =Y U (AFACDP & dFACTP) (225 H#k
ENb, EEIIZIIDNA~DFUELEEIT Y # T E i
Tn5,

LarL, Ml oSS EE . AEHEAL, DNA~SD BUA AR
R, S SITIEEERIEMED 27 AN Z T L
Loy VETELEIREV, FLAVEE L OMBEENEIT
JEEIOS FNZIRE S 7, BAFmRAE DML & %o i
WZdHMINIC B % L R ERT, BIEIXDNAG RIS KT
DN ODDONENERSTZFEREL TS E bbb,
dFACTP [ZdCTP & i3 L C. DNAKR U A 7 —EBDIEMHE 5
<HHET 2,

dFACDP XV AR X 7 LA F Rig #4071 i L, DNA
BRICHART XL X7 LAY Rethiig &85, dFICTP
IZDNA [ZHVIAE L, SHITH 9 I, X7 AT IR
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HWVIAEND L DNA BRAME LT 5D, DNA ISHAGAE
72 dFACMP [XMEEICx L TIRPIUEZ RT DT, 2D “&%
727 X7 LAF RiL, dFACTP % DNA EEEEREN LB+ O
WCHEE 2 RE 2 ST D L5 Il b, dFACTP @ DNA
SNDOFGAIL, T AV X ENCEDT AR b= AFEIZH
HThb,

& - A&

/KRt Bk, NESERE, JRIR BROE . S AALTFRIER
(CHATE U7 DR . FERS SUTEEEME D EEME Y L j BT %t L
TIE, W, AT A2 e & LT[ 1000mg/m? &
30 3 CORIEEE L, W 1 R A 3 R L, 4 H
IS5, ZnE 1l a—RE LTHEREE#RY RS,
k. BHEITEFORBICL EEHET S,

TR A O A

+200mg /A 7 /UL SmL LA b 1g 23 A T /LiE 25mL VA B
AR L TS 2 &,

VAR ISR 595 Z & IR A IBEICRAT T D
CAEERDMTHIT 22 LR B D0, RIFTHHATHLEIR
(15~30C) THRAFL. 24 FERILINICHER 5 2 &, iR
L7 BRIRIIER LenZ &,

&
gl

1) @EEE RS o b 5 B

2) MOERELAL X BREE T D 2T D ERRIER O & 5 WE
PERT & ST IHRRMERE D &> 2 B

3) WS~ O BRI IE 2 i T LTV 2 B

4) HIEEYYEEAOFL T D EE

5) ARANORIT L, BEEREBUEDOBERED & 5 BE

6) IEIF SUTIENR LTV B ATREME D B B I A

R EorE

BB VB VNS 28 SUBAHRHEE O BEEIE SO 3 & OHE, AT
PR, 7L 3 — URIFIE OB ST A OF, BRE, milg,
DFFEZEOBED & 2 BHIITEEICKR ST 5,

FAEAIEM

[OF A =]
I 0 S ST R PR

(DFMEE]

1) RO RS

2) MLOFTEMREEA] (7 LR ALH], BT P
B, TAGIaA N

THISNLAEFR

LIF o TERZENWEM] T2OMmoRIER ] & REROEHR
L<iFzodkf (BEREDOL E2ET)

HR 72 EIE A

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

4 TF747%T— (02%)
5) Dz (0.2%)

6) 9 ol E (BEEAR)
7) iKHE (BEEEAET)

8) SE U (BHEEARH)

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

11) W PER TR AR (0.2%)

12) e JEkEs (B AE)
13) IFieErE S (BEARE) | #E (BEEAH)
14) FERGIE  (BEEEASHA)
Z Do EIVEH
afemsm | O 1~ 10%%i 1%k
TEER A AR, fE RS- MR, B,
G/ SN k1 PN )¢
i, FEAEME B,
DEXEE (ST L5
&S WEL IR 8 kg Y | PIE (it ERERIZIE)
A MG, AKERFE L, B | AEBEEE, WS, WK
ik B8l
R Bk WEAKT, EME | BUN LA, &EAR, | 2R
By, TATIVK | R, LTI =v
T 5
Hib 2R BACRIR, B - g | R, R, DK, | BAK
B TR AR
Fr ik AST(GOT) EH ALT | vV v E v EH A/G
(GPT) EH-.LDH Lk | lHI&EF. v -GTP E
5. Al-P b5 . vrbEl VR
FEHAR R R SR, D FEV, AR, | IR, LU
R
TS ERAL SRS (FRR
K. IR, FLEE)
i 78 i AAH P I8 I A P
Z DA PETIRE, FEN, A 7 | RERED . REEGYE, | IREH ., IRAE, )

L PRRIER (18
SRR, EE i, g
Ty B REF) | Wi

IR 2. BAEIR .
A ORREREE, A
I, #5828k, 7 E  CRP
A REE, K

E, BRI R
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YY) a2 — L s

A AETY | RERASR

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

D RS RBEISOFHENTH 5,

<HWFFEEK (XYZ) OREEE>

BT ADBFERA S

rges (—ix4) XYZ

B S| A HLYE BTN IS Al
BUF - BIFE, AT EIR M

AR ANy« BIFE

PallbiZ TSR

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

Hrih FRIRAT

il T HIRR 3 MEL DT VT ERR)

Zhie - Bk BE. WO, NP, R, Mo, FL
XYZ OHHETUEE A 13X, DNA & aifEi2 313 5 CDP
re-ductase L'~/l- & DNA polymerase L ~</L CORLEIZ K
HEEZLNTWD, FlTTIX, A7 DNA A RRE DR T

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

L - f& EL, 1S %23EER L, 4 BB IXMREST S, vz
12— LTHEGEZ#VIRT,
¥, HHEITEE OF K OYERIC X #EE T 5,

e XYZ 2R3 % B I BmBUE OB D & 2 A

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

FHAAEH 1) MOFUESA, ST F RS

2) HFIGFREE (rduew o, w4 h~A 2 C,
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B R AR LE )
3) ZATRYv
4) TAXT L
AT TERZEWER] [ZoogIfER ] & REBEROER
THISh D HEES o i ~
L<IxZFokfE BRBREDOLL E2ETr)
1) BERERSEEIHIC M O ks (L ek (BEEERER) |
M I BRI (12.9%) | /RIS (4.0%) . & (1.8%) |
IR MERN ) (BEEARR) | BEARZFEREE a0 R B (M4
FEARBH) &%)
2) Yavwr (BEELRE)
WY f A e (Y [ AL Ly R A =
B 3) iﬁ/flﬁf Bﬁi ((ﬁ'flﬁ“a(ﬁ%\ I, AP BRI PG 2% 55 D
HLEREE (Wb HEERA) )
4) ZVEREAREEERE, RVEVERAR (W3 S8 RER)
5) 2PEODEE, LoD RETE (Wb BEEARH)
6) HHXMRCRIEE (IMIE (HEMEZSTe) | B, &,
ISR, BERPEE (BN A ETe) E o KRR
FEd (BAEEARHT) )
ZF DM OEIER
BIVE A 4E 10~20%A: 75 5~10%K1 5% A5 el N A
TEER o S BLE. B MA
B
IRk 2 L -UEM, AR | I8 - T H N 284
AR
B BRE. TS
Hib2s T R
HTfige R RE B
A R Jig e PN v N
DA HEIR . BE
JRIA L B BE 2% | o
TR 5 0D 1o Fife ) 3%
d FE I FENE S, At
R 2%
TES BT
il s
Z DA,
REGRBFZEIS 1T D W58
T ORRZIERFICHE L D,
D AT H e
KB IARMEIE O Xt S X AR B RT3 O W E 2 3 5 B
(R A7 SRR L A
ThH., HHELRREICORHBENTH S,
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104 A - Bl
104.1 AT a—L L% BEEH
REGEBFZEIZ BT 2, BIERLOBRBEEHDOA X Y a—/WILLFTO LR L35,

(i - Bl - REXOKREA TV 2 —)1]

R gy &K a—2
N E] BRI

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

22 DM E ©%*2 [

JEI~ — T — © [

e PR A © ©*3 ©*3 ©*3 ©*4
NP © o

b5 B XGRR 7 & © [

SRR © ©*3 @ 0% O
{RE, AR, ME, PS A O

QOL (EQ-5D) ©%s
© : WA

O B LBARE, EMICEMT D, 272U, AItR2EM A TR L T 5,

O OBIEE - BEIC K o TRENRBINDGEICET D

A {KHE, PS [IWMHLT D,

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

(ZEHT D,

X2 MIERTREINA 2 A T DA RE T BV TIE, BERETR28 HUNICE T 2,

X3 WFFEERGETE XIS A (WFEER G I2FEMT 5, % — AR TR EIC XY pFgEEE
BHGAT Y 2= VTP AE LA TH, MHEERGATAE X34 B (WFEEEER 581 12
Fhid 2,

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

XS5 TR OENRD O D ETIINAL T 5, KRG P Ik EITHEEEL b T
HEZR IR Y FEhi 4 2, WFE3EE G- BRAA AT B kiR ~ b JE 3 #% 5-BRAAAT, AFZE3Es G- IR v
A2 AFZEEER G4 T (k) RRifc T (k) 2B LI (BRI O BRAART) |
TEA TR AL 1R A2 1 v A OFPH CRE T 2.

* WFFEHEF G PR, BRARE. PS. ROBIO A&, QOLA fIREZRR Y AT 2,

QOLIZHFENI R RA I IT D FE P IR b, BB E (17— A H DDayl) &ML L
6%, 121, 240, DIRR24RMICIRET 5, 7272 L, ST IINAEE LR
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1042 AREERFZICBWCRET A, #Bl52, #HEHEH
mAm,ﬁﬁm®&§\ﬁ%\ﬁ§@E
1) E&kET 14 B LN
- M EEARA (AMmEREL R ERE. ~Tr u 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, WO RE ORERITIS U T, WIZEEIE (50F8) ERTOHEEHITHE il B R
&, BlEE T 5,
2) HEkAT28 H (43) LN
- DX
- Ml X-P 7 &
3) BT
- R ELAR A 2 T
- REDOHIE (CT, MRI, X-P 72 & OBMGREA, HIETREINE 2 A3 D e RE
B Sk 28 B LAN)
4) XREkIE
- MERI, EFEH B
- R, KE
- PS
- JEECIBRIE O M, O
- TREER2 I, I E O ST
- CRP
AL & K& E (RECIST A R A BT HEERIIRZE « FEEERIRZ)
- TR O 2 W 7 1k & s B

10.4.2.2 WK G T OmA, B, HEEE

FgEEE e G-I I, LT OEE 2k, B, HET 5,

- MR A (BmERE. ek, ~E7 e v g /M)

- MG AEAFE (7 LT F=, ®EU/LEL, AST. ALT. LDH)
- WFEEAE (OrfH) EERNDSA EHES &I L 72 BRI Al

- i~ —7— (CA19-9, CEA)
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- HBV-DNA & &
CBERLIAT D HBs SUIAR A GPED G . WHERRG-RRMM A5 4 I 2 HRA)

- DER (oBER SICE o TRENEDNLSES)
- JER X-P 72 X
CERRELUNAOGEFROGELOEONE (FHL. DK, K5, B, g,

I, BRI, TOMOAERESR)
s WFZERH R E OIERITIS U T, OB RRE - #B152
CRAEORIE (CT. MRI, X-P 72 & O HA)
+ QOL (EQ-5D) #if:
SRR (FEREO®R G R, K58, B - BE - IRE - a— 2o A L #H)
- JEGAEN R (W R W TE, EGEE. REhR. RERAEIR)

10.4.2.3  AFZEE G IR OB, B1%, HAEEH
WFIESER G- IR REIX, DUF O H 2, Ble, a1 2, Zds. PURRECAT O A,
B, FEHEBIZOWTE, 261 ML EHOPILIENE] OEY | R TEET D
VX7 < MFRERIGHE OB BEZMEGRD 5 2 Eiid %,
- MEFAIRE (HfmERE, FhEkE, ~E7a e &, m/E)
C MEAAEERRE (7 LT F =2 BE UL E L. AST. ALT)
- BEER
WFFESER G-Hp  1E, AFFEE & ORI REBROA IS DL O3, FREREEE L H O
2 WL E OB, AT D, AFEFRLRBMEE L TV D HF5ERE 1L, ISR
HHo 3 8BRS TREZR IR W A EHFELNEE T 5 £ TEBMILE, RET 5,
AEFRZO S LKL OREBERAH S TRWEA 13, FFRERRKES 2 B HLL
R HHBL L7255 A CTH ATREZR IRV 8155, SRET 5, 272 L. REAOEMLAIHE
DEALT: SN2 XV FER BBV L TV D56, BERECHRIGR OB 72 & CBIE N E
HE2AGAIE. ZOMRY TR,
< REORE
RIRAREAN & U CHEEMSHAE IR 281225 2729, RECIST HA 74 VIC XK DJE
Bt /NN FE DX E ) b BT, B TOMFERIGRE Tk L CHEATHESE O
B (R AEOHBAEETe) MNHESND ETERBRELZITI,
- QOL (EQ-5D) & (Flae2%ma)

- PS
- 1 AR O A
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10.4.2.4 SEEMIF TP OMRA, Bl HAHH

BERR T, UTOEE 28, &S5, bk, ETHE ORI T 2 BB
%, BEND 28 LT 5,

* HiR)

- RIBROAHE L NE

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

[RECISTH A KT A 2 & % P& fTRERZ ]
RECIST (Response Evaluation Criteria in Solid Tumors) # A K7 A IZHEVy, LLFOWT L
WTHEET HFAE L THERREIRZE ] L35, 7ok, BIFEREGUIEEME () EAD
HIEFRETH D & HIWr L7 aid. MIEWRERA & LT 9,
@ CT (NYBACTEEL) XIIMRIT, AT A ARD2UEFLL EOERE S OIFE
(il : 274 ZAES5Smm DGEITEARI0mmEL EORZE) 7272 L, EE10mmATH O
IINRZEIZ, AT A AJRIZED B FTHIEATRERZ &1L LRV,
@ M EAX-PICHV T, e RE20mmEL B E A CHEN TV DIRE (HiEh
RMGREICHE L TV
@ EHAEG LIAATE 7 —H BN TE 2R ARE20mmEL EORIEMRZE (KEEHE
®E) .

10.5  OFHTR R ODF R A
OF R IR OBFRIREEIC DWW CE, ROBY BUET 2, 723, R TEEEOLH KT
OFRPRIE OIS, PRBUEISOFPHNTH D Z & 280 5 2 TEMT 2,

10.5.1 OFHZRIESE . OF HER IR L

ek G X, DL R O3A . FEOIFH A 2E1ET 5,

1) WK OGUENEREL A < AbPE, RVE R, Rk, BUREE
2)  DUEMEREERIE - BRI IRBVRIE, FiTRER &

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

10.5.2  DFAIMHIBRIE, OF IR E
) 7t ol (o7 hen, F/EREN, T IRELRY)
LFIRIERC AT v A REHIZE D | 27 B AFR D 1 /L A A& % CESEN 72 &
JEFF RS FAET D Z LMoL T 5,
BERCIRTO HBV A2 & 0 HBs HURBSGME & HIB L TW 556, iFgEE (KA s
EURIE T XYZ FRiE) #5546 1R L. BRSO PRI G L IF7E3E G4
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134 [ Z &I HBV-DNA E& & Efid 5, WFEERG& THGJFERIE LT 12 204
L EfkRE T %,
2) BHuEA
FEENE L BRI 2SRRI DTG E K OV OO EYSRE IS5 LT, EIRICIS U
HEA L, JEROBEEETHT 5,
3) G-CSF (A KA 85
BRI 22 ESER D b GE . IRIREIGN TEENCER L. e SE oz 4
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