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?W%z : i;ﬁﬁw REBHER SR ENERR
i SERERY LY 2 E U ERE
UE NIy IE I
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W I IE Jra55:58200mg SUN,
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W IIE a8 19'SUN,
Gemcitabine i V.infusion 200mg - 1g 'SUN,
TLYRE Y TLYBE Y
SRS EA200mg [SUN]| SiEssEM1g [SUN]
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. 3. 1 - b

1.1 AHOBE ., BABCHIRETE 2EHEMSICH — R ——— R ———
W, DALSERCHS RESE - BREROEROS W | 7O s RRHREN e
ET. FEDHEHEY EHWE N BERICOVTOH DT VT
ibﬁ?é: to if:s 7ﬁ9§ﬁ§ﬁ£:5fﬁ'5\ ;ﬁ%i(i%@ ﬁ’j]bk/\ /}—’A:/yhyjjﬁ%\ijﬂzzsmg 71%:/5737115'1@2%?1 1140mg
KEICEDIERVERMEZT9EBEL. AEEZETHS MBI N ny s vyl T|(FayrerelT
BETBHE, 200mg) 1000mg)

1.2 81 E%E% 30 0B EBEEFEEICKYITOZE, 4HE D-~>= k=) 200mg D-~>=}—J 1000mg
DEEFRZERICHEVT, A2EEEHZ WV 1 BOSESE A gf)?fj MU L R Pfgg%g MU b IR A
?ﬁ?ibwfﬁit\@ﬁm#%ﬁbt%ﬁﬁ%éh oH i1 oH

W5,

1.3 222, [9.8¥3FNEEL+ETIREICHETIEE] 3.2 HADHRK
NIEZB L CEREEMERICHIEETSEI &, Wi, Y F Y Y I P NT A 1 ol

1.4 BELBENFIOH2RECEBELEV &, B8 200mg [SUNJ lg [SUNJ
MENZHERFIERFTH V., BRPEERIFHMZFED, B [ERN OB OB IR (SRS 5]
BT DM &5, BRHIHICERELEZEEZ5N o 27330
BRTHIHFHE SN TS, [2.1. 2.4, 11.1.1 BE] — o -

1.5 BIZREAs X SEE THS HT. HPOBRERDS 3 M BB #3 ERRERICHT A1) B

BRI EEEDOH 2BEICIIRELEVN &,
EEMHRICEBEALAEEIOShBRETHAIRESIT
W3, [2.2. 11.1.2 BE]

.6 HSHGIERIER % BiF T 2 I AOHEREEE DR
BEEGERIEEET B 2 &, AEDERHARICEVT, KA &
BIERADIRBHMSHEEEEDHAICKY., EELAE
%, MBAPREL, FCICE->HIPHEIh TV,
[2.3. 10.1 SH8]

T BRECERLUTIIEBRERE T ICBHEL., ERICERK
BE (MRFHRE. FEERE. BHERES) 7.
T/, THNICHE X BRES 1TV, BE»REDH5N
EBEICITETNAREEZITOEEHIC. BREBEDTR
ICDOWTIEEICHKRE TS &, [8.2. 9.2, 9.3.1 .
11.1.9, 11.1.10. 11.1.12 SE&]

—_

—_

(RHERE)

LTwh

2. B2 (ROBEICIIBELLEW &)
2.1 BIEREHIH 05 5 BE (SRR BE L, By

BERBIENDHB] 1.4, 2.4, 11.1.1 BH)]

2 WER AL X S E T STy o BRIER D H 5 [
RN 96 XA D b 5 % DERASE L, oy
BERBIENDHBH][1.5, 11.1.2 BH]

2.3 IR~ OB e & AT LT b BE 1.6, 10.1
S

2.4 EREBYIEZ A LTV 5 EE EYUESHIE L, 3
WERDIEDNDH D] (1.4, 2.1, 11.1.1 BIHE]

2.5 RFENOR I LB 2 @ BuE OO H 5 BE

2.6 MR IR LTV A REE D & B (9.5 S ]

3HESL L

5Tk,

W

Tb\&b\O

(B AR FEERIEE L -0 EE)
5.3 AFORG-247 9 ek, BB £ &R AT
ROEFIZN G E L. AERANT 2 RZE2ZE L TA
LSS > a8 2 AH L TRET L7z BT Ao bz Bia S

6. AERUVHE
(. RREE. R LERE. PALCFERRICEEL 2ME
. BEXHEHEOEMS) > NE)
HHE, A AT 7€y L LT 1R 1000mg/m? & 30 4
M THGEERE Ly 1 W52 3EMHE L. 4 8 H I3RS

W17 A% ey 200mg MM /5mL A B AR 7 A
T H YV 1g MY E/25mL AP AR

4. REEIIZHR
OFE/I B fiti 72
OB
OmE&EsRE
ORE ERE
OF M eeNX S BFEILE
ONALEEZRICEEL /-0 5E
OBRXIHAMOEM > /&
5. MEERIHRICEET 238

5.1 KRFNOM A LA 12 BV B ARV K OV 4 3 HfE 7.

(REE ERE. FMARERISERILE
5.2 RFIOMTHT - W BRI LRGN BT 2 ARk fr O 4k

Th, Iz la—AL LTHRGZHRYET. 2B, BHD

REEIZ X

D EHIRET 5o

GE/NRafHzE)
HEE. RAIEA LAY Y e LT 1 H 1000mg/m? % 30 45
TR Uy o 1 3% 3 M L, 4 08 B kg
Th, INETI—ALLTHEGERYEST, YRATTF



LT AEAIR. Ay E LT E 1250me/m? &
30 43 CREEHE L, B 1 5% 2 Bl L. 3
KRR 13— TH2LLTED, BB, BEOREICL
D BERET 5.
(FMARER IS BRIE

WL AT A8 LT M 1250mg/m? % 30 45
DT CRETEE Ly E 1 mdgS % 2 8 L. 38 H kg
Th, CNE1I—RELTHEGEZHYET, B, BED
RIS L Y BEEWET 5,

7. BEARUVHEICEET X8

(PREB L R 72)

7.1 T17 WGRHEGHE | OO WNEZ +o3 2B L7z b T b7 ik
ZEIRT B Lo [17.1.5 ZHH]

(FMABEX IS BHRILE)

7.2 AH LT 2 MMOBUEMMLAE [17. FRREA DR
DONEZRAL. AR OHIER a2+ B L7z
b BT B2k, [17.1.6. 17.1.7 ZH]

8. EELRERNEE

(hEE@)

8.1 JEEOW S bk, HREDO MBI, HEOETIED
SNA IR 2k L, ModEt) 2 idmsek o 22
LTk,

8.2 RN, RIEMEMASORERELEEHNIRI S 22D
D, EEICHGNERBE-EDLZENHLDT, FG5ITH
L TR Z T o Bigg L, BN R (IiEs2n
WAE, FHRREMAE. ERREMAES) 2. F 7o SHIICHER
X A% ) 2k, [1.7. 8.2.1, 8.2.2, 8.3, 9.1.1,
9.1.2, 9.2, 9.3.1, 11.1.1, 11.1.2, 11.1.9. 11.1.10.
11.1.12 BHH]

8.2.1 BEEEH
KN DG 72 TiE, BEIMERE R I MU D2 812+
SREE L. #5240 o mEREDY 2000/ 1 L A AL /MK
BA7 i/ ul RiThE, R mEY 5 F TS %
W52k, T2 AIHEHRICE D, BRIFESET LY
LEETIE, BTGB D EDLNLZENHENT, 2
NS OBE TG EZWEERE L, BRI
T5Z & A% N3 EMEE G LEa, FIERER
O UF R EREL O S AR I3 P G- B G P95 2~3 AR %ICH H b
N, RIRMERHEA S 58 1 EMTH#ES 5, [8.2. 8.3,
9.1.1, 11.1.1 ]

8.2.2 MEMMREDHEM
KA DL G B 72> T BRIER (FEUIREE, B OS82k
HEOFM) FHaICEE L. @K X BREE 1T 2
Lo F/o0 MEZRUCTHER CT MAs, B IR &% 3% 45
(PaO2). MilaSBYIRINLES % 5 2 (A-aDO2) . MiykiE
(DLco) % LM% 2 &, [8.2, 9.1.2, 11.1.2 HIH]

8.3 BYYE DRI I BB I HEETH T &, [8.2, 8.2.1,
9.1.1. 11.1.1 =m]

8.4 AFGHHMIRAEDENDL I ERHLDT, DL
IERD L 2 2 LR SN S T HEHEOEIRS
BAITbBWEIIEETLI L,

(¥R, B> NE

8.5 BAMESCHL ( [EH LEOLEMEO B OARKEE - HIS/ R
HEH NMPEANOBUIR LR EE I LYY E U
Wi (OREER) |, [EEHE BT E v RAKGESE - HISsh3E
M &HE AMHENOZATIRLI ST s AT S E Y
YRt (FE%6 - BEGMREMY Vo5f) | &) 28T n 2k,

9. HIENERZHIHBEICAYT IR

9.1 AHHE - MEEEDH 5 BH

9.1.1 BHMEIOH 28E (FEEKRJ)

8.2, 8.2.1, 8.3, 11.1.1 BM]

9.1.2 BEIEMN R ISHIFHEEDBEERED & 3 B
BEEM A SORELMBEE LRI T I E0H %, [8.2,
8.2.2, 11.1.2 ]

9.1.3 DEEEDOBREFENH 2 8E
DAHENRALND Z LD 5, [11.1.4 BIH]

9.2 BipelEEERE
BWEH 23 5 bR T b2 ehd b, [1.7. 8.2 BH]

9.3 fTieEE=ERE

9.3.1 iFEE (Ffexfs. T, FHEZLE). 7L —IVKTFED
BEER I EHDOH 2EE
OB ZFI &SR T 2D A, [1.7, 8.2, 11.1.12
2]

9.4 &5EREEE T B E

9.4.1 AW BE R AEROBE IR G T 2 LEND HHA 134
THEIH T 2 HBRLET LI, DWER (7 A, vH
) BT, AdEmtE CERMERY. BBRE. MREA,
JHENZRE H 5 WITAEBRRBE I 5 BB SHEshT
W5,

9.4.2 )X— N F =R B REED B B BEICIE. AFHEY
W R OVARFN P 50T e — e W RNl ) 20 e %2 479 & O /g
T5Z L, [15.2 BH]

9.4.3 TR BE 2 M IE. AFI b J OAHN P 53T 15—
ELIENLE Y 2 WA 1T X fRET 52 &, [9.5 ]

9.5 1Fi3
IR O R L T B R0 & 5 L HICIZZ S L vz
Lo BWER (v AL U TSN KO IEEE
TERAHE SN TWD, [2.6. 9.4.3 BH]

9.6 BIF
BAEZMIFSIELZ L, BWER (5 ) THITHF~NOE
T HME STV 5,

9.7 INRZ
INBEE R R E U2 BRRRERIZ IR L T v,

9.8 SiE
BRI E ORI ORBIEE L, HEICHST52 L,
EHERE ISR S O B FUR RV T L TV B 2 &% i o,
IR DS H e 2 BZ N D %,

10. HE{EA
10.1 BtAEE BHALAWVWC &)
HeH 45 BEIRAEIR - S8 7 8 W - fab T

i B B A B AV o B R R C A | FEE R T ARAN LR
[1.6. 2.3 M]] (1000mg/m?/ H % 38 1 | K470 1B R R 5 o
WURCHIRAT AT 1282 5) | R AR 2 R L, ARANCS
&R~ OGRS | & 2 &S PR
M B2Gy/ HEHES | ROLNTWD,

)% 6 s L CoFH
L72¥ae, EELE
g, Ml JAFEBLL
LIS R - 72 B s
ENTWD,
WEEH LG aoR
71l o 7 38 i o AT S
nNTwiwoT, Hiht
TR R = WY %
B~ o He )ik &
?I‘_ﬁlﬂ#ﬁ?ﬁ%m&n‘é z

10.2 HREE BRAICEETS L)

WH % FRIRAEIR « F51E 5 12 B - fabrpE T
JE R i G NSRS R TR (AR MR | S0 BB C AR I 2
U & WK BEH 3 2 5 | ARAEI IS U R B ST 0
G, EEELLRAO | R EME L. RHFNI
GOHENFBT 5 2 L | X ARG R
Bdbo B, MK | BROLNTVD,
S HRIE G & DR L 72 B
D ARFHN D %A LA
ENTVRV,
Az DTN 355 1) FREPIRI SR S NS | WAL D E R A A
7V ¥ VALH] DD 5 LTWwh,
G LA
oW
TNAhaA N
1. BIfEA

ROBWEHED S S5 b D 2 DD DO T BES 51247
V, BEED SN I E RS 2k A e ) 2 AL
BEITH &,
1.1 EXLEIEA
11.1.1 E8EI0H

HILERR A (72.6%. 7275 L. 2000/ uL il o %A1
17.5%) IR (69.2%., 7275 L. 1000/ u L i O
AL 32.1%) M/MRIEA (41.4%. 72720, 577/ uL Fii
DWW 4.2%), Flil [NEZBE VA (66.5%, 7277 L.
8.0g/dL KiMi DIWAF 13.1%) . RILERHRD (52.6%)] LA



HOLNDLI N DD, B, WELEAMBKERAIER L2
LEZONAMIMEIL X BT HME SN TS, [1.4,
2.1, 2.4, 8.2, 8.2.1, 8.3, 9.1.1 ZH]
11.1.2 HEMME (1.0%)
WIRLERG 9 DIERE 2 B VX B E S B b 22 A2, T
HIZARKNC X BiREE L L. A7 04 FiRESEO @) 20
Bx2fr) 2k MEMWMRIGER L2 EE 2 5N B LTH)
WEENTWD, [1.5, 2.2, 8.2, 8.2.2, 9.1.2 BH]
M3 7F7147%>— (0.2%)
PR R, MEASTN, BB EOEIRTH S5 bNb 2 0D b,
11.1.4 DHEE (0.2%)
[9.1.3 =]
11.1.5 5 > OARE CHEARH)
11.1.6 Bh7KEE CHEEAB])
11.1.7 SEZEE GHELRH)
11.1.8 RAFFR{GEGERSE (ARDS) (HEAH)
11.1.9 BR2 (HEARH)
[1.7. 8.2, 11.1.10 1]
11.1.10 B RSIEERE (0.2%)
M/ A, ey ve vy kR, 7L 7F=> EH, BUN L
H.LDH LA %2185 2 ~E 70 ¥ Vb %o i
PN O JREASTRD S N a 12, 52 PIEd 5
Z b, BAREEIHE IR Lo TORTHWTH Y, BT
WL EERLIEH D, [1.7, 8.2, 11.1.9 BE]
1A REEE (FEAH)
EERZEEE GLEE. KE, RS BdbobhbZ et
Hbo
11.1.12 FFRERES. |E (BUEAH)
AST. ALT. Al-P ® bREoFEE 2 IFRREEREE, WEH
LbNBIENRH B, [1.7, 8.2, 9.3.1 BH]
11.1.13 BERE (TEMEEEREEEEZSD) HEAR
)
FIILE ., S8, T, RN, ERREESOEIRATD 5
NS 2k L, B RREZITY 2 &,
1.2 ZOtDEIER

10%Lh 1~10% A i 1% A i BHEEAH
SR ILE | MR, 5k
k5 i BYE,
I Y
TEBE & I, FEVETE
S, O
R ST
5
WP PR e, 5 | PIE( Bili 3 2
I e WE O A | BRI M)A %

MV, | RE i,
[ IR RPN ERIE B

10%Eh L | 1~10%Ai 196 BB

W o7 i FE | RERA, R | IR, 7R 4 7 LT
B, MmN B BERRTE, BFER | AKT, HS y*f#%#i#k

e o AN RN 3 N TR
HiAES . | )R, B | E. i
%, BRI | IR Jii. . W
DL R . FEIE S
Z ol [T Je288). R
JRIE2) | R, W4y a—
CRP L5 1k VB
ERN N
FEED . ETC
DA
Pk

A1) FERORRRER 11 Blc B 2 58BUHEETH 5.

2 EWNICBTBEARAE 7)) 7240 &Pt S ORRREBRICB
WL 30% L LOBETRD 5N TS,

1 3) EN OARF WAL O BRI B W TRRD S NZRIMER 0 %31
PR 2 IR L 720

14. BHEDXE

14.1 EFFARBEOXE

14.1.1 A# @ 200mg /54 7V 1i& 5mL BL E, 1g 84 7 vid
25mL DL E oo B AR IAR L TV D 2 &,

14.1.2 HRHRITERLPITIRG T 5 2 Lo I & R PRAT
T 5 EEEIMIBTEIENHALDT, AT AHLETHE
i (15~30T) TIRAEL. 24 BRI LINICHEE S 5 2 b o R
L7 R L 2wz &,

14.1.3 B LA XEBICHITATE S
L. KIS L72BA BB B IS ROFKT X < BEviis
&,

15. ZDMOEE

15.2 FEERAREERICE D EH
ZEREWHABD ) B, o2 7+ —<Milae iz in
vitro AR T ZERE SRR L O & R & v 72 /MVBEBRIC B
W WERS RO SN T WS, [9.4.2 B

16. EYENEE
16.1 MeEE
16.1.1 BEEHBE
BEsiE R 11 B2 A 3 & ¥ o HREEEE 1 18] 1000mg/m? % 30
ST T EE L. Btk < 57 (HPLC)
PUCTREER (KLY Y) OmAEdEE» e Lz,
#1a— ADH 1 %5 HIE S N REEDO YT RE < S5
A—% (22 v8— M A Y MEFVEYBIREMATIC X O HH)
ZUTITR LD,

NG A—% RREES LS ITp

WEMET . | BUN L5, | ZR
ik WERERE, | EHR. M
TNVT I VIR ZLTF

s

iy A=
fOROTR, B | TR, R, | %
WiE | L-E | DA R
TR
AST LS. |E ey
ALT B, | EFLA/GIE
BB LDH b5 6 T o-
AP LS [GTP LS
Te) R
S, 0 % | eI LOT
FHER e
B RAED
55 W2, % | s
g 3 ’
4 1 {7
HEA L I IR % 95
i, $TH)
o &t et

#2775~ A (CL) 85.6+17.8 (L/hr/m?)

b 2 7im b A b O AT 8.80+7.49 (L/m?)

(V)
ﬁi*;’:! Y8— kX ¥ b SR 6.95+2.26 (L/m2)

A=AV NG ) T T

> 2 (Q) 22.3+11.1 (L/hr/m?)

a HOWIERH (t2q) 3.1+2.0 (min)

B MDOW IR (ti/2p) 18.9%4.0 (min)

I AP EE (Comax) 21865+4165 (ng/mL)

e R TR (AUCo-o) 12100+ 2227 (ng * hr/mL)

16.1.2 Population Pharmacokinetics f#&#f
/ISR L I 9 B 45 B S A Y 7 ¥ o HRERYE 1 Ial 800~
1250mg/m2# D %, 30 4RI T AEERE Ly REALH L OF
ZFOT T YV 2-FEFv-22-YIvtur )Y
v:dFdU) ol HPLC 3:C X VillEL, X o v ¥
Y VIR OSBRI AIERITE R (M - ElR E) ©
W2 % population pharmacokinetics T & D & L 72,
ZORERE SN REROIEYEE/ T X — 5 2 DT IR
T
H1) rAaY s UEBEOIE NI BT 5 KR S
72 1 A = 1% 1000mg/m?2 THh %,



RGX—% T4 F P34 il > 3 5 filf

42 75> A (CL) 187L/hr
FUla 28—k X ¥ b OGA R 17.1L
(V1) ]
PR INPAT NN NP TE oY i 26.8L
(Vz2) ]
a ‘//\E»—)} A MNEGA )T T
2 (Q

97 .5L/hr
(T1%)
s 33.2L/hr
HISER (t2)
(U31%) 15~27min
(k) 36~44min

MAE7 ) 7T ¥ ZIIEFITRE Do 7. REKDIE I T
BHEBEL D D RBETE o725 Wi d 1IN L #E
RPN THYBLMOEIFRMICAETIERVWEEZEZ bR
72070, 723, 1000mg/m? 5 o I v i I BT TR
(AUCo-») ZIM%EZ V75 >~ A2 (CL) » 5. 5347.6ng -
hr/mL - m? L &EH I N5,

16.3 97
In vitro\2 B} % & MR & AR AT 10%TH - 729,

16.5 et
WAECER L 22 BRI B W, AT R 5 FlicuC-
Y H Y UK 1000me/m? % SiEEE L2 5%IIC.7 B
PRI L 720R - R 5 92~98% D G s S 7z &
DL %LU EARICIHNENIZDT, KAy otk
PRI IE IR & S 7ze IR P 1 E AR ZEALR O i
P& I IR OBEEEOANZE L WS 2 L),
FOFELREWIET S YNk EE R ST, RIPRE LR E
FHGED 10%KITH o729 GHEATFT— %),

16.7 EHHEEIER

16.7.1 IBEEEICH T BN 7 U 2% L EDBA
WAECER L 22K REIC BV, ERSAEES IS LAY
Y U E N ) ¥ X VARG (1661) (3% 1
a—2¢ LT 1 HEIZT A v % ¥ U HERIE 1250mg/m? KO
N7 ) F XLV 17mg/m2 2G5 L. SHAIC YAV FE Y
WERYE 1250mg/m? ##%5-) L7zo 74 ¥ % ¥ VR LS
7V FeVEHHES L1 HEEOTY LAY % E U IERE
ARG L7288 HHICBIF A7 A Y ¥ ¥ U EBEORZEL
RDOIWERE ST X — & ZDTFIRT? WEATF—%),

NG A—% PER¥x S (1 HH) Hoplde b 8 HH)
I LA PR 33500+ 18700 30300 = 10200
(Crmax) E2 (ng/mL) (ng/mL)
ILAE P i B R B TR 19100 9300 16900 = 4670
(AUCop-w) #2) (ng * hr/mL) (ng * hr/mL)
Mgz ) 75> 76.4+27.3 78.7+19.9
(CL) (L/hr/m?) (L/hr/m?)
SERIREEIC B 4304 17.4+9.44 15.9+10.1
paui (L/m?) (L/m?)
(VSS)
IR (t2) 0.276+0.0531 0.318=0.103
(hr) (hr)
T + P
7 2) HeG % 1250mg/m? (2 FHEAL L 724l
17. ERERRRIE
17.1 B3 RORLMICEAY 255k
GERRaRGRE)

17.1.1 ER%EAE THEHER 5k A RUEHE B)
AT E U IREIE N 502 X B IR NI Dbk
BIREBBIN S 2 I 5 T AR 2 3Bk GRER A RU'B)
(2B B WS B T OZNE R OB SN b T ToOHRY
I TOEBY THo7z,

.- - LS WBED FCof
BN TEAE B (Z2Rh - %) Hal ¥
i (FPH)
A 7 <2é?0> 30 (1~9 )
B 67 (2(1)‘_‘9> AT (2~8 )
- 33 _
it 140 o6

D oME. [$5-Fiht 50%L Lo ERGH NI HE | ORER

DIRTICAb S 2 20 72 2 & 0 & A I/ I REEI BT 5
B OWTIZHoER SN TEB S TS THRABRTO
16 BlOBEHZ BV TIE, BRIFIIFED b o 7z,
RKEA RO BIZBWTED SNEEHIZIUTOEBY T
HoTze

7 L— K 3L oL R MREE R, kB
10.0% (14/140 1) AP EREEA 28.3% (39/138 B) . ~NE
7av A 17.1% (24/140 #1) . M/IMEGRA 2.9% (4/140
Bl) THotzo Ty FL—F 3 U LEOFELRBMWENEIVER
X, EHRAIRS5.0% (7/140 B1) . L - WEH: 2.9% (4/140
Bl), JESE5.0% (7/140 B1) T o 72998

(HesE)
17.1.2 ER%E I 18R

BINZBIT 57 L3 & € Ui e 512 X 2 R0 ks
PRER EEEGN T 28 THRE (LXV208E 1 3—2
DHE 1 A 7 EERR G ED) 12BWT, B, SUmA o
& K OF Karnofsky Performance Status (KPS) % #AIIZEE
i3~ % FERARFIRIH 2 FI O CTHERS 24T o 785 5 SRR )
BB B G-l LB TOLARIFIL 28.6% (2/7H]) THo
729,

F2ARREBTIZ, £ 13— ADRGTEEMICHEORD &
NEVEEZIZBWTIE, 2 a— ALk TS )
ELTWDS, 12— AR TRHEZTIEXEKRT L4
BE L 7T BIEBICABEDLONRANBITT L 2 ENTET,

KRBT B B EEN (R MERE L &) 3 116
116 (100.0%) W3R SNz, R KB E R 2 D)
E. BHIMERKA 90.9% (10711 1), #FdhERRA 72.7% (8/11
B, NEZFOE U EA», y-GTP LA, 7V h ) 7+ 277
y—¥ ERABENZEN63.6% (7/11 B1). M/ A. ALT
5. AST LA ZFNZN54.5% (6/11 #1). CRP L5,
LDH EH»EnEN 45.5% B/1161) THotzo 72, &
7 AR RIRIER I, s - WEH: 90.9% (10/11 ). AR
W72.7% (8/1161) Td o721,

17.1.3 5458 THEHER. #5155 MAEEER

MENZ BT D7 L2 7 ¥ 2RI B 502 X % B o 5-
FU MR35 45 AR ERER K O b4 3200 [l i 3 B L2 k)
FTLEMMBRBICB T (WIFNRDE T I—ADOAME 1 ik
$ 7 M GEY) BRI GB0T OSERE AR IS BV B
AR OCEEMIIETEDO L BY Th o 721012,

'%@%D HEAE IR S IS
BRI eaves il 67 HE | 97 HE =
R B h | b e e | LIREAE

;i-’gn 2)

BT 97 00

( o | e | s Al 31% 15% 4%
5 AH

EV 23.8% |\ 5740 | 46% 24% 18%
i | (15/63)

W 2) I T OEREMFE (Clinical Benefit Response) (&, 79,
#Of#JH i, Karnofsky Performance Status (KPS) M OMAE Z#&1IC
A9 % EFili HEETH B o
HHENZ B %7 A v 7 ¥ v R AW 502 & LR
RGBT 2 B AR I B W T A Y & ¥ IR REE R
(51 a— 20 AE 1 ARk 7 @R 5EY) (2R 5hi:
BIEHEUToEEB) THo7z,
BIVEH (ERMAEMREE L2 &) (X 63 6ld 63 #l
(100.0%) 1C#B® b7z, ERFLITAMERED (44 1),
ALT EH (4461), AST E5 (446)) TH-7z
FTARBEELRAERERLE LTA Y 7V U FRSEIR (10 1),



ARMPEERE (25 1), 4B VEENE (160, I (7 61) A58

GT # T & HR (95%CI) p

O HNB,
H3) 7 AV E VIRBIE ORI BT 2 AR - .

0.817
k8) ) £9)
AAFIR | 18.6 » ATY | 15.8 » A8 (0.667-1.000) 0.0489%9

ALY ErELTIE1000me/m? ¥ 1 %5 % 3 88 5
L. 4 HHAKEST S,

I3 0.74

Chela—RELTHETZHDET,
(REERE)

17.1.4 EANE T AR
TAY Y E YRR G X 2 R AT AL RS 2
& % B DAL FHEEA BIGRRE BN 2 65 TR I B v
T\ BEBICTOZRYHES JOEFYBIEUTOLEBY TH

D 71214)0

Rk ZA Y HEAE S 14
o (150 YL A A

17.5% (7/40)

3Nl 123 (7L
mum | B I TA
T A A 95 1/18. JFAHIR )
(n=40) |4 0/5) frgerr | 707N 25.0%
5591 6/17 (L5
3 3/6, I
2/4, WAV
1/7)

T 4) RSN SR B AL I B S 2 R L2 o> THIE L

(PR E =)

17.1.5 #E58 MAEER
HHE TN S M7z R EAT R BB IERE & A3 B IR
DALFFR DR BEREB] (Stage V) ISR LT, KAy s
WL > 2755 v L ofkS (GC#ik 4 8M% 13
— AL LT, Ay ¥ oM 1000mg/m2 2 1 HH, 8 H
HERO 1 HEWKE, YA79F ¥ 7T0mg/m? % 2 HHIZ#%E)
# M-VAC#i: (A PMFLFEF—F, ¥U 75 2F Uik
W, FEyVey VERER Y AT I F APk &t
LB IMAHRERIZ B W T, GC B 203 B, M-VAC % 202
BRE )T SN O NTHREIUTOEBY TH o720,

GC# | M-VACH |HR (95%CD | pfii

AAE 1.08 -

g ff 12827 | 8270 | (o gi140) | 05

WA % Lo -

<0 TAnR | 160 | ey | 08459
JUTH P gl ’ )

2% (B | 49.4% 45.7% - 0.5120

) (81/164 1) | (69/151 1) :

7£5) log-rank Mg

FE6) M A 2 Tl
F7o. FAVYE VIR (KA UEBIEL AT
FF v OPHS) IR LNEEHRUTOEB) TH
o] f:o
BIVEH (BRI MERE LD % &) 13 203 #1191 6
(94.1%) 12D NIz FRBIEHIZANEZ T E ViR (188
B). FmEkEEA (184 1), & EkEsd (176 K1) TH-
Too BEELREIEAIZ. AL 38 #1 (18.7%). M/IGRAME 32
B (15.8%) F U388k 22 11 (10.8%) %5 Th o720 [7.1 B

(FMAEER (I BFHILE)

17.1.6 BB LHEFR [JHQG #HBE&]
AVECE N S N AR USRI T v N A4 7)) CRPUE
PENESESE & 325 S NS, RT3 T AL B
FRWNRED IS LY VIERRIEE N7 ) xR ok
WG (GT#H:3#M%1a2—A+L LT, 1HHIZFAY %Y
> YRR 1250mg/m? KO8 27 1) # £+ )L 175meg/m? % %5
L. 8 HHEIZF AT ¥ ¥ /M 1250mg/m? &% 5) %737
Uy EFEVHEMBEYS (TR :3#H%21a—2LLT. 1HH
(22827 ) & F 2 175mg/m? # ¥ 5-) & LR U724 AR
BEM L. FORBBEIUTOEBY THo7219,
7)) BIRIICT ¥ s I9 4 79 ¥ RPUEM LS O A
ST 1 LY 2 v OfbSEERNC X AT - itz aiBh it
EREHOTMARE NI FHHABEL DN REBEHITEITNT
w5,

i 8) 7 8) 7 9)
gy | 53 RS 34 gy | el | 0.0008"
T 41.4% 26.2% RO 1 15.1%
G (110/266) (69/263) (95%CI : 7.1-23.2)
7 8) L

##9) log-rank Mg
710) GT #£-T #E
RRBED 7 LY 7 © UIRBIEIR IS BT 2RI (BR A
SR E % G ) 1d 262 FIr 256 B (97.7%) 1TRD BTz,
FREWERIRTEE 23160, =2 —u/3F— (167 6#1). ~
EZBYE VRA (158 Hl) TH o7z WEELEIVERITEEE
B AP ERIRAME 8 B (3.1%) P BREGRA 6 B (2.3%). ~
BTV D, B4R (1.5%) FTHotzo [7.2 ZH]

17.1.7 EFEHEFEFE THEFE (KEYNOTE-355 i58)

A - SIS A ORI D 2 WiEl - 5
MAX R EST O F v ' v 2B REM D HER2 BBk 3L
FEH 847 B (HARN 87 BlE &) X4, RATHY X
~ 7 200mg3 [ R G- Hbsi: (A2 v v v iERRE
3% 1a—2¢ L, A& ¥E UEmEE 1000me/m? % %
I—2Z20 1 HH., 8 HHIZHG] ROANVKTIF ., %7
& FENXidnab-2827 1 ¥t v) OFFHEEERR OfF
B R O A DS, 7T e RHbEEE: (KA v ¥ UK
WROANKTSF 2 28210 % FE )V Ui nab-2%2 ) 7 F
V) OPFRBEEER 2l e L S EERRBRTHRE SR
2o WiEE D, FAVI VY VIEBEL O I NVEKETSF o, I8
7 % Ft )V LiE nab-2827 1) 7 F ik, HYEAEE D
ISR U 720 e ds. WHEEHAM CREBEITOTED S N2 A
2y BEHGEST 2R TIEIRDSHED SN WD 2 E L
TV EH T RIE LI BHREHG TR BT A0 S
LETRATU) AT ORG 2/ d 5 2 LA HEE S
720 FERHME B G M TE AL (PFS) K O& A7
(0S) &h, Ra7mY X< 7Hb¥EREO I AL
T R+HLEFEE O HHEE L i L <. PD-L1 Bk
(CPS™ID =10) »HEHE 32361 (HAAN 28 B1% &) 2BV
TPFS ZHEICERE LA (1RO 17,

PD-L1 B (CPS=10) ORATBY AT+ 5 AT TV
WRIE R A VR T 5 F VRG-S - BB B %
SEVEFRAT RS S50 125 Bh 122 61 (97.6%) (HAN 14 i 14
Bla&te) ICEMER DR bz, E2EEH (20%LL 1)
. B 7561 (60.0%). ML 64 61 (51.2%). WFrERRA
iE 63 51 (50.4%) . LFrREREIRA 44 B (35.2%) . JE57 42 B
(33.6%) . IM/IMRELEA 41 61 (32.8%) . IML/IMKIRAME 40 51
(32.0%). FIIMERKAE 35 B (28.0%). ALT Hihn 35 41
(28.0%) . W&t 30 # (24.0%). HILEREKA 30 61 (24.0%)
Je U8 AST B50m 27 #) (21.6%) Th o7z, [7.2 B

i 11) PD-L1 #5838l LM% OESME, ~2 a7 7 —
VRO VNER) IR ECTER L. 100 % 3 U724l



#£1) AR (KEYNOTE-355 #tERr)
[PD-L1 B3PE (CPS=10) o H#]

RATOY) X
<7 7R
200mg Q3W HbEEELTE
bR 12) (103 fi))
(220 f1))
L[ H ] 9.7 5.6
(95% 12 WA X 1) (7.6,11.3) (5.3,7.5)
PFST N R 0.65
(95%15 X [4]) (0.49, 0.86) -
Pfitis 0.0012

T RECIST %4 FI4 ¥ 1.1 BU2Eo < BT Iu

%1 JEB Cox BN — FEF NI L BT 5 RHLEFIHE & DK

§ 1 @ila T v BE

Q3W : 3 i) ] B3¢ 5

W 12) RA70Y) X7 200mg Q3W (52— 1 HHIZHEE) LT
DAbEEFR S UM EAIAEE LRI 2L [FAa2 v v Vg
1 1000mg/m? K O A VAR 75 F > AUC 2mg - min/mL #4# (1 2— 2
21 HE, £a—2o 1, 8 HHIZHE), /8271 ¥ F )L 90mg/m? (1 2
— 2 28 Hi, #a—2o» 1, 8, 15 HHIZHY) Xidnab-2¥27 Y ¥ &
' 100mg/m? (1 Z2—RZ 28 HH, £a—A® 1, 8, 15 HHIZHG) ],
H:13) 79X QIW (%a—2d 1 HHIHKY) LT o kg 1
MRS L IRIN) 2P L (74 Y % ¥ 2R 1000mg/m?
ROHNETSF > AUC 2mg - min/mL A48 (1 2—2 21 HH., %2
— 2D 1, SHHWHKS), /87 1) % F )L 90mg/m? (1 2— X 28 HIH.
#%a—2o1, 8, 15 HHIZ#%Y.) i nab-/¥2 U ¥ %+ )b 100mg/m?
(1a—228 HH., %a2—2d 1, 8 15 HHIZ#K5) ],

100
90 ARLFOVETT W0mg QIWHLPREE

20 ] ——— Fota(ME
£ 70
3 604
£
ot 50
= 40
o
o 30
204
10
0

0 3 6 9 12 15 18 21 24 27 30 33 36

at risk# AU (H]

ARLT2Y X727 H0mg
4
QIW + baiE 220 173122 96 63 52 44 37 25 12 5 0 0

Tt +{EmE 103 80 41 30 18 15 12 8 8 7 3 L 0

1) PFS @ Kaplan-Meier Hi# (KEYNOTE-355 k&)
[PD-L1 Kt (CPS=10) ® %]

18. FEEEIR
18.1 fEAHF

LAYy ey (dFAC) BRI TRH s TRl o X »
L+ F FThs ) Y (AFACDP) KUON=1) vt
(MMGW)t&hm\:h%ﬁDNA%&%E%%&Um%
IICRHE S 5 2 L0 & 0 BBa i i 2 89719, NS
(ﬁ&ﬁPﬁ?%#&?%??EUV@(&HP)&ﬁﬁb&
AHIDNA KY A5 —FI2L ) DNA S Y A F 71,
MBAIE (TR M= R) #FFKT 520, F/. dFACDP XY
RXZVAFFLY 2y —ERHETHILICTE D2 H
JaN @D dCTP EE 2K T X 5 725, [HHMIC DNA A HFH
EHWEREI N5,
18.2 HEEERE

FAYHZE Y (AFAC) &, FENIAfE R Z L Lo &
TAHE 1Mk FERESME, B thoe i< 2R
O ™ OISR A L CRAMBAE 2 7] L2330 2]
VLR B O RARAFIN T - 722020, dFdC 12, BARAL ¢
FEEESE STV EIH RSB WTY ., LM
(H-31. H-71) KOs 4 RESHILICH LTATr YV a—
IVRAE R HUIE R HE % 7R L 72293030

FTbb, 3~4 HIZ 1 Ho#ES5C X ) IEBIER TEN-IUE
BN EBASNEDIZH LT, 1 H 1 HOFEGIZBWTIEEH
PSR K BB AN BIIAD SN o Tze TORMBH L T
JEEEE F VNI BWWTIE, [EROPEANIIMRERZETH 5 2
LS TwWD e MiliE#E (H-74 %08 CPH SCLC54B)
CHEREDS A SN2, F20 v MEIEME (MIA
PaCa-2 L U° PANC-1) 35, v MHERMIZ (TGBC2TKB K
O"HuCCT1)30 K ot b R i bRzl (639-V., BETC-909,
RT-4, RT-112) 302B T b RSB IIHIRN R R Hh
720

19. FWRSICEET 2 EEEMAR
—WEEE . 7 A Y ¥ ¥ v ( Gemcitabine

Hydrochloride) (JAN)

% (+) -2'-Deoxy-2'2-difluorocytidine
monohydrochloride

A+ CoHnF2N304 - HCL

= : 299.66

R A ~MFEA OO S THESEORETH
é o
HKIZRRVETR T A F = VIZETIZL L,
IF = (99.5) ZIF&EAERET RV,

1t

S
N e

Lo
NH:
sz
O)\N

HOH:C 0

- HCI
H
H

OH F
il B8y 237C (41%)
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134 7
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134 7w
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