* 20244E5 ET (4520
202441 HERET (55160

Bpik 1 2~8C
HREE : 34

BAEEEAIEES
874224
200mg/5mL 1g/25mL
ERES | 22400AMX01186000 | 22400AMX01187000
BRFcRAtA 20124¢:12H 20124:12H

B ER B EE A
T LY 2E ERRIEIESR

TLOIED =EmEnER 200mg/5mL 'V K.
TLODED smesiE®1g9/25mL MV K.

Gemcitabine Intravenous Infusion 200mg/5mL -1g/25mL[SANDOZ]
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1. L

1.1 AEDOERES S . BREFICHIWICTE 2EEBHICHEL
T PAMLZEEICTIBAE - BREFOEMOD &
T KB DS HEY) &HB S h BEFIC DOV TDAER
T35 &, £, BERIRICEILSE. BEXIEZORIEIC
HFIMRUERMEZ TAHBEL. ABEZRTLS5EET S
Zé&s

2B1EBEZ J0SEEREEEICLUITIZE, SE
DERERFARICEVT, B2EEUEH SV 1 BDORFEE
60 PLRLEDTTITH &, BIERAPERL BIrHRE S
TW3,

1.3 [2.22], [9.[FENEEZzFIEREICHATIEE]
NEEZBL CHEHOBREDRRICHFEETEH L

A SELEHENHOHZBEICEESE LAV E, B
MHIEAERFRFTHY)  BRPEXITEMZFEVD, BEE
T 2meEMLH B, BEDNFICERL/-EZEZ25N 3
REBIHFHESN TS, [2.1. 2.4, 11.1.1 BE]

.5 fE B X SfEE TS T, D OBRKERDSH 5 H
BRI HEDH 2BEFICIEIHRELEV &,
BEMHRICERLEZEZEZONBZFETHLPHESNT
W3, [2.2, 11.1.2 BE]

6 HEHEHEBIER 2 HF T 3B AOREGEEEDHE
BFGFRISE T2 C & SEOBKRHRICEVWT. AE LB
EBNDIRBHISHEEEEDHAICKY ., EELAEER.
MBRPRBEL, ETCICE-> PP HREIh TV,
[2.3. 10.1 BHE]

7 HBEICELU TREBRERE T2 (CHRE L SEEICEEKRE
T (MEFRE. FEERE. BEERES) 2. £
7o, EHIRICHE X BREE 2TV, BEPEOONE
BEICIEBYELEZITO EEBHICBEMRBEOIEICD
WTHEEBICHKRFT S22 &, [8.2, 9.20 9.3.1, 11.1.9,
11.1.10. 11.1.12 ]
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—_

—_

—_

—_

2. B2 (ROBHBICEFIHBEELEVI L)

2.1 BEREHMIE OS5 BE (RG2S L S
ERDLIENH D] (1.4, 2.4, 11.1.1 BIE]

2.2 Pt X BB TS 5T, 2 RIERDH 5
PR 25 X HARRHERE O & 5 BE DEIRATEIE L, vl
EBBIENH D] [1.5. 11.1.2 2]

2.3 M~ ORI A T L Cvw 2 BE (1.6, 10.1 &
Ha]

2.4 FIERYYE 2 A0F L T A BRE UEGUEAEE L, 2y
WEHRDIEDHD] 1.4, 2.1, 11.1.1 BH]

2.5 RHEIO KA LB 2 \EE OB ERE O H 5 B

2.6 MR ISR L TV B REE D & 5 1 1[9.5 2 R]

3. fHRK - MR
3.1 #k
Wi, S Z a4 %ﬁiﬁ%’*‘?ﬂ?ﬂﬁ Y ZAS ‘/ﬁiﬁﬁ%ﬁj‘?ﬁﬁ lg/
200mg/5mL [ > ¥ | 25mL [4 > V]
1NA TIHRT AT Z E V|1 N TIVh TS LAY 7 BV
BT k¥ 228mg (74 % € v & | it 1140mg (XA v 7 ¥
L T 200mg) & LT 1000mg)
AR pH FEH
3.2 REDOHER
Bires, a4 ‘/,'.'I‘Zf'ﬁ‘i%ﬁjiﬁ FLYEE ‘/,I.'i‘?f%‘]%?tﬁéiﬁi
200mg/5mL [~ K 1g/25mL [H > K|
IR AL~ ETE O
pH 20~28
ZBE #1 (HRER AR § 5 )
4. FHEEXR (IR
OFE/ Nt B i
Ogiz
OREx&E
ORI LEE
OFMABER (I BHHRILE

ONALFEERICHEEL IRERE
OFFEXIIHAMOEM) /N E

5. MEEX IR ICEEET 2ER

(fEERE)

5.1 KA DML LFHREC BT 2GR V%4 3T
LTwir,

(REEERE. FMAREIIERILE

5.2 FFNOHTHT - AT BT 2 BRI R R4k
IEHE. L CZevy,

(DAL ERBIEEL FIERE)

5.3 AHN OG- %179 Ha12id. AEEA % & LBk iitT
BOREFEZ GG E L, ASEANT T 5 K22 EE L TR
KD OWEF T & MBI Lz LT KR oG- % G+
HZ L,

6. AERUVAE

(BE. BEE. RBERE. PALEEREIRICHEEL -E
. BREIHAMEOEMY > NE)
WHEL AT Ay e LT 1000me/m? & 30 475
U CRERENE L. E 1 354 3 s L, 48 H I3RS
The TNE1A—RAELTHGZTHYET, 2B, BED
REBICL Y BEERHET S,

G/ R R
WL AT Ay e LT H1000me/m? & 30 475
U CREEE L. 0E 1 Mg 5-% 3 s L. 48 3 I3RS
Th, TNE1A—RELTHEGEHYEST, ATTTF
EOEHT ABAIE, Fav e LT A 1250me/m? &
30 A CREENE L. 1 G- % 2 L, 3 E I



R 1 a— AL FTH52E0TE D, b, BEORREIZ X
D EEET 5o

(FMTBER (S BHILE
SWHEL BAES AT Y E L LT LA 1250mg/m? & 30 43
U CREEE L. B 1 MG x 2 Bk L. 3 E IZAREE
Th, TNE1A—RELTHEGTHYERT, 2B, BHED
REBIZL ) BEERET 5.

7. RBARUVHAEICEEET 58

(RE& LR

7.1 [17 FRPRMGH ] OIHOWNE & +o3 (ZB# L 72 oG5
EIRT L2 L, [17.1.5 2]

(FMABEX (3 BFRILE)

7.2 AF) LR A MOBUEMELF L [17. BRWH | 0H
DOWNEEZHAL . AR OFE R Rt o8l L7z
T EIRT AL [17.1.60 17.1.7 B

8. EELREAXNER

(hEELE)

8.1 EG OB O 2K, HrmAo MBS, WEOEITH D
N A IR G 2k L. o) 2 iR s b B 2
Bk,

8.2 EREHIH]. FIELEMi £SO REELEIEHAAEZ 22 5
D, EEIZHG LR D2 8RHLDOT, FKHIZE
L CEERAEIR 2 T4 IEE Ly IR (2R
Meds, BEHEREMAT. BRREMAESE) &, F7o. EMINICHE
X Mgt xiT) 2 L. [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 8]

8.2.1 BRI
KA OGN B 7z > TiE, FIMERER I O ZE B 12+
SRR L. P52 H o [ InERE)S 2000/ 1 L A i/ MK
ST Ji/ u L K ThIUR, B HERREDS RIS 5 TG E
Ak, $720 BRI LD . BRIBEREAME T L Tw
LEBEETIE., BRGNS S 5bh 2B HLOT,
NoOBRHETEHRG =L EEE L. BRREHIC TR
T2k AFIEMEL A 3 EEFRS LA, HImERE
O ERER O e A A L 295 5 B S 3989 2~3 AR I H &b
N, mIMEEHED 258 1 AB CTRIET 5. (8.2, 8.3,
9.1.1, 11.1.1 &H]

8.2.2 MEMMRZEDOMEM
KA OGN BTz o TiE. BERAEIR (FPILIREE, %K OV583,
HEORE) o cBig L. BRI X R AT
Lo F/o, MEIZIS L CHER CT MAs. BRI 3% 4
(Pa02) . Mifa5 B RIS 5 F 7% (A-aDOs2) ., FifLEkhE
(DLco) % &0l %4T) 2 &0 [8.2. 9.1.2, 11.1.2 BE]

8.3 BUME DI I IIWE I+ EET A L, [8.2, 8.2.1,
9.1.1, 11.1.1 ]

8.4 AFHEGIFICMEIRY FZDOSNDE Z EDVHLDT, TDEH
GRERDSFEIH L 20w L AHERR S N5 £ T BB H O @RS
3fTbanwE HIEET LI L,

(IEE. B > NE

8.5 BN ( [ OB R W RKRREE - BIS/LRGR
HEH NHHFEANOZLTICRIMEE S LAY I Y VIR
PRt (9R3E) 1. TR L O LB O R W FRIKFRSE - #nyb3E
i e AN A L RN R AN S < S S VN C
Rl (FR%E - BERMEEMEY D) | &) 285752 L,

9. BENERZEZFEIHIBEICHTIER
9.1 AHHE - IEEEFDH 5 BFH
9.1.1 BRMFINH 2 EE EEZKRC)
(8.2, 8.2.1, 8.3, 11.1.1 ZM]
9.1.2 EEMEMR X IFFRMEEDCREED & 5 HE
B MM FOEELMHEEEZREE T e 5, [8.2,
8.2.2, 11.1.2 ]
9.1.3 LEIEEDEIED 5 5 FE
DIREEN A SN D 2 DD D, [11.1.4 B

&R0

o3

9.2 BHEEEERE
FWERD D 5 bR T bl ehd b, [1.7. 8.2 2]

9.3 FEREERE

9.3.1 FEEE (Ffests. AR, HFEEE). 73— JVKFED
BEXEEHOH2EE
D EALZTI &R T B D, [1.7, 8.2, 11.1.12
2]

9.4 £JEREZE T HAE

9.4.1 AJEWREZL FlG O BE G T L UNED D A 113 A
JHER IR T BB EETH I L, BIWER (YA, vH
F) BT, AEEE CEREEE. WRET . IR,
JFEMFEE B 5 VIZEBREE 0T 23085%) PG ST
Wb,

9.4.2 )¥— b F —DUTIRT LW REED B B FIEIZIZ. KA
HR O OSARFI G- T e — 2 B8 Y) 72 B L 2 479 & O fRiE
T5H5Z L, [15.2 ZH]

9.4.3 IRV R 2 VRIS AFIF G- ) OAFIF 54T o —
FEMENLEY) 2 I A2 1T L9 TRET 5 2 L, [9.5 ]

9.5 Wiz
TR SOSIEIR L C W B O & 2 I idix 5 L e w
Lo BFERR (v A, v F) TN K ORIESGE
TERDS S SN Tw5b, [2.6. 9.4.3 &[]

9.6 RELIF
AT MF DL L, FWER (72 ) THLITHF~OR
TP E SN TS,

9.7 INR¥E
NREER R G & L 72 ERIRBBRIL TR L T v,

9.8 EEE
FHAHSEORERORHIEE L, EEIERG T2 L,
AR I RE S O PR REDME T L T b 2 L%z o,
IR EE S F S 5 BZNDD 5,

10. HE/EH
10.1 BEAERE BFALAWVWI L)

B TR ARAEIR - A58 Wy - fakE T
T ER IS A A1 D [ R BB C AR | e T R T A ISR

(1.6, 2.3 ZH]

(1000mg/m?/ H % # 1
[T 5 ok T8 5 i 02 5 5)
& R AR T 1Y U
P (2Gy/ H % 38 5 [a])
% 6 G L O L
THAIL. EEsAY
%%, Ml FEH L . 58
TAZE - 2Bl s &
T\ 2o HUR R G
= BE L 7235 o A H
O WP EIIET SN
TV VO T, U
A & RS 2 M
OB R L O TF
REOE LR 5 2 &

ARATE 19 12 G R BB 5
AR AL, AHNC X
B G A S 1k 3 s
BOLNTWD,

10.2 HRAEE BFRICERTS L)

B b FRIRREIR - HE 18 7% R - fabEET
AR SR R ) JIEE 0 A R O (P A | B U C AR L R
S & FIREOET 9 2 356 | ARAF 1912 G R B 5 o
WL 2R O& | ZRE R L RHIC X
SENSSEI T B L DD | B H TR TR A
b0 T2 B, MR RO 5TV 5,
& BRI L 72 B o0 AR H)
DR EIIHER SN T
W\,
Aty o> P N 355 1) GEEITHI AT TR S NS WA & L B A A
7V F VLA N /T ST LTwa,
A
VLAY E
TuA A R
11. BIfEA

KOBWERED 258 &b s 2 E03d 5O T Bigx 1551247
VL BEDELD O N E I3RS 2 kY A 2 SEE 2L

BEE{T) 2 &




1.1 EXLEMER
1.1.1 S5EMmH

HIER R A (72.6%. 7275 L. 2000/ uL i o 3 4 13
17.5%) « I dEkmA (69.2%. 7272 L. 1000/ u L A g d
13 32.1%) « MU/IMGEA (41.4%. 7273 L. 573/ u L Fiili O
Bix4.2%). Bl [NEZFOYE YR (66.5%. 727510,
8.0g/dL i Dif A1 13.1%) . ARimEkiED (52.6%)] Z°
HobNDLIENH L, B, BELR MR ER L7z
EEZ SN BMMAEIC & 2ETHAHE SN TWbHL [1.4,
2.1, 2.4, 8.2, 8.2.1, 8.3, 9.1.1 /8]
11.1.2 EEMRHE (1.0%)

VBRSO FED 5 IZEMWESEDL NG I2IE. &
HLICARANZ L DEEEFIEL, AT 04 NGRSO #EY 0L
BEITH) 2 & BEMMERICKRRK L EEZ 5N THD
WEENTWAHL [1.5, 2.2, 8.2, 8.2.2, 9.1.2 BH]
M43 7F77147%>— (0.2%)

WP R B MG . 55955 ORERD S bbb Z DD b,
11.1.4 OEHIEE (0.2%)

[9.1.3 ]
11.1.5 5 o MOARE CHEAT)
11.1.6 Fh7kKEE CHERH)
11.1.7 SKEZEE (HEAH)
11.1.8 RAFFIR{EEEREE (ARDS) (HEAH)
11.1.9 BARE (FELRH)

[1.7. 8.2, 11.1.10 &[]
11.1.10 B RESEERE (0.2%)

M4, ey ki, 2L 75 = k5., BUN L
HLDH EH %1 BT 7 0¥ VA5 oMy e iE
PEE MM MO IREDZRD b N HaI2id, &5 &2k 5
T &, BARSIIHEG IR L o TOARIMITH Y . B
EPLEE R bH A [1.7. 8.2, 11.1.9 ZHE]
1.1 EEEE (FERH)
EELGERSE (KB, KE. BB 25dobhb 2 e
H5bo
11.1.12 FFeEREE. |E (EEARH)

AST. ALT. Al-P ® MRS EE 2 IFHRER L,
SbNbZENHDH[1.7. 8.2, 9.3.1 ]
11.1.13 BERE (T¥EHZEEMEEREEZSD) (FEER
)

ERIMAE, RERE. GRENE. HREE. EkbEE

N7 A3 G 2k L, )2 s %
1.2 ZOMOEIER

HIE D D

SEOIEIRDFRD 5
152 &,

10%2L F 1~10%Ai 1% At M AR
BEOIR LI | MEAR T, SR
15 Lo B
L PRI
TEBE % fiy FEVENE R
ZH. L
X % (ST I
5t
I, V] 4 L 7 | PIE(H 4 % ER
WS i B 0 AL\ ) 5 B
FEED | ARER R W W L
T4 Bon
WEBAMT .| BUN L&, & ZR
—_— RE R AR, IR,
S RORLN N
TNV T I U ILTFEY
K &
AR, B TR, AL | Bk
bR La - W N %, B
AN
AST FE & . |¥yrerk
ALT k5. H. A/G I
il LDH L # .| T.y-GTP L
Al-P L5 LA A= R )]
VIR
SHIE. O F IR, LU
R % N T 4
;Hj'%_ﬁii'z)
W 3895 BLEED | 2 |FE
e FERK

10% 2L _F 1~10% A
VEGFEBAL SO
(AR 2% Y298
FLHE)

&Ry M
53);2)

RER A, R|IRERM, K170y
BB VE . ITER|RART . B | PRI (R R
AL, BY. ol BE T E
B E2 | P T 9
. OB R|F
FE OB FETF B PE5F)
m . f& =
J&IED | PRIE
CRP k5. 1k
OB, E
ﬁjv’iz)\ 3
RN

19 Al SHEEAH

TEGTABAL

AR PEEIA

&

M

0}

I/

Z Db
I — VS

<
R

FEEREDRRIRASE 11 FIC B 2 BHHELETH 5o

ENIZBUT 2 AEH L2370 & F 2w & Dbt S OERRRERICZ BV
T3 30%LL EOHETRED LN T 5,

N D AH Bl G- DRFR BRI B\ TR0 b N7z EIVEH D FEBUH
JE & RLk L 720

14. BALDEE
14.1 EFAMBFOTE
* 1411 BEEL LB B LERICR> T 6HTL 2k,
*14.1.2 WREEN S B L 72713 24 B LINICi 4 5 &
Lo WA TR ORI HYNBEZET 5 2 &,
14.1.3 8 ICIETEAME LA B I ITA T X B
L. HiBCA#E L2 A3E HIZZm0iK T L BT
Z &,
*14.2 EHIRSEHOEE
14.2.1 30 23 M CAUMBRIRNIX 5- L. B2, MAANIZIEHS- L
TnWZ L,

15. ZOOEE

15.2 FEERPREABRICE D 1EHR
BEREWERBEDO ) B, ~ 72 7+ —<#ilaz 7z in
vitro AR T ZERE BB O~ 7 A & w72 /AMEEERIC B
W, WIS IO HE SN T WD, [9.4.2 B

16. FEMEIHE
16.1 MeREE
16.1.1 BEEKS
EERE BE 11 B o2 & ¢ U HEEEE 1 18] 1000mg/m? % 30 431
U CHEEHE L, Wik a~< 257 (HPLC) #:2TRZE
bk (Favyey) olEriErilE Lz, 13— 2A0% 1
WS HICESNTZ LAY Y E OB EIEESS 2 — % — % DTS
RL72Y,

23 28— A Y METIVEEEIREFATIC X ) H S o oRE bR

DHEYFREINT X — & & LITITR L 72,
ING A—% P+ A (R

Mgz 1) 75 A (CL) 85.6+17.8 (L/hr/m?)
Hrula v 8— X Y s OSAER

1)
1E2)

1E3)

8.80%7.49 (L/m?)

(V1)
PR VAL S PRNGY o (Fay 6.95+2.96 (L/m?)
(V2)
I 8—= AV NGHEZ )T TV ,
2 (Q 22.3%=11.1 (L/hr/m?)

a HOWIEY (t2.)

B HOWIERM (t25)

H AP EE (Cnax)

I R EE R TR (AUCo-)

16.1.2 S E TOEERRER(C $H (T 5 Population Pharmacokinetics &
iy

FE N TORHE & N EIZFEBEORERTH - 72A0 A ENZ BT 53R TIE
M¥EZ )T TV ADFERICL > THEEZ LI EAIRIRENT
BUY. SEETIZIEE Y ) T T 2 AT B E & 722 (Bt
EIANTF—%),

3.1£2.0 (min)
18.9%4.0 (min)
21865+4165 (ng/mL)
12100+ 2227 (ng - hr/mL)




16.3 2%
In vitro \2 BT % & MR E AR 10%THh - 729,

16.5 HEiitt
HETHER L 72 R EERIZ B\ L AT R 5 B4 A
& v MR 1000mg/m? & R T L2221, 7 HBRECL 72
FR - 32 5 92~98% D IHHE AR S 7z FD 9 B 99%LL
EDRIZENEN2D T 7 LY 7 ¥y OEHERRIIZIR E S
720 SRAHUHG ML RZALER O BEHEYE & v 5 2 VIR O
BHHEEORNZE LW L XY e boERABWIEY 5V vkE
E 2 BN RARZILEE TG ED 10%KiTH - 720 (FHE
ANF—%),

17. BEIRRIE

17.1 B3R URLMICEEY 2 55%

GE/IviRaRfE)

17.1.1 ER%HEE I B8 (5 A RUHE B)
AT E Y U IREREE HOME 52 X B I NI g 0 L SR ]
EIEBIN RT3 5 1205 TTAHEER 2 3Bk (GRBR A LO'B) 1285
WA BT DL R T OREDZO 5N 5 T TOMIIUTO L B
) Tdho7:96,

WP B AL
SN K (27 ERY = r
St S Bl észg;ﬂ%i%gﬂb BIED tiﬁf]@,ﬁﬁr'ﬁ
rrgLfiE (HER)
19
A 73 5.0 33 (4~82)
B 67 14 34.5 (20~76)
(20.9) ’
- 3 N
o~ 140 o 34 (4~82)

1) ZoWmf, [#5-mnRth 50% L Lo lEE NI EE ] OEk

VIRTCAL S8 % 20 72 2 & 0 2 I/ NG 2 B U 5 A7)
PEIZOW TR SN TEB S FRIME L HREBETO 16 Blo
MEHNZB W T, BRIBNIEED SN h - 727,
AL BIZBWTROLNZEERHIZUTOEB) TH -
720
FELEWEHIZOHME. 7VHY) 7+ A7 7 % —¥ LADE 16
12D BTz,
7L — R 3D EoFELERRAMEREZEE. ik
10.0% (14/140 B1) . IFhEREGHA 28.3% (39/138 BIl) . ~EZ T
YA 17.1% (247140 B1) . M/MEEGR A 2.9% (4/140 B1) C
Hotze T2, FL—F3VUEOELBMEMRGERIE. 8N
R 5.0% (7/140 B1) ., L - WEH: 2.9% (4/140 B11) . JE5571% 5.0%
(7/140 Bl) T o720

(REfE)

17.1.2 ERE | 5
RIPNCBIU 57 L2 5 C VIR AT S12 X 2 B oL
WG EGN AT 55 THBEBR (LN 2051 2— 2D A 1 [
7 WA GE) A2 BT, B, SURHI O & & O° Karnofsky
Performance Status (KPS) % #&& 253 5 SERARFR) 5 % H
WTHIRES 2 AT o 7285 R ERARFIR) R A2 B 1T 2 5l R BT OHE%D
L 28.6% (2/7H1) THo7%,
FARHERTIE B 1 2 — A0S TEAEICHEORD Sk n
BEIIBWTL, 23— ALRIIIERTO®RG LT E LTz
HNEE 1 I — ADOKRTHERZ H U T L7z 4 6% B 7 Bl4apl
TABEDR SHRABITT HZ LN TE,
RAER BT ZEIER (BRI ERE LS 2 &) (& 11609 11
B (100.0%) 1ZF8H Bz, ERFERRAER G ZE)IE, Hisk
WA 90.9% (10/11 1), fFrEkk A 72.7% (8/11 6). ~NEZ7 1
YA, y-GTP EF. 7V H ) 74 A7 7 % —¥ EANENE
63.6% (7/1141). M/MiEd. ALT E&. AST LH2SZhZ
54.5% (6/11 1) . CRP &, LDH EHSZFN 21 45.5% (5/11
Bl) Thotoo Tz, EBAMBHRERIE. Al - T 90.9%
(10711 61) . EBAIRT72.7% (8/116l) TH o720

17.1.3 &S5 1 FREBR. 5158 11 FEEBR
MENZ BT 27 A & © o BRI 512 X 2 B o 5-FU
RT3 2 55 T MR ER B O L ) [ i B2 6 3 % 48 THT
MHHEBRIZBWT (WFNLE 1 I — A0 HM 1 [AfE 7 B8
B G S5 C OSERAERISRZ BV B AR N O AR
ETEROEBY) THo72910,

SERARFIR

e S M | 6 AE | 9 AE |

MECRLBTE g | gk | opew | TERE
55 11 AH

A (2177%)) 3.85 %} 31% 15% 4%
(n=63)
5 T AR

Evd fé%g 5.7 7 F 46% 24% 18%
(n=63)

1 2) WAL CORERFEFI%IA (Clinical Benefit Response) (&, J&3i. S

D4, Karnofsky Performance Status (KPS) M OMKTEE % #84 8912 3¢l

T LHEHEHETH 5.
WENZBIT 57 42 7 ¥V IRRE RS2 X LS80 miG
PN 28 MTHRBRICBWT /X LAY ¥ E U IEmIER: (B1 o
— AD &M 1 AR 7 EEGERGED) 12580 S A EIERNIZ LI
DEBYTHoT,
BIER (BERMRA R A &) 1L 63614 6341 (100.0%)
RO e, ERFRIEAMERIEA (44 61), ALT L5 (44 #1)
AST L& (44 61) THo7z
TLRBEELSHEERRLE L TA v 7V R (10 61) . SRRk
T (25 60) . S hiFE (1), FE 4 6) 25FE0 sz,
W3 FAVY Y Y OREICBITAAREME - HEld, Favse
> & LT 1 1000mg/m? /8 1 [al¥e5-% 3 i L. 4 8 H (3RS
5, Ihx 1 a—A& LTHEGEZHE) KT,

(AExEE)

17.1.4 ERNSE I R
LY UIERRIE R 52 X B BT HET UL EEEEFE D S
REESE DAL F AN RGBT 5 8 T AHRABR IS BT, #i%
BT OZNERED J OHEFIIRIID T O LB Y TH - 7210,

- AR A 1 4F
o (%0 ol | R
17.5% (7/40)
: REN
BUM Losem 1/ s 00, 086 | o o0 | e
<":‘ZO) 1/18. JIFOMIBAEHE 0/5) itemssnl 6/17 | © e
" (FLIAERH 3/6. NRZERE 2/4. WFAMIRETE
1/7)

(;T: 4) JESEHG NS FNL I AY A L i e ) 8 B L 2 GE - CTHIE L
AR BWTCRO L NFAERIID T EBY) ThHho 72,
EIER (FRRMAT R AT % &) 1340 Bl 40 #1 (100.0%)
RO LNz ERBMEMIZ. BLRPEKAIRESZNZN
52.5% (21/40 #1). 6#4 37.5% (15/40 B) . 957 35.0% (14/40
), Wi 32.5% (13/40 1) Td o7z, BEELREIWEM E LT, ALT
BN O AST B4mAS 16, B 28 J OWEREAS 140, i & OF i
Ty gy 7 A 1B, IR OELAS L B30, ik, FEhko F
W B RFFEEERE . ARSI ZNE 1 B Sz,
T 75 B A SR 25 B & O R BRI A B O IER B A s &
FNT75.0% (30/40 ). ~NEZ T VA 62.5% (25/40 1), I
SN e OSIL INEE IN2s 2 240 55.0% (22/40 B1) . ALT
AN OF AST BAnAS2 -2 32.5% (13740 ) . I 7 v 7 1) &
AT 7 & —EHN22.5% (9740 B1) . #E A 20.0% (8/40 f51)
THho7z,

(R ER )

17.1.5 B8 NI HRERER
FRE T ES S 2RI O ER 7 A 9 A RE L oL
PR EEREG] (Stage IV) IS LC, oy ¥ © o tamiis o
AT TF v ObRS (GCHRE 4% 1 a—AE LT, 7
L H KRR 1000mg/m2 2 1 HH. SHHE KI5 HEIZ, ¥
A7 TF ¥ 70mg/m? % 2 HEHIZH%G) % M-VAC#Z% (A M hL
XA — M BT IAT UG, PRV ILv ey VIEBRIER O A
7T F B HED) &l L7 T ARRRERIC BT GC B 203
B, M-VAC B 202 BIAE ) FHT S, o NFRIEDTo LB
) THhor12,



GC B M-VAC # | HR (95%CI) p i
AT 1.08 s
g 12.8 7 H 14.8 7 H (0.84-1.40) 0.55%
JESEHE R F 102
<0 7.4 A 7671 | (sl | 084
1] v i ’ ’
e Ol 49.4% 45.7% . o
T BB a1 ea ) | (69/151 1) 0.51%¢

7£5) log-rank Mi5E

W6) A 2FHE
T LAV UIEREN (FAV S VERREE VAT TF
OIS ICRD S NZZREITERHIZLLTO L BY) TH -7z,
EIVER (BRI MR E A % &) 13203 61 191 61 (94.1%)
RO BNz, EREWERIIANEZOE VA (188 61) . HIMEK
Bagd (184 1) . IFhERE A (176 B1) CTh -7z, EEE L FEIEH
k. Bl 38 B (18.7%) M/ AME 32 B (15.8%) M UN5E#k
2261 (10.8%) % THh -7z, [7.1 BR)

(FMABER (S BHILE

17.1.6 #5455 11 HHERER [JHQG HE&]

GREITTHERE S N UM RIS T v N T 7)) v RPUENE
B G SN WA RE. RPETFR IS TR M FLE B 2 o)
RED |2 NY Y EVIERRIEE X7 ) 7 )L E O RS (GT
H:3Hz21a—-—2L LT, 1HBEIZTZY LAY Y Y VIR
1250mg/m? K. O3 27 ) # ¥+t )L 175mg/m? #+%5- L. S HHIZ7
LY C RN 1250mg/m? & #5-) &3 ) ¥ F k) Hdk 5
(TH 32 1a—RAE LT, 1HBIWKEXXZ Y)Y XL
175mg/m? & #5-) LW L7258 T AHRER 2 F2hi L 7. E O R
WBUToEBY THo720,

7)) BEICT > I3 A 7)) O RPUEEEE RO M AT
flid 1 LY x v OfLEEBEHN X A AR - At EHR O T
MIARE I HRIVEEE DN REZICEIN TV S,

GT & T # HR (95%CI) p fi

. 0.817
H] i 8) i 8) E9)

AR 18.6 4 H 15.8 5 HEY | 0 o671 g00) | 0-0489°
A w8 8 0.74 o)

st | O3 AT | S AR AT (g 650 8g) | 000087
S 41.4% 26.2% LR OFEE0 1 15.1%

T (110/266) (69/263) (95%CT = 7.1-23.2)

8 Ml

7 9) log-rank MisE

7E10) GT BT &

REREED 7 2 5 © U IRRRETRIC BT 5 BIVE (B R i R A
Bz &de) 13262 B 256 61 (97.7%) (iR Stz EREIER
WHEAE (23161, =2—a3F— (1674#), NEZT L Vb
(158 1) T o7z FEE 7 8IMEF L5 B i 2R AE 8 Bl
(3.1%) . IFHERBRA 6 6 (2.3%). ~NEZOE UHA, FEH 4
Bl (1.5%) FTholzo [7.2 ]

17.1.7 EREERES 111 55 (KEYNOTE-355 #5&)

HRFS - FRESFLIE (SR 2 & B VEOBNEHRE O 7 Wik - 5 UL
FrEATED V& ¥ ZHARE M H> HER2 %o FUiE B & 847 1
(HAERNST Bl &) x5z, RAa701) X7 200mg3 M H
ME¥eG+bas: (Fav 7 C UM 32 1a—-2kL L, 7
LAY H N 1000meg/m? 2 43— 20 1 HH.8 HHIZ#HY]
BROHNEKETTF v, 2875 FL Vit nab—527 1) ¥ F L)
DOPEHFREE R DA R O REED, 77 L R+ LERE (74
Y UIERBIER A NVEK T T F v, %7 ) & F k)L UL nab-/%
7 & &R OFHEREER 2R e L ZEERRBCHRE
ENT, ML FAT Y UEBER VKR TS F o, %
Uy Xt idnab—37 ) ¥ Xk )vid, HYEMSES L 10E
WL720 7B, W CRABMEITATFED SN2 E 2, BB T
TR TIEIRDSFRD SN WEDERIIZZE L T b EBE T
[a] DLBE O W (G EFA TR EEFTTA RO 5NDL F TRATH) AV T
OG- Z T 5 2 LA HE L SNz FEFEMIE E 13 Mg
I (PFS) RO &4 (0S) & &, RAa7u) Av7
HbEEEEO G ERE R 7T bR R g o B s L i L
C. PD-L1 st (CPS®ID =10) o 323 1 (HAN 28 Bl % &
&) IZBWTCPFS 2 FMICIERE L (R1 RO W,

PD-L1 Btk (CPS=10) ®O_A 70 AT+ 7 5y ¥ ¥ R
WO NVART T F RS SN B 2B 2 i
Xl 125 Bl 122 1 (97.6%) (HARAN 14 Bk 14 Bl % &3) 12

BIER R 5 ivz. EaaEN (20%L0 1) &, &I 75 f
(60.0%) . ol 64 i (51.2%). TFiERIRAE 63 61 (50.4%) . #f
HEREA 44 B (35.2%) 9857 42 B (33.6%) I/ IMEGA 41
Bl (32.8%) M/ A HE 40 B (32.0%) EHIMERAE 35 61
(28.0%). ALT #4Jm 35 5 (28.0%) . W&nk: 30 % (24.0%) . FIifLEk
B 30 B (24.0%) KUY AST 8400 27 %1 (21.6%) Td - 72

[7.2 ZH]

iE11) PD-L1 258 L 2figse (EsmAie, <2077 -V ko
) YNER) R IES AR TR L. 100 % 3k U 72 fil

£ 1) ARMEEE KEYNOTE-355 #5#)

[PD-L1 Btk (CPS=10) D H#H]

NRATAY) AT . .
200mgQ3W TR
L 12 HEERE
o0 ) 10390
PFST hfiE [H] 9.7 5.6
(95%1E HEX ) (7.611.3) (5.37.5)
INF— RHE 0.65
(959%fZHEIX i) (0.49,0.86) -
PEs 0.0012

TRECIST 7’4 F5 4 » 1.1 D < ERT A7 g &
LY Cox BN — FET WL B T T RHbFEHDE L otk

ST 7T U kE
Q3W :3 3E[H] [l R4 5

W12) RA7H) A7 7 200mgQ3W (£ a3—20 1 HHIZHES) LLUTo
b (HLEMIASEE TE IR 20 L7z [(FAy s ¥V ERE
1000mg/m? . U VKR 75 F >~ AUC 2mg * min/mL Hi44& (1 72— 2 21
A, #a2—20 1, 8 HEIZHS). /82 1) % 4L 90mg/m? (1 Z—A

28 HM, #a—An 1, 8.

15 HHI2#5) Xid nab-/827 1) 8 ¥+ v

100mg/m? (1 27— A 28 A, %a—A® 1, 8, 15 HBIZ#%S)],

#13) 79 RQIW (Fa—20 1 HHICHES) LT o bssks: (1
BERASRE T LRI 2 L7 [ 48 o 5EEE 1000mg/m? K
UHVET 5T~ AUC 2mg - min/mL #1248 (1 2—2 21 Hi, #3— A
D1, SHHIZHE), /32 1) % F+) 0mg/m? (1 I—A 28 Hif. &a—
2D 1, 8, 15 HEI#HYS) Xid nab-787 1 ¥ ¥+ )b 100mg/m? (1 2 — A
28 HM., #a—2m 1, 8, 15 HHIZHKE) 1.

100
90 RLTTVZ7T200mg QIWHLEEREE
80 ——— FouR
® 70
4 60
50
H
$40—
&30
201 e e e e
104 ik
0
0O 3 6 9 12 15 18 21 24 27 30 33 36
at risk% BN (A]
RATTYZ27200mg
QAW + {2 220 173 122 96 63 52 44 37 25 12 5 0 O
TR+ kg 103 80 41 30 18 15 12 8 8 7 3 1 0

[X1) PFS®Kaplan-Meier i (KEYNOTE-355:45%)
[PD-L1K 1t (CPS=10) D 3% ]

18. ZEhEEIF
18.1 1EAF

Fayvy ey (dFAC) MR TRE S TREO X 7 Lt 7
FTH %) YIRILY (dFACDP) K U= Y IR{t¥ (dFdCTP)
LD TS HYDNA G BUE EHEI R BN EE 35 2 &
(&0 BB E R 2R 910, IR, dFACTP 2574 % ¥ &
FYYZ=) VR (ACTP) L& LansH0DNA K1) X 7 =12
£ 0 DNA SHIZIU Y A ik, Mgt (7R b= R) 235
510, F72, dFACDP I3 KX 7 LA F FL ¥ s 5 —Ex{ET
B2 EIZE DY N O ACTP IR A KT S ¢ 5720, W%
B2 DNA S HE AR S b o

18.2 HUEEER

rFhyyEy (dRAC) 1. I IRBRTE R 2 IE Lo L 55
1 fkA e N BRSNS, SE ISRk 4 2~ AR Uk b OJEE;
MR L CRGMBEER % 7% L2020 0 Z oS EE K OSRE K
Y TdH 722028, dFdC IE, BERN v b EIEESE 7LV Hwv
RBRic BT h L R EMAL (CALU-6). FLiEMife
(H-31. H-71) K OB~ 2 BRI L CTA 7 ¥ 2 — UKL
L2 2 PRI A 5 & % L 722002831

Fbb, 3~4 B2 1 MOHFG12 X 0 IERIEE CENZZPUEL
R HENLDIZR LT, 1 H 1 ROFEG B TIEFHEEAHE < HT
JEERILRO SN h ol TORMBIYE MEEEFIVICE
W EROPEAN IR Z M TH L Z e HH N TV D e b



Jitidfa Ml (H-74 B O° CPH SCLC54B) 2 & B AIEAS A & 41722930
¥/, b MESEME (MIA PaCa-2 & UF PANC-1) 3, b MHE#E
JEAIE (TGBC2TKB K OF HUCCT1) Ot bR bRz i s
(639-V, BFTC-909, RT-4, RT-112) 1ZB\>T b [ Ha i %)
HASED 5T

19. B3I BT 2 EB{LZHAHER

— Y& TR
LYy Y KR (Gemcitabine Hydrochloride)

r&=
GEM

tZ#
(+)-2-Deoxy-2'2'-difluorocytidine monohydrochloride

SFR
CoH11F2N304 - HCL

FFE
299 .66

MR
OB ETH 5,
KIZRRHEFRT L, AF /= VIZHETIZL, =% 7=
(99.5), VI FNVI—F), T Y NVIiZ2-FTar8/—)u
WZIFE A EBET v,

1LEEER

#5250C  (53%)

2. A%

(F LY BE > SR 200mg/5mL [ K])
534 T

T LY BE > RERER 18/25mL [ K ])
1314 7w
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