20244F1 G (BB1AR)

Bpik 1 2~8C
HEE : 34

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

B ER B EE A
T LY 2E ERRIEIESR

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

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

[ IE Ny |
) R -EMSEOLFEICLYERT L

g

1. L

1.1 REDOERS S . BREFICHIMICTE 2EERHICHEL
T, PAMLZEEICTRMAE - BREFOEMOD &
T KB DS HEY) &HB S h BEFIC DOV TDOAER
T35 &, £/, BERIRICEILS. BEXXIEZORIEIC
HIMRUERMEZ T2HBL. ABEEZRTLSEETS
Zé&s

2B1AEBEZE JOSEEREEEICLUITIZE, SE
DERERFARICEVT, B2EEEH S WML 1 BORFE
60 PLLEDTTITH &, BIERADERL BIrHRE S
W3,

1.3 [2.22], [9.FENERZFIIEBREICHAT IR
NEEZB L CHEHCBREDRRICH?EETEH L

A SELEHEIHOHZBEICEESE LAV L, B
MHIEAERFRFTHY)  BRPEXIFTEMZFEVD, BEE
T 2ueEMLH B, BREDNFICERL/-EZEZ2A5N 5
REBIFHESN TS, [2.1. 2.4, 11.1.1 BE]

.5 ME B X S EE TS T, P OBRKERDSH 5 H
BRI HEDH 2BEFICEIHBRELEV &,
BEMHRICERLEZEZEZONBZFETHLPHESNT
W3, [2.2, 11.1.2 BE]

6 HEHEHEBIER 2 HF T 3B AOREGEELEDHE
BFGFRISE T2 C &, SEOBKRHRICEVWT. AE LB
EBNDIRBHISHEEEEDGHAICKY ., EELABER.
MBRPRBEL, ECTICE> PP HRESIh TV,
[2.3. 10.1 BHE]

7 BEICEU TIIEBERERZ T2 ICEHE L EEICERKRIR
T (MAFRE. FEERE. BEERES) 2. £
fo. EHIRICHE X BREE 2TV, BEPEOSIE
BEICEBYENEZITO EEBHICBREMRBEOITEICD
WTHEEBICHKRFT S22 &, [8.2, 9.20 9.3.1. 11.1.9,
11.1.10. 11.1.12 BEg]

—_

—_

—_

—_

—_

2. B2 (ROBHBICEIHBELEVWI L)

2.1 BEREHIEIOH 5 BE [ HIH2HE L Sy
ERDLIENH D] (1.4, 2.4, 11.1.1 BIE]

2.2 Bt X BB TS 5T, o RERDH 5
R 25 X HARHERE O & 5 B DEIRATEE L, vl
EBBIENH D] [1.5. 11.1.2 2]

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

2.4 FIERYHE 2 A0 L T B BE EGURE A L By
REbZehdHb.] 1.4, 2.1, 11.1.1 ]

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

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

3. fHR - MR
3.1 #k
Wi, Sz a4 %ﬁiﬁ%’*‘?ﬂ?ﬂﬁ Y ZAS ‘/ﬁiﬁﬁ%ﬁj‘?ﬁﬁ lg/
200mg/5mL [ > F | 25mL [4 > V]
1NA TR T LAY Z E V|1 N TR LAY 7 BV
BRI GT kY 228mg (74 % ¥ v & |l 1140mg (XA v 7 ¥
L T 200mg) & LT 1000mg)
AR pH F#EH
3.2 REDHR
Bires, a4 ‘/,'.'I‘Zf'ﬁ‘i%ﬁjiﬁ FLYEE ‘/,I.'i‘?f%‘]%?tﬁéiﬁi
200mg/5mL [H > K 1g/25mL [H > K|
IR AL~ ETE O
pH 20~28
R # 1 (HRER AR § 5 k)
4. FHEEX (IR
OFE/ Nl R i
Ogiz
OREx&E
ORI LEE
OFMABER (I BHHRILE

ONALFEERICHEEL RERE
OFEXIIHAMOEM) >/ E

5. MEEX IR ICEEET 2ER

(fEERE)

5.1 KA ORISR BT 2GR N4 3T
LTwir,

(R ERE. FMAREIIERIE

5.2 FRFNOHTHT - AT BT 2 BRI R R4k
IERE. L CTnZevy,

(DAL ERBIEEL FIERE)

5.3 AHN OG- %179 HaI12id. AEEA % & G LBk iitT
BOREFEZ SR E L. ASEANT T 5 K2 EE L TR
KD OWEF T 2 MBI Lz LT AR oG- % G+
LTk,

6. AERUVAE

(BE. BEE. REBLERE. PALEEREIRICHEEL P&
. BREXBHAMOEMY > NE)
WHEL AT Ay e e LT 1000me/m? & 30 45
U CREREE L. oE 1 x5 4 3 s L. 48 H I3RS
The TNE1IA—RAEL L THGETHYET, 2B, BED
REBICL Y BEERHET S,

G/ R R
W AT Ay e LT H1000me/m? & 30 475
U CREEE L. 0E 1 5% 3 s L. 48 3 I3RS
Tho TNE1aA—RE L THEGEHYEST, VATTTF
EOEHT ABAIE. Fav Yy e LT A 1250me/m? &
30 A CREEE L. 1 5% 2 L, 3



Hh#EE 1 a— AL FTH52E0TE D, b, BEOIRREIZ X
D BEEEET 5o

(FMTBER (S BHILE
SWHEL BAES LAY Y E L E LT LA 1250mg/m? & 30 43
U CRETEE L. B 1 MG x 2 Bk L. 3 E IZREE
Tk, TNE1A—RAELTHEGETHYERT, 2B, BHED
REBIZL ) BEERET 5.

7. RBARUVHAEICEEET 58

(RE& LR

7.1 [17 FRPRMGH ] OIHOWE & +o0 (ZB#E L 72 oG5
EIRT L2 L, [17.1.5 2]

(FMATBEX (3 BHRILE)

7.2 AH LR B MOBUEMELF L [17. BRG] 0H
DOWNEEZHAL . AR OFE R et o8l L7z
Ty EIRT A L [17.1.60 17.1.7 B

8. EELEXNER

(hEELE)

8.1 EOYI O DK, Ao NI, WEOEITHFED
N ARG 2k L. ho# ) 2 iR s b B 2
Bk,

8.2 EHREHIH]. FIELEMi £SO BEELZEIEHAAEZ 22 5
D, & EIZHEGH LR D2 ENHLDOT, FKHIZE
L CEERAEIR 2 T4 EE L. IR (2R
MeAs, BEHEREMAT. BRREMAESE) &, F7o. EMINICHE
X g% T) 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 > TE, FIMERER I O ZE 8 12+
SRR L. 52U H o FHIERELAS 2000/ u L i S i/ K
ST I/ u L K ThIUR, B HERREDSRIE T % F TG E
Ak, 720 BRI LD . BRIBEREAME T L Tw
LEBEETIE., BHINEIISR S O5bR 2B HLOT, =
NoOBETERG =L B L. BRREHICTEE
T2 ko AFIEMEL A 3 EEFRS Lo A. HImERE
O ERER D e A A L 295 5 B S 39 49 2~3 AR IS H & b
N, REMEERD 258 1 AB CTRIET 5. [8.2. 8.3,
9.1.1, 11.1.1 &H]

8.2.2 MEMMRZEDOMEM
KA OGN DTz o TiE BERAEIR (FPILIREE, 1% K OV583,
HEOREE) o cBig L. BRI X R AT
Lo F/o, MEIZS L CHER CT MAs. BRI 3% 4
(Pa02) . MBS B RIS 5 F 7% (A-aDOs2) . FifLELAE
(DLco) % & D% 4T) 2 &0 [8.2. 9.1.2, 11.1.2 BE]

8.3 BUME DI I IIME I+ EET A2 L, [8.2, 8.2.1,
9.1.1, 11.1.1 ]

8.4 AFFEGIFICMEIRD ZDOSNE I EDVHLDT, TDEH
GRERDSFEIH L 20 LR S N5 £ T BB H 0@
3fTbanwE HIEET LI L,

(IEE. B > NE

8.5 BN ( [ OB R W RKRRE - BIS/ R
HEH ANHHFEANOZLTICRIMEE LAY I Y VIR
PRtk (9RSE) 1. TR L O LB O R R IKFRSE - B nyb3E
i e AN A L RN R AN S < S S VAR Ca
Rl (FR%E - BERIMEEMEY V) | &) 285752 L,

9. RENERZEZEIHBEICHT IR

9.1 AHHE - IEEZFDH 5 EFH

9.1.1 BHMFINH 2 EBE EEZKRC)
(8.2, 8.2.1, 8.3, 11.1.1 &MH]

9.1.2 EEMEMR X IFFRMEEDCREED & 5 HE
MR MM FOEELMHEEEZRE T D5, [8.2,
8.2.2, 11.1.2 ]

9.1.3 DEIEEDEIED 5 5 BFH
DIREENASND 2 DD D, [11.1.4 B

& H 0

o3

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

9.3 FrEREERE

9.3.1 FEEE (Ffests. AR, HFEEE). 73— JVKFED
BEXXEEHOH 2EE
RO EALZT &R T DB D, [1.7, 8.2, 11.1.12
2]

9.4 £JEREZE T HAE

9.4.1 AJEWREZL SFlG O BE G T 2 LEDN D A 113 A
JHER IR T A B EETH I L, BIWER (A, 7Y
F) BT, AEEE CERERE. WRET . IR,
JEFEMFEE B 5 VIZEBRTEE 0T 23085%) PG ST
Wb,

9.4.2 )¥— b F—DUTIRT LW REED & B FIEIZIZ. KA
HR O OSARFI G T 2 — 2 B8 ) 722 B L 2 479 & O fRiE
T5Z L, [15.2 ZH]

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

9.5 Wiz
TR SOSIEIR L T B O & 2 I idix 5 L e w2
Lo BFERR (v A, v F) TN K ORIESGE
TERDSHE SN Tnw5b, [2.6. 9.4.3 &[]

9.6 L7
AT MTSEL L, FWER (7 ) THLITHF~OE
TP E SN TS,

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

9.8 EEE
FHAHSEORERHORIIEE L, BEIIERG T2 L,
AR IS RE S O P REDME T L T 2 L%z o,
IR EE S F S 2 BZ DD 5,

10. HE/EH
10.1 BEAEE BFALAWVWI L)

B TR ARAEIR - A5 Wy - fakRET
T RIS A A1 D JE PR BB C AR | e T BB T A ISR

(1.6, 2.3 ZH]

(1000mg/m?/ H % # 1
[T 5 ok T8 5 i 0 5 5)
& R~ O AR T 1Y U
P (2Gy/ H % 38 5 [a])
% 6 g L O L
EAIL. EEsAY
%%, Ml FEH L . 58
TAZE - 2Bl s &
T\ 2o U R G
B L 7235 o A H
ORGP EIET SN
TV WO T, T
A & RS 2 M
OB R L O TF
ORI 5 2 &

ARATF 112 5 R R 5 o
AR AL, AFNC X
B TR AR 52 VB N A
ROLNTWD,

10.2 RAEE BHFRICERTS L)

B b RIRREIR - HE 1 7% R - fabEET
A SR R ) JIEE 0 A AR O (A A | B U © AR L R
S & FIREOET 9 2 356 [ ARAF 1912 G R R 5 o
WL 2R O& | BRI L RHNIC X
SENSII T B L DD | B H TR TR A
b0 2B, MR RO 5N TS,
P& BRI L 72 B 0 AR H)
DR ERIIHER SN T
W\,
Aty o> P N 355 4] GEEIIHI AT TR S NS WA & L B A A
7V F VLA ZEWH Do LTwa,
A
VLAY
TuA A R
11. BIfEA

KOBWERED 258 &b s 2 E03d 5O T Bigx 151247
VL BEDELD O N E I3RS 2 kY B 2 SEE 2L

BE2{T) 2 &




1.1 EXLEMER
1.1.1 S8EMH

HIER R A (72.6%. 7275 L. 2000/ uL i o 3 4 13
17.5%) « IFdEkmA (69.2%. 7272 L. 1000/ u L A g d
13 32.1%) . MU/IMGEA (41.4%. 7273 L. 573/ u L Fiil O
Bix4.2%). Bl [NEZOYE YR (66.5%. 7275 L.
8.0g/dL i Dif A1 13.1%) . ARImEkiED (52.6%)] Z4°
HobNDLIENH L, B, BELR MR ER L 72
EEZ SN BMMAEIC X 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 5V IZEWESEDL NG ICIE, &
HLICARANZ L DEEEFIE L, AT 04 NGRSO #EY 0L
BEITH) 2 & BEMMARICKRRE L EEZ S5NEETHD
WEENTWAHL [1.5, 2.2, 8.2, 8.2.2, 9.1.2 BH]
M1.37F77147%>— (0.2%)

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

[9.1.3 ]
11.1.5 5 > MOARE CHEAT)
11.1.6 Fh7kKEE CHERH)
11.1.7 [KEZEE (HEAH)
11.1.8 R AFFIR{EEEREE (ARDS) (HEAH)
11.1.9 BARE (FELRH)

[1.7. 8.2, 11.1.10 Z:H]
11.1.10 B RESEERE (0.2%)

MM A, e vy ki, 2L 75 = k5., BUN L
5. LDH E5-% k) S AT 7 0 ¥ Vg% oM N IS iE
PRI MO IJREEATRD SN A1, &S 2T 5
Tl BARSIIEG IR E o TOARIMI TS Y . B
EPLEE R bH A [1.7. 8.2, 11.1.9 ZHE]
1.1 EEEE (FERH)
EELGERESE (KB, KE. %BS) 25dobhb 2 e
H5bo
11.1.12 FFaEREE. |E (EEARH)

AST. ALT. Al-P & MR EE 2 IFHRER L,
SbNbIENHDH[1.7. 8.2, 9.3.1 ]
11.1.13 BERE (¥ EMEEREEZST) HER
)

ERIMAE . RERE . GENE. R, ERRREESEOREIRDERD &
N7 AT G 2k L, S A REE179) 2 &,
1.2 ZOMOEER

HIE D D

;{

10%24_t 1~10%Ai 1% SHEEAR

BRI (MR Bk
L5 DL BE
L PRSI
fi, FEAENE L
S, L
B SLH (ST -

)

B g

W00 IR 3 L 55 | PTE & ik Bk
B B 7 A L) dE
RE D (KRR | Wi L O
i, LK B

R

F.|BUN EH. &|ZR
O ER IR

VA =
fintz

AR, & TR, R |
g, Bl
AP

B
=
?}‘.

HALE:

ey ver k-
A A/G AR
V| Ty y-GTP 1
LN = R )]
VIR

JFF T

S, O T, (IR, LU
AR L AL

;H;\:r‘rr;v_’"ﬁ— 2)

BT

&
S

TEEENERIFTT

1
B e

10%24 1= 1~10%A i 1% HEEEASHH
PR FRAL RIS
ER:RE I (IR I, P29
AL
MR KAY M I | R
Elaas Jei2)
PEITI FER (MR E A, R IR L, |4 7 v s
MBI (R 1 GFRR | IRART . B [ RREER (B R
Bw % B, IRIR. M. BEJIE.
B2 M|y E . M S A, THIE .
. R E R|TE L B
WD B FEIF B PE5F),
Z 0t m . & =2 TG G )
J&ED RN I — VR
CRP L&, 1k
O, K
D 13T
N Mg E AR

1) BRROBRRAR 11 BB 2 38BHHETH S,

H2) ENICBIT 2 AH L 371) 8 % 1)L & DRSO R BV
T3 30%LL EDOHETRED LN T 5o

N D AH Bl G- DRFR BRI B\ TR0 b 7z EIVEH D FEBUH
JE & RLk L 720

14. BALDEE

14.1 EFAMBFOTE

14.1.1 KK D 200mg /XA 7V 5mL LL b, 1g /N4 7V i
25mL PLE oA EIEICHEE L THW 2 &,

14.1.2 BRRBHIEELCPIET T 5 T & B % S 12 PR AT
T LRERDPHTHT DN HLEDT, WHETHHETLE
i (15~30C) TEAFL. 24 BRI T 5 2 & @i
L7233 L e w2 &y

14.1.3 BB ICEEM T LA IE HICHITATE ki
L. BRI LA IEEBIZEEmOTKT L S Py
ks

15. ZOOEE

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

16. EMEIHE

16.1 IMeREE

16.1.1 BEKRES

EERE s 11 B o2 & ¢ U 8EEE 1 18] 1000mg/m? % 30 431
T CEIEE L, mEiifky o< b 797 (HPLC) HI2THRZE
Ltk (Favsey) omERREYIEL:, 81 3—-ADE 1
BSHICEONF LAY Y E Y OEYEEE ST A — ¥ — % DIFIC
RL7ZY,

23 8= A METIVEYEIRERATIC X ) JH S R LE
DHEWRE/ ST A — 5 2 LUFITR L7z,

1E3)

1T A=y T = R

42 1) 75 A (CL) 85.6+17.8 (L/hr/m?)

LI Y= b XY P ORHER 8.80+7.49 (L/m?)

(V1)

KA 28— b A2 b DA 6.95+2.96 (L/m?)

(V2)

I 8—= b AV NGHEZ) T TV ,

2 (Q 22.3%*11.1 (L/hr/m?)

a HOHIEEH (t/2.) 3.1+2.0 (min)

B HOWHEIERI (trzp) 18.9%+4.0 (min)

SR AL IREE (Cmax) 21865+4165 (ng/mL)

I3 i R T IR (AUCo-) 12100+ 2227 (ng - hr/mL)

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

N TORE & N EIZFEBEORKERTH - 72 A0 A ENZ BT 53R TIE
M¥EZ )T TV ADFERICL > THEEZ LI EARIRENT
BUY . SEE TS ) T T 2 AT B E & 722 (B
EIANTF—%),



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

16.5 HEitt
HETHER L 72 R EERIZ B\ L AT R 5 B4 A Y
& v MR 1000mg/m? & R T L2221, 7 HBRECL 72
JR - 325 92~98% D IHHE AR S 7z ED 9 B 99%L
EDRIZENEN2D T 7L Y 7 €y oEHEIREK IR E S
720 SRAHUHG ML RZALER O BEHEYE & v 5 2 VIR O
BHHEEORNZE L WS L XY e boERABWIEY 5V vkE
E 2 BN RARZILEE IS ED 10%KiTH - 729 (FHE
ANF—%),

17. BEIRRIE

17.1 B3R URLMICEEY 2 55%

GE/NRRaRfE)

17.1.1 ER%BEE I B8 (5 A RUHE B)
AT E Y UG HOME 52 X B I/ NI g 0 1L SR [l
EIREBINZ RT3 5 1208 TTAHEER 2 3Bk (GRBR A LO'B) 2B 5
WA B TOZNE T OREAZO 5N 5 T TOMIIUTO L B
) Tdho7:96,

BIRASTRLD B AL
SN K (27 ERY = r
St s Bl i»bg;ﬂ?i%gwb BIED tiﬁf]m,ﬁﬁf'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) ZoWmt, [#5-mnRth 50% L Lo R NI EE ] oEk

VIRTCAL S8 2 20 72 2 & 0B 2 I/ NI G 2 B U 5 A%
PEIZOW TR SN TEB S TR L HREBETO 16 Blo
MEHNZB W T, BRIBNIEED SN h - 727,
AL BIZBWTROLNZEERHIZUTOEB) TH -
720
FELEWEHIZOHME. 7VHY) 7+ A7 7% —¥ LANE 16
2R BTz,
7L — R 3D EoFELERRAMEREZEE. ik
10.0% (14/140 B1) . WFhEREGHA 28.3% (39/138 BIl) . ~EZ T
YA 17.1% (247140 1) . M/MEEDR A 2.9% (4/140 B1) C
Hotze T2y L —F3VUEOELBMEMRGERIE. E58A
R 5.0% (7/140 B1), L - WEH: 2.9% (4/140 B11) . JE5571% 5.0%
(7/140 Bl) T o720

(HEfE)

17.1.2 ERE | 5
RIFNCBIU 57 L2 5 C VIR EANE G2 X 2 B oL g
WANEEGN AT 55 THHBR (LNL 2051 a— 20 A 1 [
7 WA GE) 2BV, B SURH O & & O° Karnofsky
Performance Status (KPS) % #&& 1253 4 SERFRF R 5 % H
WTHIRES 24T o 7285 R ERSERIR) R A2 B 1T 2 5HiliS R BT OHEXD
L 28.6% (2/761) THo7%,
FoARBERTIL S 1 2 — A0S TEAEICHEORD 5w
BEIIBWTL, 23— ALRIIVRTO®ERG LT E LTz
PNEE 1 I — ADOARTHERZ H U T L7z 4 6% B 7 Blapl
TABEDR SHRABITTHZ LN TE,
RAER BT ZEIER (BRI ERE LS 2 &) (& 1169 11
B (100.0%) ZF8H Bz, ERFERRAER G ZB)IE, Hisk
WA 90.9% (10/11 61) ., fFrEkk A 72.7% (8/11 6). ~NEZ7 1
YA, y-GTP EH. 7V H ) 74 A7 7 % —¥ EANENE
163.6% (7/1141). M/MiiEd. ALT E&. AST LH2SZnZ
154.5% (6/11 %) . CRP &, LDH EHSZFN 21 45.5% (5/11
Bl) Thotoo T EAMBHRERE. - T 90.9%
(10711 61) . EHAIR72.7% (8/1161) TH -7,

17.1.3 556 1| FREBR. 518 11 HEEBR
MENZ BT 27 A & © o R 512 X 2 B o 5-FU
RT3 2 &5 T M R ER B O L ) [ G B2 6 3 % 46 THT
MHEBIZBWT (WTFNRLE 1 I — A0 HM 1 [AfkE 7 B85
B G A5 C OSERARRISRAZ BV B AR S O AR
ETEROEBY) THo72910,

SERARFIR

e S M | 6 AE | 9 AE |

MECRLBTE g | gk | opew | TERE
&5 11 AH

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

Evd flf.)'/%og’) 5.7 7 F 46% 24% 18%
(n=63)

1 2) HEANCORERFEFIZIA (Clinical Benefit Response) (&, J&3i. S #

D4, Karnofsky Performance Status (KPS) M OMKZEE % #4892 5Fl

T LHEHEHETH 5.
WENZ BT 57 42 & ¥V IRRE RS2 X 2580 miG
OIS 28 MIHRBICBW T/, LAY ¥ U U IEmIER: (1o
— AD &M 1 AR 7 EEGEGED) 1250 S A EIERNIZ T
DEBY THoT,
BIER (BERMRA R A % &) 1L 63614 6341 (100.0%)
RO b, ERFRIIAMERIEA (44 1), ALT L5 (44 #1) .
AST L& (44 61) THo7z
TLREELSAERRLE L TA v 7V o WEER (10 61) . SRRk
T (25 60) . o kiFE (1), FE 4 6) 2FE0 sz,
H3) FAVY Y Y OREICBITAAREME - HEid, Favse
> & LT 11 1000mg/m? /8 1 [al¥e5-% 3 i L. 4 8 H I3RS
5, INx 1 a—A&L LTHEGEZHED KT,

(AExEE)

17.1.4 ERSE 1 KR
LY UIERRIE R 52 X B RETHET UL EEEEFE D S
REESE O F AN GBI 5 88 T AHRABR IS BT, #i%
BT OZNERED J OHEFHIRIED T O LB Y TH - 7210,

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

(;T: 4) JESEHG NS FNL I AY A L i e e ) o8 B 1 G - CTHIE L
AR BWCRO LNFAERIID T EBY) ThHho 72,
EIER (BERMRAT R A8 % &) 1340 Bl 40 #1 (100.0%)
RO b Nz ERBMEMIZ. BLRPTEKAIRESZNZN
52.5% (21/40 #1). 6#4 37.5% (15/40 Bl) . 957 35.0% (14/40
), Wi 32.5% (13/40 1) TdH -7z, BELREWEME LT, ALT
BN O AST B8ImAs 16, B 28 J OWEREAS 160, i & OF i
W ay Z7H 160, MR OELAS L B3, K, (T8
W B RFEREERE . AR ZNE 1 B 7z,
T 75 B R AR S i S 28 B R ER B A e O I ER B A s e
FNT75.0% (30/40 ). ~NEZF T LA 62.5% (25/40 1), I
IINIREGR Y B OSITL INEE IN28 2 241 55.0%  (22/40 #1) . ALT
Bahn R O AST BEhnasZ 241 32.5% (13/40 B1) . 1MLk 7 v 71 1) R
AT 77 —EHN22.5% (9740 B1) . A& ERA 20.0% (8/40 f51)
THo72,

(R ER R

17.1.5 B8 11 FREAER
FRE T ES S N2 RFTEAT O EEE A9 A RE L oL
P ARG (Stage IV) IS LT, KAy ¥ © o iamiis o
AT TF v OBRS (GCHRE 4 MMA 1 a—AE LT, 7
Ly H RN 1000mg/m2 2 1 HH. SHHE KI5 HEIZ, ¥
A7 TF ¥ 70mg/m? % 2 HEHIZH%G) % M-VAC#Z% (A M hL
XA — M BT IAFT UREEE, PRV ILE Y VIEBRE R O A
7T F B HED) &l L7 T ARRRERIC BT GC B 203
B, M-VAC B 202 BIAE ) FHT S, o NFRIEDToE B
D THo7:12,



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

7£5) log-rank Mi5E

H6) A 2FHE
T LAV UEREN (FAV S VERREE VAT T
OIS ICRRD S NZREITERHIZLLTO LB Y TH -7z,
EIVER (BRI MR E A % &) 13203 61 191 61 (94.1%)
RO BNz, EREWERIIANEZ O E VA (188 #1) . HIMEK
Bagd (184 1) . IFhERkE A (176 B1) CTh -7z, EEEZFEIEH
k. Bl 38 1 (18.7%) M/ AME 32 B (15.8%) M UN5E#k
2261 (10.8%) % THh -7z, [7.1 )]

(FMABER (S BHILE

17.1.6 #5455 11 HHRER [JHQG HE&]

GVEITTHERE S N USRI T v N T 7)) v RPUENE
IR G SN WA RE. RPTR I AT M FLE B 2 o)
RED |2 NY Y EVIERRIEE X7 ) 7 2L E O HRS (GT
H:3MZ21a—-—2L LT, 1HBEIZTZY LAY Y Y VIR
1250mg/m? K. O3 27 1) # ¥ &)L 175mg/m? #+%5- L. S HHIZF
LY C RN 1250mg/m? & #85-) &3 ) ¥ F k) Hdk 5
(TH 32 1a—RA& LT, 1HBWKEXNZY) XLV
175mg/m? & #5-) LW L7258 T AHRER 2 F2hi L 72, E O R
WBUToEBY THo720,

7)) BEICT > I3 A4 2 ) O RPUEEEE RO M AR T
flid 1 LY x v OfLEEBPEHNC X A4THT - A bR EHR O T
MARE 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 6671 g00) | 0-0489°
Y w8 8 0.74 o)

sty | O3 AT | S AR AT (g 650 8g) | 00008
S 41.4% 26.2% LR DR 1 15.1%

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

8 Ml

7E9) log-rank MisE

7E10) GT BT &

REREED 7 12 5 © U IRRRETRIC BT 5 BIVE (B R i R A
Bz &de) 13262 B 256 61 (97.7%) (iR Stz EREIER
WEBREAE (23161, =2—a/3F— (1674#), NEZ7T L Vb
(158 1) T o7z FEE 7 8IMEF L5 B o 2R A AE 8 Bl
(3.1%) . TFHERBEA 6 6 (2.3%). ~NEZOE UHA, FEH 4
Bl (1.5%) FTholzo [7.2 ]

17.1.7 EREERES 111 855 (KEYNOTE-355 #5&)

HRFS - FRESFLIE (SR 2 & B VEOBHEHRE O 7 Wik - 5T
FrEATYED V& v ZHARE M D HER2 %o FLiE B & 847 1
(HAERN ST Bl &) x5z, RAa701) X7 200mg3 M H
ME¥eG+bas: (Fav 7 C UM 32 1a—-2kL L, 7
LY H N 1000meg/m? 24— 20 1 HH.8 HHIZ#H%]
ROHNEKETTF v, 2877 FL Vit nab—527 1) ¥ F L)
DOPEHFREE R O R R EED, 7 L R+ LERE (74
U UIERBIER VKT T F v, X7 ) & F 2 )L UL nab-/%
7 & FEN) OFFHEREEDR iR e L ZEERRBCRE
ENT, ML FAY Y UIEBRER VKT ST, %
Uy Xt idnab—37 ) ¥ Xk )vid, HAEMSES L1
WL7z0 7B, W CRBMEITATFED SN2 HE 12, BB
IR TIEIRDSFRD SN WEDERIIZZE L T b EBE T
[a] DLBE O W (G EEA TR EEITT A RO 5NDL FTRATH) AV T
OG- Z T 5 Z LR L SNz FEFEMIE E 13 Mg
I (PFS) RU&EAf (0S) & &, RAa7u) Av7
HbEEEE O G ERE R 7T bR LR o B s L i L
C. PD-L1 Bt (CPSEID =10) o &# 323 1 (HAN 28 Bl % &
&) IZBWTCPFS 2 FMICIERE Lz (R1 RO W,

PD-L1 Btk (CPS=10) d_A 70 AT+ 75y ¥ ¥ R
WROHNVART T F RS SN BB 2B 2 Vi
Xl 125 Bl 122 1 (97.6%) (HARAN 14 Bl 14 Bl % &3r) 12

BIER R0 b ivzs E2EEM (20%L0 1) &, #if 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/ IMIEGA 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
Ho A 30 B (24.0%) KUY AST 8400 27 %1 (21.6%) Td -7z

[7.2 ZH]

i11) PD-L1 258 L oM s (EmAlie, <2077 -V kRO
) Y NER) R IERE AR TR L. 100 % 3k U 72 fil

£ 1) ARMEE KEYNOTE-355 #5#)

[PD-L1 Btk (CPS=10) 0 H#H]

NRATAY) AT . .
200mgQ3W e
g 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) -
P s 0.0012

TRECIST 7’4 F5 4 > 1.1 UKD < EBT A7 g &
LY Cox BN — FETF WL B T T RHbFE# DL otk

SREV Ay v
Q3W :3 3B [H] [l 4% 5

W12) RA7H) A7 7 200mgQ3W (£ a3—20 1 HHIZHES) LUTo
b (HLEMIASEE TE IR 20 L7z [(FAy s ¥/ EmE
1000mg/m? . U VKR 75 F >~ AUC 2mg * min/mL 244 (1 72— 2 21
A, fa2—20 1, 8 HEIZHS). /82 1) % 4L 90mg/m? (1 Z—A

28 HM, £#a—An 1, 8.

15 HHI2#5) Xid nab-7827 1) 8 v

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

#13) 79 RQIW (HFa— 201 HHICHES) LT o ks (0
BERASBRE T LRI 2 L7 [ 48 G 1000mg/m? K
UHVET 5T~ AUC 2mg - min/mL #1248 (1 2—2 21 Hi, #3— 2
D1, SHHIZH#E), /82 1) % F+) 90mg/m? (1 I—A 28 HiH. &a—
2D 1, 8, 15 HEIZ#HYS) Xidnab-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-355:5%)
[PD-L1K 1t (CPS=10) D 3% ]

18. ZEhEEIF
18.1 1EAF

Fayvsy ey (dFAC) IR TRE S TRERO X 7 Lt 7
FTH %) YIRILY (dFACDP) K U= Y R{t¥ (dFdCTP)
L7 DD TS HYDNA G BUE EHER R NI EE § 5 2 &
(&0 BB E R 2R 910, IR, dFACTP 2574 ¥ &
FYYZ=) VR (ACTP) EHE LansH0DNA K1) X 7 — 12
£ 0 DNA SIZIU Y A ik, Mgt (7R b= R) 25T
510, F72, dFACDP I3 KX 7 LA F FL ¥ s 5 —Ex{ET
LK DY N O ACTP IR A KT S ¢ 2720, %
B2 DNA S HE AR S b o

18.2 HUEEZER

rFhyyEy (dRAC) 1. I IRBRE R 2 IE Lo L 55
1A e N BRSNS, SE ISRk 4 2~ AR Uk b OJEE;
MR 0r L CRGMBER & 7% L2020 0 Z oS EE K OSRE K
Y TdH 72202, dFdC IE, BERN v b EIEESEE 7V Hwv
RBRic BT IR/ EMAL (CALU-6). FLiEMiAe
(H-31. H-71) K OB~ 2 BB IS L CTA 7 ¥ 2 — UKL
L2 2 PRI R 5 & 3% L 722002831

Fbb. 3~4 B2 1 MOHFG12 X 0 IERIEE CENZZPUEL
BB HENLDIZR LT, 1 H 1 ROFEG B TIEFEEA®E < HT
JEERILRO SN h otz TORMEBIYE MEEEFIVICE
W ERDOPEAN IR Z M TH L Z e AHH N TV D e b



Jitidis M (H-74 B O° CPH SCLC54B) (2 & B RIEAS A 5 41722930
¥/, b MESEME (MIA PaCa-2 & UF PANC-1) 3, b ME#E
JERIE (TGBC2TKB K OF HuCCT1) & Ott bR bRz i i
(639-V, BFTC-909, RT-4, RT-112) 1ZB\>T b [E5 i w)
HASED 5T

19. B3I BT 2EB{LZHHER

— Y& TR
LAYy Y KR (Gemcitabine Hydrochloride)

r&=
GEM

tZ4
(+)-2-Deoxy-2'2'-difluorocytidine monohydrochloride

SFR
CoH11F2N304 - HC1

FFE
299 .66

MR
OB ETH 5,
KIZRRHEFRT L, AF /= VIZHETIZL, =7 7=
(99.5), VI FNVIZ—F), TEI= I NVLIZ2-FTarx/— )
WZIFE A BT v,

1LEEER

#3250C  (53%)

2. A%

(F LY BE > SR 200mg/5mL [H2 K])
534 T

T LY H2E > RERER 18/25mL [ K ])
1314 7w

23. EEWk
1) W - 434 - ACES - HEME (2001 42 4 H 4 HAGE, ¥ = 2% —)v
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A ERZE~. 1. (3)
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6) LG fh o HE & AL, 1996 5 23 (12) @ 1681-1688
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