% 20244E12 A CLET (%5200 BAEEER M EES
20234E12H 43T (85140 .
B 05Tl RBA AR EN S S
HAHIR - 34 KLY A E ISR
TABE D smmzn 200mg/SmL INK]
FADBE D mmwn 1g/25mL INK]
Gemcitabine I.V. Infusion 200mg/5mL - 1g/25mL NK ]
200mg/5mL 1g/25mL
BISE, LTSRS AEREES | 22700AMX00866 | 22700AMX00867
) EE-EMSEORFEICLVHEHTLZ L BR5cRin 20164E8 201648 1
. (;‘fﬂ%ﬁﬁliﬁjz MR
1.1 ABIOHEE. BREFICTHIWCTE 2EEREICHSL - - e T o o
) L - S . PSR AR RE 8 A A A AN R ) G X
N X5 H EB] ES - :
N 134 7 )V 5mL 134 7 )b 25mL
TBIE, &, ARBACATS. BEREZOREC s R | by o R
ARV ERMEZTHHAL. ABEZETHISHBRETS AR 228mg 1140mg
& (FavrerbLT | (FavserelLT
1.2 381 @5 % 30 AREAFEEEICEDITS>Z &, SED 200mg) 1000mg)
FRAREBRICH VT, B2EU EH S WL 1 EDOSFEE 60 s pH FREA pH FHEA  EE
DUERPTTITI E. BMERALERL ZFIPmE SO TL 3.2 BIF|I DML
% o L Gog | 7Ry P Y M 7 A 8 Y i
1.3 [2.2Z]. [9.FENERE2EFI2REICHTIIE] e 200mg/5mL [NKJ 1g/25mL NK
DIEEZSRBL CHECBEORIRICHIEET S &, PEIR Bt~ (U 0, 7 B D TE B
1.4 SELBEDHOH2BHICEBRELAEV E, B ol 2028
MHEIEHERFEFTH Y. BREEXIZEDZ#EV., FE LI 91 CERART A D)

1t 2F[EEMED H D, BREMHICERLE-EZEA5N D
REFHIHRESNTVS, [2.1. 2.4, 11.1.1 SH]

5 SR ES X R EE TS T, »OBRKERDH 2HE
MR IS EENH DBRECERELEVIE, B
BHMRICERLAZEZBZONBRTHIHEE SN TW
%, [2.2. 11.1.2 3H]

6 MEREBERA T HFT AWBANORKERELEE DR
BOtRILET 22 &, SHEDBREFRRICEVNT. FE L
BADREBHHEHEEEEDOGRAICEY ., EELBER.
BRI RERL, FETICE > HFIFHREShTWVS, [2.3.
10.1 SE&]

7 HBEICE LU TIRERKRERE T2 TR L. 8EEICERKR
E (MAFORE. FFREERE. BRERES) 2. %
fo. TEINICHE X BIREZ 21TV, BEPRDOS N5
AICIBBEYERBEITO EEHIC. BEHMREOTRICOV
THEEICKRFTAIE, 8.2, 9.2, 9.3.1, 11.1.9,
11.1.10. 11.1.12 B8]

—_

—_

—_

2. B2 (ROBFCEIBELEVWIE)

2.1 BELEHNH OS2 EE VEREIHSHEEL . 3am
ERBIENDH D] (1.4, 2.4, 11.1.1 BR]

2.2 WP EA X B ETHL T, 2OoBRIERD H % MY
PER 2SI FAHEIE D b 5 B E DERAEE L, Haiy &
B ENHDH][1.5, 11.1.2 BH]

2.3 WER~O W AR 2 AT L T 2 (1.6, 10.1 &
8]

2.4 FREBIGEL G LTV ABE RGESME L, S
BERDIENDHDH] 1.4 2.1, 11.1.1 ]

2.5 KRENIORKANHF U EE 2 BHEOEOBEIR O H 5 B

2.6 IR IR LTV AT EEED & 5 7 1E[9.5 S ]

4. EERIIHHR
FE/NRalGE. BERE. ARETE. IR ERE. FRARIIHER
FUE, PAMEEFRISBEEL ZEE. BRXZEHAMOE
MY 2 NE

5. MEERBHRICEET 5EE

(REYERE)

5.1 RHEI DM AN L RPN B DA R f OV 4k (e ST
LTwzen,

(REg L. FMARER SBRILE)

5.2 RO - WA LRI B 5 AR R atkid
WL LT 7w

(DAL EERR ICHEL -IERE)

5.3 AFN OG- 2179 Yrerl2id, A = & T AR AT %
DEEBIZ R GR & LSRN0 2 Bt 2 B L CARHILL
SLDTGEHE R HE AT L7z BT, AR OG- 26T 2 2
Eo

6. RERUVAE

(. RRERE. RERLRE. PALEEAERICHEEL Z00EE,
BENIGHARMOEMN >/ E)
WE L RANIZE T AT 5 ey e LT A 1000mg/m? & 30 4
2T RERHE L 1 PleS- 2 3 e L, 4 8B REES
o INZE1I—AL LTHRGEHYET . 2B EBEDIRE
WX D EEEET o

(GE/ MR )
HWE, BAIEr A2 ey e LT 1 1000mg/m? % 30 47
2T RERHE L a1 PRS2 3 e L, 4 8 B3 REES
o INE1I—RELTHGZHEVERS VATITF L
PR3 2HmEIE. Yo7 ¥ e LT 1250mg/m? % 30
SV CRERRE Ly ol 1 T2 2 Mt L, 3 9 B3R
Z1aA—-AL$THIELTEDL, B EFOREIZL ) HEE
HET 5o



(FMTEER (I B RILE)
L AT ATy ¥y E LTI 1250mg/m? & 30 47
2T CRUEEHE L o LG22 e L, 38 I3 ARIE§
o CNZE 1 a—RAELTHTGZHENES 2B EHDOINE
XD EEEET 5.

7. BRERUVHEICEET 338

(R ERE)

7.1 T17 FEREGE ] OEOWE % T 1 C8 g L 72 LTG5
FEIRT L L, [17.1.5 ]

(FMABER I BHIE

7.2 RH G Mo PTEEREEAE (17, BRG] oHEO
WNHEZBI L. REIOFER L&t o 8 L7z Lk
T, BINT B &, [17.1.6, 17.1.7 &]

8. EELREXNIEE

(hEEE)

8.1 JEE O S 2 R, FimZ o MBI IREOMEITIRED &
NHa 3G 2k U o @) 2 iGskic i B2 5 2
&

8.2 EHEPIGI, MU REOEE ZBEHARI L2 EHH
D, & EICRGHRBRE LI ENHLDOT, HHITHEL
TR EERREIR % T4 (28152 L. AN ER R M (s 19
. BFREREmR . BREERAES) . Fo. S X
WA EIT) 2L [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 =]

8.2.1 BEEINH
RHNOFx 52 B 72 - Tl BB, I MIEL O Z B 155
B L. %5940 o\ ImEREDY 2000/ 1 L AR 33 MR AS
77/ uL Kl THIUX, BHIFEEDSNE T 5 F TG & L
THZ e T ENARBICE D L BRI T L v B
Tl BHRIHIDBR HSDNDEZENHLDT, TNHDHE
HTIIHGEEEERE L. BRREEIC TR 52 8,
A %8 1 ] 3 B S L 22 A s B ILEREO O Bk o
AR 133 G- BAA T8 2~3 Bl RICH S b, FRIKEISH
HA 54 1 AMCTHEY 5. (8.2, 8.3, 9.1.1, 11.1.1 &
1]

8.2.2 HIEMMREDMEM
KRB OGN 7z o T BRRIER (FPUCIREE, B K VB85
OFHE) %o B L EIC I X it a 1T 2 L.
F /o0 MEICIE U TR CT #Mets. BiRIMEESE5E (Pa02) .
filif S B IR R 35 5 I E 82 (A-aDOg2) . FiifkfkiE /) (DLco)
HEDMAEERITH) T L, [8.2, 9.1.2, 11.1.2 ]

8.3 KYYIE DS IIIWE P ER T A 2 L. [8.2, 8.2.1,
9.1.1. 11.1.1 ]

8.4 AFHEGHHIMERAHBDOENDLZ ENHLDT. 2D L) 7
FERAFEIL L 0\ & L AMERE S L5 £ CL H B O 134T
DLEWVWEIITFEET L L,

(ORERE. BHU D NE)

8.5 PAETCRE ( [BfE OB O @ RAGRIE - By HERET
Sk DHHFEANOFLEIAR L HET T A Y Y ¥ U IRRE
(RESE) |, BRI L OB B R HKGEIE - BIo/ MG &
OB OZL IR mEE S LAY Y Y IR
(P38 - BERMEEMEY) v o8iR) | 55) 2#9Gd b2 &,

9. BENERE2HITIBEICHATIEE
9.1 ABHE - IEEZDH 5 8E
9.1.1 BHEMHONH2EE (EEFKRI)
[8.2, 8.2.1, 8.3, 11.1.1 &&]
9.1.2 EEMMRXIIMHRHEDBREEDH 2 8E
MEEMRSOEELRMBEARI T LD S, [8.2,
8.2.2, 11.1.2 )]

9.1.3 DHIEEDBFDH 5 EBE
UDRRENRA LN T EDd b, [11.1.4 BR]

9.2 BREEEERE
BIEHNRH 5 bR I b 2N D b, [1.7. 8.2 ZH]

9.3 fFIkpEEERE

9.3.1 FFEE (&R, IR, FEEE). 7 I—IVKEED
BAEXREHOH 5 EE
e AL 2| &SRS 2 DB 5D [1.7, 8.2, 11.1.12
ZHH ]

9.4 £JEREEE T BHE

9.4.1 AEFETREZ MO EE IS5 5 LEN D LA 1213 A
FHERIIT T B A BT A L. BIWER (v A, T
F) IZBWT, AEHENE GERERE. IREREE . R,
JAREMSEE & 5 WVIERIEH ISR 2 8L i s hvTtw
%,

9.4.2 /X— b F—2YTART HUTHEMED B B FEI L ARFI T G-
T OARFN P 54T th— 2 MR 28 2 179 £ O g4
52k, [15.2 ]

9.4.3 IRV RE 2 VI AR G R FN P G4 T e —

W) 22 24T £ HE 552 &6 [9.5 ]

9.5 1t

Tl AR LTV 2 WTREED & 2 EIC 1355 L awnw Z &,
BWER (=7 2, 7 F) THRTIER RO REIEER A
WEFEN TS, [2.6, 9.4.3 Z]

9.6 B3I
BAAMT S, BWER (T v ) THITP~ORAT
PEEE N T 5,

9.7 MNRZ

NREE R E LR ABIIER L TW v,

9.8 ¥

HREIIHIEOREH OFEBIER L VEEIHRG T2 80 B
HERE. R RESF O LTI T L TWD 2 B0/, &
WIILHEEE DL S 5 BTN D Do

10. HHE/ER
10.1 ARSI BHRALHWI &)
HH| 45 R ARAER - T W - fafRAT-
it 8 S e R ) AL O T AR B B T AR | R R S B T A I

[1.6. 2.3 ZH]

#] (1000mg/m2/ H %
PEREEYE i Y]
25 L E A~ DR
T R % 222Gy /
H %35 [n) % 6 3858
fe L CPER L2 a
12, EE R AE L, B
R AN T A
F o 2Bl HE S
TV 5o TG G
R L7286 0K
i 0> 7 = (A AT
ENTVWHRVDOT, I
S AR A WA
T 5 B ER N O BT R
PR & o [a] FEBF
BT D Z &

JEARAT B |2 U R
BOmREBRL A
FNC & 2 U &
PERE AR D H 1T
Who

10.2 REE (A

ICEET D)

A

FRPRER - 151875

Wiy - falRE ¥

JE B T A A

HEHR S R R (1%
HEgh) & B BRI %
Ve mE L %5/
DEGENHEIT 5
DB Bl
RS R ST & BF
L 72 B2 D ARH D % 4
PEILHERE S T 7z
Vo

FEE U T AH 13
JE AT B4 2 RO A TR
WorEEERL, A
NS & B U =
PR 5T
lf\%o




S 45 BRPRAEIR - FSEAE | BT - ElRET 1005 E | 1~10%K | 1% | SEAH
MOFCEVEIEAA |8 B 255 5 = 41| W) & b B B % @EAMT. [BUN LR |ZR
7 b F ALK LI ENDH D, HLTWw5, i SR, [EAK, I
AR R FANTIY R s LT F
HUEE & = kR
TAOA R AR, BB TR (8. | A%
A WAL - W %11?; ES
KOBIEIIED 4 oI D L hd 5 DT, BB E AT ST IR ey v ey
VL B0 b N A TG % kT B 7 LY L ALT Lo | Es A/G
TR P LDH k&, [T, y-
1.1 EXAEEA Al-P EH |GTP EH.
11.1.1 B3804 yuey v
ELMERIED (72.6%. 7273 L. 2000/ x L KO 17.5%) « i :
HEFRERIRA (69.2%. 7275 Ly 1000/ u L KA 32.1%) e g, 0% IR, LU
MM (41.4%, 7750, 575/ uL RWOWS G 4.20%), | PIEA i
Al [~NEZBE VA (66.5%., 7275 L. 8.0g/dL i DR s %%M)%_gﬁﬁ
A 13.19%) « FRIERHA (52.6%)] Shid bbb 2 Lbid 1 > i
Do BOEELR MBI L7z & # 2 5N 5 IMGEC TESHEA
L BREHIDHE SNT V2. [1.4, 2.1, 2.4, 8.2, 8.2.1, R TS (R .
8.3, 9.1.1 BM] YEH . ALED)
11.1.2 EEMRmE (1.0%) . FREVEIL SRR
I EEER 95 0 5 2\ LA M REE ASRE D L7 21212 T MRS BRI
CAFNC & DA IR L AT T4 BRSO 2 L % BT % | R R I, £ £ > 7 LT
792 &0 BEMMRICRE L7 L% 2 5N DI pA S B MU BRI R AT 8| > ek
SRTV S, [1.5. 2.2, 8.2, 8.2.2. 9.1.2 BH] St S P10 R, A (R,
A3 PFT1T%5— (0.2%) O g | o, | SEA
VPRI, ME T, RSEORRA S S b S kb b, e g preaiy
11.1.4 DHEE (0.2%) Zoft i, BB BES). M
[9.1.3 ] JRIED S, SRS
11.1.5 5 >MHEOFRE GEEERN) CRP L3, TV
11.1.6 BKHE CHUERH) e
11.1.7 REZEE HELRN) <V IR
11.1.8 BAMERIBELRE (ARDS) (HEEAH) g

11.1.9 BRE (HERH)

[1.7. 8.2, 11.1.10

ZH)

11.1.10 R RBEERE (0.2%)
M/MRA, ey ve y kA, 2 L7 F = EA. BUN kA
LDH LA %49 23 ~NE 7 0¥ VBSOS R
MPEEIOILMEDFED SN GAEIE, 52 hIEd562 8,
BEAREIHEG RIS L o THARTHTH 0  EATHE D 2
Ebl b HBH[1.7. 8.2, 11.1.9 2]

*11.1.11 EEOEBEEE (FHEARH)
FREE R R B IE B iE  (Toxic Epidermal Necrolysis:TEN) .
Bz 8RR E B (Stevens—Johnson FEBEHRE) . FLBE. KJE.
HEEOEEOKEREVPHLDONDL I LD b,

11.1.12 FFaeREE.

BE HEAW)

AST. ALT. Al-P ® F A5 T E 2 IR E, WESH 5
bNDLZ DD D, [1.7. 8.2, 9.3.1 BHE]
11.1.13 BERE (FT¥MEaEREEREZST) HELRH)
PR RE, Bk EEOEIRDFO 5
TEGAIZ G Ak L, B R EEIT) 2 &,

ES UL, R, BRI

1.2 ZOOEHER

W0%0LE | 1~10%Ki | 1%FKE | SR
IR, ME T 5
%) L. B
LIS
s W Sl
S
EHREST
R
LR . 74 |PIE(IT i
S e e
W WD, A B BT, 15
BB ML 0 9. B

WD) BHROERRRE 1L BICB 2 R8BHETH S,

H2) ENICBIFLARAE 82 ) 7 F b)) &S ORR
BRIZBWTIZ 30% L EOMHETRO LN TW5,

W 3) N O ARF A% G- O BRI B\ TR & N7z EIEH
DFEBUHE 2 F# L 720

14. BAEDIEE

14.1 EFIFARFOTE

1411 HEE2SMY HLERICZ > THSHHT LI &,

14.1.2 W2 SHLY WL 72 #2103 24 BERI DINICEF 75 2 &,
INA TV ORISR T 5 2 L,

14.1.3 HHIZEBEINE LB RIEBICHTATE T
LKA L 723A I E B ICZ 20K T L CHviitd 2
Eo

15. ZOOEE

15.2 FEERAREABRICE D < 1BHR
BRFEEABEOY B, v RA) V7 —<HllgE 7z in
vitro AR T 2SR R N~ 7 2 % Fl w72 /MEERIC B W
T WINLHHOBRIIME SN TV 5, [9.4.2 ZH]

16. ZEMEIRE
16.1 IMmehiEE
16.1.1 BEZE
B 1L 7 43 & ¥ 1A 1000me/m? % 30 451 2
VG CEEEE L. mdliifk s o~ b5 7 (HPLC) #:2 TR
BAUR (Ko7 ) OMEERREEZIEL/ . 61 3— A
D VG- HIHE O N REAUK O BRE ST 2 — % (22
Y= b XY NETIVEWEIEMTICL D EM) ZLUTIOR
L720,



NG A—% i & AR INT A —F PERFSQ HH) Hpd 5@ H H)
4E 2> v 75 >~ A(CL) 85.6+17.8(L/hr/m?) 5z e IILAE PR B 33500 = 18700 30300 = 10200
LT 28— b & 2k DSAE(V)) 8.80=7.49(L/m?) (Crmax)/* (ng/mL) (ng/mL)
KR T 28— b XV D OGAEFE(V?) 6.95%2.26(L/m? [ﬂliﬁ*?ﬁ%fiﬂﬁaﬁ? 19100 = 9300 16900 = 4670
IUN=F AV MNEGAEZ ) T T A(Q)] 22.3%11.1(L/hr/m?) (AUgfi)?ﬂ) (ng + hr/mL) (ng - hr/mL)
a MW I HB(20) 3.1:+2.0(min) 75> = 641273 871199
B DTS (t2) 18.9 =4 .0(min) (CL) (L/hr/m?) (L/hr/m?)
52 155 ILAE R FEE (Comax) 21865 +4165(ng/mL) TERIKEICBIT 55 17.4+9 .44 15.9+10.1
L5 3 FE P (A U Co-o0) 12100+ 2227(ng - hr/mL) A5 A(Vss) (L/m?) (L/m?)
16.1.2 Population Pharmacokinetics f&#f THR 0 (t12) 0'276(E3'0531 0'31%;)0'103
JE/NKA B B g BB 45 Bl S A v ¥ ¥ v 1 | 800 ~ T < R
1250mg/m?# D % | 30 43201 C AT EHE L REMEROZ
DT NVEREY (2-F4FT-22-V I rtuny Y 1 2) $5-s% 1250me/m? (2 3EHEAL L 7= fE
vdFdU) olfifgEhigfE % HPLCEICL WllEL, ¥4 v 5 ¥ 17. BEERRKIS
YOEYEREIIK T LEMAE R (M SR L) oplr 171 BHHRORLSMICHET 358
population pharmacokinetics T2 & 1) #af L7z, GE/NRBaE)
T OGRS S NI RBEAEORYBRE/ ST 2 — 5 2 LUTITR 17.1.1 EREEE || 4848 (X8 A RURE B)
Vo TAYEE B GAC K B IR NS O AL G
F1) RF oINPT IC BT A2 ARE SR 1 HHEIX OISR 3 2 A TSR 2 3B (BRBR A LOVB) 2B
1000mg/m2 Td %o % BT ORBZER R RBO 5D T TOHMILLLT
KT A—H BRI P 52 (i DEBYTHoIz0
e v 77 > A(CL) 187L/hr — EAED 5N LEDE O
HlaT v 78— N & v R OSTRERE(VY) 17.1L R S5 (%@;};f%) B
R T 5= b A > R OaAER(V) 26.8L LGP
Y= R A Y MG )T T AQ A 73 19 3 [I(1~9 )
() 97 5L/hr (26.0)
(%hh) 33.2L/hr 5 o 14 L )
2RI (20.9)
(T 1) 15~27min ost 140 33 B
(2 T%) 36~44min (23.6)

M4 2 ) 75 v AFIEFICKE o 7o RE(LARDH LT
BB L D S TE o 7225 Wiy 1 BRILLA & %
P TH VB LMOEIHERHICEETERVEEZ SN,
% 3. 1000mg/m? $£5-EE o M4E i R TR (AUCo-)
ZiEE2 ) 75 >~ A (CL) %05, 5347.6ng - hr/mL - m? & &
a9,

16.3 9%
In vitro\Z B 5 & MR EEREARIEH 10%TH - 729,

16.5 HEt
HVET IR L 72 BRRERERC 35\ T AT RS 5 Il UC-
L% E Y 1000mg/m? % SiEEHE L7212, 7 H R
HUL 2R - 3 5 92~98% D il s ML & e 2D
35 9%LLEDRICEIN ENZDT, KLy ¥y OT Lk
MR IR & &7z TRAPFR B I (X R 2 bR o e i
& T VR O REHEEOANIZE L w2 e L) e o
FRHEIEY YA EEZ SN Tz JRIPRZE AR 3%
50 10%FMTh - 720 (FHEAT— %),

16.7 EMHEEER

16.7.1 BLBBEICE TR N7 U 2% EDGHA
HVETHER L 72 R IS B W C RIS RS I A Yy
CrenRzyyxenaitixsg (166) Gz 1a3—-2x&
LT, 1HBEIF AL E Y 1250mg/m? R U827 1) % F k)b
175mg/m? 2 #5- L. S HHIZ#X 43 ¥ ¥ > 1250mg/m? % #%
HY L7z ZAv T ENRT ) X VRIS LZ1H
HEO®TF ALY Er e HMES Lz2 8 HHICBU 27X AV ¥
VY ORZEARDEMENE ST A — & 2 LLTITRT? (FHEA
F—=5)0

ED Zoyia, [$5 G 50% 2 oM HE | o ER

VIET ALk % 52 72 2 L O & A I/ NI BIC BT 5
BRI O WTIE TR SN TB o 3R HMAHEER T
16 BIOMETIZ BV TiE, BIONIIRRO SNk 572,

HERA RO BICBWTHEOONRAEHIIL TOLEBY TH
5720

7V — F 3L FE % R AR A EE, HmERE A
10.0% (14/140 f81) . F A EREGRA 28.3% (39/138 #) . ~E
7ae A 17.1% (24/140 B1) . 1/ 2.9% (4/140
#Bl) Thotze T2y VL — F3 D LoFEZ MR-
X, EHCRIRS.0% (7/140 B1) . ol - WEHE 2.9% (4/140 #1)
WEHIE5.0% (7/140 1) TH - 72398,

(HERE)
17.1.2 BN | R

FIBNCBUT 575 525 € v B 512 X 2 B O LB 1)
GBI RT3 25 THRER (L2081 a— 20 A 1
[l 7 EHE G 5ED) (2B, e, Al oM E R O
Karnofsky Performance Status (KPS) % #&BIIZFHIT S 2 iE
PRABANRN IR & F TS & 47 o 728 B EDGERR R 12 B 5
SEAIT ST OAE R 28.6% (2/7 B) TH 729,
FARFERTIZE 1 23— A0%G TEARICMEORD S
HWEEIZBWTIE S 2 - AR coFG b L L
TV B 1 - AORTHREET PIE TR T L7246 % B
T HIEBITABED HIVRANEAITT 5 2 LA TE T2,
KA B B EIVEH (B EEE AT % &) 13116
111 (100.0%) (2EED STz, T 7k BRI MALE B A E)
1. HIERRA 90.9% (10/11 B1) . I ER A 72.7% (8/11
B, NEFrO @A, y-GTP EH. 7V H) T+ AT 7
y—Y EABZENEN63.6% (7/11 B), m/MREA. ALT
LEH. AST EA»FZENZF1 54.5% (6/11 1), CRP L5,



LDH EHBZFN2145.5% (5/116)) THotzo T, £

B AEIERIE, B - TE:90.9% (10/11 1), AHAR
72.7% (8/11 %) TH-7:10,

17.1.3 B4 || FHRER. B85 11 4EEABR
SENC B A7 L2 & ¥ 0 B 512 X 2 8 o0 5-FU M4
BINZRE S % 65 TTAHRER B O b 2498 2200 MG 0 L 3 3 5 4

TIABRIC BT (WINbE 1 a— AD &AM 1 [mixE 78

GC % M-VAC # | HR(95%CI) p 1

A ) o

| 12878 | 14857 |L0S0.8140 05500
JESHE R &

<0 74%H | 7T6#%H |1.0208129 0849
T A

_____ 1 49.4% 15.7% - o

AR | 1164 1) | (69,151 1) 0.51¢

OAFHMIETRO LB Y THo 721012,

SEIRARA
| VRS EGNIN 6 At |90 HE | 1R
R S| b | gk | gk | gk
&‘)ji;’f_’\:ﬁzz)
% 11 4 .
B (2177/%?) 385 70| 31% 15% 4%
(n=63)
4 111 .
e | S8 I oA 6% 24% 18%
v (15/63)
(n=63)

1 2) WV CTOSERFEM A E (Clinical Benefit Response) |
I B A O fli & . Karnofsky Performance Status (KPS)
Je O E % 4 & 12 FHIE S 2 3Pl 5L CTh %o
SHENC BT 27 L0 % ¥ v Bl 5102 X 2 L@ p miG
B %85 T HRBICBWTr LAYy E VB (51 a— 2R
DHE 1 MR 7 HEFARGEY) (12O SR ERIZLT
DEBNYTH-o72,
FIEN (MR MR EE B~ & 1) (X 63 17 63 %1 (100.0%)
RO B 7z, ERFFIIAMIKRA (44 F1). ALT k57 (44
Bl). AST b5 (4461 TH -7
TABEELEERS L LTA v 7 Vv YRR (106)), %
THMEFIE (26 60) . EutFE (1F). FiE (76) 2505
7213,

11 5) log-rank e

H6) hA 2 e

T TV (A I EV AT TT ok
H) CHEOSNZEEHIEDTOEBY Tho 7z

BIER (ERFRM AR AT % &) 1 203 B4 191 41
(94.1%) 1IZRBDBNIze FRFEWEMIZNEZ O Vi (188
Bl) . EmEREGR A (184 B1) . fFpEREGRA (176 BI) Td -
7oo WEZBIVEMIZ, Al 38 f1 (18.7%) . I/ IMIEAE 32
B (15.8%) Je U2k 22 1 (10.8%) ZTh 72, [7.1 BHR]

(FITTRER I BRIE)
17.1.6 #5111 FAER [JHQG HER]

AVE T HERE S AR LA RIS T ~ T A 7)) VRPUE
PR3 % 45 5 & N7V BRANRE SR BT AR 58 U SR PR s L
ERFEDZZT AL Z L 230 & F L E OB (GT
H3HEZ1a—-AEL LT, 1HHIZTZY LY # Y Y 1250mg/m?
KO3 2 ) X)L 175mg/m? 235 L. HHIZZF AV & E©
> 1250mg/m? #$¢5-) &/87 ) ¥ X VHEER G (T #:3 8
1a—2& LT, 1HBIWZ/(XZ ) ¥ ¥t 175mg/m? % %
5) LR L% NIRRT F L 720 2OBRIILTOL
B THho7219,
ET) BRIZT > N T34 20) » RPUEMIEESE O M At S
T 1 LD A v OALER RIS & AT - B s
WEHOTFMAREIIIHRIVEELE LI REZICETNT

be) o
1 3) AR OB BT KRR - HEld, FavyerelL : ‘ -
<€ 1181 1000meg/m? 3 1 [1#%5-% 3 38858 L. 438 H %k GT 2 TH# HRO5%CD) | pfl
T5h, INE1a—AL LTHESGEZEDET, %ﬁ 18.6 » AEY | 15.8 5 FiE®) 0.817 004899
(PEsETE) HI1H (0.667-1.000)
- IR
17.1.4 ERS || H5 e . - 0.74 o
LYY AR B R R B B P I e O
EHE DAL EERBN T T 5 5 T HRBRIC BV, 8 EveT———
’ I 41.4% 26.2% TR D EEE10:15 1%
Wl COZRED J OHELFHIE T L B ) THhH- 7219, E SRS (110/26?6) (69/2603) z95%CI:7. 1-23.2) ’
. FeRpit 0 HAEIRE | 14F
SR M o 1 8) HrukfiE
- (#V%) R B 112 9) log-rank 17
[17\%34’(7/ 40) 1 10) GT #-T B
BT o ) o3(sLahsis 0/0. 1 RO 5 2 5 2 BB 2 AR (R B i 3 22 8)
ﬁ% e 1,18, NEAMESE o5y | 07 A | 25.0% R ats) 13262 B 256 B (97.7%) 12305 w_o FREME
(=400 s 2 1 6/1TCELIFHLAS 3/6. BB (23161), —a—uF— (16761). ~NEZOE
NBEES 2/4, HEYMIREHE 1/7) YA (158 B)) Th o 7oe TEZ%EIVERILFBMERT b Bkig A

TE4) RIS IND S I I A A LS TR Tl SR ) o 2Rt | 2 e o
THE L 720

(PR LK)

17.1.5 @585 11 155
HVETHESE & W72 RITHET LR R & A 5 R R
DAL GG (Stage IV) I LT, KAy sk
VAT F S (GC R4 Bie 1 a—Ak L
T, YA¥# ¥ 1000mg/m?%1HH, SHHKXRWU 15 HH
2. VAT 5F 2 T0mg/m? = 2 HHIZ#%5) % M-VAC #:
(AMMLEFEY—F, T ITRAFUMMERE,. FXULED ~
WSRO AT 7 F VBRI L IR L 725 T ARRBRIC
BT, GC#E 203 . M-VAC % 202 BlA%& ) 17 S h., £
LNTFERIZUTOL BN TH o720,

iE 81 (3.1%) . HFHEREIRA 6 61 (2.3%). NEZTE VR
A A (1.5%) ETH 72, [7.2 ZE]

17.1.7 EEERES 11 #8552 (KEYNOTE-355 ER)

HRFS - HREFUE SRS B & B EOHHRIEE O 7 Wik - T3S
R EATIED BV E ¥ 7K A HER2 B0 L &
HATH (HARANT Blx &) #RRIZ, XATH) AYT
200mg3 [ M R G-+ Lz (Fav s vy 3% 12
— 2L L, FAYFE Y 1000mg/m2 #&a—AD1HH, 8
WG] ROANEKETSF o, 87 1) 73RVt nab*
I371) & FEV) OBFFIEEERL OFRME R OV,
L RHEFEE (FAY Y ROHNVETTTF o, /87 1) 57
FLN it nab—37 1) ¥ F L) OPFEREETS 2L L
e HEERRBR T S N, WL L TA Y E VRO
WETTF o, X708 FL NV WiEnab-327 ) ¥ FL LT
LR AAVERE LB L 720 72 B ISR TR R TA



R SN R 2 ORTERATED 5 N WED
PREGIZZ25E LT B BB T LI R Iml DL o0 T {51 C i FR AT
AEDENDETTRLTOY AR TOHKS 2T 52 LA
THE & S N7z, TEEFMIEH 3 e 2R (PFS) M U4
AR (0S) & &N, A7) X< 7+ EO O H#E
FEE 7T v R HLERE O A EE L i L. PD-L1 Bk
(CPSEW=10) #3231 (HAN 28 Bz &Er) 12B\T
PFS #HHICILE Lz (1 RUH]1) 17,

PD-L1 B (CPS=10) O AT HY) AT +75 LI F Vv
T WK T T F 2 o5 G S N7 BE 2B 5 2 i
Hrek gl 125 Bl 122 1 (97.6%) (HAA 14 Bt 14 61% &
&) \ZEIER 2SR Sz, EREIER (20%L 1) 13, £l
75 61 (60.0%) . L 64 B (51.2%) . & o ERIEAE 63 Bl
(50.4%) \ BFHPERENA 44 B (35.2%) . 57 42 B (33.6%) .
/NG 41 B (32.8%) I/ INKIEAE 40 51 (32.0%)
F I ER R AME 35 1 (28.0%) . ALT #4701 35 1 (28.0%). &
M 30 5 (24.0%) . HIEREL A 30 Bl (24.0%) F O AST #4
27 % (21.6%) Td o720 [7.2 BH]

7E11) PD-L1 % %83 L -iia%k (EEsa. ~2 a7 7 =Y kO

1) NER) A ARIESHIIEA TR L. 100 % 9 U/l

#1) AMEESE (KEYNOTE-355 5tEr)
[PD-L1 Bk (CPS=10) »##]

100
90 RLTTVZ7T200mg QIWHLEEREE
80 ——— TR+ (L
270
3 60
= 50
H
$4O
&30
20
104
0
0O 3 6 9 12 15 18 21 24 27 30 33 36
at risk% BN (A]
RATTYZ27200mg
220 173 122 96 63 52 44 37 25 12 5 0 O
Q3W + (L35
TR+ kg 103 80 41 30 18 15 12 8 8 7 3 1 0

1) PFS @ Kaplan-Meier #i## (KEYNOTE-355 #th5#)
[PD-L1 B (CPS=10) @]

18. ZERpEEIE
18.1 fEA#RF

~NA7TaYy R
<7 7T bR
200mg Q3W | +{LEEEEEEL)
+bEpEE 1 (103 1)
(220 1)
PFS* LAt H ] 9.7 5.6
(95%IEHEIX ) | (7.6, 11.3) (5.3,7.5)
MNP R 0.65
(95%IEHEIX ) | (0.49, 0.86) -
P &S 0.0012

TRECIST #'14 K94 > 1.1 MUZ#ED < BT Az A e 52
TUER Cox HBINYF— FEFNVIZL BT I RHLFEREL D

By

§JERIT S5y HoE
Q3W:3 4 i fii b 5-

H12) <470 A7 200mg Q3W (%7 — 20 1 HHIZHES)

E LT OfbEEE GHBERAAES L ISEIR) 2B L

72 [A#] 1000mg/m? KX N7 VK75 F >~ AUC 2mg -

min/mL % (1 2—2 21 HE., &32—AD 1, §HH

ZH5) . 787 1) % X)L 90mg/m? (1 32— 28 HiH, %

I—A® 1, 8 15 HHIZ#E) ik nab—+¥27 ) ¥ ¥t

100mg/m? (1 3—Z 28 HH, £a3—AD 1, 8, 15 HHIZ
#4510

75 RQW (Fa—2An 1 HHIZKS) LTt
R (HYEM2EE B 200 L7z [ARH
1000mg/m? K O° 1 VAR 75 F » AUC 2mg + min/mL #H2Y4

1 13)

B (1a—221 HE., &3—20 1, 8 HHIZHG)., /57
% &+l 90mg/m? (1 23— A 28 H#, £a—AD 1, 8,
15 H Hi2#%45) Xid nab-/$27 1 ¥ &+ )L 100mg/m? (1 2
— 228 HM. &a—2m 1, 8, 15 HHIZ#HS) ],

rFhy sy (dRAC) FHIBANCRH SN TEUERO X 7 L
*TF R THHY YEELY (dFACDP) KO =1Y Y ERfbY
(dFACTP) kL7401 Zi 55" DNA A % B I O $
FICHES 2 2 L0 & ) BMAaE A 2 7R 3719 EEMIIE,
dFACTP 74 F 2 F v =1 v (dCTP) L#a L%
ALDNA K A5 -2 L) DNA SICH Y A 7o,
ML (TR =T R) 2FEHRTHO, F72, dFACDP 12V
KRR VLAFRLF 2y —BEHETLI L2220 M
NP dCTP iR # KT &8 5 7280, E#91Z DNA APl
AR S N5

18.2 HUEBEHR

rFhAvy ey (dFAC) 1. IR LR L Lo &
% 1M e b EERES ML, It NIk 4 e~ 7 A LD e
I O REEAIRL AR L CRAR/ER 278 L2930 2 oL
JE K OB R AR T d - 722020, dFAC &, R e b EE
JEEE TV E RO RERICBWTH, FJUEMR (H-31, H-71)
T UMD F% 4 70 JEBAARZ I 6 L C AT ¥ o — VRIS
HET%@J% L 7-29)31)~34) o

FThbb, 3~4 HIZ 1 MOHEGIZ L) EFFEE CENHUE
B A SN LDICR LT, 1 H 1 BoHFSI2B W TiddE!E
AV PUEEA IO SN h o l2e TORMMAE Y I E
BETIVICBW T JEROPUERNCIMRIEZMETH L 2 L8
SN TWD e Ml (H-74 & CPH SCLC54B) 123
BRIED A SN2 F 720 b MM (MIA PaCa-2
J O PANC-1) %), e MHEBHEMIE (TGBC2TKB & U
HuCCT1) %K O°e bRE Rl (639-V. BFTC-909.
RT-4.RT-112) 372 35\ C b RSB TEINHIRN H A0 & 7z

19. B2 CBET 2 B{LZHAER
—IRIEAR LYy IR
(Gemcitabine Hydrochloride)

1b#% + (+) -2-Deoxy-2'2'-difluorocytidine
monohydrochloride
33 0 CoH1FaN304 - HCI
- 299.66
b
NH2
N7

)
o 07 °N
HOHT{OH - HCI
H H H
OH F
K BBoOBETH S,
TKIZRRBEITR T AT = IVIZHEITFIZ L, 2%
=) (99.5), YIFNLI—F), TEFZF)
NI 2-7a/8 7 —iZlT & A EBET 20,



BB 250C (4f#R)
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147

(F Lo BE D RiEEETR 1g/25mL [NK])
1NA4 7
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