% % 20264E8 HELET (555hR) BAEEBER I RES
* 20254F9 HELET (B4R -
Bk sl KRB ABEEE S
HEhHAR - 34 LY AE CIEEIE TSR
TFABE D swmEn 200mg/SmL INK]
FADBE D mmwzn 1g/25mL INK]
Gemcitabine I.V. Infusion 200mg/5mL-1g/25mL NK ]
200mg/5mL 1g/25mL
[IE S IS E 7 S5 AREE | 22700AMX00866 | 22700AMX00867
) EEERSOLFEICLYVET AL AR5ERIE 201648 7 20164E-8 H
. f;‘ﬁﬂ%ﬁﬁliﬁﬁ AR
1.1 FEDOHRE L, BE2EFICTIHICTE 2EERRICHL — - TR R T——
) L - S . PSR AR RE 8 A A A AN R ) G X
BN %5 D ¥ iEBI (S ES . :
. 1784 7V 5mL 1784 7V 25mL
TBIE, £7-. BEBMACKT L, BERIZZORKC s R | by o R
ARV EREET2PHBAL. AEZHETHIHSEETS BRI 228mg 1140mg
& (FhyyErELT | (FaysErrLT
1.2 @1 @i%5 % 30 AHEEETICLWITH>Z & SED 200mg) 1000mg)
FRAREBRICH VT, B2EU EH S WL 1 EDOSFEE 60 I pH FAEH] pH FHEA  EE
SLUED T TITS &, BIfEADP L BIPHEShTY 3.2 BIF|I DML
%o _ Woeg, |7 AT S C Y | 7 5 5 A
1.3 2.#2], [9.B5ENEE2HETIEREICETIIE] st 200mg/5mL [NK | 1g/25mlL [NK
NEZZBL CERBEORERICHIEET S &, PEIK At~ (0 VS I O TS
1.4 SELBRNEOH2BHICERELEVI L, B ol 2028
MHEAERFERFTHY . BEEXTHMZFO, EE LI W1 CER AR B 1)

—_

—_

—_

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]

*% 4. RAEIIFR

O3/ B fiti =

OB

OREiEsR

ORE ERIE

OF T eeN S BHEILE

ONALEEZRISBEL /-0 5=
OBFFEXIZHAMOEM) >/ E
ORBFEIT LIREERE I & 1T 2 L2 REREEDBAE R
OBFEXIIERER 2 H T 5 LHEERRE

5. MEEREHRICEET 5EE

2

2
2

2.

O BE (ROBEICEBELEV E)

A SRR OS5 BE ISR L, B
LBl ENDH D] [1.4, 2.4, 11.1.1 ]

.2 JEREAE X M EE T S AT, O BRIRER D & 5 [ -
PR 9 3 RTHAESE D & 2 38 DA™ L, By &
%A e D] [1.5, 11.1.2 ]

3 Mo~ 2 11T L T b B [1.6. 10.1
Het ]

A EIERGUE T B T BE DEAYES R L, Bidr
Wbl endsb][1.4. 2.1, 11.1.1 2]

5 AFN O UEE 2 B BUE D BHEEO & 5 B

.6 B SUIIEIR L TV AT REMED & A WE[9.5 2]

(REERE. PRE R
*5.1 RA DM AL BT 5 AL U a3z LT

W,
(FMAEER (3 BSILE)
*5.2 KRHNOMHT -5 =W HEN BT 2 HRER O 4 3T
LT,

(DAL EERR ICHEEL -IER)

5.3 AF OG- 2179 Hrirl2id, A & & ORI T2
DEEBI G & L e RN 0 2 B 2 B L CARHILL
SO HE A EE KA L7z BT AR ORG 2562 2
Eo

*%x6. AERVAE

(. RRERE. RERLRE. PALSEEARICHEEL Z0EE,
BENIGHARMOEMN >/ E)
WEL RANIZE T AT 4 ey e LT 1000mg/m? & 30 43
2T RERHE L 1 P2 3 e L, 4 8B REES
o INZE1I—AL L THRGEHYET . 2B EBEDIRE
WX D EEEET o

(GE/NHRafmE)
HWE, BAIEr A2 ey e LT 1 1000mg/m? % 30 47
2T RERHE L a1 P2 3 e L, 4 8 B3 REES
o INE1I—RELTHGZHEVERS VATITF L



BEHTA%EE. YAy e LT H 1250mg/m? % 30
o7V TR ERE Uy a8 1 T2 2 Bl L, 308 HIZREE
Z1a—AL§H5IELTEDL. B EFOREIZL ) EEH
RS %o

(FMARER (3 BHRILE)
L RAIIE T ATy E LTI 1250mg/m? & 30 47
2T CRGEEHE L o L A5 % 2 e U, 38 I3 ARIE§
o INZE 1 a—RAELTHTGZHENES 2B EHOINE
XD EEEET S,

(BFMEIT EIRERE IS 6 1 2 EFRAREEDBAEE, BRX
3 EREREHT 5 LIEERE)
Hde G4 25813, @%F ., AR T7Ay e LT
1000mg/m? % 30 37\ C i Uy 1 m5 % 3 dE i
Ly 4BEBRKRET S, Szl a—- AL LTHREZHD KL
¥o AERPUEMELF & PR T 29613, @E, A
LT H ¥y E LTI IH1000mg/m? % 30 55 2> 1F T s i i
L. 152 2886 L, 33 REEZ 13-4 5
LB TED. b, BEORBIZI Y EEWES 5. 7272
LR AT _ENEBERG (8 U C G RBUE LIRS & A % fF
M 25613, RR3TI—-—ALTET %,

7. RERUVHEICEET 33

(R ERRE)

7.1 T17 FEREGE ] OHOWE % T IS8 L 72 B CHG %
FEIRT L L, [17.1.5 ]

(FMABER IS BHIE

7.2 RH G B MOPTEERESEAE (17, BRG] oEO
NP L. REIOFER LM% o 8 L7z b
T, BINT B &, [17.1.6, 17.1.7 ]

(BFFEST LIEEERE IC 5 22 RSEEE DB AREE)

*%7.3 AHHEMEG OFIER LML TBE T VAT

FF BTS2 &,

8. EELAEANER

(ZhEEH@)

8.1 EH OIS A, AL O HIILE, HEOMEITHIRD 5
N7E 1135 2k L o @) 2k s B2 5 2
Eo

8.2 HHEHNG, RIEMMASOEE LZFEEHIEZ 522 95
N, & EICRGHRBEBE LI ENHLOT, HHITHEL
TIXERRAEIR % 1o g2 U, SN ERRAE (IS AR
. FRREERR A, BRBERRALSSE) &L F/o. B X
Mg EITY 2 Lo [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 EEEiNH
RENOPEGAZ 3 72 o Tl A MERE, OIS D B 12155
BE L, %525 0 0 HIMmEREAT 2000/ 1 L AR 50U MM A
7H/uL KiEchHi, FRERESRIE T 2 F °RG %
THIE, Tl BERICL Y BHIESERT L Cw LAY
T, BHIHIAR D5 DONLEZ EDVHLEDT, TNHDHE
FCIIHGEr BEME L. BRREMEICTERET S L,
AF %58 1\ 3 EEGHE S L 728 FIMERE, O h ko
A 23 5-BA 38 2~3 212 &b, RIMEFEH
HA o4 1 AMTHEYS 5. (8.2, 8.3, 9.1.1, 11.1.1 &
]

8.2.2 MIEMM XFEDMEM
KENOYGAZ B 72> Tl BRRIER (WUCIREE ., BN OV 52
DOFE) %+ BE L, B X BT 2 ko
F 7o, IS UCTHE CT Mt BiRIMEER 0+ (PaO2) .
it N S BRI 35 00 FE 122 (A-aDOg) . Mfi3k#kfES) (DLco)
HEOMAEERIT) L, [8.2, 9.1.2, 11.1.2 ]

8.3 EYYEDFEB LI EET A2 L. [8.2, 8.2.1.
9.1.1, 11.1.1 )]

8.4 AHE G MERDSHBDENDL I ENHLEDT. 2D LS %
FEIRDSEEBLL 22\ 2 L AHERR S 5 T BEIH Ol 31T
BRI IEETEI L,

(IPEiE,. By >/ iE, LIEEEE)

*%8.5 BYEICHK ([ EOLENED S W AKRRSE - MISS NGRS

Dl SNHMHEANOF LI AR D MG L Y E R
(HEFE) || TR OB O @ RAKEISE - BSR4
WHOAMHEANOEBMEI R LR A Y Y E R
(FI3& - SRR ) v 5 E) |, [E Lo LBE O R LK
3 - EICEERETRE AMHEEBA ORGSR S s
Ly UG (RIREERE) ] &) 2T 52 L,

9. FENEREEIIBEICATIEE

A BHHE - MEREDH 2 8BE

9.1.1 BHENFIOH 2HBE (EEZKI)

[8.2, 8.2.1, 8.3, 11.1.1 ]

9.1.2 FIEMHRILFHIRHEEDREREDH 2 BHE
MEMM RSO BRELRMBEEZREZ T LD 5, [8.2.
8.2.2, 11.1.2 ]

9.1.3 DHIEEDEEDN & 5 EE
D ERASND Z DB b, [11.1.4 BH]

9.2 BHEEEERE
BWERASH S bNRT L b T ehd b, [1.7. 8.2 BE]

9.3 FFiEEEERE

9.3.1 FFEE (&, MR, FEZTE). 7 I—IUKEFEED
BEXISAHOH 28E
JFHRe DAL AR T2 e H b, [1.7, 8.2, 11.1.12
2]

9.4 kFEREEH T 2%

9.4.1 AFETFERAEMT O BE WG T 5 LEND L6 I1213 4
THERIIN T A B A EET L L, BIER (v A, v
F) BV, EEENE CERMERE. WIHEE. HiREE,
FIREMISTE H 5 VI ERIEE T 285 B s hcw
b

9.4.2 BT AHIPEG R ORI 553 » HEIIZB LT
)7 (ay R—=2) # BT 2 BEEIC OV TR
5k, [15.2 BH]

9.4.3 MRS A REMED B B I ARF e G B OBt -
%6 » BN BV CRESE S 2 BN N ONEY) 7B i 12 o v
THWTHZ &L [9.5, 15.2 ]

9.5 11i@

TR SRR L TV B REED & B I3k G- L e w2 &
B FERR (v A, X)) CHRTEAER R OIRREEER A
WEEINTWD, [2.6, 9.4.3 BF]

9.6 R3LIF
BB EEL L, BWER (T v b)) THITF~OBAT
MHE I N TWA,

9.7 NRZ
INBEEE IR E L2 BRERIT I L T v,

9.8 EieHE
EHIHZSEORERN ORBIEE L VEEICHKS T2 8, &
FERE. TSRS O IR DMK T L T A 2 &% nicn. &
WIMHEEP RS 2 BENEDH 5,

©



10. #HE/EHA
10.1 HFAZRR ALKV L)
SHN 455 BRIRIEIR - 518 5 R - fab i+
Jif) 8 S e R ) AL D Jif AR R B T AR | L AR R B T AR A I

[1.6. 2.3 ZH]

# (1000mg/m2/ H %
1A G R G R
2425 & I~ DR
T TG R 222Gy /
H %35 [a)% 688
WL TR LG E
2. EELAE R
i s AN
E o Bl HHE ST
T 5o TG G
A LEEEOK
) 2 5l &= 1 HE AT
ENTVWRVDOT, I
SRR A & B AR
T 5 A~ O B
SR & o EE A X

JE AT 14 V2 RO R
HomREEmL, A
AN & B U
TEH AR 5T
l/\z;)O

WIFHT L,
10.2 FAZEE BIAICEET S L)

11.1.10 MM REBEERRE (0.2%)
M/MRA, ey ve y kA, 7 L7 9= kA, BUN LA,
LDH L& 29 S0l AT 70 ¥ VR E OBy EE
MPEEIMOICED TR HNHEICIE, #5E2HPIET 528,
BRI GH IR L o THARTHATH V) ENTIRE D L
EnbZl b H B (1.7, 8.2, 11.1.9 =]

1111 EEORBEE (HEARH)
R F R AL Rl % iE (Toxic Epidermal Necrolysis:TEN) .
B2 IR E £ B (Stevens—Johnson JEBERE) . FLEE. KJE.

FEFEOEEDOKREREVFHLDONL LN Db,

11.1.12 FFEERES. |E (BEARH)
AST., ALT. Al-P & B0 EE 7 T HhE R E

bbb EWNH D, [1.7, 8.2, 9.3.1 2]

IV NN R

B 8 b

11.1.13 BERE (TEMRAEREERRZET) HEAH)
B EEORERARD 5

a3 G ek L, YR LEEIT) 2 L.

1.2 ZOfDOEHER

eI

WRRAEIR - FE 5 i

Wiy - fafri T

LRI R

REL S0 TS A s (AR A
W 5ty & [ G B T 3 %
Yrtr EE L 2 B R
DEBERED BT 5
CEDBDDH, BT
FROBC S AR R A & PR
L 72 D RFH D %4
PEEEE S L Cwi
Wy,

F BT A K 1L
JEEARAF 9\ T 7 R
SOMREBRL A
FINC & 2 U &
PR MATEED H T
W5,

D P B
7OV ¥ VLA
AHFEPUA]
PUEYE
TohOA NE

H RN AT R S N
LTENDHbo

(R R = A vt e
HLTW5,

1. BIER

KOFIWEHEI DD Hbid Z WD 5HDOT, g% 51247
WVEE DD O N a3 2 kS b 4 SaE ) ALE

#1752 &,
1.1 EXSEER
11.1.1 BEIH

FILERGE A (72.6%. 7275 L. 2000/ 1 L K03 17.5%)
TFHRERE A (69.2%. 7275 L. 1000/ 1 L Kl oid A 13 32.1%) .
MMRGRA (41.4%. 7272 L. 575/ uL Ko id 4.2%) .
g [NEZa YD (66.5%. 7272 L. 8.0g/dL i Dk
I3 13.1%) « RIMERED (52.6%)] ED3H5bNDL 2 EHdD
Do BB EMERE A RE L7 & # 2 5 s MUllE 12
I BERDHE SN TV D, [1.4, 2.1, 2.4, 8.2, 8.2.1,
8.3. 9.1.1 &M]

11.1.2 EEMRHE (1.0%)
MBS DOIED 5 W IZEMWEESED N GAIIT ED
WARBNZ X DiEHEEZ I L AT 04 FIERSEO#EY) 2 LiE %
119 2 & BEMEMRIER L LEZ 5N TH»HE
ENTW5S, [1.5, 2.2, 8.2, 8.2.2, 9.1.2 H]

M1.37F77147%>— (0.2%)
MR R, MR, BBEEORERDEHSbNDZ E0h b,

11.1.4 OEHIEE (0.2%)
[9.1.3 ]

11.1.5 5 > MEOFRE CHEAR)

11.1.6 Fh7kEE CHERH)

11.1.7 [EZEE (HEAH)

11.1.8 BRAFFR{EEFEREF (ARDS) (BHEEAH)

11.1.9 BARE (FELRH)
[1.7. 8.2, 11.1.10 ]

10%2L E | 1~10%AKdm | 1% A B AN
AR, IMUE | MUFEART ., 5k
& L B,
VAL
THERDR Ui BE1EME
S, O
B EFEST
L&)
P10 PR 8 2 | PIE (i -
P PRI A BRI )15
R WD | | B, R 1R
& J1NA TIPS NSRS
WEBAICT, | BUN L&, |ZJR
i BB, &R, M
B TVTIY R ZLVTF
KT = kA
BERAR., | T, R, | SR g
WHALER |0 - MERE TN %%, B
ALl
AST k5. |[CULEy
ALT 5. | L5, A/G
P LDH k&, [HWET. y-
Al-P A |GTP L5,
oy v
I
FE. DT (IR, LU
FEARR W AR, H
ﬁ:;‘gﬁi#%
o WEED, | Hs
B 3 R
RGBT
e N A (IR 2%
YEI . ALFE)
i ERERI A
m%l%%:_ gi\?‘kz) *TEI e H.
W 5 (REA, TR IRE I, /&) 4 > 7 vz
B MM/ | BER P IR TR T BE | 2 RRIEIR
N BRI, B |0, IRMR. (BRI, &
ERED . M | JJRE. B | JUE. B
JE. BREE |13E GHE ., TEIE,
TED s W, S
Zoft . & LS NS
JEED RN R )
CRP L& I — )V UG
RERE N,
JEREED | 1T
AN TR

E D) BEORRME 1L FIIC B 2 8BUHETH %,



E2) EWIZBET 2 ARH &3 ) & %2 )b & i TG ORRR
BRIZHB VT 30% L EOMHETHD 5T b,

1 3) EIN OAH B 5 O FFR BRI 5\ TR b L7z RITEH
DIEHUHRE 2 RLH L 720

HTH ) BLEOEIEROICAETRECEEZ S5,
%85, 1000mg/m? 5K 1L h il BERER T A% (AUCo-=)
iM% 2 1) 77 > A (CL) 45, 5347.6ng - he/mL - m? L5
HE B2,

14. BRAEDIXE
14.1 EZFARBEOXE

1411 WEHEL S B LERICR > TRLMHTALZ L,

14.1.2 HEE SHUY L2721 24 BER DA 5 2 &0
INA TV O RAE RIS EYC BT S 2 &,

14.1.3 FIFIZEEPME L2 HBEIEEBICAITA T
LRI 25 L7238 E B IS mOTK T L LRV T 2

Lo

15. TOMOEE
15.2 FEERPREERICE D C 1E%R

16.3 2%

BRFEERBEO I B, 72 ¥ 75 —< Mz v in
vitro AR T 2ERE AR N~ 7 2 % Fl w72/ Mg BRI B »
T WIND HHEOREIRE SN T 5, [9.4.2, 9.4.3 &

et

16. ZE4EIRE
16.1 MeEE
16.1.1 BEES

BESE L 1L 7 43 ¥ 2 1 1000me/m? % 30 451 2
T EEENE L. ik s o~ b~ 5 7 (HPLC) 112 TH
BAUIR (Ko7 ) OISEFREEZIELT. 13— A
D VG- HI S NI REAK DS BRE ST 2 — % (22
Y8—= b AV METIVEMEREMITICL D EL) ZLDTIOR

In vitro |25\ % & M IMEEH &R EHEEEITH 10% TdH - 725,

16.5 HEt

GV T IR L 72 FRIREERC 35\ T AT B 5 Il UC-
Ly ¥ U HERRE 1000mg/m? % SiERE L7272, 7 HEER
HLZ2R - #d 05 92~98% D i 2SI & v Fze 2D
35 99%LL EDIRICEIL ENZDT, Fay ¥ ¥ rOTidk
MR IR & S 7z TR AR BUHG 1 ( R 2 LAk o W o
T VR O REHEEORIZE L w2 LX) e o
FERHIEY TR EEZ SN Tz RIPREUEE I3
HED 10%KiETH 720 WHEAT—%),

16.7 EWEEER
16.7.1 JLEEEICE TN U 2X I EDOFHA

GHECER L 72 BERRER IS BV C BRI EE IS AL Y
ks yx eV E AR 1660) GHE% 1 a—2R&
LT, 1HBEIZF LAY Y Y 1250mg/m? R U/S7 ) ¥ X+
175me/m? 5 L. 8 HHIZZ A ¥ ¥ ¥ 1250mg/m? % %
HYLZeo AT ENRTZ Y F XL VEFRES LZ1H
HEO®TF ALY Cr e BMEES L2 8 HHICBU 27X AV ¥
VY DOREAR DS EIRE NS 2 — & % DIFIRTD (SEEA
F—%),

[/fCDo

INT A—=4

1+ BRE (R 7

MmigE 27 ) 75 >~ A(CL)

85.6+17.8(L/hr/m?

LT 28— X N DGATER(VY)

8.80+7.49(L/m?)

K3 28— b AT S DGAERE(V)

6.95+2.26(L/m?

TIN= AV NG )T TV AQ)

22.3+11.1(L/hr/m?

a HOERFHM (t1/2q)

3.1+2.0(min)

B O I (t25)

18.9*4 .0(min)

Iz s ML P E (Crnax)

21865 = 4165(ng/mlL)

I3 e L S B R TR (AU Co-oo)

12100 +2227(ng - hr/mL)

16.1.2 Population Pharmacokinetics f&#f
FE/NHI R A B g 45 Bz o v 4 ¥ v 1 | 800 ~
1250mg/m2E D % | 30 M2 TR EE L REMUE R O Z
D77 NVEREY (2-TFHF T -22-Y7vtuauy Y

> dFdU) oI iR % HPLC %12

¥ DY EREN S5 B B

IDHEL, AT Y

(M - Fifie &) OFEEE

population pharmacokinetics f#ATIZ & 0 it L 720
ZOFERFE S NI REAUE OB RE/XF 2 — 5 2T IR

INTG R — & PRS- HH) BRI 5.8 H H)
S TS LA i 33500 18700 30300 = 10200
(Cuna)* (ng/mL) (ng/mL)
44 s e
% EP"E%E*F“W 191009300 16900 = 4670
I (ng - hr/mL) (ng - hr/mL)
(AUCo-c0):2)
Mgz 75 v 2 76.4%27.3 78.7+19.9
(CL) (L/hr/m?) (L/hr/m?)
SERCIRIEIZ B 24 17.4+9 .44 15.9%10.1
A E A (Vss) (L/m? (L/m?
s 0.276+0.0531 0.318%0.103
TH S (t12) (hr) (hr)

g + R 2

11 2) 58 % 1250mg/m? (23Rl L 721

7. ERERRRIR

17.1 B3R UORLMHICEE T 2 55k

GE/N R

17.1.1 ERZEAE I EEEE (GRER A RUEER B)

ATy ey MG &2 I N RS O LR ER Rl G
PRI 2 dlor T ARSUR 2 30868 (BB A LUV B) 12817
2 IS BT OZRN T ORI RAFED H Lo £ TOMIZLIT

j—o D KE ;B V) /Ci) D f:o
W) ARHOIENMBITEICB T2 KBS N 1 HH= e | RS N BEVETO
1000mg/m? Tdb 5 st | ey | 2R B B
KT A= B4 B FI O - HRAEGER)

%2 1) 7 5 >~ A(CL) 187L/hr A 73 6.0 3 [E(1~9 [A)
HULT 28— b A Y b O ARV 17.1L u
KM 25— b A ¥ b OGHEREVY) 26.8L B 67 20.9) 4 [(2~8 [3))
28— b A MNMGA ) T T Y AQ) - 110 33 ]
(F3 1) 97 .5L/hr s (23.6)
(Lt 33.2L/hr - :
AR () W) ZoWa. TH5-BGH 50% U O EEHiE/NMIR)E | &g
(51%) 15~27min B
(Zt) 36~44min VIR b 2 2 7= 2 L o b A I/ NgiisEslic BT 5

A7 V7 7 > AFIFEIIRE Do 720 REAKDH I
WAL LB TEP o725 i d 1RRHEIA &R

— 4 —

HNEZ DT TR S T H & R THHERTO
16 BIOMETIZ BV Tid, BRHNIRD ko7,



HAEEA NP BIZBW RO L NEEHIIUTOEBY TH
o) f:o

7L — F 3L Lo E L RS ERE, HiEREA
10.0% (14/140 f1) . FHEREGE A 28.3% (39/138 #i) . ~FE
7 yEd 17.1% (24/140 B1) . M/ IMREED 2.9% (4/140
Bl) THolo 72, 7L —F3VULEOFEZBMENRITEH
. ERORIES.0% (7/140 B1) . HEals - MR 2.9% (4/140 B1)
WHE5.0% (7/140 ) T - 72398,

(BEfE)

17.1.2 ERE | HHHE&

BINZBT 57 LY 5 E VMG 2 X 2 B b5 3
EREHEBNRT 258 THRE (LAXV 2081 a—ADAH 1
o] 7 B G ED) 2B W, K. SR O FETE LD
Karnofsky Performance Status (KPS) # #&& HIZEF-N§ 2 iE
RABANRI A & JH O THEET 2 47 o 7ok B ERFR IR 12 B 5
SEA S5 TOA I 28.6% (2/7 Bl) T 729,
FAFHBMTILE 1 - A0S THEAMEICHEORZRDO b
HBWEEIIBWTIZ 2 a— A DEIE/SRTORS- LT L L
TV B 1 = ADOKRTHERZ LU T L7z 4 6% B
 THIEBITABED BISRANBATT 5 2 AT E T2,
KRBT HEIEH (BAMA MR EZE % &5t) 111 6]
11 B0 (100.0%) (2388 STz, F 20 BRI b 2 5
. HImERA 90.9% (10/11 B1) . #FhEREA 72.7% (8/11
B, NEravrEd, y-GTP EH. 7V H ) T+ AT 7
¥ —X LAPENEN63.6% (7/11 #), MM A . ALT
LH. AST EREH»ZENn 2N 54.5% (6/11 #1), CRP L&,
LDH FHF N2 45.5% (5/1161) THotze Tz, £
EAEEIERIZ, B - 8 90.9% (10/11 1) . ERARIR
72.7% (8/11B) TH - 7210,

17.1.3 B8 1| 1HEAER. B4HLEE 11 AEEER

MENC BT 57 52 5 € v B 512 X 2 g O 5-FU #5)
B3 5 88 1T AHBUER B O L2208 00 G 2 o 3 2 48
TIABRIC BT (WIFNHE 1 a— A0 A 1 mixE 78
WAL GE)) | FRA R BT OFERARANRIH I BT B AR
BRI TR EBY) TH o 721012,

SEIRARA
| VRS EGNIN | 6 At |90 HE | 1R
e BUAHAE | ol R 7R Pk
&‘)ji"k_’\:iii 2)
% 11 H .
B (2177/%?) 385 70| 31% 15% 4%
(n=63)
4 111 4 .
e | S8 I oA 6% 24% 18%
A (15/63)
(n=63)

1E2) W COSERSEMANE (Clinical Benefit Response) (. &
I B A O fli il . Karnofsky Performance Status (KPS)
W O E % 4 & 12 FHIE S 2 3Pl 5L CTh %o

YHENC BT 27 A2 % ¥ v Bl 502 X 2 bR miG &

B %85 MRS BWTr AV Sy E VB (51 a— 2R

DHMA 1 R 7 BEFG5E9) (2780 6 N7z 8IERIE LT

DEBNYTH-o72,

FIER (MR MR EZB * &T) (X 63 17 63 %1 (100.0%)

RO B 7z, ERFFIIAMIKHRA (44 F1). ALT k57 (44

%) AST b5 (44 61) TH-72

TABEELEERS L LTA ¥ 7 Vv YRR (106)), %

THMEFIE (26 60) . utFE (1F). FiE (76) 25805

213,

1 3) AR OBERE BT 2KRBHL - A=, YAyl
C 1[0 1000mg/m? 38 1 ¥ 5-% 3 ke L. 4 8 H 2R
Th, TNk 1a—AE LTHGEHED KT,

(REEE)
17.1.4 EREE | 58

TAY MG L RPTETT U E R ERE D S i
EHE OALFIFEA AR BNURT§ 5 5 RIS BT,
BT ORRFEY ROAAFHMEL T O L B) Th o721,

e LAt d WM | 1A
i (B1%) Rl | A
17.5%(7/40)
i PR
i&f BRI L2 00, 18| | e
(;:10) T84 1718, FYMIEESE 0/5)0 | P
[R50 6/ 17(FLERHL 3/6.
BEZEAs 2/4. HEAMIEAEH 1/7)

5 4) TEBFHE AN RN T 208 AALS R R b o 2 e 2 A -

THIE L 720
(PR LR

17.1.5 #5986 11 FE545%

HVETESE S N2 BEREST UL R RER % A 5 Rk R
DALEE DA A GRS (Stage IV) IS LT, Ay s &
AT IF v EDOMIRS (GCHEFE4A MM T 1 a—AL L
T, ©2¥ % ¥ 1000mg/m2% 1 HH., 8 HHKU 15 AH
12, VAT SF 2 T0mg/m? % 2 HHIZH%S) % M-VAC &%
(AFFLFY—P, BV TIAF UREEE. XLy v
WSRO AT Z F VD) & L 725 T AHRER IS
BT, GC #E203 %, M-VAC #: 202 512581 b 415 5, 15
LNTFERIZUTOLE B TH o720,

GCB | M-VAC B | HRO5%CD) |  p f#
E A ] -
e | 12878 | 1481|1084 055"
BESGE K &
<0 T4nH | T6xH |1.0208129 0849
147 ] v i
| 49.4% 45.7% B o
ROV @1 /164 1) | (69/151 ) 0.517¢

1£5) log-rank #5E

E6) A 2 FehE

T TLVI U (FAY IS EY AT T T O
) RO NEWERIEU T EBY TH o720

BIVEF (ERRMAMERZF A% &) (%203 #1191 41
(94.1%) IZ@BD BNz EHREWERAIZNEZ B i (188
Bl) . EmEREGRA (184 61) . IFHEREGEA (176 1) Th o
7oo BEEZEIEMIE, &I 38 61 (18.7%). /MK AME 32
Bl (15.8%) M OFEE 22 61 (10.8%) % TH-720 [7.1 BE]

(FINFBER IZBHILE)
17.1.6 #5811 HEEER [JHQG &Ek]

AVEICER S NMRIDUIMRIZT ~ M I A 7)) Y RPUE

PR & 3 5 S - YIRS JR T i 58 S S 1 FLR B

ERRENS LTIV L7 ) 7RV EDOH KRS (GT

H3ME 1a3—AL LT, 1HHIZFZ AT Y 1250mg/m?

U7 ) & ¥ X)) 175mg/m? # %5 L.S HHIZ XA v 7 ¥

> 1250mg/m? % 5-) w87 ) ¥ ROV M (T #:3 8

#1la—2A&LT, 1HBIZ/SZ ) ¥ F+X)L 175mg/m? &%

5 R U758 T AR Z E G L 720 ZORERIEDT oL

BYTHo70,

ET) BIRIZT ¥ I3 4 7)) RIUENEREO MR
THLD 1 LT A OALEEFRERNC X B80T - a3 ieis
BOFMARELIIHRABEZT DI ILET ST INL T
5o



GT # T B HR(95%CI) p 1 £ 1) AuhrhisE (KEYNOTE-355 2t5#%)

HAf .. - 0.817 o [PD-L1 B (CPS=10) %]

g | 18-6 7 HEY I8 A HER 6 eer 1 oog)| 0-0489" RATOY X
e <7 AN
AAE | 5.3 AEY | 3.4 Y 0.74 0.000879 200mg Q3W | +{bEgE 1)
1 (0.62-0.88) AR | (103 )
e | ALA% 26.2% | BAEDEE:151% (220 )
FET(110/266) (69/263) (95%CT7.1-23.2) PFST HLE[H] 9.7 5.6

- (95%EHAK ) | (7.6,11.3) (5.3,7.5)
H8) A - = FHE 0.65

£9) log-rank fR7E (95%EHX ) | (0.49, 0.86) -
710) GT BT P fi$ 0.0012

RRERD 7 Ly 7 ¥ BB EIVEN (R il 5w 2 8
ZEde) 1262 BlH 256 B (97.7%) 12580 Bz, EREITE
MIEBRERE 231 6)), —a—a/8F— (167Fl), ~NEF/ 0L
Vg (158 Bl) TH o 7zo FHE 2 BIVEIIIS BT P Bk R A
fE 8 B (3.1%) . WP EREHA 6 B (2.3%). ~NEZ 1L Vi
A, FEAR (1.5%) FTh otz [7.2 ZH]
17.1.7 EEEESE 11 #8545 (KEYNOTE-355 i)

e - BEEFUE IS T 2 25O RHRE O 2 Wit - 5
X RATELT I D A OV | v ZEAREME 2D HER2 Btk o #L5E &
H 84T B (HARNST Bl &) ZRRIZ, RAaTHY) A<T
200mg3 A E RS+ (Fav ey 3HEx 13
—2A&L, LAY FZEr1000mg/m2 &% a—AD 1 HH, 8
HEICHS] ROANVETFF v, 2327 1) & F &)L i nab-
X2 F R V) OFFHFREED OGN e, TS
L RHLFELE (FAY IV RUHNRTIF o, 57 1) %
F )V HiEnab—37 Y ¥ F 1)) OFHEEEY 2R E L
o EEMERBR R SN WL L S AV S E Y RO
VKT FGF v, X527 1) % FENLiEnab—37 ) ¥ F L,
THYERIAEE T &8N L 7o % B WREEM TR BT A
RO BN E I R EET R R TREIRDSTRD 6 N WEE DR

TRECIST #'4 54 > 1.1 B30 EBRT L e
TR Cox BINTF— FEFIVIZL B 7T v R+LEEFT LD
g
§JERIT Sy S e
Q3W:3 38 [ ] P ¥ 5+

12) X471 X< 7 200mg Q3W (%2 — A0 1 HHIZHEYS)
ELUT o s FHLEMAERE T I0ER) L
72 [A#) 1000mg/m? & "% VK 75 F » AUC 2mg -
min/mL #i4& (1 23— 221 HE, £a2—2D 1, 8HH
(ZH%5), 782 1) ¥+ )LV O0mg/m? (1 2— A 28 HH., %
I—AD 1, 8, 15 HHIZ#HY) Xt nab-2¥27 1) 7 ¥t
100mg/m? (1 27— A 28 HIEl, %3 —AD 1, 8, 15 HHIZ
451,
75 RQW (La—2d 1 HHICHES) LTk
i HLEM2ERE 2L 18R 20 L7z (A
1000mg/m? Je O VR 75 5 > AUC 2mg - min/mL #124
= (13—A21HM., £a—20 1, 8 HEIZ#HS) ., 737
)% ¥+t 90mg/m? (1 I— A28 HH, £a—AD 1, 8,
15 H HIZ#5) Xidnab—/¥27 1) # F+)L 100mg/m? (1 I
—Z 28 HM, %a2—2d 1, 8, 15 HEIZ#%5) ],

1 13)

RIIZZEE LT\ 5 BE T kB LI o TSl C e g T 100 LT BT W0mg QIWHE R

DBEOEND T TRAT O XY TORG 2k 5 L 20 T e

WL N7z, ETFME H I M EAEHIR (PFS) R U4 g 70

AAEHIR (0S) & &, AT a Y X~ T HLER O B ol gg

BT T AR HLERE O B L B L, PD-L1 Btk 3 0!

(CPSEI=10) DB # 32361 (HARN 28 % &is) 12BWVT g %0

PFS # HEIIER L7z (X1 ROKD) 7, e

PD-L1 BfE (CPS=10) ONRATHY AR T+ 5 AV FE Y o

KON NET T F 2 RS S Wiz BH B 2 REeVER s T L R

HExk B0 125 Bk 122 61 (97.6%) (HAA 14 I 14 1% & e img

&) ICEMEMATRD Sitze ERREEM (20%00 1) (&, & QW +Hlems 0 17212296 63 52 4437 25 12 s 00
TR +{bFHE 103 80 41 30 18 15 12 8 8 7 3 1 0

75 Bl (60.0%) . H.Ls 64 B (51.2%) . i ERIF A iE 63 B
(50.4%) « WFHREREGRA 44 B (35.2%) « 957 42 B (33.6%)
MR 41 61 (32.8%) « /IR AME 40 61 (32.0%)
F I EREAE 35 B (28.0%) . ALT #4035 61 (28.0%) . V&
30 B (24.0%) . FAIMERERA 30 B (24.0%) I O° AST ¥4
m27 6l (21.6%) THo7z, [7.2 2]

£ 11) PD-L1 258 L= s (BB, ~2 07 7 — VRO

1) 2 RER) B AR TR L. 100 % 5 7o

1) PFS @ Kaplan-Meier Hi# (KEYNOTE-355 :tk#)
[PD-L1 B (CPS=10) » &)

18. ZExhEkig

18.1 {ERHE
ravy ey (dRAC) IEMBNTR#E S M THERIo 2 7 L
FTF K ThsH) ALY (dFACDP) K O'=1Y » &It
(dFACTP) &7 0 ® Zi 5%  DNA AR % B % Oh$
FICHES 2 2 L1 £ 0 B iR/ 2 7R 3719 EEER IS I,
dFACTP 2374 33> F 3 =1 v (dCTP) &#4 L 7%
AHIDNA K A5 —FI2 L) DNA SHICHLY A F 7o,
MIFEAE (7R M= R) 2FEHT 59, F72. dFACDP 13V
KRR VFF LY 78 —EEMHESTLILIZLND2 M
LD ACTP 4 2 T S5 726, M2 DNA SR HE
AR E N D,

18.2 MiEEsHE
rFavy ey (dRAC) ., IMBMERIIEZ IZ L & T
L5 1k e N EEEEMIE. P ok e v AR Dk
I D EEEHN AR L CRAIIBIE A7) L2300 Z o X
JiE B OSHEBKAE I CTdp 722020, dFAC 14, BRI b b [EE
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JEEE TV E RO REBRIZBWTS, FUEMR (H-31, H-71)
Te UMD KE 4 2 BB L C A S Y 2 — WVARTER 12 B4
Hi%&ﬂ%%ﬂ? l/f:29>,31)~34 .

FThbb, 3~4 HIZ 1 Mo#EGIZ L) = CELPUE
R BA SN L0z LT, 1 H 1 Fo#HFG 2B\ CiddEnd:
AR PUEB AR RO SN b o7, ZO BB e ME
BETVIZB W TUL ERDIUERN I TREZETH L 2 L8
MHNTW S Ml (H-74 %0 CPH SCLC54B) 123
HRVEAT AR SN2, F 7o, v MEEME (MIA PaCa-2
J O PANC-1) ), & ME#BFEME (TGBC2TKB K O
HuCCT1) 30 Ok bR ER M (639-V. BFTC-909,
RT-4.RT-112) 3712 B\ T b EEBFESIHIRH R ATFRD 57z,

19. B2 ICREY 2EE{LERIFR
—MERRE 7L Yy MR
(Gemcitabine Hydrochloride)
b4 (+)-2-Deoxy-2'2'-difluorocytidine
monohydrochloride
3 CoHnF2N304 - HCL
aF= : 299.66
g
NHz
g N

HOHzC ’

\—/

OH F
R BROBERTH 5,
KIZRRHEITRT LAY )= VIZETIZCL, 2%
=) (99.5), YIFNVNI—F), TEIZF))
AT 2-7 a8 ) — WIZIFE A BT v,
B 250C  (R)

22. @

(F LY BE D SEEE&K 200mg/5mL [NK])
134 7 )V

(F LY BE > RiEETRE 1g/25mL [NK])
1834 7V
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