Lz,

*2021ESHEET (1) OAEEER SRS
SSpyrE e v 87 4224
B R : gﬁi‘mﬁ% ﬁﬂiﬁ;
ﬁ;;j]gﬂFEﬁB_/ﬂE / ¢ P iR I
o . ®
= =)L %R 200
JTLY=); mg
. \J \ ¥ ®
T LYY=V iIH
) : y/ 1 g
I \ G ® Iniect; 200mg lg
WS emzar- Injection ERES | 21300AMY00405] 21300AMY00404
) BE-EESOMSZICIVERTL & BRRIA 19994£8H
1, e 3. #HR% - MR
11 FAORSE, FRECTHNETEIEMBCBIT, | S B S
D AAERREIC T 5408 - BREFOEMOLE T, £H Wy | O DAY TVEAA Yz LY VRS
DESHME EHBIETNBEFICOVNTDHRIET BT &0 200mg lg
Fro. ARBEICELS. BEXIZORKICENERUR 131 7 L 13 7 L
REETHBEL. BEEBTHSRE5TITE., BRRG |7 L Y 5 C L ERRIE228mg | 7 LY 7 U HEEME ] 140mg
1.2 B1E#5Z305EREEFEICEIVITS T & SHEDERRKR (FL¥y ey L T200mg) (4% EY &L T1000mg)
HERCHWN T, BE2ELU EH BV E1EDORFZ6073 L LD T D-w>=hF—J  200mgD-¥>=h—) 1000mg
TITS &, BFADNERLICAIN RS S NTVS, VRHA | SKEERR S b U A 12.5mg | BOKEERES U A 62.5mg
1.3 22R]. DBEDERZEIDEBEICHTIERE] O pHEAgH] i |pHZEHI e
HESRUTEREEDBRICHHERTZT &, 3.2 BEIOER
1.4 BESSEIHOS5BEICHES LBV &, BEENE : A S
FRAERHEFTHY . BREXGHNZEF, BELT3 W | 0T T VA Yx LY VA
TEEEN' B3, BEEIMHICER LT EEX SNBEEHHE 200mg 18
EENTVS, [2.1. 2.4, 11.1.188] - A AEOBE OIS ERA]) (EHH])
1.5 WEREMXEESETHSH T, M ORRIERD S 3RE M 13
RRSFHFHEDH B BECIFRE LBV &, MBI . 7 1y Y 1 6mghf i/ mL ()
CEELEEISNBREANBETNTNS, [2.2, pH! @3
11.1.286] \ 5Ly 5 Y 40mghiiR/mL (I AE)
1.6 MEHRISRAER Z BiF I D8R~ D ISHREE & DEIRHH @2
A3 T & AEDRRARICBNT. FEEHWBO EEERY e e i ‘
IANREISREEE S OHEICEY ., BROREN. MR w0 Y2 E > 1ometiHE/ml CER AR
REL. FECES>LFINBESINTVS, [2.3, 10.18 - 3

iRl

1.7 #5ICR U TREBERERZ T ICHRL. SREICRRRE
(MRZHIRE. FFEERE. BRERES) Z. Tk &
HAR ICHIERX IR B 21TV, BEENROH SNIBSEICITEY)
BAEZITS £ LBIC. BEREDTSICOVNTEECHRS
BT, [8.20 9.2, 9.3.1, 11.1.9, 11.1.10. 11.1.12
2]

2. 22 (ROBEICIHBS LBV &)

2.1 BEGERNEHOD2EE [SHMEHSEEL, BHaNs
BBZENBB.] [1.4. 2.4, 11.1.188]

2.2 FIE B XSMEETHL 2T, P OBEEERO & 2 E
i ISR D & 2 2% DERABEEL, BHNEns
ZENB B (1.5, 11.1.250E]

2.3 A OBEHSEEE T LTV S EE [1.6. 10.158]

2.4 BREBIVER AL TVASEE [BRIVESBEL, Ran
LB ENH D] (1.4, 2.1, 11.1.1508]

2.5 AFIOBS I LEERBBEOBRERO» 2 B

2.6 HRITER LTV AR D B B & [9.55H]

(1

7Ly Er40mgiEE/mL(EREER)

F) LYy rIemgiER/mL (EREER) TR AR
BASBEL-RSEZ100mMLICHERLBOMEE (5L
% ¥ 1600mgHH X &/ 100mLA A EK)
FLYEE  40mghES R/ mL (EHEAER) Ak - BRI
BUIABHEREEE (5427 2200mgtENSE/5mLAE
BAEHR IS L% €V 1 g4 R/ 25mLAE &IER)

4. FEEXIFZIR

O3E/\fRBHTE

Otz

OBEi&ERE

ORIg LR

OFiFEEN (FBRIE

OW A LRES SR ICIEE UT-IISE
OBFREXIFHAMOESD v /\E

5. 3EEXFFIRICRHET H:ER
(IB;&ER=)
5.1 REIOWRMHIMEEBEICB I 260 R OCLLM IR LT
V7R,
(PREE_ERZE. FiT e SBRALE)
5.2 AEIOHiH]T - Mis B LEREIC BT AR R I
M LTV,
(BPAAEREEERICIEE U 1o DNsERE)
5.3 AFNOHFE %175 HBEICIE. AEBA % ST LEBIEHETHRO
FEFIZ R E Uy BRI T 2822 BB L TRAILS O
WEEEEBICRE L LT AROBEEHBT 52 &,



6. HiENRURAZ

(BIE. IBERE. RIELRE. PALREEEGICEEUCIIEE.

BRITE:EMOESY VIVE)

WH. RAICIRS LYY E Y ELTIELI000mg/m2% 305 213
THEFEBHEL. BlEKRS23EEE L. 4BEHRAKET S, Ch
Z1a—2E LTHEZEVET. 8. BEORBICKVEE
BWET 5.

GE/ViRaEhE)

WH. RAICIRS LYY & LT1E1I000mg/m2% 3053 713
THEEEEL. BEIEES 23085 L. 4BEARET S, Ch
Zla—RELTHREEZBRVET. YATIF Y EHATHEE
X ALY FE Y ELTIEL250mg/m2% 305 70 T s et
L. B1EEREZ2EEGE L. 3EBRARELZIa—2ET52 &
L TED, &B. BEORRBICKVEHBET 5.
(FTREN (T BRILE)

WH. RAICIRS LYy & LT1E1250mg/m2% 3053 713
THEEEHEL. BEIEES 22885 L. 3JBEEAKET S, Ch
21a—2E LTHREZEVET. 8. BEORBICKVEE
HET 5,

7. RERUREICRET %R
(PRE8_LRZRE)

7.0 T17.8KEHE] OEHOWEZ+2ICHERE L ETRET %%
BRY B2 L. [17.1.63H]
(FITREX [(FBFELE)

7.2 AR GRS St OFLBEBEANIE [17. BREEE] OHOW
BeBAL. FAOFEPUEROREMEE+3IC gL ET, &
Re¥zpe, [17.1.7, 17.1.85H]

8. EELEFIER
GhEeE)

8.1 EEOHS LR, FREDOHIE, WEOETIEDON
TR G 2L L., OBV GEEICTIVEX 2 2 L,

8.2 BHEIMH. MEMMAFOEELREFHANECSZZENHD.
EEBGNGREREEDZZENH2H2DT, BEICELTIIE
REERZ -+ Ic B L. SENCEARRE (IMRARIRE. e
WE., BRERES) &, £/, EHNIORERXEREZITS 2
&o [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%H]

8.2.1 EEEINH
KR OHRGIZH Tz > Td. BIERBR MV MRBOZEE I8
BEL. E54HHOBMEREA 2000/ p LA UM/ MREAD 7T/
pLRETHNIL, BREESEET 2 ETREZEMNT S
Eo F7z. AHBRICKD . BHEENETLTVW2EBETIE. &
BN AR HS5DLNEIENHLHDT. TNEDOEBETIIREG
B2EEREL. BAREEICTIERT 22 & KA ZE]E
3BEEGR G LizBa. BMRER O ERE O R EEIT 35
BPIERI2~ BERRICH 5 b, REEFHFEH D S5 1AM TH
H9 %, [8.2, 83, 9.1.1, 11L.1.15H]

8.2.2 HEMMRNEFDMSE
REDOBEICH 7> T BRER (IFIRRE,. BRORRED
) 2+0ICBEL. ERNICREXRBREZITS> L. &
fov MBS U THECTHE. BIRMERDE (PaO2). fiifa
REIRMBRFR Y EEZE (A-aDO2). Mfifk#EES) (DLco) 2 &D
BEZITS &, [8.2, 9.1.2, 11.1.28H]

8.3 MPEDHANIIEBICTDERIT S &,
9.1.1. 11.1.1%H#]

8.4 AR ERICHRPRDONL I EFHLDT, ZOLDIIE
RPHEFAL LW EPHERENS ST BHEOEEFRIITH%
WEIITERT ST &,

(BRERfE. Y 2V /NE)

8.5 HENE ([ER LODEROTORARE - FIS/HFEMES
BOAHHEAOHAICRAIMEE S LV Y IERIE (U1
) |l [BRLODERORTRARE - BIS/ ERETSH
DAHBANOFRIEIFRL2|MEET LYYV IERIE (B3 -
HRMEEEY OOV | F) 2RHI AL,

[8.2, 8.2.1,

9. BEDNBERZFIIEEICHTI IR

9.1 GHHE - BMEEEDHDEE

9.1.1 BEFIDH3EE FEEERL)

(8.2, 8.2.1. 83, 11.1.15H]

9.1.2 BRI FHRHEEDEIEEDSH 2 EE
B ASOBEERMBEEZEC T 4D 5. [8.2, 8.2.2,
11.1.23H]

9.1.3 DEHEEDEHENH D EH
DFEESASNSEZENDH D, [11.1.45H]

9.2 BiHtEEEE
BIEAPH 5N I L 252 EDH 5B, [1.7. 8.250R]

9.3 fTikaEE=EEE

9.3.1 FFEZ (FF&fg. FFR. FFEZESE). 7L I—IUKTEEDEE
EXEHOHZDEE
FEEDE(L 25X TZENH S, [1.7. 8.2, 11.1.128
M)

9.4 &JEReEE T 2E

9.4.1 AFEF R FERH O BH IS T 2RENH SIBAIIT 4TSS
T AHEEERT HI L BER (YA, UYF) 1B
WT, AFESEE EREEE. BEHRE. SRR, BAENRE
HBVITEBRFRBICNT 2HESE) PHRESATVWS,

9.4.2 )= b F—DMEIRT BATREME D H 5 BHICIZ. AFIRES PR
UAHIBESKR TR —ERRIED 2 BE2T> £5EET A2
o [15.2881]

9.4.3 IERARE A ZctEICIE. AR S PR OARFIREHK T % —EH
R E 28T 2175 KO EET 52 &, [9.58H]

9.5 @

FRIIEIR L TV ATEEEO S B ticidfE L ana &, 8
MER (vT R, 9YF) CEAEEARORBBZEER S HE
ENTVB, [2.6. 9.4.38H]

9.6 1Z7LIF
BHEBISED L, BMER (v ) TAHHFAOBITY
WESNTWS,

9.7 INR
NREENRE UZEBERABRITER L T,
9.8 SEE

BHMHEOREHORRICER L, HEIIRET S &, B
HE. FREESOLHRENMETLTWA I ENFZVD, BVl
HIREDPRHT 2BENDH 5,

10. #8E{EA
10.1 HARR HRALBLITL)

4% HEPRAEIR - $EETT % T - fElRE T

g ER et Ao
[1.6. 2.3%H]

SVE DR R ER TAAI(1000mg
/m2/ H % 381 [ AU AR IR SR IC
1 5) & MIERA~ OIG R G HER
1% (2Gy/ H % E5(m]) % 638 #E L
THALLGEIC, EELRE
2%, MBASFEBE L, BT
EoBIFRESN TS, K
SRS = 0t L 72358 O KA
OEMHABRIIHEILSINTLEL
DT ESHRIERER 2 BifF 9
2 R~ DTG R % & O [F] R
BERIBT B &,

EHER R TAANZ
AR A A IS AT
i & D2 R % 1
U, FANCEK 2
e R E g iR il
BRHSN T2,

10.2 HAEE HAICEETSI L)

HH2% EEHER - FEE A B - fEsRET
FEER A G R R A JIEER AR SRR (TR R AT ) & [R] | R R 3 B AN I
BT 5BA. BELRDE | HEEKRE NI
FOBHESRERT 52 0D | HMBHORE 28
%, 2B, MPRSHRBE EH L. KFICK S
U7 ORB ORI | HU 52 8
STV, MWRDHLHNTWVS,
OFEEEEA | BHITH OSBRI ENH | WAl & b B EEIMH
7V FENALH] %o 2EHELTWA,
REHEAI
AmE

FTLAhuaA FE




11. BIEA
WOBIERES) B"Ho6bNbI ERHAHDT, BEZ DT
W, BEDSRD SNZGEICIIREE2TIET 5k OET R 0E 2
752 &,

11.1 EXKREHER

11.1.1 SEEINH
BB (72.6%. 7275 L. 2000/ u LA DOWEA1217.5%)
FHIRED (69.2%. 72751, 1000/ uLAKEDRA1232.1%) .
MR (41.4%. 7272 L. 5/ uLEREOEAI1Z4.2%). &
M [~NEZuberEd (66.5%. 7272L. 8.0g/dLEKMDEAE
13.1%). RKRINERED (52.6%)] EWHbobNBIENHb, &
B, BEZAMRBDICGER L EEZ 5N AHINEICKS5ET
FIBHEENTWVS, [1.4. 2.1, 2.4, 8.2, 8.2.1. 8.3, 9.1.1
2]

11.1.2 EE MR (1.0%)
PRI R DFIED 2 VIZREEESRONIGRICE. BB
AFNCEBEEERIEL, AT01 RIGESOBEY 2 AB %217
&, BMEEMAICERLEEZEZSNBEEHPRES LT
%, [1.5. 2.2, 8.2, 8.2.2, 9.1.28H]

1MA37FT145FY— (0.2%)
MIRREE, MERTR,. BRESEOERPHSDNLIENDH 5,

11.1.4 DEHEE (0.2%)
[9.1.32]

11.1.5 S>MEDAL BEEARH)

11.1.6 FfiKEE (BEREEAREH)

11.1.7 [EES (SEEARH)

11.1.8 RAFIRIBEEIRE: (ARDS) (SHEREA)

11.1.9 BF2 (BHELRH)
[1.7. 8.2. 11.1.10%M]

11.1.10 /B4 FRBAEEIREE (0.2%)
MR, ey b7/, 7V 7F=> R, BUNLA.
LDHER 2> a2 ANESZ O ViR %o s/ g
HEIMOIKIENRD 5 NI, BEE2HIET S &, BR
3B EHIECE > THOARIENTH D, BIOEESDBEE LD
ZEbHB, [1.7. 8.2, 11.1.9%0R]

11.1.11 BEEE (SEEAH)
HELGEBRE 3. KE. BEE) PdobhsZerd
%o

1111 2 FFHSRERSE. B8 (BEEAH)
AST. ALT. Al-PO LREDOBELIFHEERE, BESH 6D
N5 EPH 5. [1.7. 8.2, 9.3.131]

11.1.130E8RE (AIEMEOEREERREZSE) HERH)
BINE. &8, ER. HERE. BEEESOERIED SN
BEicisEfIE L, BURABZITHYZ &,

11.2 ZDOiDEHER

B2 | 10%LlE 1~ 10% 1% SHEEANEH
TR SEAR. MEE | mEET. 5
7 DR, BiE.
DEEHIHX
. FIEE L
EHH. OE
MR STE
71)
AyE MEIR IR S, & | PIE (i ERER
R T A I | &) RE R
FEED | KER | B, BIR.
I, & | Bih
B WEHMKET.BUNLER., | ZR
BREEE. | EAR. 0
TVTIVK|R, ZVTF
a =
HILE BHRAR, B\ TR, F. | BAK
D - MEH: am#. B
AR

(©)

BRI YR

10%2L £

1~ 10%K i

1%

HEAH

iR

AST L&A,
ALT k5.
LDHLE#A.
Al-P 5

YLy k
7. A/GHAE
T. v-GTP
EH. vov
VUR

TERER

HE. O F
[N N : 1|
ﬁﬁﬁ?ﬁa

TEHR. LU

e

s

BEEE2), 2
S FER

Rz

TEAHERAL

TESHERAL RS
(BIR 7S &
Ji ALBE)

I R

RAE % I E

JiE2)

R EE

Z Dl

RERD. R
WG AR
WL . B
FRED), WK,
BRI SR HED)
B, BR
REDNEE] N
CRP LR, f&

AREHI., 14
BET. BB
0. RAE.
JE. BHEE
&

A7y
YHRE R (18
A BEH
A, FIT. B
%E) . T
FRIRSHY o —

HEEM. & VRIS
WEDFT
0. HERA R
JEX

in]

E1) BHEOBRKRERL BB 2RIBAE TH 5,

F2) EWNICBITEARAI LT )8 T2 EOHARE OB KREER
IZBVTII30B EDHETRD SN TS,

F3) ENOAF MBS ORKRRBICBL RO SN -FEHD
FEBUAE 2 RLE L 720

14. BRALDER

14.1 ZRANEBEOER

14.1.1 A#D200mg/ N1 7 d5mLEL E. 1g/3A 7 )Lid25mLEL
LOEBEIERICEBRLTHWS Z &,

14.1.2 BEZIEEPPICRE TS5 L. BREZWEEICRET D
LREBPMHT A2 ENH20T. REITHHETHLER (15
~30C) TRFFEL. 24BFBLINICERT 5 2 & B LR
BEALZVWZ &,

14.1.3 BB IS LB A RES ICATA TR ¥R L.
KBIATE L7BBREB ICZRBOTMKTLLBEWRT I &,

15. ZDthDFEE

15.2 FEBRAREABRICE D < 158
ZREWREBEOS>E, v 7R T 5 —<HlifazHWin vitro
BETFERERBBRE YT 2 EHWI/IMEERBRICBWLT, WT
NHBHEOERIBE SN TS, [9.4.28R]

16. F4pEhRE
16.1 MRE
16.1.1 BEHES
g 1 1O AHI 1 1000mg/m2% 3043 flA 1 T slil#iE L, mdiiiikra~< ~ 7
57 (HPLC) HICTHRE MG (FLAYPEY) OMFETEELZRE LK. Hla—2
OEIHREHITBONF LYY OMEhBERR 2 I FORITIR Lz,
105 -

10* 4

103 4

102 4

Mg ARZE(CARE (ng/nLl)

1.5 2 2.5 3
#EPIaRIRE (hr)
R1) FEERELLHIComERRA AR

0 0.5 1



232 %= b A Y METVEMBREMENTIC K VBB S NI REUEOEMBRE/ ST X —
& &L TRICR Uiz,

IS5 A —% Py + R 2
Mm%t~ )75 >~ Z(CL) 85.6%17.8(L/hr/m?)
I 28—k A Y F OB (V1) 8.80£7.49(L/m?)

6.95+2.26(L/m2)
223+11.1(L/hr/m?)

KW= b X > b OB (V2)
AY= b AV MERHEZ VT TV A(Q

a tHDIERFRIA (t1/24) 3.1+2.0(min)
BHHDIERN W (t1/25) 18.9+4.0(min)
B A PR (Cmax) 21865+ 4165(ng/mL)

M HEF R EE R R (AUCo-0) 12100£2227(ng - hr/mL)

16.1.2 Population Pharmacokineticsfift
FE/ IR 2 A5 B AFI LEI800 ~ 1250mg/m2ED % 304341 T sl L
REEROZDT TV VEREY (2-FTHF2-2,2-Y7 )L+ ¥ r:dFdU)
DIMFEFEEZHPLCHEIC X D HITE L. AAIOFEMBEION T 2REFH R (1 - Fiele
E) OFEZNONMEMEZ M\ /zpopulation pharmacokineticsf#fic & v #&at L
7o
ZOREREONLRENMRDO NI ST X —F ZLIFITRT .

1) ARAIOIENRIREIC B 5 &R S N7z 1 EARIZ1000mg/m2TH 5.

5 A— R EOHEE
< >R, ():HEFE
#7737 > A(CL) 187L/hr<35.5%>

Fuba 28—k A2+ OBHER(V1) 17.1L.<69.4%>

KT R= b X FOFHEER(V2) 26.8L
A= b XY EBET VT T AQ
(B1H) 97.5L/hr
(1) 33.2L/hr
THAERI (t12)
(B) 19.7min(15~27min)
(1) 40.9min (36 ~44min)

TEHIRIBIC B B 3B (Vss) 46.1L(36.2~85.3L)

M7 V77 RAFIEEICKRE P 5T REMAGOHEEFEIBELD b RETR
P, BWTNBIEBMANEER Y TH Y BLBOZIERIICER TR AL EE
ZBNize 7B, 1000mg/m2# 5RO MAEH AR THEE (AUCo-.) (X8 Y
77 v A (CL) #5, 5347.6ng - hr/mL - m2&HHEh 5,

16.1.3 HETOERRERIC ST BPopulation PharmacokineticsiEtf
ENTORME & ZIFRBOERTH > 720% SEICBT 2R TIRMES V75 v AN
FERICE > THERZITAIENRBINTEY., BRE TIRMEY Y 75> 2pED
TAHEAZRDz. L Lahs, M7 ) 770 ARLBNEEO 2D, #E5REZH
CARBEEFEVWHDEEZ N HEAT—%).

16.3 316
In vitro\ZBF s MIRFEABARIZHNL0%TH 5720,

16.5 HEtt
SHE TEME L7 BRRBRICE LT, BITHBBESHICC- YAy VIERIE
1000mg/m? % s #E L7210, 7HEIREX L 72 /R - 3 h 592~ 98% D MUHEMEAS
[\ ENTze ZDDBI9%L EARICERENT=DT, 7 LTy OERPRIIERIT
RESNTo RPBBENEE SREEDORETENRE &V 7 2 VAR OREHEE O
IKELVWZEXD, C FOELERBIIET T IMEEEZ SNz, RPRELER T
L5R8010%KiTch o7z GHEAT—%).

16.7 EYMEEIER

16.7.1 LEBEICH1F /N7 UV IFEILEDHA

SHETHEME U BRRERICB VT, EREIEREICAR &7 S R 2 HARS
(1661) (G#%Z1aT—2& LT, 1HEIZAA1250mg/m2K V87 ) ¥ F+)L175mg
/m2E5 L, 8HBICAAI1250mg/m24E#5) Lizd, RFIE/S7 VU5 3Lz 0tH
#5 Lz 1HERUAA 2 Bl 5 U7z8HBICB U 2 KA ORE(LEDOEN TG/ F
A= E2PTIRT GHEAT—%).

17. BRARANAE
17.1 EERUTREMICET H558
(R BRRATHE)
17.1.1 EMEBEIERR GRARUHERE)
ARARR T 1 & 5 I NIRRT (L2 FE T ERARPI 1T 2 B SIS 2508
(RBARUB) K50 2EHHITORDEROHRATED 515 F TOMBIZLTFO
EBDTHHLI,

A 73 (21;0) 33(4~82)
B 67 (210‘.‘9) 34.5(20~76)
aat 140 (23;6) 34(4~82)

IS5 X —% PER%S(1HE) Bz 5@HH)
e M 33500+ 18700 30300+ 10200
(Cax) 2 (ng/mL) (ng/mL)
A5 b P T R T 19100+9300 16900+4670
(AUCo-)E2) (ng - hr/mL) (ng - hr/mL)
. 76.4+27.3 78.7%19.9
4277 > 2(CL) (L/hr/m?) (L/hr/m?)
17.4+9.44 15.9+10.1
E : 3 = S8,

TERRAEIC B B ATEEH(Vso) e )
g 0.276+0.0531 0.318+0.103
THAERH (t1/2) hn) (hr)

S R R

1¥2) #58%1250mg/m2icEHE(L L7zl

EL) 0B, [HEEHAB%50% EOEERE/IMIEE] OBk
DIRTIC b2 2 %0 1o 2 & O 2 I/ MIRRIHE RN B 1 2 BRI W» T+ o3 HEaR
SNTHS THIBIEIMERBR TOL6FlOMEHIC BV TIE, ZEHHIERD SN Dr >
725,

REEARUBIZBLTED SNEERIZU TOE BV TH > 7z,
BELEERILOHEE, 7LH) 7427 75 —Y EENZIHICED SNz,
JU— R3LEOF L BEREHEBERZH X, AMmBRkEE10.0% (14/14061), 47+
BREGHA28.3% (39/138%1). NEZ O EA17.1% (24/14061) . M/ R
2.9% (4/14081) TH-otzo £izy 7L — N3 EOFE L BMBEARIER L. BRRE
5.0% (7/140f1). Bl - EH2.9% (4/14061). 557E5.0% (7/14061) TH -7z,

17.1.2 EMERRERERIC S T 3 BEHIHIRIRR UEHE ORI
REIOBEHICED - AR FHIRED . MMEBDRUOANE T O E Y EDOR
KME, BlRfE % TOHBKROREMED 5 OEEHEZ FRIRT . A7 -5 ZENTE
S NI EERRER TOMBE204BI TOT =¥ TH Y, ZTNZNOBINER %R 7IERNC
BUIS1II-AHOKETH 2. 43— ABE TRKOBN 21T 27205, LT hORIE
Ab I -2 VBT M ZRD 2P 5 7.

FEIH BEHE T ARfE BREHEE TO | REE»S>D
THH ik [/ nL]ED [/ L)% WARH] [ HARE [H]
(%) FROE (BEEE) | FPORME(HEEE) | hoRfE(HEEE) FRRE (45
| 131 6700 2800 17 7
BIERED | 642) | 4200~23800) | (700~3900) | (3~31) (1~42)
| 128 4060 1202.2 19 7
HHEHD |07 | 1872~21182) | 49~1089) |  (3~3D) (1~24)
| 42 0TH 75 14 7
MAED | 20.6) | (1005~5185) | 1.25~9.9%) | (7~50) 2~13)
~EZOEY | 126 1.7 9.55 20 7
o ©61.8) | (9.0~150) | (63~109) | (5~48) (1~65)

¥2) [NEFuberiEd] coBfind (g/dL)
E3) EEEEEEAICEV T, BAERERERD [RIERAMR] 7L — PO S5H]
HEOWTNPENEICEE L& &

INSORIERATREMEICES T TOHMIZI4~20H (FRfE) THY., EEETO
HRELIFNB7H (hRfE) TH-o7.

(BRI

17.1.3 EASEREEER
ARIBIC BT BAH BRI 512 & 2 B QAL ERE D ERER G 3 2 S IR (LA
L2081 3 — A0 A E7EERZSES) ICBWT, EH. EEFHOMHARKS
Karnofsky Performance Status (KPS) Z#&#9ICEHEd 2 REREMENRZ LT
MRETRAT - 1A R . FERBHIRIRIC B 2 3N R I COHFI28.6% (2/76]) T
H-7:9,
FARBE T, Bl aA-2A0BREGTHERICHEORD SN2 VEZFIIBL T, &
20— ALIERARTOHREG ST E LTV, HlI—-A0ATHREZPIEIKT
L7412 B < 7RI TABED S ARABITT 2 2 LA TE T
RSB HEMEA (BRREERFEEHZET) E11FH11H (100.0%) 123D
5Nz, ERERREEEFELHIE. AMmBKED90.9% (10/1141). 4FHBkigd
72.7% (8/11f1). NEZ U @D, v-GTPLER., 7LHY T+ A7 7 ¥ —¥ LR
AENZN63.6% (7/114). M/MREA. ALT LR, AST ERAZhEN54.5% (6
/11%1). CRPER. LDHERAZNZN45.5% (5/116l) THotz. £z ExEfh
HAEWERIE. BD - 1E90.9% (10/1161). BMART2.7% (8/1141) TH-o7z.

17.1.4 5B EIABHER. B SEIMEHER
SENT B 2 ARF M 510 K 2 B O S-FUR BN 2 ST B & 0L iE
WENERGNIN S IR BV T (WTFh 5] T — 20 HE ] B R 788 5%
5ES)) | G REITOIERENDRICB I 2EMRROCEFHRE TR0 LB T
H-718),

s | ERERIES | SO otk | onnk | 1ektn
ISR 27.0%
n=63) Q76 | 3857 31% 15% 4%
SEIHHRRER 23.8%
ne63) | (sey | 77 46% 24% 18%

¥4) WS TOREREMSE (Clinical Benefit Response) (3. . SE/mAIOMAAE.
Karnofsky Performance Status (KPS) K UMKE % #E&#ICEHli 9 2 5l 5L T
HBo



SHENC 3 1) B ARAI B 510 & 2 AL AR GO0 3 2 SEIIHARERIC 5 L TFRH
B (Fla—-20»E]ERR7EEGHRSE) 1RO 5 EERIZLToEB0 T
Hotze

IR (BRREERE LS 2 &) 12636IF63%] (100.0%) (KD SNz, EAH
KiIAMBREA (44610). ALT_EF (4461). ASTEF (4461) Th o7
FELEELAEERELTA Y7 VI PREER (1060). KEEZE (2560, 25
HRE (160). 2E 46) »PRDsniz.

¥5) AEIOBEICHB T HEERE - ARIX. FAY & & LTIE1000mg/mZE[E

BE523WER L. SEBEIIRET 2, ChEla—RE L THREGERDET,

(BE;ESE)

17.1.5 ERSEIHEEER

KA B G X 2 JRATEAT XILERER 2 & 2 IHEE O L AFE SR8 2
SEIMHRERIC BV T, WREHITOREE) RUEFHMIELTOEBY TH o729,

e ZR) R IE6) HETEIR 14
i (1% FURE | fER
17.5%(7/40)
s |0
(n=40) WFEAHI1 /23 (FLIEERE0/0 HE%I:%IL/IS\ | 7.6xH 25.0%
SLIREREO/5) it B FHI6/17 (FLEEFERIES/6+
fEZEE2/4. FFHVIREREL/7)

6) MR/ NSRBI A AL RREE B SR E B0 - THIE L7z,

RREICBVTRDSNEERIZUTOEBY TH o720
IR (BFRRAEEREE S ZET) 134068144061 (100.0%) ICBD SNz, E4E
e, BORUBHMARS ZN2N52.5% (21/4061). F£37.5% (15/4001). %
935.0% (14/40f1). WEM:32.5% (13/40f) TH -7z, BELZENEAE LT, ALT
HINR OASTHEMA 16, BRER KR OIERA1F], &k OCHmES 2 v 725141, IEH:
FROELHSIHIOED, BiK. FEED O, BN REEERE. BRRESELE
n1plc@EDH 5Nz,
ELHEEREBREED L. FHEREED R O H MR 2 h 2N 75.0% (30/40
Bl). NEZBE VED62.5% (25/4061) . M/IMREHD ROV MRESE AT 2 h2h
55.0% (22/4061). ALTHEMKOASTHEMASZN2N32.5% (13/4061), M7 LA
VARRT 7 & —EHM22.5% (9/4061). HBEERA20.0% (8/406l) TH-7z.
(RIS _LRZE)
17.1.6 ;85 SEIIHBEER
S E T ER S N BIHET GERER 26 3 5 R _E RO O (L2540 [ 5 1
(Stage IV) IZH LT, RAIE VAT T F v LOfAKE (GCEE4EMEZLI— R
& LT, AFI1000mg/m?%21HHE. 8HEXUISHHEIZ, Y27 FF > 70mg/m?%2
HEWK#E) 2M-VACEIE (XA b bLFY—b, BV TIAF VREBE. FFULE
UEBIER Y AT S F COPRRRE) S HE USSR IC B VT GCRE20341,
M-VACER202612° 10 113 51, BoNzERIILTOEBY TH 7210,

GO M-VACEE | HR(95%CI) pii
?‘f ﬁ;ﬁ 12.8% A 14878 | 1.08(0.84-1.40) | 0558
E{igﬁig” 74nH 76%8 | 1.02082-1.28) | 0.84%D
BURGB) | ffiij/fm (6;/5 i;tﬁw) a 0515

##7) log-rankifiE
TE8) 711 2F|ME

7o, KA (FHE S ATTF 0 OMRKS) KROS5 NZEERRMLROEBD T
Holze

HIER (BRREEREEESZaE) 3203FFH19161 (94.1%) K@D oIz, £k
BIEFEAEZ O vid (188f1). HMIREHEHD (18461). HFrhEREHL (176
Bl) TH-otz. ERAENERIE. AM38H (18.7%). M/MRIFANEI2H (15.8%) K
UFE226] (10.8%) FTH-o7z. [7.150H]

(FHITRER IFBRILE)

17.1.7 BHEIHERER [JHQGEHER]
SHETEME S N MRIIIHRICT > b 594 7)) o RTBEIESIEZ 55 S hi- Yk
HE. RATERXIGEBEIEEE 20 RE) CARE 7 ) XL EDHARSE
(GTEEBHZ1a—2& LT, 1HBIKAAI250mg/m2K U7 Y ¥ F )L 175mg/
m2z2#5 L. 8HBEICAA1250mg/m2&#5) £/87 0 5 F L)L BMEES (TE:38
Z1a—A& LT, 1HEIZRZ ) ¥ F4)175mg/m22#5) & H# L - SIIERER
ZEM LIz, ZOBBIIUTOEBY THo7210,

H9) HRIICT Y b IY A o) Y RABEESROGERASERTHOLIL Y X Y 0L

FREANC & BRI - R ER O PRI EAT RS L AREBHIC

(3.1%) . SFHPERBORA 66 (2.3%). NEZOE VB, FEAH] (1.5%) HTH-
Jzo [7.2218]
*17.1.8 EEHESENNIEHER (KEYNOTE-35555%)
B - BRIBIONT 225 ORNSEED 5 WIERE - BRUIRFETEO R LE Y
SRR ODHER2BEMH O FIEEE47H (HARAZTHIZET) 2MRIC, RAT 0
Y X7 7200mg3B R % G HEEEE (A#H [BE%Z1a—2& L. A#I1000mg/
m2z&I—ADO1IHE, 8HBEK&KRSE] RUALATTF >, /879 % F+t)Lidnab-
N7 ZFEI) OHRFEEEY OFMEROREWN. 75 RS (RAKk
CHLVETSF > 870 & F LN Xidnab-/327 ) ¥ F4)L) OHFFEES 20t
ELZEHERRBRTORE SN, WL L. AARVOHILRTSF o, Ry FFE
L XiEnab-7¥27 Y & FX)uid, HEEMASEE L IGRR Lz, &b, EHSEHE TR
BETHAERD S NI/ AT, REEIT 2R IIERIRD 5 N WEDERKRNICRE L T
W EHETE, REMEOEGIHI CREEITIRD SNEETRATOY AT 0%
xS 5 EMTREE Sz, EEMIEE I MEEALGFIR (PFS) RULAERF
Wk (0S) &&h, RATOY X7 T HEEFEOHRIREEL T £ R HEEREO M
AL B LT, PD-L1BM (CPSEIY 210) 0BE#E32361 (HAAN2801Z&T)
IKBWIPFSAFRICER L (RIKXURL) 12,
PD-L1E# (CPSZ10) ®»RATUY X7 T +AFROH LRSS F o ARG S
N7ZBH B 2RI REIL 25612261 (97.6%) (HARAN14BIF1461% &
&) ICHIERARD 57z, EREIER (20%LLE) & &m756] (60.0%). Ei64
Bl (51.2%). #FHREREADFEOIF (50.4%) . HFPERELRA 4400 (35.2%) . HE55424
(33.6%) .\ I/IMRERD 4161 (32.8%) I/IMRIRARE4OR] (32.0%) FIMERFEAE
35M1 (28.0%). ALTH#IN356] (28.0%). W&ERE30M%] (24.0%). HiMLBEREEA 3061
(24.0%) KRUASTHEM27H] (21.6%) TH-7z. [7.25H]
¥13) PD-L1z#H L-fiflas (EEfifa, <7077 —Y KO 2o88k) zRsi
BT L. 100% % U7-{8
#1) ARHERE (KEYNOTE-35535)
[PD-L1fgt: (CPS210) D]

Rua7aY w7 .
VA AN
200 3W )
(220) (1034)
PFS*t HRAE[A] 9.7 5.6
(95%(SHEIX ) (7.6, 11.3) (5.3, 7.5)
N — RH# 0.65
(95% 5 X ) (0.49, 0.86) -
Pf$ 0.0012

ZENTWA,
GT# T HR(95%CI) pf#
AR 18.6» A0 15.8 » A0 0817 0.0489%11)
(0.667-1.000)
R . . 0.74 .
#10) #10) *11)
- 53#AH 341 H (0.62-0.88) 0.0008
. 41.4% 26.2% FRhROZEE):15,1%
(110/266) (69/263) (95%CI:7.1-23.2)
110) HoRfE
##11) log-ranki®iE
12) GTEE-TRE

ARBOAFBICB I BEIEH (BRAREERELB &) 1326261H2564]
(97.7%) 1B SNz ERBWERIEBE (23161). =2 —a/8F— (16761).
ANEZOE VR (15861) TdH o7. B L EINEF &3 BNELF IR B RE 8

T:RECISTH A K74 >~ LIICHED < G RS

LERCoXHBINY — REFIIC & B TS5 L ARH 2R Ok

§ERIT ST IHE

QAW 3R 5

#14) RAT70Y X7 7200mg Q3W (FI—AD1HHEICKS) &LTOLFERE
(PEMRAG A EBE & EIGRIR) 2HH L7 [AAI1000mg/m2RUHN VKT 5 F >~
AUC 2mg - min/mLH%4 & (12—-221HM. £a2—201, 8HEKHEE). /¢
79 & FEL90mg/m? (13—A28HM. #I—AD1, 8, 15HEIIHS) i
nab-’¥27 Y % F+)L100mg/m? (12—2Z28HM. #2a2—2ZAD1. 8, 15HEICH
5)1.

#15) 75 ERQIW (FI—ZAD1HEICES) ELTOtE@E (EYEMIBRES
LISER) ZHA L [ARI1000mg/m2KRUA VA TS F »AUC 2mg - min/
mLEYE (12—221HM. §a2—201, 8HEIES). /37 % F+)L90mg
/m2 (12—228HM. £a—AD1, 8. I15HEICHSE) Xidnab-/87 ) ¥ *+
JL100mg/m? (13—A28HM. &3—2AD1, 8. 15HEICHKS)].

100
90 RLTTVZT200mg QIWHLEREE
804 ——— FouR+H s
® 70
% 60
£ 50
H
$40—
&30
201 e 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
220 173 122 96 63 52 44 37 25 12 5 0 O
Q3W + L5
TR+ kg 103 80 41 30 18 15 12 8 8 7 3 1 0

K1) PFS®OKaplan-Meierifi## (KEYNOTE-35575%)
[PD-L1B# (CPS210) DmB&]

18. EhEE

18.1 {EAEF
FhyFEy (dFAC) MR TRESNTEREOX 7 LA F RThd ) VEEE
# (dFACDP) RUZY Bt (dFACTP) &7 013, Zh s ADNARKZ BN
RUHSEMICHES 2 2 Ik DRMRaER 2R, EEMNICIE. dFACTPA T
FTTFIUZEY UEE (ACTP) EHA LN 5I9DNAKRY X7 —HIC & D DNASIC
WoRAEhiztk, M (7R -2 R) 2RI 519, /. dFACDPIZY KX
LVAFRLY Iy —ERBEETZIEICEDIONN, filaNOICTPREZ K TS5
7. HEENICDNAGREE BRSNS,

18.2 HiFEEMR
FLayser (dFAC) &, it PIE 2 IE Ly &I 28 1R HETEES
M, WD L <y ARG b ORI U CRMIaER 2R L1825,
Z OIEFIZBER R RHRIFN TH - 72192D, dFdCld. REMMEE NERES T TV



ERVZRBICBLTY, o MIRmEMR (CALU-6). LM (H-31. H-71)
Tt DBk % 2 BBMAICH LT A Y2 — VIREMI2IFRESHRZ2R L
f‘:24),26)—29)°

Tb5, 3~4AHICIEOREICE VIEBFER TENHIBENRA A SN DI L
T\ 1HIEOHEE BV CIBESBRFUESEHREBD S hikdh o iz, ZORMER
e MEBEETUIIBWVLTIE, IEROFEANICIMBERZETH L Ao TWDHE
MM (H-74%O°"CPH SCLC54B) I b BEMEAASN2728), £/, b ME
FEMlE (MIA PaCa-2K%UPANC-1) 30, b H#EMEMA (TGBC2TKBR U
HuCCT1) %Ot RE& EREMM (639-V. BFTC-909. RT-4. RT-112) iZBW\»
THEGHEFEIMBIR R AT SN izo

19. B CRET BIBEZEHR

—fREIE: S AT & € U IERE (Gemcitabine Hydrochloride) [JAN]

3 5:GEM

bt % 4:(+)-2"-Deoxy-2',2"-difluorocytidine monohydrochloride

5 F H:CoH11F2N304 - HCI

5 F #:299.66

1 RBEE~BEACROEREOHKRTH S,
KIZRREFR T XY —ITEFII L, T —L95XiEy T
FLNI—=FNIIZEA LB T Z,

(b2t NH;
N)j
HOH; 84 N
- HCl
F
H
OH F
i RMI237C (531R)
22, @
(YT LY—)LiE5IR200mg)
IXNA 7V
(Y LY¥—IViEstA1g)
INA 7
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