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IR BN B74291
HANERT ¢ o4 1 BAZBS HILETSF L HE
L} O mmm - N
NILIR T SF) mmasEm 50mg rnk
L O mmmm - N
NILK T SFD smaEn 150 mg rnky
L O - N
NIRRT SFD) smeEn 450mg Nk
Carboplatin Injection
50mg 150mg 450mg
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1.

11 FH B8P ALCEEEEL. BRECTIMLTES
EEMBRICEV T, PALLEERC T2 - B5%RE
BOEMODS & T, FEEPET EHW SO BERICD
WTDARBT B &, £, BERMKRICEILIS. BF
REZORBFEICEDERVEREZ TSHBAL. AEZ
FhrorETHE,

1.2 ARz 2O/ N EREBETEE IS 5 D AZEEE.
NEOHALZEERICT L - BBREHFOEMOD
ETREITBH &,

D

=%
=

#H2 (ROBEZICEIHBELEVWIE)

1 EEZEHEIH O 285 [EHIHITHERRIKT T

BN BEGEX S E R LT 2RSS D 5]

2.2 RFIMO 4% & HIANR L, EE 2B EAED
AR S 5 HBE

2.3 WIFSUSHER L C WV Al feth o & 5 etk [9.55 1]

2.
2.

3. #HR% - MR
3.1 #mk
NWVKRTZTF2 | WVKRTITF> | WIVKRTITF>
WiFess | SIEEHFES0mg | SIEEHER 150mg | MIEEHR450mg
[NK [NK] [NK
i 5mL 15mL 45mL
NA T )L 1N 7 v 134 7 v
B | WIVRTSF o | AIVKTSF | hVERTITF o
50mg 150mg 450mg
3.2 RAF DMK
NWVKRTZTF2 | WVKRTITF2 | WIVKRTITF >
WiFes%s | AEEHFES0mg | SIEENER 150mg | MIEEH450mg
[NK [NK ] [NK
LE2N M0 75 I ~ e (B B O
pH 5.5~6.5
ZE I #90.1 (HRAEBAEIERICR§ 5 1)

4. FHEER (3R
ORIRRRE. v vllaE. SAEE. NEE. FERE. B
YN, e ERRRE. FLE. FERE
OUTOBHEER IS 2 b DIBHEER & OHRAEE
NRBMETES (HHEIFIE - BEFE - FFE - iR
RREMRES. BREXHEMOI -1 TRET 73
)% - BFE)

5. MBEX IR ICEEET 2FE

(Y1 BE & 1T - BROBMME D KIE)

5.1 "o 70y A=7 (#EnTHfz) RORX ML I N
MO A LAY ABORERCHARZ, RAT7T0Y A7 T
GEETHIRZ) OBTHRXESHT LI L,

(UIRRAEE &2 I BRTE)

%5.2 77 V) AV T (EETFHEEZ) KROS5 F R L
My ABEOMEROHER. 77V A~ 7 GEfETH#Z)
DBEBTRLEZHBT L L,

(IR EE & ETT - BROIIMERTELRE)

#¥5.3 LF 77 r)~7 (BEFHMEZ) RUS7) 5 FL)LE
RS ABOBELCHEIX, LF 77 )~ 7 EETH
Wz) OBRTHEX BRI LI L,

6. AERUVA=E

GESEERRE. R viBafE. EAMEE. WEE. FEEE. B4
U g, FE ekt
WHEL AZEI VRS SF L LT, 1H1H300~400mg/
m? (FFHE) #4855 L. 2% L b4fRET 2, Th
w17 =V e L G R RT, 2B, BGmIid, Elie, A
SERIC L D EEH T 5o

ElE=

(1) "FAYVA~T (GEETHIEZ) ROF X4 0 RPUEMEE
BeAl & OBFHIC BT, dlE, AIZEI VKT IF L L
T, 1H1[M300~400mg/m? (KFEMfE) 25 L. L% <
EOIEMMAEET B, IELIZ -V E L, FE5EEDET,
B, H5E. BEOREIC XD EERT 5.

(2) PD-L1B#MED v E ¥ AR EME DO HER2BE O Tl A
RESEFHEIEIIH T A _a 70 X7 (BfaTHERZ)
RO Ly 5 E U ERRE L OBFHICB VT, #E., A
AIWKRTZTF & LT, 1H1RAUC2mg * min/mLAHY & %
¥e 59 %o Bl S 2 208k L. 3EHIdREY 2, 2h
17— e L, 5BV LT, b, HE5wIE. BEHEO
REBIZ XD BEEHS 5o

(3) TNV ZEAREM»OHEREE THES Y A 7 DI
AP BATATR R LT, a7 a ) AT GEfETH
Bez) RUISZ) 5 FEVEDHHIZBNT, @H., BAL
WEHNRTTF LT, FOWSEhpoE: - T
59%, B, HHmiE, BEOREICIYEEMNT S,

- 1H1AAUCSmg * min/mLMI S E 2G5 L, L% & b3
SHMARSES 2, SNELZ— L E L 47—V F TG 5,

- 1H1MAUCL.5mg * min/mLAXSEZ#%G L, 4% s
6H MRS 2, ARG A 3HER L, Zhaxlr—Le
L. 47 —NVETHGT 5,

ChNREMEMIES (FHEZFHE - BIEFE - FF3FE - iR
RicES. BRUSHAMOI—1 JRET7 73—
IEE - B3FE) (T 2 thOREMEER & OFRAESR

(1) HEZFRE - FT3FIE - PIRERICHRES. BREXXIZEE
HOI—1JHET7 73U —E% - BFEICHT 205
EMEER & OREE
ARAT7 I NEZINRY FEOHRIFEIZBWT, ALK
TIFrORGE RS HEE, AVKTIF L LT
635mg/m? ((AFMEAE) % 1H M A#ERHEL13400mg/m? (1R
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FIRE) F2H B AR L, A% L L3~ 4BMKES 5,
Ihzlr—vk L, &G0 R,
LB, BHEROHES DHILER, SR, FEHT 5 hoiiE
PERESSHIZ £ BT 5o
F/o0 DEERMD L IAREIOkg R oO/NBIH LT, 5
BIZGTOEET S L,

(2) MEFEICKHT 2 MOREMESH & OB HEE
Cr o) AF UREEE E T MR Y R EDBFEEICBWT,
HNKRTTF v OFGEROEGHEEZ, AVKRTIF &
L C560mg/m® (AR #1HMAMEEL, Lk
L3I~4HEMARIET B, ThEL1Z—VE L, 52T,
72721, 367 BEGLLT O EIEIZIZA VAR T T T~ %18.6mg/
kgt ¥ %,
LB, BHEROHRS OHIESR, IR, OEHT 2 hofiE
PERESSHIC £ 0 BER T 50

(FERE)
M DPUEMEIEES & OPFHICB VT, @, AR A IVER
75 F & LT, 1H1AAUCS~6mg - min/mLAH %Y & % %
H L, 2% L 3BBRET L, chxlr—vk L., &5
RO IRT . B HOEIE BEORBIZL Y EERT 5.

hBEE)
AHIF G, F 551206 U T250mLEL o> 7 1 v i i 3
AR IR L, 309 L 2 ) T B

7. BERUBEEICEET 338

GlE. FEB
AUC H Al K VB R RE IC D AHI O G112 O VT,
BT 2HEDRBFDOTA NIA V2B IRET S
Lo [17.1.3, 17.1.4208]

8. BEELEXIE

(hBEHE)

8.1 BRSO REELEEMIEI L2 EDHLHDT, #HEH
BRPRARAS (M. PR, BHREmES) 2470 7%
ELBBOREE TS T A2 L T, BRI
(2725 LRIEHDS®R & Hbit, BIEEICHER T 5 2 &8
HHOT, HHIFWEEIZITH) 2 &L [9.1.1, 9.1.2, 11.1.1,
11.1.4, 11.1.5, 11.1.12%8H%&]

8.2 EE EBUEBIEN D bbb Z EDHHD T, MiEHER
R OB A 1T 2 & BEOIREL 17510815
T5HZ L, [11.1.188M]

8.3 RHIDHKGZH 72> CTIEG-CSFEFZHD
LTHEET LI L,

8.4 .l - Wik, AEFRAIRFEOHIHERIEZ 5 Z LD 5
DT, BBEOREL T5ICBIg L., B2 0LELITH) 2 &,

8.5 EYWiE, HIMMER OFEB NI EIIHERT L2 &,

ChNREMETEE (iE3FE - BEFE - FF3FE - iR
R iaEE. BRSO -1 TRET7 73—
E5 - BFE) (T 2 0REMERES L OHAES

8.6 PIH R ([FAAFEE : AVERTIF o UNR) | 5)
REETAHI L,

(5L

8.7 BAESCHE ([EHE O LENEO @RI - BIS/HEER
e AN OHMUMEIRLBEE AV KRTTF
(FUR) | %) 23T 52 L,

(FEHE

8.8 Bk ([EFELOLEM OB RAKRE - BIS/EER
& NHBEANOH SR TGS ALK T T F

(FEMRE) | %) 2HHT D5 Lo

) 2 IZ

2/7

9. HENERZFIIEBAICETIEE

9.1 AfHHE - BEEEDH2EE

9.1.1 BEEMHIDH 2 BEH
B A EESE L2 DD, (8.1, 11.1.15H]

9.1.2 BEEZAHL VB EE
BREEIENC LD, BOYUEXME IS5 28D 5, [8.1.
11.1.1z=MH]

9.1.3 KEEE
i e EHBEEDD 5 bNILBENTD 5,

9.2 BiEEEERE
EHEREDMET L T2 DT, BWEHD SR H H b D Z L3
H5bs

9.2.1 AIAE. BILOXTIF L DBEEZ TEHEEISETL
TWBEE
e G A W E e L, MR R T 52 &,
FHIH2FR HHDONDL T EDND D,

9.2.2 NEEMEFIEE (HEFIE - BEFE - FF3E - iR
HRREHRESR. BREXIHAMOI—1>TRET 7 3
) —[EE - BEFE) (XY 2 tOmBEHESS &EOGFRAEE
ICHWT, BEWEIETLTVIEE
BEEEIE], SRS, BEEORBIRIEREL. HELY
PG HRICEE T AR EBBEORELZBIZE L 220 EE(IC
B35 8, B, BHEEOIBE L L CGFR (Glomerular
filtration rate : SREREA M) S5 EE LT, 5= %
WIT D ENLEF Ly

9.3 FFiREREERE
RBFREESEIMET LT B0 T, BERD B H5bN D S
EDB Do

9.4 &IEREEF Y BE

9.4.1 /NER AT RE 2R AERG D BE I 55 A BN D 5 Yy
Bl ERICH T 2B EETH I L,

9.4.2 RS AW REMED & B L PEIZIE, RFIF G- B O 54
TR e 4 L ) fRET A 2 L [9.55 0]

9.4.3 /38— b —PUEIRT B RO H B H T, FHFG-
O O G#T e NS ) 2 i i A2 § 5 X 9 TRET 5
Z Lo AT R BV AR R SRR SRR, LA AR &
WG R BVE R Y~ Y A B W7 MERBRIC B W T
ERHEHE ST b,

9.5 1EiF
TR SUTIEIR L CW A AT REE D & A eI 1385 L e w2
Eo BIFEER (59 M) ICBWTEAIBUAER. IBREBGerE
ARG SN TW5H, [2.3, 9.4.2801]

9.6 ®BILIF
BALRWZ D L, BIWER (T v b)) T
ORATHHRE SN TV 5,

9.7 R

9.7.1 /NEEEEDEIES; CAifeFNE - Mg - IF3EE - hAx
HRERIS AR S . R IEREEOL— 1 T RET 7 2
) S - BEIE) 12 B AR BUE IR & o B RS
2BV, EHEiH, EREE. 77 v g —EEFEEO
BEEOFBUHHIIEE L, eI MRIcEET S
HEBEORETHR LAV OEEIHRGTH T L,

9.7.2 HAEIT, AHF % mHE CHoORERREEE AT 5 3H L
MR L7E. R EEELEITAVNREEICHHT 5 &
DIREND % o

9.8 S
RIS EREICEET 22 EEEOREZBIE L 208
HIEE|ZIRG T 5 b, —fRICETIERE (B RikRRE. TR,
EHERESE) MR LCT\Ww5,



10. #E{EA

10.2 HiAEE (HAIKEETSH L)

HH L% BRREIR - #5185 B - fabai 1
WA | BRI RIS O RIER SRS 5 | & BB B S
ZENHLOT, FEHBEEETIORIER AT
AT, BEOREEBIE| S,
Lahs, MET L% EHEIS
HETLHI L,
JEB~ ORI & PR L 72 B7 3R TH %
WA, EEE e fE 2 LN | Y B R (<
RIPFEBL 2L OMEDH D |7 A) TERANS X
BEF S A3 E1203, BE OIRAE| B a2 b
WZEE L. BB RSN MRS HiTw»
WH L 23a12d. KElokS| 5,
B ORI 2 5 1k L.
WY R LB AT S &,
ARH & AR OB X D | (B A
I GEIRFAZERE (VOD) 23%
JELEOHENHLDOT, +
SEETAHZEY,
PUEMEIESH |5 R H S O RIE R 2SR 5 | & b 1B S &

ZENDHBOT, GHHEEEAT
DAL, BEOIREL BE
LA s, iy 5% EHEIC
EETAZ L,

ARFH & Al o> 0 B 5 ) O fF
HZ &0 o T O R P 28 R
(VOD) #7358 L 72 & O i o°
HHOT, THHEETLI LY,

B R O

SEEA AT
2 HEF|
TIT
a3y R

B S

RS K OV R SRR S R T 5
CENHHOT, PEHEEEAT
IWAEIIE, HEICESTAS
&O

1. BMEA

ROBEWER S bbb Z DD D DT BIGEE 1571247,
FUEDFRO DN a3 2 kT b 4 S R ALiE 2

o2&,

1.1 EXLEIER
11.1.1 S5EIH
PLMERIRA (0.1%Am) . &l (NEZ Ty (40.1%) .
FRIMERRA (36.1%). AN~ b2 ) v MEgd (31.7%)).
FImERE D (56.4%)  FEREA (7.4%) . M/NRR A
(42.7%) « 1 (0. 19%A:05) D S b b Z L 03d %, (8.1,
9.1.1, 9.1.2H]
MNA1.2avy,. 7r7147%>— (0.1%KH)
F7 =, R, BN, MU, SRS SRR
WHHONIGEIIR S 2 IR L E 2 LiE 2179 2 &,
B, KR ORGRKEERLE, Yav s, TF745F
2= DOFBHEDE L R AEI D ASN D, [15.1.350]
11.1.3 EEMRHE (0.1%)
FEE WLk, DR R, B X RS A ) BRI S A

HobbNS

ZEWHDHOT, BHEETITIAT,

B DD

SN AEIIE xRS 2 L. BB RE RV E CHI OG5
DY RIEEFTH 2 &,
11.1.4 BHBEE (0.1%Ki0) . 77> —ERE HE

)

BHEEE. 77 A —EEEEPHODNL I EVDH D

11.1.7 HmEBER. BEMEXBEX GEERH)

PR g, BRI K50 Hbh b Z L hdH b DT,
B A T T MLV - THISEDSH 5 bNZGEIC
3G E I L, B R LE T 2 &,

11.1.8 FREMA L X (0.1%A5)

PR R (AR, Tl - ek, 35 LW AEfL, B, JE
DI 5\ LAE K OWENER O 9 -isE) w3k L. FR
PEA LT ZZBATT B2 EDHLHDOT, BEMREDND H I
TeB A3 G 2k Uy B SR 0 8) 7 LB A T
NP

11.1.9 BAEE (0.19%:A4%) . FEE GEEAI)

11.1.10 M4 - |ARE (FUERH)

A - ZEARE (AZEte. Mifie. Z Do BRI E IR AR
HES) DHOLbNDLI DD b,

1111 DEFEE. 5 - O0FRE GEERE)

11.1.12 B RSEEREE HEA)

MR A> . S, B S% B8 e 2R
SERIEDSH D bILL L AhH D, [8.15M]]

11.1.13 SMFREEAERSE HEA)

BT S B IR R, KEERAE. T HIPE DN F ARG
WO X MR SN0 b N E I dxS Ik L,
WY BB EITH) 2k,

11.1.14 BEMNENEEEREEE (DIC) CHEAH)

M/ME S, MG FDPE., M%7 « 7 J 7 RS o i
AL B DO SN E 3G 2k L, Wy 2 L
2119 2 ko

11.1.15 SMER (FERH)

M7 37 —EH. g /S — EHESFICRE RO b
Blo3HG ERIET 52 L,

11.1.16 ZEE (0. 19%A)

B, HIBSERHS5bNDLZ DD D,

11.1.17 BERAE (TR aEREER#E 2 S8) HERT)
BATHED S5 5O &, Foboh, i, G, 55, Wk
EEEDTRD SN A G e ik L, @Y R LE A 1T
Z &,

11.1.18 FEEAIREMRE (HEEAH)

BN SN G 2k U, SR LE (R
SO W R MUE IR SR 0P G- BTSSR 2479 L & bic,
FEIRZSHIE T 5 F THREORELX HIcBETs 2 L, [8.2
2]

11.1.19 5 ->IMFL5E. EREMREER. REE (HEARH)
9 o MFLEE, EREHMER, REEEOWHRREEDSH 5 b
LI ENH D,

11.1.20 BMEEm GEEART)
7 — LN AR E MDD Sb b Z Db b,

* % 11.1.21 AFIRAFIVE > FESDMAEREEE (SIADH) (HEAR

DT, BEE 5247w, BUN, 27 L7F=v, 7L
TF= 7)) T Ty AEEIZRENRED S NIGAE IR
Hamik L., @Y 20Esi7) 2L, [8.181]
11.1.5 A2, F#gEEE. J5E (IO HERH)
[8.15 ]
11.1.6 HILELESE. HLEFEIL. BT RM. BEEEESE (\»
T HHEEA)

B)
1.2 ZDOMOEHER
10%LLE [19%~10%ki | 1%k B R
B I B A N 2 S I
M =0 \BEE . RS
Mg |(50.5%) .
AR IR
(45.4%)
5 i Mg, &ERE |ZR
HEE 595 TEFE I HE
FN R B H e T A
(LO"NE) ., |T. #md,
S [[E N3 N
TR TR ER . ®
R R
W AR
AR




* sk

10%LL 1 [19%~10%40m | 19%4i S AR
ALT ES|AST E & .
(10.2%) |Al-PL&. ¥
Jifiek )RR < o
5. LDHEH.,
y-GTP_EH
LTSRN
ARMGRE)  LIE
JoiE ., MmE E
P A MET
s ISTRUT
Bk, OB
B, OHEAE).
EE7OvY)
MmEF ~
Ay YT A,
B g rsua—)v, #
A A N
UL RT A
v LEO R
Jii £ mFikE. R
Bz (18.3%) DM, 7 )E
P
& 5 B\ FE ORI, WAL, [IETTE. R
= J&% IChH ., W kLA, B
(18.6%) AP, Iaa, | %€, Bk,
VE G R AL KOS R A
otk (FAR, MR, |77 3
VI B, (KT, PR
TEARESE) . (KR | R ¥
F IMLE

ED LEE L THAEORSG 217 .

H2) 2O XD BIERD B S b E I3RS AT A2 L,
[ERZEER] RO [Z2ooRIER ] oFBUEE X, K
FRHE 3T o> [E A PR BRBR620 51 1 2 SR R 5 e 0 i FH G A A
5,598 & & & 72 #IERI6, 2186112 X %

13. BERS

13.1 fER

Az s A TRG L2, Rlle S REREE S 5D
N7z OHEDH %,

14. BALDEE

14.1 ZEZIFARBFOER

U AHE, AF72ECTI /B AFF ROV R
F ) B TOMAEZ A0, NSO T X R
DIREEZETLZ &,

14.1.2 BHNE, 7VI=y AL US LT Z R L,
HWPETT5DT, FHICHTZ->TETIVI =T 2% EELE
WRERXHWARWI L, [14.2.150]

14.1.3 AHNL, $HLEWTH 5O T, MoPEEELEH & 1E
BELRWI &,

14.1.4 RHENSMBHMNEE BT 5720, FAHERIZ T8 5T
FTHIENET L BB LSAIE. EbiC
ZEOFKTI LTS &,

14.1.5 KA LB L 28, TEX B2l
L2k,

14.2 EFIRESEFOEE

14.21 FHICH 2o TUIT VI =Y AR U EREEZ v
w2k, [14.1.280]

14.2.2 RFN, AIEEES O MEESE (NaCl, KCl, CaCl:
%) REAT AEMICRMT S & & iE, S LIRS %
HTTDHT L,

14.2.3 ERIRNFES- IS L S mE M S & R4
LTS - BEEE 2R 32 &0 5 DT, EEA MBI
Bz X ) IcEEICES T 52 &,

15. ZOMOEE

15.1 BRERFERICE D158

15.1.1 KHNE. VAT 5 F UG TRHEIBO SN Lo 72
FEBINZR L Cld, ARIMEDERD ST,

15.1.2 RH L o PEMESEFI OB L 0 SMEEImE (B
HILEAZ ) GG b H5) . BHREEGERERE (MDS) #°
S L7z OWED D Do

15.1.3 AF xSz ERL L, Yavy s, TF745F
T — DOFEBRE DS < 7 DRI H S A, BRI A EA o
LR8Il % 2 5 & FOMEIITHEE L 7 b L OMREDD
5o [11.1.2214]

15.2 FEEREREABRICE D < 155K

15.2.1 ARFNE. MH L O b 2 oSSEBRMI IR L 28 S5
BHEDLNTEY ., T2 NARAY —250bT 5 ki
EIEDTTED 5TV 5o

15.2.2 7 v b OEMEHEERER EIRNES) XD HTRE
OFLBR O IR I N BR O WIHFEIREATELE L 72 L OIRED D 5.

16. EYEIEE
16.1 Mg
WABEIZH VAR T 5 F 2 75~450mg/m? *® % 18] ik e
L7z & EIhiEE OB IISHEDOMEMBEZ R L, aff
D HE0.16~0. 32 BAHIXL.20~1. 69T, yAHIZ
22~3MEMTH Y . KEDDOH VKT T F 133G HER H
12y T, BHoRGAE & SIS X ) R LY,
1) ARFIOAKEE N7 E13300~400mg/m*> T 5 o
16.5 Hitt
HNVKRT5F 2 DPABEEIBIT L RBPRNE, %58
B < L $ G- 240 B2 57 ~82% A kil X 7229

17. ERERRLIE
171 B ROREMICET 258k
(GESEERRE. R/ viBafE. EAMEE. WEE. FEEE. BN
1) > JEE)
17.1.1 ERERRGERERKIE
FRR S TAHERER (M VAR T 55 v BlRk) 12X 2mERI%
B (EIRER) ZROEBY TH D,
#1 BEERIERE

A
Wy

e, FRATRN G | Ry | AR | A | ST RRE%

- fiEf% | (CR) | (PR) | (NC) | (PD) | (CR+PR)
GESH AR 70 1 13 | 38 | 18 20.0
Jiti /I e 956 51 0 13 | 21 | 17 25.5
Jiti /I e 9 29 0 7 15 7 24.1
Jiti /IR S 18 1 4 13 27.8
it/ L) 18 0 6 10 | 2 33.3
S0 21 1 9 7 4 47.6
PR LD 50 5 14 ] 22| 9 38.0
TE Y 31 2 4 16 9 19.4
) SR 33 2 11 20 39.4

*) HR) =2V, AR =AW, AL - AT = MR
F7o, FHSHEE R ORI 2 R E L2 VR T I F v 5
LSRR E AT T F v R OB & ORER
BB HBETL VR T T 5 OFHEPRO s Tn»
% 14,15) o
T8 R 45 0 kB e OV R PR 4 T AH 3R B 0 22 4 VM REAE 112 8
WS S 72 A BRI R OV R AR A R - T
M, AHORIR, &aEEE S /MG . H Bk
L NEZTUE VA, RIS, ~N< 7y MERA
AST k&, ALT L&, BUNESR, 2L7F=v - 2075
VAT, MRy LTy ERETH ST,

GE/N R i)

17.1.2 B ERREAERRIE
WM B B I NI 2 xR E Lz VR T 5 F v Bl
PREIC X DR N OAEFHM RO EBY TH b,



K2 RN O

Wiz & ﬁ%% =515 ZEhEe | AR

JEBIE | (CR+PR) (%) (Hhgefi)

Kreisman et al.'? 70 6 9 6.57 1
Kramer et al.'” 50 6 12 -

Bonomi et al.'® 88 8 9 31.7:8

F7o. WPHIRIEZ IR E L2 VKT I35 > 2 &40
(LEAFRIE BT 2 B R A IE kO L BY TH 5,
K3 RN O A

- B fERT S| ZERB ZERhEE | A AT

BB | mg |(cr+PR| )| (R
7y it flf T 16 16 273
n ,}L ) ;ij‘jof 190 43 23 2330

(FL#)

17.1.3 ER#ARAS L#HEHR (KEYNOTE-52255)

FVE VAR OHER2BEVE THIZE S ) 2 2 ) o iy
WMo EEEL 1746 (HARNT6B% &) =xiRIZ,
WREE LToRa7a) X7 GEEFHIRR) LAbyR
e OB ROMBERHETE L TCoRa 7YY X%
7 GEE TR 2 ) HAEET OAMER O rEhs, A
WL L COT TR EALHEE L OB, KO
BIEWREE LTO T IR %G 23 e L EEHh
B Gt S M 7z. FEFHIEE O — D384 X b AR
(EFS) k&, fipio~aro) Xv7 GEETF#IE2) &
(b L OB R Oita oA 7)) X~ T (HIET
FAE 2 ) MR SE, T T T R LA L o Bk A
EROHHBO TS5 LR x5 L L CEFS# A IR L 72
(FROH)

B AP IRAT AT R 783BIFF 76951 (98.2%) (H AL N45%1H45
Bl gte) ICHRITERAS O bz ERElEN (20%LL1)
&, BEEAEAS1IH (57.6%) . 039161 (49.9%). #1339
B (43.3%) AT RIS ARES2440 (41 .4%) JE 5727261 (34.7%)
FHI193BI (24.6%) . ALTHEIM182HI (23.2%). 59516441
(20.9%) « 4573 9E162460 (20.7%) AEAL16061 (20.4%) TdH - 720

F#4  HuhEEGE (KEYNOTE-5225t8k)

PronYN

~RATOY AT (E
BTHIRZ) LALF | 7T bR LA
VINIIE VUL -3 R L ORI | e OB IR
R e Y i3E RATOY AT (#]  TTERE
fEHfz) 2 (390f1)
(78411)
EFS™ [34EEFS% (%) 84.5 76.8
(95% (51X [H) (81.7, 86.9) (72.2, 80.7)
A= R HE 0.63
(95%1E HHIX 1) (0.48, 0.82) -
Pfi ¢ 0.00031

T hRETER D 7 — & 1 20214E3H23H A v b A 7
I BERCoxbtBINY — FETIWIZE BT TR bamiBk & opt
P 7 R E OB

§ ERa T v e

1) ArarEY R A BT A0S, BRI OUXERIREZ IS
SO TNMAFECTTleA2ONI~2, IIT2~45DON0~212
M BHIBIEA T H L e WEEDSHRE SN, B,
TNMAGFHIZOWT, {GERIFERERT #2451 Cld American
Joint Committee on Cancer (AJCC) 2E7HRAS. 1RERTE
FEETH T ETAE 2R AR (X AJCCEBSIRAS VY H 41720
MATSRYRE L L CTRa 7)) XAv 7 GRin TR Z)
200mg3 A M 5 (Q3W) (% a—AD1HHIZHS)
EUT O EEZ B L. ik e LTRa7
0 X<7 GEfETHELZ) 200mg Q3W (% a—AD1
HEICH#ES) 293 — A5 172 327 % ¥+ 80mg/
m’LAM MRS QW) 1a—A21A#. %3—AD1,
8, I5HHIZ#%E) RO VKT S5F » AUCSmg - min/

*2)
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at risk%

mLAASEQIW (13— A21HM. 42— AD1HBIZ#5)
NIZAUCIL.5mg - min/mLASEQW (17— Z21H M.
#a—Am1, 8, 15HHIZH#Y) #4a3—A, ZOH%NF
VLYY CHERRE60mg/m? QW IIZ T ¥ LY Kk
$590mg/m? Q3W (12— 221HR. &2—ADIHHIZ
¥5) ROy r7akxA77 I8 (MAPIRE) 600mg/
m? Q3W (12— A21HR. £3—AD1IHBEICHEY) %4
I—2¥%5, REVLEY Y ITTELE Y ViL, G5
HHBERMAS RS T &R 722],

MrRTEYRE L LT 7L RQIW (%o — AD1HHIZHkS-)
L{E2) LR bEREA R L. gkl LC
77t RQIW (£ T—ADIHBIZHG) 29T — A5 L7z
3. AUCHEE & OBHEREIC RS VKR T S5 F v ok
SaoBEBICH2o Tld, CalvertdR % EH WSz,
Calvert®X, : #WVEKTFF v o5 &[mg]=AUC HEH
[mg - min/mL]x GRERKE#E = (GFR) [mL/min]+25) [7. 2]

X1 EFS®Kaplan-Meierfififii (KEYNOTE-522:%%%)

11:3)

ARLTENATT (BEFHIRD) LEBREE O R RA70) AT (RIZFHIRL)

10 4

——— TIeRALFREEL OIS, 7T

0 3 6 9 1215 18 21 24 27 30 33 36 39 42 45 48 51
WA NI [A]

GEE 784781769 751 728 718 702 692 681 671 652 551 433303165 28 0 0

Lo R

390 386 382 368 358 342 328 319 310 304 297 250 195 140 83 17 0 0

17.1.4 EEHEFFEIHEZE (KEYNOTE-3555ER)

HERS - AL T 2 2B O RNERIED 2 ViR - HE
SULIRFEATED BV E SR EME D OHERZBE O FLIE R
H8ATHI (HARNSTH % &) HXRIZ, RAa70) A7 (#
fRTHIRZ) 200mg B BEREEE T + b3 (Favsey
TOHNRETSF >, 7870 % 51V Lidnab—371) ¥ F+t)L)
DB HFREDO AR e 75 R + &gk (7
LY FE Y ROANKT ST, /37 1) % %)L Lidnab-/37
)& &bv) ORI R E L S EERREB TR Sh
oo MEEED, FAVEEYRIANVKTZTF o, X)) 7%
YV X idnab—827 1) ¥ F L, HLERIAHEE 2L IEIR L
7oo B MGFHECREMIT RO SN EAIC, A
1T RTFERADTFRD LN WEHEORRIICZE L T L EET
&, RO IR TR EEITAFED HND EFTRATH
VAR T (EETHIRZ) ORG 2R 52 L HEE S
720 EHEEFAMIE H G SRS TR A AR (PFS) K OV 4 E A7 (OS)
EEN, RATHY) ATT GEETHIRZ) +b3fgo bt
FEL T T R L RE O B R & i L ¢ PD-L1k1:
(CPS™=10) DEE32361 (HARN2861% &Tr) 128V TPFS
PHBICEE L (FEROH) 2,
PD-L1BE (CPS=10) ®xA710) A<7 GEETHIEEZ)
LY I RN NVETTF oD S SN BEICE
VI B g G PR ok S 12550712261 (97.6%) (H A A14%i
4% &te) ICRWERDSRO Sz EAFEIER (20%D0 1)
1. 7560 (60.0%). L6460 (51.2%). fFHERE A EE3
Bl (50.4%) . WFFREREGRA 4451 (35.2%). 574261 (33.6%).
M REGEA415) (32.8%) M/ AE4A0BT (32.0%). 1
MERFASESE (28.0%). ALTHIIN3SH] (28.0%). MEi:301%1
(24.0%) « FIIEREK 3041 (24.0%) K OSASTHEIN2761 (21.6%)
Th-o7z,
#4) PD-L1% 368 L7-Mifsh (MR, ~su7y—2
TN »ossk) wIEEMECli L. 100% % U728



%5 AHREGE (KEYNOTE-3553tEk)
[PD-L1F% (CPS=10) ?#E]

NRATH) AT
7 (GEfET-HIRR) 7T kR
200mg Q3W + ALEEHR LS
+ AR (10311)
(220%1)
PFS™  |vhdefis [H] 9.7 5.6
(95%1E HHIX ) (7.6, 11.3) (5.3, 7.5)
A= R HE 0.65
(95%1E HEIX ) (0.49, 0.86) -
Pfii® 0.0012

T :RECISTH A K4 Y 1.1 BT Ay drgep) g

T EACoxIBINY — FEFWIZ L BT T LR+ L O Rk
§ @l 2y rRE

Q3W : 3 M kRS-

W5) Ra7u) X~ 7 (BIAFHHEZ) 200mg Q3W (%3 —
ZO1HBZHY) & T o bEks: GEYERHEE
TEIEIR) 2R L7z [ 4T % E X 1000mg/m?
OHNVERTFF 2 AUC2mg * min/mLAY=E (12— 2R
21HM., &3 —201, SHHIZH#S), /32 ¥ F &)L
90mg/m® (12— A28H K. %I —AD1, 8, 15HHIC
#45) Lidnab-/%7 Y % ¥+ )L100mg/m?> (13— A28
HiE, #a—2ol, 8, 15H Hiz#%5)]

75 RQIW (Fa—AD1HHIZHKS) LTk
S (HYEMERE S L IGRIN) 2000 L2, 7
AT H ¥ 1000mg/m2 A VKR 75 F » AUC2mg -
min/mLAY&E (12— 221HH., £33 —201, SHH
WZFG), 287 1) 7 £k 90mg/m? (12— A28H ., %
a—2Z®1, 8, 15HHIZ#%5) Xidnab-/3271) ¥ ¥+
100mg/m? (17— A28HH., %2 —AD1, &, 15HHIZ
5]
B, AUCHEMER EREBICEDSCANVET T T o
S0 BIZH 2o Tk, CalvertdRX 7 ENHW S L7z,
Calvert®, : 7 IVET I F v OS5 &E[mg]=AUCH HEE
[mg * min/mL]x GRERAE#EE (GFR) [mL/min]+25) [7. %
8]
X2 PFS®Kaplan-Meierffi#f (KEYNOTE-3557#5%)
[PD-L1FME (CPS=10) @ ##]
100

716)

7 (il 718 ) 200mg Q3W

AL

Y
————
e —— g ——

o SRS S

0 3 6 9 12 15 18 21 24 27 30 33 36

at riski SR A A (H ]
ARL70Y) AT (EETAHR) 220 173 122 96 63 52 44 37 25
200mg Q3W + b2k

7T bR+ LR

12 5 0 0

103 8 41 30 18 15 12 8 8 7 3 1 0

18. ZEphEEig

18.1 1EARKF
FEMIAN ODNASE & 454 L. DNAGE M FZFIch] &
MO EZHET AL DEEZ LN TVWEEH,

18.2 HEEIER
~ 7 AOL1210H ME. P38SHILIR. Bl6A T / —=< . colon26
HE9E . MBS076INHLIE . Lewishif (2% L CHUIBEEH A
OHNTe VAT TF VI EINESEHIERKEr X 0T YK -nu
(R) MR LA NEK T T F 3R ER L 72A 2D
ML AT TT 2 DL/2XUEL/4TEH » 7225780

i <
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19. BERSICEET 2E(LEAR
— 945 © VAR TS5 F >~ (Carboplatin)
b4 © (SP-4-2)-Diammine[cyclobutan-1, 1-dicarboxylato
(2-)-0,01platinum
4T3\ 0 CeHizN204Pt
5 F& 0 371.25

(== Sw-
(0]
(0] NHa
\Pt/
/N
(o) NHs
(0]
PR - AR USEREOM R TH B,

HKIZRREHEITIZ L, =8 /=)L (99.5) IZHD THE
iz v,
Al R9200T  (901#)

20. RV EDEE

20.1 AFNE, R OBUZ X D 53ES 50T, EHH R L
R, AMEBEBRILES L CIRET A 2 &

20.2 WEE A TIE, fEPITHT 5 2 WD %o

2. A%

(BIWVRT 5 F > HiEEsER0mg [NK])
5mL [1/34 7)V]

(BIVRT 5 F > HigesEik150mg [NKI)
15mL [134 7 )V]

(BIVKRTZF > HigEsERAS0mg [NK]D
45mL [134 7)v]
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