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*k20244F 1 | HET GE7H S RERE  FIEEHE HEZH) — PUEM A — HAE R D R 5
*2023F 1 1 HET (SR, EEE  FAREAHE) b MUFi e FPD-L1E / 70— Lk 874291
T 2NV T GEIE TR 2 ) 84A
— - =0
— - s R
b seckn ‘f:j‘f 7 i,fuﬁ%%&‘IZOmg
AR : 3% A =742 zm355: 500mg
IMFINZI® Injection 120mg - 500mg BlEERAEE ST RS54 ot RmE

AR B | BUEE LT RS

FE-EMEOLLRICEIVHERT LI &

FURENE120mg | SURERESO0mg
ERES | 23000AMX00485 | 23000AMX00486
HrFehdtn 2018F8H

1,
=0

1.1 AR BB CTHORWBTEBERBRICSWVT A AL
PEECTHIRAE - BRZFOEMDD & T AR DERAH
BYEHIBENBEGICOVTOHMES T B EFe BB
FHBICHREIL S BEXREZORKICHEMEN URIREZ 458
BHU.ARZETHSES5TBT &,

1.2 S MSHRS (BEHRERZZ0) FE S hN.ETICES
FEFIBH|ESNT VS DT YIHRER (BUIN . IFIRE . %
. FEEAE) DTSR UHIERX IR B O RIESF . BIRZ 21T
ST LFBENRD SNIBSIC AR DRSZPIEL.
BIBRERILEVHORSEFOENGNEZITS T &.[8.2.
9.1.2.11.1.188]

2. B2 (ROFBECIFBRE LBV E)
RADEA 3 VBBIEDBEEED 5 B

3. #8m - IR
3.1 #8AL

JRFEH | A 37« v VREEELI20mg | 1 37 1 v Y MEEES00mg

1N 7)1 (2.4mL) H 1234 7L (10mL) /R
BRMRG |T ANV T GRIEFHIRR) | T 2 N~ 7 GRIZFHEIRZ)
120mg 500mg

134 7L (2.4mL) 134 7 (10mL) H

L-XFT > 48mg.L-t 2F |L-t AF Y > 20mg.L-t X F
WAL | Y EREKIIY 6.5mg. b L | D VIEEREKAIY 27mg. b L
Na— 2K 250mg. RV |2 Na— 2K 1040mg. A

Y IR—H80 0.5mg VIR —H80 2mg

AENFGREFHBIERICEIDF v A = —ANL 2T —IIRMkZ AW T
Bshz,

3.2 RFEIDHEIR
RFER | A 374 ¥ VEEEEI20mE | 1 27 ¢ Y EERES00mg
PR MO~ HEEDOBA~LAE 2T 2]
PFEAEAEOMK T 2ROLENH D
pH 55~6.5
BEE K13 (RFEAEIER IS 5 H)

*x4, FHEESIFFNR
OUIRRT e RFmE T DR/ VBRRAHE IC 3B [T S IRBH LR IEAHRE
R OMIFEA
OYIFRTEETNEST - FREDIE/ kR
OB/ ViR
OtIRRAgET A HRasE
OBt aERARIESRE
O#(T - BROTEME

5. MEENEIZIRICEHET H:FR

(IBRASBE R BFEIT DIE/NVRAIAHIE (C 313 B AREH LF IR GTHRE

EEDHERER)

5.1 KRAEIOMERMBEIEICB T 2 AWM R OL2MIIHLL TV
2

CIRRAEETREST - BROIE/HliafhzE)

5.2 AFIOMRMEIBEICB T AWM R ORI L Tk
Vo

5.3 BRRBRICHAANS N/ BEDEGFR BIETEREXIIALK
BEBETOREEICOWT 7. HRKE] OEO A Z A
U KA OB R L 22 03I U ETOESEE 0R

R2THZEL[17.1.2801]

GEREY/)RBaATE)

54 BRABICHAANSON-BEOERBRMOEESE IOV,
[17. B R | OEDO WA 2 BH U KRB OB R OR L2+
SICHREL - ETUEISEREDBIRZITS 2 &, [17.1.388]

(UIBRAEETR BT HRARTE)

5.5 BATEE BRI Y ) — ViEAEE. S D 4 ESEE. <A
7 0P E R B R AR P B AR L 22 SR A IR L U
) OIS & % 5 I ERE o0 T 2 AR oA R ORE
PEIZHESL L T W22,

5.6 BRREBRICHAANS Nz BHE DT EEREOEEZ IOV
T 7. R OEONE 2 B0 U KB 0GR R 2
R L LT GEIBRE OBINEITS 2 &L [17.1.481]

GBEYIBRTEE R ABERE)

5.7 KA OMBEIREICB T 2 EME R OREMEIZHEY LT\ i
W,

GE1T - BROTERE)

*%5.8 AEIDOMBHBNEIEICB I B2EWER ORISR LT Wi
W,

*%5.9 FIRREBIHAAN S N BEORIZEICOWT 17 IR
BIOHOWNAZHRM L LT EISBEDORIRZITHY 2 &,
[17.1.62H]

*%5.10 AF OAREIZ PD-L1FBRIIC & © B 2 H[A A RIS
NTW A PD-LIFBREINOBERMEIC DOV 17 HREE O
HOWNE 2B U AFOFENEKROLREE 2+ ICHE L7z b
T HEGBEOBRIREZITS 2 & [17.1.620]

*t6. AiERUAZ

(U BETS BFMET DIEINREZRTIE (C B 17 SR BH L EREHRE

BB DMHFEE)
EEOBACER T 2N LY 7T (BEFHERZ)E LTV 1H
1500mg % 4:E R @ T607 DL LA 1 T EilsE s 5. 5% 58
MUZ12H AR ETET %7272 LFE3OkgL T OBA D 1 [E#
581320mg/kg ({AH) L9 %,

(VIBRTEETNEST - BBRDIE/) FREREHE)
ML XY LT (BEFHRRZ) RUCASRIUEEEER % &t fth
OHBEHIBEH & OHHICBVLTEBE RAIIZT 2 UL T
(CEETHE# %) & LT, 1E1500mg % 33 R fE T 4[E . 6053 R
P CHBHET 5. 0% T 2UNLY T GBIz L) &
L. 1[E1500mg % 438 R @ <605 B DL _E A 1 T iii#E 9
%7272 UVAEI0kgL RDI5A O 1 E1#% 5 81320mg/kg ((FH)
L9 5,

GEREY/)\HRRaAHE)
HERMEMHEEAI RO RS REOHAICBWLWTOER.JRA
KT 2N~ 7 GRIZFHIRZ) & LT, 1E1500mg % 33
ks T4l 603 LA TEEEET 5. 20K T 2 LN)L
< 7 GEETHEZ ) & LT, 1E1500mg % 438 [ R T6053 B L
LT CEEEET 5,772 L RE3OkgI R OB A0 1 [Hi 58
1$20mg/kg (fAHE) £ T 5,

(UIBRA RIS FT AR
BEBAE T 2N LY T (BEFHEBZ)ELT 1HE
1500mg % 4:A R kR T603 MM L2 T MiEgEEdT 5. 7272 L.
AE30kgL FOHA O 1 EIEE1320mg/kg ((KE) &9 5,

GBREYIBRTEE R AEERE)
FLYZEEBIEROCY AT SF 2 EOFRICBWLTOEE . R
ANZET 2NV~ 7 BT Z) & LT 3ERBRET. 1HE
1500mg# 6073 DI LA T it 9 5 . BRI TO®D
WUEER. T 2NV 7 GEETFHEEZ) & LT 1E1500mg
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ZABEEHRTO0F MM LA CTHEMEET .22 L AE BIVER T E
S0kgPl FOBA D1 El# 5813 20mg/kg ((FH) £9 5. R A P RE . | Grade2 ~ 40158 FRALET 5 % T
(GEAT - BROTEHE) BB RS, T & AIRRET 5.
HWNVRTSF VRO FY 2 RPBEEEEA & OMHICB N T, AR T AE
BHEVRACRT 2 VANV T GREEFHBA) & UTE g 1% 7 L7 F = > A 984E | Grade LU FICEET 5
1120mg % 3:EE Bk T 6053 L LA T THRIEEES 5. 2 Dk ERXER—25 4 >0 | ETARRKET 5.
OHEFEEICB VT TNV~ 7 CBEF#HIEZ) & LT, 1 1.5~3f5E cHmL 715
1500mg % 4;E R T6053 DL LA 1 Tt d 5. 7272 L &
AE30kgL NG A& ERBEIRICE T 2 1 HE 5 81%.20mg/kg Mg 7 L7 F = 3 RE | AHIO#RS%2HIET %,
(AE) &9 %, EBRXER—Z5 1203
N, N (R TR -5
7 E&#ﬁuﬁﬁilhﬁaéj%aﬁ% Wi ¢ Grade2XiZ3D5 & - Gradel A RicEI{ET
GhREHE) 5 E TARAEKET
*x7.1 AKAMREIC L VEWERARR L - BEICIR. TEESEIC AH %,
DIREEZERBT B &, - 30HLLAICGradel L
EIVER TR Mg 1§;§%3¥§
PR it R Grade2Di5& Gradel IR IclIET % ;fiﬂ’({& BH 5 :;;h_ 7
FCRALNKES 5o BE I ARORS &
Grade3Xi34D5E AElO#RGE2HIET 5, Fi1Ed %,
b RERR ASTH# UL IZALTHE#E | Gradel IR ICIET % GradedDig& AR OBEEHIET 5,
{EJ:FE0)3~IO{%\XI;P%§ i’(ﬁﬁj%{*%j‘éc )E‘gﬁ% Grade2~40)i>2—€f Kﬁ‘]@?ﬁ’—'}%ﬂflﬂ:?éa
YLy PEEEME LR o
D1.5~3fEEcrmL- EHEF S TRE Grade2~4Di5& AElO#GE2HIET 5,
BE Jixi ¢ Grade2~4D54& KEIOEGE2FIET .
< AST#H UL IZALT Y% | KFIO#ER G 2 dhiEd 5, | %ok | fFEEE Grade2Di5& - Gradel DL RicmEI{ES
M EFRO 1015, XX 5 F CHRAZKRET
BEYILE RS b %o
[RO3fEH £ THEfNL 72 - 30H BLNIZGradel BL
= TETHEHELZ WS
- AST#E U< IZALTH % B A3 I RE R &
H#E LR O3EE D DEENH S bT:
MY LY A EYELE b BEE AHloORE %
[Ro2M5H £ CcHEML. Hikg 5,
ARBHREA TV - Grade3X 408 | KHIOBSEHIET 5.
= - Grade2~40F¥5 > -
iRy e CASTZH L BALTH | R—2 51 > D2.5(%% NL—ERBOBE
(R=2Z2F 4D R=ZAF5A4>D25~7|MICEET 5% TAKHA A ST
WEEMEEREBZ | BUUNICEN LSS . Grade30i5 &
TVBFFEEIESZ | - AST# U< ZALT a
BT 2EE) R—=Z254>D2.5~5 - Grade4D & FAlOBEG 2 RIET 5,
&, D RHEAE EIRD20 - B2 M MBEOAR RE 6 BE
EDURICHEMU. A T (Stevens-JohnsonfiEfE
B ILE S A HEYEE BE) XA R a1 3R R AE
RO1.5~ 2651 L, MBAE (Toxic
AL B R A 72 0 i Epidermal Necrolysis:
& TEN) D&
CASTE L IZALTH | AFl0#RE5Ehibd 5, Infusion reaction |Gradel X205 & KA DB 5 % ik ik
R=2F54 > OTIEHE. BB % 50%HE T
XdEHEE RO 201G %o
I 5E Grade3X 134054 A O#E % PIET %,
PSSy ok | FREFHE £Grade AAORSEHILT 5.
5e sx | 458 T EDOHAH | £Grade BEIZR O F8) T D
CASTZ LS IXALT BE5TRNoECRZEE #E5%2HIET 5,
N=254 > D2.545H. AL F
POV ILE v e LR OEIER | Grade2XIZ3DHH Gradel IR IclIET %
fE ERO2MEES T (PRI REAE oA, * AL IRET 5.
b BRI R VRRRFEZIRS) | Gradednttr AHORGEBILT 5.
b}
% - T Gr;dge;@i%é Gradel DI F =T 5 BS :/i}dradeLiNCI-CTCAE”(C?mmon Terminology Criteria for
& A B IR 5. verse Ev_ents)\i4.03tiﬁbéo
— (YIRRTEETS RPEIT DIF/ HRARRHEE IC 5 (T B IRE I L EREHRE
Grade3DiH& - Gradel L NicmEIET SFER OHISEE)
PECRRERET | 22 o AR £ OBHIC ST AR O 2t 4T
SR LAY LT T GRIE LT,
FHmz) L OpRD CIBRAREIRIEST - BBSEDIE/ HlRRAHEE)
BER AR O®RS % 7.3 BT At EEEE AN 175 R | OEO WA 2 39
tikd %, UEIRT 52 &, [17.1.220R]
GradedDif& REIOEGE2HIET 5, HIBRANRETR FFRERE)
it =tz 4£:Grade KEIORS 2 PIET 2, 7.4 KR ORER ORI 7. BRG] OEONEEZ B L. O

BE RGBS OENE R R el 2 I L ETOR
922 & [17.1.453H]



GEIT - BROFENE)
*%7.5 HVRTSFURUNT7I)ZFLLEDOHAICBNTEREZH
B A &,

8. EEREARNIER

8.1 AHNOTHIREELERICL D BEORERISICERT % &
EZONDEEARBEBRPRENHODONDZ VDSB8 %2+
STV BEDIRD S NEE I GBEORBRIGIC X 5 EI1E
HORBZER U B 28R 2175 2 L BEDRBERIGIC
L BEWERPBEDLDN D IEH L BIBRERLEVAlORESS%
BRI DL F AR ERTRICERLZEIERA P 5bN b
ZEWHLIOT ARRBERTHROBELZFFITITH &,

8.2 MEMMZER (KEHRtEA 2 &) D EDNE I ENHHD
T HIHASEIR (BED A IR R 2 | I kL FE B0 ) D RERR I MR X
BMEOEME BE2+2ITD 2 L MBS U THE
CT.ME~Y—H—ZFDOHWEZEMI 52 £.[1.2.9.1.2.11.1.1%
H&]

8.3 RIS RERE BB HAERER O N EABKERENH S5 Db
% 2 ENBH B DT ARAORES FIAET K O 51 R AP E I
NI BEREE (TSHGEBET 3 B T4 ACTH I 2 L F V' —
LVEORIE) Z TV BEOREZ HHCBET S LM E
WIS CCHEGRESOEMDZRT 52 L. [11.1.3-11.1.58E]

8.4 1BISIRIBEA H 5N B 2 ENDHHD T BB EHZEDFE
B MMEED LRI+ ERT 52 &L [11.1.62]

8.5 MFEERE TR BLEHRERIDSONEI ENHEHDT,
AREN OB 5 BT & OB S H R P X E A IR REERE 2 1TV
BEORELZTDICBET S L [11.1.72H]

8.6 BEENDH SDLND I ENDH 5D T AR OEKSFMERT MR O
SR e B I BRERE 2TV BEOREZ O ICEE
T5ZEL[11.1.88H]

8.7 Wik MK RBIEN H 65 b N B ENDHBHD T HIET
WE.CKER. M ERPRPIF /0y FRSOBEREZ 91
752 &.[11.1.92R]

8.8 DI BHOEONAZENDHHDT K .CK LA DERER
ZOBEEH3UTH T EL[11.1.102]

8.9 HIEMMENIEN HS5DLNBE I ENHAD T HITETIRET
I PR R S, B NRESOBE 2 91275 2 &L [11.1.1131H]

8.10 Infusion reactionZ®» 5bN 5 Z &AH V2B EDOA
Al#% 5812 B Infusion reactiond» 5bh B ENHBHDT A

Al SR I3 B EEEOREB 2+ ICBET S 2 & [11.1.14%
]

9. BEDHREZEIIEEICHITIIER

9.1 &SHIE - IFEEDH 2 EE

9.1.1 BCREEREDSHNFEMNE L L IBREDBECSRERK
BOREEDHZEE
HOREREPHEETZBZNSH S,

9.1.2 MEMMES (BREHRMEXZS D) DH 3 EENTZDEE
BEDH2EE
RV M R (RIS % & &) AR UIIBET 2 B2 0h
H5,[1.2.8.2.11.1.1%18]

*x9.4 LIEREZH I 5E
RS A AREME D H 2 M I3 A AR S R N R 5%3 0 H
RS B W Tl 9 2 A EE T O ) 72 8 R IS D W TR 5 2
L. [9.52H]
x9.5 1TiF

R ATIFIR L T WA ATREME D B 5 ki IX GRE Lo B
fabEtEx EE 5 SIS N2 GEICDOAEET D EARFDE
FEFAEBERERICB W TR = 7 A FIVITHRIRBL B > 5 55
WE TRAZHE L& IS AUCHE CHEKFE (1,500mg %
SRR I ERERTRE) B 2BREEDON3.41512HH
VI HBEEE T IR E g U CEIRBIICB I 20T
ROHAEROFETOMMARD Shiz. b MgGlLIZREZ2 @R T
A ENMHIENTWAB,F72.PD-1/PD-L1EE IR IR %
BERICXAERMEFICEETH D FAEERTIRE~Y 2B WL
TPD-LIBEOBEEICK D RERISEMT 2 2 &AHESNT
W5, [9.48E]

9.6 Z7LIR
B OB RERORBIRBEO ARSI Z2EZE U AL O XX
FiE2 BT 5 2 EAHOE NEAFAOBITICET 557 —%

EawA e MgGRBAFICBITIZZ L HONTWVWS &
TR =7 A PV RO ERICB W THEBKREN 2 AF O
HAHANOBITHFRDENT WS,

9.7 INRZ
INBZE 2R E Uz BEREER X EM LTV,

9.8 &
BEOREZTDICHR LAY SEEICKRST A & —fRICE
HEEMET LTV,

11. BHERA
WROBWERABH 5bNBZENDHBHDTBEEZ DTV RBE
DHRDENIZBEICEEE2HRIET 22 E#@Y G AEBEZ{TS
Eo

11.1 EXBEHER

*x11.1.1 EMMEE (BEHRMEX 2= 0) (4.6%) [1.2.8.2,9.1.2
SHd]

*$11.1.2 KIER (1.4%) EEDTHI(1.0%)

Fife 9 2 NFL IR MFEORERARD 6 N2 HE T A O
BE52PIET 2E0MEY A MBZTH> 2 &,

*$11.1.3 PiRIRigsErEE
EFLIR B A% BE AR RORE (9.5% ) « BR AR BE TUMENE (6.4% ) % 0 HR AR
HBEEREND S5DONDE I ENDH 5,[8.32]

*x11.1.4 BISHEAEES
IR HREER2(0.9%) FDRIBRERESTHS5bNDE I ENFH 5.
[8.3%18]

11.1.5 TEFEEEES
NEAFAEMK T (0.3%) EO NEAEERESH S5 DNEH &
W 5. [8.3%H]

*x11.1.6 1EYHEFRIR
17 PR (BINE 1 B PR 2 & 10) (0.3%) 7 d & b B FRIE A
NPV R=VRIZEDLBENND S, | BIERR P EED NI GBI
A V2 VBB R RS T AEOBY R MEEITS L. [8.4%
]

*¥11.1.7 FrisaerEs . BFR. b AR EE
AST.ALT.y-GTP.Al-P.¥ Y LE v &0 L7 2 0ES FFHREREE
(8.1%) AT 4% (2.3%) EILHERRE 26 (0.1 %K) b bbb 2 &
W 5. [8.521]

11.1.8 BE=
PR T 1 B % (BHEEANHE) L RBRIRE 2 (0.1 %K)
(02%)FDBRENH S DONDBZ ENDH D, [8.62]
*x11.1.9 #A3K (0.5%) IEFUBARLARAE (BEEAIH) 8.7 1]
11.1.10DER (0.2%) [8.85 18]
*%11.1.11 EAERHESIAE (0.2%)
FREFHEIIEICE B2 =B D7D E2HITEFARLEAHETT 5 S
ENDH 5O T IRRREDBILICHEET 5 2 &, [8.981H]
*+11.1.12 G I/ WRIRAM B (0.1%)
11.1.13 Bk (0.1%K)

**11.1.14Infusion reaction(1.8%)

Infusion reaction?*z8% 6 NZHEEICIZ AF DK G 21T 5
LB ZMB TS EEBICIERDEET 5 TEZORRE
IR T 5 2 &L [8.10817]
11115 EEDOEEREE

B2 8 KGR ERAE 2 B (Stevens-JohnsonfEMEEE) (0.1%FKi) & h &
bbNBZENDHDH.EFBREEO0.1%)PhbobhsdI D
HBHDTIKE VS AENRD 5ENTIBEIIIEBERIE S HET
5T &,

*£11.1.16 MhigmEE
K= 2 —a8F —(1.5%)  ZH =2 —a/)8F—(0.2%) . ¥ 7
Yo NU—ERRE GEEARH) ZE0MRERESH SbNEZ LN D
5o

*%11.1.17 FREFERE (1.6%) 1)

AFIEF T TEOHRAICBVLT FERBI OIS &
BHb.

*x11.1.18AMM%EM (1.6%)

KElEA SN TEDOHAICBW T BOEENAH S5bNs 2

ENH B

) FBHE L BB E S IERER (DUO-ERER) 1B 1) 2 K
AR O Z%) T &S 585 L7z,

¢
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*$11.2 Z0ftDEWER

k%

*
**

Crnax( ug/mL) AUC14days (day- pg/mL) Tmax (day)

145(51.2) 826(51.4) 0.047(0.044, 0.073)

n=3. (P E (ZE7%0%) 2RI o Tmax |3 HRAE (B ME RATE) 2789,

I E (D4880C0001 03 ER) T H A A O MEAT M B FE 8 FR & IS AR A
1,500mg& L XY AT T75mgEERE Lic & & ORFOFENERE/
A—H%RT

Cmax(}lg/mL) AUCZSdays(daY'ug/mL) Tmax(day)

439(15.8) 4,680(15.7) 0.048(0.044, 0.076)

n=6. &M FHHE (ZBHHE%) 2R o TmaxtEHHIRAE (F/IME RAE) 2717,

16.1.2 REKRS
[ B3 RS TR BR (P ACIFICTER) TYIBRANRE 2 R AT D JR/ N e fif
B EE I ARA10mg/kg % 23R IE ¢ REBIRNREfHR G Liz s 0
MmEFREZRT (HEANZED).

10%ELE | 1~10%AK 1% A3 SHEAN
B g HZ Z D FE B 7%
W - M KERE. AT
Ay Wik i ¢ LI VY, ERE
TRk
¥ FEEAT BRI A
iE
CRES > Y% | DG
fER JEI7 (BN 2% R
. TSH ER.TSH PR HAE
P53 i B
B - WA PR
THILER TR BN JRESe THIL B 2R TL
MBS PR ESJEpAS
2o H%géﬂﬂiﬂaﬁ(? BT

14. BRALOFE

14.1 ERIFAREFOER

14.1.1 RRDONA 7L EFEWTID TH O RERZ2E LB VA
ANEEER SRR 21T 2 &

14.1.2 ABBNCABHERYREAP W &2 BHIC K D ERT
BT AR EE~BECOBH~AANREZETHHTH 5.
B EEXIIRNEEEMASRD S NBEIFERA LV &,

1413 NA 7IVTREE T BLLBHRLEZW &,

14.1.4 DEEZNA TSRS AEHEERXIZ5% T R
WEEEEO SN Y ZJICEA L RKEEL]~15mg/mLE T
BNy 72> D RESETRMT 5 2 & AMRE 2 HiE
NIFRESE RNV &,

14.1.5 FABBIGERCHPIHHT 5 2 &AM 2 T IR IR
T3 256.2~8CTIE30H A ERRE TIE 1 28I #
5xRBT L,

14.1.6 AANZ1EEHOBFTH O FEA L 2V &,

14.1.7 A TIVHRORKIIEET S &,

14.2 ZRIGSBFOER

14.2.1 KHNG EHOBEABEAEOMKN0.2130.22um -~ > T4
VT ANY— (BT —F VA A L BIEE) 2R LT ARSI
ATk,

14.2.2 Rl—D T A > 2@ L T 2 AR RS Land
Eo

15. ZDfthDER

15.1 ERARBEAICE D < 15k
EANAOERREBRIC B LT ARANCH T 2HFOEEPRE SN
TWV5,

*16. EYENHEE

16.1 MARE
16.1.1 BEZS
FEIHHER (D4190C00002785%) T HA A D MEIT 1k B TEHE B & 1A H 2
10mg/kgD AR THEE L7z & & 0 M1 il R R & R B <5
A—=5%RY,
1000

MEPF LNV T HE (ng/mL)

14
n=3~4, Bl TR HE(RE

7
KR (B)

N BEHEE mL
AP 8 %E{ﬂﬂgé%fﬁ(%g;;%ﬁéi&)
5 191 (n=385, 72.4%)
S H (¥ 57i) 120(n=289, 62.2%)
248 H (#%581) 177 (n=225, 47.9%)
24E (5K TH) 373(n=207, 43.6%)
A8 E (& 51i) 186(n=213, 67.4%)

E BRI F S TR AU (CASPTANGUER) C R B/l R fiti 78 R85 12 L Al
1,500mg % 3R HFE T RIEFIRAREY S (FFRBEE LT bR N R
UHERAZ#5) Lz & ORFIOMETREZRT (HRAAZET),

: e
BRI %&ﬁgijﬁ{;;;%ﬁ{%ﬁ)
e 5% 502.9(n=227, 30.46%)
3EE (& 5Hi) 109.9(n=236, 64.41%)
1288 (#%5Hi) 240.9(n=199, 49.70%)

[E BE LRI ZEIIEER (HIMALAY ARRER) TUIRRABE 2 A AE 10 R
#11,500mgR T b L A U A% 7300mg# 1 HEIC. & 5 485 5 AH]
1,500mg % 438 i b T RAEBIRN TR S Lz & & ROARAIEBT
1,500mg % 43 [H M b T RAEEIR AR S L 72 & & OARF O MiEH i E
ZRT (HRAZED).

I R (ug/mL)
ElilisI= RSP YME (L 15 50)
b LAY L= TR AR
4 H (B5HT) 59.9(n=314, 101.6%) | 74.7(n=340, 86.7%)
128 H ($t530) 77.5(n=253, 280.1%) [113.9(n=252, 116.2%)
12;8H (54 TH) |539.3(n=248, 38.6%) | 556.9(n=255, 32.7%)

E)AHIOAR S M- BB G OMEROCHBEGER RAICIET 21300

v 7 GEfETHE 2 ) & LT, 1[E1,500mg % 4:8 B T605 B L2y
THEMEET 507272 L AE30kgU R OHE& O 1 E#% 5813 20mg/kg
(fhE) T 2.1TH 5.

*$17. BRIRRE

17.1 BNERUREEICET B8R

(UIRRTBETR BFMET DIEN REERTE IC 3 7 DR A M L ZIEHRE A DM
L)
*17.1.1 EEHLELEIME5ER (PACIFICEKER)

L LB 294 7O AEREEEER % 7o AR L2 BUR R
FRITRBETARD 6 Nz h > 7 YIBRANRE 2 BT O JE/ N it 5
# (WHO Performance Status 0X1x1) 7136 (AFIBE47601. 75 &R
BE23761) (HARANL 26 [RFIBE7201. 75 & REEA0H1] 2 & 1) 2 /RIS
(LG T %42 H DINIC A1 0mg/kg £ 7213 75 £ RO 5ED
ZHHU2ERBME CEMEEE LTI ROCR2E 2 HET L
7202,
ZOOEEFHEIEE O —D>Th 2 2ETF M (FRME[95%FHEXE])
(299D A XY M) OFERIZAFIBETNEE) [34.7~NEI WA TR
BET28.7[22.9~NEIHHTH D AKHNZ 7T LRI ULMEHERICER %
EEZRUL (N = RFHII5%EFEXME] : 0.68[0.53~0.87].p=
0.00251 [J@Blllog-ranki& & . A& /KHE (Hifl) 0.00274] . 201843 H22H
F=FHY LT,
1) YIRS 72 R ATHEAT DIk /NI 12 35 \F 2 IR (L2 U 15 O MERREE I
B BAFOER S N AEROHRE. GERRACET 2 LNV 7 GREF
IR Z) & UL 1E,500mg % 4EEE R T605 ML LA € Sty 2485
WREIE127 AR E TEF B 7272 L SFEI0kgL RO 5& 0 1 EZ5-81320mg/kg
(k) £T 5. TH B,
TE2) HEREANBE (LUK [T
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at risk¥g EERBIGHOSORR (B)
$§Ug¥ 476 464 431 415 385 364 343 319 274 210 115 57 23 2 0 0
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F72.5 5 =D OFEFEIEE T % R IC & 2 M HEAETFHAR (o
E[OS%EHEXM]) (371D A XY M) OFERIT AFIBT16.8[13.0~
18117 A 75t REET5.6[4.6~7.8]1 ATH O EHIZTTERITH L
SREHEMICEE L ERE 2R Uiz OV — FH[95%EMIX ] : 0.52[0.42~
0.65].p<0.0001 [/Ellog-rank#iE . A &K # () 0.01104]. 201 742
RIBETF—=%HhY v 4 7).,

PFS FR{E [95% Ci]

10 — B 168 A [130~ 18.1]
! — FoukE 5678 [46~ 78]
09 INH—REE (95% C) 052 [042 ~ 065]
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i
1 06
2
£ 05
=
2l 04
&
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0.1
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at risk 2 EEBIGDOOLE (A)
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RS G SN BEO S 5 AFBEOAT50 (HANT 26 % &) 1460

B1(96.8%) ICHERRNPRD SN/ AFHTHO N ELRHEBERII

16841 (35.4%) 355 11361 (23.8%)  FEIR K #E 10661 (22.3%) K Oitst

FRE I 259641 (20.2%) TH - 7o

(UIRRTBEIREST - BROIE/VHEafHE)

17.1.2 EEHESEIIMEER (POSEIDONEHER)
(LRI O 22 WYIRRRE 20847 - R O I/ Nt B & 3 (WHO/
ECOG Performance Status 0Xix1)67561 (KFED + L XY A<
T + (R RTUB G A & & L REES) [RAIDHHEE338M01] . A%

FUBME IS A % & LIRS B [t 337411) (HA A 4961 [AHI

FABE2 1) W HEBE2801] 2 & T) X RITAH b L XY AT T RUOASR

PUBHEEA % &L AR EZ MG UG8 OB WE R OR 2 £ %

L7,

LAFHAR (P IME[95%EEXME]) (536D 1 X ) DOFER I AAF G

HEET14.0[11.7~16.11 7 H M@ T11.7[10.5~13. 1] 7ATH D . K

AIOFF B0 BB 10 LI EICE R B IER 278 L7z (VY — FH[95%

EHEX ] 1 0.77[0.650~0.916],p=0.00304 [J& #llog-rankiiiE . A &K

# (W) 0.007971. 2021 FE3HI12HT =% H v b4 7).

W3 AEH30kgHE TH 0\ EGFRBIZFERBEM P D ALK BEEEFIEED BE PR
L ENTz 7272 Ui LR XIS KRAS BIZ T A RGO B# L EGFR (%5
FERKRVALK BEBETFEROBEEZER LW EPFES NI,

14) AHI1,500mg K O b L X ) A7 775mg %550, 3.6, EICF 1 [EH S U, T D%E
1238H » 5 A#1,500mg % 4BEMETHRE Lz £ B16GEBIC N L XY A<
775mg# 1E#5 Uiz,

H5)BAEMZITA 7 LE LT OS7YFFEIL(TILT I VEER) (1.8 15HHEIC
100mg/m2%#%5) + h VAT 5 F >~ (E1HBICAUCS 6% 5) QO Ly ¥
v (551.8HHIZ1,000mg/m2X1%1,250mg/m2 % 5)+> 275 F >~ (81H
Hic75mg/m22#H5)E L EHILVR TS5 F > (BEIHEICAUCSXId6% ¥ 5)
(RFEEBEDH) @A L ¥t R (ELIHRIZS00mg/m2 % #5) + ¥ A7
FF Y (BIHBIK75mg/m22#E5)E LI HILVRT S F > (B1IHEICAUCSX
12621 5) GERTF LREBO &) DWT NP EAT A 7 UG Ul SHHREE TR 25
FEHWSNIBES S22V A ZIVETEBMATE L7Z.ORA MLFE F+HE
ATUEMEES A 55 IORB ST LT A VEBHEIZ A L FE F(500mg/
m?2) MERHEE CRA OB C 134 RS ot IR 13 3 S 458 R R R i
)BT L7,

OSHR{E(R)[95%CI]
103 — FHIGAEE 14.0[11.7~16.1]
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Atriski EERBINDSOHR(A)
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AHI OB CIREBEN RS SN 23306 (HAAN2061% &) R32141
(97.3%) ICEEBRPRD SN ARABTA SN ELEEBRIE.
HAIM 1644 (49.7%) L1376 (41.5%) A7 HERBADREQOH] (30.0%) « AR
HIRI3MKI (28.2%) IEFH 8141 (24.5%) K" FHI7 141 (21.5%) TH > 7z,
[5.3.7.32#]
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17.1.3 EEHRESENIHEE5R (CASPIANEER)
{LERIEIRE O 72 W e AL Ml it 25 TE60) (WHO/ECOG  Performance
Status 0X1&1) 53761 (ARH & B RRERBEA (M VAT T F > g
AT TF )+ bRV R IRAIGHHEED 268611 A& RHUEEEEA (7
VRTSFURIEYATITF )+ I bRy R [HHREE 26941]) (HAA
344 [AFI O FHEE LM e HEREL661] % & Te) 2 X RIC A A SR iiEN
BER (VAT SF o RIETATITF V) RO bRY REHARS Lz
BEORMER R EEEBET LizY,

RS AT DRSS EEFHEIIE E T 5 247 (ol [95%E X [H])

(361D A X M) IZ ARIGFHRET13.0[11.5~14.8] 7 A 8 T10.3

[9.3~11.21 1 ATH O AAIDEHBHI M B ICN LG ZMICER R ER

R U7 (N — RH[95%E#EX ] : 0.73[0.591 ~0.909].p=0.0047

[Ellog-rank#fiE . A B /KHE (Gif]) 0.01781.2019F3H11HT =% H1 v

A7)

1¥6) £ E30kg#8 s >DAmerican Joint Committee on Cancer (§7hf) DIVHIXIE
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TE7) AHI1,500mg B O H VAR T T F > (AUC5~6) Xid ¥ 27T F > (75~80mg/m?)
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2 V01,230 B MARERE CRA4Y 1 7 L5 AKHI1,500mg % Bl T430
TR C# 5 Lz,
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12 3E R TRA6Y 1 7 V%G Lz,

1.0
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U HETRFTHRRSE)
17.1.4 EFFHEEISENIAEER (HIMALAYAGKER)

2B LEEEE O 2 WUIRRAE 2 a2 & E9) (ECOG Performance
Status 03IE1) 117161 KA+ kL A U L~ 710 [AFIGEHEE393M5]
ARFI B GIELD R BREE389HI] .V 5 7 = = 7 [RHIE#E389%1]) (HA
A LO8MBI [AHI P FBE34H1 AHI BARBEAS I RHBEE 20611 2 &) 2 15
IVARAIE LAY A T 2HRBS LIZIBARORAZ B 5 Uiz
B ORI R OREEEBE L5,

FEFHEEE Td 2 24T (P RE [95%EHEXE]) (83640 1 X
M ARIGEHBET16.4[14.2~19.6] 1 A . KE|BMBET16.6[14.1 ~
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PHEANCHE LS~ -0 TH51.08% RE 72 &0 56 AHB
MBON BRI T BIEBEARER SN (N — NH[95.67%EHHIX
] :0.86[0.73~1.02]) (20214E8H27THT =¥ H v b4+ 7).
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i ) EHRIC, LRORVQEDE DRMER T2 RE L 7T,
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BDATH(12.1%) EREA4641 (11.9%) ARERAEA0H] (10.3%)  HESTRE3 91
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(14.9%) \ 7 S EERESOH (14.4%) 7 AT FE VBT I ) VIV AT 2T —
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RS
SN
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PD-L13BURUL (TAP) [Ofifaffic feta IS ER0 5 h 2 BEEM T 0O
MRS I R ERISARR D 51 5 [EE B E Ml FEE T 5
HOHEEZ EGHEH A OHEE THR L T100% % U/ E] 12T 55 0%
HICEED & TAPRIC BT 217 - 72 (2023F4H12HT =% A1y b A7),
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PD-L1DFBURULHI O PFS D f#HTHE R GAERE S EEATRIE . 202344 12H

F—5 Ay N A7)
AHl+458) T ‘ ‘
TAP | i3 150 170 163
2l ooy 20.8 113 95
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19. BT ICAT 3IBLEHAR

—HREIBFR
F 2NV 7 Bz F## 2 ) (Durvalumab (Genetical
Recombination)) (JAN)
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FaNT TiE e b7 u g5 AMfaFEY A R1L(PD-L1) Ic6d 5 8(5
Tz e MgGlE /) 7 u—F WA TH 5. T 2NV T TIEF ¥ A
Z—=ANLAY =PRI KD EESNS T 2NV T 451E O
73 EERED S HHE (v 1) 2R KR OISO T I ) BEE,» 625
L3 (k ) 2R THR SN 255 > 878 (518 : £149,000) TH 5.
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20.1 B2 TRET 2 2 &

20.2 SMERIEHRIGEL L TRIFT 5 &

21. RGBSR

21.1 BEm Y 27 EHEHE 2 HED L EVICERT 5 2 L.
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OREFNARZ T — 7 BEE SN S & T ORI R & 5 R
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10mL[1/5 4 7 V]
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