/r E 7 'f D \\I H%II 120mg

‘/*‘/ £ 500mg [21& %
o, Z7 EHETES

ﬂn

TAFSERA%AEH



(Rl #g#R= 2)

AT RERRTE 120 mg, 137429 RERRTE 500 mgl2{Rb
EERIRVEEHEE (RMP) DFIE

= A3T40 D REFE 120 mg 2 — . N -
WERTGEESE FANSE AR St EHNnE 874291
REFAH SM75F8 8 18H
1.1, REHBREFER
[EELRESNIZURT] [EELHEBAEMNIRY]
B MRS EEDEERE (233
b5 EE D T4 WEEE (X5 NL—iEREE | HLERA
FFHEfEE - AT - LR E X 20) TR A R AR e
A EE (FFIKARBEEIEE . Bl Infusion reaction REIE X

BHAEEE . TEARKERES)

TR (4 5/ T G EF)

TREF BRI (A 5/ T SRR ZERR)

1 BARIR Bt R (45,8 I GEFE) {2 5 FI S 0D 36 B 07 R ERIRL
BHEEEEUBEX%) g

Bk el ok 1k

DEAK i 35 T4 4 FE (i i SR 4MRA TS B %
ERERE N BEL)DNHLEETDEH

So i e i /AR SR 1 SR BT [EELREHE]

fibd % AL

1.2. BEICEE 9 S8R5 HIE

EATAY 0

| ERRICE SR EMERD-HDE

| ERIZEIYRIB/MED = DEE)

2. ERAREMERABEOHRE

4. YRy &/MEETEI D E

BEOEERTSMERTR

BEQVRIB/MEES

EBMOEERREMERER

EBMDOYRYBIMEEED

YRR ETT- B RO F/MHfEEEEZRRE

Li-2fIEE

ERREERITEM GBIEGRAAAN) OER. B
il

YR e c il fEE BT R ELI-EHIEE

BEVRTRECEEEEEENRELIFERER

RiEERE

BERTEM A1 DAREZIToNDA
NAZTAVVEAT AL DBREZITONDAN)
DYERK. Foth

YIBR T R B R E 1T D JE/ Ml it & 1T H1R A
HIML AT SR B E R D #E R FRIE (1 [8] 1500mg %5
B DEBERRELI-BIERFTRT —FIN—XER

E(EE AR E]

3. ANEICEY HEIRE - RO EIOME

ZEL

ZIHEDOHNBIE RMP OAX TIHER TSI,




Call #fa%= 1)

EER) RV EEAEE
St TR ERDHEA S
MEDOBE
A B FE A A 201847 A 2 H =3 H E 874291
1. 8#
2020 48 H 21 H~
2026 47 1 H (1
DFEAHI)
3. 2022412 H 23 H
~2026 47 H 1 H
(1 DOFAHM)
. (D23000AMX00485000
EEY 4, 2022412 A 2 E =
BEEZMM fzozfﬁ fﬁ i E AR ES (2)23000AMX00486000
(1 DFEAHI)
. 104
6. 2024411 H 22 A
~2026 47 H 1 H
(1 DFAHM)
7. 104F
E B A& B 201745 A 1 H
o - % DA 27 4 > ¥ HiEFE 120mg
’ 7" @A 2 7 4 Y A EE 500mg
7 % B Fa v T GEIG L)

EERUVHE®

D114 7v (24mL) FIZTF 20~ 7 (BIs T Z) % 120mg &
AT DIESH

@134 70 (A0mL) T 2 v~ T (EIsFHHZ) % 500mg &
A D ESH

REZRURE

1. UIBRASEE 2 WET LT DI/ N itiee | 36 1) D ARTR AU L 7 U AR 1514
DHERHFIE
WE ., RACIET 200~ 7 (s fiz) LT, 1108
1500mg % 4 MK T 60 /oMLl TRl 5, &5 HMIX
12 AAMETET D, 2720, KE 30kg LT OHED 1 Eli5&iT
20mg/kyg (KE) &9 %,

2. HEET/ N At
HARPUEMEESEAI R N hAR Y R EDJFRICBW T, 8%, AL
X7 2= 7 (B F#HZ) & LT, 118 1500mg % 3 3 i
FaC 4 MEl, 60 3Ll EMT TRIBFET 5, D%, T a3
7 (Bl z) & LT, 118 1500mg % 4 i Rk T 60 23 ELL




T CRIEEET 2, 72720, (K5 30kg LA T OGE O 1 [FI#E 5 &%
20mg/kg ({KE) &9 35,

. UIBRASHE BT « P8 O FE/INH A Al

MU AU AT GEETEBEZ) KOESRPUEMELAZ 5 e tho
PUBMERESA & OPFHICEB W T, @, AT 2 v~ 7 (E
faf#faz) & L. 18] 1500mg % 3 ##MEKE T 4 [\, 60 4Ll E
DT CTEBSHET S, TO%, Tal v~ T (B rfz) &L
C. 118 1500mg % 4 HEREIEE T 60 2Ll BT CaiEE+ 2, 7=
72 L. IR 30kg LA FOA O 1 A% 5-51% 20mglkg ((KEE) &
Do

. UIBRASRE 72 AR Ae

WE . RAITT 2 v~ T GEfs#z) & LT, 119
1500mg % 4 MRS T 60 2RI LL BT CAEERET D, 7272 L. 1K
H 30kg LA N OGO 1 Al 5-&1% 20mglkg ((K&E) &35,

. IR YIBRANRE 72 RRSE

TPV EEUEBRE R N AT T F L OFRHICB W T, #E, A
T a2 v~7 Gl z) & LT, 3 EMBRT, 1 [E
1500mg % 60 43 fHILA L7 CRifidits 2, 3 MRHFERE TOMD R L
Beh%, Tan w7 (B z) & LT, 1\1500mg % 4
MR T 60 23 RILL L i CHREEHET D, 7272 L. 1K 30kg L FOD
BA O 1 AT 20mg/kg (KE) &35,

. AT - BEOTERE

ANKRT T F o ROE X% RPUEMEEEA & OfFHICB W T, @
W, ORANET 2 <7 (BB Z) & LT, 1E1120mg %
3 MM T, 60 LA ENT TRIEFHET 5, £ D% OMERHRIEIC
BWT, Tal <7 (Ea#iz) & LT, 1181500mg % 438
FHRE T 60 23 MILL BT CHRIEFHET 2, 7272 L, KHE 30kg LLF D
Srtr. MEFRRIEICHT D 1 I G-EIX, 20mgkg (KE) &7 5,

- PR N it L3S D ARTR R O BRI IE 2 DO MERFR S

WE L RANTIET 2 b~ 7 (BisF##z) & LT, 1181500mg
Z 4 E MR T 60 s RILL BT CaiEEE T 5, &5 HIFIE 24 1 H
MET&T 5, 72720, IKHE 30kg LA T OHE D 11a# 5 -fi% 20mg/kg
(kHE) L35,

. BIBRARE 22 SR T HES T O IR/ VKRR AIE (2 33 1T D MRIB R LS i e 1 14
DMERHRE

T JR TR /N e it

UIBRANBE R AT « P38 D IE N R fifidee

GIBRASRE 72 P

TR BIBR A RE 72 HE HE

AT « FIE OB

PR SRR/ INHI LA 985 | 2 J3 1 D ARTE B 2 il e R 1 1 D HERFIR IS

e e L S

EHEL Y A7 EHHEEZRED L, ®WUNZE/T DI &,

EN CTOIEBRIEFI RO TR HAILTWNS Z &, BEAREH%. —iE
B OEBNARD T — X NEEIND F TOMIZ., 2EF 2 x5 H
BAEREZ R T 5 Z LIk v, AF oM HABEEOY SEHRE T
L EEBIT, REOZEEROEIEICET 57 — % & BHICIE

L. AFIOBEEMAICLE 2 ELZ#H LD 2, (RRRshiE X TehE
D 3, 4)




HE A NI (2 BT 5 — A KFREUS H : 2020 428 H 21 H

UIBRARE 22 LT - B DI/ INHIREA S . BIBRANRE Ze M AcE . TRIE OIBR
ARe7e NHERE B9 2 — 28 &GRS H @ 2022 4F 12 A 23 H

BIBRASRE 72 R FTHET T D FE/ N TE (2 35 1 D ARTE B L i SRR 54
HERPRIE O EGR I A TR (HELKOHEOERE) IS5 H : 2023
£11 A 24 A

HELT « RO TR OAGEFH— A GRS A : 2024 42 11 H 22
H

PR R/ SRR AT 9 L2 36 U D ARTE AL B BRI O MERPRIEIC BT 5
— IS AKGREAS H 1 2025 453 H 27 H




EEDERE

AiTlElEEH A
2025 43 J 21 H

EHANE OB

1 2, EEGMZEMREHEBOBE | - YIBRAREZR RFTHELT O IE/ Dl (2 B 2 RiGrIk
ST It OMERFERTE (18] 1500mg % 51 OBE E G L L BUEIRTEHRT — X N —
A s (FEMERRE] OBMEOE R

2. _[51 ERLZEMERGRFIO 5] - YIRAEEAREIT - HIOH/ IS 2 05 & L
T AFIFH A O o it Rt i AR H H OB

3. _[51 EHELZEMERGFEO 5] - YRR AR S 2 65 & Uiz 2EdH A O Kk
i RS OVERRTE H 2 48

4. YIBRASEEZ2 RIPTHEAT 0 FE/ N ARRAIFE (2 36 1 2 MG AL A U MR i 7% O #fEFFTE  (11511500mg
Fehly) OBREZRMG L UBIENGEHR T — 2 N — A g (EMEMEE) O EhuEEE O
R

5. YIBRAREZeAET - PR O/ B AE 2 Rf R L& U 72 2 fIsR A OMBRAR] (B8R D%
(L)

6. UIBRAREZ AT A 2 6t G & U 7o FIaHA O Mk A H] (RATERD OZEHE (HZEHE)

7. IRMRUIBRANGE e OB AR A R L U T R A A ORI ] (RO 2R (B
ML)

R

1.4 TYIBRABEZR R PTEAT 0 JE/ A I 5 (2 38 1 D ARTR AU L B O R a4 o #ERpEIE (1 (A
1500mg # 5-1) DOBFZ R L L BERTER T — F N— AA (HEMEMEER) | OEfEat
WmEE AR LD

2. FAERAEELER. BHLEEZD

3. SRR BEEDIERTEREZEL LD

5.6.7 FAFRIAGIZE D=0




1 EEL)RAVEEHEOHE
1.1 HEEMHREIEIE

EEGBRESNYRY

Si=REiES

HEARRESN) A7 L LIzEE
AERIAAOFIMERIC LV RBT 5RO H L TR THH 2 & FEEHZETLL T Ok
IRBBRAE R, WO HEOMBEMERRESARONR T (v b Y RATNF AL 2 D8 E
BEL, HERFESNILY A7 L LT,

F 4 B A B 7 AR TR B[R] B L 22 i S SRR D 12 AT 23380 B 72 0 » T YIBR R RE 72 R Ttk
ITHEFE IR RS (AT = ) Zxig e L-EREILFES 1 FE7R5R (LLF. PACIFIC #&
BR) . AL

AFKIFE(N=475) 77 & REE(N=234)
HERES
4Grade 3(;:((;? 4 BRI AT 4>Grade 3(;%64 HRJF AT
R i R
R 5 161 16 5 58 6 4
(i il 2 (33.9%) (3.4%) (1.1%) (24.8%) (2.6%) (1.7%)
EEiTe)
PACIFIC 7% : HA AN
AHIFE(N=T2) 77 & REE(N=40)
HEES
4Grade 3(;;&1((;? 4 BRI AT 4>Grade 3%261((;?4 HRJFIE T
R i R
R 5 53 4 1 24 1 1
(it i 2 (73.6%) (5.6%) (1.4%) (60.0%) (2.5%) (2.5%)
EETe)

DL, AR OFEELRIL., AFEEOSMKEM (475 6]) T6 H] (20.2%) . BA
NER (72 1) T39 6] (542%) Thotz, 72B. AFNOBE G L 72 2 Bili~O KR bt
JENR® 5 BE T, WEMEMRBORIALVEELOY 27 REWnERESh w5, (EE
BIERREERRGS~ =27 v MBS Oiilgse, fabadk. MigtkEE) (24 5mE Fk

18 411 A, SFac4 9 H%E)

AR NI FR A LR S D 5 11 AR R L3R B 2 e 3L A el (LU, CASPIAN
R - BREN

AFH b2 EDF F B (N=265) b5 B (N=266)
HEHEZR
£ Grade 3(;&185 4 [ A 4 Grade 3(;;%?4 HRImAE T
R P P R
B g 9 2 0 6 1 2
(U it ¢ (3.4%) (0.8%) (2.3%) (0.4%) (0.8%)
EEte)




CASPIAN B - H AN
AH LA O R (N=18) AP BUMAE (N=16)
HEHESZ
4Grade 3(;&:;4 BRIFAE 4=Grade 3(22618; HRIFAE T
TS M i SR
AR 2 1
R | (5.6%) 0 0 0 0 0
Eate)
H B PRI/ N i R & b & U EBS LR 1 AERAER (LLF, POSEIDON #ER) @ 4k
35l
AHEI+ LAY b7+ (i AR,
{b 2R A RE(N=330 N=333
HEES - — (N=220) (G . )
4 Grade 35?0?4 BRI AT 4Grade 3;1(;4 R
R I i
B 5 17 4 1 2 2 0
(s St il ¢ (5.2%) (1.2%) (0.3%) (0.6%) (0.6%)
&t
POSEIDON ## : H AR AN
AEN+ FL XY h~vT + b S B
(bR LD HRE(N=20 N=27
HERS - — L (G d)
4>Grade 35?0?4 HRIFFETE 4> Grade 3;1(;4 HRIFAE TS
R R P it AR
£t == 2 2 0 1 1 0
(IS Ak (10.0%) (10.0%) (3.7%) (3.7%)
aEte)

DB FIEORIEFERE N 72 WHIBRARRE 2o 1T i BE ISk 288 1 FHAE{EA (L IE B RERS
Ll L s (LLF, HIMALAYA #RER)

: RN
ARHIHE AHN+ LAY A~TRE V57 =T
(N=388) (N=388) (N=374)
el Grad Grad Grad
4>Grade 3;1(;4 HAJRFET | 22Grade 3;1(;4 HAJRFET | 22Grade 3;105 ERIFAETS
P e i SR
EaRIR 2 7 1 0 11 0 2 3 0 0
(it tilg2¢| (1.8%) | (0.3%) (2.8%) (0.5%) | (0.8%)
ETe)
HIMALAYA #&58% : BHANEM
AHIHE AHI+ LAY A~ TEE Vo7 =78t
(N=45) (N=34) (N=29)
i Grad Grad Grad
4=Grade 3;1(;4 BRIFAE T | 2 Grade 352;4 BRIFAE T | 2 Grade 3;1(;4 BRI AT
T it o
EaRuIR 2 1 1
stz @2%) | ° O | o | ° 0 0 0 0
Eie)




RARIR DGO BR AN RE 22 SR FITEAT SUTHSRBME R E i &2 o6f 52 & L - [EIBR IR WIEE 11 FRAERER (LA

T. TOPAZ-13ER) : &AM
AHN bR O A b2 B A
HEf (N=338) (N=342)
a A Grade - A Grade e
4Grade 3% HRIFAETE 4=Grade 3% O HRIm AT
VR e 2
[EapiR=A"o] 4 1 0 6 1 0
(St it 2 (1.2%) (0.3%) (1.8%) (0.3%)
EETe)
TOPAZ-1 Bk : HANEEM
AHN AL P iE O AR (L2 E B
(N=37) (N=41)
HFEHL rad rad
4>Grade 3;10?4 HRJR BT 4>Grade 3;1(;4 HRIFAETS
R A
3B 1
GRS | (27%) 0 0 0 0 0
EETe)

{EEPRIEIE D72 WELT « RO T EREEE T 2 BIESL _HEM T 7 B R R L s it

A5 N FAGRER™ (UL R, DUO-E iBR) : &M
s - 1|+ 1k 22 e vt o
AHI+ (LR IR T s (Lo
(N=235) +4 730 7O AR (N=236)
HERG (N=238)
Grade Grade Grade
AN =y = A =y =] AN ==
4 Grade 3 O HRIFAE L | AGrade 3% O HRIFAE L | 2Grade 3% BRI 1
R i R
EapuR 2 4 2 0 11 4 0 1 0 0
(it e se|) (1.7%) | (0.9%) (4.6%) | (1.7%) (0.4%)
ZEte)
DUO-E #Bx : B AN
v - |+ {529 v r e
AF R DR T e s (L2 A
(N=30) +A 780 TR (N=32)
FEFR (N=26)
Grade Grade Grade
A — |2 e =y =] e =y =]
4Grade 3% 4 HRIRAETS | ©Grade 3% 4 HRIRAETS | ©Grade 3 (%4 HRJF AT
M i R
FapUERR=c 3 1 0 2 1 0 0 0 0
(it #p il 2¢| (10.0%) | (3.3%) (7.7%) | (3.8%)
EETe)
1 RIEEE LTOINR T SF o +2 U ZXE LT a2l b~ T ORARERRNZEDBRDOA T %) 7HH X
IR FCOF 2 V)~ 7 HER RS
*2  RFHEFREGEHEE  (bFRIE L T 2 = T OHRBEIEDER., 7 2 /L2~ T OMEREE
*3  KHFIH R ERA T %) TOHREE  ALFIRE L T a VL T OPERIEEDHR . T a AT R OF TR T
DOHERRIE
*4 LB EAMEE © A4SRPIEMIES A & T FERIE




RIS B SRR E D BT BT FR D B IV TV R W R R N AT 2 5 5 & L 7- ERg L
[ 1 AREER (LLF. ADRIATIC iRBR) & {REH

ARFHIHE 75 R
L (N=262) (N=265)
HEHESR Grad —
4>Grade 3 ;‘UZ HRIFAETE 4Grade 3 ;1054 HRIm AT
R P i 9 R
[EapiR=A"o] 99 8 1 79 7 0
OB il 2% (37.8%) (3.1%) (0.4%) (29.8%) (2.6%)
EETe)
ADRIATIC #5% : HA NN
AFHHE 75 REE
i (N=19) (N=31)
HERR -~ e
4>Grade 3 Er(a(); HRJR BT 4>Grade 3 ;10?4 HRIFAETS
W P 2R
3B 10 0 0 14 2 0
CH St R ik ¢ (52.6%) (45.2%) (6.5%)
EETe)

@iu”ui% PERG BUEB) O NAE K OV ORIREEH -

- EE ORI L VLG E)

BMOEERLZEEEGEE E LT, LTE2%EmT 5,
GIBRARE 72 SR FITHES T 00 FE /NI |2 33 1 D ARTE AL 2 U BRI 114 ORERFRIE DO B E %
RPG L U T R I AR A
UIBRARE 72 1T - PR DI/ NlaltiE BE 2 x5 & L7 2ff A
10| R NN I B O B i = -l O o 1 5
TR OB A RE 22 B FRE & kf G & U 7= e e P i i
BIBRARRE 72 SR PIT A T 0 FE/ NIRRT |2 38 1 2 ARVE B B U B TE R OMERRRIE (18]
1500mg B 5-RE) D EE Zxtg & Lo fERTER T — ¥ X — AfRAE (MR R)

(GES7ASE TEED

1 ARHIZGIBRAGE 7 RPTHEIT O FE/ NI AHEE 12 36 1 2 IR L U R R L% O MERRR L &
LT T 5B T, BRI ilE s O BEE O A 8 - BEEECZ O BE Y 5
AFI 514 O BV ME IR B OB Bl VS 2 et 2 720, FrE il i 2 EhE 9
Do

2.3.4. ‘éﬁ PR O IE/ R B A B R OB B 2B\ T, EHSERET
2B 2 EWER ORBURI A2 #ER T 572, FrE i A RER & 2 Ehi 9 5,

5 ﬁ%%ﬁT ZBWT,  [UIBRAREZR RFTELT O I/ Nl B 12 B B R IBHI L S i
ﬁ%%%@ﬁ%ﬁﬁjﬁﬁ BT % AHAl 1500mg $5¢-5-1% 0 [V E MR B B E S S D 5 BLIK
AR T 5 7= OISR T — & N— A (REMEMRR) 2 FEiid 5,

RN

a b~ 0N

U 27 F/MEIE BN O INE I OV OIRINBLE -

[NA#]
WH DY A7 fg/MEiEENE LT, BALENZRMAXE (LT, R0 o Mg
TAELOHEICEE T DR . TEEQEANEE] . HEoERt249 585
B 2WE) . TEXRREER) KOBERERLT A NCGRH L CEEREL T 5,
BMOY 27 /AMEiEE e LT, LFZ25ET 5,




ERMEEHERTEM BEERTA K) OfFEmk, BiAm
2 BEHEMTEM (740 VOREEZTONDL T~ 413740V AV a ROWREE
ZIFoibd i~ Ok, BEAR
[E4R ]
W AR BREE S B ) B BIEF O BRI N OVEE 7 ik, BRRRBRIC BT 2 G5 S BE S 0 fFH
T ERGEEE IO UMESFEI TR AL L, W IEF A OBE A RET 570, £/~ BEBEFICL DE]
TE OB A4 B & UTZRIERH OFERSE O # 4 BEF 123 LIRS 2729,

KB - EEDOTH

HEREEINZY A7 & L-FH

BHEW 2 & T LU T OB B L R FERIIAFOKBERIC LV BT (MO H 55
BTHHZ L, WHITKIGR., BEEDOTH (Grade3 LI E) BNAFIORET 4 v AT T
VAL A DB EER L, BERREINTLY A7 L LT,

PACIFIC #tBr : 2R

AFKIHE(N=475) 7T & R EE(N=234)
HERES
4 Grade ;;agi BRI AT 4>Grade 3(;:3?4 BRI
K% 5 1 0 1 0 0
EpE ey (1.1%) (0.2%) (0.4%)
HE O T 3 3 0 3 3 0
P (0.6%) (0.6%) (1.3%) (1.3%)
CASPIAN Rk : SREM
A AL 2R OF F B (N=265) (LR B (N=266)
HEES
4Grade 3(;&%&4 [ A 4>Grade 3211?4 BRI AT
N TS 2 1
i 5 (0.8%) 0 0 (0.4%) 0 0
HE D T 3 3 0 3 3 0
apie = (1.1%) (1.1%) (1.1%) (1.1%)
POSEIDON #f# : &4
AF+ R RAY bwT+ (SR B
=3 \“ ¢ = N=
fEe m%ﬁﬁziﬁmsm) (G;?
4>Grade 31 (x4 BRIFAETS 4>Grade 3% k4 HRJF AT
PN 18 7 0 1 1 0
==Y (5.5%) (2.1) (0.3%) (0.3%)
BEED TR 6 6 0 5 5 0
==Y (1.8%) (1.8%) (1.5%) (1.5%)




HIMALAYA iBr : £REM
AHHE KEI+ R L XY A~ TR VI T =Tt
(N=388) (N=388) (N=374)
s Grad Grad Grad
4Grade 3;105 4 BRIFAE T | 2Grade 3 B;a(;“ BRIFAE | 4=Grade 3 ;1(;4 HRIFAE T
IN S 3 0 0 12 8 0 2 0 0
apEe= ==Y (0.8%) (3.1%) | (2.1%) (0.5%)
BHED THI 6 6 0 18 18 0 16 16 0
e (1.5%) | (1.5%) (4.6%) | (4.6%) (4.3%) | (4.3%)
TOPAZ-1 ik : 2AREM]
ARA| -+ S EE O R o= 30 =k 53
s e T e T
4Grade 3% BRIFAETE 4Grade 3% (k4 HRJF AT
N DS 1 1 0 2 1 0
api=e (0.3%) (0.3%) (0.6%) (0.3%)
HEOTHI 4 4 0 6 6 0
R L (1.2%) (1.2%) (1.8%) (1.8%)
DUO-E Bk : &{KEM
LR DR AT I
e +A 58 TR (N=236)
HEHSL (N=238)
4>Grade 3(;&%34 HRIFFE T | 2 Grade ;;aga HRIRFE T | 2 Grade chagi BRI AT
KGR 5 2 0 4 2 0 1 0 0
P (2.1%) | (0.9%) (1.7%) | (0.8%) (0.4%)
D T 4 4 0 3 3 0 6 6 0
e (1.7%) | (1.7%) (1.3%) | (1.3%) (2.5%) | (2.5%)
ADRIATIC B : 2R
ARANRE WA Y 3
(N=262) (N=265)
FEHEL — ——
4>Grade 3 E?UQ HRIFAE 4=Grade 3 ;1054 HRIFAETS
N TS 3
il 4 0 0 0 (1.1%) 0 0
BHED T HI 5 5 0 0 0 0
REE g (1.9%) (1.9 %)

EFERABR LS O E WA OERIAGER (AN E) 2B\ TEEZRRGR K OEE O T 42
BiA s Sz (2019 4710 A 31 HEFR) o
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3K S 2 RV BUTE B O A K O ORIRPEH

(4]
< IEE O RS e T B
BN EHR G2 EVEERTEE & LT, DIF 2% T 5,

YIBRARE /AT « B O/ NI RE B 2 MR & LT 2l
YIBRARE R AT RE 38 2 R R & LTz 2 flii A
TN DB N RE 7R B FRE &5 G & U 7 R e o e il
(GET7EEE) |
KANF G- DRIGR K OB O THRIOFESIRDUIRRKRERICB DT —EDHFHPELNLTVD
ZLinh, FEREE TSRO TET QRSN L SRS THHRINEZTT 9.
AT - RO/ R TR B E e CIRE R B 2BV T, MAEEBRTICRT D
BITER OFBRI 2 MRS D7D, R i R & 2 529 %,

U A7 f/ MEIREI DN B OV ORIRBLE -
[NAE]
WHEOU A7 /MUEIEBIE LT, BFRXO DHEROHEICEES2EE) . TEAR
BIVEA ) ROUEREMESRL T A RICREE L CEERLZ 95,
BMOU A7 f/AMuigBEh e LT, LR 2% T 5,
EROEREFMTEM GEIEERTA ) OfEKR, BAi
2 BERTEM (X740 VOBREEZITONDF~ A7 40084V a2 RORHEE
BB~ OFERR. BiA
(SRR P ]
R AR 235 1T D BIVE O R BUR I ORIE R BLA BN S & 2 72D OfF & ERIEFE T
R UHEFICIRAE L, WEE A OB ARET S0, £2, BEEHICX DEIER O RH1%5 A
ZHPE LIZRIER ORERZE O 2 B 1Tk LIg 35729,

RFHEREREE - AT - TELMEIRE X

BHEAABESINTZY A7 L L-#E

KREGIIAFOEBIERIC LV RAT LMD LFELTHDZ L. HEHEETLL T O
PRARBRAS B W ONCE B DO ATREREREE . AT M OB LIRS R DAFN DR T 4 b U A7 R
TR EZ DR EEEZE L, BEERRESNTZV AT LK,

PACIFIC iR : REM

AHIFE(N=475) 77 & REE(N=234)
HEFR 4Grad Grade R 4Grad Grade R
+Grade 3&0\‘4 il +Grade 3&04 N
fFthReREE - 35 9 0 7 0 0
% B 5 (7.4%) (1.9%) (3.0%)
TR MR AE 25
p— 0 0 0 0 0 0
CASPIAN 3Bk : £REM
AHN A2 O (S 1 B R
HEF e e,
4=Grade 3% 4 HRIF e 1 4Grade 3B BRI AT
JFineREE - 36 10 1 21 5 0
iRk 23 (13.6%) (3.8%) (0.4%) (7.9%) (1.9%)
TR MR AE 25
p— 0 0 0 0 0 0
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POSEIDON &% : &AM
AHl+ R A Y A~T+ b2 B
S { tjz%&'zi fi(N=330) (ijf)
4Grade 3B BRIFAE 4Grade 3B BRIFAETE
JpERERE - 77 16 1 56 9 0
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FEELR L,

ENA D EERRBRIZRBW T, AAE ORREBURNEE TE 72 WEE R BIERM I JEN 11 Fil*H
X7z (2019 410 A 31 AR

*CASPIAN

ARBROAF - LAY b= 7 OGO OfEG Z &t (HiEH RS

=3 S 2 VR RTE B O N A K OV ORIRBEH

(%]

B DO EIKL
BN EIKS

[u]

oS
S

R
PEEEHEEN S LT, LF &%/ 5,

PIBRARE /2 EAT - FFE DI/ NS B & 5 & LT 2 flii A
YIERAE 2R TR R 2 x5 & L 7o A
B YR A RE 2R IRIEE (8 &b G & L 72 R e il F R A

(e EE) |

ARG % ORIEFHEAFEORBIIFH TH L Z Lo, MHERBTIZREW Tl OELR

PEEC AU B TSI 21T 5,
AT - PO/ R TR B e OB B ISRV T, MEETICR T D
RITEFH OSBRI 2 HERR 5 70, RE il R I A &2 F2hi 9 5.

grgey

ju!
od

U 27 e/ METEBI O N OV OEIREEH -

(%]

WEOY A7 E/MEIEEIE LT, BTHRXO THEEKOHEICEET 21EE] .
FARER] |

BMOY 27 F/MElEE e LT, LT Z2Ed 5,
1 EFRUEFEEHEmTEM BEEEHTA ) OfFm. BAR

[E 7

TERZREIWER] KOEEMERELT A RIS L TEEREEZ T2,
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2 BEMIEM (X740 VOBREZToND T~ A7 40V EA T FOEKRE
T ohnn~) OFERK, Bifi
(GES7E EE) |
B IRRBR S (2 1 2 BIEH O FEBURDLL OBIE I JE B 2 I8 & B 5 72 D OfF i & IERRIE 4 (S
xt UMt L, OB A RET o720, £, BEBHICIDEIER O RH% R
Z B E LCRIWER DR OIF I 2 B I LB 5720,

o P4 I /N RGRL A HE SE B

HUERLKESNTZY A7 & LR
AN & RRBAFR DA TE TE R WEBFINEEIER L T 5 2 & R UREGIIAA O FKEIERIZ
FVREBAT LN HD 2 Lb, HERKESNIZY A7 L LK,

PACIFIC 5B% : 4R
B L,

CASPIAN Rl « 2{REH
FEL L,

POSEIDON &g : &R

AHEI+ LAY b7+ (s B
HEEE {LZHREOF FHRE(N=330) (N=333)
4 Grade 3(;&1&?4 BRI T 4>Grade 3(;%64 BRI
AL eI 1
W | (0.3%) 0 0 0 0 0

HIMALAYA 35 : 2REM
R L,

TOPAZ-1 #lik : 2R
HHLR L,

DUO-E &k : &REMH

| AR
A essgmne |00 IR e A
N=235 N=236
FETS e (N=238) (N=236)
4>Grade 3(;{}&?4 HAJRFET | 22Grade 3(;23&?4 HAJRFET | 22Grade 3(;&&?4 ERIFAETS
S0 FE M I/ N 1 1
WUPEEEEE | (0.4%) | (04%) | ° 0 0 0 0 0 0
ADRIATIC 35k : 2KEM
ARHHE 77 vREE
. (N=262) (N=265)
HEES rad Grad
4Grade 3 B;a()? 4 BRI e 4Grade 3 ;‘UZ BRI
o P LN 0 0 0 1 1 0
T SR B SP (0.4%) (0.4%)

ENRIER T HZ BV T, AF L OREBRAEE T W EE A s M i MR B PSR BER
BB 7 4] (2020 4E 12 A 25 ARfA) #ESIhTW\W5,

25




S AR E O NE K O ORIELH
(4]
T 5 0D [ 5 i 22 A PR AL T )
BN EHRE GZ EVEERTEE & LT, DIF 2% T 5,
YIBRARE /AT « B O/ NI RE B 2 MR & LT 2l
YIBRARE R AT RE 38 2 R R & LTz 2 flii A
TN DB N RE 7R B FRE &5 G & U 7 R e o e il

73
%

N

(e ]

KANFe G- DG i/ MR PESRBER O BEHIIH TH L Z &b, HHEETIZE W TE
DEFE A UGB TREBIEZTT O,

AT - FEFEOIE/ NI EE B AT B E L OLER B 2BV, REETICBITS
BITEH OFEBUR DL A MR 5 70, R il R A &2 324 5.,

U A7 f/METEBI DN K OV OFIRELR -
[NE]
WHROV AT F/MEEE E LT, BRSO THERREWER ] ROBERERG T A R
L L CHEME L T 5,
BMOU A7 f/AMuigBEh e LT, LR 2% T 5,
IR EE AT &M GEEMERATA K) OfFEk, BlAm
2 BERTEM (X740 VOBREEZITONDH~ AI 74007872 ROIEHEE
ZFonsdi~) OFERR, Bifi
[E4R L ]
ERRSBR SR IS 35 1T 2 BIEF O FBUIR LM OEINE S BL A B S 2 72 D O I i & [ERAEFH IS
Sf UMESZICIRAE U, @ IEME OB 2R+ 5720, £72. BEBAHICE DEIER ORI A
EHE LIZRIEH OIEREO R @& BF T3 LI T 2729

B

HUERRESNIZY A7 & LR ¢

Kﬂkl%%%@ SETERVWEEEMNEEER L T\ D2 & MR ELR IR O/
RO RBATAIFREERNSH D2 G, BERFEINTZY AT L LT,

PACIFIC iR : AL

FEELR L,

CASPIAN Rk : SRE

FHL L,

POSEIDON #f# : K4

AHF+ R AV AwT+ b2 B
4=Grade 3% (k4 HRIRAE T 4>Grade 3% (k4 HRJF AT T

N 2 2

b2 BH e 4 (0.6%) (0.6%) 0 0 0 0

HIMALAYA 35 : 2REM
FELZR L,
TOPAZ-1 ik : 2{REEM
FHR L,
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DUO-E ik : &tEMH

FEHLR L,
ADRIATIC ik : &AM
iNailfisa 7T v AR
(N=262) (N=265)
HEHG Grad Grad
4Grade 352;4 BRIFAE 4Grade 3};10?4 HRIFAETE
- . 1
b9 BE 5 (0.4%) 0 0 0 0 0
EINELEIRER IV T, A E ORI FEIRIIE E T & 7RV EE 7R N B F2 8 12 1

(2022 %6 H 30 HIRpR) AN TV 5D,

=3 2 VR TR R O N A K O ORI

W‘Tﬁ]
- EEOERLZEVEELRIGE)
BIOEMEGZEMNEREE e LT, LN E2E/T 5,

YIBRARE /2 EAT - FEFE O/ NI B & 5 & Ll a2 fli A

YIBRARE AR Tl e 38 2 R R & LT 2l

1B OIBR AN RE 7R AR B 25 & U T e i o RO ol A
GEz/NztaE) |

AHNB G DMROFBEIIIHETH L Z &b, MAER TRV TEE O EELLZEMEELE
B CHEBINEZTT O,
1T - TR OIE/ AR B AT B E L OLER B 2BV, REETICBITS

BINER OFEBRI 2 MR D 728D, R i sl AL 2 920 9 %,

U 27 s/ METEEI O NE K O OEIREER -
[NE]
BEOY X7 B/MEIEENE LT, BN THEEROCHEICEET I HE] |
BIVER ] ROHEMERL T A RICHHE L TEERELET 5,
BIOY 27 B/MEIEENE LT, AT 25T 5,
FIRNEFE T EM GEEMERTA R) OFEk, BiAi
2 BEMITEM (2740 VOREEZTONDL T~ 43740V AV a ROWREE
ZiFonsdi~) OVERK, B
(GES7ASE TEED
ERRBBR AR IS 35 1F 2 BIEF O FBUIR I OBEINE S BL A B8 S 2 72 D O & EFRAEFE IS
ﬂb%%ﬁﬁﬁb WIEE OBEAEET D720, £i2, BEEHIC X DEIER O RH% A
ZHEYE LIRIER OERE O 2 B 1Tk LRI 5729

[E K7

27




EEOREREE

BEHEARREINTZY A7 L L=#E
RKELIIAFOIEKIVERIC LV RAT L8O HFLTHD Z L. ENANOEEFRRERIZE
WCARKIE DR FEEEREETERWEERFERNPRD LN TND I & IONCEE O ERE
ENKBNORRT 4 VAT NRT U RACEZ 2B EZE L, BEEREEINZV AT L
7=,
PACIFIC 7R : (KL
ASFHE(N=475) 7' F & REE(N=234)
e Grade Grade
4>Grade 3% %4 HRIFIETE 4>Grade 3% 4 HRJF AT
YO R JEREE 5 5 0 0 0 0
B S5 (1.1%) (1.1%)
CASPIAN Rk : SREM
FEEHLR L,
POSEIDON % : A4
AF+ R AU AT+ (LSR5 B
g 1 t#ﬁ?&zi ?(stso) (r\:r:j:)
4Grade 3% (X4 BRI AT 4Grade 3% BRI
BT O R fEREE 7 7 0 2 2 0
FEpER ey (2.1%) (2.1%) (0.6%) (0.6%)
HIMALAYA 5% : £REM
AFNEE AKHF+ ML A Y L~ TR V57 =T Rt
e ey
4=Grade 3% 4 HAJRFET | 4=Grade 3% 4 BRIFFE TS| 4Grade 3} BRI AT
&Eggi 1 1 0 12 12 0 13 13 0
= 0 0 0 0 0 0
B (0.3%) | (0.3%) (3.1%) | (3.1%) (3.5%) | (3.5%)
TOPAZ-1 ik : SREM]
AH A2 R R O RS (2R s B
= e
4Grade 3 (X4 BRIFAETS 4>Grade 3% % HRJF AT
HE O R JEkEE 3 3 0 0 0 0
Fopee g (0.9%) (0.9%)

28




DUO-E kiR : 4L

AL DR At e
(N=235) +4Z %0 TOf AR (N=236)
HEHRL (N=238)
4=Grade 3(;&11(1;4 ERIRAE T | Grade 3(;;1?4 ERIRAE T | 2Grade 365?1&?4 HRIFAETE
EEORERE 7 7 0 4 4 0 3 3 0
R g (3.0%) | (3.0%) 1.7%) | (1.7%) (1.3%) | (1.3%)
ADRIATIC 3k : &KEM
ARANRE 75 v REE
(N=262) (N=265)
Gl Grad Grad
4Grade 3526;;4 HRJFIE 4>Grade 352;4 R
HE DL fEEE 1 1 0 0 0 0
BEE g4 (0.4%) (0.4%)

ENA DGR RBRIZIBW T, RAN GZ IR & ORI BBERNEGE TE 2 WEE R REEED
FEHENIFERE SN TWD (2022 46 H 17 BHEES)

=3 S VR TR R O N A K OV ORI

[H%&]
T O 1% 5 22 AP R AR TS
IBINOER 2 EVEERTEE & LT, LIF 25T 5,

YIBRARE /2 EAT - FEFE O/ NI B & 5 & LT 2 fli A

YIERARE 2R TR R 2 x5 & L 7o e pli A

TR OIRR AN RE 7R ARIE R B 265 & U T e i o F Rl A
(GE7E EE) |
AFN B G- 1% D EE O B EE O FEBVRBUT R ABRICB W T EDHEWRAHFTON TN D Z Ly
5. SRR T Tl i OB 2 2R TR T BIEZ1T o,
AT+ PR DI/ NNt B TR B R OB B 2T, B TICR T 2
RITEH OFE BRI A MR 5 700, R il R A& &2 323 5.

U 27 F/METE BN O NE I OV OIRINBLE -

[N%]
WEOU A7 F/METEENE LT, BRI THIEROCHRICBE#ET 3R] |
BIWER | ROVEREMERL T A FICREHE L CEEMRLZ 35,
BMOY 27 f/AMEiEE e LT, LR 25T %,
ERMEEERTEM EBEERTA K) Ok, B
BEMTEM (X740 VOBREEZITONDF~ A3 74007872 ROIEHEE
ZFHhd i) OFERL, BiAi

[E K7

(4R i ]

B R RBR S 5 1 D BIE A O JE BUIR YL S OVRIE I 83 2 B8 S & 5 7o D OfF i 2 IR AL 471
f LHESRICHRAE L, WIEM OB 22T 2720, /-, BB HIT X 28EMORH% A
Z B & LCRIWER OIEIREOIF I 2 B I LB D720,

29




HREEE (72 - NL—ERBEEZED)

BEHEARREINTZY A7 L L=#E
RKELIIAFOIEKIVERIC LV RAT L8O HFLTHD Z L. ENANOEEFRRERIZE
WTAH E ODREBEBRPEETERVEEBRFERNTFOLNTWASZ &, WRNTHPREE (¥
T v NUEGREET) BERORRT 4y PRI NG U RAIEZ 5B EER L, E
HRREINTZY AT E LT,
PACIFIC 7R : (KL
ASFHE(N=475) 7' F & REE(N=234)
e Grade Grade
4>Grade 3% %4 HRIFIETE 4>Grade 3% 4 HRJF AT
AR i 37 14
Rk 4 (7.8%) 0 0 (6.0%) 0 0
CASPIAN i : S{REH
AHN AL iE O AR {b2ARE B R
e o2
4 Grade 3% 4 BRI AT 4Grade 3% BRI
A R 11 17
i 4 (4.2%) 0 0 (6.4%) 0 0
POSEIDON 7 : 2K
AF+ R RAY bwT+ (2R s B
e { b%ﬁﬁizﬁi ?(N:330) (r\:r:j:)
4>Grade 3% BRIFAETS 4>Grade 3% x4 HRJF AT
AR 17 0 0 24 1 0
Foplisecs (5.2%) (7.2%) (0.3%)
HIMALAYA 358 : 2%
AFHIRE AHF+ LAY L~ THE V5T =T
= e
4>Grade 3 (4 ERIRAE TS| 22Grade 3 (x4 ERJRAET | 4Grade 3 (K4 HRJF AT
ffR 4 6 2 4
MsEs | (1.0%) 0 0 (1.5%) | (0.5%) 0 (1.1%) 0 0
TOPAZ-1 # ik : SR
ARFH A2 O R (LR B
e o
4>Grade 3 (X4 BRIFAETS 4>Grade 3% % HRJF AT
AR i 23 1 0 19 1 0
ap=e (6.8%) (0.3%) (5.6%) (0.3%)
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DUO-E kiR : 4L

AL DR At e
(N=235) +4Z %0 TOf AR (N=236)
HEHG (N=238)
4=Grade 3(;&11(1;4 ERIRAE T | Grade 3(;;1?4 ERIRAE T | 2Grade 365?1&?4 HRIFAETE
Fup e 122 5 0 126 7 0 136 7 0
B | (51.9%) | (2.1%) (52.9%) | (2.9%) (57.6%) | (3.0%)
ADRIATIC 3k : 2KEM
AR W Y
. (N=262) (N=265)
HERG orad Grad
4Grade 3 Z}r{a@g 4 TRIFAE 4>Grade 3 Zza()“e4 R
fpRe 7 8
B s @.7%) 0 0 (3.0%) 0 0

ENA O EGER R IZIBVW T, AE G52 AR & ORI RBRNEGE TE 2 WEE MR EED
FERNAFRE SN TWD (2022 47 H 26 BHEES)

=3 S VR TR R O N A K OV ORI

(%]
T O 1% 22 AP R AR TS
IBINOER L ZEVEERTEE & LT, LIF 23T 5,

YIBRARE /AT - B DI/ NI B 2 MR & LTz 2 plii A

YIERARE 2R TR R 2 x5 & Lo e pli A

TR OB AN RE 72 ARIE R B 265 & U T e B o RO A
(GE/NEHEED
ARG OMEEE (72« NU—fEfRREE B e) ORBRIUIFRRRICBNT—ED
AT O TNDZ LA b, MAER IR CERE OERLZ2MEEFRIEE) T RINE %
1179,
1T - PRI OIS B AT BB R OIE R IRV T, R TICER T 5
RITEH O BURIL 2 HERB 3 D7, R il i A 2 FEhid %,

U 27 F/IMETEBY O NE I OV OIRINBLH -

[N%]
WEOU A7 F/METEENE LT, BRI THIEROCHRICBE#ET 3R] |
BIWER | ROVEREMERL T A FICREHE L CEEMRLZ2 35,
BMOY 27 /AMEiEE e LT, LR 25T %,
ERMEEERTEM BEERTA K) Ok, B

2 BEMTEM (X740 VOREEZITONDH~N A7 4007072 ROIEHEE
ZFHhd i) OFERL, BiAi

[ERFEEH]

R 2 30 1T 2 BIVE DR BUR I ORITE R BLA BN S & 2 720 O & ERIEFE I

R UHEFICIRAE L, W EE A OB A RET S0, £2, BEEHIC X DEIER O RHI% A

Z B & LICRIWER OSERF O w2 B 1 LIt 2720,

[E K7
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Infusion reaction

BEHEARREINTZY A7 L L=#E
AFH D BRAFEVE & OVEFE @ Infusion reaction (FEAIZEE D i, #5-1 HUAPIZR B L 7= =ik
1B, EYNBHEIES) BDABORRXT 4 v NV AT NRT R BR 2 DRt E2EE L, &
BRBEEINZV RS & LT,
PACIFIC 3Bk : &R
AFRE(N=475) 7' F & REE(N=234)
HERES
4 Grade 3(;&:;4 HRIFAETE 4Grade 3(22618; HRImAE T
Infusion reaction 11 1
R % (2.3%) 0 0 (0.4%) 0 0
CASPIAN 3R : 2R
AHN b5 EOF R (N=265) {71 B (N=266)
HERS
4 Grade 3(35354 HRJR AT 4Grade 3(;263?4 HRImAE T
Infusion reaction 7 2 0 5 0 0
B 5= (2.6%) (0.8%) (1.9%)
POSEIDON 7%
AEI+FLRAY A~T + AR E B
4Grade 3% 4 BRI AT T 4Grade 3% 0 HRImAE T
Infusion reaction 15 2 0 8 0 0
FopEee ] (4.5%) (0.6%) (2.4%)
HIMALAYA 5k
AHHE AE+ b LAY L~ TR VT T =T R
. (N=388) (N=388) (N=374)
e Grad Grad Grad
£ Grade 35,?(; 4 HRIRAETE| ©Grade 35,?(; 4 L)AL TS| 42Grade 3;10?4 HRImAE T
Infusion reaction 9 2 0 15 1 0 4 0 0
R 4 (2.3%) | (0.5%) (3.9%) | (0.3%) (1.1%)
TOPAZ-1 ik
K LA A O RS A RS B
i S T e T
4Grade 3 O HRIFAE T 4Grade 3% AR AT
Infusion reaction 14 2 0 8 1 0
PR (4.1%) (0.6%) (2.3%) (0.3%)
DUO-E Bk : &R
LS D FTRE AT s (LS AR
(N=235) +A 780 TOF AR (N=236)
BFEHR (N=238)
4£Grade 3(;&&64 HRIFIETS | £ Grade 3(3;&?4 HRIFAETS | £ Grade 3(22&&?4 HRJR AT T
Infusion reaction 22 3 0 28 6 0 30 6 0
FSpERe 2] (9.4%) | (1.3%) (11.8%) | (2.5%) (12.7%) | (2.5%)
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ADRIATIC ik : A4

AFKIBE A N 55
. (N=262) (N=265)
HEHRL Grad Crad
4 Grade 3 }S’raaU‘e4 HRJR AT 4 Grade 3 BTUZ HRImAE T
Infusion reaction 4 2
Rl % (1.5%) 0 0 (0.8%) 0 0

23 i 22 EVERE BUTR B O N A S OV DR B
[M%]
TR 0D [ 4 22 A M R L T A
BINOBERGZEVERIEE L LT, LTE2ET 2,
DIBRANGEZR AT - FREE DI/ NI B & b & L= 2 pilii
GIBRARRE AR I B & PR & LI 2R A
IB U A RE 72 IHIE R B & x5 & U 7o R i A Rl i A
(e ]
AF#E5-4% o Infusion reaction DFEHRDLUTZFFARERIC IS N T —EDHFHRMFONLTND Z &
B AR TICEWCEE OER L MR IIEE CIERINEZIT O,
HEAT - AR ORI B s B L OVEE R B IZ VW, ERERERTICKITS
RIVER OFEBLRI A MR D 728D e i R A & 59 %,

N

U 27 s/ METEBI O NE K O OBRIREER -

[N%]

- BEOV R EAMEIEENE LT, BVHRXO THIEROHEICEET S EE) . TEHEEA
EARMEE) . TERNREWER] ROHEFMERS YT A RICHEH L CEEREE T 5,
BIOY 27 B/AMEIEEINE LT, LT 25T 5,
EWRMEEHENTEM BEMEHRTA K) OfFEmk, B

2 BEMITEM (2740 VOREEZTONDL T~ 43740V AV a ROWREE
ZiFonsdi~) OVERK, B

(GES7ASE TEED

R IR SBR SF2381T 2 RIVEH O BUR DL ORIVE S BL 2 B8 S & 5 72 O O i & IR I

Sf UMESZICIRAE U, @ IEME  OHMR 2R+ 5720, £72. BEBAHICE DEIER ORI A

ZHIE LIZRIER OERFE O # 2 B o3t LB 5729

REBRE (5% THAED

BEREFTEINZY A7 & LIZHA

RENJ OAZ %) 7RSI DR RBRIZBNT, KR EAT ) 7 L oA E

D IRIFERIE NI L7 HEMEN B 2 OGN D EHERIEFINTE DO b0, BEERFEINT )
AL L,

DUO-E Bk : &RER (HERREIEE)

A LSRR D ARG (LR WA
(N=183) +AZ ) T ORI (N=169)
HEHEZR (N=192)
4>Grade 3%261((1)?4 HARFET | 22Grade 3(%?&?4 HAIRFET | 22Grade 3(;&8& HRJF AT
— 3 3
IREFER S 0 0 0 (L.6%) | (1.6%) 0 0 0 0
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DUO-E # Bk % & L ENAOEKRREBRICB VT, KF R OA T Y 7 HFHHGZ AR X34
TN T L ORREEBRNGETERWEEZRIRIFERE OFLN 6 FllE S Tund (2024 4F 4
A5 HERER)

B3R S M RTR R O N A K O ORI H

(%]
W OB S AT B
(GET7EEE) |

AFIB AT 3 7 GF I 58 DARSFRRBEOFTEBULH T 5 = L 705, MIFERE TSI\ Tilh
OV L B E ) CH R 2175

U 27 f/IMETE BN DO NE I OV OFRINBLH -
[NAE]
WHEOU A7 /MEIEBIE LT, RO HELROHRICHEET ESE] . [EAAR
BIVEA ) ROUEREMESRL T A RICREE L CEERLZ 95,
BMOU A7 f/AMuigBEh e LT, LR 2% T 5,
EROEREFETEM GEIEERTA ) OfEKR, BAi
2 BEMTEM (X740 POREEZIT NS~ OFE, BAR
(3R FH ]
R AR 235 1T D RIVE O R BUR I ORITE R BLA BN S & 2 72D OfF & ERIEFE I
X URMEEICIRAE L, @IEME A OB AIEET D20, £, BEBFIC X DEWERO R A
ZHBYE LIZRIER OERE O 2 B 1O LI 5729,

BhEED (F35/3) JHEAR)

BEQEFEINZY A7 & LIZBA

AHN R RAZ ) TOFHEEEIZBIT DERRBRIZB W T, AKAlE AT 80 7 EOPFA#EGIC &
0 RBL LT AREMEN S 2 DD EE L B C B R M OEFNRBO S iz-0, EHELR
HEasnizl 2z &L,

DUO-E Bk : &RER (HERPRIEE)

AL DR AT lEIEEe e I
(N-189) AT PR IRuAaN
HERR (N=192)
4>Grade 3@};&?4 HAJRFET | 22Grade ;Zii HAJRFET | 22Grade 3%?854 HRJF AT
YA e I 3 3
A Gt 0 0 0 w6%) | (1.6%) 0 0 0 0

DUO-E &k % & Te[E N/ DO IEARRBRIZB VT, AR R OA Z 30 7R E% AR T A+
TR T EOREBRNEE TE R VEE BRI OFRN 7 FlHRE ST,
(2024 =4 A 5 B S o

*1 IR : MedDRA JEAGE  WiftEE M, B CsaErimtEe
*2  MedDRAPT [AEMMERIL ] OBREFIZHOWNTIE, 7 — 2 2ARBRBGETH D L OFRPIELN TV DHEE

R S 2 VR RTR B O N A K O ORI

[(WE]
T D15 S i 22 AV B AR TG
(e EE) |

AHN K OA T3 T O GZOBEMMEEMOREBUIMHTH L Z &b, MAEETIZBNT
W OS2 EVEEARTEE) ClE RIE 21T O,
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U 27 f/METE BN O NE I OV OFRINBLH -
[NAE]
c BEOU AT R/MEIEEE LT, BEFHRXO THELOCHEICEES 3R] . [ERAR
BIVEA ] RO AERL Y A RICREHE L CEERLZ2 95,
BIOY 27 g/METEE S LT, L2 ET 5,
EHENEEH T EM GEIEERTA ) OFERk, BAi
2 BEWMTEM (X740 POREEZIT OIS~ O, BAR
[ERFEEH]
RARGERSE 1T 31T 5 BIVEH DR BRI ORITERRBLA BN S 2 720 O a ERIEFE T
*PUMEFZICIRML L, BIEFEH OB A EET 5720, £z, BEBHICXL2EWEHOREFR R
HPE LIZRIER ORERE O 2 B Tk LR35 729,
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BEEGBAENIRY

-]

b

HEREERNY 27 & L8
EIPNA DEERABRICS W TAA L ORRBEBPGE TERVEBRERPBEOOLNTNDL I L
b, HEREENY A L LT,

PACIFIC iR : 2R

ASFHE(N=475) 7' F & REE(N=234)
HEER Grade Grade
4>Grade 3% 4 HRIFIETE 4>Grade 3% 4 HRJF AT
e e 2 1
% BE i = G (0.4%) (0.2%) 0 0 0 0
CASPIAN 35k : &£
FHLE L,
POSEIDON & : K4
AHFl+ R LAY AT+ (L B
fEe fta&ﬁ&gi?m:%m (r\;:j:,)
4Grade 3 (X4 BRI AT 4Grade 3% BRI AT
e e 7 1 1 2 1
BERBIETS | ) 1) (0.3%) (0.3%) (0.6%) 0 (0.3%)

HIMALAYA 35k : 2RE

ARANRE AKHFI+ LAY A< TRE V5T =T
AEss (N=388) (N=388) (N=374)
: 2Grade| O lizmser| 2crade | O ligmstr| 4crade | O |
34 [ BB | o ing | Skl I 30V Ladd
[EEDS 1 0 0 5 2 0 2 1 0
Bliigg | (0.3%) (1.3%) | (0.5%) (05%) | (0.3%)

TOPAZ-1 A5k : £REM

AH -+ AL SRR O A RE (T B
HoE (N=338) (N=342)
4>Grade 3(;;&85 4 HRlR At 1= 4>Grade 3(;%?4 LN AN
e . 3 2 2
K B E S5 (0.9%) (0.6%) 0 (0.6%) 0 0

DUO-E il : R4
LR L,

ADRIATIC 3Bk : £REM

ARHIHE 75w AR
. (N=262) (N=265)
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T300+D HEIZ I 1T 2 P RERE S - IF R DFBLEIS L4 Grade T 24.7%, Grade3 UL 1T
114% TH-o7=Z b, HETEEFEE 189 il 3252 & T, 90%LL EDRERTE
Grade T 39 ILL |-, Grade3 LL T 16 fFILL EOIEIRMNA[RE L 72 5,
A7 4 VHEMOEYERIEIZOW TR, BEAGRIHE - 21RICBIT D HARN TOME R
N BEBEEPH L FRIC OV TTIE S OB 3G Z S MEEARTT BN TR SIE D " iE
ThdHREBEZ, A7 4 VI SIEF OFE T EIEFELD 94 Hlix, 2%DFEE T
BT D EIWEM % 85%LL EOMERTH 72 < &b 1 BRI ATREZERIE & L TR iE LT,
HIMALAYA 382 D mono BEICIHBW T, AFREO L EMMGTHE T 5 JIFHEREREE - IF
RS 24.5%, FUIRARBEREAS THED 7.5%., HURARFERE TCHERE 2Y 3.9%. Infusion reaction 73
23% THh o2 b, HETEIEGEAY 4Bl L T2 LT, ZNHDOELOREIIRN
CEBLEIE, HEAEFIS, BB, LE, BR%) ORENFAIREEEZEZ LD,
HIMALAYA 35D D mono #EIZ 331 2 ITFRERERRE - TR O BLEIS L4 Grade T 24.5%.
Grade3 LA ET11L1% TH -2 &b, AEBETEEFKE 946452 & T, 90%LL ED
TSR T4 Grade T 18 Il k. Grade3 LA LT 7 Ll EOIENFEEL 725,
o BIEHAM O ERIL
HIMALAYA 38R T300+D #EICH W T, BLEMMFFHOAEFROL LML A Y
AT ST a N TGRS 6 W A ETICRILTEB Y., #IC Grade3 UL EDA
EEGIFILEALEN ML A Y AT/ Fa A\~ T EERENS 6 7 H £ TICRE LT
Uz PRI ER R I, 4 Grade DA EFEL D 87.5% (471/538 1) N L AU L~wT
ST a N T RGBS 6 A £ TICHEBE L T,
F£7-. HIMALAYA B2 D mono BEIZ BV T H . [AEEIC R LR HEO A EESLD
%< XT 2NN~ TGRS 6 WA ETICHRBE L TEBY . #I2 Grade 3 LA Lo AE
FRITIE L A ERT 2L~ TGRS 6 7 H FTICHRBL L T -, FIEIFEELE
BITIL., 4 Grade DHEFHLRD 77.6% (246/317 1) NTF 2 )b~ 75 BENS 6 B A
FTIZRWBLL Tz,
PLENG | AREICK T 282 % 24 8B &% E Lz,

(81 R & 722 TEDRHH & O DOIRAL]
o ZEMEHEER  ZeEMERIC OV TERBRNRBE 21T 5,
o PIRERATEY @ AIRA TR o LM e R BUS IS E I R T S e A
1 ORG1288%) PBEREE LCRiR T BE S & TORMAR 2 I h T
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ZHEMT D (2024 FEOLEMERHRERFZTIE)
o RHEHREZEREF - I SN2 TR TOREZED T — X [HE D KD > 7o BB THRACHR
HEZER, #HT 5 (2025 ForEMEMRERZ TE) .

[ 3% T 2 RSB DR RICEE S W TERL S D ATRENED & 2 18I D5 E M O
DA DOPRIE S HE]
HiH & DRI, DLFONKEZZOERR Y 27 EHEHE O RE L %2179,
o BT EMERET R OA BEORE 2 S Ledi A O 48 A
o AR AR 5, R ZEMEREE AU 27 R/ MUEEB O ER
« BROZEMEBRFIFEHIIST 5, ERLLZEVEREE LU 27 R/ MUEB 0L E

E30

ARIRTREBEEREENERE L BEEARARE

[ A5 DL e rERmREIE]

MM, KGR - EEO TH, FFREEREE - fF4 - ibMEIRE 2, NowbEsE (F
RIRREREE | FIEEBEREE . T HRMHRERE) | 1 AR, BhEE (R

) | fhsk. DS, EIEREIE, St OB O TESRBES . M. B O R
=OMpRRREEE (X7 - NU—JE@EREZ S Te) | Infusion reaction, fEZS, YHLE FAL. 4K
BB RMIERE . BEES . (L PREOEH RO R EE A P ERIDE, IR - IR VB ME K OVidgs el
JE GEMEMRBHEIE L &) O 5 HRE TOMA

[A]
FOER e O A FERE T IRV T, IR YIBRARE A B (6 LA, 7 b &7 v o ik
RO 27T F 20 LI a ORITER OR BRI 2 #EE 3 5,

[ F2 i &t i)

o HETEREGIEL 0 200 B (L AVERRNT O GE F 5D

o SERTUE eI

o FEHaHIR
FHAHAIR GRAZEEE £ TOMM) 202343 A~2026 427 A (RI34F4 % H)
BREFIIR - 2023 4E3 H~20244E 11 A (F9 148 » H)

272U, PREBREIEFISUICE LR TR ER 715,

. BIEHART « 52 AR

o HEOXRLLHEE IBEUBRARERILERICKI L, S AV X B UEBE RO A
TI3F LD HIZEB T, REIZYIO TG S B

[ St = i O AR L]
o THE T EAERIER O ERL
PR T ESEFIELD 200 1113 1% DAEE CHRIELT HEIVEA % 85%LL EOME T &b 1
Bl 2S FTRE 7R EBI S & U CERE L=, TOPAZ-1 BRIV T, AE DL Mt EE
Th HEEMEMER (BURBRERE 25 te) OFRBLEIS N 1.2%, BED FHIA 1.2%, IF
FEREFEEE « BTN 16.9%, HURAEREIR TAEDS 7.7%., FUIRAREEAE FUHESE DS 3.0%, mIlEHE
REFEA 1.2%, #fEE (X7 « NL—JEREEZET) 78 6.8%. Infusion reaction A3
4.1%, FEEMEAFHPERBEN 1.2% Th 7= 2 b, A TEEGIEE 200 6 & 45 2 &
T, INDOFEGORER CGEEEIS, BEERS, BERHY, AE, wR%) oEEN
HREEEZbND,
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o BRI OB ERIL

TOPAZ-1 RBRIZH T 2 B LZEMRFFHROAEFRLOL  IIAFIRGHIEG 12 7 A F
TIZHBLL TR Y | FFIC Grade3 LA EOFEFRIIT L AL ERARJE GGG 12 9 A F
TIZHRH L TWDZ D, KFREOBIEMM A 52 B L% € Lz,

(818 &7 2 PEDOKRH L OZ DIRAL]

o ZEMEPEREE  ZeMERIC OV TERNRBRE 21T 5,

o B TR EIN ST R TOREED T —Z EIED D - T BB Chofd s &%
ek, $RHT % (2027 FOZEMTEMBR SR 2 TE) .

[Y5% = 3R 22 AR Eh O I EE W T3 S5 aTREMED & 2 BN O E K )N

D BAIA O E FLHE]

BB &R, UTONBREZEDZERR Y A7 EHEHEORLE LE21T ),

o ARPFEOFENAEDELELRIZ OV THRFEIT ),

o ARPFEOLREMERFTFEEITS T 2BMNOEIEGLZRMEERISE) L VY 27 K/METES)
DEFBERIZOWTHREZIT S,

CIRRTRE: BT ET O IR/ MR IZ & 1 2 IRB ML ZMESHR AR OMEFRIE (1 [8 1500mg #%
5 OBEERMRELEBVERTRT —2A—IRE (FEEMEE]

(AT DL ]
[ it 2 A

[F#]

EMFERETICRNT,  TUIBRAEEZR RFTHETT O I/ Nl it S5 (36 1 D ARTBHIA L
PRIEIETR OMERPRTE ] B3 ITI8 1T 2 A 1500mg #5514 0 [V PE 7 2 BE 5 D JE BLIK
a5,

[SEhtFt ]

Fe A R—R  AF 4 HNTF—HEY 3 4 (MDV)

SEBIOFA ATV - 2023 4F 11 A ~2024 4F 11 A (BFEERE) . 2021 4F 10 A ~2022 4 10
A GHRERE)

FPEFHFA v ak— hTFHFA

SEREER A IE B

WREEAE . AAIEEH &R GBS

REPRRE - AR 5 RS

T RNILAERIHNDSTFT—ZIEA : ICD10 = — K, 2074 . MIKMEN, RS2
FABDOETZA R NERERF LAWS,

[ S0t 5 O AR AL

- REOTE  AAIG L RE VIR EBHEFER OB T D HEA G AT RE & ARE
SNDT = N=ANHET D 2 Linh, RERFEHRT —Z N—2AHEEZ LT 5.
AT YA > 0 RFNF 5% ORVE M7 S B SR O BRI 2 5Tl 5720, xR
BERELLaR— A 2 Hn5,

(8iF & 722 TEDRHH & O DIRHL]
B S FERRE « Z M HIZ OV CTRICI 2285 24T 9 729,

[ HRZ IR 2 MR BUE B ORE RITHED W THEM S 15 ATREMED & 21BN O E K O

DB AR DR E R HE]
FONIRERZHE 2. ERDMED LI LW 2568103, Biic R e
B O F i EA 2 Rt Do
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3 BHNEICET HHE - AEBROFEOME

%EIe L
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) R &/IMEETEI D E

BED' R &/IMETEE

WH O U A7 e/ MUE B OB
B CEEMER LT A NI X HIE SRR - EEYE

BID Y R &IMEES)

EREEERTEM EESRRAC L) O, BEfR

(&t fEt ]

MU MEMGR R, KGR - EEEO NHl, IFHSRERETE - fFJ¢ - i LtERRE &, Wk (F
RAREERERETE . RIRFERERE S THRMABERE) | 1 AR IRSG., BhEE (MEEBE
) | k. Ok, BEREMTEGE, vl RIS MESREER ., BMdE . EEE O KRR
EOREE (X7 - NL—JEEEEZ & Te) | Infusion reaction, FRIFERE (TR 7
ORI | itk CFZ7 80 Z0RHRE | R, LB L. BBUHRARAE . JRIFER
B (780 TOFHR RS | ALEEREDE R O R BWELF R RO E, IS - IR A
(QEED)!

ARENOZRMEO AN /e, BB FSEORIURIL, R & @b a2 W - RO
DHOEREZ T 5,

[ Bk 72 51k]

« MR MEML - FAZE L, EMOTEHEZKIET 5,

o AREMILPMDA K UMEEAR— A_—IBHT 5,

[Hi8 &7 TEOR], Fhii Lo RICESEEHIRIND RN H D B D HE ]
LEMEE GRS, S FEROEBURDL & AFIORFTBEOHES 2 BT D, ARFEEN
B, VA7 R/IMEROE R 5 b3 0B &Il S D56, F I8z e 2 VR e RN
RO LN E & D WIEE T B R OCHERE RIS A U758 10i1X. BMOWET, BAm
FFELEOIET , BINOEMIER LS 2 itd 5,

BERTEM (X740 D0DBRERZITONDIAN AZ7400EA D21 FDBRERITH
ndA~) OER. BEfR

(22 atEpsT o]

MU MEMG R, KGR - EEEO NHI, IFHRERETE - T2 - sibtERRE &, WNowkEE (F
IRIRHERERSSE . RIS EERERESE . THRMHERERESE) | 1 BUBERIS, &hEE (REMER %
=) | k. Ok, BEEMTEGE, Vel RIS PSRBT, BMAE, B O KRR
EOMREE (X7 - NL—JEEEEZ G Te) | Infusion reaction, JRIFEREE (T )Y T
OEAEE) (A 274 PVORMEZITOND T~ OFK) | EtEEn (4730 76f
ArE) (X740 VORBEEZTOND H~ OF) | R, LB, BEUHRE
fRIE. I8 - MRIREME

(QEED)!

AHNZ X DEIERORHR ROz, BEIT U CRIER OIERSCAAFI R 5B 2 EE
NE RELFHRREMET D,

|@ERUNESPARTS) |

o MIABERRICH L., BE~OGHM O - IEH 2 KET 5,

o KEMILPMDA KUMEHER— L=V #lT D,

[fiB L7222 PEORY, FHi Lz RIS SR SN D TRt & 5 7 5 i ]
LEMEE RGNS, Y EROEBURDL & AFIO IR BEOHES 2 BT 5, ARG
5. UAZF/IMERO T2 58BN EE LB S D6, £ R e AR
RO DN E B D W2 e R CHESE FIE L U7 5121, BM OWET, B
FEHEDOEE | BIMOBEMIER S 2 BET 5,
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tICET HE - HEROFERY

5 EERTEMERTE. A3
) R &IMERTEID—&

5.1 EXaxeMERFEO—&

BROERRRLUERED
BIMEF . SO - 22 OSSO - FR - AT E S < RRRE OB (RO
A7)

BNOEEGREHERES

BMOEERETEME | HBEGLHEMNSYS | BB LGS =R WEED
ERIBOAM 7 BIEGEBIE FEDHFHA ) ERFEH
T HR B 1% A AP WEBRsE | KT VERH (2019 4E 4 A
565 A% )

BIBRARREZR RS T | 500 5 LEMEY | KT T TE MRS
FE KRR B L 381 B AR, r R AT S SR 4
HRYB AL HO R L T IRE | (VER (2020 48 7
B OMEFHRIED B % AT T R AR ) .

kG & LT REE L AR e 2 e e
TR A (ERRH (2022 42 7

A7)

HE AN R | 212 41 LTEMEEM | KT LA TE RS R
(RANbFHRIEDEHD) HWAERE, Bk e B b
xtg & LR e A AR T IR (WERR % (2024 4 7

FSCAE A A A& )
UIBRAREZ2HETT - B3RS | 200 f ZRMER | FEhER LA TE RS R
D I/l it R & WERE, Bk e B
PO - R O e =X LI N R T R (FERRH (2025 4E 7
A )
GIBRRREZ2 M A | 300 4 ZRMER | FEhER LA TE RS R
Haxtg b Uiz 25 W, H R AT s SR
# I RRATT R (TERk (2024 -7
AT T RE A ) .
AL TR F RN
(2025 4F 4Q #EH T
i)
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IR R REZ2 IEIEE | 200 43 ZEVEES | Ehi VR TE B
BE ARG L LI FEE AR B R R
RN AR T B (2027 # 1 A 0224
P E B RS R A T
E)
UIBBABE 2 BT T > | Mt BefcmEE | g Bl S E R
EIIN O T Neb ST VER I (2026 D2 M E
FRIGHLF HUN BRI HASHR AL I % T )
% OMERFFRE (18]
1500mg £ 5-FF) D BEHE
xfg L L8 G E
HBT —FZ _N— 2 A
([ it )
52  AMEICETHE - SROFEO—K
EMEICEATIRAE . | HEEEHENE | HIBELS =R WMEED
HERDZ T / BAZIEHIEL FEDRHA ‘ ERRFER
B
5.3 ) R &IMEETEID—&
BED') R &/MEES
BRSO E M EIRS T A NI X DIt - i
EMOY R &IMEES)
BIDY R &/IMEEE mB&ED N
D& FEOHY RIER 5
TIRE R & DMt | Boebitho o 6 » Atk T
EREFEF AT EM GEIERE | 22t e sy Ikt
HATAR) OFERk., BIAT
BEMTEM (37 007 | REMERHER Ikt
DIRFEEZ T HND T~ D
YER%, BoAf
BERTEM (X7 40> | ReMERHER F i
A V2 FOWBREEZITHN
5H5~) OFERL. EeAR
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