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® N3 EE (FIKBRTERE

TEAKERES)

AEEFRAARTHEBLTWDGrade & MedDRA versionld FeaeDEH Y T,

-Gradeld. PACIFIC:E B . CASPIANZ B . POSEIDON&LEE . HIMALAYAEE . ADRIATICE# B&IENCI-CTCAE (Common
Terminology Criteria for Adverse Events) v4.03. TOPAZ-1&8 . DUO-EZERIENCI-CTCAE v5.0IC#LC %,

-MedDRA versioni&. PACIFICE# B : MedDRA version19.1. POSEIDON:{E : MedDRA version23.1. CASPIANZRE :
MedDRA version21.1. HIMALAYAZ B : MedDRA version23.1. TOPAZ-1:{8 : MedDRA version24.0. DUO-E&{ B :
MedDRA version25.1. ADRIATIC&# & : MedDRA version26.1zEALTWET,

BRI TRICHAICEMAET o AEEZRICDVNT. EEBMedDRA versionE 2R3 EICIE. SEMEFEROMedDRA version & ERICTEE

LTWET,
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> 3. IRERTREER L TDOMR

FIREFEA™

>

(N)
B MR R (BEHRAIR X 2 2 T) 161
A% 5

EEQOTH* 3
HLEZIL 0
FIKBREREE TE 63
FRKIRIERETTHEE 48
BIERRERRE
TEARERE
1 VAR
FHEREREE - AT ¢
RCHRER

BEE

DEFR

SIEMEIE

ol M /MR ERBTR

B

[

BEOREEE

WEEE (X - N—EREZSD)
Infusion reaction

W

= ~NONOOOONNOOGI = O =

- W

POSEIDONG&ER ~

RIE MRS (AR A EEE) 17
XiE% 18
BEEOTH* 6
gz 1
FIKIREEETE 44
FRIRBRISHETUERE 25
BB RAEREE
TEAEERE
1 BUYEFR iR
SRR - AT &
LR %

BEE

DERR

EEMHBENE
ﬁﬁ'&iﬂ/}\t&ﬂi‘i’}‘ﬁ%?&g

~

N~NN—=O=NNO~N—=O00

fE ¢

BEEOKREREE"

HIREE (¥ - NL—EREESD) 17
Infusion reaction 15
SEEVESF IR ADE 10

AIT740V8 o hRfE |— &E

I L 155.0(1-406)
o 166.0(57-427)
-&——128.0(8-202)
REEEL
I ® 1104.0(14-378)
43.0(9-280)
® 95.0 (FREIERI141)
FEREL
© 43.0 (FREERI 1)
k ® 199.0(15-415)
RERL
-8 50.0(29-71)
207.5(80-335)

:|~ HERL

|——e——1 121.0(57-185)

o————————1250(16-213)
} ° 1 66.0(1-306)
o 131.0(1-225)
0 100 200 300 400 500 600 700 1100 1500 (H)

AIT40 D+ V2 N+EEEFIHRACFRER o thRfl 1 #H

} ° 1183.0(4-665)
—e [ 63.0(10-476)
[Py | 27.0(4-345)
© 70.0 GREHERI1 1)
I ° 1 111.0(1-598)
I ° 1 63.0(8-739)
e ——]118.0(42-189)
-1 105.0(84-189)
© 69.0 GREFERI1 1)
o | 29.0(1-970)
FIRLRL
|- 47.0(23-71)
/0] 34.5(26-43)
© 23.0 GREERI161)
RERRL
©154.0 GREAERI1 1)
} o | 267.5(107-428)
[&——————————139.0(23-224)
—eo | 40.0(6-908)
I ° [ 113.0(2-491)
e 1 24.0(1-397)
| o | 35.0(10-351)
0 100 200 300 400 500 600 700 1100 1500 (H)

A AEFCIIRRBEPEESNEFAOZENTE W KT /o AKFHIR LB EEMEESFORIERITEROERICE > T—o0ORIERDE

EFINTHBVET,

EBHTAVICEENZZRAICDOVTE. p.20LIEDOZIEDORIVIRRIC T ZHERB /20N,

% Grade3LEDTH

%% Grade3L LD EREE




R (DDF)

>

CASPIAN:ER w AITAVO+EALBH+INEY R o ki — @A
I MR R (BETSIEA A S T) t ° [141.0(47-365)
KB4

B 21.0(15-27)
BEOTH" l®1 16.0(4-29)
HLEZETL LU
FIRGERIE T 2 I o 1141.0(42-339)
FIRARSRETUERE 3 I ° 181.0(21-372)
BB RS I ° | 234.0(140-561)
TEAREEES

9
2
3
0
6
1
3
0
1RER™ 2 f—————-222.0(128-316)
FFHREREE -ATR 36 | ® 167.0(7-444)
WeERER O
0
0
0
0
0
0
0
0
1

®BELRL

W

B

Bh 9% - IR ERRAARAE

DERR

EEHENE
ﬁ)’é'l&liﬂd\#ﬁii&'}"lﬂﬁ?ég

BER
BEEDOREREE
HREEE (¥ - N—EREESD) 1
Infusion reaction 7 |-—23.0(1-48)
REMFRIKHE 17 — 15.0(8-91)

RRGL

59.0(23-230)

0] 100 200 300 400 500 600 700 1100 1500 (A)

ADRIATIC:AB& ~ AIT74VVF o hifE || HE
I MR R (TR X 2= E) 99 | ® | 56.0(1~594) 3
KEX 0 R®EAL s
BEOTH' 5 } ° | 339.0(167~604) =
HIEEZEFL 0 EBREL =
FRIRISEEETE 45 | ° |113.0(28~534) %
FIRBSHAETTEIE 35 & 20.0(17~254) =
BIBHEEE 3 | ° 1 113.0(21~309) El
TEMEEEE 2 |-e194.5(72~117) 2
1B 1 ® 639.0 (SR 141) &l
FgserEE-lF% 27 | | ° 1 196.0(29~748) 1E
ECHMAEX 0 BEAL A
BEEE 1 ® 55.0 GReEAERHI1151) &
R -EREARIARE O EBLL Z
DE% 1 ® 40.0 GRESERI141) D
SEHENE 0 HB|LL Xt
fEtE/MEROERBR 0 ERLL £5

B 1 ® 78.0 (SREERI1B)
Bx 1 ® 138.0 (3R4ER11)
BEEORBREE" 1 © 600.0 (R 5l)
WREE (XS N —EREEED) 7 |—e | 57.0(13~562)
Infusion reaction 4 |—e—| 43.0(1~72)
0 100 200 300 400 500 600 700 1100 1500 (A)

% :Grade3LLEDOTH
%% Grade3Ll EOR EEE
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> 3. IRERTREER L TDOMR

RIREFHA (DD X)
>

HIMALAY ARER

I R B (RREHRATIE % 2 5 T)
PNz

EEOTH*

HILEFL

FRRBR I BEIE T AE

R RETTHERE

BB RS

TEAHIEERE

1 BUERR S

FHBEREE - BT %

TRALHERRE

BEE

A9 - IR ERRARRAE

D%

EEHENE

et /)RR 2 1 5K B S

Bei %

=39

EEORBEE™

WREE (X7 NLU—ERHEZRD)

Infusion reaction

TOPAZ-1\5%
I R R (RREHRATIRE X 2 2 T)
KiER

BEEQOTH*
HLEFTL
R RER TIE
FRKBRRRETTHEE
BIBRRERRE
TEHHEERE

1 BURBFR TS
FriaERE = - AT X
ELHERRE

BEE

DR

EIEHENE

Ge gt /R A SRBER

B

PR

EEDORERE

HREE (¥ N—EREESD)
Infusion reaction
SEEMEAFREKIR A E

(N)
11
7

12
3

18

(N)

=N

(4]

AR 2WWOOO0OO0OO0OO0ON—==HOO=H=5n

=N

A 0% 2 72=1 5 : A ] —
. &
13700 o TRE | HE

| ° 1274.0(5-929)
—e 162.0(14-768)
[P 128.0(7-815)
[—e—————169.0(11-215)
e |22.5(1-266)

—————1169.5(18-269)

wEEL

HERAEL

I ® 188.0(26-1197)
I ° 1169.0(1-951)
[—&———155.0(7-149)

167.0(27-971)

I o
[——&—————197.0(27-242)
® 225.0 GREEHI161)

160.5(43-504)
1181.5(45-392)

RERL
® 518.0 GREERI141)
| 32.5(2-648)
1 32.0(1-731)

REERL
FERGEL
®

[ | 29.0(26-242)
BERL
e—29.5(13-61)
FRGL
[-0-141.0(17-65)
©® 40.0 GREIER161)

[-®131.0(15-47)
® 54.0 (BREERI16))

RELL

e 137.0(12:742)
® 550GREERI 1)
e 140.5(13-569)
® 337.0 (R &ER 1))
e 820(8-229)
F—e 1 85.0(29-193)

e [29.0(1-673)
I-e—| 28.0(1-65)

0] 100 200 300 400 500 600 700 1100 1500 (H)

AITAVIHTLYAEV+IRATSF U o hRfE | HF

b ° 1 190.0(11-529)
© 95.0 GREERI1 )
——e]118.0(48-134)
© 43.0(SRETERI161)
! ° | 104.5(1-394)
—e 1 96.5(41-246)
} ° | 206.0(86-511)
© 326.0 GREEI151)
© 186.0 (SREERHI141)
e 1 35.0(1-428)
};’éw{;b
I ° 1139.0(72-421)
®—150(4-37)
e | 65.0(4-403)
1 ° | 93.5(1-543)
20.5(6-89)
[0} 100 200 300 400 500 600 700 1100 1500 (H)

% Grade3LU_EDTH

%% Grade3L LDORF EREE




R (DDF)

>

L MR e e
AR GRawmiEss) ), | A [ oane s oo ¥
ABE g H_|}—0449'5(7-99) 222.0(23-244)
morw 3o
wiwEn o Lo
FRIRBRIRE(R TIE % I} . {130.0(15-441:51)35'0(1-570)
FRBRIETEE o) || o 14700979 150.5(15-672)
mEmems | ¢ SOOMEEIE ® 286.0 (SR EHI15)
TEAWERE O T
(L I ® 387.0 (SRR
PR o0 O o o 2es0)
s | T ey
e 3 222
e s 2 & 14a0Es 26
e
EEGENE ;?:157;;1, ° | 221.5(24-419)
SRR | V)
s Oz
.
sgogmess § T 0T ISE
HRIE (+5> -\ —ERRESE) 120 1O 255(0.222) 26501669
Infusion reaction gg e 22.0(1-85) 122001-770)
ISR 0 00n oosteEn
0 100 200 300 400 500 600 700 1100 1500 (8)
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erekis Gradeil Grade2 Grade3 Grade4
v4.03
-Gradel ATFICRD
Gradel LIFIc#k% F AR ZARE -
= g - o b
AEIDAE R v B P, CEROBEEC LT &5 % KAICHIE
|$3%5 % K AICHIE
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> 3. IRERTREER L TDOMR

3.2 BENRERIGICESEIERICHEEBLTEETSER

AXIT740 D AV21ROREICKY .. BEDORERSICEZEERAPREONDISEE. BYGENZHZTL. BE

KU THEMECEETRHRELT. A7 AP 21 RORE/PILL2 80BN LRREZTO>TI XL,

O IV ATaANDOTHRERMERICKY . BEORERISICERT 2EEXONDHRALABEBPKED
HOEONBDIEDHIET,

0 CNODRIERDEEMZSIDICIE. RIERERAREDIEETT,

o thDER (FREET. HrAR . BRREF) ZRRNT 2720 EHIZIEIT oTI/ZE0N,

0 ECRBRBDAHXIIBEEDNHDHE . BCREEB/DPEBRITO2ETNDIDHUET,

0 BEDRERISNDWLIE BEICEUTEMEEEEL AITA2 I AP 1RORE/#HEHIE. BIBRER
WEVRIORE . RIVEVRHTERE. A VA VEEFOBEYBREETOCLZE0,

0 BEDRERISICKDEIER (1RERE .. FIRREEETEZR) AATO4 NERICKOTHERIHEL
BOWVBRICKE. RRARERFERENHFTHZAT7VFI2T7"PI0T7I/—IVBRETIFIVEFORS
PRESNTOWELE L. REREEOHAXDBREICIE. FEEZFIZRITAREEDP D DDA >T7UF T
JEFEREYT. IOV /I BEVIFIILOEADPHEESNTOELE.

AT AITA D ATV AREGBRICHKB URERICH L TOA > T UF Y7071/ —IVBRET I F)IVIE WITNHRERKRIRE T,

o THlfEMANEROFTMICK ) AIT1 2D AVANRERTRICOERRBMERDPHOOND I EDH D7,
AIT740 D AV BEERTRLBERETFICIToTIZELY,

0 BEDRERIGICEDRIERDBRICEVNTIE. [PAREBRESARNIAVIVEEEICL TSN,

O KEIEMEAIANIEHSNTOWEVWEEERDPROONIBEICIE. ERIZH 21T o/ £\ BRIRABRE R
ISRV EE S CICRTELIETRESEICLTILZEL,

RPOKHS. AITA D AV21REET,

o | BMEROREICE U R R £ 1T S
l | - JLrzyn>i~2mg/ke/BRIFALBEBEHICHHT 5™

#¥1:Gradel ATICEELZE 1D BU LD T TRIBRERILELAIOREEHBT 5. AFIOKRKIIZSRI2BBLUANIC. BIBRERLEVHORS
EPTLRZUAY10mg/BUTOREXIIHLUEETH R TERVVGE . NIBIR5EICGrade3OBEEEXRDBRELLB AL AFDHRE%E
KAICHIET B,

D AYTURSTTOMER IR GRR)

AR CHRTT AR TR |
 BEUYYF (BEOWENEEOBILESE) N—F Iy MAIC SBEAMBIR X SMA. BRIEE. ERILERK BEIER . ERLE. R
A BERAF Iy ME BRI F Ty NG MBERN—F T MR IBRO RS :
| ROVTNAOREETTY O— ROBFKOUS IO BHFAR CHET+HRBAICRD)

| REEHSEEOEMMRICHERE NEEETHRE

| EEHDBEDRBIEABADRE GHPAHF CHRTHHRBAIRS)

| 2) STV ABETTFLOMER AR ()

| BBEEOBAMERREORE FEOARESED S BERSOEDRE T BABRRIS RIS NEHE

| TROMBBMECH B EGRISON

BB OB BB, . R

L —TRE%

| EMSERBEIC S BB BRI

| S B MRRIEICHE DRI RS ‘

2025F 3AKER

3) R tEIAA BARKEBZSR  DARBEFEN A NZ1 VB3R, £RHAR, 2023



3.3 BICEEERIBELEIERETOHR
EE xR (MR XEZT)

B FEMEES (MSRBEAEE0) PHOON. FETICESLAORESNTNET,

B PACIFICEHBR Tl RIBKMEFE M EHREEICKY Grade2 L EDOFE B & & (MSRHEXES )
PROSNEBERIRRABRBOBERANICEOVTRASNTOE L. ol AOHSHRRSED
HBEETE. WEEFEBORBROEEMUAI DB ERESNTNET (BEIIEAEEINS |
NZav)l BEERA (AR, iR, fiRiEE) 28R). |

BAIT7422 AP RERMICHEBE G TREMMESR (RSRMELZ2E) 2RHOTVREE. RUHE |
HitEkS (RERMRAZSE) OREEOHZBEIE. HICEHEKRERFZEEICRERLLZ0,

W RPRRROLD . R (ZWMOFHRLIRUSEBAL)  WREEE . SN FE. BIMS ORI, WES OERK
EIRDHERCERREMNE (Sp02) DEZLV VT BRERBREROXBRREFEXEL. BEZT7ICToT
<&,

W EEEMER (MFREEXES0) PRONLERICIE. EPDPICCTAX Y FEOREZRREL . IFEEK
HEFAECEELBEVRLEZTOTI/LZE0N,

B EEEMES (RARMERES0) PRONIBEICBAIITIOI. AP 1 NOBREZRERIEHIEL.
BIBRERIEVHOBREFDBEYNELEEITOCILZ0,
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> 3. IRERTREER L TDOMR

® ERFRIEIK RUREMR

thORE (FRBET . AR BRIES) ZRAT B8 REFEDH O+ ARBRFMAET 0TI,
(AR EEORKERROBRERR | RO [EAEBESOBKOLDOTO—F ¥ —MNEBEILT21ED.
RHRROLOIC. RERIAH . REPROMEAEIRE GEHRIEREEE0) PRONBHBEICIE. SpODET

IS TR AL
> FRIMMEEOREKERRUREMR"
ERPRIEIR B PP EREE . SR FEER . BDE . SpO2 DR T . BIAMEE DFREX
MBRIREFR FHHSRERSE  SFEREKEUEI . CRPLR . LDHER . KL-6 LR . SP-ALR . SP-DEF%
BEBCTATR TVHZAGE . REPS
IFIRHEEEARE TR HRMRTEE . ILRES

> EFMMEZOZHOEHOTO—F ¥—h"

| B | B5h | I |
I I I 1
IR SR
(R E ) BN

3 IPIREREE - 5 SPODIET - ggfﬁ
¥ B E OB =
=2
% _ e
= HHHR AR SRR WX HER DR
EX SpOq-KIEBEE2 % (4512821 BEHRCT Fii ”E
& (B3¢ DBEED B TP K
B F#-SpODET-
- Bl DEREY BERIS BAL
& o s E-3-1[:3
% H@‘E‘BX:’@EE mﬁ\ﬁﬂ/fﬁ{%\CRP\ﬁ?ﬁ%ﬁu\ * &=
2 BIECT (HRCT) BT KL-6. SP-A. SP-D. DLST IS
g BIEBCT (HRCT) }]%ﬁﬂ

. R . HERPTR B

BRI (BRI &
KL-6 KL-6 ! ’ﬁﬁ[fﬂl:%%ﬁ &E) FRED
(SP-A. SP-D) (SP-A. SP-D) B-DIh Eala
Yo AAHOTAVAAR
(57

MEZA EE DNARE
MREZRK EE DNAKRE
Za1—EYAFADNAKE

1) BAWREY S ZHMMEEOZE RROFF S E2RERZERR  EHMMES 02 aROF5|E [HE2IR] —REFEABATREF S, 2018
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® ¥Hn;k
BEER R BREHERS (CALVE X LE A S EICBRELATREABZICLTAEZL,

RPOFFE AT AV 82T,

>
e Gradei Grade2 Grade3 Grade4
v4.03
RN ERD BB BEOERD S esEht
BRERFIR E /1% NRREAETD | - BOEYOREEE e
% .
i REFROH SOBYLAORE | BIECONR e
SREAEEAL HESEEN S DHIIR MEAETS BT
ATICHBET -
AAIOLE I 12546 i;ﬁ_{e;;g‘ déﬂl AEIOI5 A KA
Jkzvynori~ e o
HLE - ome/ke/BRIHELE ;H;;j&fg%j_%@g kg/BEXE
EEBICRATS = PR
7407y
-Grade3X|F4IZE1
Lt ARIORS
JRDE KA _
W‘@f?@ Grade2lcBLLI _’&’m‘ s BB R B AL T HIORE D EBE I HIFID
MIERY  geameng | DB p esieses
BELRVES ’ HEX DRI * a
KI5/ BREEST
%
TERS B Gradel LI FICEELEE. 15 B EMF TRIBRERIVERIORHRE R
WELLEA ¥
-Gradel I FIC®EL
%)
AFIDHREAS. Jé_f‘i&gﬂb? .
N ETRTRE S _ BB R % .
PR R5BHTLK=UD
%S >10mg/BUT D
ERSANEE THH
LTULB*e

1 REQEMR. AARPKRMOBNY) . BEOHER . £HROBEEREETT,

H2IABEK - BK. BEOER. ML OER. ZONRDFIRET. B/ TRAWVIREE ST, San#tiFIC (B LeEEZ1TOLT) BELRRE
ROZDEY) DEEZEDITOIENTEDREELD,

X3 AFDRIFESRI2BBLUNIC. BIBRERILEVHIORSEHD L NZUO210me/BUT ORGSR FHEEEE THR TEHRVZE L AH)
D3R5 7%KACHIET B,
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> 3. IRERTREER L TDOMR

® RELIKR®

FERROREMMBITRICE T SHBEEMER (RERMEXZSE) BEERIE. TROZEUTLE,
PACIFICEHERTIE. 2FEHICHNBRAAEFICSVWTHEEMMES (MR AZ 20 BEERPSVEET
BOSNTVET, BB IR L. A ITAVDHRO TS CRBETENTNEL. 2% RVA7.5% (HAA
£H). 20.2%KX015.4% (2FEH) (CROONEK LT,

>
PACIFIC:{E&
1374>210me/kg 2BRERRIES T2 R2 AR ERRS
(N=72) (N=40)
HARANER ©Grade*' | Grade3Xk0'4 ERIFSET £Grade Grade3X04 RIFIET
53(73.6) 4(5.6) 1(1.4) 24.(60.0) 1(2.5) 1(2.5)
13X 74>210mg/kg 2:BERE RIS T oK 2 AR RS
(N=475) (N=234)
2AEH £Grade*? | Grade3A&U'4 ERIBIETC £Grade Grade3XU4 ERIFIETC
161(33.9) 16(3.4) 501.1) 58(24.8) 6(2.6) 4(1.7)
POSEIDONG:E&
(374> + V1 NES BRI EEEE N=20) B 2F| R AEE (N=27)
AN £Grade*® | Grade3X04 ERIRSET < Grade Grade3X04 ERIFSET
2 2(10.0) 2(10.0) 0 13.7) 13.7) 0
':%; 3747 + V1N BEERIGR R AR (N=330) B A A FEAEE (N=333)
? SIEm £Grade** | Grade3x04 RIRET % Grade Grade3XU'4 RIFET
%
?}g 17(5.2) 4(1.2) 1(0.3) 2(0.6) 2(0.6) 0
Fg CASPIANER
g AZI T4+ ESEF T MRS REE (N=18) B£EH|+T MRS NEE(N=16)
it - £Grade*® | Grade3XkU'4 HIRIET £©Grade | Grade3RU'4 EIFIET
= HARANER
1(5.6) 0 0 0 0] 0
AT +ASEE T MRS RE (N=265) HE®F)+I MR NEE (N=266)
L& £Grade*® | Grade3KU4 ERIBISETC £Grade Grade3X04 ERIFIETC
9(8.4) 2(0.8) 0 6(2.3) 1(0.4) 2(0.8)
ADRIATIC i B&
AT (N=19) TZtARE (N=31)
BA £ £Grade*” | Grade3&U4 RIRET % Grade Grade3X0U'4 ERIRSET
10(52.6) 0 0 14(45.2) 2(6.5) 0
137428 (N=262) TZtREE (N=265)
ShER £Grade*® | Grade3K&U4 ERIFSET £Grade Grade3X0U'4 RIFIET
99(37.8) 8(3.1) 1(0.4) 79(29.8) 7(2.6) 0]
B8 (%)

BEOSVIRICTROESVBRESNTVET,

* 1 IREHRIERBIRA . bl 2. FEMRRR 2 [ RGHRIERIE L. FblA . MELRRS . UM E MR FIRMEE 3 L« 4 fhiEk.
BB MRS . e b2 ST RRAnI A 5 MEMMAER «6: K. MEEMRS. SSELMR 7 ETHRRMEA. k. REkE
B+ 8 IRETHRABIA . Fig A . ettt R . HEMIES

) AEEHCRERBRDPEESNEFASZENTHEVET,
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HIMALAYA# 8%
AIT142+(PaREE(N=34) AIT14> T8 (N=45) VS T71Z 78 (N=29)
A £ %£Grade*® G;gis #RBSET £ Grade*® G)rfgig TR £Grade G)rfgiS RIRIET
1(2.9) 0] 0] 1(2.2) 0 o] 0] 0 o]
1374 I+121 88 (N=388) 137423 (N=388) VT 7T 7 (N=374)
SRR £Grade*° Gggis BRIRIET £ Grade*™® G)';gis RIRET  2£Grade Gggis LRI T
11(2.8) 0] 2(0.5) 7(1.8) 1(0.3) o] 3(0.8) o] o]
TOPAZ-1#&5&
ATV I+TLIRE I AT ZF B (N=37) TSR+ LI BRE+IATSF V8 (N=41)
BANE[ £Grade*® | Grade3XkU'4 RIRET “£Grade Grade3X 04 ERIRIET
1(2.7) 0] 0 0 0] 0
ATV IHTLIRE AT SFVE (N=338) | TR+ TLIARE S ATSF 8 (N=342)
SRER £Grade*"" | Grade3Kx04 LRI £ Grade Grade3X0 4 HRIRET
4(1.2) 1(0.3) 0 6(1.8) 1(0.3) 0
DUO-EitE#
13719+ AT+ LIS—H+ =Rl (d=abgr
BEEFI R EEEE (N=30) B2EF AR %R (N=26) (N=32)
BAAEE 4£Grade*! erzagis RIRFET £Grade*! erfg‘ZS BRIRSET | £ Grade G;gis BT
3(10.0) | 1(8.3) 0 20(7.7) 1(3.8) 0 o] 0 o]
(3IT7405+ A3IT42 I+ LIS—H+ B2 R SEAEE
BLEH AR ER (N=235) BL2aRLEE = (N=238) (N=236)
%R 2erace” U290 mpme 2erade 290 g 2Grade O20°%  mRze
4(1.7) 2(0.9) 0 14.6) | 4(1.7) 0 1(0.4) 0 o]
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> 3. IRERTREER L TDOMR

® ¥HLi%
BB EHRICHOV I EEEH EICERTELAETRASZICLTLEZL,
KAPDOAKRENE. A T4 A2 REET,
>
Bl Gradei Grade2 Grade3 Grade4
v4.03
R—ATAEHNT
7TELLE/BOHE
N=ATAVERNT | N=ASAEthNT | EEEN
<4[E/BOBHEREL 4~6[E/BOHHEE CfBE
- 111 i ABEETS ERERDT
CR—ASAVERNT | RRASAVERNRT | N-ISAVERNT | - BERMBEETS
ATATFID S OHEt ATATFID S Dkt ATAIPID S OHEtt
£ H eI s BHBEICHE
CBOEYOBEEE
BE DEIRR
SERAL s - BEQEEI DS
. R R \ o BEEHOEL EREBDT
B " RESETE S 7 S
I FEDS ASTRMEDR | npmassETs | REBLEEETS
SAEAEBER  FERERAER D4 B
- Gradel U FIckS AIT4>2EA(Ta N B AEIOFRGZEKAIC
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% 7407y
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z RUSFERD i;iiﬂ;aﬁ < - Grade4ICB L5 AFIDBESEKAICHE | EEPHOREHEHE]
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® 15 /BRERST S
ek B Grade 1L FICEELAE. 15 ALLEM TEIBRE IV ESIOREE 8
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BRERIRER . EHIC N —
S BIBREGRILEVHIOIREEDN TLRZVOY
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24

BRINEVHIOBRSEN 7L N=UO>10meg/BUTOHREXFHEBFE TR TERVNEE. X



o RIKR®

BRBOZEMRITIRICEIIDRBR RV TRBERRIE. TROEEVRESNTVET,
BH. KBABEEERIL. CASPIAN

B (BAAER) . ADRIATICHE (BAANER) . TOPAZ 158 (HAAEH)

TIRBEENTBIEEA.
> KBAREER
PACIFICE#E
1X7+>10mg/kg 21BEERES (N=72) 7oK 2BREERRS (N=40)
Bxi&ks  2Crade*’ | Grade3hU4 | &R £Grade | Grade3RU'4  EIRET
2(2.8) 0 0 1(2.5) 0 0
1X71>210mg/ke 2 BRERERBES (N=475) 7oA 2 BREERERS (N=234)
SEER %#Grade*? | Grade3RkU'4 ERIRIET %#Grade Grade3XU4 EIRIET
5(1.1) 1(0.2) 0 1(0.4) 0 0
POSEIDON B
AT I+ B BFIH R FER (N=20) BE£HF R FEER (N=27)
BAAER “#Grade*® | Grade3Rk0'4 EIRIET %£Grade Grade3XU4 EIRIET
2(10.0) 1(5.0) 0 1(3.7) 1(3.7) 0
AT I+ TN+ EE BRI F R ER (N=330) BERA R ER %R (N=333)
SRR £Grade** | Grade3RU'4 EIRIET £Grade | Grade3XkU'4 EIRIET
18(5.5) 7(2.1) 0 1(0.3) 1(0.3) 0
CASPIANGABR
{742 +ESEF T MRS NEE (N=265) H&8HF+T MR NEE (N=266)
L& £Grade*® | Grade3Xk04 HIRIET £ Grade Grade3 X014 HIRTET
& 2(0.8) 0 0 1(0.4) 0 0
% ADRIATICB&
AIT4> T8 (N=262) 7ot ARE (N=265)
SrhER £ Grade Grade3XR 04 HIHIET “«Grade Grade3Xk 04 IR T
0 0 0 3(1.1) 0 0
HIMALAYA:RB&
AIT1> I+ 2 R (N=34) (X742 (N=45) VS T7I=T7F (N=29)
BAAikm £Grade*® G)gag(ZS ERJFIET | £Grade G)rfgig ERJRET | £Grade erfgis IRIET
2(5.9) 1(2.9) 0 0 0 0 0 0 0
(X742 I+ 221 K3 (N=388) 137> (N=388) VS T7I=T78 (N=374)
45k 2Crade*’ G;gis ERIFFET | £Grade*” G)rfgig ERJRET | £Grade G)rngS IRIET
12(B.1) | 821 0 3(0.8) 0 0 2(0.5) 0 0
TOPAZ-1i{5&
AITAVIHTLIBRE+SATZF VE (N=3838) | TR+ T LA+ AT ZF 8 (N=342)
2R E £Grade*® | Grade3XkU'4 ERIRIET 2Grade | Grade3kU'4 HIRET
1(0.3) 1(0.3) 0 2(0.6) 1(0.3) 0
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>» THIERESESR
PACIFIC&tE%
1374>210mg/kg 2:BEERES (N=72) T oA 2 AR MRS (N=40)
AR £Grade*' | Grade3Xk0'4 ERIRIET % Grade Grade3MU'4 ERIRIET
9(12.5) 0 0 8(20.0) 1(2.5) 0
(37>10me/ke 2BRIRIRIES (N=475) 75 tR2BEEmERS (N=234)
SRER £Grade*? | Grade3KU4 RIEIET £Grade Grade3X&U4 RIFET
87(18.3) 3(0.6) 0 45(19.2) 3(1.3) 0
POSEIDON;:{E&
(374> +4 V1 N-ESEHIGRLEERE (N=20) HEHF AR (N=27)
BAAEH £Grade*' | Grade3&04 RIRET “£Grade Grade3XU4 RIFET
7(35.0) 1(5.0) 0 6(22.2) 1(38.7) 0
(37409 Y aN+ELEFEIH R R EE (N=330) B&EF R AEE (N=333)
SIAER £Grade*® | Grade3&Rk0'4 LRI 2 Grade Grade3X&U4 RIRIET
71(21.5) 6(1.8) 0 51(15.3) 5(1.5) 0
CASPIAN: ER
AT +FASEF T MRS RE (N=18) BEEH|+I MR REE(N=16)
AN £ £Grade*' | Grade3&U'4 RIEIE T £Grade Grade3X0 4 RIFET
1(5.6) o] 0 2(12.5) 0 0
X742 +ESEE+I MR RNEE (N=265) HeEE+I R RNEE (N=266)
ShEM £Grade*' | Grade3Xx0'4 RIRET “£Grade Grade3X0 4 BRIFET
& 26(9.8) 3(1.1) 0 30(11.3) 3(1.1) 0
E% ADRIATIC:E&
& 374>V (N=19) 5t AR (N=31)
AR £Grade*' | Grade3&U'4 LRI T 2 Grade Grade3Xx0 4 RIRIET
3(15.8) 1(5.3) 0 5(16.1) 0 0
AZIT40 T8 (N=262) 7 otARE (N=265)
SRR 4 Grade*® | Grade3&0'4 LA £ Grade Grade3 X 04 RRSETC
30(11.5) 5(1.9) 0 22(8.3) 0 0
HIMALAYA i B&
AT+ REE(N=34) AIT74> 28 (N=45) VST T (N=29)
B £H £Grade** er?gis RIRSET £ Grade** G);?gis TR  £Grade G;gis ERIRIET
8(23.5) | 2(5.9) 0 9(20.0) | 1(2.2) 0 11(37.9 | 2(6.9) o]
1374+ 1 K8 (N=388) 1371228 (N=388) VST ZTJ# (N=374)
SAER %£Grade*s G;gis IRSET £Grade*® G);agiS TR  =Grade G;gis HRIRIET
105271 | 18(4.6) 0 58(14.9)) 6(1.5) 0 167(447)| 16(4.3) 0
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TOPAZ-1:58 (HAAEH) . DUO-EERBR TIIBRESNTHEUE A

>
POSEIDON&tE&
742 Y V2R +EREAIFRIFREE (N=330) BERAHRFARER (N=333)
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1(0.39) 0 1(0.3) 0 0 0
TOPAZ-1:#5
ATV IHTLIBEY+IATSF U (N=838) | TR+ T LI REV+IATS5F 8 (N=342)
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FIXBREEREIE T IE
BARRBRICEVTRRBEEETEOABTEZRPRERLTVDHEICIE. RILEVBFRFEREDERKRER
ISISUCTeMBEAT DI ET A ITAV I AV NOREERITT 2 ENFTRRLRET L, BIBHERED
HHELTVBBEICDONTIE. BIBHEREOXLE (0.36) &BRLTLEL,

o BRI

BRBORLUBITTRICHI2PRBBEREMEERIE. TROEBVBESNTNET,

hd. FIRBEEE TEREER RO RIRREEATEEEESERE. TOPAZ 128 (BAANER) TRE|EIIT
BUELA.

£/, RIRIRIAETEEEER(E. ADRIATICHE (BAANER) TREBESNTHYE LA,

> FRIRBEETERERR

PACIFICH B A
1374>210mg/kg 2 BREIEIREES (N=72) TR 2 BEERRS (N=40) fz
AN £ £Grade*' | Grade3&U'4 IR T £Grade Grade3X0U4 HRIFSET g
9(12.5) 0 0] 4(10.0) 0 o]
12 74>210mg/kg 2BRERERES (N=475) T2 R 2 BRI ERRS (N=234)
ShEM £Grade*® | Grade3x0'4 BRIRET £Grade Grade3XU4 ERIBIET
63(13.3) 1(0.2) 0] 7(3.0) 0 o]
POSEIDON it B&
(374001 NMESEEIFR R AR N=20) B&EF R AR (N=27)
A £ ©Grade*® | Grade3&U'4 Lo A £Grade Grade3&x0U4 HRIRIET
2(10.0) 0 0] 1(3.7) 0 o]
AT+ 2N ESREIHB RS (N=330) B&&F| AR (N=333)
L& £Grade** | Grade3x04 RIRIE T £Grade Grade3X0U4 RIRIET
44(13.3) 0 0] 7(2.1) 0 o]
CASPIANGER
AIT74>T+aSEF|+TI MR REE(N=18) BE8F+T MRS NEE (N=16)
AN £ £ Grade*® | Grade3xR04 ERIRIET £Grade Grade3 K04 BRIBIET
1(5.68) 0 0 o] 0 o]
AT O+ASEF T MR REE (N=265) BH&EF|+T MRS NEE(N=266)
SRER £Grade*' | Grade3X&U4 HRIRIET £Grade Grade3 X014 HRIRIET
A 26(9.8) 0 0 4(1.5) 0 0
% ADRIATIC B2
i {3742 S% (N=19) TSt AE (N=31)
BAAEH £Grade*® | Grade3Xk0'4 BRIRSET £Grade Grade3X 04 HRIFET
4(21.1) 0 0] 1(3.2) 0 0]
1371428 (N=262) TZARE (N=265)
SRR ©Grade*® | Grade3&04 Lo A £Grade Grade3 X014 IR
45(17.2) 0 0 13(4.9) 0 o]
B (%)

BEOBL B FROCSVBESNTOET,

* 1 1 IRBRMEEE T MR FRRBRRBR LB N+ 2 © FIRBRMARIE T/ P FRIRBRRISUR L B S0 Y DSV 3 AR
WRETE *4: PRIEEE TE. DRFRBRHASL T BB O+ WY NUI—RFOZVEY %5 FREREEEE L. B5t
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) AERH R R P TESEA OB ENTHYET.
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> 3. IRERTREER L TDOMR

> RIKRERETERESER (072

HIMALAYA i B&
AT+ RE(N=34) AIT74> 8 (N=45) VTSI T (N=29)
A £ %£Grade*® GggZS #RBSET £ Grade*® Gzrtagis BRI | £Grade erfgis HRIFIET
7(20.6) 0] 0 2(4.4) 0 0 3(10.3) 0 0
374>+ 14Y 2 KE (N=388) 137148 (N=388) Vo178 (N=374)
ShEM £Grade*’ G;gis ERIRSET | £Grade*’ Gggis IR | £Grade Gggis HRIFSET
55(14.2) 0] 0 29(7.5) 0 o] 21(5.6) 0 o]
TOPAZ-1:58%
AITAVIHTLIRE AT AT ZF U # (N=338) | T R+T LI EZE A AT ZF 8 (N=342)
SER £Grade*® | Grade3XkU'4 RIRET £ Grade Grade3X0 4 RIFET
26 (7.7) 0] o] 11(3.2) 0 0
DUO-EiB&
A1IT74>0+ A3 T4+ LNS—T+ =Rl (=95 i
BeRFIFREEEE (N=30) B£8R tR TR AR (N=26) (N=32)
HAANEE 4£Grade*® G;gis BRI £Grade*® G;gis TIRIET  £Grade G}?giS HRIFSET
2(6.7) 0 0 2077 0 0 0 0 o]
(3T7405+ A 3T+ LS+ =Rl (=95 i
B&EAIHAEE LR (N=235) BeEHIHRATEE AR (N=238) (N=236)
SHEE  2Grader® 93963 | gmmmp agrager Oraded | mem  aGrade  OradeS | gimzp-
RO4 v RO4 ” RO4 -
40(17.0) 0 0 37(156.5)| 1(0.4) 0 13(5.5) 0 o]
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FRRBRRBA )L B8N TS ERIRBRIRREIE TE . SRR EFIRIRIEREE T™E ST > D KERRAEE TE . I FRRBRRISR L 2480 JR3E
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FIRIRHEEEETAE #1014 X7« I+ BFHIHRERER | RIRRMAEETE . MAARIRIRRIERIL 80 R RIRIREREE TE. MY
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) AEEHCRRRBRDPEESNEFAEZENTHEVET,
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BHEE

> BURIREETTEERESER

PACIFICiE%
1374>210mg/kg 2:BERRES (N=72) T oK 2 ARERIRS (N=40)
A £ £Grade*' | Grade3&U'4 ERIRIET 2 Grade Grade3XU'4 ERIBIET
8(11.1) 0 0 2(5.0) 0 0
{374 910me/ke 2 BEMRIRS (N=475) 75 tARBRIMmERS (N=234)
SREM £Grade*? | Grade3&U'4 BRI £Grade Grade3 04 HRIRIET
48(10.1) 0 0] 7(3.0) 0 o]
POSEIDON##8
{3742+ D1 MBS EFIGREERE N=20) BeEF HFREEREE (N=27)
BAAEH £Grade*® | Grade3x0'4 BRIRSET £ Grade Grade3XU4 HRIRET
1(5.0) 0 0 0] 0 0]
(3740 I+ 1N+ EEI R R RE (N=330) BSEF| RS AR (N=333)
SIAE 2 Grade** | Grade3&U'4 BRIRIET £Grade Grade3&04 HRIRET
25(7.6) 0 0] 4(1.2) 0 o]
CASPIAN B
AI T4 O+ASEF+T RS REE (N=18) BHEEH+T MR RNEE(N=16)
AL £Grade*® | Grade3&U4 RIFIET “£Grade Grade3 X014 BRIRIET
2011.1) 0 0 o] 0 0
AT O+ASEF I MRS REE (N=265) BHEEF|+I MRS NEE (N=266)
SAER £Grade*® | Grade3K&U4 IR “£Grade Grade3 X0 4 RIRIE T
31(11.7) 0 0] 1(0.4) 0 0]
ADRIATICiE&
AIT4> 28 (N=262) 7 oREE (N=265)
SRR £Grade*® | Grade3Xk0U'4 L A % Grade Grade3X 04 RIFET
35(13.4) 0] 0 501.9 0 o]
HIMALAYA & 5%
AIT1I+12aREE (N=34) AIT74>8 (N=45) Vo JTZT7# (N=29)
BAN £ £Grade*! G;gica #RJRSETE | £Grade Gggis LIRS | =Grade Gzrzagifi ERIFSET
7(20.6) 0 0 0 0 0 0 0 0
A1IT4> T+ 188 (N=388) 1374228 (N=388) Vo178 (N=374)
spmm  20rade” G908 gz scrade 490 mme 2Grade U290 mmz
46(11.9) | 1(0.3) 0 15(3.9) o] 0 4(1.1) 0 0
BIE (%)

BEOBVIRICTROEBVRESNTVET,
* 1 FRIRERBERETUESE . M IR RSN L BV D
* 3 FRIRIERETTEEE  * 4 FIKARIE
* 5 FRBRIERETUEESE . FRIRBR K. MAFRBRRIBMAIL T RD . BEREERRIRA  + 6 FIRIRE
FIRERE. MUI—FFOZVEIN. BRERRER BT OF> 28N, YrOF> 28N BaE s 3 — NFOoZ 28N
EAE. MAFFRIRIRRDSA L BV ED . BRIRA . REERRRA. BCREERRERA . ERIERIRIRA.
EE. FRRA. MPFRRBRRBFILVE RS YOF>28m. NI -NFOZVEN. BCRRERIRERA
ENTEFOEENTHEVET,

S—RFOZEM
RS EHD
*7 . AIT42 T+ T2 REE BIRBRE
AITA D8 BRI
) AREEHIIESREBRD

e,
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-
EE

PRz
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PREp.

BEJL

L

BEJL

* 2 FRIRERISRETUEE . MR RBRRIB AL TR BIREBRA . B REERIRERE
HIE . A FRIRRIMAIL TV BD . BEREEFRIRIRA . FIRIRA . BB Y O+ 238, Wb
HEE . IARFIRAR
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FES O FNF Xk N

EEOBVIRICTROESVBRESNTVET,

* 8 FURBRIERETUHEE . MAFIRERRISAIL BV B R (O F S 2180 BRRBRMRIRIRA %9 A IT > I+aSRFAIFRLERER:
MR A IT > D+ LN+ ASRAHRALERER  FRBRL %10 /7> V+ASRFIHBSRER | RIRREEETTEE.
MARRRERRSA L TS . BT REERIRIRA . RAEERIRIRA . RIRIRA . BURIRIRA . A I 7> D+ U LN+ A RE AP RRRE
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BB HREEE

B EHICRIBHERE OMEKOCERPBRKAREEOET=2U T 2T oT/EE0 o BREICSIELT
HEACTHREFABRE 21T T EE ),

W EEDPROSNEBRICIE AITAVI APV1RORE.BIBREFRIVEVRICEDARXIIBBERE
FIVEVBRBEFOHEYLLEEIT OCLZ0N,

B EBRERESRONDSERIL. EPLICHFREFIEEESL . BYRLREZIT OTILZ,

]

® BRFRAEIR R UREFR
thORE (MEBEDRBET. HHAE. BRES) 2BRNT 220, RRBEDD D+ SR ERTMET>T
<EEL,

> EIBHEREORKERRURERR"

JRFEMERIBAEAE R MERIB T RAE

<TANFY—INRZEIR>

PSR RN BATIR, AR OBRER (B0 B, R AL JBRARLS) . MEET (FIL
NAFOYDORZEHEE) . FEHEE (B BIR. T, WEEY). 3. EnEER. B

EEEERE LR <7rROTURZEIR>

ZHDIRE - BLEDORE

BFRINE (A . B FEDORE . JTUR. FLE .
FRAEICEE)

]
2
i
53
=

B FVUIE EfE (4 ug/dLRH) BTV —ILE HEfE (4 ug/dLARTH)
REFME | - IePACTHIE : ERE~E P ACTHIE BB~ %18
- CRHEHICH T BRI BARS - CRHEHICN T BRIS B~ AERUS
- BIREER X% | BE I PRIBEOBRICEE (0
BgiEE PIREMZ RIS 2) MR FEA— N EE— R TIPS T
BERBCT : BUBEA (Rt 7 Y > 41H) HIE RO SRR OF AR

BB ZER (FBRE7>V®m)

D BEARNDBERED BBV — 22 RIBREREETECZMOAFRICE T 218 BRADMWSRES, 91 (suppl), 1-78, 20156 KU1ER
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> 3. IRERTREER L TDOMR

® W%

FRIREBR SRR IC R UV EW LA Z © &I

RELLTREZEICLTIZZ,
RPODAFE A I T4V I A VINEST.,

>
(\:/1066‘5 Gradei Grade2 Grade3 Grade4
SFERPEU
SEmemer | BATRELGRE REEOERDH D BEOERDHD EREEHT
RS FRR D NREREEETD | - AREETS BENBAETS
SREAEEAR(
AHIDALE I;yﬁwﬁ BRERIICERDRE T BE CARIZIRE
— B CTLRZVOV1~2me/ke/ BXIGALBEESICEIRT S
! BREREERICIS UL B BB R E 5 ICBIRT B
74#0-7v7
FERDEAL Grade2Ll EICR&IEL
EMEﬁﬁ B A . BRERMICER | BIBRERLEFIOEEDHOREINEIR RS /HAERTTS
wE poigs | PEETBETHAE | - BIERICE LA B BITRAE M 2"
= T+
EIRDS N Gradel A FICEHEL#%. 17 B EMF CRIBRE AL EVRIORESE HH
HELLEE T3
ARH DR
BR5Rek — ESHPREL. DDA IO—ILENTNDS
St

%1 & Gradeld [BEH#

B2 ITDWTEET 5.

1 FRRREEETEDFET 2B E(CIE. ENODLFU Y OERSEFEITVN. 5~TERD SRRV TV BFegEzn LTS,

(AEHEEAN BARKEBZ SR PARBREN A N1 >V EIR, /RHR. 2023)



® FRIKR®

EHBOREUBRITHRICHIIRERERERIERRE. TROCHVRESNTLET.

%, PACIFICE S (BAALEE) . CASPIANE B (BAANER) . ADRIATICER (HAAZKER) . TOPAZ 175
(BARAER) TRBESNTHIELRA.

>
PACIFIC 5
13X 74>210mg/kg 2:BRERERES (N=475) T oA 2 BRI RERIRS (N=234)
SRR 2Grade*' | Grade3Xk0'4 RIRIET 2Grade Grade3X U4 ERIRIET
1(0.2) 0 0 o] 0 o]
POSEIDON i E&
AIT4V I+ 1N+ BLEFI B EERE (N=20) B&EF R EREE (N=27)
AN £ £Grade*? | Grade3&U'4 RIRIE T £ Grade Grade3&U4 LA "
2(10.0) 2(10.0) 0 0 0 o] 2
b
137400+ 1 MBS ERIGR R RE (N=330) Be&F| HREE AR (N=333) E
SRR £Grade*® | Grade3x0'4 IR % Grade Grade3X&U4 HRIFET -
8(2.4) 2(0.6) 0] 0 0 0
CASPIAN B
AT O+ASEF T MR REE (N=265) HE8H|+I MRS RNEE (N=266)
SRR ©Grade*? | Grade3X&U4 LI A £Grade Grade3 X014 RIRIET
3(1.1) 0 0 o] 0 o]
ADRIATICiE&
1IT71> 28 (N=262) 7ot RE (N=265)
L& £Grade*® | Grade3Xk0V'4 RIRIE T £Grade Grade3X0 4 RIRIET
3(1.1) 1(0.4) 0 0 0 0]
HIMALAYA &5
AIT4I+(TaREE (N=34) A3IT71> 78 (N=45) VoI 7 (N=29)
AN £ £Grade** erfgis #RJRSET £ Grade*t Gggis #RIRSET | & Grade G;fgig ERIFSET
2(5.9) 0 0 1(2.2) 0] 0 0 0 0
L3742+ 21 RE (N=388) 1371428 (N=388) Vo178 (N=374)
SER £Grade** G;gi?’ #RIRSET £ Grade*t G;gis #RIRSET | =Grade erzagifa ERIFSET
6(1.5) 1(0.3) 0 6(1.5) 3(0.8) 0 0 0 0
TOPAZ-1:it5%
AITAIHTLIAEC AT ATZF VB (N=338) | ToR+TLIRZE S ATSF B (N=342)
SREM £Grade*? | Grade3XMU4 IR T £Grade Grade3 X0 4 L A
4(1.2) 0] 0] 1(0.3) 0 o]
BIE (%)

HEOBWVIRICTROEEVRESNTOET,

* 117DV BIBHEETSE 2 BIBHERS xS BIBMETS. VLA FOAANNRZE *4 A7+ Y21 R BIBHETS.
13712V BIBHETE

) AEEHCEERBHEDPBESNEFASEENTHVET,
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*5 RURIBERERETE 6 IV I+ASRAMBLERER  BIBRETR. A IT7 >V VHU LN +ESRAIMBERER R
HEURBREARETS

) AEHCSRRBRDP B ESNIEFABEENTHVET,

FES O FNF Xk N

3.
%
B
-
3
&l
#
3
&
Z
()]
5
R

EMmMG S

38




TEAEERES

B EHHICTSH, BERETIROERT4FORBEBPERD TR 2T &7 OTLLEN, e BEICHL
TEHACTH. 2FYV—IL TF RO BRI EVEDREBZITOTIEZL,

W EEPRBDOONTBEICEAITAOI APV21ROARE. BIBRERINEHIOBRERIEFRIVE FHFE
EFOBEYBMEETOCI/ZE0N,

B TEFHEREIRONDIERIL. BPDICAFBEFIEEESEL . BYRLEZITOTILZ,

® ERFRIEIRK R UREMR
thOIRE (WIS ORBHET . AR BRES) ZIRIT 270  REFEDTDD+HRERREFAETT 5 T<EE W,

> TEFMEREETEORKEKXRRUBRERR"

<ACTHBETE> <GHBTLE> 5
PR B BRTR. AEHD SRR (B o — _ 2
. & ARXIFHET. NN KT o
DB (ERY. TR ) /A T M5 s (Im5 ?ﬁf ,,W{i;g;@“;ﬂ%@ 73,@); s
e P A S BN =\ N = 7 ~ =
70 W 22, WAL SER B BIEDRE | gy paemsiin. T AN/ by TN, (B =
BRERTER <T;Hﬁ;mﬁ'lifﬁ> o . T.BE2ERT.HHETH
THRIET. OB LESIR. Bk, HES <PRLSBETFE>
<GnRH (LH. FSH) 5 #ETiE> -EGBROZITIMET

BT MAMET . DI, THE, B EOB | < pptorop ores
e . NN TN AARRIE

%\ﬁuﬁﬁ .Dig\gﬁ,}z\%;ﬁ(
N <GHH#FLE>
<ACTH#HMETRE> Sl o
MR F AR R T e | CHESDCRADTEERLEDAETS
ET. mhACTHIES B2 <PRLZZETE>
<TSHABETRES . e PRLEBMEDE T CERERTE : L\ Fhe
BREMR - " N _ | 1.Bng/mLXk®) &
- R T SHAEE~ B B E . MR A RRAIL TS (I I
R T4) EE % <ADH#BEEE>
RE3.000mL/BLLE. RBEE300MOsm/kg
< . >
GnRH (LH. FSH) 5T LU i ADHME © miENa s b L Tias

-LH.FSHIESME. M- RPMEAT O MEES flcE T

NERBR 22—  TEARIERRETE BEH#R78) . ARMEIEABRELARME/ #RBERE>2—, SMEELY —EBkE - (FX
(http://www.nanbyou.or.jp/entry/4018)
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FRIREBR R FERFICA VAR Z D EICRE LT REEZICLTLLEE,

RPOFH S AT AV REET,

>
(\:,1066‘5 Gradei Grade2 Grade3 Grade4
BRI ERICE
" i KTHBD. B
SERDRUN, FIEER N .
ot | RNR/EF/ R BERDTOOTIAL
TEGK TRty | ARERTS ABRESEABRBREO | - £HEBHT
Gl A EBRGOHOEYL | EREETD FRLEBEETS
SAEABAAL HOBEEEEETD | - EETEE/EETAE
m #IRR - BOEY DBEEES
YE*2 DIRR

AEIDWE I BEHEEE

RAREVCIEIR D RET 2K THFIZRE

-7l hzZvynr1~2mg/kg/ BXISHEEDERS ZRETT 2D

A B BRI U AL B AR A 51 B T %
740-7v7
ERDBAC | Grade2BLHEBI | iy gL £ > AIOME PO REMHIAIORS HRERTT
REERD | Unadmnicis LS s
YELLVES | RETOECARIERE VENC LR SRR
D B Grade LI FIZEHEL . 17 AL A TRIBREARIL T AIORRE NN
HELLEA %
AR
BE5RES = FRHREL.HOTNI—LERTOS
=t

* £ Gradeld [ADWES . ZOMIICDNTEERT 2.

1 REQEM. BARPKMOBNY) . BEDMEM . £HROEEREETT,
21 ANBVEK K. BEOEEL ML OMEA. EORRAPIE T, Be& U TRAVKEZ ST, EaiiFic (A LEEETOLT) BELRKE
ROZDEY) DEEZEDITOIEN TEDREEL D,




® FRKR™

BFHBROREMMBITHRICE IS TEABERERERRIL. TROCEVRESNTVET,

%% . PACIFICAER . CASPIANZER . ADRIATICE B (BAAZEM) . TOPAZ-1:E (BAAEH) . DUO-EAER

TIFRESNTEIE A,
>
POSEIDON i B&
(374 +4 1 NM-ALEFIHBLEERE (N=20) BSEF R AR (N=27)
i WEESC T £Grade*’ Grade3X&04 RIRET £Grade Grade3X&0U4 BRIRIET
7\
}% 4(20.0) 1(5.0) 0 0 0 0]
Hf {3747+ 41N+ EREFIH B EEER (N=330) B&2F R FEAEE (N=333)
- SIRER £Grade*? | Grade3K&U4 ERIRSET £Grade Grade3X&U4 RIRIE T
6(1.8) 2(0.6) 0 0 0] 0]
ADRIATIC:E&
@ {374 B (N=262) 75 K% (N=265)
% SER £Grade*' | Grade3X0'4 BRIRSET £Grade Grade3X 04 HRIFET
& 2(0.8) 1(0.4) 0 0 0 0
HIMALAYA i 5%
AIT4I+1P2 R (N=34) 13718 (N=45) VoI =78 (N=29)
AR £Grade*? erfgis RIRIETE | £Grade*® G;gZS BRIRETE | £Grade Gggis RIFET
1(2.9) 0 0 1(2.2) 0 0 0 0 0
(374> +1Y 21 RE (N=388) 1371428 (N=388) Vo 7178 (N=374)
SAER £ Grade** G)rfgis IR | £Grade*” G;gis IR | £Grade G)?gis RIFIET
4(1.0) 0 0 1(0.3) 0 0 0 0 0
TOPAZ-1:i5%
AITAIHTLIRE AT ATZF VB (N=338) | T R+TLIEE S ATSF 8 (N=342)
SAER £Grade*® | Grade3XRU'4 RIRIE T £ Grade Grade3 X104 LRI
1(0.3) 0 0 0] 0 0]
5 (%)

HEOBVIRICTROESVRESNTVET,

* 1 ITNEAKEETE. TEAR %2 TEFRKEETE. TEAR.RBE *3: IV +2a M BIBRENHRIV T RIBE.
AITAV VR RIBRERBARIVESRIBE 4 AT T+HA DN TEAR. BIBRERBRILESRIBE. TEAEAMEETE. (X712

B ORBREMNMNILERIBE x5 HRTE—TEAES
) AEEHCEERBREDPEESNEFAEZENTHVET,
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> 3. IRERTREER L TDOMR

B EREREDHSON EREET NN RACEDBEETNDHUET,
B 2HEROLSHER (D8, 28, 2RF) POREEDOLFICHDISERELTILZEZ,
W1 ERERRIE. EICECREEERICU/ESMRBIRICKURELR T, BIE. RMFE. BFRETDO3D
DEICHBEINET D BUE 1 BRERR CIEEBOBICT N2 R—2 AUSETTLET.
B 1 ERERBEPRONZE IS PP ICHERFEMIEXISAS B ABEFEES ESEL . RPR0IFHCXT
FRIGEFICKYZIEHTE L/ ETEBICA VA VAR ERET 2F OBV AREZTT TS,

® ERFRAER RUREFRRR
BRARERKOREMRDED . REBPAREFEEELLUTREHITZ L TIEZ,
> BERBROBERERKRORERR"

BmMEFORHERICLDERK
8. 288, ZR. RE=HD . HREHEEF

HARER HERFEMET 7S R— ZADHIEREIR
ERRISHNA BEERER (RO L IERE B8R . Bk BEREE . 7 bR Kussmaul Xk (EiE. SEikE
- PEAZCRERFMAE(E | 126mg/dL Ll EXIFFERFMmIE E 200mg/dLEL £ XIFHbATC 6.5% L &
EeERE GAD (ZIL 22 VBB REREE SR) A S O BEERCAD B

= BUE 1 BBEPRR CIRR AR
-MARCARTF RMEQ.Bng/mLK . 24 RRFCANTF REE#E20 ug/ BT

1) BARERBEE SR - & ERBARI N2024, SOLE, p2. pd. pl4. prd KW FER

> BIE 1 RIER R DS IE
BUE 1 BUKEFRm 2 W E (2012)'2 BERR?

Tiﬁg?@w’(@fﬁ%iﬁfc%%%ﬂﬁ’-—*E*Eﬁﬁt A)BBIE LTGADH AR E DR BEEE A SRR T
EE RN 55,

1 HERRERERR BB RUATT =250 By A h— 2 siianaECERE LT 1BRILIATH 375,
TP R=2 UKD (RIRBRSERT N ARG IE . s b 1~ BREOEHSHEETS.

3,
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%
gl
iz
A
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Z
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%

K ERONFNHERD ). ‘ s o
0) #198% DIERI T RIS ({755 Dl BB A5 B BER
2. MBED () MIEHS288me/dL (16.0MMOl/L) | (525t )b, ToAs 1AL 5 LB TG,
BLETHBY, AOHDATCE (NGSP) <8.7%" THB. | by 41700, (el CAIBRIERE LT EEEAYEIR (2. IRSEA
* - BE 1 BUME R R R AT ICTHMERE R E D FEELEB AL BT LHID 1E) SRR (LIEEE. B - IBHAE) ARBD5

HFPRFZELB. S RN
3. BEBORHFCATFK<10ug/A. £k, pgasmen | B AIRPRLCRET S EHDD. N
CRTFR<0.83ng/mLhDIIH e (/-7 | F)HLADRB1*04:05-DQB1*04 01 EOBSEARSIC
B 285M) R CATFK<0.5n8/mLTH 3. SNTL2,

1) BAMERBFRR - & ERRARA1 N2024, XAE, p9
) 1 HERFRAEMREERME —BE 1 BUERAFEOH LV ZITEAE (2012) . #R%, 56 (10), 8156-820, 2012

® XLk
PACIFICEHER Tl Grade2lA ED 1 BMERRF D AP R L e H B BERMICRET HDETA IV 1 VD& RKET
DI EETMMEE LTED TWLE L 72, POSEIDONE Bk CASPIANE B ADRIATICE B&. HIMALAY AR B\
TOPAZ-1:8&. DUO-EEBR T3, GradellBH 5T 1EMERB D ADFEIR L TLBIBEICIE. A VAU VERERED
FRAVERICISCTEAMBZAT O CET A I T4 D A 22 NOREZEMETT 5 Z EDFIRERRTE C L7z, BB BT
FIEVHIOERIERET T v JRA 2 MEEZEIC KD 1 KRR - BIE1EMERROREISIRDHDEVDTET VA
3% iEEEE L ERSEDRRDPH 7. 12KERR - BUE 1 EBERREEC TR U CIEIRERTITHER
SNEEAY.
FERAEDBEICOVNTIE. [HERFBEA A N IPRORERBEZERTANTA 2 96BEICLTLLEE .,

D RBHEEAN BARKESZRR  PARBREN NS V83, RHEIR, 2023

2)EZMJ$)T'<F%“— R - & ERFEAEAA N2024, SUEE

3) BAKER Z RBRBRZHRANNZ122024, 1E
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® FRBKR®

SHBROREUBRIITHRICH IV RBRFHERR IS, TROCHURESNTOET,

¥ . PACIFIC#H B (BAA%ER) . POSEIDON& B (BAAER). ADRIATICH R (BAAER) . TOPAZ-1
A (AFRAER) THBRESHTEUELA.

>
PACIFICE%
{271V 10me/kg 2 BRIRIMERS (N=475) TSR BRIMIRERS (N=234)
SIAER £Grade* Grade3X&0V'4 HRIFIET £ Grade Grade3X04 BRIRIET
1(0.2) 1(0.2) 0 0 0 o]
POSEIDON;:{E&
(374> I+ V1N BEEFIHBEEER (N=330) HEaHA| R EE AR (N=333)
L& % Grade* Grade3XU4 RIRIE T £Grade Grade3&U4 RIRIE T
1(0.3) 1(0.3) 0 0 0 o]
CASPIANG B
AI T4 O+ASEF+I MRS REE (N=18) HE®H+I MRS REE (N=16)
BA £ 2Grade* Grade3X04 IR T “£Grade Grade3 X014 BRI T
1(5.6) 1(5.6) 0 0 0 o]
N AT +FASEFI+T MR REE(N=265) HEEHF|+I MRS NEE (N=266)
Eg SAER 4 Grade* Grade3X 04 IR T £ Grade Grade3 X104 RIRIET
b 2(0.8) 2(0.8) 0 0 0 0]
ADRIATIC & B&
AIT14> 78 (N=262) TZARE (N=265)
SAER £Grade* Grade3X 04 IR £ Grade Grade3X0U4 ERIRIET
1(0.4) 1(0.4) 0 0 0 0
HIMALAYA & 5%
AIT4 I+ REE (N=34) ATV (N=45) Vo TJTZT7# (N=29)
BAAER £Grade Gggis LR £ Grade* G;gis iRIRSET | & Grade Gggig ERIRSET
0 0 0 1(2.2) 1(2.2) 0 0 0 0
A1IT4>T+12 188 (N=388) 1374228 (N=388) Vo717 (N=374)
ShER £Grade erfgis LIRS | £ Grade* Gggis #RIRSET | &Grade Gggis ERIFIETC
0 0 0 1(0.3) 1(0.3) 0 0 0 0
TOPAZ-1:{8&
AITAVIHTLIRE AT SF VB (N=338) | TR+ LIRE S ATZF 8 (N=342)
SRER £Grade* Grade3X04 IR T £ Grade Grade3 X014 IR T
1(0.3) 0 0 o] 0 o]
5 (%)
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) AEEHCERRBREDPEESNEFASEENTHVET,
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| FrosaemesE - BT 4 - RELIERRE %

FREREE - BT %

B 895 S0, FFERE(S (AST. ALT. ALPRUHSE UILE ) AR E= & U5 LT RE N,

W AST(GOT).ALT(GPT) &N LRSI HEREE . FRDPHODONDIENH DD T. BIRE+ 9
T BESBOBNABAI L AITAUT 51 FOREE KER R L. BB REALEHO
5B DB BB AT TS, |

B FSERE. FASEDRABA . EoH I ML BEMER AFREFECESL. AL NES |
FoT A,

® BRFRAEIR R UREFR
DR (71 IVAMEF 4. BT HHRES) IR0 5720 RRBED/2H D+ A RERRFME1T TS

> FFHEERE - iR (A RBEMEFX) ORKEKXRRUBRERR"

BEEREIR ‘ 2HERK. HETRE. BNk, HES
HEEFAYICinterface hepatitis

"AST. ALT. faEUILE> D ERE ESRERE | CHEREEESHSND
MBRERR | - B2HE ARG D2 VIR EHIG) Pt R — AR IR A &
-EIgGRfE

* JEZIN AN EREEFERICEVTENBRIEDBEELDBEDDHD .
DEESBREAMRBBERIMFAER [HRMON EERBICET 2HRBMIII: BCREEFX (AIH)ZBRA( NS> (20214), 2022 KW &
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> 3. IRERTREER L TDOMR

® Xk FRORANS. ATV AT NEET,
>
CTCAE
v4.03 Gradeil Grade2 Grade3~4
LFOLWEFhs LTOWghbdew/=9ime
ERETHBE | LUTOLWThIEBLTES e - ASTAHSEH(E_FRD10 1543
ASTHEM(E | -ASTHRMELROI~5 | gl0 PERET | A Thsmem LRO0ME
FROBMELT | BT s LUK DR HRO3(ER
L, R = [N s, ° A8
FRIERE | ATSREE | ALTSREBLROG~5 | o 0 e RO | Tt ARG
FROBELUT | EUT AT Lpy | FEPEASIREE
BEULESH | - BEULESPREEER | o 0o ASTHULISALTASEEEAE LR
HEBLED | D1.5~3fELTF D31
15fELT AU DR ERO 21548
=22 I = Fo e S~ S dk 2 {271 VDEEEKAIC
i 5k Gradel U TFICBBETA I T4 VahE I ik
ey TN Gradel LIFIcB2ET i1
. 1 S KBt I {1 KOS AKAICHIE
LFOWThAEBETHE
-AST ALTH -2
ASTHLLEALTAS j)%gi P
NR=AT1 > DE~TIE B s
ST s '?)SQTO%QMLW%EEHE
FrigsEE s D20fELUT s
RS AU S HEAEE ERO
3, (R=AF1> eym
i DASTHLL I ASTELLIFALTAN=A — =
. ALT S SA025~5ELTF HD | AFEINTHLL.
FREBAT HAE FRO20MEIUT ARLACRRSZL | g g nTitire L. KA
g WDATBIEES Shi\MER . KEESEZEASNEVES
] R DRE) ASTOLSBALTE | s qre | ALTHA—25
# N—2514>D2.5~ | ¥
B 5L pomen |~ D2SEE
£ EDOOMET : 275 'é}lxt > PSEAEE RO
2 HAEULE S DR I
pl EBRD1.5~ 245K
137000 e NS> D2 5EFBICLBETAIT1vIE | 1370 V0B5EKAI
DIE AR A T
ey I ~=asroestErEc | .
o 1 ANBAES St I 11 RDBE A KAICHIE
RHL% FLRZVOY1~2me/ke/ BRISLBEELICRIHT S
740—7v7
AFIDBIC B TR EH
BB EEE G
EROBI | oo | AKHDREEAASRE | BBREALE FIOREPHORTNFHH RS /H
XAFER D CLrsax | HERERLEHIORE ZIRETT B
BELLL | s D GIFIHIDIES /
e HRERE TS
REMEREEATEEE. 3071 /—VBEIIFNEGERTE
i Gradel U FICEEL#%. 17BN TRIBRERLE IORBENH TS
wELBE
AT 123k (Grade2MB &
AHID
RS B ‘GradelAFIc#HEL LD B
BIREERER EBIC
St BEREALERIORSEHS TR0 10me/H
LITORER AL BETHHL L5

* IAST. ALTRUHE UL E VEDE Grade DEEE RO RICEDZIFLEDOTIL A XLDOK D %R E Lz,

1A TIE AFERSRICRBLUZBERICHLTCOIOAT I/ —IERET I FIUIE REKRINS (2025F3AKR) T,

X2 AHDRAFGEI2BBUANIC. IBRERILEVFHORESED 7L RZUOY10me/BUTOREXIFHEEBFE TR TERVEE. X(F
BIR5R(ICCGrade3DAFHKRERED BFE LB R ICIE. AFIDERS EXKAICHIET S,
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o FIIK R
EZHBOLREEMRITTRICE TSRS - FARESERIE. TROEFYRESNTUVET,
>
PACIFIC&E%
13I74>210mg/kg 2 BEMERERS (N=72) TR 2 AREERERS (N=40)
AN £ £Grade*' | Grade3X04 RIRET “£Grade Grade3&U'4 ERIRIET
5(6.9) 2(2.8) 0 3(7.5) 0 0
(37>10me/ke 2BRIRRES (N=475) 75 1R 2 BHEmES (N=234)
SAER £Grade*? | Grade3K&U4 LA £Grade Grade3XU4 RRSE T
35(7.4) 9(1.9 0 7(3.0) 0 0
POSEIDON;:{E&
(374 I+4 1 NMELEHIBR R AR (N=20) HEHF A EAEE (N=27)
BA A £ £Grade*® | Grade3XRk0'4 RIRET “£Grade Grade3XU4 RIFET
2(10.0) 1(5.0) 0 4(14.8) 1(38.7) 0
AIT10 I+ 1N+ ESEFIH AR R N=330) B£EF R REE (N=333)
SIRER £Grade** | Grade3x04 LRI 2 Grade Grade3X&U4 RIFIET
77(23.3) 16(4.8) 1(0.3) 56(16.8) 9(@2.7) 0
CASPIAN:®ES
AT +ASEE T NRY RE (N=18) BEEH|+I MR REE(N=16)
A £ 4 Grade Grade3 X014 A £Grade Grade3X 04 RBSET
0] o] 0 2(12.5) 1(6.3) 0
AT/ +ALEF|+T MRS REE (N=265) BE£EH|+T MRS NEE(N=266) BT
SIER £Grade*® | Grade3XU'4 IR £Grade | Grade3®k0'4 IR ?ﬁ?é
&
& 36(136) | 10(3.8) 1(0.4) 21(7.9) 5(1.9) 0 E=
3
E% ADRIATICHER % EAI
& 374> TR (N=19) S5 K B (N=31) :
AA £ £Grade*® | Grade3Kx04 LRI £Grade Grade3X0 4 RIFET
1(56.3) o] 0 2(6.5) 1(3.2) 0
137128 (N=262) 7 otARE (N=265)
L& £Grade*” | Grade3x0'4 RIRET %£Grade Grade3X0 4 BRIFET
27(10.3) 301.1) 0 24(9.1) 2(0.8) 0
1% (%)

BEOBVIBICTRENESVIRESNTNET,

*1:PSZUFPI/NIVATIS—EEM. PANSE VB T7I ) NOVAT I 5—CHEIN. FHSEEE =2 PANSTFUB7I/ N UATI5—t
BN 722073 NIV ATIT—E8M. NOVATIF—CFER . ihE UL E 0. SRS FBX LR . L. BCRB L. FFHRE
BE. BN VATIS—CME. FAEEREE LR *3 EYEFES. FFEERE *4 . 75273/ N VAT7I7—CEMN. 7A/NZFY
B7I/NIVATIT—E#EM. MhEILE B R NOVATIS—C LR FEE. ZEVENES. FBEZ LS. FHREREE . fF1e.
BEVUIEVIE. BNV ATIS—CME. FiEREELR . BCREMFA. RBEEFX *5: 75-2FI/NSVATIS—CHEM.
TFANTGFEFVEBTI /NI ATIo—EEM. mEUILE > IE. R UILE M. NSUATIF—F LR X S5 FEBER LR T2
FHSEERS  FFMBRBE. . 8E *6: 7S5 VFPI/MNOVATIS—FEM. PANSFUOBTPI/NSVATIS—EEM %7 752073
NSVATTo—CHEM. 7ANSF VB 7I/ NIV AT7 T o5—EEM. iR UL E >N, madEfaat ULE 8. FFA . SRR A . FFHaE
KE. SEUIEVIE. NI VATIS—CME. NV ATIF—EER

) AEHCIRRBRPDE SNERAOEENTEVET,
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> 3. IRERTREER L TDOMR

>
HIMALAYA i B&
AT+ 2 R (N=34) A3IT714> 28 (N=45) VT T ZTJ# (N=29)
A em £Grade*® G)?gis iRJRPE T £ Grade*® G)rfgig iRJRSETE | £Grade G;gis RIFSET
50147) | 2(5.9 1(29 160133 | 5(11.1) 0 9(31.0) | 5(17.2) 0
1374+ 188 (N=388) 1374228 (N=388) VTSI ZTJ# (N=374)
4i5m £Grade*® G)?gis xRS £ Grade*® G)rfgig #RIRSETE | £Grade G;gis HRFET
96(247) |39(10.1) | 5(1.3) 195(24.5) |141(10.6) | 2(0.5) | 79(211)  26(7.0) | 4(1.1)
TOPAZ-1#B6%
AITAI+TLIBRE Y+ ATSF 8 (N=37) TR+ TLIZE S+ ATS5F 8 (N=41)
BA LR £Grade*® | Grade3XxU4 RIFIET % Grade Grade3X04 RIFIET
2(5.4) 0 0 2(4.9) 0 0
AITAIHTLIRE AT ATZFVE (N=338) | TR+ TLIRE D+ ATS5F 83 (N=342)
SAER £Grade*"" | Grade3Xk0'4 ERIRSET £Grade Grade3X04 ERIFSET
57(16.9) 17(5.0) 1(0.3) 65(19.0) 22(6.4) 0
DUO-Ei &
137149+ AT+ LIS—Y+ BSEF| R AR
3 HEEFI AL EEEE (N=30) BEEFHASE %R (N=26) (N=32)
pa
"% BAAEE  2Grade*? G;g? RIRIET  £Grade*'? G;gis IR | £ Grade Gggis ERIRIET
=
%’ 9(80.0) | 3(10.0) 0 9(84.6)  3(11.5) 0 5(15.6) | 1(3.1) 0
" 137409+ LTI+ LS—T+ SEE Tl Aot s
= HEEFIGRL SR AR (N=235) B&EH AR EE (N=238) (N=236)
&
§ SHET  seraces U290 gz 2Graves O29%%  gmps 2Grade 92990 gz
R 38(16.2)| 7(3.0) 0 40(16.8)| 9(3.8) 0 30(12.7) 3(1.3) 0
I8 (%)

BEOBVIRICTROEBRESNTVET,

*¥BIAITAUTHATANEE IFHAERE . BRIV VR R E . TANSF OB TI/ NIV AT IS —EEM. 7OV 7R
JINIVATIT—EEIN %9 ATV VATV ARNE  TANSEFYBTI/NIVAT IS BRI 7SV TI NSV AT IS —EHEN.
meEUILE M R NOVATIF—E LR RRERA FRERS. e, FEREAG. sEUILEVME. FHEREELR. B2
REMFR. TERLR EYUEFES. FEE. BE. IV DB TANSTFUVBRT7I/ NSV ATIS B8N P52V FI/bSVATT
S—EEMm. MR UILE BN, FFRERE . X SEVILEVME. BERBERFX FF2. NSYVATIF—E LR FFBELR EYHER
BE.FFMREG. S hIVATIFT—FIE. &E 10 fFHERE * 1N FIVFI/RNIVATIS—EE8M. FPANSFUBEFI/ S
A7 T—CHEM. MFEUILEVEN. NSV ATIF—ELER . BEUIEVIE. X FFRERE. SN VATIF—TFIE. FEBERLR . %
UL ST Fie. FREREELF =12 /37 O+aR/AIHRLERER 7OV 7I/ NIV ATIS—E#M, PANSF
SVEETI NSV AT IS —EEM. EYMERFEES. AT D+ LN+ ASRAHBIEREE 7OV TI/ NIV ATIS—EHEM. 7
ANTGF VRTINSV AT IS —CEM. FBE LR FFHERE 183 (ITV/ VRS BHIHBEERERE 7O VI NIV ATT
€M FANSFVBTI/ NSV AT IS —EEMN. MREVILEVEN. @SV ATIS—EME. EYERFES . FERLER . BRI
ROFEWE AITVIHLN—T+EASEHHBERER 7OV TI/NIVATIT—EEM. FPANSF VBRI NIV ATIo—F
BN, AFEERLER  FFHERT . EYHAES . FFA. IhdHeatULe>@m. FEk. UL EVME. RENEEFES

) AEEHCRRRBRDPEESNEABEENTHEVET,
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fE{LERE %

B PHERO/D . FHREREB (ALPER . v-GTPLER) ZEHNICE=42) > T LT,
B B HERERPRDODNLERICIL. ECPDICHERENEIIFREFIESEEL .. BYBREZITOT
A AN

o IRRIEIKRUREMR
DRE (BEROEMEES. BAE. HEES) 2N T 2720 RRABED/ZH D+ R ERIREF 21T 2T
<TEE0N,
>» E{CHPREROBRKRERRCRERR Y
B PRAEIR EHH. BT OEK. RE. 8. 2 5B, IEKE
MFEEERRE | ALPLR. v-GTPLRZ

HHMAEER B (beaded) . FEI - NI (pruned tree) . IR ¥E%E (band-like
E&@ERTR | stricture). EPLBE#k (shaggy) . BZERRZRE (diverticulum-like outpouching) £
FEEEREX

1) BEEFBEE AR BBORMAEE AMOR - REEEICH T 2ATME  REMEEEREEX (PSC), #AMOR - BEERICE T 2REMITI,
(&¥EEFHA  2019FE 3/ 18) (http://www.hepatobiliary.jp/modules/medical/index.php?content_id=3)

2) kISR | BAHLERRZ RS 116, 631-638, 2019

3) BIEERR AR ERE - BEBHRY N KOMPAS REMEIERE R (PSC) | BREZRZAFRIE HILEEAR

(REFEHB : 2022F582A) (https://kompas.hosp.keio.ac.jp/sp/contents/000796.html)

>» WELHEBELIcDOVTY

BAMRERGEEICEEEZREIL. BEEY CIERBREMRZELZL. BiT5o%and TEEOMR
FRCh . REMEBERER (PSC) Ot B FRBB SV ELINZEEEDIER SN /18G4 ERE
HARE X (IgG4-related sclerosing cholangitis; 18G4-SC). ROBEEXRPEERG. BERE. RMAk
ERABKEBICHE T 2 REBICERBRICHESINE T, ZMBFERELTROSZVDIEFEER. REZD
FERTIDERDPBRVEEFHERBEEEERELZ ODITICEHSNBDENPEH LA HDET,

1) BEFBHREAMERBBERMAEE EAMON - BEERRICET2HEMR  REMEEEEEX (PSC) . BAMOM - EEERICE T 2RHEMITIE,
(FRHEEFHHE  2019FE 38 1H) (http://www.hepatobiliary.jp/modules/medical/index.php?content_id=3)

® XHAL;
FRIREBRICHE VWV TRICMEBEBE R OEIFREL THVEEAT U . BICEBEBEROIWEICOVTIE. [BEFBE
HAMRBBERMEEZE BRMON - BEARRICETHREME  REMELEBEELX (PSC)I"2E2ZICLT
<FEEW,

1) EEFBEEAMRBBORMRBE RO - REREEICET2AEMR  RHEMEBCEREX (PSC). #AMO - BEEEBICE I 2REMITI,
(F#&E#HH 2019E 38 1H) (http://www.hepatobiliary.jp/modules/medical/index.php?content_id=3)
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> 3. IRERTREER L TDOMR

® RN
ERBOREURITHRICH I 2RIEMERPEERIL. TROCHVRESHTNET,

%¥. PACIFIC# B . POSEIDON#E . CASPIANG B . ADRIATICF# B . HIMALAYAZER. DUO-E&E
(BARANER) THRBESHTHVELA.

>

2HEF

DUO-E#B&
AT+ VLA INAC S BERF R R
BERAIHRL IR AR (N=235)  BeBAIHRLFEREE (N=238) (N=236)
% Grade* erzagi(i )T | £Grade G;gis EZIRET  £Grade Gzrzagifi IR
1(0.4) ‘ 1(0.4) ‘ 0 0 ‘ 0 ‘ 0 0 ‘ 0 ‘ 0
BIEL (%)

* RENTEERRER

ERAORRKRABRIOCEANRERTRICENT TOPAZ1HBRICEVWTERARMIBEBR DO T 2RI R
EEN1H (TRIET) 22880 A IV VEORARBRDPEE TCERVEB LB ERERBEZRD G HIR
HEINTOWET (2022568 13HER).



BiEE (MEMEEXF)

W EPRRDOID. BHEDCEICEELTWSRBEEDH M EMOER (BUNKOIL7FZVDER .

ILFFZ2OVFIVAET BRERE . RERD . BB, RF) EEHMICE=2) 2T LTS,
Wl BEESRDONIBEICIE. ZPHICEREFIECESEL . BYRLEZTOTIZE0N,

® ERFRAEIR R UREFR
thDFRE GREEST . HHRE . BRES) BT 570 REFEDLED D+ ABEREFMEToCLLEL,

> BRE (HMEUERF) ORKERXKRUBRERR"

RIERIEIE K 1B HRIIEE 4
T B M. 75 . ARAVIER . RAEERTE . BB
BEV). BIEOE. Bl - MBI, T AR (B s e PO
BERER | RR) DEORBROLERORI B N | =D S READ S, RERN. RETER,
HORBHED . FHE . =N (REFDICED FRATEIS
RN ERE) . FREES
REHM. RULBET. EEMET CORE. R | REEBESSLISRYE (2g/BUTFTHHIEN
pH5.9LL . FENa®LS . 200 BB S B R . IR, Ra-
RBEFR | RES@EET2e/AUTTHEIENSL) Bl | I/OY07U RB-I/0/07U A7)
BHOMR . EEERR. REFBK. NAG. Ra- | BR (ERRMEEEOSE . 77> 1= —ERE
/0507 . RBe-3/0507 E275). BRE (EABEEOHL)
S LFF 0. BUNKEM . BRERE
nmgare | (@K EPENaMD) (EREME RBEFS | MESL P T 5, BUNSIN. BRERE
K—S 2 (EICEARBETRTA) . OBREEN. | (BK . ENafE) . REE7S F—>2
AFRRRERIENN . 135 |gE R AN
B R T CT R I £ . BRI OEAEA
E SRR EPENCT A CEERER
siginEmn | ER0P o | EEEERRESRECT AL CHERERYS
Ga (FUDL) S FITLTH/BOERT | BLBOERL
BAOERAHDEAERIDS
RIE MR RIBEER . 2l R LU TRIZED
. § N \ EEIRE, 2 FEERERBALYSEOED
F['?fgégggﬁw‘lﬂ‘*w% MTHEREERS | ¢ MEAOAERIEEE ERICBD 5.
FIRREAR | e . AR LR OB - B - AL . ERAROTEE
E?@%ﬁ@gﬁ HBERIEE ERNROBEE | A pxmmianzE (REEL)
= FRAEERMIC Tamm-Horsfall (TH) BE% 48
BT PR BRI A B e

NEEH®E  EREEMARBHIIS Y Z 17/ [MEME X CRAERMEEEX) |, TR19F6A (THI0F6AHE) KUEx
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> 3. IRERTREER L TDOMR

® W%

FRIREBR SRR IC R UV EW LA Z © &I

RELLETRESEICLTIZEL,

RPOAH S AT AV21REET,

>
%£C§3E Grade1 Grade2 Grade3 Grade4
EEE I ERIC
EATHAD. 15
CERAR. EiE - chigE CEREBHTED
BEDERDPHS B/ IEBEEA TR P
PSS BRERFTR £/ 1340 BEETS AR SR - ;7&
PROH BOEYLSOEY | OEREETS RRAEERTS
SABREEA( HESEBE DBIRR SEENTEE/ BETAE
CBOEYOEEEE
BE-2 DR
HE (i — HEfE —
gy, | EEEER(RUa— | SEOLREENT ) FERAREENT e b i
e N A1) 2542) D5
7 o 1,558~ 35T 34518~ B1ELIT B
e g Gradel Ll Fic o ® I
AR DB I 1Sk AR I AR D5 % KAl HIE
k| — JLR=ZUOY1~2mg/ke/ BRIGIELBEESICBIATS
3, 70—y 7
% -Grade3LL EICEL
z Lt a AHIORE
) EROBI | o oo micLrsg = CXKAKHL BB AL E IR B O S SIE O
3 RSERD | L BBREALEAD | e o
e wELZVEE | T ERMOREF | "
B I
< ¥
()]
3 FERDS Gradel LI FICEELEE. 1AL EMG TRIBRERIVEFIOBEEHH
WELEE T3
-Gradel U TFice=E
LTWB
xH(C
DRSS |
AROHEE BIBREALESHD -
Bi5ngeR o NG
St =ty A V) ey m D
10mg/BUTDiES
RUSALBETHRL
TLB*

* & Grade I [BREIUREEE . ZOMIICOVTEET B,
X1 REOEM. BARPKROBEWY  BFEOFER. £HOEELREEET,

2 AB BRIk, REOEE. ML OMEA. ZORRAEIRE T BreE W TRAVREZ ST, £ (B LedEe 75 L7 BERKE
ROZOE) DEEZBHITOIEDN TEDIREELD,

%3 AFI ORISR I2BBLUAIC. BIBRERILEVHIOESEN 7L RO 10mg/BUTOERSXISHEHEEE THH TZROBE L AH
DG %KAHIES B,
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o RIKR®

FEHBROL2URITHRICEILBREFAERRIEL. TROLEVRESNTVET,

%&.PACIFICEHE (HAAZKEHE) . POSEIDONEE (HAANEEH) . CASPIANEER . ADRIATICEHER (HAA

£M) . HIMALAYAE B (BAAEE) . DUO-EEER (BAANER) TRBESN THEIELEA,

>
PACIFIC:E%
12 74>210mg/kg 2:BERERERS (N=475) T oA 2 BRI RERIRS (N=234)
" SRER £Grade*' | Grade3&U'4 IR “£Grade Grade3&0U4 IR T
/JHE 2(0.4) 0 0 o] 0 o]
% POSEIDON#ER
IR AT+ 2N EeREIHB RS (N=330) B&&F| AR (N=333)
SAER 4Grade*? | Grade3KU4 RIRIET £ Grade Grade3X04 RIBIE T
2(0.6) 0 1(0.3) 0 0 0]
ADRIATICiE&
a 1374V IR (N=262) 75 LA E (N=265)
% L& £Grade*® | Grade3Xk0'4 BRIRSET £Grade Grade3X 04 RIFET
i 1(0.4) 0 0 0] 0 0]
HIMALAYA &5
L3742+ 21 RE (N=388) 1371428 (N=388) Vo T71Z78 (N=374)
SRR “£Grade** erfgis #RIFIET | £Grade G)r;lgis #RIRSET | & Grade G)r;g? ERIFSET
308 | 2(0.5 0 o] 0 0 1 (0.3) 1 (0.3) 0
TOPAZ-1:i#5%
AITAVIHTLIRE AT ZF VB N=37) | ToER+TLIEZE A ATZF 8 (N=41)
BANEH £Grade Grade3X 04 RIRIET £Grade Grade3 X104 LB T
0 0 0] 2(4.9) 0 o]
ATV IHTLIRE AT SF VB (N=338) | 7o R+TLIRE S ATSF 8 (N=342)
SR % Grade Grade3XU4 BRIRIET 2Grade Grade3 K04 RIRIET
0 0 o] 2(0.8) 0 o]
DUO-E& B
AIT4>+ AT+ UL =+ =y e (=29 s i
BEEHI AR (N=235) A& FIHAL R %8 (N=238) (N=236)
2AFEE  2Grade G;gia IR | £ Grade Gggis TIRET  £Grade erzagis RIFIET
0] 0 0 0 o] 0 1(0.4) 0 0
BIEL (%)

BEOBVIRICTEDOEBVRESNTLET,
* 1 REREKGBL. RIIEREAMEBE X

) AEEHCEERBHEDPBESNEFASZENTHVET,

*2 ACREUEBX *3:BR x4 ACREMBR. REUEBEXR
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> 3. IRERTREER L TDOMR

B AHDHET/HAOREA (LB KRR B BB, \E. B WREEE. mTES. &5 CHf (ERPLY
WM DSILE LD DEDEESE) FOPRERMO CKEDREEICOVNTEZLZY T LT,

W 5% - BRHRBESRDODNBRICIE. BODICHBEAREMECESZEL. AIT71D2. /221 80D%
EAREXEHIEL. BIBREFRIEVHIOREFOBEYLREEIT OCLZE0N,

® BRFRAEIX R UREFR
thORE (FRBET . AR BRIES) ZRAT B0 RRFEDEH O+ A RERFMET oTLEL,

> KEE%/EREHR OEKREKXROKRERR"

EHER  EH. 2582, BHEIK. BENR. AERDBE

B fE R RIRICELTET I 28T (REr. MBATAIEhEs . SHEh . WEARD) . D BRBXILILHE

FRAVEIR . ETHITIIBHERZHD

BEHE ANUAO—TB. Dy hOVES. dv NOVEE VEER S 3 —LEIEREOKIT BB, FiE
EEOBL. L1/ —EREE

MBEPHREESR (VL T7FoFF—EXETIRT—E) DLER  HRERTHEREN . BRIBEHDOR
REMR UOBIEIR XIS RIETR . 25 EXER (RE. CRPEFXIITIETTE) . 17X/ FUILIRNAR BRI
o 19tz &) B iR THRDKRIENR (RO R L OHIRE)

HRBEREHDISAEREHE. #HORVERIEZSRUEHRICH TENS.

DERBME2— REHK/ ZHEEHX FEEHERS0), ARHEEAHEREZMATE/ BREHRE2— SMEOEI)—iRE. (FXR
(http://www.nanbyou.or.jp/entry/4080)

3.
%
3
£l
)
Bl
#
3
&
z
]
5
R
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® ¥Hn;k
BB IC F L ELE A S E ICRE LA T RAREIC LTI AXL.
- FROABNE. A STV AT FEST,
> B
cries Grade1 Grade2 Grade3 Grade4
v4.03
BNETEROPEEORR | BEOBDENAMORR |
e BEDOESSE BOEVSACEREES | - SOROBKEERE? gl
B DHIBR DHFIRR SR
S B Grade! LTI % TARIEHhE ﬁffﬁ*ﬁ ZKA
LA — JLR=VOY 1~2me/ke/ R SHIL B EE SRS
T7i0-7v 7
- J0ELUAI-Grade LT CBL AL BA IRIME | _ oo
e Y N PN o= RIBRER
EROBAC | o ool | o) MEDBEDNBE DLRCrade Bl | p o b s
UGERD oo amapm | o PORSERAISRLE SRS /%
gELAEE | BB EALESAORBCOORBIFHORSE/ | Gl T
HRARE TS :
s — Gradel U FIcEEL#E. 15 AL LA CEIBREAL ELHIORBENHT S
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137422 10mg/kg 2 BEMRRS (N=72) TR 2 BREERERS (N=40)
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4(1.0) 2(0.5) 0 0 0 0] 0] 0 0]
TOPAZ-1#56&
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1R 2Grade Grade3 K04 ERIRIET £ Grade Grade3XU4 ERIRIET
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B OHRDPEELEIBEEAITI I AP ROBREEKAICHIELTI/ZE0,

® BRFRER RUREMR
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DEEFR | mEREEIOvVS. DREERTLUODEMBAEE BTN BB AN D BID . DHRDRMIITIE
EHH R OEN TR — (T O REND .

RAEEPIIC—E L 7c—1BIEDEEBEEEE SR T
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o RBLKRY

SHBROREUBITHRICHIDOHREERRE. TROEBVRESATOET.

% . PACIFICFH B (BAA%H). POSEIDONER (BAANEM) . CASPIANZER. ADRIATICHER (BAA
%) . HIMALAYAR B (A AER) . TOPAZ- 1348 . DUO-ERB TRBESNTHVELA.

>
PACIFIC:E%
(374> 10me/ke 2 BBBRIES (N=475) 75t R2BEERERS (N=234)
SR % Grade Grade3&0'4 IR 2Grade Grade3XU4 BRIRIET
0 0 0] 1(0.4) 0 1(0.4)
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® Xtilik 5
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SR N o BEDERD S
sampny | EEPREEamE TP gomyoages | sasEny
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® RELIKR®
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® RELIKR®

FRBOLEMBITRICE T2RBEEMNMMUED ERMREEERIL. TROEEVRESNTOET,

%%, PACIFICHE . POSEIDONAE (HAAEMH). CASPIANG B . ADRIATICEH B (BEARAAEH).
HIMALAYAEER . TOPAZ-158 . DUO-E&EER (HAAEE) TIRBESNTEVEE A
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1(0.4) 1(0.4) 0 0 0 0 0 0 0
B (%)

TROEBVRESNTVET,
* | IR /N AE
) AEEHCRRRBHRDPESESNEFAEEENTHEVET,

EAREERTRICEVCAITVIVVEORRBRPEE CERVERR RE MM/ HRIERBEEERD
THIRESNTOET (2020F 12 B25HKEER) .

3.
2
%
7
2
&l
f
A
f
Z
D
it
#

64
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1) BsF1E, $5KEH3 | BRAIN and NERVE, 73 (1), 35-46, 2021
2) MIFEF  BFMERS, 51(3), 239-245, 2020
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ERBOZEMBITHRICH T OMAMERR T TROEBURESH TV ET.
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DUO-EERBRTIHRESNTEVEEA,

>
POSEIDON it B&
(3740 I+ aR+ESEFEI AR RE (N=330) BEEF| R AR (N=333)
SIRER £Grade*' | Grade3&U'4 Lo A £ Grade Grade3&0U4 RIRIET
2(0.6) 2(0.6) 0 0 0 o]
ADRIATICE&
AT (N=19) ToARE (N=31)
» BEEIE 5 £Grade*? | Grade3&U'4 RIRIE T £Grade Grade3&0U4 RIRIET
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® FRIKR®

ERBOREUBITHRICHIIRABMERRIE. TROCBVRESHTNET,

. PACIFICHE (BAA%R) . POSEIDONZS (BAALR) . CASPIANZER . ADRIATICH B (BAAER).
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>
PACIFIC&E%
1374>210meg/kg 2:BREREEHRS (N=475) T oA 2 AR ERIRS (N=234)
SIRER £Grade*' | Grade3Xx0U'4 LRI T 2Grade Grade3&U4 HREIET
2(0.4) 1(0.2) 0 0 0 0
POSEIDONG:{E&
AIT1> I+ V2R ESEFEIHREEEE N=330) B&EF AR (N=333)
SAER 4 Grade*? | Grade3&04 RIBE T £ Grade Grade3X&04 A
7(2.1) 1(0.3) 1(0.3) 2(0.6) 0 1(0.3)
ADRIATIC i B&
AIT71> T (N=262) ToRE (N=265)
SRR £Grade*' | Grade3&0U4 RIRET “£Grade Grade3XU4 ERIRIET
1(0.4) 1(0.4) 0 1(0.4) 0 0
5 HIMALAYA i 5%
;'I. AT+ REE(N=34) AIT74> 8 (N=45) VST T (N=29)
g AN £Grade*® G;g? #RJRSET | & Grade GzrtagZS BRI | 2Grade erzagis RIFET
5
féﬁ 1(2.9) 1(2.9) 0 0 0 o] 0 0 o]
::)
13 LIT4VI+(VaRBEEN=388) | (37> (N=388) VST 1= 8 (N=374)
A
&
;—) SR £Grade** erzagis ERIBSET £ Grade*t Gzrzagis IR | £Grade Gggi?’ HRIFSET
X
E 5 5(1.3) | 2(0.5) 0 1(0.3) 0 0 2(0.5) | 1(0.3) 0
TOPAZ-1#56%
ATV IHTLIRE AT SFVE (N=338) | TR+ LIARE S ATSF 8 (N=342)
SRER £Grade*® | Grade3Kx04 LRI T 2Grade Grade3X04 HRIEE T
3(0.9) 2(0.8) 0 2(0.6) 0 0
B£8R (%)

BEOBVIBICTREOESYRESNTVET,
#1IPRK w2 ER BCRBEER k3 RMER k4 AT VI AVINE RE R A IT VB K x5 I ER REER
) AEFCIERRBHREDPEESNIEFOEENTHVET,

ERNADERKABRICEVT. A IV DEORARBRPEE CERVERLERBESZRP166]. /22 D
RRBEEDPEECERVERRBEABESERPI8FIREZINTOET (2022F6817HFER).
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EEOREEE

B hEURFIEFERERE (Toxic Epidermal Necrolysis : TEN) JR BHEIEIRAEEEE (Stevens-JohnsoniE(&Es :
SJS) EWAIH. B RABEENDEEODHBEENHODNDIIEDHYET,

W EHXRROED. BEOREDRELZTHERT HEEHICER M. DA KB KE . 5B R2KE)
DBEEICTH/ERLTLEZ,

Bl TEN. SUSEDPRDONHBEICIE. BODICHBREFEMELEEL. ZRZHOLDOBRERVEY L
WEAEITOTLIREL,

B XU APaROHBERET. EEORBEED G ODONERICKILENSHOSONFHHREINT

WET,

® ERFRAEIA RUREFR
thDFRE GREEST . BHRE . BIIES) ZRAT B0 REREDEDD+HBRERRFMEIT oCLEEL,

> EEORBEEQRKERKRORERR"®

FRPVEIR

REMR

BMRK
EESERMARAE "

F# (B8TCLLL) . 25 BRE. 2FICERMETD

B CEREN) A3 MIRAEIK (RIETE L. OB VS

A THEER) . REVMETSH

*AFOBUELTIE . KB CDAF ORI BISHERARED
10%Ll £CH % (EBEEICEL THRABRNI10~30%0
REFHIE. SUS/TENF—N—F v TEBHILTHELY

WIZHARMATR | R DINERIRIEMERA (e L7
WETRIERROD2EMHRILEZT DD BEDKRE
THD%LEH 2005185 T10MEL LDOFRZHRAR
() EaERT 5 ENZELY

FE (BB8CLIL) 5B 25(ICERHMTET 52
HEATEE AERRIEIR (REARTE I . DR U5 A  IHEERS  [2

RIEAEMPTR | B EEOFEEREADMADR

FIFERGAE (BIPIBRCREAGAR)  ERAEAR DK - U DA M
WARE (FERXERE)

18G. HBWEHAEDLEZRDD
CEATUABREIC KW L AR DOTREEE R
(18G) &t T %

wimER | R (e 5 . RO EMIEIE OS5 . R I
wgpo | BOOAS). ROBRA. RRAOLREES 145 o punen o)) gt d 2 satellite oell
*ANFROZMEETIL. KB OUSASOREFB IIMARE necrosis=
ED10%KHBTHS ‘ &
E
e | SRTERATE IR ASIEAES. | FRARTR B8 LEO TR OX TR, 2
oA SERTIIMN. ARORERNPOEORAS | BEOELMEOEMEETEEEORELNS 2
k&
RGBT &R TKE =
SIS SRS DT SEEN ST | SrmRs:
srmass | BBIIE. U5AF (KBIAREE) AR &) . B ORI

1) BELWBHEAEN A NI UAERZER  BELZH AL AT—J VA Vv VG  pEERRBVED RN N1, BARBRY R

5%.126:1637-1685, 2016

2) BAFHEE  BERAERRBRFIS Y =17l [hHERKIESURAE (FHURKEIUE) (51 TIVERER . 51 TIVERMHLES) |, TR18F 118 (TR29F6AYE)
B EEFBE  ERREREBIIRGYZ ATV AT A—T VA 23> VEERE (RBHERERE) | TR 18FE 118 (FR29F6 AE)

DHEEFBHE  ERBEREBIE Y= 17V [Z418 ], TR 30F6R

B) ERAE BRAURRKNBEZEO) BRI NI AREER EREE RRURKKREZEO) RIS, BARBHERMEE127:1483-1521, 2017
6) #RtEHRT > 4— BRAEE RRMRLKREEZET.) (EEHRK162), ARMEEA BREZMEME/ ERERE> 22— SMEF (http://www.nanbyou.or jp/entry/4525)
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> 3. IRERTREER L TDOMR

® YLk
BRER SRR EHERS (CALVELEE S EICBRELATRES ZICL T,
KHOKRENSE. AT A1 REET,
>
SICAE Grade1l Grade2 Grade3 Grade4
v4.03
REED=30%%%
SHERKIETE B B SEMIBIEIC LBIER
RAARIE (B 4IBE. 5831, REOD
2I8)
HEERO<10%%&E | AREHED10~30%
R EAERER B B DEREEFICLDE | &EDDREETICEL
SERRE" KB ATBE. KB R IR () ATBEL
BRI BE. K5ESTUBE)
AR B HhREH
IUHEBHHEEE | UpRessasmn | LOBKEPRRER | 0>80%EED. K5
D>30%%EED. O | INTVADREELIE
Mo = [ = - =] <
DERE~EDRN EOEBERLS 5 CU TR
TOWNBAETS
BB (UBA - KBS
HERO BB (OBA KBRS | KB (OBA KBS | BB (UBA KBRS | O) PHREEDN30%
3 HEEREE. | O)SEREEOI0% | O)PHEEEEOI0~ | O)HSEREEO30% | LUET. OBA - KEH
N F Dt it 30%ki% LIk 10%KBBH BN F
Z BEMBES D
%
£ s Grade2 C1BML LRk L/=35AXEGrade3 [l AHIDERS ZKAI
Y AF DB SRl D& Gradel T 45 E TAR &K 1k
" TENXESISENEEDRMEEDHA . AHIDESE £ KAIHIE
@ PPN TJLRZvnO>1~2mg/kg/BXIFHELEZBESICERT S
—a
D 74A0—7v7T
3
FEVR . CE NTEPN = - AIBRERILEVEID
EROBIL | qeoicmftLryg | O o0eARILIBE FAORSEKALRL | W o o o mr L T
RSERD | D e EBREAL TS AORBPRORIFFID | g posmrai g
BELAVES | T B /HAERETS e
E®TD
SERD B Gradel U FICEELEE. 108 EDGCRIBRERILVERIOREE
WELHE +%
-Gradel I FICHEL TS
AHI DR, &BIC
BIYSFTRER — EIBREAVEVHORSESTLR=YOY -
e 10mg/ BT ORER IFHYEE THH LT
(VB2

% &Gradeld [AT—T VA - Ta> U EREEIICDOVWTEET 5.
* % ZGradeld [DARBEEN A R ] O [REBERBEZSOEE (BN |V ITHD.
¥ 1 BIBRERLEVFICTNHEDB A ICIE. IVIGRIE M IEEED B RDIBEDH B2,

X2 AFDERIESZRI2BEALUANIC. BIBRERILEVHIORSEHD 7L 2O 10mg/BUTOERESXIFMEBE THATETRVIGE. XIEH
HE5R&ICCrade3DRBEEDBFRELIIZEICIE. AR DRSS EKAICHIET S,

DABHEEN BRRKESERR  PAREREN N NZ VB3R, £RHAR, 2023
BEHBE  EERIRRBIRENZ 2TV AT A—TVA - a2/ ERR (RERRERRD | FR18F 118 (ER29F6 BHE)
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o FIIK R
ZHBOLREEMITTRICEITIRBEERESERIE. TROEFUREINTUVET,
>
PACIFIC::{B&
1371>210mg/keg 2BEFERRS (N=72) TR 2 BEEREERS (N=40)
AN £ £Grade*' | Grade3X0'4 HRIEIE T £Grade Grade3X&U4 HRIESET
17(23.6) 0 0 3(7.5) 0 0
1371>210mg/kg 2 BERERES (N=475) T o R 2 AR MRS (N=234)
L& £Grade*? | Grade3XR0'4 RIRET %£Grade Grade3XU4 RIFET
107 (22.5) 501.1) 0 27(11.5) 0 0
POSEIDON i B&
{3747+ MBE2EFIBR R AR (N=20) BHEEF R EREE (N=27)
AR £Grade*® | Grade3x04 LRI 2Grade Grade3X&U4 HRIRIET
10(50.0) 1(5.0) 0 5(18.5) 0 0
AIT1 I+ VRS EFIH R EEEE N=330) B&8F R AR (N=333)
SRE £Grade** | Grade3Kk04 A £ Grade Grade3X&04 RIRSET
89(27.0) 7(2.1) 0 31(9.3) 2(0.6) 0
CASPIANGB&*
AT +ASEF T NRY RNEE(N=18) BEEF|+I MR REE(N=16)
A £ £ Grade*® | Grade3X&0'4 RIRET £Grade Grade3X 04 ERIRIET
4(22.2) 0 0 2(12.5) 0 0
A3 T4 O+EASEF+T MR REE (N=265) B£EH|+T MRS NEE(N=266)
kR 4Grade*® | Grade3R04 IR 4Grade | Grade3R04 ERIBIET ;%
%‘E; 32(21.1) 0 0 14.(5.3) 0 0 g
BB ADRIATIC 3B g
G 374>V (N=19) 5t AR (N=31) =
AN £ 4 Grade*” | Grade3X04 A £ Grade Grade3X 04 A
7(36.8) o] 0 13(41.9) 0 0
AIT74> T8 (N=262) ToRE (N=265)
SRR £Grade*® | Grade3XkU'4 RIRIET “£Grade Grade3X04 RRIET
74(28.2) 1(0.4) 0 46(17.4) 0 0
15 (%)

% CASPIANEBRIE . MedDRA version23. 11D,

BEOBVIBICTRZOESYRESNTVETD,

1 HB REXORD RO RARZ . BRERBXA *2 XS . HAOBPREZ AHEES . EEX . EE.E2. EPHEED . RTEEE.
TOEMRE . RBEEZ BREEBA KEEEBEA EHEREBX *3 HEZ. B2 . FEEHEP . KEX . BRKEBKEE *4 EB.
BREBKREZ . RS . RBA. EMAHM. BKES . EPEED . RRERZ . FEEND . BREE. . B, TOEMERZ  *5. 3. 2.
MREBIREZ *6 ®Z . BREBKEZ . REX. CF.OEZ. ZRAM ABEEZ . IKRZ %7 82 . OEE. B2 . BREBREE.
SEREBA *8 FOEE.RE . KEROEZ . MKEBPREE . SERKEBA. TOEERE . BPURZ . BRRERBEA

) AERCEARBRPEESNIEANEEENTEVET,
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> 3. IRERTREER L TDOMR

>
HIMALAYA i B&
AT+ REN=34) A3IT714> 28 (N=45) VT T (N=29)
«o Grade3 | ._ o w0 Grade3 | ._ o Grade3 | .- o
BA £ £Grade*® B4 TIRET £Grade*® RO IR | £Grade T4 RIFET
14(41.2)| 3(8.8) 0 5011.1) 0 0 11(87.9) | 2(6.9) 0
(374> +1(Y1RE (N=388) 137148 (N=388) Vo7 7% (N=374)
«0 Grade3 | ..o «0 Grade3 | o Grade3 | .- o
L& £Grade*™ B4 IR £Grade*'© RO IR | £Grade "4 RIFET
121(81.2) | 12(3.1) 0] 61(157) | 1(0.3) 0 84(22.5) | 13(83.5) 0
TOPAZ-1#5&
AT I+TLIRE AT ZF 8 (N=3T) TR+ LI BZE+SATSF U8 (N=41)
BA A £Grade*"" | Grade3XxU4 RIRET %2 Grade Grade3X04 BRIFIET
13(35.1) 0 0 6(14.6) 0] 0
AIT4IHTLIRE AT ATZFUE (N=338) | TR+ TLIRE D+ ATSF 8 (N=342)
SIRER 2Grade*? | Grade3Xk0'4 ERIFIET 4£Grade Grade3XU4 RIFET
70(20.7) 3(0.9) 0 44(12.9) 0 0
DUO-Ei B
3 137140+ AT+ LIS—H+ HE MR EEERE
* Be&F IR EEERE (N=30) B&EF AR LR (N=26) (N=32)
=2
%z = w13 Grade3 | .- .5 w3 Grade3 . o Grade3  ._ .o
? BAAEE 4Grade*™® 4 #RIRFET £Grade*™® Y4 IR £ Grade 4 IR
§U 22(73.3)| 3(10.0) 0] 13(50.0) 0 0 15(46.9| 1(3.1) 0
i3
23] L3742+ A3IT4 I+ LIS—H+ HEMAI R EREERE
% BE&HEIHALEERE (N=235) HLEFIGALER AR (N=238) (N=236)
2 Grade3 Grade3 Grade3
3 *14 == *14 == ==
g 2AEEH  2Grade 54 #RIRFET £Grade SO IR 2 Grade N4 IR
97(41.3)| 7(3.0) 0 87(36.6) 4(1.7) 0 72(30.5)| 3(1.3) 0
BER (%)
SBEOEWVIBICTROESVHRESNTNET,
¥ AITVAVIHATANE KB ORED . SHAM. BXBRE. MREPIREE . FEERS . /I VH P NEXA. BRERBEX
10 AIT4>0I+ADaRE EKE BREBPKREZ. B2 HBA. ZOEMRE B . MWAEE . E2ERE . hEUERE . mERREL.
ZAIHL. RN BRBREE . AT A— T VATV EERE AT D RS DA  HERGED . R EBIRES  BRIEREA.
CREREER. FOEURZ . BCERMERBA. KEERER. ZHAN.F HMERZ. EPERE *11 KB . BREBREZ.B5.
HEX *12 B . HREBPREE. REXRZ. BEEEZ . BRRE . EBERZ  KBEERBA. SRR BEA. EMBER BRI
BZ . MBHRED . COEMRE #1383 . 4/3I740 +AS WA HBIEEERE KE . ZOEE. BREPKREZ . B5 . SERRBEXA. REX.

BEBMRE . A0 REFIR . BIRKS . A X714 D+ U LN +aSRAIGRAERER T OEE. B2 REX. BRI BIRRZ | 15,
REERE *14: A7/ D+ASRAFBLEREN HP. COHEE. WREBIRKE . RKBR. BZ . SERKER. AIRERZ. RAalt
RZ . REMERER. . EBMRE . KEMREX. LA, . BRERER. KEE. REBFB . MRRE . A IT71> T+ UL/ =T+
BERAFRAEFER  TOFE. B2 . MREBIRKE M. TOFMERZ . REX. RBERE KK Z . SERKREX. 2K, 2
MREX. RREREX. KBS AIHERE

) AERCEEARBRPEBESNIEAEEENTEIET,

ERNDERKRRBRICENT A IV VEORRBFRPEBECESRVEELRBEEHMESERNPIF. P21 RED
HARBERDPEECSRVERLCREREHEZERDP2HMESNTNET (2022F6F17HER) .
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HERE (¥72 - NL—EEHEEZSD)

B FROLUONK. &E. MROHNET ESEEFONIER SR ZHMROEEETRRERLT

<X,
B REEREE. F50 - NL—ERBESIRONBAICIE. BODICHBARIEMES EEL . BYRAES
1T oTLEE0N,

® BRFRIEIK R UREMR
tORE (RBAET. BRE. RERES) £R0NT 570, RRBEDLDO+IREBRFMET T,

> HEREORKERRURERR"

ANHREE (Z2—0/5F )" ¥ - N —EEEEY
e NP \ FREOLUON. UBRROHIET - A BRI
mER | SOOI AR DIBRMOBBRE. IR | e s T R ARSI &SR
BERISTS | SREED BN . MMEIEEAN : %;}Eﬁﬁﬁ (EEMiEAEE (BERIESE. M
WRIRERE | G IRTL R U R
n 17 N 2N S S : =S 2. Ix V7 BFEIHYTTE
[Regsil] {'&E*ﬁi?ﬁ%\ B EROEEREET (temporal diSpersion). e (misis ERIE .
[Eh3REY] JEEBAOET AT BN OE TS

NEESBE EERNERERBANIGY Z 27 [ RIEHZEE ], FM21E58

2 BEFEE  ERRERAERINISY =27 [F52 - N —EERE (RUEREEREEEZRMRIR- 12— 0/ 3F — SEREMEREEE 2 RIRWER) | FR21F58
3) — M EEABRERE R SR —LN—D[F T NU—fEEEE . Ty v —ERERESI NS> 2024] (2025F 3B R)
(https://www.neurology-jp.org/guidelinem/pdf/gbs_2024_01.pdf)

4) —RHBEABRBRERAR— LN [F 5 - N —EER] (2025 F 3BEM) (https:/www.neurology-jp.org/public/disease/neuropathy_i_detail.html)

B
E
)
54
I
R
=

75



> 3. IRERTREER L TDOMR

® ¥HLi%
BRR B = MRS (CR UV E R LA B E LB E LA T REBEICLTAEZ,
KAPDOAKRENE. A T4 A2 REET,
>
- Grade1 Grade2 Grade3 Grade4
v4.03
RPN e . e
WEEE | BRTRELRERR | o ek BEOERPDD | apg
ARAEEALY SEBE DHIRR B2 DR
5. }
\ Lf\ = ~
No—i | momeg || GRISIATIEBOET ) o mims 2 g Aol
. AH %S
EBELISL
AR DWE —
Fo>-
JNL—fE — AR DIEE % KA HIE
7Rt
KL% — FLRZVAY 1~2me/ke/ BXISLBABSICRIGT 5
70—y 7
TERD +Z 30BLIAICGradel LT
B | >N il pima | ECEELBLBARE
5 s | Lo | Gl BV memereomsy —
L ERy | BE HEONBEIE AHD
= ELn | M %5 % KAk
& WNES
z 2
A
] BB AL T AR O RIEIEIR DRSS ERE TS
#
]
= TR B Gradel U FICEELAE. 15 B EMF TRIBRERIVEVRIORESE
) BELLEE WD
1
£ -GradelATFIC®HEL
A%
AR DR .
BIREEMEL i .
s . : E‘:Uﬁ&gﬂ'\)lx%/ﬁﬂo) o
<F¥FS5> - NL— BEEHNTL ROV
RS 10mg/BLUTD#S
EREREUL USRS R E T LT
vk

% R Gradeld [RIYMEESH = 2—O/NNF—JICDVTEET .

1 BEOEME. HARPKBOBEWWY . BEDOHEH. SROEEREEIT,

2 NAVER K. BEOER. ML OFER. ZEORRARIEET. BEW TIFARVIKEBE T, £@#RIC (B LEEEZITOLET) BELRRIR
ROGDOEY) DBEZESITOIENTERREZND,

%3 ¥ N —EEEOREEZETHHEICIEBRBICIGC T IVIGX FMERIB ZIEET T 5.

X4 RFIORKRFESRI2BEUARIC. BIBRERLEVHIOBRSENS T RZVO>10meg/BUTOERESXIFELUEEL THH TERVEE. KFO
57 XAILHIET D,
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o FIIK R
ZRBORELMEBITHRICH THHBEBEEREERIET. TROEHVREINTOET,
>
PACIFIC:E%
1371>10mg/kg 2BREERERS (N=72) T oA 28R ERIRS (N=40)
AN £ £Grade*' | Grade3&U'4 IR T “£Grade Grade3&0U4 RIRIET
4(5.6) 0 0] 3(7.5) 0 o]
1374>210me/kg 2:BREIRIES (N=475) T oK 2 BRI ERRS (N=234)
SRE £Grade*? | Grade3X04 RIRIET £ Grade Grade3X&04 RIRIET
37(7.8) 0] 0] 14.(6.0) 0 0]
POSEIDON i B&
(3740 T+ V1B EFIBR R AR N=20) B&EF R AR (N=27)
BA A £ £Grade*® | Grade3&04 Lo A £Grade Grade3X04 RIRIET
5(25.0) 0 0 4(14.8) 0 o]
AIT1 I+ TN B2 EEIHR R SR (N=330) BE2F R AR (N=333)
SRR £Grade*? | Grade3&U'4 IR T £ Grade Grade3 U4 LA
17(56.2) 0] 0] 24 (7.2) 1(0.3) o]
CASPIAN: B&*
AT +ESEE+I MRS REE (N=18) BHEEHF+I MR RNEE(N=16)
AL £Grade*' | Grade3&U4 IR T £Grade Grade3X 04 RIRIE T
1(5.6) 0] 0] 4(25.0) 0 0]
AT V+ESEHFI+I MRS REE (N=265) BHEEH+I MRS NEE(N=266)
ShEM 2 Grade** | Grade3&04 ERIRIET #£Grade Grade3 K04 ERIBIET
A 11(4.2) 0 0 17(6.4) 0 0
E% ADRIATICiE&
* ST VB (N=19) TSR EE (N=31)
BA £ £Grade*' | Grade3X&U4 Lo A £ Grade Grade3 X014 BRI T
1(5.3) 0 0] 1(3.2) 0 o]
1IT1> 28 (N=262) TotRE (N=265)
SAER 4Grade*® | Grade3&U4 RIRIE T £ Grade Grade3 X104 RIRIET
727 0 0] 8(3.0) 0 0]
£ (%)

% CASPIANEB&IE . MedDRA version23.11CHED.
BEOSWVIBICTEOEBVIRESNTVET,

* 1 ARAMMEREZ21—0/8F—
* 3 AMERE - 1 —ONF— A2 —ONF— X1 —O/NF—
*5  KMEREZ 1 —ONF— KU 2 —aONF— K EEEH = 1 — O/ F—

Za2—AaNnNF—

) AEFHCEERBHROBESNEFASEENTHEVET,

*¥2 I ARMEZ 1 —ONF— RKEERE 2 —ONF— R 1 —ONF— KEEEH 1 —O/F —
¥4 BRI —ONF— RKREEREZ 1 —0O/3F— K%
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> 3. IRERTREER L TDOMR

>
HIMALAYA i 5&
AT+ 22 RN (N=34) A3IT714> 28 (N=45) VTSI (N=29)
B £ £Grade*! G)?gis TR =Grade G)rfgig IR | £Grade G;gis RIFET
1(2.9) 0 0 0] 0 0 o] 0] 0
1IT4>I+12 188 (N=388) 137428 (N=388) VTSI ZT7# (N=374)
SAEH £Grade*® G;fgig #RIRPE T £ Grade*® Gggis LIRS | £ Grade G;gis BRIFET
6(1.5) 2(0.5) 0] 4(1.0) 0 0 4(1.1) 0] 0
TOPAZ-1&5&
AITAVIAFLYREVAYRTSFIRN=8T) | FSERHILIRES AT SF B (N=41)
A £ £Grade*' | Grade3&04 RIRET % Grade Grade3X04 RIRIET
1(2.7) 0 0 1(2.4) 0] 0
AIT4IHTLIRE AT ATZFUE (N=338) | TSR+ TLIRE L+ ATSF 8 (N=342)
SIRER £Grade*” | Grade3XxU'4 ERIFSET 4£Grade Grade3X04 ERIFISET
23(6.8) 1(0.3) 0 19(5.6) 1(0.3) 0]
DUO-Ei B
3, AIT4>I+ (I T4+ LIS+ BEEF R SRR
x BefF IR EEEE (N=30) B&EF AR %R (N=26) (N=32)
% HAASKE  2Graders U293 s 2Graders U290 e 2Grade 290w
2 17(56.7) 1(3.3) 0 17654 0 0 |24(75.0) 2(6.3) 0
1E
2| 137425+ A3IT4 O+ LIS—T+ B EF| R AR
f% He®FHALEEESH (N=230) BeEHIfRFEE LR (N=238) (N=236)
2 = «o Grade3 | ._ 5 .o Grade3 .- .- Grade3 | .- o
g 2HER  £Grade*® peson 85IRFET- £ Grade*® e RIS £ Grade B0 RIS
122(51.9) 5(2.1) 0 126(52.9)| 7(2.9) 0 136(57.6)| 7(3.0) 0
Iz (%)

HEODBVBICTROESVRESNTOET,

k1 RBERE - 1—0/8F— %6 A I7q>0 I+ P2 R8RS 12—/ F — AR 1 —O/NF— RS REESH = 12—/ F —.
ERI—ONF— AIT IV AW 1—0/3F— 7 RO/ F—  REERE 1O/ F— REMEREESH =1 —0/8F —
¥ ATV ASHAMHBAEEREE  AEERE 1 —O/F— A O TF— AR 12—/ F— AT T+
ULN—=Y+ALEHHBIEREE AMEREZ1—ONF— KEEZ1—0ONF— x93 71> O+ASEFHRIEREE  REH
Za—ONF— KRR D O F —  AEEESH 21— O/NTF — SR 1O TF — A I T I+ U LN+ ESEH SRR
A 2 —ANF— AEMERE Z2—ONF— ZR_21—0O/XF—

) AEHCIIREBRPEESNEROEENTHIET,

EARANDERABRICEVNT. A IV VEORRBRPEETCERVERLHEBEREZRD 4. 121 NE
DARBFRDPEE CERVEBLHEREFEERDPIFAMESNTVET (2022F7H26BFFR).

78



Infusion reaction

B Infusion reaction DFEKROER (BE. K2 . #il. RUN . FEEDFTVO . REAZ) L. 7S 71 7F>—
OEMEROER (5 MERZ . IEZE. W8 . KT, 88ikE) ICDOWTEZR I 2T oT<IEE,

B Infusion reaction DR IFTEICIEBREICKR >TVWEEAD  EARDFE GEAFMN . REZERLD
BEDIRRBICE O TEIZRIINBAREEDDUE T, /o AT AV NFERICEDTHER /N
BTHY . 7UILF—RISERITIEDHIET,

BERCIEC T AITA I A2 ROEFEESOFMPREEAREZ T IV, ERPEELRBEIL

BEERIELTEE,
WA AV RNOPRZRERZT TR 2ARIBEEBEDORESICENTHInfusion reactionhH 5
DNEEADPRESNTOVETDOTC AITAI AVIREBEEICIE. BRBZEDREAZ THICERLT

<72&ELY,

® XH4L;

R BRERBRICAOVEHWEED EICERELIETRESEICLTILZEW,

RPOKANS. AITA2 I AV REET,

>
%1066‘; Grade1 Grade2 Grade3 Grade4
DARELIGRBOTE |y oy gesticn T
PRE EUGEIRE | e v e s
N . N (= Wz HS,
L mEpe—stors | OIPEROLAER | oegg et
FEAICHED OB AE XA KIE NSAIDs . Fk RCRIELELY EMEEDT
RS o s ) | SARNER) pNELbERT s ERAEEETD
IRRERIRL CEESpIERIGTS | PP
- S24mmO O SUARER
AETS
FAIONE | BE5HE. U EEOEAREES0%HET S I RHIOE S A KA
SERICISU T RREEEORE ARSIV AT | N i
O N2 515 |- X B ERERE R 'fﬁgftgﬁﬁﬁiiifﬁﬁf&\/%@&g*
D \ L 3 — g7 o X «
spige | CERRORS TS FROCERABECAC | ppe mmsmisssmalcs. BERA.
ASS L ROFIRREIRE T2 FRLAFUY . 25O MBS . GETIEE.
-Grade2MF &L REIDZRE # ¥ EIRS5 D SEER I LAE BT S
50% DR TRBEITS
7407y
ERDBIE | el Er B L4 ARIDRE & KA
XSmRS | o -
WELLNBA

* & Gradeld DEAICHDRISHEDWTEERT 2.
1 RBUAEFEAN BRBRESGZSMR  PARBREN A N > E3R, 2R HEMR, 2023
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> 3. IRERTREER L TDOMR

o FBVIK R
BRBORLUERITHRICE TS INnfusion reactionBEEERIE. TROEHFUREINTVET,
>
PACIFIC:{E&
1374>210mg/kg 2:BEREMRIRS (N=72) TR 2 BERERRS (N=40)
BA £ £Grade*' | Grade3Xx0'4 ERIRSET £ Grade Grade3X04 ERIFSET
2(2.8) 0 0 1(2.5) 0 0
1374>210me/kg 2 BEEMRIRS (N=475) 7oA 2 BRERRS (N=234)
SIhEF £Grade*' | Grade3&04 ERIFIETC % Grade Grade3X04 ERIRSET
11(2.3) 0 0 1(0.4) 0] 0
POSEIDON i B&
{3747+ NMALEFIHBEERE (N=20) BEEF| AR AR (N=27)
HA £ £Grade*? | Grade3K&U'4 BRIRIET £ Grade Grade3X0'4 BRIFISET
4(20.0) 1(5.0) 0 2(7.4) 0 0
AT I+ VN B2 EEIHR R R N=330) B A A EAEE (N=333)
SREM £Grade*® | Grade3X04 ERIBSETC < Grade Grade3X04 ERIFSETC
15(4.5) 2(0.6) 0 8(2.4) 0 0
CASPIANG B
AT V+ESEFI+I NRY REE (N=18) BEEH+T MR REE(N=16)
B £Grade** | Grade3KxR04 RIRET % Grade Grade3XU4 ERIRSET
1(5.6) 0 0 1(6.3) 0 0
AT +ASEE+T MRS RE (N=265) HE®A|+I MRS RNEE (N=266)
SIRER £Grade*® | Grade3K04 ERIFSET £ Grade Grade3X0U4 ERIFSET
7(2.6) 2(0.8) 0 5(1.9) 0 0
ADRIATIC i B&
174> 28 (N=19) ToARE (N=31)
AN £ 4 Grade*® | Grade3&0U'4 ERIBIETC < Grade Grade3X 04 ERIFIETC
1(5.3) 0 0 0 0] 0
AT (N=262) TotREE (N=265)
SAER £Grade*” | Grade3X&04 LRI % Grade Grade3 X014 ERIRIET
4(1.5) 0 0 2(0.8) 0 0
BE (%)

BEOSVIRICTROESVBRESNTVET,
#1 Infusion reactionBEERICIE GEAILHSRIGRVERZ RE1BLURICRIRUZE/MRS . EMBRES) PaEhd  *2 EAILHED
RIS EZ  *3 EAICHIRIS. E5 . EMBRUE. B2 *4 58«5 XAICHIRIS. EYBWE. B . BT *6 EAICHIRE

*7 DEAICHORIG . 82

) AEEHCEERBROPESESNEAEZENTHEVET,




HIMALAYA# 8
AT T+ NE (N=34) AIT71> D8 (N=45) VST71ZT8 (N=29)
A &m £Grade*® G;gis EBRIFET £Grade*® G)rfgig HIFET | £GCrade G)rfg»iS HIFILT
2(6.9 0 0 3(6.7) 0 0 0 0 0
AT I+ 22 NEE (N=388) X712 2F (N=388) VZT71 =78 (N=374)
4i5kF £Grade*® G;gis BRIFET £Grade*® G)rfgis HIFET | £GCrade G)rfgig IR T
1539 | 1(0.9) 0 9(2.3) | 2(0.5) 0] 4011 0 0]
TOPAZ-1:{B%
AITAVIHTLIBEV AT SFUEN=37) | TSER+TLIREV+IATSF U8 (N=41)
Bai&em ~ £Crade*® | Grade3XkU'4 HIFILT £Grade | Grade3kU4 EIFIET
1(2.7) 1(2.7) 0 3(7.3) 1(2.4) 0
ATV I+ TLIREV+IATSF VR (N=3838) | TS uR+TLREV+IATSF U8 (N=342)
SAER £Grade*"" | Grade3RU'4 HIFITLT £Grade | Grade3RU4 EHIFILT
14(4.1) 2(0.6) 0 8(2.3) 1(0.3) 0
DUO-E5%
(T4 + AT D+ LN+ BESA GRS
BEEHIGAEEER (N=30) HEHFIHRLZE LR (N=26) (N=32)
BAAEN  £Grade*™ G;gis BIRLT £Grade*™ GzrfgiS BIRLT  £Grade G;gis BRI
3(10.0) | 1(3.9) 0 3(11.5)  1(3.8) 0 7219 1@ 0
13740+ AT VU LN+ BEEHHRARER
BERFIHAEEER (N=230) BSBHIHALEEREE (N=238) (N=236)
SH%R  2Grader? U290 mpze 2Gracert 298 | gpsr 2Graden O20°%  mRze
22(9.4) | 3(1.3) 0 28(11.8)| 6(2.5) 0 30(12.7)| 6(2.5) 0]
B (%)

HEEOBVIRICTROEBYRESNTVET,

¥BIAIVAYTIHATVANE EE ERE . AITVAVVH BB OIANICHORIE %91 ATV IHATANE  ERE OEAICHDIRIS.
BEVE. E2 . MBERERICEABUSHRES . A I D8 SRS, EYBRPUE EAICHDRE =10 BYBEE *11 EAICHIR
. BRE . EYBEIE 12 A ITUVIFRSEAIMBAERER TAICHEOIRIE. 7T IS5 —2av o AT O+ L=+
B2 REIHALERERE TACHORIC EYMBHE. ERZ %13V I+ASHFIHBAEHREEE TALHOIRIC BEE. 77
TAZF—=RIS.TFT7145F>—2av 0  EYMBUE. B . A 742D+ ANV +ESRFIHBAERER EAICH IR BBIE.
HEMBBE. 7T 71 ZF—RIS. T T T4 5% —2avy BB

) AEHCRARBFRPEESNITEFHOEENTHIET,

PACIFICERE TIE. /X714 DO2EBLE (2. 3. 4. 5R06EE) O%RSICHEWVWTEERInfusion reaction#
IR (WITNERSE1HLRICETE) LIES (B—ER) BRDHOHNTET,
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> 3. IRERTREER L TDOMR

B 5 IS LNV EOHARE T FFERBDPHOONDIENHIET,

B FHRREO/CH. BMICEET HrIREEDHDER (5 BB, BT OEVEK . BREER. BYIN. L EEAF)
ROREMRR (MHANET/OE Y REOE T B MIKOZFRF) Z2EHICE=RUTLTE,

B FFREHPRODNBEEICIE. BPDICMBRAREFIEEEHEL. A7 ULN—YOREZHIEL.
FrmEREm . BIEREFRIVEFIR S IORR) 2 OREFEDBEYHLE =TT TN,

® BRFRER RUREMR
tORE (F7TZ M PHFAT U AV ZF IR TURADRIF O FICLBEHE. N ULRTAILABI9
BE. BCREESR. BEESS) 20T 2720 RRFEDZDD+AREHRFMET >TILEL,

> FERBOBRERRUBRERR?

BMICHEOILFERK. BiF. OFOR. BRELS
X RGP BT FER DA 0

1) REMA ¢ BB O /MBS IES
Q&AM mANEIOE>REN10.0g/dLAKH
FRERIREFTR @OMBFRMIRDZER, - 1%
2)BH#
FEEFRFIKDZR, | 5%

B PRER

DEEFBEERMRBBERNA SR FRIEENEEICH T 2HENMRIL: RFREDROBRI 1 N SNAFELETR, 2023
2V BRBIRE> 4—  RAMFTHE (EEHRK283), ARMEEAMRELMAME/ #HERE > 42—, $F6F (https://www.nanbyou.or jo/entry/4451)

® FREFIRFICOLTY

IRF BB IEBRMER VUSRI ME B MR MIKOZ RO EBAF EROZ M EHFHET D& MaRBR T, KT KE
TIRBERMICHRMIKRDOADHD L BEOCBMEZLET. BE . QMK M/NRBISERICRIENET,
1) FES BERAERBBRNESE FRICENEECHT BEMRI: FFRBLROSRH A K HH4FEERETH, 2023

3,
2
=
7
%
gl
iz
A
£
Z
)
it
%

® X%

R BRICE VDV THWHIIRELTEUELATL L, FFREDPRDNDHERICIE. EPHICMAAREMEE
EHEDLE AITAVIROYLN=FZRIEL FHUEICDWTIE [FRFRBZEROEBRBAA NVRO T #FIF®R
Th— BRRUFRFHE FEEHR283) 2B EICLTILEEL,

DEASBREAMRBBCRMAEE FREEMNESICE T 2REMAI  FFRBLEOSRI AN SMLEERETR, 2023
DHRBHRE2—  BRUEFFIE FBEHKR283) . ARFEZAMREZMEME/ #RERE 42—, SMN6E
(https://www.nanbyou.or.jp/entry/4451)
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o RIKR®

DUO-EERBRD L2 MBI RICE I DFRFIRBIL. TROLBUBESNTOET,

7% 8. PACIFICE B POSEIDONGER. CASPIANELBR. ADRIATICE B HIMALAYAGBR. TOPAZ 158, DUO-EatER
(AT 422+ ANV +ASHHHBIEREFOMERER. 7 I 7« D+ A2 8FHHBIEEERERE.
BERAIHRCEEER) TIHERESNTOLEEA,

>
DUO-EE% : #t¥5&i%HA
A3 T4+ LIS—H+ AT+ HeHE R R AR
BEEF R FREE (N=20) B2EFHRBLEEEE (N=20) (N=21)
AAAER | £Grade Crades #RIRFET | £Grade Crades IR £Grade Clradss SRR
MNO4 NO4 K04
2(10.0) | 2(10.0) 0] 0 0 o] 0] 0 0
A3IT740 I+ LS—H+ 13740+ He2E R EEAE
B2 FHBFRAE (N=192) | A<EFHBLZERE (N=183) (N=169)
St%EF | 2Grade Oraded #RIRFET | £Grade Clee IR £Grade Sl ERIRIETS
MNO4 NO4 K04
3(1.6) 3(1.6) 0] 0 0 o] 0] 0 0

BEs (%)

) AEEHCRRRBEFRPEESNEADEENTHEVET,
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> 3. IRERTREER L TDOMR

) LN—Y R OR Mm% &

B LN EOHBRS T AMMEEBMDADH SHNDIEDHIET.

B FHEROD . AMEEMICEET DPIEMDH DR (BRR. B2, BUN. HEV\ &EF) KOREMR
(HANETOE Y REDET . f@7RMEROEN . MBRZEVILEABD LR | R - FrhrOE U AROEND.
MmENT IO AEDETE) EEHHIICE=RU 2T LUTLIZEL,

B AMEENARDONDZRICIE. EPHICIMBRAREMIESEEL. 17122 ULN—Y D5 %ZHIEL.
BIBRERINEVRIOBREFEDBENLELREZTOCLE0N,

® BRFRER RUBREMR
hDIRE CEHIME . BAIE . BMIEES) IR0 5720 REREDEDH O+ HBRERRFMET o< £,

> BefENRAnEEnORKERRUREMRR" >
BAER | BMICHESBER. BT, BUN. HEV EBS . ALICESNEYOE VR, £E%

1) KRR
ONEJOEVREDET
OB MERDIEM
@mEREEEUILE B LR

FREANREFTR @OmBENTN OEAEDET

2)BH
B BRI ERDIEI

3) ZDfth
fRep - RO > ARDIE

1) EEFBEEAMRBBCRMAEE FRMEENREICE T 2RAEMAN BCRBIEANEENZEROSRI N SM4FEERETR, 2023
DHRBHRE 22— BEREEANMEAN FEEHKOT)  ARPFEEANBREZMEME/ #ERERE>X— SMEE
(https://www.nanbyou.or.jp/entry/114)

e HEGREMHRMMEAMICDULT?
HEGEEANERMNIE. FANKE FONRERST 2ASTEP R RMICEESN . FURFIERIGORESR . Mk
MiE GAN) SN T, FIHRESHE L SGRTEIEICE>TEL ZRBE AR MOBRIE T,
HESEMANNENOZIIEANEEMNE L TO—MMELEE BT EARRBL . RV TERBRNRIREIC
FoTREARELET,

1) BEEFBEHFAMRBBERMAZE FREEMNESICEHI2HEMRI . BSRBEANEBMZEROEBRA( N SM4EENRETR, 2023

3,
2
=
7
%
gl
iz
A
£
Z
)
it
%

® X%
FRARAERICEVTHILRIREL BV ELATLE, AR BOARDNDIHBAICIE. BPPICMAARFFIEE
BHEDL AITYIROYLN=FEFRIEL HLEICDONTIE. [BEEREANEEMZEDOSRI A KR
[#RERT 42— BeRREANMEEN EEHKCT) P22 EICLTIEE,

) EESBHEIAERBBENEEE BRIGENHEICHT SBEMAN : ECRTEANEANDROBRA A K STAFERETIR. 2023

HFBEHR L 2— AR ANMEEN FEEHKO!) . ARPFEEANBREZMEME/ #ERBEHRE>2—. SMNEE
(https://www.nanbyou.or.jp/entry/114)

84



® FRIKR™

DUO-EEBRICHITD. 1 IV TV +U LN +AESRAFRAZREZFHOREEBRIMIRICE TR MR M
BEERIE. TROEBVHRESNTVWET, 4H. DUO-ERROBEHAHBLEEEZHLOHAANELTIER

EXNTWEEA,
>

2HEE  4£Grade*

DUO-ERE : #555541
3T T LSt =T 1 B R R
EERAMAICERAR (N=192) BRI EmEs (N=183) (N=169)
Ggfgis &R 2Grade Gggf &IB%ET | £ Grade GzrfgiS IR
3(1.6) 3(1.8) 0 0 0 0 0 0 0
B (%)

HEEOBWVIRICTROESUMESNTVET,

*  BCRAMALEEN. AmtEm

) AEEHCEARBRPEBESNIENEEENTRUET,

EBRE

1)
N
A

I o
A
#
A
B
)
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> 3. IRERTREER L TDOMR

{L2 R A RO R E ST R D IE

B LEFEFRRICIE BREFPIEHNED HSDONDIEDH KT,
W BRE5HPEEPRNICIRIREZ1TOF . BEODREBZ T ICHRL T,

® RAMIFFIKBEDENESR

ORFFRIREH 500/ U LK D UET,000/ 1 LRFB TA8BERIIANICS00/ u LKEBISHD T2 EF RSN DIRRET.
M OB E37.5CLLE (OIFERES8CLIE) DHEAAAEU/LBEE. BAMIFFIEAME (febrile neutropenia:
FN) EEZET B

® Xf4Li%
ERRALBRICE VWV TCRHVAIRREL TR Y EEAT U . ERMF PERBAMEDOX RIS DNTIE . [ AT PEBE
(FN)BBEAARZA 2]V &BE (I LT/IEE0,

1) RHEEAARRREBYRE  RRETFREDE FN) ZHH1 K5 > RAHSHR, BI%, 2024

o RV A

POSEIDON& B . CASPIANGER . TOPAZ-158 . DUO-EERBROZ & MM RICH T2 B M FRIKE
PEE. TROEEVHRESNTNET,

3 }’=
g POSEIDON 5%
% (374> T+ V1N A2 EFIHR R AR (N=20) B & R EEAEE (N=27)
g _ £Grade* | Grade3XU'4 EFHIRIET % Grade Grade3X U4 FRIFIET
3 BAAER (i w
% 3(15.0) 3(15.0) 0 4(14.8) 1(3.7) 2(7.4)
@ AIT1 I+ TN ELEFH R R N=330) B & F R SRR (N=333)
0%) SRR £ Grade* Grade3&04 BRIRIET £ Grade Grade3X&0'4 RIFIET
o 10(3.0) 72.1) 100.8) 5(1.5) 2(0.6) 2(0.6)
CASPIAN:RER
AT O+ASEE T MRS REE (N=18) BHEEH+T MR REE(N=16)
AA £ £ Grade* Grade3X 04 ERIRSET £Grade Grade3X04 RIFIET
6(33.3) 6(33.3) 0 3(18.8) 3(18.8) 0
AT O+ASEE+I NRY NEE (N=265) HEEH+I MR REE (N=266)
SRR £Grade* Grade3X 04 RIRET % Grade Grade3X04 ERIRSET
17(6.4) 14(5.3) 0 17(6.4) 17(6.4) 0
TOPAZ-1#5&
AITAVIHTLIRE I AT ZF VB (N=37) | TouR+TLIEZE AT SF 8 (N=41)
BA £ £ Grade* Grade3XU4 BRIFSET 4£Grade Grade3 &0 4 RIFIET
1(2.7) 1(2.7) 0 2(4.9) 2(4.9) 0
AITAVIHTLIAE I ATZF VB (N=338) | ToR+TLIRE+SRATSF 8 (N=342)
SAER 4 Grade* Grade3X 04 ERIBISETC £ Grade Grade3 X 0'4 [ A
4(1.2) 4(1.2) 0 6(1.8) 6(1.8) 0
B2 (%)

TRHROEBVRESNTUVET,
* DRI P EORE
) AEEHCRRRBRDPESESNEFAEEENTHVET,




DUO-Ei&
AIT4>0+ A3 T4+ LIS—H+ He2F| R ERAEE
BeF R EREE (N=30) | BLEFHAEE AR (N=26) (N=32)
BAAEE 4Grade* erzagis RIRFET £ Grade® GzrfgiS RIRSET | £Grade G;gi?’ ERIRIET
1(3.3) 1(3.3) 0] 207.7) 2077 o] 3(09.4) 3(9.4) 0
AIT40+ AIT4 T+ LIS—H+ HEAF R AR
BeEFIFAFR AR (N=235) BE&EH AR AR (N=238) (N=236)
%R 2Grader U290 Az 2Grader 290 g 2Grade O20°%  mRze
7(3.0) 6(2.6) 0] 8(3.4) 8(3.4) o] 10(4.2) | 9(3.8) o]
B (%)

TROEBVBRESNTVET,
* | FEAME I RO AE

) AEFHCEERBHROBESNIEFASZENTEVET,

9

)Y

I
]
i
&
#
A
B
D

it
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A
- 4. EZEH

4.1 PACIFICiER
| 411 7S5 bRBEABRUTRREOED > HEER (2 15%H)

PACIFICEHBRICE W, T ERBELUBRLTAITA >V VHEHTORREDEN U LB O EBFEERIE.LUTD
RICRTeRUTLE,

>» (2{f%H) CTCAE GradeflNFEER : REMBIHNRER

{37428 (N=475) 75t (N=234)
sEE% S £Grade Grade3LE £Grade Grade3LlE
M5B

FIRBRISAEE T 55(11.6) 1(0.2) 4(17) 0

FIRBRIRE T 35(7.4) 0 4(17) 0
—f - 2EBEHSVRSHUORE

e 70047 | 1(0.2) 2100 | 0
BRESSOFERE

i . 620181 | 22(48) | 18(7.7) | 12(5.1)
PR . B E S ORREE

K | 168(354) | 2(0.4) . 59(252) | 1(0.4)
RS KUK MRS

TSEE . s8(122) | 0 - n@n | 0

25 %)

4 -
2
Z
&
#
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| 4.1.2 2EMRBEFAEEDA 71> SHTRAED EH>7EIER |

> (2AKREAXIZBEARAKH) 5% ETRIRUEIER : REERITHREKH

PACIFICEHBRODA I V1> VECEVWT 2FEAXIEBARAERONINDTE% U EDFEIRRE R UCEHERIE.
PIFORICRTELYTLL,
BE.2FERACHEBRLUTHAANERATOS% U EBWERKZRUICEIER L. MAHRIER R DA T U,

B | 374> VB (N=475) | BAAER (N=72)

MRS

FRBSIAEIE T 50(10.5) 7(9.7)

RSB T 30(6.9) 6(8.3)
BBRE

Xl 46(9.7) 7(9.7)

B0 26(5.5) 2(2.8)
— - £ EWES SURSHUORE

FENIE 28(5.9) 0

%) 62(13.1) 5(6.9)

BRI 5(1.1) 4(5.6)
BRESSOFERE

HIRES | 5(1.1) | 4(5.6)
BE. hEHLVNBAHHE

REHRIE BRI | 20(4.2) | 7(9.7)
RBBLOREWE

AR | 27(5.7) | 7097
BERRBIORAMEMEE

B | 21(4.4) | 4(5.6)
RS . TS SRS

ML 25(5.3) 0

IR R 28(5.9) 34.2)

A 2 43(9.1) 3(4.2)
RS LUK TRMEE

TSI 33(6.9) 7(9.7)

Ei2> 37(7.8) 6(8.3)

B (%)

o

T
>
o
il
o
55
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Z
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#

> 4. 2ZEH

| 4.1.3 PACIFICEBRIC B BRERT S2—Ib

>» BXK121AB. 13712 10mg/kg% 2:BRHERRE"

FER 115 =2380
: P :

Week GER) 0 2 4 6 8 SEELIE
LITVBE O O | O O | O |288310.12.14.16%)
BATE O O 0 | O O | O @ 28B5(10.12. 14.16%)
PABRINA
(R T MBS, | O o o o o | o | 288710.12.14.16%)
BEEAIRIE)
hE O O O O | 48&(12.16.20. 24%)
PE Ay O 0 1618
MR O O 0 | O | O | O 288310 12.14.16%)
MR HRE 2 O O 0 | O O | O 288310 12.14.16%)
NRRERE O BRI BRI
RigE" O 0O O O | 48% (12. 16. 20. 24%)
it s 0o o o o o | o |4#m32.16.20.24%)
Performance Status O @) O O O @) 2BE (10, 12. 14. 16%)
BHIE (CT MR O O | 8% (16.24. 32. 40KV 48)
ggﬁgﬁf_ggmcemm O ol o o | 0o | O |2B85(10.12.14.16%)
BRRUCHEF. HIV O

#:20283F N BIC. AHBREGRHROBERVUBERIFEREAE (10mg/kg) PSEEMRE (1500mg) (. £/2R5EMRIE2:BRBRD 5 4B H
BRICEEENTND
1 DREIREP . KR ERSHEFICIERES 2. 1HERC16BRIEA IV > VRERIRIFRLA. X712 D& 5%30 2R R 3B LA
ICAIET D,

X2 REFMETICRE  BARE . 2 MREROFHERERERIBEONTNDI L,

DIVRERFZRE 7T IV JIO—AALP. BB KHREESR . ALT. AST . HEVILE > Mg CRERIB®EIE4BHE®E) . K. Na. Ca. Cl.
WEING OLTFZ (OLTFZ2 0T IYA) CREFBRIEAERE) . REXIGMFREZR. v-GTP CARMABRIHRR LABERER).
FREE CammAmRIE4BEE)

2) MAFHRE  FHRMIRANETOEVIRE . FIRER . FHOFRMIRATE. SFERIK. BIR. AT MUY M FHRIR.ATIOE > /MRS, 7Rl
BRI U\ BIERER. FEFRMBRANET/OE VB

3) mEFEERE 7O MO EVER (PT) BRSOV RTSAF VR (APTT) . ERREELL (INR)

DRBRE EVILE> pHOBI., 2230 JILD—AE T A BROIE



| 4.1.4 PACIFICHBRIC BB ELIRIR - ot B2

® SEIREE

>

R A TR ZMICNSCLC LR SN TH Y YIBRTEERBATETHEDRE (A7 —
T &#F 9 BHE#E (International Association for the Study of Lung Cancer
Staging Manual in Thoracic Oncology [IASLC Staging Manual in Thoracic
Oncologyl £ 7hRICHED)

18m Ll £

OX (&1

128 L

MeBFIHBTIRELD | TATAETRRULEEPEER LICHDBEIE ARED
YA OSEEr gt | PERSECFERFHREERTHOORRA2ARETERL
FEORMHAESZF. AR | (oL,

EOYERSH 1 ~428 )
RICFOREAKRZ TR  EREEEBEIE. 4280OA7 - HEOKID 14
NS HE0, BREMAICAZU—ZF 57T T2 ENREREEND,

BEEH)E BRI R LA RIHRBUED RICHEST (PD) ARDSNTULRL,

B2 BHEBVLEROAL VX T IFDSBO0TANEEH BT E : TRAVK,
EYTIAFU B LILE S REYSRABAR U370 BFLILRIE R LFEIL) XiE
ASINIERD

(LRBEDRIEY A IV IREHRORIEIRST BTSSR EIRG C BRI AR IT NSRS,
AR AR DHE D EELRBO SNBRVD . AR GHREEDOR ChhIL LEEE
ERBELTEHRL,

BB L ACERFRRREO—IRELV T EEREN T ETICHIRTIREC0CGY £10% (54~
B66GY) EZIF TV RITNIERSZ,

%ﬁﬁl‘é)‘ﬁﬁ%ﬁﬁ R %m%%,\ qugﬁm%??§b320Gy5§5ﬁ&0/2‘3“/20733350/()5'55%

DR EZETT S | THIRERENI4CyRib

CEDERENS. DI Vas 1 35% B XU Voo 1 30% 5%
(AT BB 5% 10°/L

f/MRE>100 % 109/L

~AESOE>=9.0g/dL

B L7 FZ20 7S A>40mL/ 53

MmBEEVILE > =1 5 XEEZEELER (ULN) (DIAN—IVEGRFOBEEI DD YD DERME
RO LTEINERD D)

DR OFE T ASTRUALT=2.5XULN

R TH DI ED R TEHEHE . NEHERMOLEDHE . RS ME TOERIRED
EMThHEEHE

* :WHO Performance Status

%% . Cockcroft-Gaultz{ [Cockcroft and Gault 197681 XIETL7F=> o UT7 TV ARER24BHEBERT > TIICELS:

B OLTFOUTIVA(ML/D) =

& (kg) X (140 —4F#5)
72 x mFEILTFZ> (mg/dL)

#E (kg) X (140 —%Fiip)

T OLFFZ2OUTI2A(ML/D) = x0.85

72 x mEILFF=> (mg/dL)
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> 4. 8E¥R/H

® [RILEZE
>

12 TSI MR E DR A LI Ch 5B E

BAETHENSCLCITN LB RS MSHR AR S 21 L\ D8

BRI E AL VIR AR RIS 2 B0 TV BRICET AR D e BT I
NSCLC##
ABROABREONERS DN ABRLNICAS P ORMRE S DOABREORS £ 5(S
i, FARDAREONERS ORGBHLAICE/ 2 O—F A OR5 £ B0 8

BEICFBHDHPD-1 FUERIFFPD- LI A OREE RIS 7B

FARDLDIABD DILEFR . SRR, ENFOFER SR T FEOHAEE
TLBEE

ARBADBIOH ABBLIAIARERS O ELDAFMER S 1B
RSB ES 5 o8

REERSAREONEES ORI 28 BRI HAIES £ 2 8E

SABRBIONS0 AN SAREREO30 BLNICHBL LT/ F> OEBE R B
72T T RIS T DBBIEDR D 5 D%

AT HEHRFORIC 53 Grade 3Dl EOBMA S EELTL AL EE

AT DICEREHRFE T Grade2 Ll EOBMAH B SN T\ BEE

S S A C T i —

FES O FNF Xk N

3 BEORFFEDESHICGrade3LEDASPORBIBNELAEERE X /LT E

s DB, Gradel ITICEELTWARWEE

z REX FBE2EBICECRERER S RREINBE

z PAEISBEICHEMLBER (B /0% RBEABA) PRBSNBE

2 FRREREISIEOREN & D BE

1 Bazett HE# AL TIADOER (ECG) HSBH L DHRMEQT M (QTe) DT

Vi B 470ms LU ECh BBE

3 HEEATRR BB DR

o RIS SIS . 0> NO— L FROBME . FRERDIE.
RERR

Y MA—ILARE SE I S A i S 9 =P
REREES S ABMEHCERBRBNIEBAR

BE BRIFFAXR CRIPFA X S NMEBEFRLIIILA (HIV) DI EF VA%
BT EPRNThHDEEE ST EH ML MERE
SBBOBHOESTHHIRINDIDEEDDORABIEHN TEXRIBD
TR A ARIRR
BEICRERERRZM SN REEE T 58

RORFMEBEEBOREIHDEE

PEIRAPISIRILF DKM NISAETEREZE T2 B XISEIRFIE L R TH M BB ITEE
EALTWARNEE
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4.2 POSEIDONGE%

4.2.1 BERAIGRCRREREIERLT 1I7100+1D 2R+
BERAGACFREZR TRRBOSD IFEER (2FKE)

o

o1d10vd

¥

POSEIDON#EBED2AEFICEVT BERAIHBECEREFEEBRLTII TP+ NS REIHE
CEFRFRH CRARDO% U LEED OILBEETZRIE. ITORISRTERYTLL.

> (£%M) CTCAE GradeBIN0EEES : BRI REM 432
A3IT4U T+ T KBS WA BRI RER B WEI R LR RO AR @
(N=330) (N=333) o
ETES Grade £Grade Grade3l E £Grade Grade3LE ;%
mEB LV /N REE »
§7 B 99(30.0) 56 (17.0) 78(23.4) 41(12.3)
M5 REE
IR AL T 39(11.8) 0 4(1.2) 0
FRIR AR AL FE A 19(5.8) 0 2(0.6) 0
BipEE
TH 71(21.5) 5(1.5) 51(15.3) 5(1.5)
RES LUK THEMREE
%% 64(19.4) 4(1.2) 22(6.6) 0
) 36(10.9) 0 15(4.5) 0
HERRBLORSERES
RI%H 7 C 410124) 1(0.3) 21693 | 1(0.3)
— - 2 BRES SOREAOKE
R . s3018) | 0 . 2869 | 0
BI%5 (%)
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> 4. 2ZEH

4221371V +1422N+AERFAHRBLLFZREHTLAERL
IEEBLTEARARHATHRREEDSS% L EES.BRAARBRICHITS
RBFIMD2HILL EOFEESR

POSEIDONEEROD A I V4> P+ Y2 N+ AEREIHAEZRERFICEVTC 24EFAEHBR U THAAERAT
FEIREDE% LU LB BRAERICEIDHEBOKD2H LU LOBEERIE. LTOXRICRTELYTLE.

> (3710 0+421F+EERAIHRALEFREE) BRI REE

BRIESSUFERE BREE
FEE% 2(10.0) 11(3.3) W 9(45.0) 63(19.1)
EIY 2(10.0) 3(0.9) T 7(35.0) 71(21.5)
ATNIY 3(15.0) 11(3.3) B 11(565.0) 137(41.5)
IR 2(10.0) 14(4.2) Or% 3(15.0) 17(5.2)
ORI 2(10.0) 4(1.2) HEHSUR MRS
T 2(10.0) 4(1.2) BEE 6(30.0) 33(10.0)
mAEBEVY >/ REE BB 2(10.0) 6(1.8)
RAEFPHEOE | 3(15.0) 10(3.0) =5 2(10.0) 2(0.6)
BB A TS 2(10.0) 7(2.1) REEIR 3(15.0) 14(4.2)
TERMAE T 3(15.0) 4(1.2) 25 2(10.0) 7@2.1)
KRB LORBRE RBER TR 2(10.0) 2(0.6)
BAHIE 9(45.0) 93(28.2) R 6(30.0) 64(19.4)
BHUTLME 2(10.0) 72.1) MRS 2(10.0) 2(0.6)
BT S 2(10.0) 12(3.6) BRERS SURAEREE
s HHE 3(15.0) 25(7.6)
FERE . 301500 | 26(7.9) BOET 2(10.0) 7(2.1)
HERMEE —f - 2HMES SORSIUIORE
TR 3(15.0) 10(3.0) R 5(25.0) 9(2.7)
fgﬁ%ﬁ%}_ 3(15.0) 6(1.8) RiEFE 4(20.0) 27(8.2)
— FH 7(35.0) 53(16.1)
KA RIDIRRE 2(10.0) 2(0.6) P
e Ty
. e 0.0 e SeREREH 6(30.0) 39(11.8)
- R /MREGHS 3(15.0) 24.(7.3)
z IR BID ORI AR 5250 | 24(73)
L Sim 2(10.0) 8(2.4) S T T
Lrocy 4200 | 1238 SEAIHSRIS 3(15.0) 12(3.6)
B 2(10.0) 13(3.9)
BIEE (%)
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| 4.2.3 POSEIDONERIZH 11 BIRERY D1 —)

> 1371221500mg %3 BEH4EIERE . ZNE4BRBIRE

12218 75mga3BRE40IRS . TOETARBORBEZZETTIEERS
— fmER feemriT i
1442 = 38R 1542l = 48R
Week GER) %;é;ﬁﬁﬂ o 1 3 4 6 7 9 10 12 16 2&%%’;&

{370 IRE O O 0 0 oo o

(U RBE O O 0 o o

BITFR O lololo|lo|lolo|o|o|o|o 0

nmmaEme | © | O 0|0 00000 0|0 O

E O |[o|lo|lo|lo|lolololo]lolo 0O
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MR RE 2 o |[o]o]o|lo]o]ololo]olo 0O

RO o |o|o|o|lo|o|lo|lolo]lolo 0O

MARERE 02 FRR L AER S

TSH. BB TS B8 T4Y | O | O 0O 0O 0O ol o o

RIGES o |olololololololo]olo 0

BEUF4 . CELFFH. HIV 0O

HERE RREXEDE | o g o o o ol o o

EE

(CTRIEMRI) o o o o

(RECIST %1.1k7)

X1 URERBIICKS . BRE. SMRBAOCHBERBERERPEOINTVDIE,
K21 AT -2 TR OHRRIREIF Day 1 HTSHLRICKAEL R ITIIE B 5R0N,
DERRMICEALONERDEEDPRBOONHAIF DBER THRBIDIE,

2) MABEACEIIRE  FILT I FIAURAT 72— (ALP)  ALT. 7X5—HE AST.EREIE. DL TL JATA N ILFFZU LT
FZUOUTFSVAYINEINNS VAT IS —E, T A—A ABBRKFER . UNS—E XTI IL AUTL FNITAREUILES,

e SAVNTES UL ITES+a
3) MARZERIIRE xS >/ BRI AR BT PR ER . FERERER . AT/ DE > /MVRER . B MR
4) MR RERE B MAVRTSAFUER (APTT) . EREREE/LL (INR)

) WERETSROERETADRAE L. TSHEDRE TH OB AXIEADHBRICEELCEEEZRDPEARNICEDNSHEDAEET S,

6) RIEE 1 EUIE> T hAR B pH. BRONER . 2>/307 JILO—A E
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> 4. 2ZEH

| 4.2.4 POSEIDONGRERICH13 BT 45RIR - BrotEE

® EIREEE
>
POSEIDONZRERICH TR ELBIRE R
RS SMPAZAICNSCLC TAT —IIVERKT. XEICRFESN. IRABEBEELE
SRR X S EHAERDEISE RO RVVEEEAB I D85
S AU EGFRERB L VALK BGETOVWTNEROARVEEZE T 5EE
- HEAEFHTETIC. IHCH&E)R (SP263) ICK > TERBPD-L1 HIRIRED RSN TL\DEE
CTXIEMRIZ KW IEREICRIERIRE TH A REFE1OMmMLLE (U /B DIFEIFEZR15mm
Ll E) OMEHRRBEEORWVEEN 1 DL EH2EE
Fiig 18/ AL (AARTIFE 2055 E)
A& 30kgia
pS* OX 31
HERD 128/ E
BEICRERETFUER FICTLA-4. H71PD-1. iPD-L1 RUHPD-L 2 ik
\BEDBEE (F=72LZNBICREENR) DEBENTEREE 2T TORVNEE
HEBMENSCLCICN T AL BEXIEZF DO L EEEDEEDR L\ EE
ANE/OE>=9.0g/dL
TR RER = 1.5 10°%/L
/M= 100x10°%/L
mEE UL E> =1 5XEEMEER (ULN) (DIAN=JVEEBOBZIEDD Y DIFDERE
_ MHHKOLETENZRDD)
BEMR - -
FEEH LR 0GE ALT XOAST=2.5x ULN
FEsiehh25mE6  ALT XNOAST=5xULN
ILTFF_oo 7o AEHE SATZFUEERLDFEZA40mML/ 5
(EBDOHEABLV/zCockeroft-Gault®**IZ
KBXIE248FEBRICED) AT SFUEREHYDHE=50mL/ D
SR BB THDIEDPBRTEDEE . XIFERFOLMEDZE . FRXIEME TOEIRIEGEH
EEThIEE

* . WHO/ECOG Performance Status

& (kg) X (140 —%H#5)
72 X BT L7F=> (mg/dL)

k% BE LT FUTITIUA(ML/D) =

4 -
2
Z
&
#

_ {42 (kg) X (140 — )
*kmW I ILTFFIUIUTIVAML/D) = - x0.85
72 x mEY L7 F=> (mg/dL)
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® PRV EEE

POSEIDONEKBRICH T D ELERNELE

S5 HERFERICSCLC ENSCLC OIRE T X I3 fERRSE (sarcomatoid variant) &2k
Ihi=gE
BB CTLURNOABEZEFITohzRE
B GENAR) BRAREER . XIENANRKBOBHAEREF TH LB EERE . NARE
EEHCMOBRERABICHBANSN T\ DEBHE
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ii’g?ﬁ@f:&b@(t%‘—%;‘i REBELE  EMPRAERXISRILEVEREOHBEZIT TS
MEHREEEZIT TV EE
AeEHZEC _FIHANNFIEREDEZNICETTHHEE
TREREYRIRSET28 ALIAIC . KFM CRBREEEMZDOERIMD) ZRiTSNcRE
EfEEESRBERED D 2 EE

W XET 2N T XIE MU A T OB SHT 14 BUAIRIC R # 5 & =0
eBE

RBREOYERSEISOALIANICSHEHF LTV F > OEEEZIT/BE. T HHEANRDOBEL.
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WEBICEAHLOT. BEICT 2N TRO/ XIEM A AR TORBERRERICHE WV TEES
BTSN USARE B - B%

SRR (B AR AR ds0— ]

REXIIBEIC. B | samya=mgan

T R R I B [(BEEEERRC]

R EARRENE | REMTUFTh—F 2 P RS AEERR 5 T4 F— TR
Bz [ 51 M4 SPEEIBIE . 5L — ) A7 . BB < 7 R
5 N ]

SRR E B OIE

ILD

VRO TEE | RS oM OTL. O MO REOBME. FREHOE.
GRERSNHD | THR

B TAA SRR BN R
BBREAORTHHRENDPEE D BORBEIEH T 255D
R A AR

HOER B B OB 5 DB E

SREEREORE N b HRE

BRSBTS T HEE

EEORR N BETLEORE N 5 HBE

. BT . CEFTA. RIEE MNuEReA LA (HIV) EDEHIBRD 5 BEE

EYRP ISR PO LM XISEIBEEE T HBUEXIELMET AU T»557 1)l
NIV TBEIBEDHZEFEG O0BRET. HDWVET 2L/ T+ XU LY THAEE
DRIFESI1B0BRE T BILBIEFEEMATIRRDE N EE

WINDDRBREITARZEICEEND VTN ORMANST LTERHMDOT LILF =X
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> 4. 2ZEH

4.3 CASPIANG5Z

4.3.1 HERA+I MR RBELBLT. 13712V +EHERF+
IPRRBTRAROED > EFEEZR (24KE)
CASPIANEBR D4 HFERICH 0T, BSBA+T MRS NBEEHBL TS 374> S+ ESWH I MRS KRBT
FRENE%LEBPLBEERIE. LITORICRT EBYTLE,
> (2{k%H) CTCAE GradeRINEEER : KL B HRER

374V V+ERMHHT MRS RBE EISBAI+T MRS N
(N=265) (N=266)

ETES Grade £Grade Grade3LlE £Grade Grade3LlE
5 B

FIRRRMEEE T 25(9.4) 0 4(15) 0

PRI BT 26(9.8) 0 1(0.4) 0
RBBEORERE

B N AmE . 26098 | 10@8 | 1245 | 7(2.6)
RS . M H S URRREE

K 333125 | 2(0.8) . 18668 | 0

25 (%)

4.3.2 HERA+I PRI FHRELBRLT. 1712 D+EERAI+
IPRRBTRAXOS, > EFTESZR (BXAKH)
CASPIANSBOEAAERIC 5T, BEMH+T MRS KBEHBL T S 74> S+ ESMH+T MRS BT

FRES10% LB > EERIE. UTORIRTESUTLE.
> (BRAKH) R&MEIXRED

S A ITAYTHESMFIHT MRS KB EIR BT RS NEE
(N=18) (N=16)
BRES L UBERE
WER | 2(11.1) | 0
WABEVY >/ REE
. FIMFTREOE | 6(33.9) | 3(18.8)
z R
A FIRBR AL TR IE | 2(11.1) | 0
RBBLORBEE
BAHE 6(33.3) 3(18.8)
Bim 2(11.1) 0
BBRE
fE™ 13(72.2) 7(43.8)
e 2(11.1) 0
—# - 2 HMES SURSIHIORE
%) 2(11.1) 0
AT 2(11.1) 0
BE. hEHLVLBANE
e 2(11.1) 0
BlE (%)
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4.3.3 13714 +EERA+IMNRIPETL2AERACLEBRLTAEEXA
KETRIRFHSS% L ESS.BRAKRBICHETERRFIFRD 25
LUEDBEEER

CASPIANGEBRDA I 7> V+ASHF+T MR NEICEVWT 24FEFAC R L TAAAER TREEERDP %
HEE< . BRAAEFICEI2ERAMD 26N LOBFEZRIEL. LITORISRIERYTLLE,

> (137142 +ASEAI+INREY FE) REURIATMRER

iahia Ne1e) N268)
BRESLUFERE
MRS 2(11.1) 3(1.1)
IR 2(11.1) 3(1.1)
EmEE 2(11.1) 10(3.8)
MFHEVY >/ REE 43
R PRBDE 6(33.3) 17(6.4) g
RBBLORERE L
BAHE 6(33.3) 48(18.1) z
i 2(11.1) 11(4.2) &
S
IR | 4(22.2) | 23(8.7)
HEREE
R | 2(11.1) | 14(5.3)
R, WHBESORBREE
Loy | 5(27.8) | 10(3.8)
B
REHRTE 2(11.1) 14(5.3)
e 13(72.2) 44(16.6)
B0 8(44.4) 89(33.6)
Of% 2(11.1) 8(3.0
K5 KUK TAMEE
RSN 3(16.7) 11(4.2)
%5 2(11.1) 14.(5.3)
—f - 2EWEHSVRSHUORE
BRE 4(22.2) 7(2.6)
AT 2(11.1) 16(6.0)
i 4(22.2) 22(8.9)
ERPRAREE
SRR 5(27.8) 26(9.8)
it/ RBHA 2(11.1) 16(6.0)
FUEREE S 2(11.1) 14(5.3)
B, PEBLOLBAHHE
AR 2(11.1) 2(0.8)
B (%)
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> 4. 2ZEH

| 4.3.4 CASPIANEBRICHIBRE RS 1—)

>» 13714221500mg%3:BRB4EEE. TNE4BHBHRE

4 3 (] 3 4
Week GEE) éﬁyfﬁﬁ 0o 1 3 4 6 7 9 10 12 16 2&%%'?
T 0O 0O 0 0 olo| o
B o |lololo o|lololololo|lo]| o
PHABAA >
R ERE OFHE. O O O ol ol 0| 0 0o 0l 0 0| O
B FRIRIE)
E O |lololo o|lolololololo]| o
1258 DEN O HE EAEL A
MR AR O |olo|lolololololololo] o
MR 2 O |lo|lo|olololololololo] o
nRRERE 0O TP
RigE" o |loJo]ololoJololololJo] o
TSH. BBTEY. EMT4Y | O | O 0 O O ol o] o
BRIFF X . CRIFF K. HIV O
. O O O LEsEs
= fa s
%@%ﬁmmﬁf@@ © |0 O O © 10 O

¥ RGRIAAICRS . BRE . 2MERBNORFHERBERBRRDPEON VDL,
) MREAFWRE 7T IV JILO—A ALP.ILEERGKREESR  ALTAST RREDVILE Y v-GTP CREEITERKR EXERIFE) . Mg
RN ISERR LB ERSR) . Kl BEREIE (FIRRLIH S/ ARMBRISEREKR L4 ELRSR) . Na. Ca. Cl CARMABRITRKR LARLIZE) .

WEINGOLTFZ OLTFZooUT IV CRERRBERIGRIR LV BERISEE)  REXIGMPREFRR. 77— UN—F

2) MRFHIRE | 3T 5F Ap BRI #8562/ N ERE ANETOE > IVNMREL. B IREL . #E53 F BRBR 2K

3) MR RERE EEACED MO RTIAF R (APTT) . EBREE/LL (INR)

DHFRBRE EUILES TR B pH BRONER. 22/ JILO—A tHE

B)WRETIROEBETADBIEIL. TSHEDRE TH OB AXITADBRICEELICAEEZRPBRNICEONDHEEDAEET 5.
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| 4.3.5 CASPIANSERIC 5517 BELBIR - Broh R

|

© BIREE
>
CASPIANRERICH TR ELBIRERE
RS2 AY X SRR [ CHER S MU= E R BN ffiE 8 (American Joint Committee
on CancerE& 7ThHRODAT— IV [£TDOT. 2 TDON. M1 a/bl. HDWVIEMATRER ST iR
SREEETE CHE—RBHTRICINE Y XS5RVEERERE S D=2 EROMEES D H DX IEES
=BR SEEEDSAEN D, T3~4 KB OTNDEE)
BEEIH 256 MEREETHS . XIFBEEATRRERSHBRIN »AL EICDEY
2704 REROMEEZEL L TLELTWBZEDNRBTH D AT U—ZJ B ICRERED
BONDEETIZBANFNICHOCT/MRIZERTEIE,
ERE/NERMEO AR LTHSEFIZN-AETDIEREL A EZTHDIC
FREERE BLTWDEHE SN RTINS RS RN ALRFERIE AT TFORIEDIVARTZF oD
WINDETINRY ROFAEREE LARIFHISR SR,
Fip 18l E (HARTIE20m L L)
1hE 30kgi8
pS* OX 31
HETE R D 12;8R N £
B DL BEICCEREBIETVF U aRL HCTLA-4. HfiPD-1. #1PD-L1 RO PD-L 2 HifkZ
RIS (7= LZNBICRESNAL) DRBNTERFEZIF TUOREE
HXHFRIRE= 1.5 X 10%/L (Ao —— > J iR BBk 00 ——13 A F (G-CSF) O A
[FEFBR SR
M/ igEg=100%x10°%/L
ANE/OE>=9.0g/dL
MmEEVILE > =1 5XEAEME LR (ULN) . (DIILR—IVIEEEDRBE EH DY DIFOERE
WEMR HROLETBMZRDS.)
FERHLROGE ALTAOAST=2.5xULN
Hiiehhs5E6  ALT ROAST=5xULN
ILTFZoIT IV AAEBXIE SATZF S DHE>60mL/min
Cockceroft-Gault®**Ic KW EBEOHFEE AL
TERLEILTFoI T AE DIRTSF o REOFE>45mL/min
R BB THDIIEDPERTIZEE. NIEARIIOREDSE . RXIEMBE TORERBED
EHThHhEIEE

% WHO/ECOG Performance Status

*% B ILFFUOUTIVA(ML/D) =

A& (kg) X (140 — )
72 x mEI L7 F=2 (mg/dL)

1A= (kg) X (140 — 4 hp)

*x g ILTFFZO)TFIUA(ML/A) = x0.85

72 x mEILFF=> (mg/dL)
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> 4. 8ZEH
® BROVEZE
>
CASPIANGBRICEH 1T D ERBRINVEEE

IRV REBSEH] (DR TSFORIGIATSF V) BN BEREED EPRICERT
HhBHEE

AR 2 HEEEZTHHNCNEBETHIRERIC L DRNAEED & 5 B85 X 3 1 E B8 i sT iR A
ZETBILCL\DEE

BERHARDO DILFFE RBRERS | EEFBRE IRV EEEZIIHEE
TRBREYEIR SR 28 LRI . KFMT CRREEEMFDERICHD) ZR{TSNBE
EEER S EED D 5 HE

WAEXET 2N TXIE N LX) LY TOHEIZR ST 14 BURICEENHF RS 2% 17
=B

AREOYERSHISOBLANICHHMEDV I/ F o OBEZZ T /BE. 2 HANEDERE
I RBHRRORBREDRKIRSG30RBRE T £V F 2 OEBH

BCR &R EORBHBAERE (PNS) T25F % (25U AT O FREXIEREIFIH) =
MEETHHEE . XIIPNSOBALZRR T BDRRINERD D HEE

SRR B KB AR s O— ]
BEXIIBEIC. B | samy (ammsipg
DemEm R s |t PUEEERC]
RS RE NS | SEMTUFVh—5 2 LT N—S AERBER 5 T4 — R
Bz (£ 5 A SR, L — ) 2. BB < F. FEMA.
DR EAE]

R S B ORE

ILD

AYRA—LARR | EEES SIEOTRE. IV MO AROBEME . TREFDE.
HEZEBEDHDE | B

| TRE SR B RS

BEROZGOEFHHREINDHBED ODEEIGED TERILED
AR ARV

ADRFEEBUEREZDREDSHDBE

R IREEEDE DD 5EE

EEMEDRFERREAREOREDIHDBE

% BRAFA. CRIFF & XIZE heEA2 VLA (HIV) EOEEEERED HHEE

EYRAFSUSHEFLAR DL RISAETEREZ B § 2BMXIILM T BB EZEALTLEN
BE

TANWNIUR T NAVLR T IR R ANKRTSF U AT SFURIEVThDD
AIIENC UCBERMO T LILF—XISBBEZB § 555
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BRAERE - AHHES

4 -
2
=
&
#

102



4.4 ADRIATICHE
| 4.4.1 z20BE (26%m) ]

ADRIATICEHERDO2AFAEFICE T2 R2MOBE* L. LITORISRT EHY T L,

> (2%E) KRR EE

1371V PAATE:

(N=262) (N=265)
LEEER 247(94.3) 234(88.3)
Grade3LEOBEESR 69(26.3) 68(25.7)
REICELAEER 727 5(1.9)
BEELHEER 78(29.8) 64(24.2)
BEPIHCE A EER 43(16.4) 28(10.6)
HRECESBEER 91(34.7) 76(28.7)

%8 (%)

® A ITAYIROTSEROFBEBIFBRSINED O,

442 77 FRBELBLT. MIT71 0 PHTRREEOSNP O
FEER (24KH)

ADRIATICHBO2A4ERICEVT. T ERBELBRL TA IV Y OB TREREDP—ELULSD O FE

43
0
>
(7]
L
>
z
b3

E505 UTFORICRT EBYTLE. 4];4
> (RGEE) R RBITHRER =
17408 7S tREE (:3|
(N=262) (N=265) g
SHEES "
FRIRAR IR E T 42(16.0) 10(3.8)
FOFEE 34(13.0) 19(7.2)
PR AR RE TTIESE 27(10.3) 4(1.5)
BEELBEEESR
TR GTHR Bb R 2¢ 13(5.0) 7(2.6)
EIEEESPLS = 6(2.3) 0
KRBEICESBEER
TR GTHR Bl 2¢ 26(9.9) 19(7.2)
JiiliE#As 12(4.6) 5(1.9)
1% (%)

* RRROEDPLUTICKET2ERZEH L. 2GradeDEEER  S5%LUL . EELEEER 2% UL KREICESLAEER 2% UL
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> 4. 2ZEH

4431371V TE2HRBIELEBLTRAFARBTRERHS%
L ES<.BRARBICHEIDHRBHARH2H LU LOFEER
ADRIATICEBO 1 I 74> YBIZ BT, £ ERE LB L TEAAEE TREEH5%LEB< . BAAERI
BUBRRHIRH 2P EOBEERIE. LIFORICRT EBUTLE,
> (1374 VOB REUBITHRED

gass iy N262)

BRES SOFERE

HRES | 2(10.5) | 6(2.3)
P e

FIRRRIEEE T 4(21.1) 42(16.0)
s

TS | 3(15.8) | 16(6.1)
BBRE

s | 5(26.3) | 27(10.3)
RS LUK FRMEE

25 | 3(15.8) | 4(1.5)
BHERRDLURBAEMEE

B9 | 3(15.8) | 18(6.9)
BHELORBEE

R | 2(10.5) | 3(1.1)
—f - 2 HWES SURSHHORE

i | 2(10.5) | 11(4.2)
BE. PEHLOLERHHE

IRERATB S | 842.1) | 60(22.9)

Bk (%)
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2
Z
&
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1 DEBREIRAET D&,

X2 IR ICHERISE . MENISMBEDOEFRE FHEEREICL S T2 V728 0) M OICMRFIIREE K USBETEREL TH XL,

¥3: AT U -2 RO MBRELFHRER O MBFHIREHDDay 1 (FEERS ) FISHLUAICKESN/zHE. Day ICREEBEXRET 4R
R0,

¥4 TSHOREADay 1 (MERSH) g1 4BLARICKESNcHE . Dayl ICREZBERET 2 HBEIFR.

XE EIRPTREARRED A ERRET B RXUISMIEIC KB EREEERIET D EIRPTRER RIS L CORREDOMEIZRSHT7 BRI KR UZ D&,
4BREEICHRIREZERE L RITNIER SR ERIREIDay 1ICEE L TEH WD RIBFEIOMBINICEAEM XIS RETEMSED
BREAF L B TEREDICTEH L,

KO I N—ATA VR B TEEAE VAT ROBREOYERSF42BLADR Y ) —Z > JFIEO—]RE L TCRTRICERET 5 &,

| 4.4.4 ADRIATICHBRIC BV BRERS S1—N
>» BX241rBE.1371421500mg% 4 BRBRE
BR=WIEH 1917 =438/
3 - 100/
Week GEB) Ko 0 4 8 12 19796 gpus
EBzH
1374 >0o%E5 O O O O O O
B{RFT R (£8R1) O
AR (ERICED <BRELRAL) O O O O O O
INA I A >
(L. HRH £58. TR © © © O O O ©
1KE O O O O O O O
DERH O BRRRIICA BRI E
IMRE RG> " O Oxs O O O O O
MRZATERE > 2 O O O O O O O
TSHOGEBET3X IXWEBET4Y) O Ox4 O O O O O
RI&E? O BRERAVICKRERGE
BE, CRIFFZ.HIV O
ERAGE O O O O O O O O
WHO/ECOG performance status O O O O O O O
ST EEAZIMITEZRESRE L T.&RIDO72EM IE8E R = 1 BRI E. a4
(CTDRCKMRI) O FO®EEAEMTRZERE L CO6EREE T1 28/ 118/ E. -
(RECIST %1.14R) EHICFDERIFRECISTHA RSA4 VFE1IRTHRET DEH :S
S BELFOPDAROOSND ET24BE 1 BREEICERET D, T
5
(@)
DFII'I;
S

DIRECFIWRE P T IV FIAVRAT 7 R—EALT. P 5—C€ AST.EREIE. ALV LA 7OTA R ILFFZU vy JILA
SIS RTIS—E JINA-A ABBKRER. VNN X TXTV L HUIL F NI TLMEILEY L2/ TSH. B8
T3 ERETA REX S MARFESR

2) MRFAIRE HEXTF PRI ANET O E > B MmIRE ERREECEL. $6 D >/ SBRE /MR ER EMACE D MOV R T S AT VIR

) WEEETIXISERETADBIEE. TSHEDRE. 5 WNEANBREBEDHEEEZRPBRKNICEDONDIBEICR O TT D,

DRBE EVILEY BN BROSR. JILD—A T MR pH 22N HE
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> 4. 2ZEH

| 4.4.5 ADRIATICHBRICH1I BT 4&BIR - FRoME2E

o EBIRE
>

ADRIATICEHBRICEH T ELEIREEE

BRI SRR ICBRBESCLCI AT — VI~ SCLC(£T. &N MO)] DRI /=&
[American Joint Committee on Cancer Staging Manual(AJCC Cancer Staging
Manual,8th Edition) X I&International Association for the Study of Lung Cancer
W Staging Manual in Thoracic Oncology (IASLC Staging Manual in Thoracic
Oncology 2016)ICHED]. TR DB REEBDRABNBEHFR—ZILEZ_XDEBHEAANICETE
haEs
A=Y I XIFTDOBEDHBEITFMDB NI Th D CRBREAERFIC KIS /=EE
Fhp 18ml £
1hE 30kgiB
PS* OX g1

HEE R 12BELE

R

BeHREOE(RT) CRHA TSR 22O EREZ4Y 1 JILZ T
TWBBE. /e VBRI T ROBBREDO YRR SR ~42B LK
ICZDBREDTT LRIFIER SR,

BEOBREBRL DA VRO D ARTEL DA VICAZEANT
IhRYREDDPEENTORTNIERSE.

FEN B EIRS AT 2 1 — VISRV HEIRETE60~ 066Gy = 6BREZ 1T /-
B B B A BEXIFTE2EB D EIRF AT 2 —ILICRWNAEGY E3BEZ 72

o PO L e Pt
LB ARA FTVDEE | s TRERs B4 ETT 32 SIS Sh 2,
- IR E (Mean lung dose) D20Gy iR U XIEVeoh35% 3
- DD Vo 25% A%
RTIE. 24 1 27 L E DAL RE T £ CIoBis LR U B0,

BEDPHB A bO—ILEER L BREEEMSEDPEMDLAFEIC
KRR T 4 v MIRENBWEHIML B A BEEFI 2 8 TILFERE
ERTOREHBIEST A ZILTHET LTHL.

BE . B2EH &8 TREMRE R ERSHREER (CCRT) DiEfT&IC. T2 =3 (CR).
A= (PR) XIERTE (SD) DEMKRVETR L TRIFRIFR S0,
BBRETEMZOHM ISIZEAEFIRIC K > CFHEMBEPC) BESE R /B A
CCRTHTHDLHEIZEHI1~42HOMICTE T <85,

HextarehEkE=1.5x 10%/L

Mm/N\iER=100x 10%/L

ANEF/OE>=9.0g/dL

) TLT7FZ2 )T 52 ZRAEB>40mL/ D XISEEROAFE % L /zCockeroft-Gaultst
C&2 0 L7 F =207 5> AR HE>40mL/ 5

MmBECVILE> =16 X EEEEERULN) (DIAN—)VEBRFDOEZEIEDH U DIFOERME
DO LETEMZRDD)

ALTRUOAST=2.5XULN

—RaERELT

EDhDIERE

4 -
2
Z
&
#

* WHO/ECOG Performance Status

& (kg) x (140 —5#7)
72 X mEL7FZ (mg/dL)

k% BE ILTFUOUTIIA(ML/D) =

_ #E (kg) X (140 —45#)
% LM OLFFIUIUTSIA(ML/R) = - x0.85
72 x EILF7F=> (mg/dL)
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ERFCRTOMEATHICHEE DETH RO ONEE
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D ERRRBRICIAAAN BN B EE

BEEICHDPDOTBEICT 2NV TRO/ XIE XY LAY T OERRSEBRICE N T
BRI SN XITBEEZITLEE

BEIC FICTLA-ATUA. FIPD- 15144 FIPD-L 1 Hilk. ROFIPD-L2H1AZE (7272 L. IhBiC
RESNRLV) DRENTEREEZ Il EDHDRE

FERRZBMET 2H OO BLFRE. REFE EVFERE. ISRV EVREZHA
TORE

TABRENEIRSEI42B LRI KFM CABRBIEMS ORI D) ZRiTSNIcBE
EERSIEED & 5 BE

FHIRE - JERRIE WIE B L <ET 2L T OPERSE ABLRICREIER D% 5 = 2 1 o 8E&
TRBREOREIRSRIS0ORLIRICTEHLET 7 F > DEEZZ T /o8& £ AN ROBEL.
TR ORREDRIMRG0BRE T ATV U F U EETR]
WINDDRBENILAREICEEND WVT D ORIPICH L TEEMO 7 LILF—X
BEEEHT 2BE

4.4
>
lw)
By
>
-
(@)
l:‘;"“;
B

SHERIE
: SEOCRT 5K EE A AMZEFNC) CTCAEITHE > Grade2 i EDE LT LV B 5
B (M. B A R ORRE| TS 2B B A BA T 58A 55 )
i g | OEEBARIR KB 70— 5]
R mEEx e | BEAEEEER
HREAERENE | RBETUTY h—F A PO F— AERER ST T —
= R 2 5 B R % LS NFIBE. /N K. B8 o< F.
FEAH. T RS
eigEe B (SR B M DR
ERIEDS > MAST 2. 1> kO RS OB ME. FEEH .
O NO—IIL TR ONEEAR
A2 MNA—IARRE | g
paRBEET S LoD
Bz TR S BRI SRR R (RS AREH DR A
IR B & > 1A SIS
o AEEREBOEEFSRN AL A KB LRE U B, ETE
R S o & BABEEN A ET < £ BRI 55 B2

Grade2ll L DORBlgR DBAED & % 8E

AMORFEERERBEOBFEN H2EE

HHEREEORED H 2 EE

EEHEORREERBASEORED H 2 EE

&% BRI K71 ILA CRFA VAL A E NRBEARL VA I AEDESUREZF T 28E
B X I ERTazET 28E

3EDDEREE (52MRT159LUR) HSEE L /=Fridericiaztic K2 DIAKHIEQTHRR
DFEGHATOMsSLL ETH B EE
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> 4. 2ZEH

4.5 HIMALAYA A E%

451 JF71THELUBLT. 12712 D0+14 D1 F8RUZ
1371 PUTRALOEDP 2 EFEER (24KH)

HIMALAYARB O 2 FEFICEWVT VIV IZVHEEBRLUTA IV DVHA VA NEXEAIT DT
RIREDPENLULESD /LB EZRIE. LUTORICRTERYTLL,

>» (24%H) CTCAE GradeJINBEER : KLU FMMREMH
AITAVIH AT INE AIT4 I VSTIZTH
(N=388) (N=388) (N=374)

ETES Grade 4Grade Grade3llk £Grade Grade3Llk £Grade Grade3Llk
iR

TIZUTFI/ NIV

L i 36(9.3) | 10(26) | 44(113) | 1231 | 20(53) 7(1.9)
FANSF VBT

KNS 2T 15— HEn 48(12.4) 206.2) 56(14.4) 26(6.7) 24(6.4) 12(3.2)
RS HEE

IR BE T 32(8.2) 100.3) 9(2.3) 0 2(0.5) 0
IR IE T 47(12.1) 0 19(4.9) 0 16(4.3) 0
BHEE

R | 400103 | 103 | 2164 | 0 | 1643 | 0
BERRBLOHAEMES

LG 28(7.2) | 4(1.00 | 3488 | 4010 13(3.5) 0
REH LUK FRMEE

TS 89(22.9) 0 56 (14.4) 0 24.(6.4) 1(0.3)
Ei22 87(22.4) 6(1.5) 40(10.3) 1(0.3) 52(13.9) 4(1.1)

BIEE (%)
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4524371 P+MP21FBERUAMIT1 VO TLRAEA LR
LTEXALETRRENS%ULU LS. BRALHICH TS
RGO 2HILL LOBEEER 7

HIMALAYARBRDA I T4 > D+ A D2 RBEROAITA U VBICHEVWT 246EHAE B L THAAERATRIAERY
5% LI EF BAANEFICHIT2ERGIMD2H LU LOBEZRIE. LTORICSRTELYTLLE,

> (137400 +4D108) REUBIAIRNREH

aEER s (NoaeR)
A BEE
FRYR BRI RE T IESE 5014.7) 32(8.2)
FRIRBR IR T E 7(20.6) 47(12.1)
BHEES
NERAE 8(23.5) 40(10.3)
HEREE
PR 3(8.8) 3(0.8)
DIFEE
DEHRED 2(5.9) 3(0.8)
R EREES
Frikee R 4(11.8) 4(1.0)
BEEHIUETHERES
AR A 3(8.8) 5(1.3)
FOFEAE 10(29.4) 89(22.9)
L1 2(5.9) 2(0.5)
B2 11(32.4) 87(22.4)
—i% - 2HEEH L CIRSIHIDINEE
BRI 2(5.9) 3(0.8)
FE 8(23.5) 51(13.1) 45
ERERIREE =
/MRS 3(8.8) 10(2.6) §
BIE (%) ;
X
> (1I74V0H) REUBITHKER o
aEER e (NoasR)
BREE
T 9(20.0) 58(14.9)
R 4(8.9) 4(1.0)
FFREEREE
FrikgERs 4(8.9) 6(1.5)
BRESXUOETHERES
IEREBA 50(11.1) 6(1.5)
FOELE 12(26.7) 56(14.4)
EMRZ 3(6.7) 5(1.3)
58 (%)
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> 4. 2ZEH

| 4.5.3 HIMALAYAREBRIC 51T B RERS S1—1

> <AZIT710 T+ AT ARB>13IT714221500meg 24 BEHR’E . A1221R300mgz1E#EE —

<AZT718>137141500meg 24 ARBIERS
HLEE 191 =48R oD
. =t 3 160U | pems
Week GAR) BRAA 3G 0 4 8 12 PDET
(ST T KB
(3T O O O O O
P Ty O
(T4 R

(3T O O O O O

) O O O O O O O

INABIAA >

(AR FRORER . M /E . BRIA) O O O O O O O

theE O O O O O O O

1058 0 ER O BRER FAERIBE

Child-Pugh 237 S O O o o o o O

A AR O O O O o o O

MRHARE? O O O O O O O

MR RERE > @) O O O O O O

AFP O O O O O O O

R AR

(TSH. T3, B TA) O O O O O O O

AT N DESWFFEDS

i%ﬁgigw&m@m - o o o o o o

i o S ® e S ® o

BAEJFF 4 X i CRUFF 4D o

DUTEH 1\ BB

HIV O

FRIGZ® O BRER F BRI S

SR

(FRIAE X 5B18E) O O O © O © O
4
- BHDASERE (EEAHNMITEEREAST2) E8EME (£ 1:8).
4 S ZO%IE12B/E (£ 1BM) Ic. RECIST $1.1RICEET HH5H#
& ; Ef& EDRAERD . BRI ICATEE AR 2 E B QEEIRE & =M LT
# Retrarac B O | PDAmEShBE TR,

w SRR BT R0 A8 BRIE 8BRS (18R . ZO%IE128
R34 (£ 13BR) DRSS 21— SRS,

¥1: A7) -2 DBRRIGEREBR N Day 1 (MEHRSH) §13BLATH o725 E . Day 1HCBEREBEEZRMT 2 HUREIFRV. MRELFEIIRE.
MRFHIRE . FFEERERIL. RIKR LS BEDNIE KV BREICERBELTELR,
%2 70bAYEVER (PT) XIFERIZEL INR) OWIThDEN—AS5A > (AT U—Z27) TFHET 5.

1) MBEACFHNRE  FIVT I FIAHURAT 78—E (ALP) ALT. 7X5—H. AST. ERERIE. DILY UL JOZA RN ILFFZUIITFIUAL
OLTZFZ Yy INEINNIYAT 53— JINA—A ABBKRESR . U/S—E XTI AUTA T NITABEVILES I,
FREX I MAPRFEESR

2) MARZHRE  HEXT 47 PEREL AEXT D >/ BB AETOE S f/MRER

3) MAREGE : 70O E YRR (PT) IGEBIREL (INR) CEMACE D bO> AR T ST B (APTT)

DR TIROERT4DAEIE. TSHEDNEE THOLBEXIEHDBRICHELLBEEEZRDPERNICRDONDBEDARET 5, TSHIL.
Day 1 (#E#FSH) T 14BURICHZEL/ZOTHNIE. Day 1ICBEANETIHERIEL.

5)HBsAgEMfE. HBeAgEM . FiHBcHIA . FiHBsHUA . FiHBeHifk. HBV DNAEEE . FTHCVHE . RUHHDVHIE

6) HCV RNA HCVEEFE . HIHCVHA . HBSAgEMME . KU HBCcHAE

7)HCV RNAHIHCV#ifk . HBsAgEEE. HBV DNAEE1E. fiHBcHifk . XUHHBsHUE

) RIgE 1 EUILEY BN, BROSER. JILA—A TR pH. &0 HE
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I 4.5.4 HIMALAYARERICHTDELHEIR - Bf%ﬂgiﬁf - ____J
© BIREE
>

HIMALAYAGRBRICE T B ELRBIREE
B AR ORIZEEMFI R CTHCC R INcBE
PIBRTEEHCCICH T BBPIREDBEIS SRS HN\EE

Barcelona Clinic Liver Cancer (BCLC) 27— B (BFAEEDBEIGE RS XIEA
FT—ICHEHE

& Child-Pugh#4EADEE

NS RN 1— ARBRY (CT) USRS BE R (MR)IC L ERICHE <.
RECIST E1AMRAA RSA N> TIEREICEYRUVAETA2DICELZERZ1OmmEL
(U NEOB A IER 15mmLLE) OMEHE RSO A EIE TTEER Z /51 DLl b BB

8 188LLE

& 30k

pS* OX A

HERS 1AL E
BEDERE HOCIcH ¥ B BROAIC L BRI ARES LU EE

HBVRZ LT3 (BEFFAXEFE [HBsAg] B R0 X i BEFF 407 §ilk [

HBCAD] B CHBY DNARE [=101U/mL]) B4 1 SBANBICIHT (LA S (EHE

L EEORETIRICAES) 10 & )BT I NAD+ A SN TN BZ & (HBY DNAS
BMEHE - A OPESS 20001U/mL) BRERBENT |\ BEE

HCVEZEL TWB5 6 AANFERTHCV RNAXISHHCVHUADIFTE MRHIC K
HCVOHEZMDP SN T DEBE

NEJOE>=9g/dL

Xt a7 Bk = 1000/ul

M/NMrE=75000/ul

MEUILE > =2 OxEEE LR (ULN)
REMR AST RUALT=5XULN

F7ITI>=2.8g/dL

EREL INR) =1.6

Cockeroft-GaultRICKWRBOAREZRWVTEH LEILT7F o0 7o AEXE24
BERIZL7F 075 AEHAZ50mL/minDEE

RE THDIEDPHERBTEHEE. IR OLMEDHE . RSB TDOEREED
BEHTHHEE

A
o

=
<
>
=
>
=<
>

EIRIRE

¥y

% ECOG Performance Status
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> 4. 2ZEH

® BROVEZE
>

HIMALAYARBRICE 1T ERBRIMEEE

FIRRAS TSRO (Vpd) SRS B
20 B ERE (fibrolamellar) HCC . IAEREHCC . LB EMAEEHCCOEAETHD
ZEDPHOTNBEE
B AR CABREA DN RE
B8 GENAM) BERR. LN ANRBRO BN AEREHCh B AERE. ARRE
B (AR EE S BR | 48 AL DT\ B B
RAROARED D528 B LA hOAREDRS A5 (1 /- 55
AR DICPRE RREIRS  AMEAIEE AL B RAE BT o RE
SABRE DY EIE 5 A 28 BRI . BEED30%BICH T 2MEHREE. 550 LBEEH
R R S SRR S B ) 7- B
BBREOYEBES | HPD A FIE . 1PD L1 A E R EACTLA 4 B OBE A5
JelEDDDESE
SBBREOYEEEY 28 BLNIC . AFH CRREAEMSOUINIHED) ETENr-BE
AERSBIEEN 5 HEE
P e AR EOYEE S 4 DRI B SHI OB S £ 51 /- B
FHE - R AREQNERSM0BLNCHBELET /T OEBES I - RE. HANER.
SRR S O AR DB IE5 30 B E C. £ 0 F >~ OB
) (DB 5. BT 1LY TR, & MR LY TR
EBIEBEN. 5B SIS 5D 7B
BRI & B IARAREDKEE T S A FEFE S5 58 AERE (NCI CTCAE)
SIERE Grade2 Ll E DB LT\ 58S (HEME. BE M. ROEREE TEs L B
BREBILEO

B
off
e

SIEMERR R (B - KB A XL O— %]
REXIGBEIC. B

e m R i | RER [AEEER]

WESASRRINE | 2EMTUFYN—FA PILOA R—S AERBEXIE 17 S —EfEEE
B (25 MEXRE SN, 1 — A% BEUITF. FEEA.
TRk

AR EE B DR

ILD

AY ANV ARE | EEES->mELTRE. OV MO—LAROBNE. RRERDE.
HRERSHHD | 1R

e FRAE RS ERGIE O ERHE
BBREHOBTEHRT S EEERRRIAIEARICLREES.
RIEEBEDNEIC L BEBRENENS BiEmEE ALK
REES CEFEERIEDY NO—LFRRABME NS5 EE JRRHMEIOMmHE B X &
IN#EEAIME 140 mmHEgBEEE)

HTFEEPI NO—LRRATHS . RSP BRRERDREICH DEE

SRBRE R I F ORI UTEMO 7 LI —R G BHEEE T 58

B3 127 BRICHFBEDBE A 53 . RIZBHED FRHX I hO—IL D7 DIFE (FFi
BEQEDIERTH57YO—A, U7 753 %) aRBE LB
BREQFELANERSOR6HALRIC . ERERMICEARIIK. T RbBIERT MO—ILE
5T BIDIIEEMBOR (BRINE) S BB EDIREUE L § RIS B/ BE
B2 AR LB M (RERIRE X B M) DB X EAHHH2EE CE 128
W EC b2t B NOBEN HBBER ISR EIEMSHSRESIED R PBLE
HIN T BEEICE . ERERSEOEEFIEC S CBY AN RS AREERT 528
HBVEHCVICEBEREZEL TUOVDEE . XISHBVEDRFF R TILA (HDV) (ICERRZE LT
\BEE

BOBERMBMEEORENHDEE

ST OBHE b B8

BRI E BRI, L IHEFEOHDBE

ERMOBRRM BERSEORE D HHEE

HRRIEE MEBETL I (HIV) BEOEBMEBL S HHEE

YR XISIRA P ORMERE . XIFETEEZ B § 2BHRBEXITLERET. AU
WHET 1INV TBEIEEDRIKRSI0REET. HAWET 1IN T+ XU LY T
HRAFRDORIRIRS180BRE T B RBHEAZEH I 2RBDRVES
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2
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&
#

BRAERE - AHHES
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| 4.5.5 HIMALAYASERIZH11 B HMBIEERIZDULT |

HIMALAYASER ICE T2 M BIEDEIREZE - FROVEZEL . LITOERY T L .

<BEREE>

- BETEEDBEE RS FFEREDIRRE D Child-Pugh 238 A (Child-Pugh A7 5X 36 R) DEEDHAAN
bhc.

- M/NR#E75.000/uL A EDEBE

<BROVEHE>

BE120H F'aﬂ:ir‘%ﬂimﬂjml (REFRIE . EBHMNE) OBEXIEGHIPH2EE (120 AL EIch72E{LE N
DD H2BEXISABREEERMEDPREFHBO AT D EVEHIMT 5BEICIE. EREREEOREFIR
Llﬁo’(ﬁ’cﬂtiWﬁﬁ%m%%%ﬁﬁﬁ‘%)

HIMALAYAGRBRO 2 AERICE WV A ITA D+ A VAR AITA VIRV TTIZTEHOWVTNHT24)
D ERBDRDOONICHMBIEDEEZRIE. LUTOXRICRTELYTLE.

> (24%H)CTCAE Gradefl0BEER : REU AR REKH

AITAUI+HADaNE 13710 T8 USTIZTH
(N=388) (N=388) (N=374)

ETEs Grade  sGrade Grade3Lit #£Grade Grade3Llt #£Grade Grade3Llt

=il 44(11.3) | 23(69) | 42(108) | 19(49 | 56(150) | 21(56)
ESE LB 7(1.8) 6(1.5) 3(0.8) 1(0.3) 4(1.1) 2(0.5)
B 7(1.8) 4(1.0) 5(1.3) 3(0.8) 5(1.3) 4(1.0)
EIBR AL 7(1.8) 3(0.8) 5(1.3) 3(0.8) 5(1.3) 0
B 6(1.5) 0 4(1.0) 0 12(3.2) 1(0.3)
i B ARE S 3(0.8) 3(0.8) 0 0 0 0
it i 2(0.5) 1(0.3) 2(0.5) 1(0.3) 1(0.3) 1(0.3)
mESEf 2(0.5) 0 4(1.0) 1(0.3) 0 0
BEEAL M 2(0.5) 2(0.5) 0 0 0 0
ALF 2(0.5) 0 1(0.3) 0 3(0.8) 2(0.5) 5
K81 2(0.5) 0 2(0.5) 0 1(0.8) 0 T
BT 2(0.5) 0 2(0.5) 0 0 0 =
N 2(05) 100.9) 0 0 0 0 N
APTTEER 1(0.3) 0 6(1.5) 1(0.3) 3(0.8) 0 3
B IRET M 1(0.3) 1(0.3) 2(0.5) 0 0 0 =
R 1(0.8) 0 4(1.0) 1(0.8) 6(1.6) 1(0.3)
REIEL 0 1(0.8) 1(0.3) 4(1.0) 4(1.0) 2(0.5) 2(0.5)
H B AR 0 0 2(0.5) 2(0.5) 0 0
W11 0 0 3(0.8) 0 3(0.8) 0
feafeein 0 0 0 0 5(1.3) 0
AEIOEVHD 0 0 0 0 2(0.5) 2(0.5)

185 (%)

HIMALAYARBRICEWTC ATV D+ AP aRNBERUA IV DHICEIIPERRHEMNFIZY VI TR E

EREICROONE L,

AITADATVARRBAIT A IOBRERICEBLULZDEANTREAITA I ATVIARXBEAIT120 D8

HMEDERRBEDPEESNTNDIE REBODFEDPEAONDIEFDIO  BRERTAITV2 I AP RXIE

AIT742TVEHMEDORARBRIGAETIEDIEEA

7“:7°c°b HIMALAYAZER T AFREEDIARE . I/NREGEALBHMOEE. VATDBVWRERBEE T 28E
BT HBIREE - [ROUNEEZRELTH Y BV ATDBENWEE IS THL2MED +DICIEHER SN TULRN

UCHEBEITDUEDHYET,
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> 4. 2ZEH

| 4.5.6 HIMALAYARERIZ 5133 EHIBA <SRt iF 4>

HIMALAYARBR TROONTc. A XTI AV aNREQRRBRDPEE TCERVWREMEFX (EGIRET) BAA
BEDEFREBEMBNLET,

> fiEfl

60mfL. Bt
[RI% 2B - VIR BE L AT # RR 72 AR A221K300mg+1X7,>21500mg

BHHE : BT ARABX RO CRUFF & BRE Bk FRRERE

Day #%8
1 1221 R300mg+-1 I 74>21500meg#ks (1EE . &iKZ5),

13 Grade2 D@ AFIR,

20 | Grade3ITBL. XFILTL RZUMO> 125mg/ BEAtiZ S Rsa (8HME) .

27 | GradellZ&Mr . ZHKW 7L RZUO>120mg/BROZS 2L R 4IC10mg/BE THM .

Grade3&7%4%. RBRNEMEEERBMEEZA. 7L NZVO40mg/BICHES.

91 | ICV-RNA 6.7 log IU/mLIZEE. Grade! £4%.

94 Grade2&k%. 7L RZVO>60meg/BICHEE.

105 | 7L 2Oy 2 EROBEERD T, VLY TFFA-BROBORSHIE 1208EF ).

FH%BE RO BHEERICERBZRD | Abvakaidst. 7 FILU TV BROBRAZRSHI (1348BEET).

e JLRZVDO>40mg/BICHE.

120 | Grade3&RUARR.

121 XAV /SIVBRET I FILEDERSERR (138HEET).

AST. ALT. #EVILEMBEIRIFAICED T HHIERER KL OEfE. BikitE. RRETEHT 2D,

125 B ORI B bD TRV EZR S,

180 | "N T4 TSROV TAF I-IVERIZSHG (188AEE T). 7L RZV0>40me/BiZ5BHH.

181 | ARRFEHHRIT2ORMIIAE.

4 -
2
Z
&
#

CTREER. KEORKEBENOHEREZR DIz, BOPRAEIRIIRD T, FFT2ORRERGT 185,

e JObOrE VR (PT)24.4sec. PT activity 36%. PT-INR 1.80,

183 | XF 7L/ VEsRAB SR (138AEET).

PT 24.1sec. PT activity 29%. PT-INR 2.14  JEHALE D OV R T SAF VBB (APTT) 54.3sec.

s Grade4 &£7%4%., PS3,

PT 22.0sec. PT activity 33%. PT-INR 1.95. APTT 53.2sec.

195 | s amiprne . JUFILUF S BOBRARSMEM (138B8£T).

136 | PT 18.0sec. PT activity 44%. PT-INR 1.58. APTT 39.9sec. Child-Pugh#%8 132,

188 | ABIER. KEER . TROHEBIEE. 77/ 225 8% . SPO2ALAEARE. FFT2ICKVET,
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> 4. 2EEH
4.6 TOPAZ-1:\E%
4.6.1 T77€R+TLIEE+IRTFF I RHEUBLT. 137120+
TLOBEV+IATFFVHTRARORD > ZEFEER
(£4£H)

TOPAZAHBROLAHERICEWNT. T ER+T LI REV+ AT SFUBHENBR LT AT+ 7L R/E+
SATSF VB THEREDPZ%BULSD OB EERIT. UTORICRTEBYT L,

>» (2{F%H) CTCAE GradeflDEFEER : REMBIHNRER

AITAVIHTLIRES+IATIFVH | TIURH LY REV+SRTSF VB
(N=338) (N=342)

EEER Grade £Grade Grade3LIE £Grade Grade3LIE
MRS &LV >/ RS

A | 163482 | 80(237) |  153447) | T77(22.5)
RSB

FIRBRIAE(E T . 2368 0 1@ 0
REBLORERE

DN Y . 2883 | 10@0 | 1760 | 4(1.2)
BBEE

B0 . 138(40.8) | 5(1.5) . 122(357) | 6(1.8)
FrAEE RS

B . 20868 | 2265 | 1863 | 11(3.2)
RS UK FIRMEE

TOHIE 38(11.2) 0 28(8.2) 0

%5 38(11.2) 0 28(8.2) 0

BEE 28(8.9) 100.3) 15(4.4) 0

IR EBIRES 19(5.6) 3(0.9 8(2.3) 0
—f - 2HWESSVRSIUORE

R 70(20.7) 5(1.5) 57(16.7) 2(0.6)

AT 28(8.9) 0 17(5.0 0

25 (%)

4 -
2
Z
&
#
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46243740+ 5LV REV+IRTSFVHTLAEERFELLR
LTEBXAEATRAEDSS%LUESL. BAKALEHICHETS
RGBS 2HILI EOFEESR
TOPAZARBDA I 74> I+ 5LV AL S +VATSF IR BT, S HEME LBt L TR AR T CHRBENE%
LUEE< . BAAERIC B BHRBIRH 26N FOBEERIE. LIFORIRT EHY TUE,
» (X740 0+5LIFEV+IRTFIF ) REUBIMRER

nha fi N58)

BRESSOFERE

T e | 4(10.8) | 14.(4.1)
BiEE

&8 | 14(37.8) | 109(32.2)
FrABE RS

R 4 8(216) 29(8.6)

RIERE A 3(8.1) 4(1.2)
RS KUK MRS

%5 7(18.9) 38(11.2)

B EBIRES 4(10.8) 19(5.6)
—f - 2EREHSVRSHLORE

A 10(27.0) 70(20.7)

RS 7(18.9) 10(3.0
ERRRE

PR 26(70.3) 91(26.9)

/R 15(40.5) 70(20.7)

ZRES 2 7(18.9) 37(10.9)

EA

46
—
o
LY
>
o
?‘;
5
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> 4. 2ZE8H
1_ | 4.6.3 TOPAZ-1RBRICHIIBRERT S1—
7
5‘ -~ o, 8 ) = PA b
= >» 137421500mg%23BBRABHEERE . TNH4IBEBRE
C
L
D
=8
E
5
137424 0 O O O O O O O O
SHFR o |o|lojo|olo|ololo|o|o|lo|lolo|o|o|lo] ©
2 PABIA>
= ¢ERFRM.0E. | O O/ O/ 0|0/0 0 0|00 O0|0/0/0 0|00 O
% BRI A2
g 125 OER" O B LR ERHA
natEmgE=="| O o|o|o|lo|lo|lo/o/0/0/0|0]0]O O O
) mAEgHRE=>? | O 0/ 0/0/0/0/0/ 0/ 0 0/ 0/ 0|0]|0 O O
o R RERE” o |o B L AELIBA
CA-19-9%V'
CEA (&) © © © O O O O ® ®
TSH. 8 T3.
3 T o |0 e ® O e O e e e
= RigE oo |o|] |ol |o] |o] ol |o] |o O
; HIV O
I BREF% (2Mi5Y)* | O | O O O O O O O O O
gl BRIFF4 A
£ RIS o |o|l |o| |o| o] ol o] Jo] Jo|l | o
D U FEBHY R IFAERAE LT, G024 60+ 13585, ZORESEL 1 BFIC,
i RECISTm1 g | O | RECIST B1TRICED MetREHRIREI- L HPDEHEENBE T, RO B EORE
~ D7D DBIEGRES CEIET 5.
Performance
o o |o|lojo|lolo|ojo|lolo|o|olo|lo|o|o|lo| ©
PROFHE® o O O 0O O O 0O O O

M1 DIA—RENE FASHOMEIR (DEAARIGOHEEORENEREEERE) 2RRLLHE . AREEIEMEXISERSNEZEMRD
HETIC KW BEOREICISC TERT 2. ELEORBXIETEROBREEER T 5EHE . XITARBBRICHRERAELLEET BRED
e DERRIFICHE N DBERELRET B,

X2 REFMETICRKS - BRRE . BN OFHERERRDPEONTVDIE,

X3 ERKR EBETCHONE I EHEETERLTHLR,

¥4 EYRPTRE R R D A FRITIRIRE S MBEIRIRE 2 RET D ABREDYERSH 7 BURICHIRREZEREL . € DRIFEY(7)LDDay1ic
ES) A RAN

DIURECZIRE : PIVT IV FIHIRAT 72—E ALT. P —E AST. EREIE . DL VL JASA N ILTFZU HURITILA

SINSYATIS—E JLA—AABBKERER. UN—E YIRS TL AL FRNITVAEVILE Y RER . REXISMFREZSR

2) MARFHIRE | FPIRIER I AT/ OE > MBMIKE. >/ SEBRIE 2L /i3

3) MR FERE SERE MOV ARTSAF VRERE (APTT) . ERIRE( L (INR)

4)HBsAg (FE1) . HBeAg (EM) . fiHBcHUE . FiHBsHifA . fiHBeHifd . HBV DNA (E2) . fiHCVHifk. HCV RNA. FiHDVHitk

5)HHCVHUA. HCV RNA. HBsAg (E1£). HBV DNA (E2) . fiHBcHUA . fiHBsHfE

6) EORTC QLQC30/BIL21. PGIS. EQ-5D-5L. PRO-CTCAE (PRO-CTCAEE. IEXARERMH & 2 E T D HEHE)

4 -
2
Z
&
#
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| 4.6.4 TOPAZ-1RBRICHIIBELER - BrohESE

® SEIREE
>

BRUORERBE CHDEE

PREE (FFNEERXILFNEER) AUBEERE S0 BFENICTRRTRERET

AR YIRS BR M R oI5 RARDERZF T o8&

LIERRTBHELLCRE

HWABMWOFMZ1T o/ci56  6h BBERBL/IRICBRLEE
ATERMENEOE ((LRFERD/ RISMEHIREER) 21T o7/cip B AR TREHRBZEAE

BERRZED1 DL EROOSNEE

N=AZA VBB DA DRBENRIED/IODIHHA NS > RECIST B11MICED<

18m Ll £

30kgi8

OX &1

12:8RE L E

(7272U ZNBICREESNERLY) DRBEFEEDLVNEE

BEBIUEDVF U ER MOFLCTLA-4. IPD-1. :iPD-L1 XU PD-L2HiihZE

FFHERIET = 1.5 x10°%/L

m/NR#=100x10%/L

ANE/OE>Z9g/dL

OLFFZIUFTTIA>E0ML/ 5+

MmBEEIILEY =2 0 xEAEE LR (ULN) (PIAN—JWEREOBEICITERSNAL. BRIK
WICHEE L2 EEMEDPRBO SNDHRITEEREUNFFTICHESNTND L)

e h 0\ 5E ASTROALT=2.5XULN
i zRH 5% E | ASTRUALT=5XULN

* :WHO/ECOG Performance Status

%% . Cockcroft-Gaultz{ [Cockcroft and Gault 197681 XTI L7 F=> o UF SV ARER24EEERY > 7ILICELD

& (kg) X (140 —H#)
72 X mELFFZ> (mg/dl)

B ILTFOUTIVA(ML/A) =

_ FE (kg) X (140 —4F i)
T OLTFoUTIVAML/D) = x0.85
72 X mEIL7FZ> (mg/dl)

o1419vd £

¥

H¥ENOQIFSOd

EN
w

NVIdSVO

¥

»
EN

>
o
2
>
=
o

2

-

HEVAVIVINIH §

%E3-ona {
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> 4. 8E¥R/H

® [RILEZE
>

T — AR A LI ES

RIS B AR BERELOBYRBREZ I IREEZED) 267 58
METRERFESORMBAER IR DD BEBE

MrEmEEEZ R < BAMAREHRR =4 & OISR

HOFPD-145UE  FLPD-L1HuA  RIFFCTLA-ATUEZE (/2L ShBICRRESINALY IC
FBRBREREDD B EE

ERBDIEDICAED DARE. BRERS | EYEMBENS R TVREDHAZ
RIFTH2EE

RBREOAERS ORI 28 BUAIC . AT CARETEMSOEEIAD) EHfT SN/ BE
FERMSBERESDSEE

REXIEBRBEOYREESORT 14 BLINICREHRE 5 52 T o8
(BN - RA-S4BATO4 N BFRAR A0~ KE5S. prednisone*10mg/AXILEE
EO25MAT 04 NS BBUERICICH T2 A7 04 RaTE5R<)

BEREOYERS ORI S0BLURICHEB LT/ F o OEREEZ S/ BE
BESHALAICAORRERICSMURREDRS &2 o BE

TRERE N FZDRMENH LR OT LILF—XITBREEE I 585
BEOHEARICERT 2REEILPAMER (NC) BEEZRILEMERZE (CTCAE)

1 .
4
=
(s
B
L
<
)
e
=
Y
]

FES O FNF Xk N

3 Grade2ll LDE M (REE. SR MEOM . BIREETRE LCERIREEZKR PBEL
- TORLEE

’E‘ RAEMBES () KB 70— %]

& BAERGBEC. B gz 1z

5’“ MEEPERINE 25TV TY N7 A PILOA N—AEREFEXIE T 7 F—EEEE
% BE [ZREMBEREMEDORTFRERE. 7L —7 AR BEU T~ F TEEK,
}E TRIEHRE]

‘0%) TR IZEBN M DREZE

bl

=

NEE— FEEMED D S ME DAL BIE. NREFOE . TR
g - NRIKL [T -

BiFEEAEE TS TRENE DB E MRS

BE TREHOEREREESHES

BREHDETEY T D BEERODFERI AV EEZLIBRSES.
HLUEXEICLDRABENEZFHIRT 2 LOBFHEHHESR/ HREVANR

HRREEEDR P H 2 EE

EHEORFEM REASEDEED D HEE

. CEUF A, ENEEARLTMILA (HIV) EOEHEOREAEICREL TN DEE
RDRFEERERS ORIV HHBE

IEYRFSUSIRAF DA XISETEREZ B T2 BMRE IR ERE T AV V-2 T8H
DETLIREY /AT SF U DHEHKIZRE%RI80BH. H2WVET 2NN T/ TI5ER
BRIFREDREIRSHRO0BBICENLBILZEERT2RADRVEE

ot RS

* DRIBARAKR
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4.7 DUO-E& 5%

4.71 BERAIGIRALERERELERLT. 1371 O+ RAIGHA
LEFEHRIAMI TP+ LN—F+EERAGRALE
BERTRAFROEN > -HFEFER (204-KH)

DUO-EERBO2AEFICEVT. BERAIFAEARAB LB LTI IV D +ASRAI R RERFX L
AT+ LN +ESEFHACEREF CRREDPSWUALEDP OB EETRIE . UTORICRTES

IRV
>» (2H%£H. £561R) CTCAE GradeflNFEESR R U RBITHRER
= S, = S o410 \—
CESMARERE | AN Shid e st
(N=235) (N=238)
ETES Grade sGrade Grade3Ll: #£Grade Grade3llt £Grade Grade3LlE
BRESEOTERE
COVID-19 36(15.3) 1(0.4) 48(20.2) 4(1.7) 32(13.6) 3(1.3)
MAB LY > \REE
& 111(472) | 37(157)  147(618) = 56(235) | 128(54.2) & 34(14.4)
47 B 36(163) = 20(85) 49(206) | 27(11.3) | 31(13.1) | 14(59)
M/NRRAE 30(12.8) 7(3.0) 35(14.7) 8(3.4) 18(7.6) 3(1.3)
5 RS
PR BRI BEIE T 3757 | 0 | 333139 | o0 | 8B4 | 0
BipmE
B 96 (40.9) 1(0.4) | 130(54.6) 7(29) | 105(44.5) 3(1.3)
It 49(20.9) 4(1.7) 61(25.6) 1(0.4) 43(18.2) 3(1.3)
RES LUK THMEE
%% 41(17.4) 1(0.4) 28(11.8) 1(0.4) 27(11.4) 1(0.4)
HERRBLORAERES
RAEN 71(30.2) 1(0.4) 58(24.4) 2(0.8) 58(24.6) 1(0.4)
e 19(8.1) 1(0.4) 35(14.7) 0 22(9.3) 0
—ff - R BREES S URESIOKE
BN | 23(98) | 3(1.3) | 46(193) | 729 | 240102 4017
BRRIRE
;z;zg;5;7>1 30(128) | 4(1.7) | 30(126) | 4(17) | 18(76) 2(0.8)
B (%)
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> 4. 2ZEH

4.7.2 1374V S+ESRAHRALERERRTAIT1 U I+UA
N—H+ESRHHBLS AN TLAEREEBRLTEAA
EEATRAEHF5%LLEL . BAAERICH T BRAGKH
2B LN EEER

DUO-ERBOA IV P+AERAIFBEABEFROA IV D+ U LN +ES A HRCERERIC
BFOTC 2AEREEBRUTABRAAERTRERREDS%WU LS BAAERICEFLERIMD 261U EOBEERIL.
PIFOFRICSRTESYTLT,

> (3710 +aeRAGRALEEERH. 25URTRE) Rt REH

S N30 (Ne235)
BRES S OFERE
R 4(13.3) 8(3.4)
REBLORRBE
BAHIR | 7(23.3) | 42(17.9)
HEREE
REMESH —1—0O/F— 2(6.7) 4(1.7)
AR 2(6.7) 3(1.3)
WEIRES | MISEE KOS
AR 2(6.7) 3(1.3)
EIES
T REERE 5(16.7) 16(6.8)
V3 13(43.3) 64(27.2)
BlBREE 2(6.7) 2(0.9)
RESSLOR THMES
BiEsE 17(56.7) 118(50.2)
R S 2(6.7) 4(1.7)
BB 4(13.3) 6(26)
o 10(33.3) 41(17.4)
BRI BB RE S 4(13.3) 15(6.4)
e 3(10.0) 5(2.1)
4, BEERDEORAEMEE
= RO 14(46.7) 71(30.2)
= RAES 3(10.0) 5(2.1)
s 4(13.3) 6(2.6)
D 2(6.7) 2(0.9)
— - £ HBED LOBSHORKE
SEAEBAL 3(10.0) 4(1.7)
BRR 12(40.0) 14(6.0)
S 9(30.0) 21(8.9)
BRERIRZE
FIZUFI ) NTYAT TS 8(26.7) 30(12.8)
FANGE BT NTVAT TS EH 5(16.7) 22(9.4)
SFERERAGR 9(30.0) 44(18.7)
EI M EREGHD 9(30.0) 29(12.3)
B (%)
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> (37140 +)LN—Y+aRAGRALERER . 2RI R R REKH

lahin =26 N=258)

BRESSOFERE

BN 2(7.7) 3(1.3)

BRES 2(7.7) 2(08)

ORED> SSE 2(7.7) 401.7)
WARB LV >/ FRE

FHEF R | 2(7.7) | 3(1.3)
R

FRIRBR Y | 3(11.5) | 6(2.5)
RBBLOFRBE

BAHE | 8(30.8) | 55(23.1)
WEREE

SRASMERSE = 1 — 0/ SF — | 11(42.3) | 60(25.2)
BERE

LRRERR 5(19.2) 14(5.9)

& 11(42.3) 78(32.8)

HR% 5(19.2) 25(10.5)
RS S UK FHEMEE

FREAE 18(69.2) 121(50.8)

R g% 2(7.7) 4(1.7)

Ei2 5(19.2) 28(11.8)

R 2(7.7) 5(2.1)
BERRDLURAEMEE

L | 8(30.8) | 58(24.4)
BH L URBRE

BismE | 3(11.5) | 5(2.1)
—f8 - 2HWES LVRSHLORE

SEABBAL 2 2(7.7) 2(08)

SESIEBALR S 3(11.5) 401.7)

RS 6(23.1) 12(5.0)

FEER 6(23.1) 24(10.1)
ERPRIREE

FSZUTFRI) NIV AT TS — BN 7(26.9) 30(12.6)

FANGF VBT NIV ATTo—EHEM 5(19.2) 20(8.4)

BILTFY  JUTTVREY 2(7.7) 6(2.5)

Y=L AN NTYRAT TS — L 4(15.4) 15(6.3)

S PIRAR D 10(38.5) 50(21.0)

i/ NRED 6(23.1) 40(16.8)

ZNES 2 8(30.8) 38(16.0)

B%2 (%)
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> 4. 2ZEH

| 4.7.3 DUO-ERBRICHBIIBIRERY V1—I

>» 137421120mg %3 BEBRAGEIKRE . D%, 1500mgz 4 BHBRE

A 3
BRFAR w{»}rzsz :;mﬁl’éi 1#??)?5%!’5
Week GER) AR 5 3 6 9 12 15 18 22 26 30~
BIRART
(3T TRE ololololololololo| o
JyNy — O E2m)
SRR o |ololololololololo] o
(B T . 55 AR © 101010010 C|ojo ©
12FELER o B L RERSA
ECOG performance status (0~1) OO NONNONNORNORNORNORNORNG) O
MR AR o |ololololololololo] o
MR iE 2 2 o |ololololololololo] o
A RERE? o B LB
CA125 o o o ololo] o
TSH. B T3 . B T4+ o |0 o o olo|o| o
HBV. HCV. XO'HIVi&E O
RIREY o B LA BRI
FEREIHFEERAL LT, 840 18B/IZ9BE
BEBERA (CTUEMRI) (RECISTE 1.140) O | (£18M). ZORERECISTE 11 fic E5< Efgi
& FOPDARDONDECI28E (+138/)
YIRS T (RARE X4 M58 2) o |lololoolololololo| o
PROZH/E® olo|lololololo|olo]l ©
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ANE/OE>=10.0g/dL
M AT RERER=1.5 X 10%/L
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RER MBEEVUILE > =1 5 XEHEE EIR (ULN) (PILR—JUERBEOZHHPEEL TS EICIHERLAR.,)
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® BROVEZE

DUO-EHRBRICH T DRI EE
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| 4.7.5 DUO-EsRBRIC #5513 BiHBRIBLERTHIEIC £ D PFSRU OS AR

> EEELHFHE (PFS) : 24%H (X EHEEE)
PFS (GRERBLERMYIE . RECIST ver1.1. RRDEEFMREH [FAS]. 2023F4A12B7—4hv b1 7)

AIT40 I+ LN—H+ 137409+

[Py e ES WA R BERAIGRLE AR
RelE= 239 238 241
AN NR(%) 126(52.7) 139(58.4) 173(71.8)
B [95%CI] (1 A) 15.1[12.6, 20.7] 10.2[9.7, 14.7] 9.6[9.0,9.9]

INY—REH [95%CI]*!

vs B RFIFAARER

NP — KL [95%CI1*

vs A T4 I+AS AR ERER

0.55[0.43, 0.69] 0.71[0.57, 0.89] -

0.78[0.61,0.99] - -

— &L, %1 MMROIREE (AMMR. pMMR) ROYEBIRRE (1% . B3) ZBRIRF & L/cERI Cox (Al N —REFIL

PFSMOKaplan-Meiergli# G&ERIB Y4 ERFIE. RECIST ver1.1.FAS,. 2023481287 —4hvb47)

1.04
0.9+ — A= T YT+ LN+ EIRREI R PR
— AZ T VY +ERNEIGRL AR
0.8 — BERAIHACERAR
0.7
E 0.6
=
&£ 054
=
2l 0.4+
-
[=]
0.3
0.2
0.1
0 T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36(8)
At risk¥ BIERI DS DEIR
A ZT4YTHULN—P+EASRAIFRILEFOAR 239 214 198 169 139 95 51 30 16 7 3 0 0
A 2TV THER WA LERAR 238 21 188 138 105 69 45 26 13 5 0 0 0
BEENAIGHRLREAR 241 213 184 125 86 45 26 10 3 1 1 0 0

> LA (0S) : 24EE (BIRMFEER)
OS (FAS.2023%4A12BF7—4Av b*+7)

R et AaRmimy I r Al - REEABRERAR
Lk 239 238 241
AN N (%) 52(21.8) 65(27.3) 82(34.0)
sl [95%C1] (7 A) 5 R, HE] o RiE, HoE] 25.9(23.9, %]

NY—RLE [95%Cl]*2

0.59[0.42,0.83]

0.77[0.56. 1.07]

vs BERFI AT RER

N —REE[95%C11*2
vs A 274 T +ASEA AR

0.77[0.53, 1.10] - -

— B * 2 SHERICOX A \F— REFIL

OS?MKaplan-Meiergh#f (FAS. 202348 1287 —42hv b+ 7)

1.0+
0.94
0.8
0.7
£ 06
&
F 054
gl
& 04+
0.34
0.2 — AZT 4V I+ LY+ O BEIH R R R AR
— AT I+ EENAIHRCERER
0.1 — BERAIHB PR
0 T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36(A)
At risk# BERSIL D S DEIR
A2 T4V I+ LN +OERAIGRILERAS 239 233 227 208 202 152 109 77 38 18 8 2 0
A2 T4V I+EERBIHAERFOLE 238 227 221 205 192 147 105 64 34 17 6 0 0
BERAIGRILERES 241 229 215 201 185 136 104 69 35 15 4 0 0
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4.7.6 DUO-EBRICHTEPD-L1 R R DARERBIEETHEICESS
PFSKU OSD#ER

DUO-EHBERICHUVT. PD-L13IRIKR (PD-L1 B [TAPZT%]&K)“PD—L1 B [TAP<1%]) AlOEHEHE
BATEFRIICRIELAAR . RECIST ver.1.11CED CARIBLUERHEIC S5 PFSRUOS LT OBY TLE
(2023F4R12BF7 —&HY bAT),

FEHBICBVTATRIEAT E UL NP EHBRESNBRICE . UTOBHETHICERLE LT B5%
THMF S,

> PD-L1RHKRBDOPFS GARELEMIE. RECIST ver1.1. FAS. 20235 4A12857—4Hv h47)

AIT42 T+ LN—H+ 137405+
EENApRSEEE | AeNapmemsy | DolouBRIERER REfFRODE
ez 150 170 163
AN NE(%) 68(45.3) 97(57.1) 114(69.9)
TAP thR{E [95%CI] (1 A) 20.8[15.1, &iE] 11.3[9.7. 15.4] 9.5[(7.9,9.9]
=1 | N\Y—RE[95%CI]*! _ <AZIT4>T+ULIS—H+
vs BEMAIHRIC R 0.42[0.81.0.57] 0.6310.48,0.88] PNy R on it
INF— KL [95%CI1* - B ES WAIBL A AR >
VS A S 74U+ EAR L e 0.67[0.49.0.91] 0.005
% 82 61 75 <AIT4IT+
AN N (%) 55(67.1) 38(62.3) 57(76.0) BE KA RERC
: BEE
TAP the @ [95%CI] (1 8) 10.1[9.5, 156.0] 9.7[7.0,14.7] 9.9(7.6, 12.5] 0.147
<1 | N\Y—REE[95%CI]*! _
VS EIS BT 0.80[0.55, 1.16] 0.89[0.59, 1.34]
NY—RLEE [95%CIT* _ _
s 3T T+ EssmRcemse | 0981061141

— AL, k1 3EERICox BN —RETIL, %2 DREEE @PD L1DRBIRARO@ORSFHEPD-L1ORBRKREORAEEREHREBLE LIcCoxlpINF—NETIL
TAP : {BRRICRBRIS P RBH SN2 EEME R ORI SHREICEBRISA RO SN2 EBEEREMEITFET HRAOEEE . BERASAEOEM CHRLTI00 &R U/E

PD-L1EBIKRRDOPFSHOKaplan-Meiergi# GAEREYER$IE. RECIST ver1.1.FAS. 2023%F4A12B7 =427V b47)

TAPZ1 101
0.94 — A= T4 I+ LN+ ORREH A REAR

— AZ 71 VI +ERRRIHACR RS

0.8 — BOERAHRILEELR

0.7

0.6

0.5

0.4

DDt 24 2

0.3

0.2

0.1

0

01 23 4 5 6 7 8 9101112131415 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32(8)
2{s >

At sk FEBED 5O

A T4V I+HULN—S+ESREIHRALFEEEEE 150 147 144 136 135127 126 118 116 114 101 97 95 68 66 65 45 45 40 38 37 24 23 22 13 11 10 5 5 3 3 3 0

ATV T+BERAHBIEFEES 170162 158 153 152 145 142122109103 80 77 75 53 53 53 43 43 38 33 33 22 21 20 12 11 11 4 3 2 0 O
BERAIHALFEOES 163 155149 141139125122 92 85 80 58 57 53 35 33 29 22 22 17 13 13 8 7 7 3 3 3 1 1 1 1 1 0

o

4 -
2
Z
&
#

TAPL1 1.0
0.9 — A2 T4 YT+ LN+ B REIG R LR
— A2 T4 YT+ AR WAL RAR
0.8 — BERAIHACRRAR
0.74
i3
B 06+
£
0.5
g
2l 04
[=]
0.3 L1 L1
0.2
0.1
0 T .

—— T —
112 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32(8)
EERSIMLIH S DM

T T T T T T
0O 1 2 3 45 6 7 8 910

At risk#g
AZT4VIHULN—+ESURIHALEEAS 82 78 78 72 69 67 66 57 51 50 40 39 39 29 28 26 18 18 10 9 9 6 6 6 3 3 3 2 2 2 0 0 O
A= T4VI+EEWRIHALZEAE 61 59 57 51 48 45 41 35 31 30 25 25 25 16 16 13 9 9 6 4 4 3 3 2 1 1 1 1 1 1 0 0 O
BERAIHAEERAE 75 71 69 69 68 65 60 52 44 44 34 34 33 19 16 16 10 10 9 4 4 2 2 1 0 0 0O O 0 O O O O
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> PD-L1RBREKRHNOS (FAS. 20235481285 —2hv b47)

AIT4T+)LN—Y+

{3742+

TAP

HIfE [956%CI] (5 7)

RiE [RiE, RiE)

HRE RiE, RiE)

25.8[23.7, K]

INY—REE [95%CI]*!
vs B AR RER

0.42[0.26, 0.67]

0.65[0.44,0.97]

N\Y—RE [956%CI*!
vs A X712 D+AE AR ARAR R

0.64[0.39, 1.05]

TAP
<1

Lk 82 61 75
AN N(%) 25(30.5) 20(32.8) 24(32.0)
thsfE [95%CI] () RiE R, oE] oE R, R RiE R, oE]
JNF— K [95%C1]*! B

VS P S B S B 0.99[0.56, 1.74] 1.19[0.65, 2.16]

INY— KL [95%CI]*!
Vs A X740 V+AS AR SRR R

0.83[0.46, 1.51]

oy e S Py e e L REfFAOPE™
ke 150 170 163
AN N (%) 25016.7) 43(25.3) 56(34.4)

<AITAT YL
SRR ERORRE L
ES AR AR >
0.025

<AIT4>T+
BERFIFACARERC
BERAGR A RURR >
0.085

— AL, * 1 3EERI Cox BN —RETIL. %2 D3R5EE . QPD-L1 ORBIKARO@RSFH EPD-L1OERIKREDORAEIEAZRZE L L/-Cox N\ F—NEFIL
TAP #BRRRICR BRISH R SN2 EEMRR MR S MREICRBRIEA RO SN B EBEEREMENSTFET HRECEMRE. EERESAOEF THRLTI00ZRU/E

PD-L1#IRIKRHDOSHKaplan-Meierdhifi (FAS. 2023%F4 R 12HF—4Hvb47)

At risk#g

TAP=1 1.0
0.9
0.8
0.7
0.6

0.57

ObReEHEHD

0.4

0.39

0.24

— AZT VI AN+ O REIG R PR AR
— AZT4 VI +BERANACREAR
— BERAIHBEPEAR

0 T

T T T T T T T
01 2 3 456 7 89

10 1

T T T T T T T T T T T T T T T T T T T
11213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30

ERERIMID SOHM

T T T
31 32 33 34(A)

AZT4VI+HULNS—F+OERFIGRLFEEASE 150 150 149148148 145145 141140133133 131129128110 96 91 87 71 67 57 54 48 39 28 23 18 14 9 6 6
ATV I+EEREIHALFEEE 170166 165163162162 161157157 154 150 146 143134124107101 93 81 71 63 53 48 40 31 26 22 15 10 6 5
BERAIGRAEFEEAS 163161159154 151150142140136132127 124123114100 85 78 74 69 60 56 49 46 33 25 23 11

At risk#

TAP<1 101
0.91
0.8
0.7
0.6

0.54

OpBERHFHD

0.44

0.37

0.24

0.19

0 T

3 110
4 20 0
8 53 2 2 200

— AZT 4V I+U LN+ O REIH R RRRRE
— AZT7 4 VY +BERANR LR RAR

— BERAIHBEPRAR

T T T T T T T
0O 12 3 456 7 8 9

10 1

T T T T T T T T T T T T T T T T T L —
112 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 33 34(A)

EERLI D SOHM

AST4VIHULN—F+EERRIHALZRES 82

80 78 78 77 75 75 73 73 69 68 67 67 62 59 51 46 42 35 29 26 21 18 14 10 10
AZT4VI+EERFIBAEFFESE 61 60 59 57 55 54 53 51 49 46 46 45 44 44 39 36 31 26 2215 13 10 7 5 3 3
BERAIGRLFREES 75 73 72 72 72 72 70 67 67 67 64 63 61 59 53 51 44 41 35 28 26 20 16 13 10 8

7 4 2
3 2 2
8 7 6

2 2 1110
21 000 O
4 2 200 0
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4.7.7 DUO-ERERICH TDMMRDIRERI DR A ERHIEICES
PFSKU OSD#ER

DUO-EERBRICE VT ZU X AMEATNISAIE SN /EMMROIKREE (R AT Y FEEMKEERIE [AMMRI XU I AN Y F
EEMEEER [DMMRD) AIOMAOER ZrTmE ICERLEER. RECIST ver 1 1ICEDRBRBLERHE
ICEBPFSRUOSIFLUTO®YTLE (2023F 481287 —82Hhv h47).

FEERBICEVWTARFISUIAF E) LN ZHARSSNARICIECBINEC U TOBREE T2 ICIEBE L LT,
BE5 & ZHERIZEW,

>» MMROIKERIDPFS (4L EM$IE. RECIST ver1.1. FAS. 202354R12BF—4Ahv b+ 7)

LITAVTHYLN—T+ {374 T+ :
EeNAHRSTAR | OeNApE iy | DotoUHRIERA REfFROPE?
iz 48 46 49
AN N (%) 18(37.5) 15(32.6) 25(51.0)
sk [95%C1] (7 8) 318012.4. 5] 3% Rt HE] 70067, 14.8]
dMMR S
INH—REE [95%CI11*! _ <AZIT4 T+ LIS+
Ve 1B B L B B 0.41[0.21,0.75] 0.42[0.22, 0.80] E@gjg@%{@%ﬂ%

NY— R [95%CI*!

BRI N
VS A 71> T B SAIG  ERE 0.137

0.97[0.49. 1.98] - -

e 191 192 192 3T
AR N (% 108(56.5 124 (64.6 148(77.1 RS RFIGHACF RO L
> NEL(%) (66.5) 64.6) Sy BS WAL RRRE>
sk & [95%CI] (1 8) 15.0[12.4, 18.0] 9.9[9.4,125] 97[9.2,10.1] 0.031
PMMR [ ”
S bk 057[0.44,073] 07700.60,097] -

NY—REE [95%CIT*!

VS A 374U+ BRI R 0.76[0.59. 0.99) - -

— MR k13RI Cox AN —REFIL, %2 OHR5E . OMMROKERVORSEH EMMROKEEDREFAEHZEEE L Cox tINT—NETIL

MMR®OIKERIDPFS D Kaplan-Meier g (A58 LERHIE . RECIST ver1.1. FAS. 2023%4A1287—4%hv v+ 7)

dMMR 1.07

0.9 — ASTA VT U L+ BRI R AR
— STV R BRI RS ER
0.8 — R WA

0.7

0.6

0.57 S

DD SERFHF 24 2

0.44

0.39

0.2

0.19

0
0 “| é :‘3 4‘1 5‘3 é 7‘ é é 1b 1 1‘2 1‘3 1‘4 1‘5 1‘6 1‘7 1‘5 1‘9 2‘0 2‘1 2‘2 2‘3 2‘4 2‘5 2‘6 2‘7 2‘8 2‘9 3‘0 3‘1 3‘2 8
At risk# BEREIRTIH S DHR
AST4VIHULN—P+ESRANHEALZEEASE 48 47 46 46 46 41 41 39 38 37 32 32 32 24 23 23 18 18 16 16 16 10 10 9
AST4VI+ERREHALEEAS 46 42 40 37 37 36 36 34 32 31 27 26 26 19 19 19 17 17 14 11 11 9 9 7
BERAIGREERES 49 45 43 41 39 29 28 19 17 17 16 15 13 10 9 8 7 7 5 4 4 2 2 2

4 -
2
Z
&
#

N U B
N oUW
NoUW
o NN
o NN
o - =
o o -
o O =
o O o

0.9 — ATV V+ U AN+ OEREIGRLFRAE
— AT« I+ EERAINR LR RAR
0.8 — BRREGRIEFRER

0.6

CFHF S4B e

0.5
& 041

0.3

0.29

0.19

0 T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T

01 2 3 4 5 6 7 8 9 10 11 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32(B)
2[¢s =

At skt BIERSIT D S ORI

AZT4VI+HULN—F+EERAIHAILFRETESE 191185 183 168 164 159 157 141 134 132 114109 107 77 75 72 46 46 35 32 31 20 19 19 12 11 10 5 5 4 2 2 0
ATV I+BEREHAILFEES 192186 182174169 159 152128 113 107 83 81 79 53 53 50 36 36 31 27 27 17 1515 8 7 7 3 2 2 0 0 O
BERRIHACFREAEE 192184 178172170163 156126113108 77 76 73 44 40 37 25 25 21 13 13 8 7 6 1 1 1 1 1 1 1 1 O
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>» MMROIKERNDOS (FAS. 2023%F4A12B8F—4Hv b47)

A3IT40 I+ ) LN—Y+

137409+

dMMR

B [95%CI] (1)

RiE [RiE, RiE]

RiE (R, RiE]

23.7[16.9. K]

NP — KL [95%CI*!
vs B RFI Gt LR RY

0.28[0.10, 0.681]

0.34[0.13,0.79]

NP —RE [96%CIT*

VS A 274 ST R M R AOE R, iR - -

LiilEad 191 192 192

AR N(%) 46(24.1) 58(30.2) 64(33.3)

et [95%C1] (»F) 5 R, HoE 5 Rz, HoE] 2501251, #%iZ]
PMMR |7\ b [95%C 11!

VSIS B B S B 0.69[0.47, 1.00] 0.91[0.64, 1.30] -

NY— KL [95%CIT*!
vs 1374 V+ASHARBIERER

0.75[0.51, 1.11]

EeNAHALEEAY | meNApReman | Dot HREemaR ELEFIDINT™
B 48 46 49
AN N (%) 6(12.5) 7(15.2) 18(36.7)

<AITAT YL
SRR ERORRE L
ESEFIGRIc AR >
0.074

<AIT4>T+
BERFIFACARERC
BERAGR A RUERR >
0.034

— MR k1 3EER Cox BN —REF L. %2 OHRE5E . OMMROKERV@RSH EMMROREE DR EEAEHZERE LicCox HINTF—REFIL

MMR®IKERDOS D Kaplan-Meier#i# (FAS. 2023481287 —4HY b+ 7)

At risk#

dMMR 1Oy

0.94

0.8

0.7 4

0.6

0.5+

DR HEHD

0.4+

0.3+

0.2+

0.1+

I.|-|I_|—|

— AZT 4V I+U LN+ O REIHBE PR AR
— A=T 4 VI +BERAIHAICERES
— BRRAFRLPRAR

0 T

T T T T T T T T T T T T T T T T T T T T T T T T T T USSUSBUS
01 2 3 45 6 7 8 9 1011121314 1516 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 33 34(A)

BRI S DM

ATV VHULN—F+EERFIHREEFEE 48

At risk#g

PMMR 1.0
0.9

0.87
0.7
0.6

0.5

ObRERHE H

0.4

0.37

0.27

0.19

0 T

48 47 47 47 45 45 44 44 40 40 40 39 38 36 35 33 30 27 24 22 19 18 13 9
AZSTAVIHEERBIHACRFCLEE 46 45 44 44 44 44 44 43 43 43 42 41 41 40 40 33 31 28 25 21 19 17 15 12 9
BERAIHRLFEEEE 49 49 49 46 45 45 40 40 36 36 35 35 34 33 28 27 23 22 20 177 16 12 11 7 5

8 5 3
7 7 6
5 4 4

e

— AZT 4V I+ LN+ O REI R RRORRE
— AZT7 4 VI +BERANR LR RAR

— BERAIHREPRAR

- U N
o NN
N
N
o
o o o
o © o

L e L B B s s L s S S S S S —
01 2 3 45 6 7 8 9 101112131415 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 33 34(A)

FRERBIMI D S DHIE

AZT4VI+HU LN +OERAIGRLFERAR 191189187186185182182177176 168167 164163158138 117108102 82 75 64 58 48 40 29 25 20 15 9 6 6 3 2
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