ok 2023412 ET (BB100. ADAEAH. R O RAH)
*20234F 8 JUGET (45 9 WL, MhRe& ™, ER OHRAT)

ik - oS & B F2~8T I HRAF MCD20E ./ yO—F Ik H AT 3
AR = 3663 UYFYYT (GEGETHEIRR) WA 874291
=1®
EE W) R R B I)Iy*ij) R > 100mg 500mg
VUy7E e e et RFEEE 100mg A | 23000AMX00185] 23000AMX00186
Uly:\'_'lj' )® . e 20014F 9 A
REFE 500mg
) EE—EAS NS E LTk Rituxane®intravenous infusion
1, mE 3. fERK - MK
¥ 1.0 ABIORS S, BEBICHSICHIE T & 3 ERMRICHL 3.1 485
T, EREDAEY BB+ M - BRERO Dy ERFL | )RS
B b & T, AHNOMEENEY & HB S W BEFOHICHT B4, EERE | AR
D&, i AERAICKILISE. BENIZZORIKICERD 100mg 500mg
MRUOBEREESICHBL. ABRERTHLSBREERAT ﬁj?%(nw7w¢> 10mL 50mL
&, [Em[y v E <7
1.2 AEIO®SEIA%305 ~28 8 & 1) & 5 b h Binfusion %y | Gataram ) ® 100mg 500mg
reaction® > 67+ 714 5% —, MEE. DEEENOEE SR | Y= 180 7mg 35mg
HEIER (EEMEOE. HEE. SMEFREEERR. O B W At bV v A ] 90mg 450mg
BE LR, OEMY v %) KLY, BEKE- £ A [ W) 1) Y 4. pHAHEA

BIPHEINhTWVD, 2 bDETHIDZ  EFEI%ES %24

BRELUAICASNhTWS, £/, FFEIEBHRES L 2EOE

BERICH, ShOoDRIEAPHo b2 Fh i H 5, &

Bl ES N1 2L > (ME. BRiA. HFREE) OE=

2) TP EMMBEEROBERETI> & HIC. BERLESL

DIREETDERT I & BICLUTOBEICOVWTIRREA

BEEIFEL. POEELLXTVWOTEETSEZE, [7.10

7.2, 7.8, 8.1, 9.1.2, 11.1.1 &]

- MRPICKEDEEMIEN $ 2 (25,000/ u LI E) & EfE
BEDZVWEE

cEEEESEE

- DRERE. PhiREEREE 2B T EE

1.3 EZEED2HLBVICHEV. BRL, SH U JLME. K
AV LME. SREBIE. 5" > MEZOEEREEE
# (tumor lysis syndrome) »& 5bh., AEEEICERL
FEMBEEICLIRTHARBRPIDEE K-> LBEEIR
EEIhTW3, MEFICKEDESMEIN HIEBEICHVT,
EREE12~24FBLRNICESBEICEO SND 2 &N 5.
SHCEBEI BRI LAEETE. MBEFERERERVE
HEREETOLE,. BEORELZTHERT I &, Fi.
AEEBES L ZEOMEERSRZICH. h50OEIERY &
5hbhasTh?PH 3, [8.2. 11.1.2 B8]

ABREBFRYAIVZAF v U TOEET., AFOBEHREHX
FRERTRIC. BIERAIIFROEE. HFA2ICEL3E
THPEREI N TS, [8.3. 9.1.3. 11.1.3 ]

5 REIRREI%EE (Stevens-JohnsonfE&EE) . hEMR
FIRFERMAZAE (Toxic Epidermal Necrolysis : TEN) SN
BHEBEERI»HObh, BTICE > I REI N TWVWS,
[11.1.5 &HE]

.6 FEMMAZAMHTI2EEMEEESE T, AFDERER
ICEIE MR DEBRICLREICES I BREINL TV,
[2.2, 9.1.9, 11.1.9 2]

—_

—_

—_

anp

2. B2 (ROBEIZIIHBE LAV &)

(RhRESLE)

2.1 BAOBS I~ AL vy BREES T 2 EE A
WHIEET F 7 14 % —OMAREOD 5 EH

(& H M8 KIE)

2.2 EEOMEMMAEHT 5 EBE UERPEALT 2 BF1)8
»H5] [1.6 28]

) AFNE, Fr A = —ANARY —JIEMEE AW TEES NS,
TAY — RN 7 RS IZ Y Y O MiE RS (7 U RIR
MER 72V A ) 2EHALTWE, T2, BETHRICBY
T, ¥s e LTy v oflikks (D-79 27 b—2R) %fii

HALTwa,

3.2 HFE DMK

Wisess |V 7 F4 ¥ SiEEHEL00me [ U Y F 4 > HiE#HES00mg
PR A~ REEOBEIIIb T, ICEE L7k
pH 6.5+0.3

BEBEN 1 CEEAHRBCE L)

54, THEENIITHER

OCD20R5 4 DBIMABIMEIER % > 1) >/ @

OCD20R5 DS ) > /S [ MR

OREMFNIREET DCD20BF 4D BAREZME 1) >/ SHEFEME R B

OZRMEREAFBIE, BMBENZROEL

OBRFABE TCHREA A LI —TIBL

O#AMND % 70— UiEGEE CEEBREHZ VW IEXF0O1 KT
HERTIHR)

Of2MEAEF M M/ R D M SR BTR

OBR M M A2 M M7\ D 1 LR BTR

O& B MEREiE

O#ARMDOBEURBER EEIRKERE

ORMREFERINY T LEE (RHREHELEED) OBRFH

OTRDERBHEIC H 1 2 ARERIE RIS DO HH
BietE. ATetE. OBAE. BhetE. MERBtE. BREiE

OTRDERBHEICH T 2 FEERIE RIS DARE
BiotE. ATiStE. DRAE. BheAE. BERSHE. /BTEAE

Oq4>Y9L (Mn) 1 FUVERT FIxt4r (BEFHEBR
Z) EHRROA Y MUY L (OY) A TYYVEYT Fuxti
> (BIETHEBEA) FERRSORKRS

5. EEX IR ICEET 5:FE

(BHERRMETER S %2 ) LB, 1B LA MR. SEilEkEE

TOBHERIME ) o/ LM E)

5.1 RHHEG OIS & 74 5 &M EIER O W, HEZWHI 5 7%
B FEOEMS R IC L VAT 2 ks

5.2 GBS E 7 o — A b X ) =352 X ) CD20PTER
DIFAEEZITV, BETH S5 Z EDPHER SN TV DL EBZFORIEKS
THIE,

(BRMERMEATFEE. BEMENSENER)

5.3 MBI & G BIEEIE S RS BEERE T xR
BONLZVEBEEIN L TR 2 EET 52 L.

EEFARE CHRERT2HIL—TIBL)

*5.4 BEEIGH (A 704 B, uEHHES) ctaszsiiErgsn
VBT L CRAOE S A EET L L, T2 BETA KR
A VEORFOEHEBELIZ, AR OFKGHHY) & HH SN b
BHEIHERTAZ L,



(EERMD X 70— YRR

5.5 NRENCHFREMEA 70— VREERESAE L AT 0 A FEZE%
R EET, BAEEE (A7aq R, REIMHFS) CIE#Es
FEFFCERWVWEERICZELZ L, 72, BETA KT 0D 0
Frofmar 2E 1, RA OG- HEY) &I S b B
BT lo B, BAMNIERIEL 2% 70— PREREEO BE 123
BARVE R O TR L TR,

(IS /)RR D 2R BER)

5.6 MOEFEICTHa Rl ELNZ VA, JIFEAEEICHE
WhHbHEEZLNDILGEIZORMEA*EE L. MUVMREL. HRE
RS ATHILY AZBEWEEZONLBHICHEHT LI L,
F72. BETA FIA VEORFOEREBEIL, KFOETG)
BTl Rl = AP e N ) s S

(B R M AL I /) ARG D MR BER)

5.7 HENIHEOHBEIZOAMEHAEETHI L, T2 BEN
4 FIA VEORFONERY BE 1. KEOFG-H5 8] & H i S
NLEHIMHHTL L,

(& B IR

5.8 [17 R ] OHOWEZDI L. RF QAR et
TR L BT BB FIA VEORTOERESE
W2y ARHNOFG 258 & WS s BEIHHT A2 &,

5.9 Bz REALLIAL D 4 B PSR B SE L2 AL ) IR IS0 B A R e OV
ST RIIRET SN TV R WD, TS DBEEITKRS T 58
HlZE, VAZERL T4y Ve EETLZ L,

(EEMDBEMRBRERVCEERRERE)

5.10 FHORA T 0 A FEIEOBAER T REIE SN WL
RO 720 fE O A T 1 4 FHIO AR 2 B L TRA O
B AEET LI, 720 [17. BRG] OHEOWNEZHRAIL .
KA DFNER N2 aVh % T I CBR L 72 1T R o0#k 5935
YEHWENLBEIMHEHT L &,

RHRERAANT bS5 LBEDBRT)

5.11 RFNZ, HAREMEA Y T 2REE (HMREHEE &
&) B OBFICHATALI L,

1) T MMALE - SIRHERSET A I 4 2023] (HAR
MRER) *BEIITHI L,

5.12 R#FNX. Hu7 27 7 R YR O BE IS T L L,

(i 23 T HERE DA R AV IE 4 R I DI R UE )

w5 13 [17. WIRBGR] OHONEZRH L. RHOFRE N 0% 4

Pz T Ic B L2 BT BHETA P T4 Y EORNTOERE S
BN AHOFGAE TSN D EBZIMENT L2 &

*56. RERUHEZ
(BifRMEIER % > U 2 /NEE)
WMEL, ORAIIE, Uy FYY T (BEETHRL) ELTIE
375mg/m?*% 108 [ PR C s 3 4 0 e AB G- mEIE8m & § 4,
O PUEMEESH & PR A28 61%. PFH T 5 PUEMESE R 0%
BRBEICEDbET, 14 7 Vhz ) 1ak5 35, MR
WRBAIE, WL AR, VY F YT BETFMBR) &
L Cl&E375mg/m?% siiEiE 3 %o $%5-MiRIE8EM 2 B & L.
I REG- U120 & F 5,
D PIA =N
M OHEEEER & OPEHICB VT, #HE. KAIZIE. VY F
<7 (BEFHIEZ) & LTEIZ1E&E375me/m?, 208 B LR IZ
1H#500mg/m?% . PFH 3 2 PUEMEESF O%G 1 7 VickdD
BT, 1A 7 Ivd 720 1 EEEET 50 RS- mEuIem & 35,
(SRENEIREET DOBMAIME ) >/ VIETE M R
WE. VYR vT GEfaTHEz) & L ClRE375me/m?%E 1A
[ THIBR C R 5 0 RIS IEESI & 35,
(BRMERMEANTEE. BEMENSREMER. SMERMEMN/IRR
DHELBIR., BRMEOES L/ IEERPER,. &5 4R EE)
WEL ORAIIE, VY FYY T (EETHRZ) ELTLEE
375mg/m?% 18 [ [E g C4R s FHE T %,
EEAETHRA T2 LI —TIEBR)
WE. Y F VT (EEFHIEZ) & L ClEE375mg/m? % 138
] P R C 4B R E T % 0
(EEAMO X 70— UEERE
W VU FYYT GEETHELA) & L ClEE375me/m?% 138
M AR S EE T 5. 72720, 1AlH 72 0) g KIZES &1
500mgF T& 35,

EHAMDOBEURBERVEERKAERE)

WE, R, VY FYY T (EEFHEERZ) L LTINE
1,000mg/body % 2:H [t i b T2 Ll EHES 5 .
GRHREEBRAINYT NS LEEOBRTR

WMEL ORAICIE. Uy Fy YT (BEETHRLZ) L LTlE
375mg/m2% 1 [ i@ C4R HEHE S 20 DR, WEIEG25
6 HaZ1EE1,000mg/body ([&5E M) 7% 258 [ i b C 20 i
HET %

(IE 23 EAERS D AR BRI R IE D HIHI & UEE)

ME. Vv FIwT GEETHIRZ) & L CLA®ES375mg/m?% 1
WEHES 5o 72770, BEOREIZL ) BEHKET 2,
ATVYERT FoxtEDHRE)

WE, KA. VYR T GREEFHRZ) & L T250mg/m?
Z1l, TEEET 5,

e @)

A 1 E T B 2 BT 3 S 135% 7 K 7 RS C T 1~4mg/mLIZ
AR LY 2,

7. HERUHEICEET 25

heE@)

7.1 REFHGHIHEZE L TH S b Sinfusion reaction #Ejf X4 5
72002, BHEFEG- D305 H e A ¥ I UL R O R
W5 AT Tk, F7o, BIEREARVE CHIEBH L 2WiGEIE.
KENOHEG I LT, BIEERERLVE CHONKS 2 EET L
Lo (1.2, 7.8, 11.1.1 K]

7.2 AGHEPEICBIE L CHE TR, S S0, M FESEORER
WEBT L O THRAOFEAREZFY . FEABE L L5 BRI
WCHEBETAZ b ERDPBEH LA IEAREEZREDL, L L
ClEHIEd %, EEREROEGEIIE S ICHEG 2R L., #Y) %
WEZITH o T2, TG E2HRTA2EAIERSELITHER L
By IR E O I O E AEE RS 2 BT 5. [1.2.
11.1.1 zhR]

T3 FHEABEIUTOEBY 35, 2770, BEOIRIEIZX 0 iE
BRI RS A &
DA P 5
B R Y o) (RS
YA

AR
B D30571350mg/ M TRIMA
L. BEHEDOIREZ T8l
L6, Z0O1H%305 512
50mg/H o FIFT. ®&K
400mg/HE T L5 Z &8
T& 5,
TROWFNL,IZELT D
id. Mk Al %
WEBZenTED,
< R B G S B 2w
TERDEBCTHh - 7284
100mg/M ¥ T EF TS
R L. F0®R305E
12100mg/ 3> FiFC,
& R400mg/Fs F T LI 5
CENTED,
CERIR I EEE 2 DR RS
RN [T ECR AN 37
L7-BIER B TH Y |
MOPGRT O KA )
IRERHAS5,000/ 1 LA T
LA, 90 TG
(HWD305 TG =D
20% % x5 L. ZD%605
THSEO0%EHG) +
HIEPTED,

2181 H PR




PIEBEESIES 5 IRE ] T E
SRR MRS | EERS R 03023 1350me/ R T 4G

- SLIRINHIREE T O Bl
R oo SEapHE R R

L. BHEOREL 5l
L, ZD#%305m8IC
< 2SI 45T A 3 E 50mg/M 9o FIFC. &k
JiE. BHINEEN % 5 M 400mg/ME T LTS Z &8
% T 5,

- BEAFIG R CRYRAT 43| 2101 H LARE |90 [l ¥ G- 12 58 8 L 7 B
BV — T A HPEMTH o254,
CHERMEO £ 7 v — YHE 100mg/¢ % < LI TG %
et CRRDIHI A W B L. £ D%3055 512

L5546 100mg/Ks 32 EIF T, Wk
o (SRR S I L N A 400mg/E T EIT A Z &8
e R T& 5,

« TR R M AR 1 /AR
PR BN

- G Y PESR T

- RO SR IEE
T O HEIEIRKIE R

A TYVERT FU
R A Z0) kA

- AR X X7 | S
7 LEEOFIET

A D 3055 1X50mg/ I T RAh
L. BEOIREZ /5Bl
LA 5, Z0%305 5
50mg/WE$ 2 LT T, &R
400mg/FFEF T LT 2 &8
T&5b,

210 H LARE |90 4% 5-RE (2 38 3] L 7= R
JADRBEMTH - 284,
100mg/H; ¥ T R TG %
B L. ZDH%305 812
100mg/FE3" 2 LIFC. &k
400mg/ME T EIFA 2 &8
T& 5,

B, MG~ 564 A E
Vo504, 67 A4
1M H o 51% [ 9 mH#%
51 OFEAEREITHE > T
5452 &,

- HERTED R T O — BHE| W) S
et CREICHV 23
&) [17.1.5 2]

- JE S LI D UM B
TYHE A SO 0 3 J O

A O 1Z25mg/IE & L.
HBEDORELZ T8l
S, ROVEEEIZ100me/
B, Zo%idRAk200me/
FTCEHZETHT b,

[IEYS 200 H DR |l G-l 12 36 B L 2 BIE
HAPBEMTH o 2% 4.

100mg/k¢ % T P <5 %

B CE %,

(REIEIRET OBMAZME ) /S HEiEMRE., SROEAENEFRE
fE. BEHMBNZENER REAE CHRA+2LIL—-TIBX,
AMO R 70— UEERE. BMERMEL/IREDMERBR. BX
MEmARME M/ R DB, £ MEKIE. #ALOSEMXRE

BRUOEERRERE

*7.4 FEGEOFEMER NZEEICET A2 HBRIIBON TV L 720,
KEIOFHG I L Td, FEOWE L EEICHRS T4 2 &,

(BIRBEMEIER T ¥ 2 1) L INEE)

7.5 HEFFEIEICH W 256103, BURREBICH A AN S - BE O
ISR IZOWT, [17. BiREGE] OEONEZHM L. BRSO
WHDOHTA BT A4V EEBZETRROGRER VLT 1512
P72 BT, MISEEOBEREIT) 2 &, [17.1.2 BH]

7.6 - MR ) COSIEISKRET B ARF OMERRRIE OB VE R OV
ST L Ty,

7.7 MoOPUEEEES & O T A, BRRBRIC B W TREF S
NIARKORG-WE, GRS ICOWT, 17, BRKE] o
OWNEZHRNL., BNNORTOTA R4 0 E%25EI12¢5H 2
Lo [17.1.2 2]

7.8 REPRLGHFICHZE L TH 5N Sinfusion reaction BEiH X4 5
72, RFEN #0575 M THG T A ICB L. B3 A b5 I E
BREARNVE VHIFEENLHGEICE, LA E RV E CHF
DG %1TH 2 & [1.2, 7.1, 11.1.1 ]

EEFAE CHRER T2 HIL—TIBL)
*7.9 FEHI & LCRIBREATOA FHRIZHHTAHZ &,
(RHREBERINYT b S LEBEODBRE T
7.10 AFOIMARERTICE DV HEOBZNNH 5720, #Z5-HE
LA o AP SR
7.1 RAENC & 2 —EZEOEE OB, BIEOBEEIZ OV THET L.
TR OB DWW DD 5 N nEE KFORR T 4 v b2
ENHnEEZ ONLBHE T, RANC L 2 EROPIEZBEHS
HT L,
(25 BRSO HLARD B RV R R IS O )
#x7 12 AF O 55 K OG- REE, BEOREBI0 U, SEFHE T
52l WEEICOWTIE, TRt2 HLET 5,
- BRI A E, AT 20 R LLE AT K O H L 200 S S .
- BERSAE, COVRBRE. FREAE. BEARBAE N OVINIBBREOS AL, BRE2
AR DL BRI IA B ERE S 5o 1S CHUAM B o
WA 5120, & SIZ1EIRS- 3 4,
(25 BRSO AR ERIRIRR IC DB E)
7 13 AF O 558 N OG- RBIE, BEOREIZG U, S
5Tl HHEEBICOVWTIE, TRz HEE T 5,
< LBl HEHE T 50 1S CHURME OB B0 A 2R 145
HEAIIE, S SICIEIRST 5.

8. EELERNEER

(ZhEEL®)

8.1 Infusion reaction?’® 5 b b Z L NH LD T, /XA Z )V A
(. IR LS o= ) v 7R HMEEIROEE 2 &
BEOREZH5ICEBET5 28, [1.2, 11.1.1 =R]

8.2 EE RN D S b b Z LD A DT, s EH Y
JER OEERER A 21T e &, BEOREL T ICBI 552 &,
[1.3. 11.1.2 =H4]

8.3 AFIOFH12 L b, BEIFEY A )V ZAOFIGHEALIZ & 5 BIEF
RULIFEDPDHSDLNDEZ ENDH L, RKEIFRGIZHEL > TBET
RIANARGDOFHE R L . BFNT G008 ) 20L& 2179
Z&o [1.4,9.1.3, 11.1.3 2]

8.4 IFHEREREE, HHAH S DLNDL LN DL DT, FFHiEHmA %
159 7 EBREOIRER BT b, [11.1.4 2]

8.5 MIKIEL DD ELND Z LD DHLHDT, KHEIOEFRBM P
HIA T RIS EM DI MRS 2 17 9 % EEH OIRREE T4 128
2552k, [9.1.5, 11.1.6 =]

8.6 ARKIOWEMHER LV KM » /EROBWA DD &b, HERT
BAFRT AL, T%EIOT) RS LIRSS
TWa IRy, REMHEMNIC X DMER Y AV A2 X B &G
SEDA U5 ITTEALT 2 W REED D 50 RANZLD =2 —FET A
FAMBREROBENDSHALDOT, WYL TFHEE>EE TS
Lo [9.1.4, 11.1.7 ]

8.7 HILELEIL - 2D L DLNLEZ ENH LD T, MHERE L
TONENE. BEEEME, T, him, EmESEosgs 4512479
e, [11.1.12 =HR]

8.8 BIfE £ TlZ. AHDOIEGIZ X D mEEEMRIKEGE (TSE) 27k
MBI L7 L oMt id e ve KA, v A5 — v 7S
o+ 4, KEXZ=a—Y =9 2 FiEY v OMEHERS %
fER LT 225, i) A7 5% 17\ — 2 O %M % Mk
THHLZIGELTWD I EARMERLTWh, L2 LAR2S, TSE
OFEMEIFEOCHREZ ERIHRET 52 2 L3 TERWT &b,
PR OWGHE LOVEN R a0 b BEIEERGT AL, &
B, #5IkETSH, BENOFRAME ZEEOFHLEET L &,

CIEMEE M M/ )RR D 1 SR BER)

8.9 AANZ X v M/MIE O BRI H 5 bz L OMEDVH 5 72
O, M/ MECE ETRICHEE L, SREDRELD b NG A IETAF O
G EPIET 575 E@EY R LEEIT) T L, [15.1.2 ]

(REMFIRET OBMMM ) >/ IBTE MR E)

8.10 AH & fiH 3 2Bk, BECHk ([ER LoOLEEOE W E
FRABSE - WISTLEMRET R SAHENORE LSRR 2 a5 0 )
VR (@I  CREHIHIREE N O CD20 %O B
PR omEMERELE ()] 52 9) 3G A2 L,



BENERZETHEEICHATZEIE
EHHE - MEEEDH 5 BF

1
HEEIE)
t

9.
9.
§
9.1.1 DEREEBEEDH 2BENIEZTORERDH 3 BE
e G G ERILER, LT a—-%kbE=5) v 7%
To%e, BEOREZ HICHRT 2 b, HG P U3HS%
IRENR, ROES BN IZHEEIELBENND 5,
[11.1.10 =]
9.1.2 iz, MEEREDHIBENIEZOHREEOSH 2EE
P G- rp S5 TH 202 R SR A AR R 3R ILAE % 18 5 Ak o L
wmEENH b, iRz E/lSE2BEZM0H 5, [1.2,
11.1.1 0]
9.1.3 FRIVAIWNZADBENIIBRFEEZHTI8F
ARFN O ISR o B ONE R T PR ke L C IR e AR A il 0 T 2%
TANAR—H—DEZY ) YT EITH &, BEIFFLEY AV A
DFEEACOBBERCEIRDFEHIEET A2 & BREFLY 1V
AF ) 7 OREIIEARGE (HBshus BN, 2> >HBchifk
ATHBsHURRGE) ©. RFIOFGI12 L b BEIFRY £V ADFH
HHALIZ & 2 BUEF RIS b DL, B,
HBsHUARG LB AR 2 4% 5- L 7215, HBsHuk A a0 S4B R
JFRZRE L 2B s SN Twb, [1.4, 8.3, 11.1.3 =HE]
9.1.4 BE (BUMAE. BHR. DAV RESRE) 28l TW3EE
REMEERIC L VREZELS L2 BTN DH D, (8.6,
11.1.7 ZHa]
9.1.5 EELBHIEERTOH2E8EH 5 WIESMBEOSEEEE
WHdEE
WA BRI B OSTVIMRGRAD % I S SR SR 2 BENDDH b,
[8.5, 11.1.6 4]
9.1.6 EMBEBENRETREDH 3 EE
9.1.7 PLILX—%ED & 2 EH
(BiMFAMEIER X 2 1) LNfE, B A MR, SEIEIREE
TOBMEMED L/ EEMRE, 1 TUVYEYT FUXEELD
AIRS)
9.1.8 IHERM. OERMBAISKEDH 2 BE
TRHLIE MR 1 & B I R EE S S L 223 A, BB R ARV A
w53 AL, MY RWEET) I Lo AFEEGH. KIEKG
RS 2HEO—BIEDONEIRA A S, FREMER I X ) I K
WA X7 L2 VI HEDLD B,
(£ B8 EE)
9.1.9 BERVUREENOEEUMAZEHTIEE
MRS OMEED D S bbb 2 ENH 50T, EMIIZERCT
AR EREZ 1T 2 CRFOREZ T+ ICBIBT 2 L,
[1.6 2]
9.1.10 £ BMMEEICHESIMSNEE. BV - tENEELEH

1

EEBTHEE
R CIER ST s, [5.8, 17.1.6 E]
9.5 i

T SR LT B iTRETE D & 2 I, IR L f 1D
falglkz L2 LT SN EIl0sHES T 5 L, b MGt
JaHEBAM 2 il $ 2 2 EPHMOSNTHB Y . HIRTICARA 2455 L

T BEOLAERIZBWT, R ¥ Bk HE ST 5,

9.6 RILIF
EELOFRER AR EOA M E ZRE L. BILOMKE XX
FIEERET 5 2 Lo RENIBIPIIRIT T LA HEESNT
b‘%“o
*59.7 NRE
(BURRMIER T X > 1) /R, B P /NMMEA MR, SEMOERME
PIZFEAE. BEMENZSRMER. 1EMERM M/ MR D EBIR.
AR MMM D/ RO HERR, £SMREE. #HAM0IEM
KBERVEERRBE, SEREEAINT NS LEZOEET
B, 1 7UYVEYT FIxt2>DHEE)
9.7.1 NEEZ R E L -FRRERILIEN L Ty,
(EiEIREE T OBMAZME ) » /M ER,. BEABRCHER+
DHEIV—T 2B, ERBHEEOHARERIERRICOINE K VA

=
9.7.2 HAEMKEN, AR, FLUBZHIRE LR ARIIERL
TV,

(EEAMD X 70— EEERE
9.7.3 AR E N, Hrald,
R BRI ERE L C\e v,

FUR R OB 0L 2k & L7z

9.8 EitE

BHEORELZ THICBE L 2P OHEEIRG T2 L, —fKILE
i TR ET LT 2,

10. #HEEHA

10.2 AR (HRICEETS L)

A 2% FRPRER - 518 T - faBR T
Ty WL ET 2 F | BY v SEIBEERIC
i DEIFIZ D CFER| XV RIFT L BERN
BEE e Ryl e AV MWEBRLIGAEIIZ| D5,

WY AR MEFIT .
RigALw 7+ > 7T F Y OREE KB NEREEEITC
WEELBENDH| LV T F U ITwT 5
5o REPELNTVBZ
Nhd b,
SEERIEIVE T 2 4 (38 B % & o Ik g E 3B 0 S EEIEIVE T IS
5 3HF (R B O™ A4V A | & 2 B EFR SO fak
S ) 12D HERD | DD B,
BB REARIVE VR LEEAE, @
ik L) 7 LB 2479 o

R e F1)
[11.1.13 Z:H4]

— @ PE D AL T FEA
HOEDONDLIENDH

METFHEZ R S5
BENDD 5o

Z)O

1. BlfEH

ROBWEH DD HbND I EDHLHDOT, BIEE 5 irn, B
WHRRD SN G 2 kT 5 7 W R ILEEAT ) 2 &
1.1 EALEIEA
11.1.1 Infusion reaction (AHEEAH)

ARHN DY G- TP G- BG 24 B ] LUNIZ % < & & 1 S infusion
reaction CEEIK © Z6#\, FEIE. (L., . KR, T ). 385,
. B, M FES) A G EEOHI%BIZHE SN TE
. INHORERIZ, EERM~PEE T, RICRA O EHS
FichobnTnid, £/20 7T 74 7F 0 —, MilEE, LEF
SEQEERBVEN (RIME, M TR, (REERIMNGE, U8 S Ra,
ffige (HVEMMiZ, 7LV F—MlikZgs &), HEEMRE
g B SVEFPILIE B AE GERE . OAEZE, JOSEEMED . R
TavIE) RHLbNEIENH D, Pk AY I UK, HEGE
Al BIERE ARV E VRS ONEG 2T 72 BEIIBWTD,
T Zrinfusion reaction? S L7z & OWMEDH 5. REHNHDO S
N, EbhIcES Ehik L, B2 0E (BERA, FF
Fl. RS IER, RIS EEARVE CH, MBGEER. Pl A
I VR OREGE) 4T L L bIC, ERDEEST S TEREDIR
REETIcBgds2 8, [1.20 7.1, 7.2, 7.8, 8.1, 9.1.2 &
5]
11.1.2 EERRIRERR HEAH)

DD SN HAIL, EHICHRS 2k L, @ e g (4
PRECHG . ERBRIE RIS 0K G, B %2179 L &b,
SERDRIE S 5 F CREDIRIEER + 2B+ 52 & [1.3. 8.2
%]
MAIBEFRTAINZOBAEMLICL2BERL. FROESR
(BHBEARH)

BRI A )V A O FEHMHALIC X 2 BHEF 78 S Je o4 12 X
LFAREDRHELNDL T ENDH Y, FBLEICE - EFP#RE S
TWh BHEDED LNHAICIE, EHIH T AV AH Z &5
TBH % WY B AT 2L, [1.4. 8.3, 9.1.3 BH4]

3=

w11.1.4 FHERERES. BB (FEEAI)

AST L5 (8.7%). ALT L5 (8.9%). Al-PL# (3.6%). #&Y
Ve y EF (3.4%) SFORFREBEMAE R & 08 O FFkRER &
WIENHODLNLI ENH D, [8.4 ]
11.1.5 EEMEER (HEAH)

R 8RR ARE 5 (Stevens—JohnsondiE ) . FhaEE 3% 7 50 Fl
fitie (Toxic Epidermal Necrolysis : TEN). FI@ERIEIR, & iHE
WREZIE 9. AINIEMERZ I KR035 5 bIv, JEICICE - 7Bl HE
ENTnb, [1.5 3]

#:11.1.6 MERIKD

P BRI A HEARD) . HmEkimd (41.6%) . ks
(39.7%) . HEMEURIERAE CHEEAH) . MUMGRA (12.3%) 23 5
b dZENHY ., BHERMEBA S HE SN TV D IFPERK
PIZOWTIE, RENOFEAIG-H S4B LB LT3l %6
MHE SN TV 5, [8.5, 9.1.5 2]



##11.1.7 BE (43.1%)

WE. B, »ANIE T ANV AL AEE R EYE (BmaE. Hili
RKEE) BHOLNDL I ENHDHDOT, REOEHEFRE b I OEHE
HTHRILBFEOREL 51 Bl5 352 &, [8.6, 9.1.4 &)
11.1.8 ETMZEMAEME (PML) CHERE)

AFNOGEEIN I A T OEBES T RITEZOREL T3 ICBlE L.
kbR, FRAIBEEE, RREUEIR (R R, TUBORE) . SaEkEE
DIEIRA D & b7 H AL, MRS & 2 W55 K O B 5 i i
Trfroredbic, BTG xik L, @Y RLEYITH) L&,
11.1.9 BEMRE (FERKE)

##11.1.10 [DEZE (10.2%)
LEMED DI GEEOARNENR. FlE,
Wb, [9.1.1 ]

#1111 BEE (HEAH)

Mgz L7F=vE5H (0.8%). BUNER (2.3%) SOERE)
HHEbLNDLZENDHY, ENELELETLIEEEIHRES N TN
5o REJEA, M7 L7 F = Y RBUNOD EADED b6
G e dIk L, Y RLERIT) 2,

11.1.12 JEEEZEFL - BAZE (BEAW)
BEPRO S NHEA1E, BHICXH, CTHAES =2 £t L T HiIn
WAL, AL - HEFTROAEEAERL., B2 0EEZITH) 2L,
(8.7 ]

w11.1.13 METE (6.2%)

—BVEDMTE TS L2 b b, [10.2 ZE]

11.1.14 B4 A B RAEEREE S O BEREIR CEIEAT)
VR RIS T (IR - RIS, DESE. ASMEIR. AR

S

=

LHREZE DS ST

HBEE. BIES) 7% bbb o L iibb, $72. AROER
ETH67 AT COMIC, %0, MBSOREERE, RERE,
T AR 5 O R R RE 4SS X T\ B,
11.2 2 DiDEIEE
5% I~ 5% it ]
WIWESA %5 (26.5%) |- WL Fik & . Wy
B2 16.6%). CE|ms. smtm
PR b (12.19%).
%
WLFE 5 (12.5%) |8 1% . i 5 3
o[BI MR, AT . ORIR. K
R I
B0 TG (16.3%). |0 P9 5 B . [
eI O, MR, BECR| B, LAV
. TR
5 (31.8%). L
ZI3 (14.6%) %, WA .
ok | SBAEE 5% (14.2%) PO
W (13.8%). R
1ECY (10.0%)
i (26.8%). W . 1k &
ek (16.6%).  |fi. Mmji%E
o G B ARAE | BB (15.9%).
TG (14.4%) .
SiF. i3l
BRRE . L
o [ 5 R T UK. AR
A
A (18.7%) WS |71 7
B, M
B R BUNLH., 7~
B ik L 7F=rFk
R
ALT 5. AST [5 [AI-P 5. #&
Tk vyirye sk
=

5%LIE
CRPLEH (14.4%).
LDH 5

5% A i
wARIEE L K
B, REH
WA R R AE
LA KRR
ZHRE. &
A VAT
(9% . IR
), TVT3
oo A
Lx»o>< 0.
iy e
) BIER OB L, BHIIEIER D X ) Yo R § 4 BN ER

PREE TMAREER, 1281 > /SR 2§ 2 N R 4 AR ER

Bi. EEWGEO A 7 0 — VIEMBERE S A N R R A T AH 3B

S PR BT LR 3 A BN R IR 56 T AR, #ia oS m R

Yl N O SR RAIE Rt 5 2 EER R 48 T AHRER . i

BERANRY b T LABEEDOFIETFBIIA T 2 EINERRS T/ AR

B ABOIMLE BIAS A B R 0T 2 — ik BR R st Ea, B R il

O PR B A SO O FH] 03 A EIN R 58 AR R ER. B

LRI O BT B R SO O TE R (2R 5 FE AR 46 T AH 3

Bia LR L 72,

14, BREDIEE

14.1 FEFAREDEE

1411 Z RN EBEHETH D720, DERIEH O 125 A
BNBEZENDHDLN, THICE D AR OFDIEELZUT 2\,
mB. NSO EORE ZRO LA L2 &,

14.1.2 AR & U A B AR 5% 7 8 o7 fl 3 i DAk (48
LawnwZ &,

14.1.3 PUEDBRET LB EZNDDH 5O T, HHEE L AR REIIEIL
DX G LWIREIZ IR 22 &,

14.1.4 FRBOWNIERLPIHEH T 52 Lo T2, HHBOKRI.
HEHEROBZENDNH LD THH L 2T &,

14.2 EERERFOIXE
fBF & DEFIF LN &

HE A

sk

Z DAt

15. ZDMBDFE

15.1 BRAR(ERICE D < 1B

GheEL@)

#x15. 1.1 AFHPEGEINTEBETIEL MU A TP EZAEL L2 ER
HYH. INSOBFEICHKG INLEAE. TLVE— B
ISEDFEBS B BENDDH B
R REE CORFNIH T 5 & MPLF 2 T PRI FIEILLLIT O
LBYTHo7

(1) CD20RR DB RS ¥ U L INEEEEICH TR
FEl N B PR A T AR BR M O T AR SR BRI B Tl g & 7z 14060+
AHFNZT 5 b MHUF A T HURIZAN M S 7299,

(2) CD20BZEMBHMIRRMIER X2 1) D INBEEICH T 20E (5%8)
TR BRI B W CHllE S 7235661, RFNZRT 5 e MLF
A HARIZAFNI K SN 29 FHEAT— %),

(3) CD20FZMEMDIEM ) >/ A MREEICH T DRHE
FEIN R 26 TAHEUERIZ B\ Tl S 2760, RN 35 6 b
P 2 FPURIIHH SN Do 7210,

(4) ghAMR 70— UERBEEEICH T DRIE
[E A BRI BRI 2 B W ClllE 725400, ARFNZT 5 e MuF
A FPURIITEN M S 7210,

(5) 2HMBEEREICHS T IRE
[N FRRFER 12 B Tl 724860, AFNZT 5 e MuF
A S HURIZIBNC M S 7212,

(6) HAMOBEMRBERVEZERRBEEEICS T IMME
JET A PR AR 12 B W TRl S 722060, ARANCXF 34 & ML
A PURIESEN M S 7219,

(7) HHBRERRAINT NS LEEREICH T ERE
FE[NFRRFER 2 B W CHlE EN21960H . AFNZT 5 e MuF
A FHURIZIBNC R S 7210,

(8) ABOIMAEE TN EABRIEREIZH T D MIE
JET A S PR AR 12 B W Tl S 722060, ARFNCXF 34 & MLF
A FHARIIMH SN o 7219,



(9) BBRAERE ICHT 2 MAMERIERERICOMENIC & 1 5 BiE
I ERPR B 35\ Tl E S u7z24B0 . AHNZx 5 2 & MoLF
A AR S e o 7219,

CIRMERF M M/ R D M R BES)

15.1.2 #HMI BT VMBI L . e SERAE A0 H /e
L OHENH L, [8.9 ZHH]

16. ZEA)BHEE

16.1 MFEE

(BHEFRMEFEAR T x> 1) L/ XEE)

16.1.1 EINOCD20BE DO BAINaEIE & ¥ F > ) Y oSJEEBEF I, RAI375mg/
m2% 148 I8 %S, CHOPL Y A ¥ (Y7 akA 77 3 FAMY,
FEYNVEY VIR, Y2 ) AF VREBER 7L F=vuy) L off
FHNC & 2 BRI AR R, R OV RE AL OH2 A 7 v
DLRELC9055 ¥ 5 & S fti L 72 O3B EE /X T A — & — LT LB ) T
Holz18),

#16-1
e Cmax Tz S AUC
(mg/m?) (ug/mL) (hrs) 5[ (hrs) | (ug -+ hr/mL)
375 194.3 387.8 517 118237
X 458 +58.3 +188.7 +248 +53412
Mean+SD (n=8)
#16-2
e Cmax Tz S AUC
(mg/m?) (ug/mL) (hrs) 5 (hrs) | (ug -+ hr/mL)
375 445.2 393.6 568 502147
x 83k +103.0 +185.2 +267 +174273
Mean=SD (n=15)
#16-3
EREsN Y Cmax Ti2 P AUC
(mg/m?) (ug/mL) (hrs) 5 (hrs) | (ug - hr/mL)
375 367.0 344 496 3370000
x 201[A] +78.9 +349 +504 +714000
Mean=SD (n=12)
#16-4
EREsn Y Cmax Ti2 P AUC
(mg/m?) (ug/mL) (hrs) #5f (hrs) | (ug - hr/mL)
375 294.0 270 389 548000
X 6[0] +41.4 +46.1 +66.6 +93900
375 329.0 282 407 753000
X 8[u] +46.4 +64.1 +92.5 +119000
Mean+SD (6[a] : n=13, 8[a] : n=8)
(ug/mL)
600

Sl R

0 50 100 150 (day)
B

M16-1  F1[E8[H LA G- k5 O MM i e (n=15)

(ug/mL)
450

400 | T Il + PR 2

0 10

B
[416-2 CHOPL ¥ * » BEHZAMFFRLEO MG RE (n=12)

(ug/mb)
400 —6HAYIL
== 8¥A )L
TEERERE
300
Jurl
&
th 200
i ,
E \
100 i
0 1
0 28 56 84 112 140 168 196 (day)
B
16-3 2524 4 7 v DIBEIZ9045 i $e5- % F20 L 7-CHOP L & A > §f F 3 fift

() >

AL OIMIE TR (694 7 )Vt n=13, 8% 4 Z )L : n=8)
=Rk

16.1.2 EINOERRHAERIZ BT, RIGFEOCD20/5 LD L) > 7 SPEFT G
FIWZFCLIYAY (FVFFTEV) VEERZ ATV, Y7 0FAT 73 FK

) &

DEFIZ L D I A 7V TIEAHAIZ75me/m2, %29 A 7 v LAk

1EA#I500mg/m2% . 28 HMEIZ6Y A 7 VG L 2D FEWBRE/ ST X —

F—IZUTDEBY TH-7219,
#16-5
. Cmax T2 RSk AUC
ER2en 8 o
(ug/mL) (hrs) i (hrs) | (ug- hr/mL)
375mg/m2 X 1[i] 351 242 349 804000
500mg/m?2 X 5[A] +36.3 +237 +342 + 155000
Mean+=SD (n=5)
(ug/mL)
400
350 | A e
300 |
m250 |
7;200
" 150
100
0 N n n n n n n
0 28 56 84 112 140 168 196 224 252 280 308(day)

BFfE

M16-4 FCL 2 x ¥ LRGSR OMEHEE (n=5)

(HatED 3 70— UEEE)

16.1.3 FEINORIRRERIC BT 18R A CHREFEME & 7 1 — YIERRE % J89E
L 723 Ml Lot £ 7 0 — CIEGEE GERHERS 5 Widx 7oA F

KHERZRTGE) OEBFIC, AHI375mg/m?2 (R A=ES500mg/0l) % $%
LB EIEE /ST X — 7 — 12T D E B Y Th - 7220,
#16-6
P Cmax T2 PR AUC
o (ug/mL) (hrs) W (hrs) | (ug - hr/mL)
2
ég?)?lgﬁ) 421 234 337 366000
s +84.7 +86.7 +125 +£110000
X 438
Mean=SD (n=22)
(ug/mL)
600

RRSILES Py T

50 100 150 (day)
R5fE

X16-5 A 1[EI4[E A SR O ML i (n=23)



(&M RIE)

16.1.4 ENOEGMWEEESE I, AFI375me/m2% H
BRENT X =7 =3I ToE s V) TH-o720,

16-7

EANEESEER DA I OE 27

Eiacn Ty

(mg/m?)

T2
(hrs) D

P
F¢i (hrs)

AUC
(ug - hr/mL)

Cmax
(ug/mL)

375
X 438

485
+268

515
+140

789
+284

338000
+ 117000

1) n=26
(ng/mL)
700

Mean*=SD (n=28)

FHE L IRERE

bRk =3

120 180 (day)

100
B
S 1410 AR R 5-RE o i i EE (n=28)

(EAMEOZEMERBRER VEERRER)

0 20 40 60 80 140 160

[%16-6

16.1.5 ENORRFERIZ BT BB TEOZ 5 M RIEE OV SRR IEHE O

BT, AHFI,000mg/body A 28 [ [ i T2[l3 5 L 7= O 3 @hRE < 7
A= —3UTDEBY THo722,
7:16-8
priie Cmax T2 SPIgEEE AUC
S (ug/mL) | (hrs) # | WM (hrs) | (ug- hr/mL)
1,000mg/body 433 535 566 283000
x 2[A] +79.5 +255 +310 +90200
7#2) n=11 Mean=SD (n=19)
(e &/nL)
600 -
500 FIE L IRERE
400
il
&
B 300
B
B 200
100
0 . ‘
0 50 100 180 (day)
B¥fe

R16-7  2:B ] MIFE 200 SR E G- R O ML ik (n=19)

(BBAEIC & 1 2 MAREREHE T DI
16.1.6 EANOABOMEAAE & B RAMES 12, AHI375me/m2% BAAT D14

HET R T H A3 S L 72 O3 BRE/ ST 2 — 5 —1ZL O L BY) TH o722
#*16-9
e Cmax T2 R Bskoa AUC
(mg/m?2) (ug/mL) (hrs) Wi (hrs) | (pg - hr/mL)
375 192.0 172 248 178000
x 2| +49.6 +112 +161 + 38500
Mean+SD (n=15)
(ug/mL)
300 -
Tl B
220
;
E 100

30 60 90

B
M16-8  FhiAr14 0T f 01 H AT $ 5 L7238 o (n=16)
#%16.1.7 EINOERFAERIZ BT, DSARE - STHLASURR R AL E 25t
PR B BUEAG FUE O #I] & L CAFI375me/m? & R AT o 14 H i % O°1 H il
VZ2[5% 5 L 72 ONAHI375me/m2 & Al D 14 0 A 12 1 a4 G- L 72D 3
MENRE/ ST A — 5 —IZUTOLEBY) Th o720,

120 150  (day)

#16-10
e Cmax T2 SFIgEE AUC
(mg/m2) (ug/mL) (hrs) e (hrs) (ug - hr/mL)
375 289.0 79.5 115 179000
X 2[a] +54.7 +42 9iE3) +6].873) +32500
375 251.0 94.3 136 62500
x 1[H] +54.8 +27.4 +39.3 +12500
#3) n=12 Mean=SD (2[f] : n=14. 1[A] : n=6)
(pg/mL)
400
FIELELEE
3004 TT
i
# |
200 4
R
4
100
0 L= T T T T T T T
-4 0 8 16 24 32 40 48 56 (Week)
BRF il
16-9 Al 14 H A L O L H @285 L 725 A o MG HhigE (n=14)
(pg/mL)
3004 —
FYELEERE
i 200 7
b}
th
R
& 100 |
04 -:I T T T T T T T
-4 0 8 16 24 32 40 48 56 (Week)
BRF el

X16-10 F&AHAT14 HATIC
16.3 D%
(BifRMIER T x> 1) 2/ X[E)
16.3.1 BEADBIT
HEL O CD20BEEOBMBEIE AR ¥ v ) v SfEEF 2, AF100. 250,
500mg/m2iE4) % B[R] g . 208 HICHES AR 2 BRI . AH LA L
f:ﬂi%%ﬂiﬁ@ﬁ%iﬂﬂ’n’éLfé—‘ﬂi%%ﬂiﬁ@ﬁt:ﬁ@“%ﬂ’\%ﬁm L7zo %@{‘E%
EBEAAE N DO FEAT IZERHL L 72 7B 665012 5 A L7-E141330~100% T
Hotze BB LI OMD THEA - 72161 (T1/2-21.2hrs) 12DV T,
[EBARRE P~ OBAT 2 RO T r - 7229 (JHEANT— %),
E4) AFRHFIX375mg/m2TdHh 5o

17. ERIRAIE

171 MR OLLEICET 3 HE

(BifEMEIER T ¥ > 1) > INEE)

17.1.1 BFA

(1) ERERRZ DI1H#E (DEC-C2B8-2:ER)
(REMEE A RMEIER Y F ) VoSfE, ~ v NIVHIR ) o SBELC, AHIL
[ 5:375mg/m2% 138 [ R B T4 lml42 5 L 72 BRIR 56 ARG BR O A %h 14 J OV 42
MU T EBY TH o725 .6,

5 L7 o Mg (n=9)

#17-1
e WS | g4 | #Bo EES PFSH i
SEG | BER | EER | 95% S HEIX I 95% 15 #AIX ]

R S 61 14 23 61% 245H

LRtk v sNE (47%. 73%) (189H . 337H)
<> VARG 13| o 6 46% 111H
DIVPAY (19%. 75%) (50H . 146H)
protocol compatiblef##fr FahE R DL R
PFS (progression-free survival o T A AR )

ZAVERHEAEFIOOBI . EIVERIZ97.8%ICRED b, LaRIMEMIX, 5

(66.7%) . I (37.8%). IME L5 (28.9%). 9 (27.8%). HIk
(25.6%). i (23.3%). 5% (21.1%). 13TH (17.8%) T, IMLikkEH

BUTOLBY Thorz0,




F17-2 FEzIMmiEREE

wHEEE To| mEETO
A, FEH SRR (/uLl) I I
" I ALl (A it il
(i) € i)
55.6%
. 2,510 12.5H 13H
FHIERR A (2,000/ u L o - N
Sl ¢ 15.6%) (900~3,900) | (1~266H) | (3~125H)
55.6%
o 1,370 29.5H 14H
I R A (1,000/ uL ’
il 20.0%) (250~1,980) | (1~266H) | (3~154H)
15.6%
. 6.755 2H 5.5H
M/ A (5J/ul
il 3.3%) (277~9.95) | (0~201H) | (2~42H)
NETTE Y . 9.95HD) 20H H
o 20.0% 9.0~10.9) | 1~178H) | (2~630)
ED) [~NEZ7OE U Ed] ToORMIE (g/dl) n=90

E7o, AHIDTFHE G SWIEBIOFIER O LI T O LB ) Th o720 7,

£17-3
WK | SedE | EA E S PFSH i
SEG | EfE | R | 95% 5 FEIX[H 95% 15 FEIX [4]
— ., 38% 152H
% i)
i B0l 5 1 (ao. 68%) | (124, 230H)
ZENE R L

H2) BV ARaIER P X ) LoSE, < v MvAllie Y v SE

HRG 2T b N2 166 THB L 72 E 2 L, 58 (50.0%). %95
(43.8%) IME 5 (37.5%). %&9% (25.0%). #EFE (12.5%). #Hlk
(12.5%) Tdh o7z EERRBAMERE X H Mk (68.8%. 2,000/ uL
i O FMERIEA6.3%) « IF R ERIEA (68.8%-+ 1,000/ w LA O H BRI
46.3%) T 76,
(2) ENERRSE I1HFER (IDEC-C2B8-3:ER)
e TR IER Y & ) v IS ARHI IR E=375mg/m2 & 1A b T
8l G- L 72K 5 MR O AR ML E2MIEDTo LB ) ThH o720,
#17-4

1 WA | sE4r | B EES A PFSH ’J&’([ﬁ
JEG) | B | EAE | 95%IEHEIX 95% = HHIX 11
o EENE) v e I 37% 54H
I NHEES) (24%. 51%) (35H., 111H)
protocol compatibleff##T 2R L DL

13) v ¥ MV Y > SIES & .

AVERHMAEFIOTH . BITEAIL88. 1%I2380 b,
(61.2%) . I (29.9%). 12TH (23.9%). HEIE (20.9%).

FREIERE, FE8

BE

(17.9%) . %9 (16.4%). FEF (14.9%). € ) (13.4%) T, MigkaE
BUTDEBY THo720,
KI7-5  ER MRS

HIERI FEBL SEHE CORR [B15 F TOHIH
" Ll o (FERH) ol (FERH)
37.3%
. 35H 6H
SNIEESEE (2,000/ L N N
i+ 7.5%) (2~148H) (1~77H)
32.8%
I 39H 5H
IR ERiR A (1,000/ uL N N
itk 16.4%) (2~148H) (1~35H)
. 33H 7H
N ‘n’J‘
M 3.0% (31~35H) (7~7H)
n=67

F 7o, FIRGER GEEAER]) 260k, 16 CHSEME % B0 7z, 02610
PFSiZ. 68H K UF109H T - 726),
TR G2 b N 72361 CHI L 72BN, 880060, PRERLG]. TEHA LG,
PERLBL, FERIBICTd o 720 BRI RE X H Bk (260, 2,000/ L
Fi o FMERKA260) . IFhERA (261, 1,000/ u LA Ok 261)
T o726,
17.1.2 thOMBUEEH & OHAIC & 3 BEREARE - #iTEE
(1) EINERFRSE 1185458 (IDEC-C2B8-6:t5%)
RIBEOIEME T A MEIER Y F ) Vo8B EIC, R-CHOPL ¥V A~
(RFH, 70k A77 I FAMY. F¥VVEY JHEBE ©r2) AT
UHBE R T L F=vn y OFfEH) 12 & B SR ARG, SR 5
N7z BB CARFIMER R TE (375me/m2% SIR IR CHoR12[a4% 5. % M L
720 SN RE NI AR EF S Nz6260 TH - 726, [7.5. 7.7 &
Ha]
i FE AR T W 0 fRAT R R BT 2285 (95%EHIXH) &
95.2% (86.5%. 99.0%) Td o720 KREEFH DS OPFSIZOWT, 4
AT REFNC BT 2 44EPFSE (95%EMEIX M) 1£69.8% (55.9%-
80.0%) TdH 726,
R-CHOPL ¥ X |2 & 2 B8 A fei: % e VEsFMAE pl6260 . BRI 1&
98. 4% 278 B AL, FE 7 FIEH X ST % O K iE (48.4%) . L
(46.8%) . feEU (43.5%). AR (40.3%). T (37.1%). BRGESR

_8-—

W (35.5%) . FEE (32.3%). IIPEMHEEAERE (27.4%). WaH: (25.8%) T
Hotzo TERMFRBAMET L, HMREEA (100%. 2,000/ u LA D
BRI 82.3%) I tPERELIH A (95.2%. 1,000/ u LA o 3 v Bk gk 4>
90.3%) THh o7z,
HERPR DS FENE S /26800, BIVERI1X86.2% 272 S, TR EIER .
BFTE 25 O GSE (69.0%) T o 770 72 MR R 12, FIMmERK
A (63.8%. 2,000/ u LA O FMERKAS.2%) . #F Bk (58.6%.
1,000/ u LA OUFHERIE AT . 2%) Tdh o726,

(2) EAERFREETIEFE (IDEC-C2B8-L7#ER)
KIGHDOIEART F ) voNERE (AR ¥ E IO F AR RB
MM > %8E) 12, R-CHOPL Y X v (F#Hl, ¥ 27uakxA77 3 FAHY.,
FEULVEY VHERE, €02 ) 2F URBELK T 7L K=y » off )
12X B IR AR E FE L7z H1T A 7 VIEAF OFRIEE % 4mg/mL
L LCH5- L., Grade 3P L ®infusion reaction (NCI-CTCAEIZ X %) J&O¥
BRI 2 72 L (Grade 34D EINE ., OFHZE, Sk BNk %
FELOEEARER, RONYHAGHE L — FIMLE) 2505y, »
OGO KM ¥ 8EREA, 000/ u LEBZ 2 WAL, HE29 1 2
P2 AHI375mg/m2% 4zt & L C250mLIZ 8 (A B E X1 ~4mg/mL)
LT I THG- L7z BB ARFHRGHIE, R-CHOPL Y X2 Y IZEEhb
RIS ARV E VHIOFHR G %475 720 EEFFEIEE Th 2529 1 7 Vi
AH %905 [ TH G- L 728D Grade 3Lk E®infusion reaction® F&H =1L,
0% (0/30f1) Tdh o720 BIRFHIEH TH 2 etk v/ EEZ ROV F
AHERABORIBMINL ) > 7 SHEE G DR (95%EEXM) &, 2hEh
100% (63.1%. 100%) (8/8%1). 91.7% (73.0%. 99.0%) (22/24%1) <
Holzs
GEVERHAEBIS2FH . BIVERIX90.6% 2780 B, EREIWERIL, S+
(15.6%) . ) FEE (15.6%) Tdh o770 LR HEREE L, Tk
A (78.1%. 1,000/ u LA OUFHERKA78.1%) « FIMERE KA (68.8%.
2,000/ u LA O F1MERKA68.8%) « FEEMERFrhERIAME (15.6%) Tdh o726,

(3) BHERFREEMAERER (PRIMARER)
KIGEGFOALRIMIER D F ) v YEERH IS, R-CHOPL 2 2 v (FRHFlL v~
ORZA77 I FARI, F¥FyLvEy VR, o2 ) A5 Sk o
TV F=vy (EHAFRERE) OPFH). R-CVPL Y A ¥ (KA, ¥ 7 0KRR
77X FAKHY, €r o) AF UIRBER DTV F=Uy (EINRAR) O
BERD) UER-FCML Y A > (KHl, 7VFIE L) YERZ AT, 70
RAT 7 I FARHPLS b FH 2 b o IEREOE) 12 & B TR AR
itk BRI S N BE IRFIMEFRE (375mg/m?2 % 85 [ i T ik
12[4%5) S MERRBISE 2 ML 720 ST RERIZL, 19361 TH -
7226, [7.5. 7.7 ]
881H4IZR-CHOPL ¥ £ >, 2686IIZR-CVPL ¥ % >, 44fIZR-FCM L & 2
CHER S, L AFER TR OZ 5 (5% EHKMH) 1, Zhzh
92.8% (90.9%. 94.5%). 84.7% (79.8%. 88.8%). 75.0% (59.7%-
86.8%) Td - 720 MEFHRBIZIOWT, BBREEEMHEIC L 5PFSOREH
EUTOEBY)THo722),

F17-6  TRBREAEERK 12 X APFS (20094E1B14H 7 —% % » b+ 7)
MEFRE T R BT
(n=505) (n=513)
il NE NE
(95% 15 HEIX ) (NE. NE) (34.5% B, NE)
N — Kb 0.50
(95% 12 #EIX ) (0.39. 0.64)
pfi
(log-rank#7E) p<0.0001

intent to treatffHr
NE (not estimable :
10 .

A

0.9

0.8

0.7

— T T T T T T T T T
0 91 182 273 364 455 546 637 728 819 910 1001 1092 1183 1274
day
At risk

MEIATRERSIEY 513 498 469 446 411 371 289 261 195 125 82 41
MEFSRURRE 505 490 472 460 443 412 336 312 230 164 103 58 18

¥17-1 PFS®Kaplan-Meierf#i## (2009F1H14H0 7 =% %1y b4+ 7)

R-CHOPL ¥ % ¥, R-CVPL ¥ X ¥ IFR-FCM L ¥ X ¥ 2 X % B fif 5 A
O 2 A TEEHEE L, 193612 BT, EELREERIZ. R-CHOPL ¥ X
> (881f) T16.7%. R-CVPL ¥ £ » (2686l) T14.9%, R-FCML ¥ %
¥ (440) T29.5%IZFRO B AL, FIFEBELF P ERIRAE (2.1%) . 3

5 7 0
(U]



o (1.2%) . Miige (1.2%). F&#% (0.9%) . #FhEkimAHE (0.8%). HEA
AR BUG (0.6%) R OMEFE (0.6%) Tdpo 722,

MEFRRRL I O EMERHTEBIS0L A B\ T, HELEIEN., Grade 3Lk Eo
RIVER SUEAFH & o RRBIFRHTRE T & %2\ Grade 2D LOBEIHED V1
AH29.3%IZ RO b, FIZFAE LI (5.2%) . HFHEREAE (3.4%). L
Satikge (3.4%). ElGBESE (2.2%) . HIMIKEAE (1.6%). LI~V

2 (1.4%). FRE®EG: (1.4%). &He (1.2%) RONigE (1.2%) Th-o 7220,

(4) BOERIREMEEE (EORTC20981558)
TS IFHEA D A RMEIER Y % 0 ) U SEEFIC, CHOPL Y A ¥ (V7
ORA7 7 I NP, FEVLEY VHEEERE, Y2 2AF i RO
TL =y (EWNEKR) OFEH) IER-CHOPL ¥ A 2 & % EEfE A
SRR NG L 720 AT RERN4656 TH - 7220, [7.5, 7.7 BE]
231BIZCHOP L ¥ * ¥, 234FIICR-CHOPL ¥ A U ASEM & . EfifE A J%
FRTHOZEMERIT, ZNENT4.0% (95%EHEXHE67.9%. 79.6%) .
87.2% (95%IEMEIX[H82.2% 91.2%) TH o720 R-CHOPL ¥ X ¥ THEX)
AN -7 (p=0.0003. 71 A ZFehisE) 20,
R-CHOP L ¥ X V|2 & % a3 A5 0RE 0 22 A PR R B 2346012 B3> T
FITEINX97 .9%I2788 B 17z CHOPL ¥ A » & [b# L CR-CHOPL ¥ X ~
THRBUHEAS% L EE 2o 72BN, BLERE (45.3%). FEFL (26.9%) .
WBOE (17.5%) K OHESE (7.7%) Toh o722,
MR U G R BRI 0 %2 S PR REATE (13320112 B\ Ty B AR
JRIERE (16661) D73.5%TRD SN7ze MIAHEIRE: & ol UMEe i
THBUE DB EE A - 72 . E5E (25.3%) . B (9.0%) .
Wk (7.8%) HMNYE (7.8%) MO EAGEEY: (6.0%) Tdh o720,

(5) BIERIRSE MARER (RATERER)
RIGEDOIER T F 20) V8EEE (ALY > UL 0 AR EB
Ml »8HE) 12, R-CHOPL Y X ¥ (K#l, 27 uakrA77 3 KA.,
FEYNVEY VIR, Y20 AF UREBER 7L K= v (ENFREK
R2) OBFH) XIFR-CVPL Y 2 ¥ (KRl > Z7uakA77 I FRAY, €
YN AF UYREBENR DTV =y (ENRKR) OfFH) 12X 2 g
NREEAFER L 720 1Y A 7 VIEEFOAHGRE % 1~4mg/mL & L TS
L. 194 7 V2B W, Grade 3LL L dDinfusion reaction (NCI-CTCAE
2L %) 2D SN, WG R, PEIMLSFRECE 15 DAt oRIE
BB ARNE DRI ZRIREE LTHWTOW R WA T, 228580 KR
VSEREEATS, 000/ u LA B Z 2 WA, 524 4 7 VLIRS ARA] (A R
131 ~4mg/mL) #9055 TG L7zs B, 905 M5 iz, R-CHOP
LI A Y NIER-CVPL Y A VICEENDEIE R E R VE Y ROFIES %
To7z0 FEFFMEEL TH B E2T A 7 VICAK Z905 M TG L 72FHo

Grade 33134 Minfusion reaction®dFEHHE (95%EMIX M) 1x. 1.1% (0.3%.

2.8%) (4/36361) TdH -7z,
LA EEMAE B142560 . BIVERT 1251 .8%I278o S v, EREIERIZ. 957
(12.0%) . ZELs (9.9%). HEIE (6.6%). <) #EhE (5.4%) TH o726,

LD PR 3=T ik

17.1.3 OMBHERE & OHREREE

(1) ERERRSE T1HE% (IDEC-C2B8-CL1HER)
RIEIEDOCD20B EMEYE ) » WEF R EG IS, FCRLY 2 v (R#FL, 7
TG VBIATIV, Y OKRAT 73 NAKHMW) 2E-LI. ST
o GAREMI AR BER SN THITH - 720 BRI b 0 &Z8%h% (95%
EHEX ) 1271.4% (29.0%. 96.3%) TdH 7228,
GAMERHIEG7TEI BT BIER X6 S, ERaIERIZEL
(28.6%) . F# (28.6%). HMHEEZE (28.6%). IKIMLTE (28.6%) . MKERFEAE
(28.6%) . BEIKITIZIREE (28.6%) Tdr o7z,
[ R B A 1 5 4 13 P I BR B0 A (85.7%. 2,000/ p LA 0 P I ER 38 4>
85.7%) « IFHEREIRA (85.7%. 1,000/ u LA O ki A85.7%) « Il
IMREGRA (85.7%) . ~NEZ B LA (T1.4%) . ARIMEREGRD (42.9%)
HETHo729,

(2) BHERRSEMARRER (CLLSRER)
FIGHOCD20F MY ¥ S EHIFEZFIZ, FCLY A Y (FVFTE
VUBRZ ATV, Y7 a kA7 7 3 FAKRMY) IZFCRL ¥ 4 v (RH#H,
TINETSEL) VBRI ATV, Y7 URAT 7 I KK R#ERLL, &
TRATHR SRAEFNE81061TH > 720 FEFFMIEH T 2 HEBRIT TR E LIS &
LPFSOERIZUT O EBY T o722 30,

K177 BREEMEEIC X HAPFS (0074E7H4AHF—4 Ay N4 7)
FCL YA v FCRL ¥ X ¥ #
(n=407) (n=403)
Hh i 981H 1,212H
(95% 1 HEIX ) (835H. 1,069H) (1,098H. NE)
AY /R e 0.56
(95% 12 FEIX ) (0.43. 0.72)
pfti (log-rank#se)
(& A0, 016) p<0.0001

intent to treatf#HT
NE (not estimable : A< AE

0.9

0.8

0.7

0.6

0.5

0.4

B R HE o o

0.3

0.2

0.1

0.0

— 77—
1 92 183 274 365 456 547 638 729 820 911 10021093 1184 1275 1366 1457
Day
At risk
FCL I X 8 384 371 349 331 311 244 182 134 100 76 53 37 24 14 7 0 O
FCRL 2 x »Bf 393 385 377 362 339 300 237 184 135101 79 60 40 24 8 1 0

[417-2 PFS®Kaplan-Meierfiff (20074F7HAHT—% A1 v M4 7)
% & PERFAE BIS00HIIZ BV Ty Grade 34D EIMEMIZFCRL ¥ # v #
(402151) D70.9%252% 57, FCL P 2 »#E (398%1) & Mk L TFCRL
T A BECIBUHEE A2% U LA > 72Grade 34D EIWERIZ, W Bk
e (30.3%) . FMERKASE (23.1%) . SSEMERFHEREAE (9.0%) T
o 7230,

(3) #BHIERFREEMAEAER (REACHRER)
I AT EEEE DO CD20B M ) > /s IR EE 12, FCLY X v (7))
FIE L) VBT ATIV, Y7 UKRAT 7 I FARY) IEFCRL Y X ¥
KA, FVFITE L) VBT ATV, Y2 0RA7 7 3 FAHY) %%H
U720 ZEfBAT SAEFNIE55260 Th - 720 FEFFAMIEE Td 5 iGERTE TE
HSEIZ X BPFSOFERIIL T D EBY) Th - 722 3D,

F17-8  TREREAEERK E 12 X APFS (20084E7H23H 7 —4% % » b4+ 7)
FCL Y X v FCRL ¥ A v B
(n=276) (n=276)
rh YLl 6270 9320
(95% (5 HEIX ) (550H. 731H) (792H. 1,161H)
NF— R 0.65
(95% {5 HEX /) (0.51. 0.82)
pfii (log-rankifisg)
(5 B 0. 045) p=0.0002

intent to treatf##T

0.9

0.8

0.7

0.6

0.5

1 b HF o

0.4

0.3

FCRL ¥ X » B 1R

0.2

SN =&
01]  mmmmmees FCL oA B '
'
'

0.0

0 91 182 273 364 455 546 637 728 819 910 100110921183127413651456154716381729
Day
At risk %
FCLUX B 276241228208182162119 93 77 60 50 37 31 26 20 10 4 3 0 0
FORL U X VB 276250246228207181157133119102 87 72 56 45 32 22 12 9 3 0

X17-3 PFS®Kaplan-Meier it (20084E7H23H 7 —% % v b4 7)
B VERHIAEFIS466112 3B\ Ty BITEIIIZFCRL ¥ 2 »#E (27461) ©95.6%
1RO HNIz, FCL Y X VBE (27261) & B L CFCRL ¥ A » BT BUE
FEDS3%LL EF 2 o - EIER L. Bl (38.7%) . FE#k (20.1%). %
(15.0%)+ T (9.9%). fHF: (9.9%). MKIME (7.3%). LHkHEE
(7.3%). €9 #HE (5.8%). FHHKE (4.4%) Tho7280,
(ZRMEREANFIEE. BHENSENER
17.1.4 BHVEEFRES MHEER
% S MM I 1 PR SF I RE S S B EENI £ S8 A R O W FE B LT 56 2 5 5 &
LCy [REREIE R E RV E HED & ARH375me/m2% 138 [ E T4l %5
FTHMEE] )y Fo~vTH) & [RERITRERVEHIED L2y
OARRT 7 I FAKROBRARLE] (Y ruaka7 7 3 FEE) Lodkstks
MR BT 2 EMEEIUTOLE B Tho 7252,
H4) BHEAFVT L F=vu >y (1,000mg/body/H) %1~301F%5. F72.
WHEE L ICRIO7L F=v'r (Img/kg/H. EINERARE) % #EHH%5
L. BBV CILEERET 5 2 L LES N,



17-9

#217-11 mRSSIZ X 2§D R—2F 1 56 D% AL

yyxyop| 27 UTA | BRROAHEOR VXTI TE | T AR
7 773 F# () ¥y~ THE- N—2AT{ v 14.4%3.7 (28) 15.7+5.5 (26)
(n=99) (n=98) YrURAT 7 I FE) P 524 8 IK; 8.3+x4.0 (27) 18.2+8.7 (22)
S A EE AR IED) 64% 53% 11%6) N—=2 T4 25 OE[LREELD -6.3%0.9 2.1%0.9
(95%EMIX M) | (54%. 73%) | (43%. 63%) (-3%. 24%) 7L RBEE D) [95%EHKH] |-8.4 [-11.0, -5.9]
H5) EREBIED 560 FHEOBVAS/WGA I TA0E 2 Y . & SICHHT 28 pffii12) Y <0.001

A7V F=vy (ENRKRE) OG22t 5a s gk,
H6) THRMEFIELME~—T v & LTERELAE-20%% ERl->TBY (-3%>
-20%) FEHMEEAITRENTZ,
EAMO R 70— CERED
17.1.5 EIRESFRES M1E:E
18/ At CHEZE M A 7 1 — VIEMERE % 584E L 723 DL Lo #iG o+ 71—
Vel HEFESREHH 5 VIE AT O MEEEEZRTHE) OBEIC, K
A1 H375mg/m2 (e K&E500mg/[Hl) ()Y F < 7H) Xz 77 R

fLILBERBR T OAMME (WHATE) ZUTOLB) Th o723 39,
7)) AFIDUE T T 2 ROWEF G- RO AL L, ) O LR 13 25mg/ Ik

E L ROIEERIZ100me/ . Z O I3 Ak200mg /I & LTS L7z,

F 720 201 H DEOIE ARG L, AT 58 8L L 7= RIVEH AV

WMTH o724, 100me/FiE T EFTHMG L. [7.3 2]
#17-10
DIVE a3 7Tt KRB
(21151) (2141)

I TR 58 [ ) 234H 100H
(95% 12 FEIX ) (170H. 358H) (76 H. 156H)

INE— R 0.1917
(9% 5 HEIX ) (0.0728, 0.5043)

pfii

(log-rank#5e) p=0.00015

intent to treatff#HT
118) BEREF O A S WA A MR T 5 F COMM L ER L 72,

1.0

0.9

UYx I TE
0.8
0.7

4 0.6

B

E
£ 04

0.5

0.3

0.2

0.1

0.0

T T T T T
200 250 300 350 400
Day

T T T T
0 50 100 150

At Risk %

Uy TE 21 15 15 15 12 7 3 2

ToeRE 21 17 9 7 0 0 0 0
M17-4 TSGR () v X~ TRR21E). 75 KE216)
LA ERHE FISABI . BIVERNZ BRSO S, EREIER L EAGER Y
HOEKGHE (90.7%) . S (22.2%) . IMELF (22.2%) THYH . £
FRRARA S (L. CRP 1A (40.7%). ALT & (25.9%). hffEEkis4
(20.4%) Td -7z F7-. infusion reactioni£63.0%IZ78 5417235,

(B MREE)

17.1.6 EWERRS 1R
mRSSIZ & % AL O EAEEA2 (moderate) VL b o> 4 H VLo Rz i &

(%VC60%Aili 313 %DLcod0% A D+ 55 2 WM g b D P rE D 2 v B

Jili 5 UL S % A B9 5 B, B2 ) — PEO 4 GVEREEIC0E ) B2 A0
EEATHEE. FLVWOERESELHET L EEEHRN 2652, RFILE
#375mg/m2 (VY F < 7H) NI7 IR (77K 2 LAKME
T4 (517 —)v) LE9| 248t 1 BE S 12 ARAI 1 AHH375mg/m2 %

FRERIELO) JELD (2 BT RO EEEHIIE H Td 2 35524381 O mRSS
DNR=ZAF A v PEDOEALEIILTDOEBY) TH - 7236,
W) THF AT LEOREMHIFI O, 10mg/H DL oRE TR R
AT A FRIOFEHIEEEE
H10) 17 —Vid 7 T e BRI EEAL. ZEER. 27 —VITHBE
IEM.
11 FEE M oLl 520 B (B - 0~2687 H) .

—10-—

full analysis setfithr

mRSS (modified Rodnan Total Skin Thickness Score)

SEEE AR (B N—=A T4 U SO R

H12) SR, R R GBEL RO EER . N=A T 4 SME, fEBNRE
(6FELAN/B) RO BN 960 (/88 248 m e L, B odt
I3 B 3 12 A 2 E L 22 MMRM  (Mixed effect Model for
Repeated Measures : FUEIIE R AR5 € 7 )V IAT)

H13) A E KM E5%

17 — NV ORAEVERFlREGI 2861, BIVERNIZ21B1C 720 &, EREIER

13 EIHERZE (39.3%). CRP.ESH (10.7%) . &Fp Bk (10.7%) . HIMER

¥y (10.7%) Th oz 827 — VDY Y F 2= TEOL VRG]

2660, BIEANE14B0S 720 S, EARITERNIE IR % (42.3%) TH-

120 1 = VDT 5 L REETHELY — WVIIRK 255 L 722 eV FFMdE 5120

Bk, BIVEANE1260C 780 S, F2RITEIE RS (40.0%) TH - 72,

¥ 72, infusion reactiontd 1511238 517237 .38),
EHAMDOIEMRABRVEFERXERE)

17.1.7 ERERRE 11E:E

BT L F=vn EHFBIC, FREY 0720107 L F=v1 »10mg/

I~ i S R 8 7 B T M 0 3 YERIENE B O SRR RIENE O JEHH1D) |2,

T Ry TS TAKIEL,000mg % 238 M RS T2 5 L 729k

BRI AR BT, Ao FEFHMHEE Th 5. AHI% G- FLG24:8

WF 2 SE R TR L TR LD & 3 p L 7o BBRE OBl G (M) 1ZPUT

DEBYTHo7239,

F14) B -H I P a— LV ENBE T, ROWVT N OEA 7z
ity ta) HIZ3O U LW AERE RO, 2o AR LI BANER
L%\, b) BEFFRZEOIK %R 5
FAAN S N/ B EHEDPDAI (Pemphigus Disease Area Index) A
7 CE3E = R E) &, 11.7£7.7CH - 72
BT 2 7L F=va 20w T, AR RS20 %2 5 9
B GEIIE U BEORE A7 ¥ 2 — VISHEVETE L. AFI 5B
168 # OB 5C10mg/H % Hig L 720
SEATEMRE 7L F= v Y =10mg/ H K OSRARROOF I X B
JET T RIRIEIC X BKIEHES) SULH 72 2 FIBEELD % 588 70 W IRHEE
(PDATA I 7 H505) % M FrE L 72356
W . 7L F=va » <10mg/ H & OIRARRR o B FE S X 23R
WA SEMMH I, L v ar 2RSS A (L, AR
F AT T A FAHASE CHERDNICEE S 2 —BHE0RED RO
BB 5t.

18) AKIEDH AR, KRR EOKEEZHRZHLDET 5,

:19) FLBEIE. RRAL L7280 KEFOOIELGEE TS KA Lo

LOEBADLLDET B,
#17-12

/N AP+ A

1115)

£16)

#17)

VY xITE (206))

T 5 2B TR D)

(95%fEHE X )

75.0%
(50.9%. 91.3%)

full analysis setf#HT
Clopper-Pearson#: 12 & 0 SHEX ] % &5

11:20) $E5-248E X 0 A BER A Tk L 2 BRI & T b
G VEEHIREBI2060 . BIVEAIZ25.09% 2385 S0, F6BL L 72 BIVEAlIZ B
(5.0%) . &8 (5.0%). &y a7 viiE (5.0%). ik (5.0%) T
Hotro MEMABEBREIL, y-Z V¥ INVFTI A7 — YN
(5.0%). s a7 viHd (5.0%) THh-o72. F72. infusion reactionld
5.0%I2 388 5 A17240),
17.1.8 BIVERREMERER (PEMPHIXEER)
TV F=vr (ERNERER) 60~120mg/H Lix1.0~1.5mg/kg/ H 1245 D
RIOATEA NG A2MEE T L, PEED S O H R EE B2
EXRELT, BOAT O A FIEHTER C, [RFED +33 72/ )b
i E7xFNT T ROMHEE] (VX< TH) & [KHITIx
RER) +337 2/ -V 770V (BENKRKR) oLl (32
T/ —VEE ET7 o FVE) FIE LS EEREIEG R RERIC BV
T HRMEO EEFHIIER T 5. ARHE5-BE528 T Tl A%
SRR TR 2B L 7o WERE Ol G (EamRrbEREE) X
DTotBh)Thosi,
121) HLAANSN7-BEOPDAIA I 7 (CEIfE i HE) £, 24.36+
16.67CTH -7z
M & | IRFEBRIEE X ) 60mg X Z80mgD 17 L K=V (EN
KIAKGE) HUEOROATOA Fe i L. %59-5462408 F CL2aTH
HNZ 0 S S 54T 5 LiE Sz,

1£22)



723) A (1E1L,000mg) YIE T 5 & % 238 B B c2miE s (17 —L) #17-15
L. 24814 122 R C2mH 5 227 — V) Lz, BHi4E % DOPLAHB T e
7£24) PDAIA 2708027 L F=v'r (EPEARE) Omg/H A516:8 R LA - B 1 T 5 5 T %T@48@fﬁ® R4S E D
oo b - Tt HAEE
HHRL G SR L7 MR (959 (IR | (9%
R17-13 (95%E X IH) e e
R REPEVR 100% 100% 100%
v 2 Z/M‘; 7# E7 17 (80.5%. 100%) (80.5%. 100%) | (80.5%. 100%)
(63f1) per protocol setf#HT
? BAA528 % T 10.3% 9 5% P31 PAVBILTR AT 5. SR ARG S B 2 S E 2 5
SRR ) ' ' D BRRAEIR, B R - WSRO A #IC X % Banif

5371/—)1/7&

E T o FIVEE L 0)7EE6) 30.80% (14.70%, 45.15%)
(95% 5 HFIX 1) p<<0.0001
i)
modified intent to treatfFAT#28)

1#:25) Bl%. KENCOWT R Bob ik F T
o o ERE SR E B bz

#26) AWM (A7) — =y ZRIELDA/ED L) RO (b7
20 (HFFRKOKE]) /de7 2 AN O M) BREE L7
Mantel-Haenszel#5E

W27) A EACEMIES%, REME (X2 ) — = ZRilEDN/MED ) RO
WIS (b7 20 (0 FF R OKE]) /b7 2 7 DAt o k)
% g & | 7zMantel-Haenszel#fi5&

H28) RIS CRERIZ SN L 7210610 % Bril U 7= b 548 o
LEVEFHEERI135FI ., 1) Y F ¥ < 7TH6THIClx. BITERIE47.8% 2788
Siv. FARBMERIEER (6.0%). EA5GEEY (4.5%). 95 (4.5%) T
& o7z F72. infusion reactioni20.9%IZ78H 5 117242),

GEHREBRIANT T LEEOBRTH)

17.1.9 ERERRES I/ MARRER
P77 TR vAURGE GBFEICHEMEZ B E S T) OBMRER ISR
TR REANRY T ABEORZE Z /LRI, ROV F=vo L
JAFE29) ¢, ARFNAES375mg/m2 ()Y F v~ TH) LE T8 R (79
LREE) & LA CARPES L. 240885 K O4ASH #2 | HEFRG# & L CARA
1H+1,000mg/body (Vv ¥ < 7#) WiE7I1K (77 F ) %28
MM T2 L - “EER T 7 & R R AL LG T oA w1
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