EC

%3k 20254F 3 ] (BE10MK. #VREZHE., HEAH) BAEEEA I EES
* 2024 12HEGT (9 WL FIEE ) T
Bpik AU A RE . WA (2~8C) ICBRFT A
100mg 500mg
HREARE : 367 1 ASBES | 22900AMX00970000 | 22900AMX00971000
BR5ERaA 20184E1H 20184E1H

$ICD20E / 7 O—F Ltk
Jyxiw7 (BEaFlERR) (VYR Tk 85

JY ¥V BS &ifEssiE 100mg 'KHK
DD ¥2 V) BS &ifEs#E 500mg 'KHK)

Rituximab BS Intravenous Infusion 100mg-500mg [KHK]

AR W R SR B ﬂﬁ%g?ﬁ:%@
) EE-EMEOWLFECLVEHTLI L

1. B 2.¥§(m®¥%kuﬂ$btwgt)

1.1 XEOHREIE, BREFCHHMIHETE EEMRIC KA O XN~ A v 87 BB 2 5
BFWT, BIEKRBOREICTS LM - BBRE2FOEM LBBUEN T F 74 5% —OBAREOD b BE
Db ET, AEOFERAHFEY) EHIE SO BERDHICTT
ST &, £ AERIBICEILE. BEIEZOREIC 3. fER - R
FHMRVERIEE THICHBEL, AEEBTH,rHEES 3.1 #AR%
zRBTBH L, o D ng;;}%fgﬁﬁﬁ& IE; §5§§g7}?<5g§5’3%?£

1.2 $§J®?§_5l%ﬁﬂﬁf§30ﬁ}-2i§%ﬁﬂ4: 7] zﬁbb\hémfusmn ST (10mD) F I Goml) U
reaction® 35777 1 %> —, flEE. LEESFOE IS %27 GREFAIRR)|F Y YT GRET R L)
ELEEA (EREIVE. FS2HE. aMFER{EEEERE. [uvﬂwvif&ﬁl]”doo;ng[u/ﬂw—zwﬁm] '500mg
CBEE, LEAY. RS )%) LX) K ke ponaliaemin e
KESBIPHREINhTVDE, ChSDERTEHDESL T Al H VL= 180 7.0mg|HE) VIbN— }80  35.0mg
PERSEABAAR A NTNS, R7 RATH ) RHEIOHS bﬁﬁzp?fiki/77 (Hfz %1?51}12})1']?3%'# DR *HﬁE
BE L LBONERS%ICH. ChoORIEANPH5D o i ) Ly 3 7
hBBEOHH 5. FAREFE/SC LY (WE. 3.2 BIFIOMHK
BRA. FFRHEE) OE=Z4Y TP AMREEROBREE — Y ¥ o< 7BSHIlHE | U Y ¥ v~ TBS ik
THELEDHIL, BERBBEOREETIEETH L, o 100mg [KHK | 500mg [KHK]
BICUTORECODVWTHEREESEC. »OEEL ""ﬁ'f %;g’féiﬁg%@fﬁ
1[;’(?'4;;30;]’6*&%‘.3'6;&0 [7.1.7.2.7.8. 8.1, 9.1.2, ST T EEARA L0
-MEBPICKEOEEMEAH S (25,000/uLl E) & *%k 4, FHEERITHE

CEEENDSVESR OCD20B 4 D BiifaMIER S £ > U /&
-EESHESEE OmZMHIIREET OCD20F DB M Y >/ HETEMH &R R
< DIRE. MSEEREES2HF 5 8E O RMERMHPAFIEE. BEMFENSRME R

1.3 EEEORBLRD ICHEV. BR2, §HY 7 LMNMIEE. OBRTFEABETCHERTIBIL—TZABR
BAND Y LME. SREBOE. &Y > MESOESH O#¥BMOR 70— EERE ERBEREHZWVIXTFOC
IR (tumor lysis syndrome) »d 5 b, KGR FEEMERTES)
CERAL-EMBEZSCLIRTHRVERILEL OSSR A 1 4R BER
BolBEPHREINTVS, MEPICKEDEEME O K M4 I A% 4 1 /| AR 1 4R B TR
PHZBEICHVT, WEKREHI12~24EELANICEE Oa1>yn (Mn) 1 FTUVEYT Fox€4> (85
EILRHONBZ LD, EBICEEES BRI L -EE FHEZ) FHBERCAy bUTL OY) 1 TUVEY
T3, MEPEBRERERVBHEREZITORE., B 7 FUxtsr (BEFHEERA) EHRRSORRS
%@&%%"'?}'Eﬁgj_?:?o ;if:» *ﬁ“?ﬁ*’!}%bt 5. %A iti;w%‘:ﬁgg-;éli%

H#w*ﬂ@*g‘ﬂ_'T&C\-%\ _hoDERIEAP DS DN BH 7 (B#ﬁﬂﬂﬁ;l;d‘/f\’/u LSHE. REMEIREE T OB Y
hH&H s, [8.2. 11.1.288] o N HETEM AR )

1.4 Bﬁjtfwv{»_zwu 7 DRET, FAORAEIMS 5.1 A O & % B MBI OB, FHEBWTT
RﬂmﬁﬁT&L BHEFF R IEFRDERE. AL B A O RS £ D 4TS C L
J:é’iEF@j{#%ﬁ%;éh'(b\éo [8.3.9.1.3. 11.1.3%35,%] 5.2 GhysHIRk gt i 7 0 —H A b A MY — 512 X ) CD20

1.5 &E*EH_%BE{EE{I%2¥ _(Stevgns—JohnsonfiEEﬁ) N =M PR OMAES TV, BHECTH D EAHRI T VDL BEED
SR IEFERAMESE (Toxic Epidermal Necrolysis : TEN) Z BTGB b,

DEBHEBEERIGHSHIh, RTICE- BN HESHO (SRMERMASERE. BERENSRMEL)
TW3, [11.1.5888] 5.3 FI5E0I% & LB BRI E B BEAEIG T s

EFELN L VEZSEIT L CTARAORG 2 EZET L &,
EERAECHRA T2 LN —TIBL)
5.4 BfEER (A7 uA B, GENERLS) cHoashEirs
SNGWVEFIIH L TCARFOKS 2 EET L L, 720 &



WA FT7 A4 Y EORFOERESEIZ, FHOFEGH#Y)
LHIBE N EFIHETT L L,
(EEBED 3 7 O— BEER)

*%5.5 NEMNCHEREM A 70— PREER L HE LA 704 F&%
PEaRTEET, BAAGHE (A7aA4 b, uEiifiFs) <
IXEBSHEF CERVERICRSL 2 &, [17.1 48]

*%5.6 BIETA NI A VEORFOFERYSHEIZ. RE OG0
B EHIW SN DEBIMENT L2 Lo B, BAICRIE
L7z 4 70— VIERREO BB T 5 AR OV M 35k
VLTV,

(R4 FE M I /[ AR A 4 SR BT )

5.7 MOEHBIZTHORMENE S N WA, UIEEMC
MDD L EZONLLEAIZOREHZERE L. M/MMK
By BRREERD & AT A 7 A BV EEZ b BEIC
A&, T, BEIA FIA Y EORFOHBHZ S
FIZ, FEOFGHEY) L HIT S N BEIHEHT A &,
(R M A I/ iR 2 1 5B R)

5.8 FRLIIMAEOHAIZOAENELET L L, /2. 2

WA T4 VEORFORRE ZEI2, AKHOF-05#Y)

LRI SN EFIHERT L L,

*r6. MERUAR
(BififaIE T %> U > /NEE)
WEL. KA, VY F I T GREETEEL) [y x
~ 71l & L ClAE375mg/m® % 134 B R 5 C A5 # i
T 5o WAFLGMEUI8IA & 5, MOPUEMERERE#] & BFH
T A, PR B BUEMIE A O 5 @I &b T
1A 7 V71055 5. MFREREICH 2861,
ORI, VY dR T GEETFHERZ) [y FRTw
T#el] & L ClEE375me/mi % M EE T 5. 5-MIE
SR E H2e s L, SRS R 120 & § 5,
(e MEIRET OBMM U > /N EIEHRR)
MW ) VEYYT GEETHEL) [V F v~ 7k
& L C1RIE375mg/m*% 18 F [ 08 C AL iiE 3 %0 k%
SHu8m & $ 5,
(BRMEREAFEE. BRSENSRMEL. BREmEN
IR A M SR TR )
L. ORI, VY ER YT GEETMRL) [y Ey
< THAEL] & L C1M375me/m® % 13 B R B T4 S A

HY 5
(BEFRETHRRTR BRIV —T IER, BMERFFMEm/ VMR
DIEERBER)

HE. VYR~ T (BT [V F o~ TR

& L CLEHE375me/m* % 138 R [ B C4lal S iE T % o
(EERMD 2 70— CEGEE)

WE. UYF T (BT [V F o~ 7%

& L C1EE375me/m? % 108 [ R B T4l S s 5. 72

720, 172 ) O KHG=1E500mgE TE T 5,
ATUYESTT FIxtE52>OHEE)

HE. R, VR~ GEEFMREL) [y

~ 7Hfil] & LT250me/m a1\, EiEEE T 5.
(GhEEE)

AR IR A PR AR 3 X 135% 7 B 7 B ESHE L Tl~4mg/mL

AR LIRS %0
7. BEARUVHEICEET 2R
(zhEE)

7.1 REPFGE2HIE L TH 5 b binfusion reaction z #EJ
SH D01, KA G-O305FIIILE A5 I UH], fEPGE
RSO G 217) 2 o T2, BIBRERVE CH LB
FALaWEEE., AR OFSICEL T, BIEREFRVE VH]
OHHE G EET L, [1.2, 7.8, 11.1.1=M]

7.2 {EAHEEICEE L CIHIE FRE, AE SRS, mETESEo
SERDFEILT 2 O THRBAOFEAME L FY . FAREL R
BHEIHRICEE T 5 2 Lo JEIRDESH L 22 A3 A &
BoOL,E L EHIET 5, BEREROEEIZES ICH#YS

kL., EYREET) . T2, HSEEATAHEAR
FEIRASTEAIZIE S L2t Ik o0 DL O AEEE T
B5EMGT 5. [1.2, 11.1. 18]

k7. 3 EARFEIILDTOEBY LT 5, 7272, BEDIREIZL
D EABMEE IS EERE T S 2 &
LIBEES RS P55 AR
- B IR R T % o) o | )l - 5% 4) 3053 1X50me/ 1 T B 45
I3 JE L. BHEOREEZ T 5EI%L
RS, ZDH3054EIZ50mg/
970 BT, RR400mg/
FCLIFAZENTE S,
PAERERDIN TROWVFNLIZHE YT 5
Bid, YEETE AR & RN
LT ENTED,
- B A GBS B L 2 B
N8 Td o728 A.
100mg/IE F T kP TS %
B L. 2 O #5305 & 12
100mg/IE3 2 FIF T, |k
400mg/IH T LIPS 2 & A
T& 5,
- BRI R B AT R
<y WA GRS T L 72
BIERABRMmTH ., o
LRI ORI Y v NERE
35,000/ uL A T do % By b
904 Ml CH G (A D305
THGED20% %5 L, Z
D %605 T ¥ 58 D80% %
%5) $HZENTES,
- SREIIEIRRE T O BHIRL | 4 [l - 54 3055 1£50mg/ B T B 4G
PR oSBT PEE E L. BFORELZ o881
- % B IS S A 3 O | BHS . FDH3054EIZ50mg/
SAMSIER) % FE U 46 90 LT, A400me/ I
BRI TR REA T ITLITAZENTE S,
RNV —TAER 2 H DA% % 52 5 BL L 72 IR
CHEEYED 2 70— PE W T H - 72354, 100mg/
R OB W B E ¢ P CHS & BE L.
%55 Z O %305 2 12100mg/ I 52
18 R R B 1A LN AR A T, R R400mg/ s F T 1
PSRRI F5ZENTED,
o B R I P LIS AR,
AR BE
A T)VVERT FY
Fv OIS
GO A T O — B E | WG B W) D1E R 13 25mg/I & L,
B UNRBICHW 23 BHEOREZ 5B L%
#) [17.1.45181] A5, WOLEE 1X100mg/IF
ZDHIEIRKR200meg/ B Tx
HELt3nZ Lk,
2081 H DR WP G L2 S B L 72 B
W TH o 72854, 100mg/
HEchRP S 2B TSE
5

(BEMHEIRET OB Y o/ HEiEM AR, SRMERM
AFEE. EHENSRONER. BFEAECHIRT T2 %
=T ZBR, BAMO X7 O—EERE. SMF5Mm/
WA MEBR. BRI/ MR 2 LR
*%7.4 GROEMER TLEMEICET 2RI Tn D
720, AFOFFREAZE L Tld, EfonE % EE ISR
LTk,
(BHRMIER T ¥ > U 2 NEE)

7.5 MEFRREICH OV 25461, BRRBICHA AN S - BE
DRSO W, [17. EREAE] OHONE 2 ZAHIL .
BN DA KT A4 0 5%k BEITRB OFRMER %
SR TICHER L LT, EISEEORNEIT) 2 &
[17.1.2&M]

7.6 - SRR Y OOSHEII T 2 ARH ORERHTERE OB RITE R
ORI LTy,

7.7 MOPUEVEIESH & 0T A58, BUREERICB W TR
A SN AKF OG- MW, 5 RHEICOWT, [17. K
] OHOWNE I L. ENAORTOTA K714 V5%
RHEITHI L, [17.1.288]

7.8 RFENFGHIZHFE L Td 5 b Sinfusion reactionz Tk
SR D720, KHIESHE TR T HICEL. PEFHT 1L
SIRRB R E ARV E YRR E TN 5A120E. LRGEE
BB AIVE VR OFG 21T 2 Lo [1.2. 7.1, 11.1. 18]



EEFBECHRAI TR LIV -TIER)
7.9 FHIE LCRIBREATOA FRIZB T2 2 Lo

8. EEAEANER
(heEHE)

8.1 Infusion reaction?i® 55 T ENHAHDT, /N4 ¥ )L
Ay (ME. BRI MRS oF=%1) v 7 BMIEIE
Koz, BEOREL o IcBIgT L2 &, [1.2,
11.1.1%01]

8.2 HEIEEHERDNH 5 bND 2 LD LT, MiETEMR
B R OB 21T 7 & BEOIREL 4312815
52 &, [1.3, 11.1.25H]

8.3 AHIOFEH 12X V). BT 4 )V A DFGHHEALIC & 2 E
FENFRINIF DD S bID T LD b, REFSG25T -
CBEIF 227 A4 WV AEG D H X fERE L. ARHEE 51112858
HILERITH 2o [1.4. 9.1.3, 11.1.3%H]

8.4 JJFHHRREREE, BHNDH L DONDL I LD LHDT, MR
TEAT) R ERBFORELZ HHICBET L2 L, [11.1.4%5
]

8.5 MERHA DS b D Z LW DHDT, REIOEHFLE
T ONRIERE T I3 MR 2 17 ) & EEF OIREE
TSRS A2 8, [9.1.5, 11.1.62H]

8.6 AFNDWHHER L KGN » BROBA DD &b, HiE
TR T A2 b, FfEra 7)) sl Lzpns
WESNTNDL T ER Ll REWHIEHIC L DHIEC Y 1 v
AN & BIEGHED A U B ITBALT B BN D B0 AHINIZ
I =2 —FELAFAMREIOBENNH L DT, #Y)2%
THiEEEEETLZ L, [9.1.4, 11.1.781]

8.7 MLEZEIL - HENDH L DNDL I WD LDT, WIAKEIR
ELCoEE. MG, Tim, i, fmSoigy +
AT 2 e [11.1.12808]

(B MEAFFE I I/ I ARG A 14 SR B TR)

8.8 AHIC L U M/MRELOBFEHIINA D 5 bz & OIMENDH
L7z, MM Z EIICIE L. BEHSRED b L7256
BARFMOEG 2 i35 % S@EY 2 LEZIT) 2L,
[15.1.2&H]

(GrEMHEIRET QBN U >/ \#BIEMRER)

8.9 KK Z MM LBk, BEE ([EHLLouEEoR
WRIKERIE - ISR S AN O MRS
Whd VX7 GEETHEZ) (GEMIHHRET O
CD20B LD BMIAIE Y >/ shgimthpe . (A)) ) 52 ?) %
T DT b,

9. HENERE2HII2BEICHT IR

9.1 &HHE - MEEZEDH 5 EE
(GhEEHE)

9.1.1 DRBEEBEDH 5 BENIIZDOEEFEDH 2 BE
PGP S ERIGOER, b a-FIlLsE=F ) v
TaATH B E, BEORELY T ICBIRT LI L, R
IS RICREIR, PLESE 2 B FRE ST BE1H
HbHo [11.1.10&H]

9.1.2 2. MEEEDH2BEXIZTOREFRENH 2 E
£
P2 5 S THE G- 18 P D AU SO AR R MU % 11 5 2o
s d &b, Mitkiez B L3 BT d 5,
[1.2, 11.1.1=M]

91.3 FRIVAINADBEEIIIBREEFTHEE
ZRHFN O WEFHI I I ORI T 21 3kEE L CITF R R A <o
HWRIANAS =T —DFE=F) ¥ 7 %2479 & &, BEIF%
7 AN ADFFEHALOBERIEROFBHIEE TS L. B
BIRF9E7 A VAR ¥ ) 7 OBFHE I EFIEGE (HBshus &
Pk 2> OHBHUA IIHBsHU A1) T AFOHGI2L D
BT %27 A v A DFIEMEACIZ & 2 BHERT 5 UIIF 4038 5
bNDE DD D, B, HBsHURG B E IZARF % %45 L
72 HBsPUADENE D SBVEBRIIT % % S89E L 72 Bl 25 &
NCTwhb, [1.4, 8.3, 11.1.3&=MH]

9.1.4 BEE (BUMAE. PR, VAL ABELE) 2460 TV
3BE
SEEIMHIEIC & VIR B S 2 BZNDDH b, [8.6.
11.1.75H]

9.1.5 EELBHBEETOH 2BEH 5V IEEHBOSE
BHEDHBEE
T BRI A B DN MRGR A & B S S EBL S 5 B2
H5bo [8.5. 11.1.62H]

9.1.6 EMBBUEDEREEDH 5 8E

9.1.7 PLIX—-FKRADH 2 H8E
(BiEfaMIER > x> U 2 /NBE. REMFEHRETOBMKM Y
DNETEMEERE, 1 JUYVEYT FUxtEECOEHRE)

9.1.8 WEERHk. OBERBLLISREDH D EBE
TEIENRIC & 2 00 A5 L 72881 RIB R E AV E
CHREHRGT AR Y, BMUIREEZIT) 2 L. KEF G4,
FAEFOSIHE NS B RHEO— 1\ ORI A S v, FRILIER
WX DI X 72 L7z 8w ) D 5o

*9.4 &FEREEF T BE
RS 2 AT RETE D & B et id . AFIPE G- B OV 514
127 BN B\ Tl 2 B E T 0N ) 72 i1 2o C
ST 52k, [9.52H]

*9.5 1TiF
TR IR L T W AR D & A iz, B EDOAE R
MEDfEbttz b LB SN A AICOREE T2 L,
v MeGIZBsMEM % @B 5 2 LMo NTHE Y, Hikh
WARF %G L7z B o BAERIZB VT, RIS &~/ Ss8ko
BB EINTWAS, [9.450R]

9.6 3L
EEEOBFEMER OBILREOR A EE L, 2ok
gk A ETT 5 2 Lo ARFNIBILAFICRBATT 5 2 L A%
mEEhTwnsY,

*X9.7 R

(BiEfatEIER T ¥ U D NfE. SRMERENFIEE. B
BNSRMER. HRMEMAM MR LR, 17V
YEYT FUxELCOHIES)

9.7.1 NEZEE MR E L2FHRABRIZFERLL TV,
(SREMEIRET OBMM ) o/ IEEMEE. BEaETHY
BERT9RIV—TZB %, BN MRR A SR R)

9.7.2 KHAMRER, A, FLBE SR E LR REILE
i LT Ze v,

(EEEMED 3 7 O— BEEE)

9.7.3 MMAREIR, HrElR, FLBR OSBRI O % k5
L7 BREERIZ I LT e

9.8 EinE
BEORELZ HICBR L2 o BEICKS T L —fk
IS Tl AR T LT b,

10. HHEER
10.2 EREE BFRICER TS L)

S %% FRPRAETR - H5 8 )5 W - fEl T
T | HE LR 2 F Ly 0B v SEREEEHIC LY
gE T 7 F U IRICE DS IERDSEBH L BRI 2BZNM0H 5,

T A Y) e L iE A
179
NELT 7T |72 F 2 OF %S S |BY v SERBEERIZLD
LBINDEH 5, 77 F AR T B RIES
"o nBENLH 5,
SRR % | 58807 L OIKYAE G Kz |38 1% o Sa 2 BRI &
B 5 HH| O AV A%E) \ZHED E| A EYLIE 37 56 O fi Bt 28
SRR RAEB L2 a . #)| B 5.
BB ARV | R LiE % 4T 9 o
A
[ 1) —EEOME TS O |MTE FTREEYHEmIELB
[11.1.1328]] bbb b, TND D5,
11. BIfEA

ROEWER D 5N B T LW LHDT, BiFz 4247
WV BEDERO SN A IS R IR B 4 S 2

EEIT) 2 Lo



1.1 EXAENMER
11.1.1 Infusion reaction (HIZAH)
RENOFE G o 3P G- FIE 324 DINICE < bbb
infusion reaction (AEIK © F&#2h, e, .0 FEHJE. EiE.
FOHE. BB, B RPUR. METIES) 5. HGEREOR
NWBIZHHEENTHB Y. INSOFERIT, WHEM~ Py
Ty RICRFN OISR IZH 5 bNT VD, F72.7F 7 4
F&y—, MilEd, OREESOBEE BN (RIDFE, D
VA, RERRIE ., SUESORE. MR (Mm%, 7L
F—hli %% &), BHEEMSAE %, g, 2
WA EREGERE . O ZE, D=, LEMEY e v 25 S
HOONDLIENDH L, Pk A ¥ I VH|. REGEREH. FIE
B ARNVE Y HIEORIG 2T o 72 BB BV TH, EER
infusion reaction?¥ZH L 72 & OMEL D 5o BHED S
NYEE, BEHIkG 2 dik L, @2 (R A
AIEH, KEZILRA], R E A VE AL AR A
Pl A% I YHIO¥G5) 2479 & LI, ERAEES S
FCEREOREL I BIET AL, [1.2.7.1.7.2. 7.8,
8.1. 9.1.2&H]
11.1.2 EEHEEERE HZEA)
FEPRD LN HEE, WHIHERG 2 ik L, #Y)ALE
CEM AR, SIRBRIME SRR S OG- ENE) 2179
LBz, EIRDNIET 5 THEEOREL T ICBIZRT 5
Z & [1.3, 8.2&H4]
11.1.3 BEF RV ANV ZAOEEMHLIC L ZBIERFX. XD
HE (FHEARH)
BEIFF S A v A OFIEVEALIC X % BUEF 28 A9 o HE
WCEBFAREDNHSbNALEIT LD, LTI E S TERH
W ENTWDH, BEIED SNBEICIE, EHICHY A
WAKI R PG5 5 7% W) R EEITH 2 L, [1.4. 8.3,
9.1.3%#]
*11.1.4 FHERERES. |E (JERH)
AST k& (8.6%). ALT EH (8.8%). Al-PL 5 (3.6%).
WEYIVE Y R (3.4%) SONFFERemAE 25 % ) T
BEREEERLHIED D SN DL I Ehd b, [8.451H]
11.1.5 FEEREEER GHERE)
B2 R REARAEBE T (Stevens—-JohnsonJEMERE) . Ik 1%
YRl iE (Toxic Epidermal Necrolysis : TEN). K&
FEIR. EREIREZRE 2. INKIETER G 45505 & b, JETCIC
o 2PIDHE SN TS, [1.58H]
*11.1.6 MERHED
PLMERRG A HEEARI) . sk (41.1%) . 5F ki
(39.2%) . MR ERAE (BB, M/EA (12.2%)
RHobhdZ oMb, BERMEKEA L MESI LT
%o WFHERIEAIZ DWW TR, RF ORGS0 S 4HEM DL
BELCHRT HBPME SN TS, [8.5, 9.1.55M1]
*11.1.7 B (43.0%)
M, B, 5D WIET A VAL AEERIEYE (.
i95) B SbND I ENHDHOT, AFOEFRME K
BB THRITBEORE T cBigg+ 52 &, [8.6.
9.1.4%M#]
11.1.8 ETHSEMBERE (PML) CHERH)
ARFN O G R B OEIFAHE T 21 OREEZE T 1Bl
L. EikBEdE FmBEE, RN (R RRE. DU RRED) |
SHEEEZOEIRD D S b Y4a1E, MRIZ X 5 W21
T OB SR 21T L L b2, 5 2Pk L. A
BEITH T &,
11.1.9 FEMRmER HEAH)
%*11.1.10 OEE (10.1%)
DEMED 2 VI L EOAREER, BliE ., (DFTZE D e &
NTwb, [9.1.12H]
*11.1.11 BEE (HEAY)
Mgz L7 F = 14 (0.8%). BUNLA (2.3%) S0
BENHSLNDLZENHY), B ELEL T LFEEI

HEINTwD, R\, MEZ LT F =2 RBUND L&
VRO LN a3 2k L. SR UELITH) 2 &,
11.1.12 JH{EEFT - BAZE CGHEARH)
BENRDO NG EE, BEEICXH, CTHASE % JEHh L
THIMERAL . 2241 - FAZERT RO B M2 MR L. Y 2 AL %
192k, [8.751H]
*11.1.13 METE (6.1%)
—WBHEOMETENERT L 2 b b, [10.280]
11.1.14 "I B EREERBESORERER (BUEA)
TR RNEAE BB GREIR A TS, U, RS AEIR.
MERE, SIES) PHobNbI eddb, T2, KH
DRBIT 67 H T TORIZ, 2B, BEES: o WU g

IR BRI O IR E AT STV b,
*11.2 ZOBOEER

5%LL 5% A
THIEEE ¢ (26.4%) « [FRRFRE T, Bl 5
9% (16.6%) « [1E| Hinm
M SEAS B 8 (12.4%)
3
MIEEF (12.6%) . |BpiF, MER, %
SRR AL R R 0 A
L - R (16.4%) « | TNEZHE:, AEFL, L

A

k|02

k| TEER

| HiLER . INgE, BRK| S0 IE

AR

FEB(31.7%) | BISR . RS, F | LN
| EUE (14.5%) 595 (14.0%) | Wi 4 > 7 v~

EIE(13.6%) (3 TY [ WRRAEBRE

YA (26.6%) , MR . RERN,
1% (16.4%) . M Bl | 774
(15.79%) 55 (14.3%)
L.

FUEREAL, L O
i, AHRAE

2l (18.4%) IFRREk % T4 T R
N 724 [FDP. D%
o L - S A~ —1 A, 1
ANBE
- ERERT BUNLEH. 7 L7
o F=v 5
e ALT 5 AST 5 |AI-DER. &E UL
- vy bR

CRP L3 (15.0%). |5 kia 5. W%,
LDH |5 BEERD . RIRE
N2
P A G ER S
. HEIESE) . 717
IV, Leol
N
) B OBIEL. SeAT/ A+ ER OB+ Y % > ) o /SIS
5 2 EIABRER S TS8R, 1R ) o /S I 126 5 2 [ A B B
HIARER, BHEEOHEHREMS 5\ A7 01 FEEER 7
O — EHREGE B A 2 EI B AR, MEAMED 2 7 0 4 FIE
Yok 7 0 — VGBI 2 EIP AR 8 I ARER, 4 P 3
(R 2 EIPIRGIR A A, WD B M I e OB SR IR K
IR\ 5 EIABRER S MR, BB A<y b 5 ARE
DFHT WA 2 EN B A T/ AT, ABOMEH A8 & 5
RIS 2 — R BR BBt BR, TR IR 0D 3101 B A 51 D 41
VR 2 PR IR A I HT 0B, TR RS R O 311 B A I 00
FRVZ 2 EIPBRER 5 TS8R % 2612 43t L 720

14. BAEDEE

14.1 FFIFRFOFE

1A Z R EERTH L7202, DT B OBk
TIWAENDL DB LA, I L) AF ORI HEL
ZU e B, TNLSOSELEORE Z RO A2
LW &,

14.1.2 FBGE & L CAEMBAIERNXIZ5% 7 7 B Fhr Dok iX
EHLZZWZ &,

14.1.3 PUEDEET D2 BEZND D 5 DT, WHE L A%
WD L) ML WIRBI A N2 22 &y

14.1.4 HHRBEOWTEL P ICHERT 22 2 /20 KD
i, MEEROBENEHLOTHEM LRV &,
14.2 EFIRSEFOEE

B & DIRFEIZ L W &

*| Tl




15. ZO/MDEE

15.1 EEERfERICE S 15

(ZhEEH @)

FEASA RS SN BE TR MR A THREAEL S
CENHY, INLHOBEFIIHES EINTGAIX. TLV
— | BESUSSEDEIYT  BENND Do
IR CORFNIS T 5 & MPLF 2 Z RO FIEIL DL
TOEBYTH-> 70

(1) CD20RzMDBHIKAMIER S X2 U NEBREZEICHIT DK
&

Bl N PR 26 T AR BRI N OV TAH BRI B W CHlllE S 4172140
Bl AENHT 2 MILF A THURIZAEN R S =0,

(2) CD20FZMEMBHEMIERS XU NEEREICE T DK
B (%)

HEAMIR IR R 12 BV CHlE S 172356610, AFNx§ 4 &
MLF 2 T HURIEABN IR S e (AEIAT — %),

(3) #AMOX 7 O—EERBREICHITIRE

PR PR BRI Z BV THIE S 7=b460r . RFNZKT 5 & b
PLF A SPURIZTENIC R S 727,
(MR I/ | Al R A SR BERR)

15.1.2 iEFMI BV MVMRELASESIN L. AR ZEARE YRR
SNz OWENDH Y, [8.85]

16. ZEWEHRE
16.1 MeEE

(Fl)
16.1.1 S} EZE T HH:E& (GP13-20155%)

REHENY 20 e BAS RS w7 ~ F IR O T 70 v L i RSTEFH OB
TNFFHE I ZEA T IR ZEO-E ) v~ 5 BE 1736012
ANMMLEFH— MET (7.5~25mg/#) . AFI LT/ A+
5 5 52 1000mg™ % 298 R R B T2 BUEEHE L 72 248 F T
D IMLEFIEEDAUC) DA FIMED I (RHF],FAT/N A F [ESE
) 131.064TH D . FD0%EEIX M [0.968, 1.169] (x4
SRS (0.8, 1.25] OFPANTHo 722 Lh 0, HH)
DR ARSI,

(ug/mL)
—e— AH|
o SEATNA F BT
Mean +=S.D,, n=86
400 4 <
S‘Z
15
JEB
=
=
200
0 4

0 2 4 6 8 16 12 14 16 18 20 22 2L1
BERRE (8)
[16-1 228 [ ] B T2 J e L 72 & & o M vh il EEHERS
F216-1 RAISULIEAT /N A A ESE K™ % 208 B RIFE C2M SiliE L2 & 2 o
FWENE ST X -4

AUCO inf Cma}(l CmaxZ Tl/'Z
(day - ug/mL) | (ug/mL) (ug/mL) (hr)
Kl 8005.04+2653.76 | 395.14+191.60 | 428.18+135.13 | 385.74+158.58
[n=75] [n=79] [n=76] [n=77]
?ﬁﬁ’/\/f 7| 7563.06+3000.58 | 339.73+120.48 | 418.12+159.92 | 385.06=108.26
[ 34 122 [n=70] [n=77] [n=75] [n=72]
q:i’Jf’ﬁ*'Tfﬂﬁffﬁu;

mm CEALRH B O BK MG i
Conaxz - TEA2[0] B £ O e KM FP R

D) PN ARAGEORRE LR 5

112) AT NA FEHES - MabThera” (BN THREENTWEY v F T~

7 GHEETHRZ) WH)

113) AR ®I2375mg/m* Tdh 5 .
UNES DAV 35

16.1.2 BHifEMIER T X2 U > /NE
EWNOCD20F M OBMIAMEIE R Y F > ) Y SERZIZ, VY F
~ 7375mg/m’ % M1 4E X138 BF% S5, CHOPL Y x> (v 71
FAT77 I RANY., FEVVEY UHEERBIE, ©r 2 AF Ui

MIE RO L F=vay) Lotz & 5 ElE A RERIC U v
¥~ THERRRE, ROVEME AL O G2 4 7V DUREIZ90455
Pl % FEhiti L 72 B OSEWBIRE NS A — 5 — 1 ZLU T DL BY T*a?)o
7—:10)O

#16-2
B Conax Ty S AUC
(mg/m°) (ug/mL) (hrs) hrs) (ug - hr/mL)
375 x 431 194.3+58.3 | 387.8+188.7 517+248 118237+53412

Mean=SD (n=8)

#16-3
55 Conax T SRR ) AUC
(mg/m?) (ug/mL) (hrs) (hrs) (ug - hr/mL)

375x 83 | 445.2+103.0 | 393.6+185.2 568+267 | 502147+174273

Mean=SD (n=15)

#16-4
Eidh Cinax T ST R e AUC
(mg/m?) (ug/mL) (hrs) (hrs) (ug - hr/mL)

375x20MH] | 367.0+78.9 344+349 496+504 3370000714000

Mean+SD (n=12)

#16-5
ERasm Ty Crnax Tue S R I AUC
(mg/m°*) (ug/mL) (hrs) (hrs) (ug - hr/mL)

375x6ll | 294.0+41.4 270+46.1 389+66.6 | 548000+ 93900

375x8 329.0+46.4 | 282+64.1 407+92.5 | 753000119000

Mean=SD (6[H] : n=13, 8] : n=8)

(ug/mL)
600

Pl L R 2

0 50 100 150 (day)
B
[216-2 1 KLAFH G- R D MM i g (n=15)
(ug/mL)
450 -
400 T T+ B
350 | T

o 300
i# 250
m 200 ¢
fE 150 £
100

50

0 10 20 30 40 (month)
BERS
[16-3 CHOPL ¥ X ¥ it At o i i (n=12)

(e g/mL)
400 —eHAHI
- g4I
EHELFERE
300
i
A&
t 200
» |
£
100{} | {
HEL
0
0 28 56 84 112 140 168 196 (day)

BERE
(164 524 1 7 )V LLEEIZ9045 3% 5- % FEhti L 72CHOP L 2 * ¥ ff I %2
TR A IEEOMFE PR (694 2 )V :n=13, 8% 4 7L : n=8)

(EEARMO X 70— EERE)

*3%16.1.3 EINOFRHEIZ BT, I8 A CRIZEEIE A 7 1 — Ve

FEAISE L 723 DL L oA TED & 7 b0 — VEMERE GHERFISE S
LwidATo A MKEMEZRTIHBE) OBFIC, VX< T




375mg/m’ (R AE500me/|nl) % 1 M R IR T4l 5 L 72 B o 38
WIBIRE/S T A — 7 — DT DL BY Th o2 12,
%16-6

j’ij-E Cmax Tl/'z q’f_‘ﬂ—] {%%)37 H# Ffﬂ AUC
A (ug/mL) (hrs) (hrs) (ug - hr/mL)
375mg/m’
(500mg/[ml) | 421+84.7 234+86.7 337+125 366000+110000
X 43
Mean=SD (n=22)
(ug/mL)
600
TN+ A
0 50 100 150 (day)

B
[X16-5 JA1 AR A 50 M higE (n=23)

16.3 9%
OV ES DAV 35}
16.3.1 BififaIER T %> 1) 2/ SE
(1) EEANORIT
HEALOCD20B5 M OBRIE M IE R 2 F ) VoNEEZIC, VY F v
<7100, 250, 500mg/m* ™ % H[nl i . 208 B 2 EE L
ERIL, VR TEiEE L ES Mg s llE L Caeli
MfEC T 2862 G L. ZOME, AR~ OBITIX
BRI L 727616630, A L 72 BE1330~100%Tdh > 720 72
B PR OO TR 5 72160 (Tie 0 21.2hrs) 12DV TIL,
BA T ~NOBIT R RO o 2P (HHEAT— %),
14) A& 1E375mg/m*Tdh 5o

17. ERERRHR
17.1 BHRUCRL2MI(CEEY 255k
(Hl)

17.1.1 EBEERESE THEZHKER (GP13-3015E)
RIROMEFTIA A JaVE ) > SHEBE627H (H AN % &) 12
REINL AT N A F EHE (R-CVPL ¥ & ¥ 0 KF UL BTN
LFERET. v rusA T I AW, ¥ o) AT U
WhO7L b=y [ANEEKR] g7V v=var) »® %5
ENTze FEFHEEE TH L REMRHEIC L 2RME (LaeR
WXL ER) E. AKIBERT 1%, JeAT /N A o [ 3 5 B
87.5% T V). ZEENE D3 DI5%E HHIX [ 1 /T 12 58 80 72 7] S5
FAH [-12%. +12%] DFEFHNTH o722 b, KK L LT
INA F SR EE O IR R O RS S v

F17-1 B ¥ B OB RSG50

A SATFINA ST TAN-LEAT IS A A [ S 7,
(N=311) (N=313) — —

n (%) n (%) ZRER 0% | [95%EFEXH]
271 (87.1) 274 (87.5) -0.40 [-5.94. 5.14]

IESRFENE I B A L7 RER
1) SBATNA FESES,  MabThera” (BN THEINTWL Y Y F o~
7 GEEZT-HIRZ) B5H)

G VEFEAT R G AL F131260 rh 2206 RIVEFH 257280 b7z, E 7R
TERE. BBk A E (20.8%) . FEFL (13.8%). TEAIIMED K
o (13.1%). o (10.9%). it = 2 — o857 — (10.9%) .
W5 (8.3%). HIMERIAE (6.7%). HETIHE (6.7%). $5IEHE
(6.7%) . FIMEEE =2 —0,%F — (6.7%). BLELE (6.4%) .
Wt (5.1%) %Tdho7",

UV ES DAV |35}

17.1.2 BHIfRMIER D X2 U > /NE

(1) BEIEE
- EINERAKE [ 1B 5% (IDEC-C2B8-2:5%)
(REMEAZAREIER T F ) oNE, ~ v MV Y >/ SjE
12y V)Y % v~ 71 375mg/m? & 1 R R B T4 %5 L 72 iR
ARG IR VEEEZUTOL B ThHho2" 1,

#17-2
g | B[R [EA T REE T PRSEA
JEB | R | B | 95%ISHEIXI | 95%1E HEIX K
L | o 14 23 61% 245H
AR o SE (47% 73%) |(189H. 337H)
v bVl |, 0 6 46% 111H
DINZAI (19%. 75%) | (50H. 146H)
protocol compatiblef#HT ZRhE L L

PFS (progression—free survival : 58 A= 771 )
EVEFHMAE BB . FIMEFIX7.8%IZFRD S, E & EIER
E. B (66.7%) . TEFE (37.8%). IMELF (28.9%). €9 ¥
(27.8%). #Mk (25.6%). ¥ (23.3%). %& (21.1%). 13T
h (17.8%) T, MEEEEILTOLBY TH-72",

F17-3 F 7 MR E

- REEZ o] MEZCO
mpme | s | RO ) g o
oLl (REBH) | otefi (HEB)
55.6%
- 2,510 12.5H 13H
FERED | 2,000/l | ool ' o
G - 15.6%) | (900~3,900) | (1~266H) | (3~125H)
55.6%
1,370 29.5H 14H
BRI | (1,000/uLo | o L 29 1
i 20.0%) (250~1,980) | (1~266H) (3~154H)
15.6%
MBS | w5595 | o | @
3.3% .
ANEZOVY Y 9.95™ 20H 7H
L 20.0% 1 970710.9) | (1~1780) | (2~63H)
H2) [~NEZuv v @gd] TodMiE (g/dl) n=90

F/20 VY X I T OERG SNTIEG O FRE K O eI DL
TOEBY THo7" Y,
#17-4
W | sEd | HBor EyES PFSH LAl
JEF) | TR | SRR | 95%IEHEIXHT | 95%15 HEIX
Ly 13) 38% 152H
PR 13 0 ° (14%. 68%) |(124H. 230H)

FvE

DRI TER DL

TE3) R U AJAEIER Y % 2 ) LN, < v MVl oS
FRGAT DN 21601 THEH L 72 £ @ ER I, 58 (50.0%)

Z 9 £ (43.8%).

i b 5 (37.5%) .

5% (25.0%)

W g

(12.5%) . #lk (12.5%) T > 720 T 7 BRI 513 1
kA (68.8%. 2,000/ uL Al O FIMMER K A6.3%) . I BRI A
(68.8%. 1,000/ uLAii DIFHERIRA6.3%) Th - 72"

- EINERREE 118588 (IDEC-C2B8-35t5%)

.

EIEMEEIER D X ) yONERE IS

Vv F Y < 71E &

375mg/m*% L3 8] 18 % CRIEIH 5- L 7z Wb 55 T AR R BR > A5 % 1
DREEIDTOLEBY TH-72",

#17-5
wmm | B0 | %E | B2 | FWE | POTRR
FEB | EE | S| 95%IETEXE | 95%[SHEIX
e R 57 7 14 37% 54 H
DIPZAY: (24%. 51%) | (35H. 111H)

protocol compatiblef#HT
H4) v MV v SfESE A A

LAVERFMAEFI6THE . FIAEHIE88.1%I2720 b i, T2 EIER
1. FEE (61.2%). (EIE (20.9%). (T TH (23.9%). 165 &

(20.9%) B (17.9%). &¥E (16.4%). FEITF (14.9%).

ZERpE AR L

Z9

F2 (13.4%) T, MEREEIDTOLEBY) TH-727,
F17-6 T 7 MihEE

FERD | o oo/ ais 7.5 | Gors) | a~mrm)

RERRS | , 000/,1%2’7(%%%) :16.4%) (23?4158 H) <1j355 H)

s 3.0% GomH) arm)
n=67

F 72, FARGIES GEEIER]) 261, 161 CHbo it = 78D 72,
C D2BDOPFSIE, 68H & UN109H Tdh - 7217,
T GAAT b 7236 TR L2 RIE . SSBABI, a1,
GEIE LB, KT LB, FERIBITd o 720 BRSSP 3k,
A (261, 2,000/ uL A i o M ER G 260 ) . iF R ER IR A (261,
1,000/ uLAm O BRI A261) THh - 7217



(2) OMBHEESEDOGHAICK 3 EMEAEE - #iEE

- EINEERRE I 4858 (IDEC-C2B8-65XE)

TR DIRTEMEE X A IR AR D % ) VoS E 12, R-CHOP
LAYy (WYFY<T7, YZ7UuRA77 I FANY., FEFVIL
Yy VR, Y 2 ) AF UREBER 7L F=va v ofEH)
2 & BB RS, SRPBOSNER I Y F YT
B (375me/m’% SRR CTReok12[#% ) 29 L 72, 4R
Hint AR RN ARBER B8 X N262001Td - 72, [7.5. 7. 78]
i S AR AL T B O ST RETC B B B (95%151H
X)) 1395.2% (86.5%-99.0%) TdH > 720 RBEFH»H D
PFSIZOWT, SNt S EN 2B 2 44EPFSEE (95%1Z HEX 1)
1369.8% (55.9%-80.0%) T -7,

R-CHOPL ¥ * Y2 & % Ta 5 A G8 1 0 % 41 RFAIE 5162150 |
BIVE 1298, 4%I2 388 & 41, F 2 BIAE T 13 S IE B 4 5 0 e e
(48.4%) . LN (46.8%). A& (43.5%). AEKMHIE (40.3%) .
% (37.1%) . BREEH (35.5%). 388 (32.3%). [1PENHEA
B (27.4%) | WG (25.8%) Tdh o 720 72 FERRAE B 13,
HIEREOR A (100%. 2,000/ uL A 0 B M5k K 2°82.3%) i
ERHBas Y (95.2%. 1,000/ ulAim OF A ERA90.3%) TH - 726
MEFRR A I M & /25860, RITERIIE86.2%I12380 S, T
EITER L, RIS RZEOBKYIE (69.0%) Td o7z, 4K
AR E I, FTMERE A (63.8%. 2,000/ 1L 3 i 0> 11 if Bk A
5.2%) . IFERRA (58.6%. 1,000/ ul Al o> W H k% A17 . 2%)
THo7,

- EINEREREE I #H545% (IDEC-C2B8-L7:ER)

FAMPURIBAIAL Y > 28fE) 12, R-CHOPL Y A ¥ (v F v <7,
YIUKRAT 7 I PRI, FERUNVEY CHEERE, o) A
FUMBIE R OTL F=va v oftH) 12X 2 SHE A& %
HL720 BIYA 27 VY Y F I~ T OMHIEE % 4mg/mLE LT
Y% 5- L. Grade 3LL_E ®infusion reaction (NCI-CTCAEIZ & %)
e OB R B 20 O B (Grade 334D EIILE ., (O Bl 2E,
SV DR AE B A SO G E AR, RONYHAS L — F 1T
DE) RO LNT . hOGaOEMMm) &/ XERE055,000/ ul
BRI, E2 A 2 VPRICY) v F 2~ 7375mg/m* &
Grip b L C250mLICFH . (A PUREE X1 ~4mg/mL) L C905- <
BG5 L. BB, )Y X v T7HEGHIZ, R-CHOPL ¥V 4 V28
ENLEIEREARNVE VROWRS 21T o 720 FEFHIEE TH
LEE2A 22 Y F Y7 T R0 TG L 72D Grade 3LL
I ?infusion reaction®3§EL = ix. 0% (0/3061) TH -7z, Bk
FEIE H T B ARtk LoSERE KOO F AT EIBH R
V) U NEEE OZGNEE (95%EHEIXH) 1. E 2 1100% (63.1%.
100%) (8/8%1). 91.7% (73.0%. 99.0%) (22/2481) T -7z,
A VERMAE BI3260 . BIAE1290.6% 2380 S AL, E 2 BIEH
k. BIE (15.6%). 29 EEE (15.6%) Td - 7ze F R EHHEM
AMERE L, PR EREGERD (78.1%. 1,000/ uL A bl O & Bk
78.1%) . H IMER #is A (68.8%. 2,000/ul il o> H i Bk ik 4
68.8%) . FEAMEITHERRASE (15.6%) Th 72,

- ESERAREE MR ER (PRIMAGKER)
KIREDOARAMEIER T F ) Y NEREIZ.R-CHOPL Y £~ (1)
YEIVYT, YIUKRAT 7 I FAKAY. FEFVILE D CIEREE,
Vo) AF URBELR 7L F=v y (EWNREKR) OFH).
R-CVPL YAy (VudFI=7, Y27UuRA77 3 FANW, €
VU AFURBEROTL Ry (EWFREZR) offH) X
IER-FCML YAy (VYFIIT . TVFISELY) VBRI ATV,
YIUKRAT 7 I FAKMPKOI MY bo rEREO )
2K BB AR, BRSO LN BFIZ) Y F D < THE
e (375mg/m’% SRR TRoOKI2M#% ) i iibkEis %
FEG L 7o AT RERIZL, 19361 ThH - 721, [7.5. 7.78H]
881%1 IZR-CHOPL ¥ X ¥, 268f ICR-CVPL T * >, 44%1 |2
R-FCM VL ¥ X ¥ 39 S v, FfREAFEE T RO R H (95%
X)) &, 2n2192.8% (90.9%. 94.5%) . 84.7% (79.8%.
88.8%) . 75.0% (59.7% 86.8%) Tdh > 7zo HEFHEIEIZDO VT,
BERTEE M E IS X APFSOMERIUT O LB ) TH 721,

KI7T-7 WGIRTTEBERH E 12 £ 2PFS (20004F1A14HTF =4 v 14 7)

HEFRR FLREE etk
(n=505) (n=513)
rh e E NE NE
(95% 15X [H]) (NE. NE) (34.5% A, NE)
INF— R 0.50
(95% 15 HE X 1) (0.39, 0.64)
it
Gogfr‘;nk,@@ p<0.0001

intent to treatf#HT
NE (not estimable : FHMAHE)

gy,
08 ‘Q/W/% e 7T
Ly
07 %

1w
wwm"vmq

&5 7

--------- SBTEER

0.0

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

At riskE

EATEIENA 513 498 469 446 411 371 289 261 195 125 82 41 157 0
MHEARY 505 490 472 460 443 412 336 312 230 164 103 58 18 0 0

[2117-1 PFS®Kaplan-Meier i (2009F1H14H7—% # v b4+ 7)
R-CHOPL ¥ x ¥, R-CVPL ¥ * » LIFR-FCML ¥ * |2k %
B iR A SR O L M RHIE R L, 1936c BT, HELRIER
1. R-CHOPL ¥ * ~ (881#1) T16.7%. R-CVPL ¥ X > (268f1)
T14.9%. R-FCML ¥ X > (4445]) "T29.5%|Z78% AL, FIZF
BOEIF R ERAIE (2.1%) . SEWEEUE (1.2%). Mgk (1.2%).
B (0.9%) . IFHERBAE (0.8%). EAICEED KIG (0.6%)
B OMERE (0.6%) Tdh 72"

HE Tt 1 T 0> e 4V ST ATE BIS0160 12 35 W T TS 2 BIE .
Grade 3ULEOREIWER X3 v ¥~ 7 L ORBEBBRIEETE %
WGrade 2P0 EDIRGLE D VT I H29.3% 12580 H i, FITRE
T4 (5.2%). TFHERFEAE (3.4%). FEGEKY: (3.4%). Fl&
Jegs (2.2%). FIMERBAE (1.6%). CIEAIL~RZ (1.4%). FR
B (1.4%). &g (1.2%) ROMi% (1.2%) Th- 729

- ESERREE MHHEAB% (EORTC20981558%)

WRETEEBR O AR ER Y £ ) Y oNEREIZ, CHOPL ¥
AY (7R AT 7 I RARAY., FEvey VEREE €
) AF VB LE 7L Ry (ENFRKR) o) %
R-CHOPL ¥ A V12 & 5 FEffssl AJgei & it L 720 2T x G4k
346561 T - 7217, [7.5. 7.75H]

231611ZCHOPL ¥ % ¥, 23461 12ZR-CHOPL ¥ X ¥ 789245 & 41,
B AR T RO R ERIE, F N2 NT4.0% (95%(E HE [X
67.9%. 79.6%) . 87.2% (95% =HHIX HI82.2%. 91.2%) Td -7z,
R-CHOPL ¥V A ¥ CEMFENHEIZE > 72 (p=0.0003. 7 1=
Fetpsi) s

R-CHOPL ¥ X ¥ 2 & 2 BfRE AJFRIE I 0 22 S M S HAME 151123465112
BT, BIERHIZI7.9%I2780 57z CHOPL ¥ 2 v &Lk L
CR-CHOPL ¥ * ¥ CHRBUHENB%LL L& - 72 IEAIX. HE
JE (45.3%) . fHEL (26.9%). MEUE (17.5%) K OHESE (7.7%)
THo7",

MEFRE D S G R BRI O 22 S M EEHE BI3326I B\ T BIfE
FEAEE R ERE (16661) D73.5% TR bTz, MiAHREEREL
HoB: U ME R T CIRSBUAE A% UL 2 o 2 FIE R, ST E
(25.3%). BAEIR (9.0%). Wk (7.8%). OHN%E (7.8%) KO
FEREKG (6.0%) Tho727,

- ESERREE M HHERBR (RATERER)

FKIHROIER D F ) vosEES (At v EL O F A
KRB Y > 78E) 12, R-CHOPL Y X ¥ (Vv Fv <7,
YI7URAT 7 I RKAY., FEy ey UHEERE, 2 1) 2
FUERE R OV F =y (ENERKRE) OFEH) UEIR-CVP
LAy (VuFro~=7, vyruakA 773 KW, ©r2)
AF UREE R T L K=y (EINREKR) OPFH) 12X 5%



PR AR R G L 720 SB1A 2 W) Y R~ T ORBILE %

1~4mg/mL& L CT#H5- L. 1Y A4 7 ViZBWT, Grade 3L ED

infusion reaction (NCI-CTCAEIZ & %) 2530 51 $ ., #)aldx5-

WL, B AL & F L5 DAL ORI B B R OV o H) % ik

FELTHOTOWRWEEE T, oG oKLY ¥/ SE5RkED

5,000/ uL % #8 2 72 WAL, B2 A 2 VPRIZ) v ¥R <7 (A

HEEE X1 ~4mg/mL) %905 M THG- L 720 735, 907 %5

1. R-CHOPL ¥ % ¥ LIZR-CVPL ¥ A Y 2& N5 BB E &

WE VHIOFTEG 1T 72o FEFHIIHE TH 5524 7 Vi2)

VX T v 7 w04 M TG L 72 B OGrade 33 1Z4Pinfusion

reaction® FEIRFE (5% EAX M) (X, 1.1% (0.3%. 2.8%) (4/363

) THo7z,

LA VEFHIEFI4256H . BIFERT 1351 .8% 272 H AL, F e mIfER

L 97 (12.0%) . O (9.9%) . TEFE (6.6%) % ) HEAE (5.4%)

Tho7",
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25 B8 1L S VE P 3E MR e A BRIER B9 % B8 1145 2 D W1 5801 L 1558

Blaxdge LT [REFSEREAVECHP L)y X< T

375mg/m*% LA M B C4B¥% 54 5 E e () v 3o~ 7H)

ETRKEREIBRERVEVH L 7 0kR7 7 3 AW OB

M=l (Y7 aRkA7 7 3 ) & OIELUEFETHRERICBI) S

AR T L BY Th o721,

5) #iEAF V7L F=var (1,000mg/body/H) %1~3[E
o Fo, WL HIRO 7L F=V Y (Img/kg/H.
NFRKE) =@ HES L. ERGicBwOhEEREsT 52
LR SN,
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1E6) BEEY 567 HHEOBVAS/WGA I 7A08 740, E5I26HT 5
BOTVL b=y (ENERAR) ORGE2RIETE e E#R L.

W7 FRMEAELE~ -V v L TEL7-20%% Ll>THEY
(=3%>-20%) . MWD RENTZ,

3k 17.1.4 BAMO X 70— CERE

(1) EINEERRE 85

18 A CHEFETE A 7 1 — VIEMERE % 389E L 7235 L E o #HEatE o

70— VREGER ERFEDS 5 I A 704 FMKEEEZ RS

WA OBFEIZ) Y F < 71EE375me/m’ (& KE500me/[Al)

(xR~ 7#) LE7IvR (F71KEE) % LEMMET4lE

PG T WER T T R R AL LB R OB M

(PRI ZD T BY) THho2 1920

ES) VY XU T NIET T ROW R GEEOEAEE L. &
D1FEH 1X25mg/IF & L, ROIKFE1Z100mg/ . Z D ki
T R200mg/Mi & LT G- L7z, F7-. 2/ H IO ARG
GEEE X, R GRS L 2B ER 2SR T H o 7oA
100mg/H§ F T LFCRtG L 7z. [5.5. 7.3&0]

#17-9

DRVE A4S i 75t R
(21%1) (2141)
TSR 234H 100H
(95% 15 HAX 1) (1701, 358H) (76 H. 156H)
N R 0.1917
(959 1= THIX ) (0.0728, 0.5043)
it
<1og—r2nk$ﬁ%> p=0.00015
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B BN,
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Je OFcyRIL % 4i- L 7 ADCCIE P 1E. S647 /3 A A BE s i L il L
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18.2.5 T ERICH
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F= MO TREND LI, B IERD 5N kb o 727,
18.3 /n vivoiRE&
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8 M ORI AR S e
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AHESEM
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B 920t L 720 JEBLL 72 By A AF 0T B0 B OB 5 2 OB 5  1
RN NG AT NA ARG 2865 L 28 Ic BT s
fSSO)fSS)O
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18.4 A KEMHREZ/ER (complement-dependent cytotoxicity.

CcDC)
Y X< Tlde MEROHFET ., 2. 2ug/mLOBEEE TSBAlE (&
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ARG EE R 2B S5 2 E MR SN, F/20 v M
AT, EMmEEAle (CD34REERIE) @ a0 = —HREIc s
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W) G35~ ARICD20E / 7 0 —F V) &, BHEOH
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FHE L. ZDICsx (B0%BHE#FEE) iEBl. Leulé (Hiik FCD20
k) ®1/2~1/3% . & FCD20HUEIZ 6 L TR R Ay &
R R L 720 COmMWHERRGREARIL. VY Fv~T (v
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18.8 /n vivo BY > INE{EE/EA
B =7 A IV A4 K O4 H ) H RS LR, R
M. BRI O Y REioBY Y SERIZEISHA Lz, =B,
TV ¥R L2 B0 o 727,
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Rituximab(Genetical Recombination) [Rituximab Biosimilar 1](JAN)

N1
v dx7 GEfaFliEz) [y Fr~7%6EL 3, #aT
Mz X ATE/ 7 u—FVPETHD . ¥~ 7 APk FCD20E /
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22. G
(VY%7 7BSEFEEZT100mg [KHK])
10mL [134 7 )V]
(UY %27 7BSAiEEE500mg [KHK])
50mL [134 7 V]

* %23, FEXH

1) BEEEOLEMO R RAGEHE - BISYEERE SR AR
NOFELBEIRLHRER ) YR T (#EaTRRZ)
PERNHLREE T O CD20B5 M OBMIBL ) » /g ERE (N))

2) B L OREEO @R - BN ERGE i A
NOFELBEIRLHRER ) YR T (EaTREZ)
PERIHLRAE T O CD20B5 M O BMBLE )~/ s#égtER R ()

3) Krysko KM, et al. : Neurol. Neuroimmunol. Neuroinflamm.
2020;7(1) :e637

4) Igarashi T, et al. : Ann. Oncol. 2002;13:928-943

5) Igarashi T, et al. : Int. J. Hematol. 2001;73:213-221

6) Tobinai K, et al. : Ann. Oncol. 1998:9:527-534

7) [IDEC-C2B8#ia 1D 7 1 — BIEMERE (BERIFZEEDH 5\ i
AT A FRAEE 2R $H6) ENERHEOME] (Vv *
UM EE. ARERAE T B - 20144E820H . H EE R B
2.5.3.3.2)

8) Alasfoor K, et al. : Ann. Hematol. 2009;88:239-243

9) B8 v ~FEE (EWNRAR) Zxafgs LrbES THR
B (GP13-201&5%) ] (FE&ED

10) [CD20FEMEDBMIIE IR Y > 1) v /8EICB1) A IDEC-C2BS
EYEIRE | (V) 2V RACE)

11) [IDEC-C2B8#iaTEd + 7 u — BIEfEfE (BERIFEIHEEH 5 i
2704 FIEAFEERT 856 BEIMBERRE (RCRNS-023t
B R REEAT) OBEEE] (U v 920 AEENE, KRAEHH ¢
201448 H29H . HHREFERMIES: 2.7.3.1.1.2, 2.7.3.3.1.2.2)

12) [IDEC-C2B8#iATED & 7 b — BIEfEhE HRIFIRE D 5\ i
AT OA FRGEMEERTIGE) ENERRBROME] ()Y *
UV ERE, KGIAE A O 20144E8 8291 . HHEE ERME
2.7.2.2.2.2.1)

13) [IDEC-C2B8 Hilul$i5-Fr 0 FWBhRe L IEEREATIE ] (V) v * 4

CEUEEEE, KFREH O 200146 H20H . H R ERMEEE A

WL, i AGEE R

[HEATEI A Rt SIS 23 R & L - ERE L [R5 IAH #U5R

(GP13-30138%) ] (L& HL

15) [IDEC-C2B8 CD20B5 14 OBt A T F > /X E M
PR N OSES MR R R BR O BEEE | () 9 2 EE R
)

14

fus

16) [IDEC-C2B8 RiGHECD20B5 1D A fathIE = % 1) v sfEIC
x4 B MEFHRE O WV R ER OB | (V) F 4 2 i ENE
RACE)

17) [IDEC-C2B8 T3 TGO ANuEIEAR T F ) VR EIC
533 B MO BUEAEIE S F] & O 6 O WS ERR RO BE | ()
3 Y REEE TR SGE)

18) Stone J, et al. : N. Engl. J. Med. 2010;363:221-232

19) [IDEC-C2B8#EiA1ED + 7 0 — CREGR GERFHIISH 5 ik
AT U4 FMKGERE R THE) BNEREBROMZE] ()Y F*
O, KEIAE A H 1 20144E8H29H . S R B
2.5.4.3.4)

20) [IDEC-C2B8#tiATED & 7 1 — BREfER: RIS 5 i
27U FMRAFEEZ RS HE) EWNEKRRKE (RCRNS-01:
B R EEAT) OBEEE] (Vv 4 20 AERNE, KA H
20144E8 H29H . FATH )

21) [IDEC-C2BS8#iaED & 7 10 — VHefERE BHRI I H 5 Wik
AT 04 KL E R T6) ENBRRBROMZE] () *
O RIEEE. KERAEH H o 20144E8H29H . H A B R B
2.7.4.2.1)

22) [In vitro "EWHERE D B RER ] GREPEHD)

23) [4if % H v 72BHAL 8 O i EEl (GP13-0213U6%) ] (L
R

24) [In vitro ADCCHJI O IEEHM (GP13-0177:86%) ] (RLPv&Hkh)

25) [In vitro ADCCH/J 0 FEEE (GP13-022:U8%) | (FhN&E#})

26) [FcyRI/RIIArAEEADCCO EFAli (GP13-PBMCEtER) | (4
R

27) [HRZE 2O T v £ 4 (GP13-0103%8%) | (kL)

28) [ HLIAIE DR N 5-PK/PDILER st B%  (GP13-007348%) | (F: &
#H)

29) [ RAE G- R (GP13-008:#5k) | (FEEEL)

30) [~ 2 BFERMIEE T 7V % F v 72 H00E 5 %) 50 e i ot B
(GP13-01155) | (L&)

31) [~ ARMBHEESE €7V % 72 HUEE 5 & OPD O s
B (GP13-01435%) | (kELAEHD)

32) [~ ABFMESHIESE 7V 2l 724 L iEtss (GP13-015
AR ] D

33) [~ ARMERAEIES € 7V % F\o 722 F b kER  (GP13-018
2B ] s ED

34) Reff ME, et al. : Blood. 1994:;83:435-445

35) [~ ZAHMKIDEC-2B8D b FCD20IZ K 3 2 k5 A stk | (v
A e EHE. ARERAERA H 200146 H20H L A E MR
R SRR

36) [~ A-t b F % FHAKIDEC-C2BSD & b KM MABY > /3
RO e MEIEHEBY) SRR R 5 A A AR R () Y
S O HIERE. KGRAEA B 20014E6 H20H . HI SRR
K. HEFER)

37) [ bPIEFHR L O LS RER] () v F3 0 ik,
FKFBEAH 200146 H20H . HIFSERRE = . k)

24, XEERERVEWVEDELE
W) U A T HIRRED
T100-0004 FEABT-LHIX ATHT1-9-2
A% 0120-850-150

26. BERTREF
26.1 BGEERTE

oGRS
RR#MEXFE / F91—23—1
URL:https://www.sandoz.jp/

26.2 Bt

AU BB
SRR T REXAFE1-9-2

EC T044A0



