* % 20234FOH AT (SEBh ANREZASHE. IR UM AH)

BARERMIHES

* 2021411 HEGET 874291
B RHEEY, B (280) CD20€/ 7 O—FILints
S e i UYES v T EBETEERR) [UVESvTmE] wgl
AR \ S -~
oz V)W) IS D esamimsz 100mg o714
JWESI ; :
pg BSRiEiHE 500mg [I71H%—]
RITUXIMAB BS Intravenous Infusion 100mg-500mg[Pfizer]
ARES 301001A0(13/Ilr;(g00259 } 301005/2(13;?00260

) EE-EMEORFE L YVFERTLI L BR 5% B 14 20204E1 H

D

P-4
A FEOHRS(E, BEEICHHCHIETE 3EREMRICEVT,
BICERBOBECTI MG - BREFOEMDS & T, KB
OERIPET EHBF SN BERDHICITI &, £/ ABER
RICKILDE, BEREZORKICHEMIERCERIEE 90
L. A48 TH,roREEZIBTE_ &,
2 AEDOHRESBIRH%09 ~28E L W & 5 Hh Binfusion
reactionD > 57 F7 1 7% > — EE. DEEZEODEEL
BIEA (KEARIGE. MR, SMMTRIEEERS. OHIEE.
DEME). ODEMIav %) L&Y, REICE>BIPHES
hTWwad, ChsDRTH D% < [FFEH5H24RFRE AR (C &
5hTW5%, ¥7-. FEEEHRS L EBEOYEEEZICSH. Ch
SOEHERP HSHhhBEThdH B, KEIRSHIE/NA ZILH
4> (IE. IR\, FREHEE) OE=4U > TREMEERD
BREITOIELEDIC. BERLBEODREBETH/EETII L,
BICUTOREFCODVWTREREEIEL. POEELELYXT
VWDTEBT B E, [7.1. 7.2, 7.8, 8.1, 9.1.2, 11.1.1&H]
- MERICKEOESMEBE,H 3 (25,000/uLl L) & EES
BEDHVWEE
- EREE D BE
DHERE. MEREREE2HE 5 EE
3 EEEQOAMLGRDICHEV., BR2, AU LMIE. EH
oy LMME. SREBIE. &Y > MESOESHRIEERSE
(tumor lysis syndrome) #°% 5 Hhh. FERBHISERL -84
EBEICLIRCHRVERPIVDELE > -BEIRESNT
W5, MEFICKEDESMBEIHZ2EEICHVT, PEEE
B12~24BEELAICEEE ICEOONB LS. ABICER
EFRILEBETIE, MEFERGRERVEREREZT
ShE, BEOREBEZTH/BE T L, £/, AR 2EHRSE
U7-BDHEKZEEICE. ChSORERAPHSHbhdEsTh
FH5, [8.2. 11.1.28H]
A BEFRVANNZAX v UTDOBRET, AEOEBEEHBHRIE
BERTHRIC. BIERRVIFROEE, FALICLZETH
PEHEShTWVS, [8.3. 9.1.3. 11.1.33H]
.5 BEFIEIRAE(REE (Stevens-JohnsonfEf&E). hEMRKIE
SERAEAE (Toxic Epidermal Necrolysis : TEN) Z 0D & EF5E
ERDPHSDN FECICE > B HES O TV, [11.1.58H]
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CBR (ROBZEICEIBELEWVWIE)
RN DR G~ A8 2 X7 BRI 5 EE % ik
FEXIXTF 74 9F L —OMEROH B EE

3. #Rk - MR
3.1 #%
pa— V% 3 TBSLHHEIOmE | ) % ¥ < TBS i E00mg
[774%—] [774%—]
10mL 50mL
BB | )y Ey~T7 BETHERL) | VY2 ~7 GRETHRL)
s [V F v~ 7#%2" 100mg | [V Y F ¥~ 72" 500mg
St L-bAF T~ 12.0mg | L-E AF T » 60.0mg
(x4 L-YAF Y UHEKAIY 25.7mg | L-R AF Y /HEEE KA1 128 .5mg
TRE) |k d | = MR R Y AKEM 0.56mg | 7 MBS R AKEM 2.8mg
F1) v — 180 2.16mg | K1)V I)Lx— 180 10.8mg
AL TR 850mg | FEHLIHE 4250mg
W) AHNE, Fr A Z—ZANAAY —FREME W TEESND,
3.2 WEIDMR
—_ V% S TBSHHFELOmg | 1) % ¥ < 7 BS il 0mg
[774%—] [774%—]
(2N EH~HLT 2L B9 2 M~ B ol
pH 5.3~6.3
ZEIE 237~372mO0sm/kg

w4, FHEEIIRNR

OCD20f3 M DBHERAMEIER S F 2 U 2 /NE
OREIFHIIRET OCD20ZE D BN ) >/ \EEE R R
OFRMEREPATFIEE. BHRNSRME R
ORFAETHRFTTIBI-TIER
OS4SR IR D 1SR B
ORI A2 M/ iRR A 14 5K B

O1>T4 (M)

BZ) EHBRRCAY FUTL (PY)
52 (EEFHEIRA) FHRREORRS
5. MEERFHRICEHET 5EE
(BHERAMEIEAR Y X 2 U L /NBE. RAMGIKET OBt Y >/ \#5E

HRE)

5.1 KA OIS & 7% % Ml D5 W
B Fpo BRI

IRHIZLDATH 2 &,

1TYVERYT Foxt4r (BEFHE

1TIUVEYT FUX

. SEBT 5 A

5.2 SEfERRk g Z 7 0 —H 4 b A M) =3RS X ) CD20PTR O
AT, BHETH LI EDPHER SN T EFHEORIEGTHI L,
(PRMERMENFIEE. BRENSROERX)
5.3 56 % &R BIGEINED S VEE, AR T W R
ENHBVEESIIN L TCRAOEG *EET L L,
(EEEETCHRR TR BN —TIBER)
®%5.4 PEfEiEE (A7 04 R, UENHHLS) cHoasfargonsg
WEFIIH L CAKORGAERT LI L, Tz, BETA FIA
VEEOIROERE SE . REOFG D EY) LIRS b BEIC

4562 &,



(@A R I/ | R IR D SR BER)

5.5 MOWHHIZ TR LR wEa, JUIEEMIZ MM
HHEEZONDGEIZORMMEEZR L MM, FRREIR 2
LATHIMY) AT HBENEZERONLEFIHHT LI Lo T2,
BIRITA BT A P FEORIOEHESHIZ, AN OHG-H5HY] & 4
Wrs s BEICHRT2 2 L,

(R AR P I/ )RR D PSR BER)

5.6 PR DO EICORMMEERT 5 & £/, BHTA
NI A4 YEORTOEREZEIZ, FHOFGHEY LIS N5
BEIHEHNT L2 Lo

*re. MERUAR

(BiERAMEIER D £ 2 U 2 /NEE)

HWHE VAR ) Y F =T (BRI [ F 2~ Tkl
& L ClA&375mg/m? % LA M CriEiiE 4 2. A5 %%
18I & § B MOPUEMEEEH &R A AR SRR PR
PERESHI O GRS A DT, 1A 7 V720 1% 5 %,

MEFREERICHV 2 A&, lE . A, VYo~ T (85T
M) [V Fv~T7HE2] & L TlEE375me/m* % SiEHHE
T 5, G MEISHEAME B4 L L, ok 5-RIx120 & 5,

(REMHFIRET OBMEM Y >/ HIEMRE)

HE, VYRV (@R [y F o~ T Em2] & LTl
375mg/m*% LE M CaiEidiE§ %0 ARG HEUL8M & 3 5,

(BRMERMERNFEE. BHSENSRMET R, BHESFRMM/IRE
SRR, BRMIRM IR D HERBER)

HWHE VAR ) Y F v T (BIRTRR) [ F 2~ Tkl
& L Cll=375mg/m? % 13 i [ i C Al i3 %0

(BFEETHRTTDEBIN—-TIBER)

HWE, VY F YT (BETMER) [y F o TH%E2] L LT
1Al =:375mg/m?% 130 [ [H] B CAIml S e 3 % o

ATIVVETT FoXE2COHHEE)

HWHE VAR ) Y F v T (BRI [ F 2~ Tkl
L L C250mg/m?%& 1A, SiEEE T 4,

(heEEE)

ARFINE A 2 FRACIE 135 % 7 B o BT Tl ~4mg/mLIC Ay
PR L %,

7. BERVARICHEET 3358

(RhBEE)

7.1 REFEGEICHZE L TH S bN binfusion reaction #Ej S & %
7202, AAEG- O304 EICIi e 25 3 VHL BBGEREHISE ORI
5752k $72, BIBRERLVECHEHL WAL, &
FOGITE LT, BIBRERVE CHONRG 2 EET L &,
[1.2, 7.8, 11.1.1=&]

7.2 3 AGRPEE ISR U CHE TR, SUE S, I IR S OGE R A
BT L O THRAOEAREZ T EAEELY LIF 2 BIEFICE
HY LIl SERPRB LG ATEAREEZFO L0 H L IEh
192 EEZEROEGAIZE IS 2k L, #Y) 7 0L 247
Vo F7o HHEFMT ALAILERDEEIIHE L 2R, P
HOX VT OFEAEETHES 2 MY 5. [1.2. 11.1.12H)]

FRTI EAHEEUTOLB) LT 5. 2721, BEOREIC L DIEA
B L RS 5 2 Lo

G BEEIES
- BBt IER Y % 2 ) v oNIE

G-
ElEER 2o

AR
%4 3055 12 50mg /B TRAG L.
BHEOREEZ BB L RS,
Z D %3054 \250mg/ 350 11T
T. WK400mg/ I $ T EIF 2 2
LHPTED,

2B | FTROWTALICH ST L2548
1, YRHEAME A RIS L 2L
HTE D,

- WAl G IS B L 2z EIEF A
BT d o 72854, 100mg/F
FCTRIFTHRSG AL, 20
%3045 4 12100mg/ B §° > F 1T
T % K400mg/ i £ T FUF B
ZENRTE D,

BRI B 2 LR A R <
I G S B L 7z IR s
BMCTH Y. oGO KR
1) > 78ERFA55,000/ w LA
ThHa. 05 HTHY (5
W D305 THG-F D20% % %5
L. Z0#605 TH 5 D80%
HG) T$HIELNTE D,

29 D 3045 1$50mg/ I T RAG L
BHEOWREL TBEL N5,
Z D305 412 50mg/ 0 R T
T % K400mg/Bs £ T EWF 5 &
EHTED,

G- S L 72 R s
WMTdH o 7284, 100mg/ W F T
PTG E2BIG L. € D%305
HE12100mg/ 97> 1P T, iRk
400mg/HF T HIFBHZEHNTE

LIEEY SR

1% s 4
- BARRETHRA T v —T
A5

BV S L IR A P S
M IR ML N A P 2
i

CATVYERT FUXkLy Y
ORI

(REIHENREE T OBMM Y o/ I ARER, SRMERXMASFIE
fE. BEMSENSROER. BFEAETCHREFTIEIL—TIBER,
PRV /AR D PSR DR | TR R M AR 4 I /AR R A 1 SR B

*%7.4 TGO AR 2 &I BT 2 HRIERS N Tw b 720,
AHROFFGAIZB LT, EROT G2 EHEICRF 52 &,

(BiEREMIER Y £ 2 1) 2 /NE)

7.5 MEREREICH V2 5E1E, BREERICH A AN S Lo BE oMk
RIS 12O, [17. BRG] omoNEx#IL. BNt o R
BOHNA KT A V&2 BEBITREOA MR O % 55 1
L7z BT, BISEGEORIREITH 2 &, [17.1.25HH]

7.6 - BV voNEISH T D ARH OMERRRE OB L OV A
PEIZHESL LT e,

7.7 MOPHEERES R & O 25 61E, BRRBIC BV TG S
T2 ARR OG-, B GRS ICowT, T17. BRG] oo
WEZHA L. EANORTONA FI4 V%28 F 12352k,
[17.1.25H]

*7.8 RAFRGIFICHZE L T S b binfusion reactionz iR ¥ 5
72012, AHI %05 THG$T B2 L. §HH 2050 2RI
B ARNVE VHIDEEN LA, SRR R E RV E VHIOH
BH52TH 2 ko (1.2, 7.1, 11.1.12]
EEAETHRER T2 LIV —TZXBE)

*%7.9 FHIE LCRIBREATOA FRIZIITS 2 &,

8. EELEXMER

(hEEFE)

8.1 infusion reaction?i® H5bLN 5 EHNHDLNDT, N Z IV A v
(ME. BRI, W) e =% ) v 7R BMREER OB 2 &\
BEORELY FHICBEd 52 L, [1.2, 11.1. 1]

8.2 MR HEUEMEED D S b DL I WD L DT, ML EEE R
FER OB Z1T) 2 & BEOWREL T ICBlET56 2 &,
[1.3. 11.1.2&M%]

8.3 AHOFGAZ LY. BEFFE Y A v ADOFGHALIC & 2 BIEF%
NI RD D SbILE Z DD Do RFEIFEGZHE - TBRIF 4
ANABGOH WERER L. AR GAN B 2 NEZ1T) 2 &,
[1.4, 9.1.3, 11.1.3&H]

8.4 e E, WENH O DONDL I LNHLHDT, HFHEIEHREZ1T
I R EBBEOREE THIBIET 52 L, [11.1.45H]
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8.5 IMERIKADH HbND T EHH LD T, RAOHEFEIPE KOG
PR TR E IR MR 2179 % BB OREE T BlgE+
5Tk, [9.1.5, 11.1.6&H]

8.6 AHFIDIGHET X VR >/ SEROWA DS bl EEETIED
Ffid a2k, F20Era7) YD LRl s Twns Z
Ll GIEIIHRIVERNC X O HIEE R AV A2 & B EHED A 05 L
LT RSN D Do AHNZL Y =2 —FY 2T A EFHB OB
ENDHHOTHEY TG EET S L, [9.1.4.11.1.751H]

8.7 MLEZRIL - WIED DO DLNDLZ ENHLDOT, MIAERE LT
ONEI. IEEI . T, Wi, iR 5Ty 2k,
[11.1.12&8]

(BRI MR R 2 TR BER)

8.8 ARHNIZ LV M/IMREL O @RI D & bz & OWED D 5 72
O, MIMEE A EIIICHIE L, S5 25380 & W2 A I RH o F%
Hamibd 5% S@Y e L@ a1t 2L, [15.1.22H]

(GeEIFIREET OBMRME U >/ HEIEM R R)

8.9 ARHIAMHT HMIL. B ([ER LOLEREOE VALK
it R TINYAY SR A RaNOE A L N ek Sk I
FI~7 (TR (REIHIRET O CD20M 1 OB a4t
Y vosEgEERE (RAN)) ] ) REGET S 2 L,

9. RENEREZHI2BREICHTIEE

9.1 ABHE - BMEEZEDH 2 EE

(GhREHE)

9.1.1 DEREEEDH 2BEXIEZTOREEDSH 5 BE
PeGh S G EBILE™, LT I— Sk E8 ) v I RAT
)&, BEOREL THIIBIRT 5 2 Lo R LIEREHRIIR
R ESSE % BAL I S L BENNH 5. [11.1.105H]

9.1.2 fiiEH. MEREDH2BEIZOREEDH 2BE
e G S G- | R SR R AR 2 I & £ O S O AR
FEEDDH & DI itkiEx BAL S 2 BENDDH 5, [1.2.11.1.15H]

9.1.3 FRVAIWZADBEERIIBRFEH T 28E
ARF) DG v [ ONGHE T P2 3 fk e L IR il R F 28
ANAR—=H—DFE=S ) Y Tafi) ek, BREIFEYAVADRH
HEHALOBBEREIROFEBUERE T 5 2 &0 BEFEY A VA F v
) 7 O EE IR EGE (HBsPUs . 2> DHBhifh L IZHBs
Pufkt) T, AROBELGIZL Y BREFEY AV A OFFEHEALIC
LB BERF RIS S5 bND Z DD 5. B, HBsHUAW,
PEEE IARF & e 5 L /-, HBsHuk 23t o S EBRIT % % 564
L72BIAE S Cwvwb, [1.4, 8.3, 11.1.35HH]

9.1.4 BLE (BumfE. R, VMV ABEEE) 28HLTVW3EE
G ERIC L D IREE 2 AL S B BENH D 5.[8.6.11.1. 75 1]

9.1.5 EELEBHIEERTOH 28EH 5V IESHBOERZHEY
HHEE
T BRI B S I IGR A % B S S EEL S5 BENDH 5,
[8.5. 11.1.6Z5H]

9.1.6 EYRBIAECREEDH 3 BE

9.1.7 ZFLIX—-REDH 2 EE

(BifaMIER D x> U L /NE, REINFIRET OB Y >/ \#H5E
MREBE, 1TUVEYT FUXEECORES)

9.1.8 HEERMk. OERMIBLLICREDH 2 BE
FREIERR 1 & 2 M R A58 BE L 723 . B E AV E v Hl %
WETH%E, BYRMEZIT) 2 & AHFEGH, SERGIZE
K 2 i EDO— @D IEREATA S, HHEMERE I X ) R 2 X
Lz v HELD S,

9.5 1%
TR SO3ITR L C W 2 e O & 2 PRIk IR LoD TE
Wit a LIRS SN ALAICOREG T 528, b MGtk
WM Z T 2 Z LML TBY) . MIRP IR 235 L2 8
HOWAERIZBWT, KM ¥ 7Bk G ST,

9.6 FILIE
HR LOF SRR O RILREOA A EE L. IO UL P
2 WET 5 2 Lo AFNIRFLPICBITT 5 2 L s hTw by,

9.7 NRE

(BHEFAMIER Y U D /NE, $RMERMAFIEE. BEMENS
FEMER., SHFRMEM/MRR D MHERMR. #R MMM MR
PHERR,. 1 TJUVEYT FoxE22OHEE)

9.7.1 /NESEZ R E L7BRSER LT L TV,

(GRIFMEIRET OBMM ) > /NEIEM KR, BELECHRERT
BBIV—TIER)

*%9.7.2 RMAFENL, A, FURENRE LRRHBIIER L <
W2,
9.8 S

BHEONREL T ICBISE L e o EEICRT T 5 Lo —RIZEHR
B TIRAMBERSMET LTV b,
10. #HEEA

10.2 HAER (BHRICEET S L)
A BARIEAR - R

W - ek

s F v EEHEET 7
F v

B L7240 7 F  OBIR
23D HERASFEBLL 7235
FIIEBEY BB AT o

BY Y NERGEEMIZ LD
FIT b BENN B %

AL 7 5~

77 F Y OMREREE S
BBENNH D,

BY Y /SERIGEERIZ LD
77 F KT B REDG
ENBVBENDD S,

FRAEINHIE 245 2 3554
SEIEHIHIF
R R - A V|

FEE T & D ERGE (T &
O AV A%E) 123D E
RAFHL %A1, @Y
BRLEEFT o

WEED SEREBNHIERIZ £ B
EHHEFTE O LD D % o

e A —BIEDME TN D Hb | ML THEZHMRSE 52
[11.1.13%:M] NHZ WD, Nd s,

1. BlER
ROBWEH S S 5N Z DB 5 DT, BELTHIATV, B
HRRD O N AT G 2 ik 5 7 EEY R ILEE (T 2 &,

1.1 EXEEMER

#11.1.1 infusion reaction (JHEAH])

RFN O ¥ G- AP G- BG4 24FE B AN £ < & 5 b A1 A infusion
reaction (FEMR @ ZEE MEIE, L. . KN, 2O BB
B B, M RIESE) 25, 5 BHEOH0% ICHE SN TB D,
IS OJERIE, BEEM~ AT, EISARFIOW RG-S
EbNTwb, 72, 7F 74 7F v —, JlikEd, LEESEOEE
EWER (RME. M E, KERRE, A0S0, ik (M
BRI S, 7LV EF SRS E D) MEEMSE L, iR
. S EE R, COAESE, LSS, RN 3 v 25
NhHLbNLIEDNHb, Hib A I VHl MBSRA. 8T
BARIVE VRSSO S 21T - 72 BE 2B W TH . EE Zinfusion
reactionSFEH L 72 & OFED D 5, BEVBROLSNIHGEE, E
B G 2k U B 0L (R SRR S8 kAl
RIS R B VE VAL REGERA. Pl A8 X VHIOPGE) 24T
)& EBICIERDMET 2 F CREORELY +5IBET 52 &,
(1.2, 7.1, 7.2, 7.8, 8.1, 9.1.25l#]

11.1.2 FEBHIEERE (HEAH)
BN LN A, WHICHES 2k L, S LE (R
AR, BIRERIEGRAI S OG- &) 2479 & L b2,
KAEET 2 F TEEOREL 1510855 5 2 £.[1.3.8.25H]

11.1.3 BEIFR V1L ZOBEEMLIC K 2BIERF X, FFRDOEE (4F
FEANEH)
BHEIFF 457 A Vv A OFFEHEALIZ £ 2 BEF R OUIIFROMEIZ L 5
REDRH b DI ENH Y, FBIIZE - FZERIHE S Tw
Bo BENRDSNGAIIE, EHIHY A VAR G 5 7%
SR A MEEIT) 2 ko (1.4, 8.3, 9.1.38K]

FEN1 .4 FREREEREE . BE GHEAH)

ASTEH (9.5%). ALTESH (9.8%). AI-PEH (3.8%). #E
YWY 5 (3.8%) EONFHEREMAE S F & £F ) IFik el E %
HIHDH L bNDL I L b b, [8.45H]

11.1.5 EEREEAER (HEEAE)
2 8RR ARAE B3 (Stevens—JohnsonfiEfEHE) . Hh 314 ¢ K AT i i
5t (Toxic Epidermal Necrolysis : TEN). KIGIEEEIER, ZEEIR
BEIE 9. ANKIEMERE 4555058 & bat, FEICICE - 72 B2 S

Tk, [1.5%H]



*¥11.1.6 mERED
LI BRI A BEEA W)

(43.9%) . MERURIERE CHEEAH) .

F M ER R A (45.6%)

Ief v BRI A

MR (13.6%) 3%

Ebn I ENH D, HERMEBA S LG SN TV D, IFhEk

A

LEDHRE SN TS
AT B

A
Jetis

s
&

=16

WA EATS

) B
BIEEHEOREY
11.1.8 ﬁﬁﬁ%ﬁﬁaﬁﬂiﬁfm‘
RHNOGEFINE P L OERE T RIZEZEORELY 5128
B E, RS, WEER (FRE, UERE) . 5i
LEOIERD D b bNT-HE
iz, TG EPIEL,

(43.4%)

B, HDOW0IETAIVAIL L D EE R EYE (RIGE. Al
SHhobbils 2 tﬁ D DT, KRN OGHHRE P R ONEH#R

FICHIET A2 k. (8.6, 9.1.45M]
(PML) (BHEEASHY)

11.1.9 BEMMX (HEARH)
T11.1.10 DBEE (11.5%)

/IL@%’I?E% B WVIELE DO AREENR, U

5o [9.1.15H]
11 1.1 BES (HEAH)

Mz v7rF=v kA (1.0%)
BHLLNDLZENDHY .
Wb, R, IMiE 7 L7 F = 2 RBUND EAE
Y df G ek L,

iE, MRIIZ

£ 2%

. BUNEH (2.6%) 0%
BT % WBE & § B B

B R LEEFT) Z &

11.1.12 HLEZI - BAE (B

FLH RO LTy
AL, ZRAL- PRI RO A I 2 ERE L

BT

11 1.13 METE (6.4%)
—WYEDIME TSR T 52 2B 5. [10.25H]

11.1.14 ﬂiﬁﬁ?ﬁaﬁﬂiﬁﬁﬂﬁﬁ%m&'#ﬁrﬂ (BHEEASH)

FEARTEVE, UHFE. FEAEIR. B

S pe R R GIEIR

A

i EHIZXHL CTT?”J"%%

LB L) 70 AL iE A

T R67 HETORMIZ, K, BERESEOHRIEL

IOWTIE, AHNOF G H S 4 H DL S LTI T
o [8.5. 9.1.5Z ]

21,

e
SN

\

l E

2T I OV A

WY e EEZITH 2 L,

LEEZEED I ST

s
AHE ST
2 b7z

i L “C&JI[L

EOEIES) BHobhd I endbdb, $/o. FEIOWGHE

BE . RELREE

) RIPER OB, AT N A o BEEE G OBMITA I A Y 2 ) LSR5 EIA
[ PR 55 TOARRRER, MBYE ) o/ SV (2onk 3 2 IR PR 55 T AR RRBR, #fkia o &
70— CIEGREI XS % EIA R 5 LA AR, 42 5 PEIRBZIE L2032 IR 4
IHTEABR, BERTEO 2 PTG K OVESEIRTIEIE (23§ 2 R BRI % TSR,
BAEFBER 2R b 7 AREEOWIETHII S 5 EINERS T/ AR, ABO
M TAAS I RSN %) 3 2 — A R ER & 2k 2 AT L 720

14, BHEDEE

141 EZFANFOEE

1411 MR EORE 2RO 725 I L 2 nw2 &

14.1.2 FRGH & L CAEF AR 5% 7 8 o A8 E ST DAk i
Lawnwz &,

14.1.3 PP EET B BEZNDH 5 DT, AfE L OHRIZIC
VOE) WM UVIEEI 22 22 &

14.1.4 THBEOTWULER M T 5 2 & T2 HHEORIRIZ.
MBEBEROBENNHALDOTHAL LW &,

14.2 EHIBRSEOEE
fliF) & DRFIFZ L RN &)

15. ZOMOEE

15.1 ERER{EMRIICE D 153k

(haEHEE)

15.1.1 AFHHRG ENBEFETIEe MIF A THUEEZEL L &
WD, INSOBFIITHEG S NELEE. TLVE—. @ik
FISEDR KT LBENDD 5,

B R CORFN AT 2 & MUE 2 THEROBB LT O
LBOHTHoT,

(1) BRADCD20RMOBHIRIEIER S ¥ U NEBREICE T DK
B
[EIEGIRES T AHARER M OV TTAHRBR L 38 > CHlllsE & 7214061
RHENKS S 5 & MLF A T HRIZABI B Sz,

(2) EADCD2GEDBMEMIERS > U NEBREICSH T
DR (BE)

ESME R BRI BV CHlllsE S 7235681, ARH1Z
F 2 T PukIZABNI B S 7,
(IS R I /[ ARG D SR B

55 e M

15.1.2 #A/MZB VT, M/MREDSE I L. MARZERIEDSTED & 1L
ARG 55 0 BB DS 5 1TV 2 ANl
— - = o LOZ R
* %11.2 ZOMOEIER
5% 5% ki A 16. RMHE
*x WESRZE (28.9%). | VPULBESE . WS, O 16.1 MARiRRE
B4 (18.6%). FIE | (il (FHl)
HI;‘E!EEFI?UEK(H.Q%)\ 16.1.1 E5L85 1/ 1 HHEER
% i
fr— TR DS EORBII AR £ R CHRATHTH. A | b L
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S'm/\ A F BB B ARH D Cmaxs AUC2wks AUChast 2 IFAUCins @
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#17-1 FHEFHMTEH 1 552678 O g 7212 & % 288028 [ITT (intent-to-treat)
#]
A AT FERED |
(N=196) (N=198) )12

SEE AT H RN DR 5 148 (75.5) 140 (70.7) 4.66
nrcwBE (%)

(95% 15 X ) (68.9, 81.4) (63.8, 76.9) (-4.16, 13.47)

RH B S VIR R S 42196618661 (43.9%) (CRITERASRO H7ze &

ZeRERNE, FEACEE D BOS4961 (25.0%) TH 1), I\ TRNER] %1441
(7.1%). ZH)FEAELF (6.6%). 5951161 (5.6%) Th-o7- UKEE) 2,
1) JefT8A A EHES - MabThera® (EUTKR SN2 v F v~ 7 GEETHIRR)
WH) %453,
()Y %4 O T
17.1.2 BHEFAMIER T X1 2 /NE
* (1) BEIEHE
- EIERFRSS I #8588 (IDEC-C2B8-2:K5k)
(RHEVERE A ANMEIER T F ) VN, ~ > FIVHIEY v oSTEIC, )
VF YT GRE TR Z) A HE375mg/m? 74 18 1 B T4 5
L 7z RS TAHIERBR O A RIPE R O &I T O L BY) TH o720,
#17-2

. Bk | A | H ESIES PFSH L
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I T D 0E A etk 61 1 23 61% 245H

DINPA (47%. 73%) (189H . 337H)

SR ) VAN 13 0 6 46% 111H

i (19%- 75%) (50H. 146H)
protocol compatiblef#AHT ZERNH B E

PFS (progressionffree survival @ SRR
SPERHIAE FI0F . BIVERIZI7.8%IZFED B, E R EIVER X

BROTL F=vny) ORI L 2SS RERIZY V3T (& ﬁ (66.7%) . MEFE (37.8%). IMIE L5 (28.9%). %9 (27.8%% ’fE
(T4 2 ) B OVEE RS AR D 52 A 2 L LI 129047 PR (25.6%). BEJE (23.3%). %% (21.1%). 1TTH (17.8%) T. I
BH% 5% S0 L 72 BEOIMBIAE S5 X — 5 — T O LB THo 72919, WEEIETOLBY THo7s
#16-2 #17-3 T AIMHEEE
P Cones Tuz T AUC R TOMM | EEEToONIM
(mg/m?) (ug/mL) (hrs) g (hrs) (ug - hr/mL) EITER 4 SEBUFE H L Ll
375 367.0 344 496 3370000 (HEFH) ()
X 2008 +78.9 £349 +504 £714000 55.6%
12.5H 130
Mean+SD (n=12) B RER X((zﬁoo% ’éOL/O ) (1~266H) (3~125H)
#16°3 5.6% 29 5 14H
LA Cinax Tuz I AUC IR (1,000/u L (1~266H) (3~154H)
(mg/m® (ug/mL) (hrs) Wik (hrs) | (ug - hr/mL) il - 20.0%)
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X6 +414 +46.1 +66.6 93900 b *f;’j é“sﬁb) (0~201F) (2~42H)
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BRIl VY ¥R~ T GEREEFHIRZ) B L kEa Ltﬂif:}]%mﬁ P4 G B 13 0 5 (4%, 68%) | (L2n . 7.7% )

Ba e L C BRI T 2E AR Lz, FORE, B

NOBATIIERIL 7278612 7R . &AL 72E141230~100% Tdh - 720
B OO TED o 72160 (Tie: 21.2hrs) 122V Tld, JEEH

W ~OBITERO L7210 JHEAT—4)0

W6) VX~ T (EETHIRR) HH OKEHEIL375mg/m* Th b,
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17.1.1 BfifaMIER T X2 U 2 /NHE

(1) ERRHEZE AR
R D CD20/5 1 DARNE 5+ A k) >/ SIE B 39460 (HAANSLBI % &
) PGl L. RFDUZEAT/S A F EIRETD % i 2 EIR LR 45 AR
B E L 7z RFIUIAT/ N F RS 2 10, 580, 45150
O %522 H12375mg/m*% 5 L 720 EEFHMIE H T b % 552638 0 YLk 52 12
L BB EVUTISRT . BAIRD Y X 7 #095% E X T HT I B E
L7zASE~ =Y v (-14.9%~14.9%) O#FANTH ). WHOHBE
DR EEEAT R S N7z

ZhE WAL
H2) MM XA Bk T % 2 ) oS, < v M VRIRLY SR
FH G DTN 1660 THBL L 72 EARERIZ. 568 (50.0%). Z 9%
(43.8%) JMLFE 5 (37.5%) 5695 (25.0%) HEFE (12.5%) KR (12.5%)
Th o Tz EREFRBAE T L MmERRA (68.8%. 2,000/ u LA
D FIMERFA6.3%) « I HHERED (68.8%. 1,000/ 1 LA O Ui 2k A
6.3%) THo729,
- EINERARSE I 4385 (IDEC-C2B8-3:ER)
oEEREIER Y X ) VS ERFICY XD~ T (EIE TR Z)
1A £375mg/m? % 138 ] ] b T8I 5- L 72 B R 46 T1AH 3Bk o0 A % 1
BUTOEBY THo72,

#17-5
i it | s | W R PFSH il
TS JEG) | TEfFE | GERR | 95% S HEIX 95913 WL X ]
. 37% 54H
e HE ~ N
ALY 28| 5T T W i 51 | (5H. 111R)
protocol compatiblef##7 ZERYES o R DL



(2) fDRBHIEBH EOHAICK 2 EMEAEE - MIHEE

- EINESFRSE 14855 (IDEC-C2B8-654E)
ARG R DOMEEE XAtk IE R D F ~ U VOSJEBFIZ, R-CHOPL ¥ £
v (yFRYYT (BETHIRL) BAL v rukAT 7 I K, K
FUNEY UG oY X’f‘/fﬁi@’iﬂﬁ&(ﬁ'fl/ F=vu o)
12 & BB ARER, RO SN BEI) YR U7 GHETHL
e z) BHIMERRE: (375mg/m?% SE MM CRoR12m%S) % FhE L 7.

SRR SR I AR B S N6261 Th - 720 [7.5. 7.721H]

RIS AR T W O SRR REFNIC BT 5 R85 (95% 15 HHIX 1)
1395.2% (86.5%.99.0%) Td - 72 RXEREEEH 2> 5 DPFSIZOWT
SRR SRR BT H44EPFSE (95% ETEX ) 1369.8% (559%\
80.0%) T -7z
R—CHOPlxv‘x VN & 2 BERE AR O 2 M EHIE ml62 b . BRI
1398.4% 278 B v, FARRIEH L BIHTE 5 O Y E (48.4%) .,
L (46‘8%)\ BRI (43.5%). AAHGE (40.3%). TIM% (37.1%).
BRE S (35.5%). 564 (32.3%). LIMEMHEERPLE (27.4%). MEit
(25.8%) TH o7z, E 2 BARMAMEE L, HIMEREGEA (100%.2,000/
uL A O P IMBkKA82.3%) « IFHERKINA (95.2%. 1,000/ uLAii >
TFHERRA90.3%) THh - 720
HERRR S FENE S N 7268B1 . BIVEI1X86.2% 138 H i, & EIEH
12, RINEEREORYE (69.0%) Th o7z, Ia i PR A A A1 S 1
HILERK A (63.8%. 2,000/ uL A > [ MLER K A5.2%) I P Ekii A
(58.6%- 1,000/ uL A OUFHERNAL7.2%) Tdh o720

- EINERERSS 1 #5858 (IDEC-C2B8-L7:5R)
KIEDOIERD X ) voSJERE (ARatk) ¥ EE O F AR
RIBAANE ) > /8[E) I2.R-CHOPL Y X ¥ (Vv ¥y ~7 GEET-HIRR)
BHE, YruRAT 7 I FAAY. F¥RVILVED VIERE. €7V A
F UGB RO TV F=va y o) 12X B REREEAFRE A FERL 72,
B A 7)) v F o7 R THIEZ) BH ORI E % 4mg/
mL& L T# 5 L. Grade3l I ®infusion reaction (NCI-CTCAEI(Z &
%) R OERRMICEE 2 08B (Grade3 X IZ4D @ IME, A%, &
MBI ARAE MR B ST D EEAREENR. LONYHAG 7 L — FTLLE) 28
RO LT, ORI ORI ¥ SERELAS,000/ 4 LEEZ

Hld. g2 A 2 VBREIC) v Ry~ T EEFEBLZ) 5551375mg/m?

’5:4?;2: L C250mLAZFH# (PRI IZ1~4mg/mL) L CT905-f T 5
L7ze B, VY ¥ ~7 (HBaTHERz) #AHP5EI1L. R-CHOPL
VAVCEENDEIE L RIVE CH ORISR IT o 2o EEFEMEH
THLHE2FA 7 V) v F o~ 7 (BIETHEZ) HH %905 <
5.1 728D Grade3Lh b ®infusion reaction®FEE X, 0% (0/3061) T
o 7ze BIRGHIEH TH 2 At ) v X EEE L OO FE AR
By >/ 8EERE OZRhE (95%ETEXRE) 1. 2 21100% (63.1%.
100%) (8/8%1). 91.7% (73.0%. 99.0%) (22/24%1) T -7z,
ZEVEFFMAEBIS260H . BIFERTIE90.6% 278 & 17219

- ESMEERE MAEAER (PRIMAGER)
KIGFEDO A NI EAR D F ) voSEREIZ, R-CHOPL Y 2 » (v F
Vw7 GBRIZTHIEZ) 8. Y rakA 77 2 KA., FEore
VUG, €U ) AF URESE RO TV K=y (ENERKR) O
BEF). R-CVPL Y Ay (W dy~7 (GEETHIRZ) 8%, > 70
RAT7 I FARHW, €2 ) AF VHBER 7L K=y (EPFR
FKE) OPEH) UIR-FCML P 2 ¥ () v ¥~ 7 GRZT-HE 2 ) S9%),
TINFSGE ) VBIATFIV, 70K AT7 7 I FAMPKREI b3
vhu UHEEEROH) 12 & B IR ARG R SRS RO SN EH
12y F YT GRETHIRZ) BHIMEREE (375me/m?% 81 M F T
eR120H% 5) SRR B & 920 L 7z, AT e REERIX1,19361
THhotze [7.5. 7.75H]
881#1IZR-CHOP L ¥ £ >, 268fII2R-CVPL ¥ £ . 44f11ZR-FCM L
DA HER S I, R AR T R0 &R (95% BHEXE) 1%
FNZEN92.8% (90.9%. 94.5%). 84.7% (79.8%. 88.8%). 75.0%
(59.7%. 86.8%) T o 7zo MEFHFIEIZOVT, IHERTEEE M 72 12
L ZPFSOMERIIUTOEB Y TH 720

F17-6 BREFEMYEIC L APFS (20094E1H4HF—4 A v M4+ 7)

MEFRIRILTE MBI
(n=505) (n=513)
ki NE NE
(95% 1= HAIX ) (NE. NE) (34.5% A. NE)
NF— R 0.50
(95% 1= HAIX ) (0.39. 0.64)
pff £<0.0001

(log-rankf#7g)

intent to treatffAT

NE (not estimable:FFAliAfE)
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At risk
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[M17-1 PFS®Kaplan-Meierffi## (2009F1H14H7—=% % v b4 7)

R-CHOPL ¥ 2 ¥, R-CVPL ¥ 2 ¥ LIZR-FCM L ¥ X V|2 X % fififiE
AIEERE O 4 VEETHIE R, 1936112 BV ERELEIER . R-CHOP
LY A (88161) TI16.7%. R-CVPL ¥ £ ¥ (268%61) T14.9%.
R-FCML ¥ X > (44ff]) T29.5%} "ﬂm%n FAZ BT R A
fE (2.1%) . SEVBEUE (1.2%). iz (1.2%). 52 (0.9%). 1FH
BRI AME (0.8%) iEALZEES BUE (046%) B OERL (0.6%) T -7z,
MR O EVERIERIS01 B I BT, EEZEITEH. Grade 304
LFORWERZ) v ¥ o~ T GREFASZ) #5H) t@liﬁﬁﬁ»ﬁm
T & & \WGrade 2B EOESAED W NAA29.3% 12780 S, FIS
BEXR (5.2%) HFHEREARE (3.4%). FRGBEBES (3.4%). mIJ#ﬂE
% (2.2%). HIMEREAE (1.6%) FHENVRA (1.4%) . RIS
(1.4%). e (1.2%) KWHi% (1.2%) THho7z,
- ESHERAREE MAHEER (EORTC209815(5%)

PRI D AR Y % 2) Y SEREIC.CHOPL Y X v (¥
sOFRAT77 I K, F¥VuLEy vHEE. € 2) 2AF Uil
W7V F=vy (EAFRKRE) OpfH) LIER-CHOPL ¥ 2 2 &
B R AR A ot L 72 RN REMIZ46501CTH 5 72, [7.5.7.7
]

231F11ZCHOP L ¥ # ¥, 234FB1IZR-CHOP L ¥ X ¥ 23 Hi S 41, T5fif
WAFERTHORYRIZ, ZRENTL.0% (95%EHEXF67.9%.
79.6%). 87.2% (5% EHEX H82.2%. 91.2%) Tad - 720 R-CHOP
LT A Y TRRPAGEIE o 7 (p=0.0003. 7 1 L) o
R-CHOPL ¥ X V2 & % B 8 AR LG 0 22 & VERFAINAE B11234 5112 B\
T BIERNZEI7.9% 1258 H 7z CHOPL ¥ 2 » & L L CR-CHOP
LY A Y THHERDPE% L & o 22 e IE, BB (45.3%) . i)
(26.9%) . #EiE (17.5%) RUTEFE (7.7%) ThHotz,

MEFRR ST TG R B G2 S 0 2 A PR REAME (13326112 B W ¢ BRI
MEFRRREETE (16661) D73.5% TRAD H ALz, HEGFREIEHE & L LAk
FREETE CIBIRAD % L L2 72 BIERNE. IR (25.3%) . [EH
A (9.0%). Bk (7.8%). HN% (7.8%) KU EXEEYE (6.0%)
Thol,
- ESMERREE MAHERER (RATERER)

KGHOIER T F ) o EEE (Alatk) v/l UT 0 F AMERM
TUBMINL ) > /8fE) 12, R-CHOPL Y A ¥ (Vv d <7 (GEETHL#H
Z) HHL v ruRA Ty I RKHY. FEREVLVEY VHERBIE €2
VAF VIREERR O T L =y (EINRARE) OBtH) XIER-CVPL
VA (VuFIvT (BTHEZ) BH, YRR T 73 F‘ykfu
W, €y ) AF URBERCTL Ry (ENEREKR) OBEH)
&2 B AR FEM L 72 LA 2 VE) Y F T (:ﬁfﬂﬁéfﬂ
Hez) WA OFHPGEE %1 ~4mg/mLE L THG L, £l 4 7 V2w
T, Grade3ll Edinfusion reaction (NCI-CTCAEIZ X %) 25380 511
I WA GRS PP LSRR E TN DAL ORI R AV E 2 #H
P & L’Cﬂ%\n’(wf WA T, oG RTO KRN ¥ SERE )
5,000/ uLZHA R WEEZ, E2 A4 2 VPRRICY YR T~ T GEET
AR ) A (ﬁﬂFﬂ«afﬂil%mg/mL) 905G Lz . 90
B SEE, R-CHOPL ¥ 4 ¥ JUIR-CVPL ¥ A V2 & TN A BITE

BRIV E VR ORI G- 2T o 720 FEFHMIEE TH 55291 7 V2
VE YUY 7 GRInTHIRZ) BH %905 W TS L 72K O Grade3 134
®infusion reaction?® FEIHEE (95%FHAX M) 1£.1.1%(0.3%.2.8%) (4/363
Bl) T o717,

AVERHEE 142560 b BIfEIE51.8%I2380 b7z,



17.1.3 ZRMERENFIEE. BRENSRMER
(1) E4HEERES I HERER
2556 M5 2514 PO SR I RE 31 & BEALEE 1 % 38 18 9 D W38 1 S FR 5801 % b
LT, [RERIEREAVE VR L)y Xy ~T7 GEETMBZ) #
#1375mg/m* % 18 [ [ B T4l 5-9 2 Bl () v ¥~ 7H) L TR
BEBEERVEVHRES 70RA 77 3 FAMYOBREE] (37
Ok A7 73 FH) LIS UETHRR BT 2 HMEELTOLEBY
THhH-721,
2) WHEAF VS L F=var (1,000mg/body/H) #1~30F%45, F7, WlEed
RO 7 L F=vy (Img/kg/H. EINRER) 205 L, SEREICBWT
GRS A 2 L LRES .

£17-7
N PRIV 2R OBFREEDH
Y /fjgg(;ﬁ 77 3 M Y xTH-
e (n=98) SoukAT 73 R
ST 64% 53% 1%
(95% 1= X [#]) (54%- 73%) (43%. 63%) (=3%. 24%)

1E3) HERMG A 564 HBEOBVAS/WGA I 7208 2 ). ST 207 F=
Vv (ENKRKRR) Ot &I TE g E L ER L7,

PE4) TBUMEAIES Y — Y v e LTHE L72-20% % LEI>TH Y (3% >-20%). %
HAvR SNz,

18. ExhEIE

18.1 1EA#F
VY F T TR YOSERL O Y v ER, IR OISR L L 72B Y
VOSEROFEMIZFEI L T\ 2 BEE B EGUFECD20I FF A ISR & L.
L7 x5 —HEREA S L CBMMATE & 5] S I BMIRA R A FE T
22020 A EROVERET X, Cla~D# & % 4 L 72 6 AR AR AT 15
% (CDC). Hhizk, v~ 7077 -V ROFF2I0*5— (NK) Hifao
FHNHEBLL T3 L EOFc y 56 % 4 L 7z PuR Rl i
(ADCC) TH 2%, /2. VY F < TIEBY) ¥ /8EkOCD20IAEAT S S
ETCT R -V ARFES B,

(A

18.2 in vitroitBR

18.2.1 CD20#5 & &M
BY ¥R C & % RamosHll i o #iiE #1812 F B3 A CD2012xF L T,
FAT/NA o B LA L A AR A R L 22%

18.2.2 HAKFHHREGEE/ER
RamosHilid 12} LT MifAIZ L 52CDCEFE L. ZOCDCIHHMEIL e TN
A FESEGED EHHBLL TP,

18.2.3 A kF G E/ER
Ramosfiig 239 2 NKHIBOADCC% 5 L, Z D ADCCIE I ST/ N4
F BEHE T & I AAH] T E W EEIATRED Sz,

18.2.4 7R b— REERE
HAN—=E Y T MEERSEE AL CT R =2 A% % L, RamosHiifig
KT 2 7R b — 2 AFERIIIAT N A F R LB T,

(U &40 &8 m5E)

18.3 WA KEMMEEE/ER (complement-dependent cytotoxicity, CDC)
VY EF w73 MEROFEE T, 2.2ug/mLOjEE TSBMIFL (& b sk
CD20B5VEMING) D50% % ¥ L7275, HSBAIAE (b b HskCD20B VML)
XERE T, CD20BUE % A3 2 M0k L CHEAIRTE IS S 2 A
5 EDHERS NIz F 7z e MEEFEE T G MmEHE (CD34B M)
Oau=—EREEICEE L b o 222,

18.4 MiAKEMMABNEMEMIBEEEA (antibody-dependent cell-
mediated cytotoxicity, ADCC)

VY7 b7 27 ¥ MO T 3.9ug/mL O REE TSBA
JaD50% % % L 75, HSBMifdIL A #E9°, CD20HUE % 459 % Mz 125
L CHUAMEE RIS A B % 2 LSRR S 7z,
*18.5 /in vitro CD20HIE4FENES1ER
IDEC-2B8 (Vv ¥~ 7 L [A—OCD20VUE A (WA HRH) %4
35~ ABCD20E / 7 1 —FVHifk) &, BEAFOHCD20HiA TH 5Bl
Dt bCD20PLFE 03 2 56 & EEARTFAIICEEE L. 2 DIC50 (0%
W) fEIEBl. Leul6 (fite hCD204Lfk) ©1/2~1/3&. & hCD20PLJE
LR LTRSS AR A RE R R L72e & ORIV EUIF A A RE L.
VY FYTT (v A=k b A THRPUE) THHEFSTLWAY,
%18.6 /in vitro B > NERISERFES1ER
Uy E YT, b MEMIMBY ¥ o8EkRe v MEEMEEBY v EM & 5F
FMIZREE L Mo SR R & I BUS L 2 2o 722

18.7 in vivo BY > I\BREE/ER
B =7 APV B4 K O H 3 H EER S LR S, AR .
BRI OBY) Y SERIEEICHA Lz, b, TV ¥ 2388kicik
BALZ RO Lo 722,

18.8 b MEEMHEB & DX XS
B e M EEHBEORKEI A & ORI EE FRIAER, VX~ T
DEROGHEZR R L7z0iE, ) 22358, Ei, REEmMiE, Bk, MliEo AT,
CNPSDIEY v SRR L AZBUR L 7 2o 7220,
TED) AN FERS )Y ¥ T GRIEFHERZ) 855 dMabThera® (EUT
ARRENI) ¥ o~ T R FHIR ) BH) 2154,

19. BRI ICET 2E{L2NHE

— MR Y X~ T GEETHIEL) [V F v~ 7 kb2]
Rituximab (Genetical Recombination) [Rituximab Biosimilar 2] (JAN)

KRE Vv Fo~T GEETHIEZ) [V F o~ THE2] (& daTHR
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