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BAEEERIBRES
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100mg 500mg
ERES 22900AMX 00970000 | 22900AMX00971000
BR5chaia 201841 H 20184F1H

$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]
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1.1 XEDHREE, BEFICTRHIHETE BEERERIC
BFWT, BIEKRBOREICTS LM - BBRE2FOEM
NG ET, XEOER»EY EHIM S h BEROHICIT
ST &, £ ARERMIBICEKILE. BEXIEZOREKIC
FHMRVERIEE THICHBEL, AEEBTH,rHEES
ZHIRT S &,

1.2 KE DR S5FHBE%I0D~2B/E & V) & 5 Hh Binfusion
reactionDdB7F 7 1 7% — HEE. DEEHEDE
BELEMER (BERIE. MEE. SMHFREEERE.
DHEE, OEME. ODREMIavIE) IC&Y, T
ICESBIPSEEhTWVE, ChSDERTHDELC T
VAR S5 BUEFBLURICHSNhTWVWD, £k, KAFEH
BELAEEBEOMERS®RICH. ChosOEMERA»P 5D
habThddHsd, KFZSRENT 2P 4> (ME.
IRiE. MFRHE) OE=ZFU 2 JPHMEERDEE%
TOLLEBIL, BERIBEOREZTHEBET DL
BHICUTOREIIODVWTHREBREEIEL. POEEL
LRTVDTEETSH &, [7.1.7.2,7.8.8.1.9.1.2,
1.1.188]
cMEPICKEOEEME, &5 (25,000/ull k) %

CIEEENSVEE
-BlEEESEE
< DIRE. MSEEREES2HF 5 8E

1.3 EEEDABERDICHEV. BFR2. &H Y7 LINE
EAHILY Y LAME. SREBOE. =Y > MESEOEEH
EAEMREE (tumor lysis syndrome) #'&% 5 bhh., FAEMREE
CEELVAAMBEZECLIFRTHRUERIDEL
BolBEIPHEIIATVS, MERICKENEEME
PHBBEICHVT, YIERE%12~24EB LN ICSE
EICRDOhBEHLS, EBICEEENSBILI-EHE
T3, MEPEBRERERVBHEREZITORE., B
EOREZTIHRETEIE, £, FHEBREL -
BOWEZREREICHE. ChoDEMMERPHSHhNhdE T
hH s, [8.2. 11.1.288]

1.4 BEFFRI AL X v U T DBEET. FAHOABEHEGH
RIGEERTRIC, BIEF R ROBE. FR2IC
LBECHIFHESN TS, [8.3. 9.1.3, 11.1.35H]

1.5 RBFEIEIREIREE (Stevens-JohnsonfEEEE) . HE4
KREIEFEFMEESE (Toxic Epidermal Necrolysis : TEN) Z
DREBHEERSH SO, RTICE- EBIFHRE S
TWw3, [11.1.588]
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3. H#RK - MR
3.1 fHR%
- )Y X TBSEMEE | )Y & 2~ 7 BSAEEE
W5e4

100mg [KHK] 500mg [KHK
81 7V (10mL) . V7 |18 7OV (50mL) . V7
BRGr |F T (BEETHERR) | FUT (@TKT%‘E?‘@K)
[V F =717 100mg|[1) 7 % 3~ 7 ##5:117500mg
7 I ERIK A 52.5mg| 7 TV EKFIY)  262.7mg
wE R 90.0mg|¥EfbF FVU 74 450.0mg

ARV IR—=180 7.0mg|K) V)L x—1+80 35.0mg
pHuH*kﬁf 30 = | pH A 2E 1] i 1
) RKFNOHEME) v ¥~ 7 @IZFHEZ) [V Y F 2~ 7Kk &
F oy A == ANLAY PRSI A FCREE S D,
3.2 WEAIOMIR

Wi, Vv TBSHIEENE | ) Y F Y~ 7BSAEHE
. 100mg [KHK ] 500mg [KHK
(42N O~ RO
pH 6.3~6.7
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FiRMaZ) EFHEROCA Y MUIL YY) 1 TUVER
7 Fuxtsr (BEFHEBRZ) EHERSORIRS

5. SHEEX I RICEHET % FE
(BiEfaMEIER T X2 U > /NBE, REMFIKET OBMM Y
> INBETEME R ER)

5.1 REWG-OHEIG & 70 Z & M ES OZ Wi, WHEZHIC 1T
G T REER A FE O R SUIRERR IS L VAT T &

5.2 oG md iz 7o —H A4 M X MY =512 X ) CD20
TUE O ITV, BEETH L EDFER SN TWDLEED
BTG T B L,

(BPRMERMNFIEE. BMENSRMER)

5.3 B % &R BESE VRS, BEARRE T %%
EPEOENTVERE I L CAF KRG 2 EETHZ &,
EEAECHRFATSEN—TZIBER)

%5.4 G (A7 04 R, MRS o sfrs
ONGWEFEICH L TARORG2EET LI L, /20 &
BAA RI4 Y EORFOHERE BEI2. KA OG- D5 Y]
EHrE N BB IMEHT A &,



CI2 MR S I/ I AR GRE M PSR TS

5.5 MOWEFRIS TR EDI RSN WIGE, UIREMC
MENH L EEZZONDGEICORMEN % ZE L. /MR
B BERAEIRD S A THIMY) 27 HTEn b E 2 5N b BEIC
FHTHZ . T2, BETA K94 VEORFTOTHREY S
FIZ, FEOFGAEY) EHIT S N BEIHEHT L &,
(R M A I /iR iR 2 1 SRR R)

5.6 FIELIIHAEOHAIZOAEMNE2EETLZ L, /2. 2
WA NI A PEORFOEREZEIZ, KA OFGHN#EY)
LR SN BB IEHT A &,

X6, MERUAR
(BiRfaIER T £ 1) 2 /NEE)
HE. A, VR~ T (BEaFMEL) [V s
~ 71l & L ClAlE375mg/m® % 138 B R BB C 500 #
T 5o AT MEUI8IA & 5, MOPUEMERERE#] & OFH
T AL, PEHT 2 BUEMEIEE A O 5 @I &b T
A 7B 7201053 5, HFEREICHCW25E61E. &8
WA, Vv d YT (EEETERZ) [y FRTw
T#el] & L ClEE375me/m % B EE T 5. 5-MIE
SR E B2l L, SRS mEu 120 & 5,
(GeMEIRET OBMM U > /N EIEHRR)
MW, )V EYYT GERETHEL) [V F v~ 7k
& L C1RIE375me/m*% 18 F [ 06 C AL sE 3 50 MRk
SEHE8m & $ 5,
(BRMEREAFEE. BRSENSRMEL. BREmEN
IR A M SR TR )
L ORI, VY FR YT GEETMMRL) [y Ey
< 71D & L C1ME375me/m? % 13 B R B T4 S A
ET 5,
(BTEAETHERTIEI—TABL. BRI/ MR
DHEEBER)
MW, )V EIYT GEETHEL) [V v F v~ 7k
& L CLEE375me/m* % 138 R [ B C4lal SiE e T % o
ATIVYEYTT FIxE22OHHERE)
WEL. ORACIE. VY E YT GEETEERL) (Vv
~ 7kl & LC250me/m* % 1Al EiEEHET B
(hEELE)
IRFN T AR H A U35% 7 R o B SR I Cl~4mg/mL

AR LS %,
7. RERUVAEICEET 238
(hEEtiE)

7.1 RE P GECHIE L TH 5 b binfusion reactionz Bk
D70, REFRG-O30GRINPLE A Y I VA, G
WHIEORIR G217 T ko T2, BIERERVE SH &P
LW, RFOFSICE LT, BIERERVE VH]
OG- A EBET L L, (1.2, 7.8, 11.1.15H]

7.2 [EAGHEEICEE L CHLE FRE, AR, M RES O
JERDFBLT 2 O TRFAOFEAHE XY . EAMEL BT
LEIIFICERE T 5 2 Lo ERDEH LG & IE AR %
DL L EHFIET 5, EERIEROYAITE SIS
kL, WU MEEIT) . o, S EHT 254
SERDSE TR L1, kR O3 LU T o #E T
5 ERGT 5. (1.2, 11.1.15H]

¥7.3 HEARMBFIZLTOEBY 35, 72720, BHEDIRFEIZX
UREING Y P A ESNER B PR

LB aESE S R A

- BHifatEIE R D X 2 ) v (RS
WAy

5 4 3055 1£50mg/ I T B #h
L. BEOREEZ T 5E%L
BHE . ZDOH305EIZ50mg/
3o P T, fR400mg/
FCLIFAZENTE S,

2171 H DR TROWTNPIZELT 2
Ak, LEREE AT 2 BT
LT ENTE D,

- R G- WIS B L 22 FIE
My TH - 7284,
100mg/Hf ¥ T EIFC#He 5%
B4 L. & O #3050 & (12
100mg/FE 32 FIF T, |k
400mg/WsF T EITF A Z &
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i f) 3055 1£50mg/ I T B 1k
L. BEOREZ oBlgL
A5, ZD%3051:1250mg/
FF 570 R C. fiek400mg/IFs
FCLTSHCENTE D,

a5 G- 1 S8 8L L 22 BIEH
T H - 72854, 100mg/
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LR R B E ¢ P CHS &2 BE L.
o B R A A IS A K Z D 14304512 100mg/ H 37>
AR BN T, Rk400mg/ M F T L
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*7.4 FHRGROFRER CZEEICET L IHRIERS N TS
728, RENOFHGIZB L Cld, EROW S 2 EE I RET
b,

(BiifatIER T X > U > /NE)

7.5 MEFRHFREICH WV 26 1%. BIRABRICHA AN S - B
DRFERIEEZO W, [17. EREE] OHONE 2 ZHIL .
ENNDEFTDOITA F T4 »EEZBZEIIRROFINIER
EWE oI 8 L7z LT, SRR OEREZITH 2 &,
[17.1.2&21%]

7.6 - EHEVEEE Y OOSHEII T 2 KA ORERHRE OB RITE R
O MR L Ty,

7.7 MMOPEESERELER L FH T 25613 BRRBRICB W TR
SN AKH OG- M, FeEREICOWT, [17. BIR
A ] OEONEZHI L. BERNNAORTOTA K714 V5%
REEIT LI L, [17.1.288]

7.8 RFENFxGEI2HFE L CTdh 5 b Sinfusion reactionz Bk
SHD72OIT, KA EOS TR T HICEL. T 21L
SIRICRB R E ARV E YRR E TN EA120E. SREE
BEAIVE VR OFITG 21T 2 Lo [1.2. 7.1, 11.1. 1]
(EEFEAECHRR TS BN —TZIBER)
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8. ERLEAREE
(GhBEHE)

8.1 Infusion reaction?’® 5L b 2 EDH LD T, /N{ &)L
FA v (E. /I, MRS o€=5) v 7R BERE
RoBERE, BEOREL 41085452 &, [1.2,
11.1.1&2M1]

8.2 BB HIBIEMEEED D S b D Z &N 5 DT, I EM
HIRER O EREEMRAEZIT) 2 & BEOKELY T2 BlI%
5Tk, [1.3, 11.1.28H1]
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8.3 ARAIDOFLHIZ LY, BRI &Y A )V ZAOFEEALIZ L 2 Bl
SENFRINF R D S b D 2 Edid b REFG 25T -
TBRIFF 7 A IV A KGO H M2 FERE L. AHI 57112 85 1)
HMERITH) T &, [1.4. 9.1.3, 11.1.35:H]

8.4 HHEREREE, HHDH L DNDL I EHH DL DT, FARRER
TEAT) R EBBFOREZ TR T L2 L, [11.1.45
]

8.5 MEKMA 7 S5 b D Z EdHD T, AHIOGHLEM
T OB T I3 MR 2 179 % EEF OIREE
TS A2, [9.1.5, 11.1.63H]

8.6 AF o X Y FKAYIM ) > NEROWAD D S b, Gk
TR T A2 b, FEra 7)) asigd Lzpns
WEINTWE IRl REHRIERICL MR AV
AN K D IERGHEDE U 5 UEEAL T 2 REMD S 5 0 AHIC
I =2 - AT AMEFEHOBENDH 5 DT, #)7%
FHHEEERT A L, [9.1.4, 11.1.751]

8.7 MLEZEIL - HENDH L DNL I WD LDT, WIAKEIR
Lo, BEEE. T, i, Aot 1
AT 2 ks [11.1.12508]
CEEMEAFFME M/ ) ARR A 1 SR BERR)

8.8 AHNC L V) M/IMRELOBEHINA S 5 bz & OIMENDH
L7z, MM Z ERICIE L. BEHSRED b5 E
AR OEG 2 ik 5 % S 2 LEEZIT) 2L,
[15.1.2% %]
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8.9 AHIZ MM T LBk, B ([EH Lo EEoR

WARZKERSE - EIDAMEERET S N RN ORL IR S
WiEd ) F YT GEETFHIRZ) (REFIHIKET o

CD20B Mk OBMIBLE ) » o SBEGs g d () ) &0 2) %
BTk,

9. BENEE*HIHBREICET IR

9.1 &fHE - MERZEDH 2 84E
(GhEESEE)

9.1.1 DEEEREZDH 2 BEL ZTOREEDH 3 BE
BH RIS ERIOER, L=l T8 v
TERAT) L, BEOWREZ 58S T 52, 5L
I G RICARIENR, HoUESE 2 AL I E R S & 5 B2 IR
H5bo [11.1.105H]

9.1.2 fiEHE. MikEEEDH2BENIZOREEDSH 58
&

P G S IHE G- 15 S SR R SR I % 11 9 2o
IR ZREE E DS & b, FlitsrE4 LS S22 BZNDDH 5,
(1.2, 11.1.1=MH]

9.1.3 FRIVAINADBERIIBREFEEEF T 2E8E
ARHN O EFHA o R ORI T t2 3kFE L TR eI il <
FEIANAR =D —DE=F ) > T %47 2 &, BEF%
7 AN ADFERALOBEREIROFBIEET L2 . B
BIF57 A VA F v ) 7 OEZEIPETEGE (HBshia ke
P 2 OHBAUAUIHBSHUARGE) C. RAOFEGIZ LD |
BEIFF S AV Z O FIEVEALIC X 2 BUEF R UIIF RS &
bNDLZEND D, B, HBSHURBG R E AR F % %5 L
72 HBsPUEADSEEMED 2 WBRIT 95 % 584E L 72 B3 &
NTws, [1.4, 8.3, 11.1.3&MH]

9.1.4 BE (BUMAE. PR, VAL ABEE) 2460 TV
3BE
SEMIHIEHIC L VIREZ B S BZNDDH b, [8.6,
11.1.7&1]

9.1.5 EELBHIRRETOS 28EH 2V ILEERBROSHE
REDHDEE
IR ER A B OV MR % TE S BB L S &5 BZ A
Hbo [8.5. 11.1.62MH]

9.1.6 EMBBEDEREEDH 5 EE

9.1.7 PLIVX—FKED & 3 BE

(BERMEIER S % > U 2 /NRE. REIHIRET OBaM )
DINHEEMRE. 1 TUVEYT FUox LD OIS

9.1.8 IHEERME. OERMEMIICREDSH 5 BE

TRHIERR 12 & 2 IR N EEASEB L 223 Aid, BRI R E RV
YRGB L, W AMEEIT) 2 & ARAIFRG &,
PREFUCNZ LR S 2 i B 0 — MR D JEAR A & Au, SR EEITIR
WL DI EEEE X2 Lz ) &N D D,

*%9.4 £JERREHT BF

TFURS B REE D & A PRI IZ, AREIF G B Ok 5-1%
127 A IZ B CELE T 2 B K ONE ) 70 @l 2 D v T
BTk, [9.550]

%%9.5 1TiE

IR SOZHIRE L CW A RO & A oI, HR LA
Msfebatt % LRl A SN AL EICOAEST5 2 &,
b MgGIXE#EREMZEE T 5 2 M5 NTEY) . Hikp
WCARH 2355 L - BB O WA IRIZB VT, KiFIY) ¥ 7 38ko
WAL SN TW5D, [9.450]]

9.6 RILF
HREOERE R O REOEREE EE L, BILoMks:
WAxH Ik 2 a2 2 & o RFNIREFLHPICBATT 5 2 L 05k
BEINTNDY,

$9.7 NE%

(BiEfatEIEAR D ¥ 2 U D /N[E. SRMERMENFIEE. B
HBNSRMER. HRMEMAR M MR HEER. 1TV
YEYT FoxELCOHEES)

9.7.1 NEEA MR E LABRRBRIZIN L T v,
(REMHIRETOBMM Y >/ EEM RS, BEEETH
RER TR BN —T ZB %, BTN/ R D RBR)

9.7.2 MAMREIR, HAalE, FLBZ SR E LR RABRILE
Jiti LTV 2w,

9.85
BEOREL HICBIE L 220 EREICHRG T2 8, —ik
2R Tl AR REAME T LT\ B,

10. #HE1EH
10.2 BEAEE (BFRICEERT S &)

ES B FRREIR - H5 i3 W - fabRE T
BT F oG EEL2ET 7 F OB Y SEREEERICLY
984T 7 F 2 IO IR EH L | BIRT 2B 200D 5,
7o A ) AL E A
79,

ANEALT 72 F 2 |\7 7 F v OME %G S |BY) Y XERGEEEHIZEL D
HHBENDD B, T F KT B RIED
BoNzwWBENDDH 5,
SLEINBIVEI % | 55807 & OIKYAE GHIEE e |38 1 o S 3 BRI &

9 5 HEH| O AV AEE) \ZHED E| A EYLE 3 56 O fi bt 28
RIERIHF] | RFEBLL 729G, #Y) | 5.
B ARV | 2 LB % 4T o
E A
[ =51 —E O ME TSSO ME T LIRS E58
[11.1.13Z28] |bhbZthdb, ENDD D,

11. BfEA

ROBMERDHSHLNEZ EDHDEDOT, BEE+5I1247
Wy BEDSED SN A IS A kT B 2 L) 2 L
BEITH Z L,
1.1 EXAEHER
11.1.1 Infusion reaction (HEEAHH)

ARHFOFE G- 3% 5 B B4R LINIZZ Ch bbb
infusion reaction CREJIR @ F&Zh, HEZE. B0 TR, JEW.
ZOFE B WL RBUR. MAETIELS) 25, H5EEON
WBIZHEENTHEY . INEDFERIE, BHEM~hEr
T, FICAF OGS b T\ b, /2.7 7 4
Xy —, WiEE, CEESORERELZEWEN (RIME, mE
IR, RERSRIMAE, USSR, Mige (MRIMEMizZg. 71
F— VRS % &), BEEMEE %, MR, S
WA R, COAESE . LEME, EEY 3 v 25
HEbNLIENDH L, Pk A ¥ 3 VH|. MG, B



BE RN CHEORTRG BT 72 BB IIBWT L, EER
infusion reaction?3%&I L 72 L OEDH 5, BHFEHED S
NEAEE, BEbIckG 2k L, #Y) 2 0iE (BRI
SRR RAEILRA]. B R B OVE CF)L G A
e A% I YEIORGEE) 2179 L LI, JERPREET S
FCEREOREZ TS TAZ L, [1.2.7.1.7.2. 7.8,
8.1, 9.1.25H]

11.1.2 [EEHEERSE BEAH)

BEPRO SN E1E, Bkl L, w2 uLiE
(AEBRAIRE. BIRMBIMEGER SO G, ES) 2179
L EBiz, FERPEET S T TEEOREL BT A
Zk, [1.3, 8.25H]

11.1.3 BEFRVAIVZOBEEHLICK ZBIERFR. FRXD
BWE HEAH)

BEIUFF 27 A v A OFIEVEALIC & A BUENT 22 O 4 o H
WZEBDHAREDRHHLNDL I EDNH Y., FBTIZE > 72RERD
MEEINTWE, REPHOSNHEICIE, BEHIZPY A
VAR Z 53 5% WY R ERITH) 2 & [1.4. 8.3,
9.1.3=H]

TR FEEREE, HE (HULA)

ASTEH (8.6%). ALTLH (8.8%). Al-P L 5H (3.6%).
MEVIVE v EA (3.4%) S0 IR EERATE 5 & F 9 BT
BEREEEC D H b b DL Z EDH b, [8.45H]

11.1.5 BREREER CHEAH])

Rz FEREIEIRFE R (Stevens-JohnsonfEBERE) . gk Rz i
YE Rl fESE (Toxic Epidermal Necrolysis : TEN). K& &k
SEIR. BBEIREZ N 25, /MIJEMER N 2505 b, JETIC
Eo oI I N Twb, [1.558]
F¥11.1.6 WD
PUMERE A GHEARE) . HmEkmA (41.1%) . ek d
(39.2%) . MYk ERE (BHEEARW) . M/NGRA (12.2%)
WHHbiIL,I s ), EERMBKMD S HES T
Ao WFHERIRA 12D WTIE, REO R G-2 S48 - DL
el L CHEBT AP S SN TS, [8.5, 9.1.52 1]
TR B (43.0%)
T B H AW A IV AIC L B EEZKGSE  (BUihE.
Bi%55) 23 5bN b T E0H 5D T, RAEIOHFRHE
WIEBRER T RIIBEZOREZ T IcBlgdT 52 8, [8.6.
9.1.42MH]

11.1.8 EITHZEMBERE (PML) GHEAH)
KRENOEEIE B OVEHRFE T 123 EEOIREZ 5 12 8igE
L. EakbEE, RMBEE, RREAER (FRREL, DU RRE) |
SHEREELEOFERD D S b AL, MRIC X 5 E{§SH
KO ERREE 1T & &b, 5 2Pk L, @Yz
BEITH &,

11.1.9 BEEMMHE CGHEARH)

FEU.1.10 DBEE (10.1%)
LEWED L CITLEEOAEENR, PolE. Ot ZED s S
NCTwb, [9.1. 1]

RN BEE OHEA)
mEz L7F=v kA (0.8%). BUNEH (2.3%) ZH0%
BENRHLDLNLZ LD Y, BT LEL T 2 EREN R
HEENTWD, RERD. EZ L7 F = RBUNO L&
DRSO SN A Gk L, Y2 ALEEAT) 2k

11.1.12 JH{LEFT - BAZE CHEARH)

HENEO NG EIE. BEEICXH., CTHRAESE % FEH L
THIMAEAL, 2270 - PAZERTROBFMEZ ML, @) 2 &%
119 2 & [8. 7]

FX11.1.13 METFHE (6.1%)
—EEOIME FRENEET 5 2 Ehd b, [10.250]

11.1.14 T A S AEAE R B E O RERRER CGHEA)
PR VR INEE T GRETR DR S8E, HH . RS AR
WEEE FIMEE) PHobhbZehdbb, T2, KK
DIFEFAET %67 H F TORNZ, JeHH, BERESEOMIE R E,
BT PHTA AR R S O R B s s S T b,

1.2 20mOEER
5%LA 1 5% A i BB
WHEER 98 (26.4%) « (WPIRRESE . Wi, 5

I H9% (16.6%)  ITIPE | i
TR g R B (12,49 ).

%
okl LR (12.6%) [BFF, M. &
N T BR. SHiPEIE I
ex T W (16.4%) | CIPI . (A, L
Flwtesr B, O o] 50

AR, TR
FEEA(31.7%) R | BAEG . ML, | MR
B BAE (14.5%)3&9% (14.0%) | A, 1 > 7 )bt
TS (13.69%) T TY | WRRAEBERE

Y (26.6%) BRI, RERI. i

B e | (16.4%) DU A
x| VNE(15.79) B (14.3%)-
%, IE
P FEEE, L OTUK,
% AR [
2 (18.4%) FFRRERIE % T4 T
* % W [FDP. D%

it - e

* A~ =] 80, m
AN N
i TR BUNLEH, 7L 7
- F=v 5
ALT LS AST L& |[AIF-PLER. L)
sk | I APES

CRP.L 5 (15.0%) . [#F IR IE . 4 IEE 4%,
LDH_I- 4 BERHMA . TRERH
A BEIRRZ R
Z Db 5 A G RO (F
. JERSS) . 7o
IV, Leol
. i
W) BWER O, AT A A EEFOBMIMEIE A Y F ) L o3EiIc
x4 2 EIPERAR S TAIRER. 181 ) > SPEFT G 1k 3 2 E SRR
AR, EEEOME TR S 5V IE AT KA 7
T — VIR 3 2 BN ERR S AR, #EG RO A7 0 4 NI
Yotk 7 0 — VIR BT3B R ER AR 45 T AR AR, 4 B Mk e e
VX % EINERR A5 TAHRBR, GO F 5 KGR X OVE SRR R
JEFE XTI 2 EI R 5 AR, BB R A7 b T AREE
DTS BhZxE 3 5 E N ERR S T/ ARG ER. ABOIIL I BIAS # 4
FERIZRS 9 2 — MBI, A A O U4 B R A B s o> )
V2t 3 % BTN IR 45 TUAH AR, B RS AR IR 0 Bt 1k B S U LA UG O ¥
SRS 2 I AR 45 T AR AR % JE 12425 T L 7

14. BREDER

14.1 RAARBOZER

14110 7 2N HERTH 572012, DT PIEEI OB
FHRHRONDL ZENH DD, THU L) KH O3

ZFhve B, TNUSONEEOREZBOIEEICE

FHLRNWTZ &,
14.1.2 FRGE & L CAEBLAEIEHE 5% 7 8 #EEGHE DAL
EHLZ2WZ &,

14.1.3 SUEDPEIET 2 B2 ND D 5 DT, AR AR
A2 &) L WIRB 2 MR v T &

14.1.4 HREOWITESLPICHEHR ST 2 2 Lo /2, AR
id, MEHROBENDVHLOTHHAL 2 Lo

14.2 EHRSBHOXE
i) & DREIZ L RN Eo

15. ZOMOEE
15.1 BRERFERICE D158
(ZhEEE)

*%15.1.1 REHEG SNBETIRE MIFATHEEELS
ZEDRDHY, TNOLOBFICHEG ENLEAEE. TLV
F—| BBIUSENEHT 2 BEZNDDH 5,

R CORFNIF T 5 & MPLF 2 T PR O HF £ L DL
ToOLEBYTH-T2,
(1) CD20fMMBMARAMIERY X U NEREICE T HK
&
FEIP R 5S T AR SBR M O TAR SR L2 38 CHlsE S 72140
B, AHNTHT 2 & MLF A ZHRIZAEN R S,
(2) CD20IGMEMBHIAMIERT X U NEBREICEITBH
B (&%)
MR IR B 12 B\ CHlE S 172356610, AFNx 34 &
MLF 2 THURIEABI R S BREINT— 4 ).



(IS4 R I/ AR A R BT R)
15.1.2 I BT M/MREDSES I L. fife 224 iE ASRE O
SNk 0MERH B, [8. 8]

16. EHEEE
16.1 MehigE

(Al
16.1.1 SES 1Bk (GP13-2015K5%)

LMY 20 e BAS MRS 7 ~ F R O TR 22 v L i RS O PL
TNFFE GRS R EEOME ) v~ F B 1736012,
AN MLFH— MEET (7.5~25mg/38) . AFI IZEFT/S A F
£ 32,545 1000mg™ % 238 [ 18] 8 C2M0] A L 72o 2458 T
D IMLTEFPERE D AUC) D RATFIIMED I (RHF]FAT/N 1 F [ESE
) 131.064TH Y . FOI0%EEIX [0.968, 1.169] 134EH
FHREERFAE (0.8 1.25] O#FANTH 722 L5, H)
ORISR SN,

(ug/mL)
—e— AXF)
o JEAT /A F R G
Mean =S.D,, n=86
400 L
:'Z
13
N
=
=
200
01 = ®

0 2 4 6 8 10 12 14 16 18 20 22 24
HBEREE (8)
[16-1 23 ] [ B C 200] i g L 72 & & oIl il EEHERS
F16-1 RHAITUIIEAT/ N A A FEIE G % 208 B IR C2M SdHHE L2 & 20
SEWFRENT A — 4

AUCO’mf Cmaxl CmaxZ Tl/2
(day - ug/mL) (ug/mL) (ug/mL) (hr)
7 8005.04+2653.76 | 395.14+191.60 | 428.18+135.13 | 385.74+158.58
[n=75] [n=79] [n=76] [n=77]
AT/ A 7| 7563.06+3000.58 | 339.73+120.48 | 418.12+159.92 | 385.06+108.26
A [n=70] [n=77] [n=75] [n=72]
Tiﬂﬁﬂﬁﬁfﬁsi

mdxl CEALR H B O i

Craxe © VEA2[A] H 2D e KU i E

1) EINFAKFEO R RE LR R

¥2) JeATN A4 A ESEE - MabThera”
7 (GEnyz) 5]

13) FKER KM E13375me/m’ T 5o

(U %4 2" HiEEE)
16.1.2 BHifaMIER S XU > /NE
EN OCD20M BRI EIER V% v ) oS EEIC, Vv F Y
~ 7'375mg/m’% 1[4 X128 # 5. CHOPL ¥ 2~ (¥ 71
FATZ 7 I NAHY., FEVILEY JHEBE. o2 ) AF Uk
BIER TV F=vay) Lot X 5 EFEARERZIZ) Y
¥ THERRR. ROV AL OS2 A 7V DIREIZ9053

(B TEREENTVDLY Y F T

5% FEH L 2B ORYBRENNT X —F — g ToEB) THo
)
#*16-2
Yo Crnax T P R e AUC
(mg/m?) (ug/mL) (hrs) (hrs) (ug - hr/mL)
375 % 43 194.3+58.3 | 387.8+188.7 517+248 118237+53412
Mean=SD (n=8)
#16-3
Eiacs ) Conas Ty P R R AUC
(mg/m®) (ug/mL) (hrs) (hrs) (ug * hr/mL)
375x 83 | 445.2+103.0 | 393.6%185.2 568+267 502147174273
Mean+SD (n=15)
#16-4
5w Conax T S R AUC
(mg/m?) (ug/mL) (hrs) (hrs) (ug - hr/mL)
375x20[0] | 367.0+78.9 344+349 496+504  |3370000£714000

Mean=SD (n=12)

#16-5
s Cinax T ST R e AUC

(mg/m®) (ug/mL) (hrs) (hrs) (ug - hr/mL)

375x 6] 294.0+41.4 270+46.1 389+66.6 | 548000+ 93900

375 % 8[A 329.0+46.4 282+64 .1 407+92.5 | 753000+119000
Mean=SD (6] : n=13. 8[a] : n=8)

(ug/mL)
600
T

0 50 100
5fE
16-2 31 I8IA] AL 5-Rg D LG H1ifE (n=15)

(ug/mL)
450

150 (day)

400 F T Tl £ AR

40 (month)

0 10 20 30
[E10]
X16-3 CHOP L 2 2 > B i taffE Rt i o Mg il (n=12)

(e g/mb)
400 —69(yIL
-= 844G
- al FHE+BERE
300 T - \ 3 ]
I
& P ]
1 200(\} HI %
s HE A
= H \ Y
100||} oo {
0
84 112 140 168 196 (day)

mm4aWﬁ47»u%u%ﬁﬁ£§%£mutamppyxyﬁm%
P A RO MR (694 2V i n=13. 8% 1 7L : n=8)

16.3 9%

OVE L DA ¢ 755}
16.3.1 BHifEMIER T XU D N[E
(1) ai%«oﬁzﬁ
R I
<7100, 250, %%gmﬁm%ilﬁﬁ%E%\%EB~E%ﬁ%
FRHRIL. )Y v~ 7 A L B R W L C iy
MR T 2865285 L7z, ZoiEE, BEEHE~OBITIX
FRILL 727B1h6B1I2 786, FEa L 72 E141330~100%CTdh - 720 7
B. *«ﬂiﬁﬁ@’rﬁ&)f%ﬂ#otlﬁﬂ (Tys : 21.2hrs) 122Vl I
BRI~ OBIT 2 RO o 720 BHEAT— 5 ),
W4) KGR EE375me/mPTH B,

17. BRIRRIE
17.1 B3R UORLMICEEY 255
(FH)
17.1.1 EEEFAFEIHEZKER (GP13-3015E)
KIBEOAELTIN A Ra ) o SERE627H] (HARN29E % &) 12

RHNLNZIEATSA F EIHGEE (R-CVPL ¥ A ¥ 0 RFE T HRATN
A FEHGE Lk 77 I KA. €y o AT Ui

BROTV F=vy [ENRKR] 37V F=vny) 5
SNz, EEFHIIHE TH 5 P IREBHIEIC L 2B (EaR



RO ER 2R E, AHKIFST. 1%, AT N A o BEHE A BE
87.5%Td )\ ZER= D7 D95%15 K X i 12 7 o 72 [ 4 1
AR [F12%. +12%] OFIHNTH > 722 Lh 6 RH L JetT

INA T R O WA O SRR S et
F17-1 kY >/ EOEFRRBAELGET U LD  BRh
AF TEAT/ S R GHY IRFN-HEAT IS A e D
(N=311) (N=313)
n (%) n (%) Aoz | [95%EHIXH]
271 (87.1) 274 (87.5) -0.40 [-5.94, 5.14]
TRERFE R 2 H A L RER

TED SN A A ESE - MabThera” (M TRRBENTWE ) v F o<

7 (EE TRz ) BA)

T VERAT X R4 F131260 h 22061 C BIE I 253880 B 7z 72 El
PERE, B P ERIR A E (20.8%) . fEFL (13.8%). EAICHESD K
& (13.1%). Bl (10.9%). KM PE= 2 — 185 — (10.9%).
B (8.3%). HIMERIEAE (6.7%). I (6.7%). &K
(6.7%) . KWK = 2 —a/8F — (6.7%). BLEHE (6.4%).
Wk (5.1%) %Th o7,

ONE SV 1 32 )

17.1.2 BiifaIER T %> U > /NE

(1) BHIkE
- EIRERFREE I #H545% (IDEC-C2B8-2:45%)

RIEEEE X A NIRRT F ) VoNBE, < > N IVHIRL Y > oNfE
12y V)Y & v~ 7 1EE375me/m? & 138 [ R B T4 3% 5 L 72 R

BEITHABOHWER L EMEIDTOLBY Tho7"
F17-2
AT #E | wEE | W %:’?73? PFS:EF'E’%T[ﬁ
JEB) | EERE | SRR | OS%ETEXM | 95% S HEIX M
VR S 61 14 93 61% 245H
AR v SE (47%. 73%) |(189H . 337H)
< v MV 13 0 6 46% 111H
DIN2A (19%. 75%) | (50H. 146H)
protocol compatibleff#AT ZERpE R AR DL
PFS (progression—free survival : #3554 (7 )

ZAVERHIAEGIOOB] . BIVEAIIZI7.8%I2F80 S i, E 4R ENEH
(. FE# (66.7%). HFE (37.8%). MUE LS (28.9%). %9

(27.8%). Hilk (25.6%). i (23.3%). %% (21.1%). 13T
D (17.8%) T, MEREEEFUTOE B TH-727,
#17-3 Tz MR
o B E o | mEE O
mfeme | s | i) T s
~ ROl (§ERH) | i fil ()
55.6%

. 2,510 12.5H 13H
FIIERHA | (2,000/ulA ! - -

- 15.6%) (900~3,900) | (1~266H) | (3~125H)
55.6%

. 1,370 29.5H 14H
TFhEREA | (1,000/uL " « .

- 20.0%) (250~1,980) | (1~266H) | (3~154H)
15.6%

.| 6.755 2H 5.5H
IS <5753/ ‘gﬁj‘ﬁ' (25 ~9.97) | (0~201H) | (2~42H)
ANEFOE 90.0% 9.95%% 20H 7H

B o (9.0~10.9) | (1~178H) | (2~63H)
H2) [NEZOE VED] TOHEMIE (g/dL) n=90
T2 ) YRV TDTEEG SN O A RIE R O Ak DL
‘F@ki’)‘k)’(“%ﬁf:w‘u)o
#17-4
W | sEd | o ESYES PFSH YL
FEB | IR | SR | B%EFXE | 95%E X
o b gl 59 38% 152H
PRI |13 0 5 | (14%. 68%) 1248, 2301)
ZH ¢ H AR

PE3) EIEMERE I3 2 bR S E Y ) Y SIE, ~> R L u DI
BHEGPITHON2160 T L 2B 2 8EH X, 52 (50.0%)
Z 9 (43.8%). MLIE EF (37.5%). 3 (25.0%). %%
(12.5%) . #lk (12.5%) Td o720 7 B RARAE B H 13 5 1
g (68.8%. 2,000/ LA O HIMER I A6.3%) « I Ek s A
(68.8%. 1,000/ uLAMDIFHERIHA6.3%) THh - 72",

- EINEREREE I #8545% (IDEC-C2B8-35ER)
CEEREERYF Y REREEIZ) Y X Vv T1AE
375mg/m” % 138 [E] [ g T8k - L 72 Wi IR 45 T A 3 BR 0 A5 2h 1tk e
SHEILDTOEBY THo 72,

#17-5
g | R EG ) A | PRSTUE
B | S | SR | O5%MRIIXI | 95%(EERM
OBEEE | o | . | 37% 54H
) oRfET (24%. 51%) | (35H. 111H)

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

BB S5 Y

LA MEEFMAEBI6 76 v, EIVEF 1388 . 1%\ 386 4L, 42 EIEH
. B (61.2%). TEFE (29.9%). 1T (23.9%). 1B
(20.9%) . B (17.9%). %5 (16.4%). 38T (14.9%). %
FE2 (13.4%) T, MEEEIIDTOLEBY) THo722,

F17-6 T 7% MR E

- - B Z COMM | FHLE COmN
BlfeR% RREH ol (B | ol (B
37.3% 350 61

FIERED | () 000,418 © 7.5%) | (2~148) (1~77H)
o 32.8% 390 50
ERERED () o0/ ul it + 16.4%) | (2~ 1481D) (1~350)
. 3H 7
P 5.0% (81~350) | (7~TH)
n=67
F 7o, BHHRGER GERERRER) 260, 160 THESEHF % 20 72,

C O26lOPESIE. 68H L UF109H Td - 7217,
FRGHTHO N300 CISH L - BIEIE, S6806, &S k161.
ARG, SEFELIB. FERIBICTd - 720 BRI ME 525 (3 H BRI
A (261, 2,000/ uL A i o F MLER G 260 ) . iF o ER IR A (261,
1,000/ uL A OIF BRI A28 THh - 7217,

(2) MORBHEEREOHAICLZEREAESL - #IFEE

- EINESRRE I 135 (IDEC-C2B8-63KER)
RIGBROMENEEE L A JatdER ¥ % ) v SEE# 1. R-CHOP
LAYy (VuFxy~T, Y rukA 773 R, FEFU L
Y VM, ©r ) AF UREEBER T L F=va o)
12X B R AR R, RIEDFRO SN EEIZ) Y F U T
Fpgil (375me/m’ % SIA M R Tl R12MH%S) &9 L 72, &
Ml GBI A BER I B8 S N62001Tdh - 127 [7.5. 7. 78]
A AR T R AT A RN B B A (95%E1E
X ) 1395.2% (86.5%-99.0%) TdH > 720 RAEEEEHLH 55 D
PFSIZDOWT, ST RERIC BT 2448PFSH (95%15 HHIX [H)
1269.8% (55.9%-80.0%) T -7,
R-CHOPL ¥ X ¥ |2 X % &8 A D %4
FIE T 1298 .4% 12 780 & v, 3 72 Bl I S I BE 22 55 0 J& gL o
(48.4%) . H.(s (46.8%)\ BRI (43.5%) . EHKE (40.3%) .

A 25 (37.1%) . BREFE (35.5%). &% (32.3%). [1RENHEHE
AP (27.4%) « MR (25.8%) T - 720 72 FEAREHAE B8 1d
F I EREOE A (100%. 2,000/ w5 0> B LBk % 4°82.3%) . 1if-
kI (95.2%. 1,000/ uL A DU hERIEA90.3%) TdH o720
f’ﬁh%?(ﬂi#%fimi&ﬁfﬁ% . EIWERIIE86.2%Ic 0 S, Tk

FIVEM S, SINBE R ZE O BYIE (69.0%) THo7oe Tl
?é?ﬁﬁ%ﬁ . HIMERE A (63.8%. 2,000/ LA o 1 1 Ek ik 4
5.2%) . BFHERIE A (58.6%. 1,000/ uLAil O IF dhERIK A 17 .2%)
THo77,

- EIRERFRE T 185888 (IDEC-C2B8-L7:E8)

KIGROIER Y F ) vosfEES (At v S EE 0 F A%
KAMFAEIBHIFL Y > /8E) 12, R-CHOPL Y A ¥ (Vv F <7,
YIrURAT 7 I R, FEYVEY VIEEEE, o) A
FUBMBER T L F=va Yy OH) 12X 5SS AR 5
FiL7zo B1A 7 V3D V¥~ T ORRIEE % 4mg/mLE LT
Y% 5- L. Grade 3LL_F ®infusion reaction (NCI-CTCAEIZ X %)
KOG R IGIC HEE Z2 O L (Grade 334D B ILE ., O 4 28
SR BIIRAE B S OB AR, KONYHASH 7 L — R 1T
D) 25 6nd, »oEGRIORMINLY 7 EkEAH5,000/ul
%tif;cwi;%é.\zi 2 A 7 OV RIREIZ ) Y % 2~ 7375mg/m &
=& L C250mLIC 3 (AR 11 ~4mg/mL) L C904- T
a&%‘ubto B, Y XY TG, R-CHOPL Y A VIZ&
FNLEIFEREFVE S ROFIRG 2 1To 72, FEFHOEHE CTH
B2 A 7 V) Y F U< T RO THE L 22K DGrade 304
|k ®infusion reaction® FEHZF L, 0% (0/3061) TH - 7z. BIK
FHIIEHE T 2 ANy v/ EEE R OO T A BB
) USfEEEORFE (BREFEXE) 13, F1E11100% (63.1%.
100%) (8/8%1). 91.7% (73.0%. 99.0%) (22/24f) T -7
AR REAME G326 v . BIE T 1290.6%2 580 & v, FE 2 EIER

= BTl 620510 v



k. BIE (15.6%). 29 HEE (15.6%) Td - 7ze F KM
AL, T EREORA (78.1%. 1,000/ uL A O i riEkis A
78.1%). F1ILER B A (68.8%. 2,000/ uLaA i o F I Ek i, 4>
68.8%) . FEAMEITHERRASE (15.6%) Th 727,

- ESERREE MHEEAER (PRIMAGRER)

RIBFEDOAWIVEIER T F ) UNEEEIC.R-CHOPL Y A > (V)
VXV T, YIUKRAT 7 I R, FXVILE D R,
Yy r ) AF URBIER 7L F=v v (EWNRKR) OftH).
R-CVPL Y XY (VudI<7, Y27uRA77 3 FANY., €
Y AFUBBER T L Ry (EINERKR) offH) X
IZR-FCML TV Ay (VX7 TNV ITEL) VEEZ AT )V,
Y/UARAT 7 I RN RO FFH 2 ba s EREOH)
2 & B AR, BRI LN BFIZ) v F U THE
e (375me/m’% ST RIFE T k12 S) i RE S %
Fhi L7o AT RERNZL 1936 CH - 721, [7.5. 7.78H]
88171 IZR-CHOPL ¥ 2 ¥, 268f1 ICR-CVPL ¥ X ¥, 4461 |2
R-FCML ¥ A ¥ A & v, BT AEER TR OZ%% (95%
fEHEIXRT) &, Z21192.8% (90.9%. 94.5%) . 84.7% (79.8%.
88.8%). 75.0% (59.7%. 86.8%) T o7z HMEFFHFEIZOWT,
BB E M E I X APFSOME R TOL B) Th- 72",
F17-7 BRI AR 5212 X 2PES (2009451 H14H7—4 % b+ 7)

MR LRI
(n=505) (n=513)
P NE NE
(95%15 #EIX 1) (NE. NE) (34.5% H. NE)
VAY/E N A 0.50
(959% 15 HEIX H) (0.39. 0.64)
fiti
(10g—r2nk4ﬁ7ﬁ> p<0.0001

intent to treatf#AT
NE (not estimable : FFfiiAEE)

Fiud W
7
M’/WM/JA/,

o5 7

0.0

6 9'1 1E'S2 2%3 36'54 4é5 54'16 6(\_’;557y 7é8 81'9 91'0 10'01 10'9211'8312'74
At risk#
HEREERE 513 498 469 446 411 371 289 261 195 125 82 41 157 0
AR 505 490 472 460 443 412 336 312 230 164 103 58 18 0 0
[X17-1 PFS®Kaplan-Meier li## (2009451 H14H 57— % 71 v b F 7)
R-CHOPL ¥ X v, R-CVPL ¥ X ¥ WIFR-FCML ¥ X v |2k 5
BRI A SRIE R O EVEFEMERIL, 1936112 BT, EEZBIEH
12, R-CHOPL ¥ £ » (881#) T16.7%. R-CVPL ¥ * > (268f)
T14.9%. R-FCML ¥ X > (44f5]) "T29.5%|Z78% b, FIZFE
B R ERIEAE (2.1%) . SEWVEBUE (1.2%). Mg (1.2%).
ZEE(0.9%) . I ERIRAE (0.8%) . EACHED IS (0.6%)
ROMER (0.6%) THho7",
FE 5 % 2 B 00 22 4 Mk BEARE 150141 12 B T T A @R
Grade UL LOEWER LX) v ¥~ 7 L OREEBPITBETE %
WGrade 2LL EDOESIED T ILA D329, 3%IZFED B, FEICRE
F R (5.2%) . FHEGRAE (3.4%). EAGEIEG (3.4%). ElsH
WEE (2.2%) . HIMERGRAE (1.6%). HEANIVRZ (1.4%). R
B (1.4%) . e (1.2%) KOWi% (1.2%) Toh-72",
- ESERREE MAHBR (EORTC209815KER)
TS EHEEEO AR EIE R ¥ % 0 L oSE#EFIC, CHOPL &
Ay (Y7 UuRAT7 I N, F¥FVILEY VHEHBIE, © o
) AFURBEN TV P2y (EINRER) ofFH) XX
R-CHOPL ¥ X V2 X A EIFE AR L% Il L7z AT 54
246561 Cd - 721, [7.5. 7.75H]
231%11ZCHOPL ¥ X ¥ 23461 ICR-CHOPL ¥ * ¥ Vi & .
BRI AR TR OZR L, N 2N74.0% (95%(E FE1X [
67.9%. 79.6%). 87.2% (95%f5HEIXH82.2%. 91.2%) TH -7z,

R-CHOPL ¥ A ¥ CEMFENIHEIZE - 72 (p=0.0003. 7 1 =
Felpsi)

R-CHOPL ¥ X ¥ 2 X 2 BfRE A SRR 0 22 S M S FAME 11123465112
BT, BIEHIZ97.9% 2388 517z, CHOPL ¥V A v bk L
TR-CHOPL ¥ 4 ¥ CHBHEEADBU L EE - 2 I EH L. BE
JE (45.3%) . fHEL (26.9%). MEUE (17.5%) K OHESFE (7.7%)
THo7",

MEFRE D U MG R B I O 22 S M EEHE BI33261 B v T BIfE
FEAEE R ERE (16661) D73.5% Tl b7z, MiAREERL
Lo U R T CRBUHE A% UL 2 o 2 FIER . ST E
(25.3%). BAEIf (9.0%). Wk (7.8%). HOHN%E (7.8%) KO
FERERE (6.0%) Tho7,

- ESERREE M HHERER (RATERER)

FIEEOIFERY X ) YREERE (AR v N ELIZOF AN
KRB Y > /8E) 12, R-CHOPL Y X ¥ (Vv FT <7,
TIUKRAT 7 I RN, FEVIVEY VHERBIE, e A
FURRE N OV L F =y (ERNERARE) OFFH) UIR-CVP
LAy (VwFdro~=7, vyrakA 773 KW, ©r2)
AF URREBRE RO TV K=y (BEINKRAKRL) Ot 2L 5%
SR AR FERE L 720 1A 2 MY Y 2 T OB %
1~4mg/mL& LTH5- L. 81914 7 VIiZBWT, Grade 3L LD
infusion reaction (NCI-CTCAEIZ X %) 2530 5Nd ., wAlS
B2, BEHLESARRE S & F 5 DAL o RIS B2 B A OV € > Il % R
FELTHOTOWARWESE T, oS ok »/SEkEh
5,000/uL % HZ WA, F2h A 2 VD) v R~ T (i
HUREE X1 ~4mg/mL) %905 W TG L7z B, 905 M5
1. R-CHOPL ¥ X » XIZR-CVPL ¥ X Y I2& £ N L RIE R E &
WE CHIOWH G- %475 Fzo FEFFMIEE T 552914 7 Vi
Y X LY 7 %905 M TG L 72 B OGrade 33X 134 Dinfusion
reaction DI (95%EFAX ) 1%, 1.1% (0.3%. 2.8%) (4/363
Bl) THo7z,

LAV ETAMRE 4255 . BRI IE51.8%IC380 S, ERRIVEH
LS (12.0%) . Bl (9.9%) . HEFE (6.6%) % ) FEiE (5.4%)
TH-77,

17.1.3 $RMERMEAFIEE. BEHRNSROBER
(1) ESHERRRE MR ER

2 SS9 A SE I A S BRI 19 25 FE 104 25 D 1) 38 LI P38
Blerfge LT, [RERIBRERVE AP L)y Xy <T
375mg/m’ % LR R C4mFE 5§ 2 MaeE] (Vv F o ~78)
ETRERIBEEAVEVHDE Y 70K 27 7 3 RAHW O
M) (Y7 uk2 77 3 FEE) & OGHEFETHRERICBIT S
HHEIUTOEBY TH o729,
1E5) EEXF VL F=v o ¥ (1,000mg/body/H) %1~3A|
Helho Fo, WEEE LISROTL F=V Y (Img/kg/H.
WAHRKEE) #EAHS L, BHGICBW CEERET S 2
L LRRE SN,

#17-8
x| Y7 HER QBER DA R D
Y /31%;7% 77 IFBE | (VvE TR
_ (n=98) Yo aFAT 7 3N
SEAERAE 64% 53% 1%
(95%ZHAKIH) | (54%. 73%) | (43%. 63%) (-3%. 24%)

6) BIEMG 567 AHEOBVAS/WGA I 720840, E5I2HHT 5

L7V F=v >y (ENRKRR) OFG2MIkTE 7206 LEskL 72,

E) THRAEZIESE~— T > & L CikE L 72-20%% Ll THBY

(=3%>-20%) . FEHPEATR E NIz,

18. EEhEIF
18.1 {fER#HF

AHNE, pre-Biflig & 1 ABHMIE O il E i |27 1E 5 % CD20HUE
RIS A S A O & T MR EE I (CDC)
O BRI A EVERD I 5 5/ (ADCC) 12 & L Bz
eHET b

(#FH)

18.2 In vitroiXB&
18.2.1 In vitro#il@7 v 4 (ADCC7v+t4. CDC7vt4M4. 7
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