w0k 20264 2 HUET (B4R, ADREAH. SR O HEAT)
*20254F 3 JJUUGET (H13ML, MhReZ ™, ER CHRAT)

ik - oS & B F2~8T I HRAF #CD20E ./ 7 O0—F ik H A B it 5 H R
AR 3661 UYyYT (GEEGEFERZ) 5 874291
=-®
LRSS Uly*v) R = 100mg 500mg
VIVZE 7 ST e RRRE 100mg KRB |23000AMX00185| 23000AMX00186
Uly;\'_'lj' )® X BisEEIE 20014 9 A
REFE 500mg
i) EE—ESOMFEIC LY EHT AL Ri tuxane®intravenous Infusion
1. B 3. #ARE - MK
1.1 AHIDZS . BEEICHHICHETE 3ERBRICHL 3.1 #2RL
T, EISRBOARBL I MBHAEC+H 55058 - BBREHED VY ERY L)Y EY
EEDH & T ANFIOERHEY & HIE & h B EEFIDH T o SR S
52k, 1. BEEBICKTE. BEXEZOREICED 100mg 500mg
MROBRMEE+SICHBAL, BB LSR5 FEIAT ﬁjﬁ%(nw7»¢> 10mL 50mL
52 ¢, . DDA A=
|2 AEI OIS B EI05~ 285/ £ V) 5 5 b h Binfusion %y | Gataram ) ® 100mg) — 500mg
reaction® > 67F 714 5% ¥ —, fiEE. DEEZENDEE SR | Y= 180 7mg 35mg
REIER (EMROIE. F2E. SMTRBEaERE. U5 R W ] 90mg 450mg
BE. LEME. DEMS 3y IE) KLY, BECES 7 # [ W b)Y A, pHREA]
BINREI N TWE, ZhbDETEANS < IFHIEES %24 W) KA. Fr 4 o—ANARY — IR E G CEE SN,
BRELRICAS N TWD, . ARIEEERE L -BOIE CRAY — RNy 7 B IX Y Y O NS HRES (7 Y IER
BEHICH, ChASOEEAP 5D BB I H 5, & MR T 2y A >) ZHEHLTVL, $72, BETRICBL
BPIEERE N 21 L (IE. BRI, FEWRRZE) OE= T, BHESE LTy Y oLlks D-#52 b—2R) &
2L TREBEERNERETIEEHIC, BERLEE HALTWa,
DIREZ+NBRT D2 &, FICUTOREZEIZCOWTIERR 3.2 BEIDMEIR
BENE POERIELPTVOTERT S &, [7.1, Wisess |V 7 F4 ¥ SiEEHEL00me [ U Y F 4 > HiE#HES00mg
7.2. 7.8, 8.1, 9.1.2, 11.1.1 BH] YRR AL~ R E OB LD T2 HE L7
- MRPICAKEDEEMIZHI H 2 (25,000/ Ll L) & ERE pH 6.5*+0.3
BENSVEE BT I 1 CERARRICY L0
CEEAEES BE
- DHERE. BSREREE A BT A EE 4. FHREX X RHR
1.3 BEROSBLHD I, BRS, SHYUYLMNE. & OCD20B3 D BIMAIIEIER & % > 1 >/ B
AV LIE. SREBOE. 5 > 0ES0OBBHEER OCD20B3 DB Y >/ S A MR
# (tumor lysis syndrome) »& 5bh., AEEEICERL O ZIHIKRET OCD20RZ M DBAAZE ) >/ NIEFE & B
FEMBREICLIRTHROBMIDEL L - - BENR OZRMEXEAZEEE, BMENSRNELA
EINTWVD, MEFICABOEEMIEN 52 EEICHVT, OB AR CHER+A LI — T IEBX
EERSE12~ 24 LIANICSSEEICERO D N D2 Eh 5, OTFEnx 70— HiEER
EHCEEEIEY LAEE TR, NEHERERERVE EEBRESH S VEXTFOC REEM-O X 70— BERE
BEREEFOLE, BEOREE+HHBRTEI L, 1. CEAMO X 70— UEGE GERBERE. X701 NMrEHDH
AEEBEHRE L -BOMERSHRICH. ZhASORIERY 5 VX FO1 REHMERTEHS)
ShhasZht e, [8.2. 11.1.2 BHE] OF st R OB S 2 M/ D E
1.4 BRFAYILZA% v UTOBRET. AHIOBEBESDR O R M 46 e 10 /)R M 2R B
EAERTHIC. BEFANEFAOEE, FRLICL35E OBB&EANME N
THIFBESN TS, [8.3. 9.1.3. 11.1.3 B8] O% BMIsRHE
1.5 BEHIEERERRE (Stevens-JohnsonfEIREY) . itk OatnBEMRBBER EERKAE
FZIEFERMMRAE (Toxic Epidermal Necrolysis : TEN) M OMBRERAINY N7 LBE (BRBEHAEEE) OBRETFH
BHEERDS H>bh, B ICE - AFIPBESh TS, OTF R DRERBAEC & | 5 HARERIE R RGO %
[11.1.5 28] BiAE, BFISAE. OIBHE. BhiStE. BERtE. /\BHEtE
1.6 BEMRALAHT 328 MBEERE T, AHDB5H% OTF R DREEBAEIC & | 5 HAERIERRIC D AR
CREMHADEEIC L ETICE > P BESh T3, BEiE. FIBAE. OBAE. BhitE. RERstE. \BEAE
[2.2. 9.1.9, 11.1.9 ] O 9L (M) 1 TYVYEYTT Foxtsl (EFHEiE
Z) EERROA Y RS L () 1 TUYESTT Foxtx
2. 22 (ROBEIZEHBE LAV YL) L (BfEFEMRL) EEHRIRSORIRS
GheEL@)
2.1 B OB IE~ T Ay 237 BB R 2 T 5. RPEENIEIRICEET &
WHELIXT F7 1 9%y — OBAEEODH 2 BE (BMBBIMEIEA U % 2 U L SiE, 1B L/ ME MR, SEIEIIREE
(& B8R IE) T OBHEIME ) >/ SHETEMS TR E)
2.2 EEOHEMM %2 HT 5 BE ek BT 2 B2t 5.1 KFH G OMIG & 7 5 3EMEBEE OB WL, FBEZHIC 572
»5] [1.6 28] B FE ORI NERLIC L A7) T &,

5.2 MM A T 7 o — A b X b ) —EEEIC &) CD2040E
DREEAT, BIETH 5 2 EDHREIN TV L EHEDOMHS
’9‘"%) Z &o

(SRMERENZFBE. BHENSREMNER)

5.3 MEB % & LRGBS B CEE . BAFERCT o 2R
BONBWBEFIIN L TR ORT 2 ZET 52 L



EEFABETCHER TR LI —TIBR)

5.4 BEfEiRR (A7 04 K, SuEI#S) cHaashiargsin
BWEFICR L CARFIOR G52 EET LI L, £/ BETA N
TA VEORFORMAE BE I, AR OFGHEY) L HIBE D
BEICERTAZ L,

(% 70— EERE

*5.5 INEWNCHEE S A 70 — BHREGIHE 2 30 L 72 BB 1R D 2 &
[17.1.5-17.1.7 1]

5.6 BHEAA KT 1 VORI OERE S LI, RA OG- )55#H )
CHIBTEN D EFICHITTH 2L, 2B, MAMICIEEL 47
U — BREGERE O BE T 2 AR &I L TnZev,

R R OIS M S I/ R M)

w57 SRIE VLI IR AME O 580 XX B W26 » H DL AR L 72 1
B53nz &,

5.8 MO EHRICCTH A RMENE LN WIGE, IAEM I ME
Wb EEZONDGEIZORMEMEZ LR L., MM, BEEAE
KPS ARTHILY A7 HREWEEZONLBHIHHETLI L,
F/o, BETA KA VEORTONE#HEZEI1Z, KEOFGH
WY LW SN D BEICHTT S L,

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

5.9 HENIHEOHAIIOAMEHYEET LI, T2 BEN
4 FIA VEORFONERY BE . KEOFG-H5#Y) & H i S
NLEHIMHHTL L,

(B EREMAMmMM4E M)

#5110 BN A NI 4 VHORFOEHRZ 2E 2, AH O 5-)558)
EHIHE SN B AU H RO B O e m i & g 2§
LTk,

(& 58 EIE)

5.11 T17 . FiEEE ] OBEONE B L. REIOFRME L 0%
ICHER L7 T BERTA K4 VEORTOERE B
2 REIOFLG @Y L WS s BEICHEHT2 2 &,

5.12 BzJE AL IR 4 B PSR B AE (2 4E 5 IS IR B A R I OV
EWE T ICRH SR TV AWED, IS OBEIERS T 5
BlZid, VAZERR T4 v b2 T REETLHI L,

EHAMOBEURBER VEFERKAERE)

513 fEOAT U A FHIEGEORBEAGE T 28K 6 e v I
RO 72 ORI A T 1 A FH| O A5 W2 B & 125 L TARF O
V5 a2ERTAHZ L, 72, 17, BRG] OHEONE 2L,
KA OFNUER N ah % T4 1 ZBE L 72 1T KH 05 H%5
WEHBr s BEHMHTLZ &,

FRMREBERANYT b5 LEEDBEFRETI)

5.14 KFNL, BARHEMEANRY b T LAREE MEEMLEL &
) B OBEIHEHTLI L,

) [L5MRALIE - SIMRREHE AT b T AEESENA KT
4 22023] (HAMEEFR) 2BEFI2THT L,

5.15 KFNE, P77 7R VAFKGIEO BEFICHS T A L,

(s e HERS D HL R RS EREHE IS D HIHI & URE)

5.16 [17. EREHRE] OBEONEZ M L. REIOF R K O 4
PeZ o Ic R L 72 BT BETA P4 Y SEoRBOEHREY S
Z1Z, KB OGN LT S D BEICHHT 52 &,

6. HERUHEE

(BHERIEIER T ¥ 1) >/ EE)
WHR L. RACIE, Uy F YT TR ) 2 LTl
375mg/m?% 1A M MG C Rl i3 5. oA SR8k & 3 5,
MOPUEES A & B 2561, BEH 3 2 PUEMEIEE A o3
SHEBICAEDLET, 1A 2 VH7z ) 1R GT 5. HERREICH
WAEEAE, R, AR, Uy Fv v T GEETEERR) &
L ClE#375mg/m?% MiEEHE ST 5. G HIESEK %2 H& e L.
T ARFE G- 120 k35,

LIRS =Tk
MoPLEMIELH] & OBFICB VT, lE, A, Vs
~7 (EfETHiEzZ) & LCwmiclnE375me/m2, 208 H PRI
1EHE500mg/m2% . HFH 3 2 PUEMEEH 0% 591 7 VicaDd
BT, 1A 2 )V H 720 LN EEE S 5o IR G-mEuz6m & 3%,

sk
*

(REMHIREET OBARME ) >/ HETE R E)
BE, VYRR T (EfETHEZ) & L ClES375me/mix 1A
[ P B C BT ERE T % o BRI G- U8 & § 4,
(ZBRMEREAZFBE. BMENSENER. BRMEMEM M/ R
WAOMEEBR., 5 MEEIE)
WHEL. A, Uy F YT Ghafz TR L) & LClhlE
375mg/m?% 108 [ i B C4ln] S EHE T 4o
EEFABRTHRER TS LI — T IBR, EHEMER OS¢ e E /)
B E. B REMES MR M)
M, Uy v 7 (EfETHIEZ) & L CLRES375me/m2% 1A
[ IR C 4Rl Rl T T 5 6
(% 70— tiEER
SRR D 5 WIE AT O A FIKEED & 7 0 — BhRefERE
BE. VYRR T (EETHIEZ) & L ClRES375me/mx 1A
BB T2l ST A, 727250, 1ad 72 ) o kkS&iE
500mgF TE T %,
RO A 70— VISR EREEI, A7u A MREED 5
W2 7o FEPIE 2 R THE)
W, )Y X v~ T (EETHIELZ) & LTLRES375me/m2x 1
B B C A ST A, 7277, LEd 7 ) oRkESEIE
500mgE T& 3%,
EAMOBEURBEER EERXAERE)
WEL A, VY FI YT (BETRE L) L LTlEE
1,000mg/body % 2308 [H] i b C 20 Sl iHE T % .
GRERERAEINYT bS5 LEEOBERETFE
WEL ORACIE. VY FYY T (BEETFRB L) L LTlEE
375mg/m?*% LB [ g T4l sl EHE T 50 0%, W55 5
6 F4IZ1AE1,000mg/body ([E5E ) 7% 2508 [ i B <20 A
BHET 5o
(I 25 TE RS O HL AR E RV IR R I O HIHI K VAR
W, UV UF YT GEfETHEZ) & L ClRE375mg/m? % AT
MEHET 5o 72720, BEOIRBICLV#EERET 5,
ATVYEXTT FrxEx> DRSS
ME. A, VY F U7 GEETHELZ) & L T250mg/m?
Z10A, SHEEET 50
GhEES@)
ARHI N e A FR A 3 33 5% 7 By BEE SR T1~4mg/mLIZ
AR LHHT %,

7. BERUVHESICEET %5

GheeE@)

7.1 RFEFLGHEIHETE L TH S b Sinfusion reactionZ i X & 5
7212, RAFEG- D305 28 3 A, EEGERE RS O
B5a119 2 ke Fo. RIBREANVE CH LR L 2 WIEEIE,
AFNOFG I LT, BB ERVE Y HOFHRS 2 EET L2
ko [1.2, 7.8, 11.1.1 K]

7.2 3 AEPEE ISR L CHE TR, SR SRS, M MERIESE OAE
KA T 2O TRAOFTEAEE R T . FEAREZ FIT 5
BRICHEET L2 & IERDPBH LG AIZFEAREEZRO LA D
LEHIEd 5, BELEROLGAGIZE LIS 2RI L, #Y)
BALERIT) . Fo. HEEHERT 2B AIERISEEIIHEL
7otk WIEREE OG5 UT OEARE CHS 2T 5. [1.2.
11.1.1 &)

T3 EAEEIILUTOERBY) 35, 72720, BEOIREIZL DT
NGl R A B S TNER RS N



WRE AL R P 5 W1 T HE BRE TR R ¥ 5 TEAHE
- BMfa IR D F v ) |WEERS R D305 1E£50mg/ R C R G - BREFEAR R O BUARBE | WA S B O1RERIZ25me/ & Ly
> NHE L. BHEOREL 5l TR SR O 30 K O BEOREY T I2BZEL
L s. ZDH3050 812 R HDSS . RO1EFRIZ100mg/
50mg/W$ 2 LT T, &R FE, Z DI R A200mg/ R
400mg/FFFEF T LI Z &8 FCEARETAHI L,
T&5b, 2081 H DARE |40 [l 4% 5. B 58 3 L A B
2EELDEE | TREOWTNNICRE ST 5 HAPEMTH > 7256,
WAL, B AEE T & 100mg/K ¥ ¢ EIF G %
RILENTE D, BIIECTE %,
< PRl GRS FE B L 2 E (RBEIEIRET OB Y >/ IEEMAR,. SRMEAENEE
TERDBIM T o - 26 fE. EMBENZROER. BEABRTCHRER+L LIV - TIBR,
100mg/ W £ T LIFT# % 70— UERE. BHEEROEBEREEL/MURDE. %X
BRI L. T DR305T MM/ MR D MR, BCEEMENMAN. ©5%EEE.
12100mg/ 5 2 LI T, HAMOREURBER TEERKEE)
R R400mg/HE £ TR 5 7.4 TGO NER ORI A HEHRIZE S N TWB 720,
CENTE D, AR OFFRGIZE LT, EROT G2 EEICHRE 52 &,
- BRPR 01 B Lo B (BIBRZMEIEAR T % > 1) /)
L RGN N 31 T | L o857 7.5 MEERRREICH V256813, BURREBRICHAANS N BEOHM
L7ZEIER A8 TH Y fHEE Iz oWT, [17. BRESEE 0BoNELZ#M L. ERLO
OGO KM ) >~ WHFDTA BT A4 V&2 BELIRRNOBFNIER N stz 512
ISERF 255,000/ u LA T B L 72 BT IS EEORINEIT) 2 b, [17.1.2 ]
DA, 905 M TS 7.6 - EIEEVRRE D) 2 SBEICRE S 2 AR O MERR O G M OV
(A D305 T G580 SRR LT\ ey
20% % x5 L. £ D%6057 7.7 Mo PUEEEE A & O3 2341, BREERICB W TRES &
THGBD0% % HET) ¥ NAR OF GHE. 5 v, 17, BRG] o
BT ENTED, ONFEEBHL, BANORFOFTA NI 4 v EE2BEIITLHT
MY CONMERIE RS | R 0305 1E50mg/ R CRG o [17.1.2 1]
< SRIEIIHIIREE T o B L. BHEOIREL T 5#l5 7.8 AHFFHGHFIZHFE L TH S b Sinfusion reaction #EjH X4 5
iR R RVPAS: U =4 L6, ZD#%3055 812 7212, REN 20 TG T A L. $EH T 265 2HE
< & 38U 451 A 3E E 50mg/ B2 FIFT, ok BRE ARV E HIDE TN DA, SRR E AR E CH
SE BRI Z S A 400mg/MHF T LIFA Z LS OHIEGZ1TH) 2 & [1.2, 7.1, 11.1.1 BI]
PR T& %, EEFAR THRRF D LI — T IBR)
< BEAE G ORI T4 | 210 B DA |90 IRl G- e L2 58 B L 72 BIE 7.9 FEHIE LCRIBREATOA FRIZHEHT 2 2 &,
RV — T B AP BEMTHo 2 E. (2 70— tERE
- k71— VIEBRE 100mg/W ¥ T LI TH5 % 7.10 RGO AT O A P2 R BE ICH ST 40613, 5H]
« FRBEE T OV 1k g 1 G L. ZD%305 12 ELTCATUA FE OSVARED) 2T, 512, &
I/ A E 100mg/fE§"2 BT T, ik PRI A O 5 2 e E L, [17.1.7 2]
« TR R AR 1 SR s 400mg/F T EIT A Z &8 GRHEERAEINYT NS LEEDBRTR
USRI T&5, 7.1 AFOMARERTIZEVEROBENDH 5720, 5 HIF
- H TR M A EFT AL,
- G Bk hR R 7.12 AFNZ X 2 —E I OWBEOHE. FIEOBEEIZ OV TR L.
- BEETE O SRR FHEOEEORADRD SN, KR ORI T 4 v b o
B O HEEERKAIE ENBVEEZLNLEHTIE, BHNC L D HHFEOHFIE % #ETT
A TYYERT T Lk,
¥y ORI (25 BRSO HLARD B RV R R IS O HH)
MR R AR M OES R D305 1E£50me/ R T RLG 713 KH OG5 K OG- M0, BEOIRIEIZIS U, R
F LEEDHIET L. BHEOIKEE 55z Ik, BEBREICoOWCE, T4 H%ET 5,
L6, Z0#%3055 812 « BERNE DAL, A28 B DL_E R K O H B2 SRS S,
50mg/f§ 2 EIFT, R - FERSAH, OVRBRE. IRERE. BERSAE N OVNIBBREO S A, BRE2
400mg/HFETEIFAH Z & SR DA BB LA S T B 1A% S THUOARAM S IEBHITE B o
TX5, WA REa2E, & SI1EEES %,
2181 H LABE |90 [l 4% G- e (2 S8 B L 7= RIE (S FEAERS D HL AR BRI R IS D AR

MM TH o 7284
100mg/K; ¥ ¢ EIF 5 %
Bt L. ZD%B305mI2
100mg/B 2 EIF T, &k
400mg/ M E TR A Z &M
T&5,

B, WEESr560 HH
Vo5 084, 64 B
2108 H o ¥ 503 [0 8l
51 OFANHEEIHE - T
54528,

714 KA OG5 R OG- REIE, BFOREIZG D, B
5Tl BHMHIIOWTIE, TreEd HE LT %,

< IWEGREHT S Ao 1Bl 5 THURM LB £ A A4 A5
GHEICIE, & SIC1REEIRST 5.

8. EELEARNEER

Ghee@)

8.1 Infusion reaction?’® 5biL b Z ENH LD T, /XA Z )Vt A
(MFE. BRI, HESE) o€=4 1) v 7R A EROBIE 2 &
BEORELH5ICBIET A2 8. [1.2, 11.1.1 BE]

8.2 EEHBEREHELRD S b L Z L0 A DT, MG EFEE
JER OEHEREM A 21T 2 &, BEOREL T ICBIT 52 L,
[1.3. 11.1.2 =]

8.3 AFIOF 52 LY, BERIFEY AV A DOFIGHEALIZ & 5 BIEF
RILITFREDBHEbNLEZ LD DD, REFXG 129 > TBRIF
KA NV AEGEDH AR L. AR PG H0 I # ) 72 LE & 4T
ko [1.4, 9.1.3. 11.1.3 =[]



8.4 JFHEREREE, WD S5 DbNL I LVH LD T, ket
119 % EBEOIREZ 5 2Bl8 3 52 L, [11.1.4 ]

8.5 IMEKIMPHH Sbind Z &d b DT, RAIOEHEM b KO
BRI T RIEMIC IR E 179 % EEZOIREE 45128
224528, [9.1.5, 11.1.6 E]

8.6 AFIOEFE D L ) KL >/ SERDK DD H &b, BERT
BIET AL, T0EI O T VAR LB S S
TWAH I ey, EIEIERIC X DR AV A2 & 5 &g
SEAVE U2 AZEAL T 2 BN H B0 AFNZL ) 2 —F T R
FAMERBOBZENNHHOT, B FHEEZZET L2
Lo [9.1.4, 11.1.7 2]

8.7 MALELIL - MIELH S DLNLI LV HHDT, MIERE L
TOMN. S, T, i, BimSosz 4512179
Tk, [11.1.12 1]

8.8 HEE TIT. AA DG X Y (EZ ik kMiE (TSE) A%k
MUEHFE L2 L 05 IE e RENL. YA Y =N 7 ffEE
B4, REXIE= 2 —2—F v FiEY ol iskiss %
AL TWAAS, B2 Y R 7 8-l & 17— D24 & TR
TLHEIEL TWLZEEMERL TS, L2 L&A 5, TSE
OFFENCIRD IR Z E&I R T2 2 L3 TE I &b,
FIROGE EOVEN,E Hogao b RKElEEG T2 L &
B, BHIELS, BENOFHE L ZEEOHHLEET LI L,

(e R OMS M S 1 I /)RR HEE)

8.9 AFNZ L If/MIE O EFIBEIMATS & b7z & DREN D 5 72
O /M % EIRHE L, 2H A58 5 A AR A o
Be Gk 3% 7% SR iE R 47 2 ko [15.1.2 1]

(REIFHIREET OB ) >/ HEFEMRE)

8.10 AHF &I A%, BECHE ([EHEEOLEEOEVE
FREESE - WISIMERGT A AP OE LR Wi E )
vE w7 GEETHEZ) (GIEIHIRET o CD20M 1% O Bl
Py o R AN)) ] 5 2#GEd 52 LD 2,

9. BENEE2HETIEEICAT2IE

9.1 & - BERESENH 2 EE

(e @)

9.1.1 DEEEEEDH 2BENIEZOBRERNDH 2 EE
B G 3G ERIOER, LITI-FLbE=5) v T %
TI)% e, BROREEZ IS L2 L, 5P LIHS %
WARER, BOESEZEANEIHRESECLBIRDTD S,
[11.1.10 Z:H4]

9.1.2 FhiEE. FiSERENDH 2 EBENIEZOEEIROH 5 EE
P G- rp S5 TH 22 R SR AR R 3R IIUAE % 1 5 Ak o L
wEENH b, ik rzELsErBEZNM0d 5, [1.2,
11.1.1 2R]

9.1.3 FRYI N ADBAN IIBEEEETIEE
ARFHN O TSR R v B OB TR T ke L C PR e A A <0 T 4%
TANVAR=H—DEZY) Y T2f1H) e, BEFLEY A VR
DFEACOBBERCTEIRDOFEHIIEET 52 Lo BREFLY 1V
AF ¥ ) 7 OBFIIMAERYE (OHBshURE . 2> OHBehifk
SASHBSHURRGE) ©. ARFIOFEGI2 X b BEIFF%Y 1V ADF
EHEACIC L BBHEF R IIFEED S bNEZ Db, B,
HBsHUEF LB AR % %5 L 72t HBsHuEA a0 S4B R
N9 % 550 L -0 s ST b, [1.4, 8.3, 11.1.3 2]

9.1.4 BRPE (BUME. iR, T IVABREE) #8630 TVWBEE
GEMHIERICL VRELELSEL2 B0 H 5, [8.6,
11.1.7 18]

9.1.56 EELBHIERERTOH2EEH D WIEESMBEOSERE
PHBHEE
TR BRI A J DN I I % B S S EEAL S5 BE N H 5,
[8.5. 11.1.6 &)

9.1.6 EYBHEDEED H % 8E

9.1.7 FLLAX—FEDOH 3 8E

(BiMRAMEIER X 1) LNfE, 1B A MR. SEINEIREE

TOBMBIME ) >/ EEMERE, 1 TUYVEYT FuxEE2D

ARS)

9.1.8 IRERM. OERMBAISKEDH 2BE
THHLIE MR 1 & B P ST L 22 A, BB ARV E A
PG T AL, BURLEAIT) 2 Lo REHEG . KIERD
ZHER S 20— @YD IEIEAA S, FHHIEEIC X ) IR
e X7 L2 HERD S,

(£ B4 EE)
9.1.9 BERUDEEOHMEMMAL AN T IEE
FVE MR DB DS & S b b Z L3 5 DT, EMIIWEBCT
RATCIFRREMR A 2179 2 BB OREL T IS T2 L,
[1.6 ]
9.1.10 £ BMMEEEICHE I MEIMEE. BV —tENEELAHH
EE2ETIEE
FRR B TIEBR S T w5, [5.11, 17.1.8 ]
9.4 £EREEHE T 5 H
RS 2 W REME D & B I Id . ARG O % 514212 %
AN B TR 2 B N O Y) 7 AP D W TR
Z k. [9.5 ]
9.5 117
IR AR L C W B WEEMED & 5 kI id, E#F L OB RN
felflEx B2 & HE SN EHEICOREGTH I L & MGl
JREB M 2 E S 5 2 Mo TEB Y, EIRMICAK 25 L
TeEEOBARIZBW T, EHIMY ¥ Bk HmE S hTw
5o [9.4 2]
9.6 =3LIR
IR EORRER O BAREORRMEEZ ZE L., A0
PRS2 2 &0 RFNIEFAPICBITT A 2 & HME SN T
W53,
9.7 NB%
(BHERRMEFER DX ) D UNEE, B /MR NR. ZROERMKE
RZFEE. BEWMBENZENEL. BRMEMARM M/ MRS D LRBR.
LHMMEE. HAMDBEMRBERVUEERRAEE. HHRE
BERZANT NS LEEDBRTF. 1 TUVEYT Fuxti>
DEIIES)
9.7.1 /RS G & L 72 ER A E] L T,
(EEMENRET OB ) o/ E8EMEE. BEAE CHER+
DRIV—TIBR, 70— EEERE. BHHEMRCEMEREMEM/N
gD E. BCREMBNMEN. MEBERNOMARENIERR

ICOIMFI R VEE)

9.7.2 R AEMAER, FrAEN, AT S E LRI L
T\,

9.8 EE

BHEOREL TICBR LA OEEIIRT T L. —KICHE
HE CIIAEBERPET LT 2,

10. HBE(EHA

10.2 AR (HRICEETS28)

A 2% FEPRER - 518 T - fahR T
g WL 7-E T 2 F v BY VBRI EMEIT IS
i DFEIFIZHD CHEWR| LV /T HBFN10
gyt v v MEHLIZEEICZ| Db,

WY A LB F 1T .
AL 7 5~ 70 F Y ORRE R BY v SERIEEERIC
BECLBENDDH LYV T 7 F TS
B TEPESN R VB
b 5o
SEERIEIVEF 2 A (38 B 4 & o ik Y E 3B EE O S EIEI VR IS
eS| (I KOS £V A| X BIEYSEF IO ke
SRR ) AZED IERD|EDD B
B EEARNVE BB LA, @
5 YRMEZIT) o
[ — B O I E T RS ME T REx RS2 5
[11.1.13 /] HOEbNDLIEDNH BENND S,
B




11. BlfEH
KOBEWER D S 5o b 2 EHdLOT, BlEL HHI2Tw, B

RO NI E TG LT 5 5 EEM A LEETT) Z L,

1.1 EXAENEA

11.1.1 Infusion reaction (JfEE/RI)

AFNOFe 5o I P 5-BAMG 224 LI I2 % £ & 5 b1 S infusion
reaction CEEIK @ &2, HEIE, .0 W, JIE. €. 385,
. R, MEVERES) 25, &5 EBEOH0BICHmE SN T
BY. InooERIE, BEEM~ P EE T EICRA ORI
SEIZHhobNTwb, T2, 7F 74 7F v —, MikEE, Lk
FELEOEE LRI (IRIE ., MRS, R IE, [
et ffige (RVEMMiZ. 7 VIV EF -5 %2 &) PZEMEM
QBT MR BVERP R E R, LA, LEME),
DRSS a v 7%) BHobNLIENBH b, Hik A ¥ I VH,
AR, RIBRERVE VHIEORHRG 2 To 2 BEI2BW
T3 . EEZinfusion reaction?SFEH L7z & OMEDH %o D
O LNHAE, EH IS eIk L, @Y R ALE (FERTA
SRR, S LINEA. BIBRE AV E AL MEGERAL. fie
A% I VHIOEBGE) 479 L LI, IERMBEET S TEE
DRAEETICBET AL, [1.2, 7.1, 7.2, 7.8, 8.1, 9.1.2
2]

11.1.2 [EEERIBEIRE (B AH)

BEDNBRDSNGEE, BEHICHEG2mk L, @R 0E (4
FATER . SRR RER S ORS.. BE) 2475 L& 12,
FERDSEIE S 5 F CHEDIREZ T0IcBigs 52 &, [1.3. 8.2

ZHt]
MA3BEFRIVMILIOBERIICLSBIERKX. FRDOEE
(HEEAD)

BEIF 4 A4 v A OFIEEALIC & 2 BUEF 2 3 F 0| X

LIFAED D LD T EDH Y, LI E - FER DS S

TWh, BEIEDOLNILEIIE, EHIZH Y AV AF] %%

TAH % MY B AT 2L, [1.4, 8.3, 9.1.3 ]

*11.1.4 FHEEERESE. BE (BHEARH)
ASTEH (8.0%). ALTEH (8.2%). Al-PL& (3.3%). #¥E
VVE Y ES (3.3%) SORTHEREMA S & 1 O Ik gERE &<
HIEDH 5 bNDZ EDDH D, [8.4 ]

11.1.5 REEBEER CHEEAT)
FZ i REBEARE R (Stevens—]JohnsondEfEHE) . AR 3¢ Bz £ 5E R
fitie (Toxic Epidermal Necrolysis : TEN). FIGHEREIEIR, S HE
RBZRE 75, ANKIEMERZ G 5655038 & b, FETCICE - 722
EhTwb, (1.5 BM]]

*11.1.6 MEGKD
JLIMERIE A BEEEAI) . HImERK D (38.5%) . & o Bkig A
(37.0%) . EHERIERE (GEEEAR) . MI/MMGRA (11.3%) 258 5
LI EHNH Y, EELRMBKMA L HRE SN TN D, GFRERR
BIZOWTIE, RHN ORIG5> S 48 DB L TIEBLT 2 6
DG ENTWA, [8.5, 9.1.5 &&]

*11.1.7 BRPE (41.4%)
WE . B, HANIE T ANV AIC L AEE R EYE (s, Fili
RKE) BHODND I ENHDHOT, KHNOEBRYE R OE#E
HTRITBEOREY T8l 52 L, [8.6. 9.1.4 ]

11.1.8 ETMZEMAEKE (PML) (HERKH)
RFNO GBI b R ORE TR IEEFEOREZ o cBligg L.
EaEbEE RRAIEEE, BREUEIR (R, PURGRRE) . SaRkEES
DFERD B S b3, MRS X 2 W55 W % O R B R
it bic, Bkl #YRLEZIT) L,

11.1.9 FEEMMA GHEA)

*11.1.10 DEE (9.5%)
LEMED L WVITOEEOARENR, ROIE. LHEZEIHE ST
Wb, [9.1.1 2]

*11.1.11 BEE GHEAH)
Mgz L7F=>E5H (0.8%). BUNER (2.1%) SOERE)S
HEbLNLEIENDHY, ENMELELTAHAEEEIHRESNTY
5o BREWA, MiEF 7 L7 F= 0 RBUND L&D S N4
G Ak L, B AREEZIT) 2 &,

11.1.12 EEEZEFL - BAE (BEAW)
BN SN, BB X, CTHAES: 2 906 LT i
AL, 2L - AT RO FEZFER L, M2 LE 2T 2 &
(8.7 ]

*11.1.13 METEE (5.6%)
—HPEDME TSRS 2 2 EhH 5. [10.2 ZHH]

11.1.14 IR O BRNAEE R S O RMAARER BRI
TR B AR R RE GIEIR ¢ BOEIEIE, BUW. AEAEIR, B

*

*

*

*

*

*

*

HEE, ST BhobNbsI bbb, 2. KA OHEE
WTH67 HETOMIC, KB, HIESORMEREREE, RERE,
PR T AR S5 O P R B S 2SR5 S T B
11.2 ZOtbOEIER
5%LL E 5% i B RS AN
MRMESE 9 (25.5%) « | M 0% B &, Wi
— e (15.8%) . FIHE|mE, S
PR g (12.8%).
A
ME ES (12.3%) |8 1% . 1% ik
TEIR A AR, AL w. IR, K
KRN
L - BEH (15.6%) | TN 2 gL Ml
HAitE BEw. %, BRI, LA E
R, TH
L (29.8%) . B . BA ET R
o3 (14.0%) . N TSR
I ECIE 5% (13.6%) £ 7Ly
I (12.6%) . P RRAE A
iICYH
Y (24.7%) . O N NG
BRI (15.2%) . e
SRR | R (14.6%) .
Ui (13.2%) .
%, 3hE
BEEE. L
IEELEL e O, B,
ARAE
71 (17.3%) IRk 4 T4 T YR
i - e Zﬁﬁ LF?PJ i
BN RS N
R R
- BUNL &, »
HiR L7y =k
51
ALTEHA. ASTER (&€ v E »
JHiek E5H. AlI-P L
5
CRPLEH (13.7%) .55 RIE % . #
LDH b5 g, BERH
WA R ERAE
LA KRR
ZHRE. &
Z ot 53 AL RS
(& . IE IR
H), TNV
v b
LoD,
A i

) BEH oL BRIURIMEIEAR D 3 > ) 2 osIE IS0 3 5 E N

PRES TOAEER, 181 >/ SRR L2555 2 P R 28 TOAH R
B, B SRS 5 VI A T 0 A NIRRT 0 — VRS
X9 B EI RS AR SR, BRI BRI S 5 VI X 7
O A NS A 7 7 — BIEBAE 03 2 P IR 5 TLAH B8R

HEGIED 2 7 a4 FIRFUE A 7 0 — BIEGEREI S0 3 2 EINERIR
SEIARBUER, A VR B |03 & EI N ERR 28 TTMEUR. #kin
P 3 RSN S OVE LIRS (0§ 2 EIPER PR 55 T AH R
B, AR A X b T AEEOHIET T S EN
PRES T/ MAHRRER . ABOMLE RSB A& AR 3 2 — kiR
R RS AEIRE O PR B TR AE SOS O FIHN R 5 B FEIN R
S IARBUER, BRI O HUAR B Al RUHRAE SUS  iH 8 20k 5 5 [
PR IR 56 TTAHRABR & 25 I B4R L 720



14, MRAEDEE
14.1 EZFARBFOIEE
1411 7 280 BERTH A2, DT B OB T-Hi A
SENBETENDH LA, THIZE ) AR OIMITHEL I 20,
B, INUIOIE EOFRE % BDGEIIZBH L wZ &,
14.1.2 AR & L CAB AR 1Z5% 7 B w7 8 13 5 DIk (34
LawnwZ &,
14.1.3 PUEDEET 2 BENDDH B DT, A OB 12187
DL BWMLUWVIEEI 2N T &,
14.1.4 HFRBEOWILHELPITHHT A2 & T2, HHBEORIRIL,
MHBROBENDHLOTHH LRV &,
14.2 FHIEEBRDZE
MWH & OPRFENL L 2T &y

15. ZDBDEE

15.1 BEER{EAICE D <158

(hBEFLE)

#15.1.1 KFIDHHG-ENEETII FHIFAIPMEEZEL LT &
HY, INLOBFEICHEG INEEE, TLVIVF—, @K
ISENRBT ABEND D Do
R CORKNIRT 5 & MLF 2 7 HEOBIBHIEIZLLT O
EBYTHol,

(1) CD20FZMMBIARIMIER S X2 1) D ISEERFICH T B A
N ERAR 25 T AHRER A OV TTAHRRER I B W CHlllE S 7214060
RENHSS 5 b MLF A T P40 S 07,

(2) CD20RRMDBHIRZIEIER S F U LINBREICH T IKE (%)
MR IR SER L2 B W ClllE S 7235661 . AFNIHT$ 5 e Mt
A FPRIFZABNIRIB & N7z FHEAT— %),

(3) CD20RZMEMDIEM ) >/ A MRAEE ICH T D HE
N EER S TAHBABR IZ BV CllsE SN 2761, RENZH T 5 e b
PoF X FHRIIHI SN h o729,

(4) X 70— EERBEEHICS T IHME
FET A AR BB L2 B\ ClllE 72790, ARFNZXT T 5 e Mt
AT PARIZ21BN M & 7210 12

(5) &EMBEEREICH T IRE
FE R RIS B\ CRlE S 724800, AANZx 35 MTF
A FHURIZIBN M S 7219,

(6) HAMDBEURBERVEERRBBEEICH T 5RIE
FET A B AR B L2 B\ Tl E S 722000 . ARFNZXT 35 & Mt
A T PRSI &z,

(7) BHREBERANYT NS LEEEEICH T DHE
EINEERFERIC B W CRlE SN 721960 . RANx 35 MTF
A FHURIZIBN R S 7z,

(8) ABOIMRERNEABBIEEE ICH T DRIE
FET A B AR BB L2 B\ Tl E S 722000 . ARFNZXT 5 & Mt
A FHURIIHRE SN o 7219,

(9) BBAEERE ICNT 2MARERIERRICOMENICS 1+ 3 kiE
FEIA B R BB 12 B\ CHllE S 722400, RFNZxFT 5 & Mt
A SHUKIIMIE E N o 217,

G oot R US4 S A I /) RGR M E)

15.1.2 @AM BT, MM DSEIN L., A ZERIEASRED 5 L7z
EOWENH H®, [8.9 2]

16. FEFHEE

16.1 MR

(BiEBRiEIER % 1) L NEE)

16.1.1 ENOCD20B OBt IER Y F v ) v fERE I, AHI375mg/
m2% 1[4 X 38E# . CHOPL Y A v (Y7 akA 77 3 KA.
FEULEY VIERRIE. ©v 2 ) AF Y RBIER T L F=vay) L off
FANC & 2 BRI AR S ARFIHER L. RO RS ARLE OS2 1 7 v
DAREIZ905 M4 G- % 920 L 72 B O BEWBIRE /NG A — ¥ — I T O L BY T

& - 7219,
#16-1
e Cmax T2 P AUC
(mg/m2) (ug/mL) (hrs) g (hrs) | (ug - hr/mL)
375 194.3 387.8 517 118237
X 43 +58.3 +188.7 +248 +53412

Mean+SD (n=8)

#16-2

b Cmax T2 SFIgEE AUC
(mg/m2) (ug/mL) (hrs) i (hrs) | (ug - hr/mL)
375 445.2 393.6 568 502147
x 81 +103.0 +185.2 +267 +174273
Mean+SD (n=15)
#16-3
b Cmax T2 I AUC
(mg/m2) (ug/mL) (hrs) e (hrs) (ug - hr/mL)
375 367.0 344 496 3370000
x 2008 +78.9 +349 +504 +714000
Mean+SD (n=12)
#16-4
b= Cmax T2 I AUC
(mg/m?) (ug/mL) (hrs) K (hrs) | (pg - hr/mL)
375 294.0 270 389 548000
X 6] +41.4 +46.1 +66.6 +93900
375 329.0 282 407 753000
x 8| +46.4 +64.1 +92.5 +119000
Mean=SD (6[1] : n=13. 8li] : n=8)
(ug/mL)

600 r

Pl (R

0 50 100 150 (day)
R5fE
B16-1  BE1R8[A] SAZH G- R D i e (n=15)
(ug/mL)
450
400 Il R
0 10 20 30 40 (month)

]
F16-2 CHOPL ¥ x ¥ ff A E O MG T i (n=12)

(ug/mL)

400 — 6oL

== 8¥AIL

THECFERE
300

- 3k
n
8

100{] !

56 84 112

BRE
[16-3  ZE2H A 7V LLREZ9053 % G- % 520t L 72CHOP L ¥ *  if JH 2 i
SEAFEOMIEFIEE (634 2V n=13. 8% 1 7 )L : n=8)

(gt 1) > v A MmAs)

16.1.2 ENOERABIC B VT, RIGFEOCD200 =R > 7 S e
B FCLYAY (FNVFFEY) YRIAT IV, Y7 UKRAT 7 3 FK
) EOBERICE Y. F1H A 27V TIEAKIZ75mg/m2. §29 1 7 VLI
IEAAF500mg/m2% . 28 HIEIZ6H 4 7 Ve L -0 B RE/ S5 % —
U TFTOLBY THo7220,

140 168 196 (day)



#16-5

16.1.5 EINORRRRERIC BT 18RRI CHRFEME & 7 1 — YIEMRE & J8E

e Crmax Ti2 BT AUC L7-#E o A 7 0 — BEGT (A7 04 FEIUEZRTIGE) OBHIZ,
LR (4 g/mL) (hrs) BER (hrs) | (ug - he/mL) KA375me/m? (BARES00me/ ) % 13BN M T4 L 728 0 S )
375mg/m?2x L[l 351 242 349 804000 BTG A=y I TFDEBY ThHo72B),
500mg/m? x 5[] +36.3 +237 +342 +155000 *16-8
Mean+SD (n=5) Py Cmax Tz RS skat AUC
(ug/mb) o (ug/mL) (hrs) W (hrs) | (ug - hr/mL)
0oy 375mg/m?
300 78.8 114 171000
350 | A
N (500me/ED | 5 g £58.5 £84.3 85100
300 X 438
1250 Mean+SD (n=6)
200 (ugimL)
B0 400
g
100 350
50 \{\‘_\‘ s0{ T FIE LIRS
0
* * * * * * * * * * * i 250
0 28 56 84 112 140 168 196 224 252 280 308(day) :E
[Ei5] :-_F 200
M16-4 FCL ¥ & > & ff A5 R Mg ik (n=5) EE 5
(% 70— EiEREED
#16.1.3 EHOERABRIZ BT, 18 A THZE M A 7 0 — PREMRERE % JIE 100
L7zt 70— VREFERE BERIEERD 202704 MREEZRT5E) 50
D FHIZ, RFI375me/m2 (FRAES00me/ M) % 1AM B IE C2m %S L 72
BEOIEPERE /ST A — & — DT D EBY Th- 7220, 0 L ==
7:16-6 1 29 57 85 113 141 169 (day
e Cmax T2 Py AUC B fEl
o (ug/mL) (hrs) I (hrs) | (ug - hr/mL) BA16-7  SE1IEAL S5 O Uil i (n=6)
2
(%%mg//nlﬂlw 375 154 223 216000 (& HBBIE)
X“;*%’H £45.0 +64.1 +92.5 +49300 16.1.6 EN O i E B2, AFIS75me/m2% B G L 7203y
= BHEST X — 5 —FUTOEBY Tho72,
Mean+SD (n=17) #16-9
(ug/mL) —
500 HeGar Cmax T2 SR AUC
(mg/m2) (ug/mL) (hrs) D [EER (hrs) (ug - hr/mL)
R — 375 485 515 789 333000
400 x 438 +268 +140 +284 = 117000
7#1) n=26 Mean=SD (n=28)
M 300 (ng/mL)
5% 700
?ﬁj 600 T+ BERE
E 200
500 F
100 % 400
&
é 300 | \\
0t - 200 \ \
1 57 113 169 225 281 337 393 (day)
B5FE 100 |
BI16-5 120 B G- O M hif e (n=17) 0 ‘ . . e S R

16.1.4 EINOERRERIZB VT, 18RI CHZEM: & 7 0 — BREMERE % J8E
L 723 Ll Lo BRGSO A 7 0 — VIEBERE BN 2 VA Ta 4 F
RAFTE 2 R 5 4) OBREIC, AFI375mg/m2 (R KE500mg/[H]) % 138 H
g CAlme G- L 72 RO S BIRE /N T A — 5 — I ZLTF D & B Y TH - 7222,

7216-7

e Cmax Ti2 RSk AUC
wm (ug/mL) (hrs) Wi (hrs) | (ug - hr/mL)
2
&%ﬁg//% 421 234 337 366000
g +84.7 +86.7 +125 +110000
X 438
Mean=SD (n=22)
(ug/mL)
600
Pl B
500
%00
300
%

0 50 100 150 (day)
5fE

H16-6 sE1ml4MA] A G RO ML P (n=23)

0 20 40 60 80 100 120 140 160 180 (day)
s fl

16-8 sE1m4[A SAEE G RO ML e (n=28)
(EAMDZEMXRBRER VEERKER)
16.1.7 ENOEREERIZ BT BERMEO R HIETIEE K O EIRKIEE O
BT, AHIL,000me/body % 258 ] [ i T2l 5 L 72K 0SB < F
A= —ZUTOLB) TholD,

#16-10
g Cmax Tl/g ‘ eskiad AUC
(ug/mL) (hrs) 2 FER (hrs) (ug - hr/mL)
1,000mg/body 433 535 566 283000
x 2/ +79.5 +255 +310 +90200
##:2) n=11 Mean=SD (n=19)
(4 g/mL)
600 -
500 | FHELEERE
400

in
#
$ 300
2
& 200

100

0 L n
0 50 100 150 (day)
BFfA

B16-9 258 ] [ A 2100 SLAS -5 > I it e (n=19)




(BHEIC 5 T 2 AREREE R S D INH])

16.1.8 EIN O ABOIMLE AN E & B FRALEH 12, AHI375me/m2% BAifl 014
HETE T H BN PG L 72RO EIRE ST A — 5 — DT D LB ) Th o722,

#16-11

EREen Cmax T2 PG AUC
(mg/m2) (ug/mL) (hrs) EEf (hrs) (g hr/mL)
375 192.0 172 248 178000
X 2[A] +49.6 +112 +161 + 38500
Mean=SD (n=15)
(ug/mL)
300
s fh
220 f
;
®
B 00 |
0
-30 0 30 60 9% 120 150 (day)
[5i5]

B16-10 FeAifir14 H 51 R 1 H AN H S L 223G o i iR (n=16)

16.1.9 EINDORRRFHERIZ BT, DSARE - FTHLABURR B R ALES (25
PR BB TIFEAE UG O #I] & L CTAHI375mg/m2 & R RAlT o 14 H i )% O°1 H 1
VZ2MH 5 L 72K e ONAHI375mg/m2 % FEAEAR O 14 H B IZ 1% 5 L 72K > 3
WERE/ ST X =5 = ZUT D LB Th 7220,

#16-12
ERasn s Cmax T2 P AUC
(mg/m2) (ug/mL) (hrs) F§f (hrs) | (ug -+ hr/mL)
375 289.0 79.5 115 179000
x 2[0] £54.7 £42.9%3) £61.873) = 32500
375 251.0 94.3 136 62500
X 1[A] +54.8 +27.4 +39.3 +12500
7£3) n=12 Mean=SD (2[1] : n=14, 1[1] : n=6)
(2o g/ml)
4CD T a1 —
EHE LI ERE
304 T
L
i) 1
2004 7
i3
E
100+
0= T T T T T T T
-4 0 g 16 24 32 40 43 56 (k)
Bl
[M16-11 FEAEATIAHar K O 1 H BNC#S L7236 o Mg hi g (n=14)
{eeg/ml)
s oI
E¥HE TIEERFRE
fm 2004
;
+
i
£ 100
0= T T T T T T T
-4 0 g 16 24 32 40 45 56 (Wieek]
B
M16-12  FEHEAT14 H BTG L 72356 O Mg i (n=9)
16.3 2%

(BHERRMIER T % > U L /NEE)

16.3.1 BEADEAT
HESLDCD20B EOBABEIE R ¥ % ) Y oSfEEZIZ, A#I100. 250,
500mg/m2iE4) % Hi[a] iR % 208 BICIEBEARE  BRIL . AAI L REA L
7o MES R A W L C B o 3 a2 E A R A Lo, EofER,
JEFAFENOBATIZERI L 72761 P 6B 720, &AL 7281 41330~100% T
Hotze BB PR OMD TED - 7216) (T2 21.2hrs) [22WTIE,
JEBARRE PN OBAT 2 B0 B o 7220 (JHEAT— %),
H4) AR =IEL375mg/m2TH %,

17. ERPRERAE

17.1 BHMERVRLMEICET 355

(BFRMEIER % > 1) 2 /NEE)

17.1.1 BELA

(1) ENERFRSEIEFER (IDEC-C2B8-2:E)
(M E A RAMIEAR D F ) VoS, ~ v MV Y oSBELC . ARH]L
[n]5375mg/m? % 138 [ [ b T4l $5- L 72 ER IR 58 TAHBER O /R e Ve 4
HIEU T EBY THo724 5,

#17-1
- WG | sEhr | o B ES PFSHJLfil
SER | FEIR | FER | 95%IEHEIXH 95% 15 FE X [H]

R R A 61 14 2 61% 245H
ARty v os[E (47%. 73%) (189H . 337H)
< v MVHIRE 13 0 6 46% 111H

1) v oNfE (19%. 75%) (50H. 146H)
protocol compatiblef##T R L O ER L

PFS (progression—free survival : 54 H A4 72 1 )
P AR G100 B . BIVEMIZ97.8% 2720 H i, EREIERIZ. JE#
(66.7%) . HFE (37.8%). IME L7 (28.9%). €9 (27.8%). AR
(25.6%) . SEIE (23.3%). 595 (21.1%). 12TYH (17.8%) T. MiEhkiss
WU TFDEB) THo725,

FI17-2  FEh MRS

RIEEE T | BEETO
— 1) RAAE (/uL) bl i
" SR ol () Hr e f Hh e fil
(G ) (3t
55.6%
. 2,510 12.5H 13H
1 I ERR A (2,000/ 1L ’
Jeith + 15.6%) (900~3,900) (1~266H) (3~125H)
55.6%
- 1,370 29.5H 14H
IF R (1,000/ # L - - N
e - 20.0%) (250~1,980) (1~266H) (3~154H)
15.6%
e 6.7577 2H 5.5H
I/ A (5h/uL Do B >
Jeith © 3.3%) (2/H~9.94) (0~201H) (2~42H)
f\—'Eﬁ‘E!EV 20.0% 9,957 20H 7H
A (9.0~10.9) (1~178H) (2~63H)
D) [~NEZOEYEL | TORBMIE (g/dl) n=90

T7o0 AHIDFHLG ENTEBIOEIER OLEMEIL T O LB Y THh o725 6,
#17-3

Wi [k | WA | ERE PRSIl
Bl | B | B | 950IETERI | 95%fETEIK M
- 38% 152H
PATY e 3 ‘)
PR B0l 5 1 (4o, 68%) | (124, 230H)

ZNER L A i DL
12) AREELEEE A RAMEIER Y E ) VoS, < > MV Y > ST
TG DTN 721661 TIHB L 22 E2EIEHIZ. 68 (50.0%) . <9
(43.8%) . IMUE L5 (37.5%). %% (25.0%). FEFE (12.5%). Hk
(12.5%) TdH o720 FEREABRAMERE XAk (68.8%. 2,000/ uL
Fiili o BRI 6.3%) « ITFHHERIRAD (68.8%. 1,000/ 1 LA DU ER ik
A6.3%) Th o725,
(2) ENERRE 1185 (IDEC-C2B8-3iER)
e IR R D R ) N E R IS AKI LI 375 mg/m2 & 1A i g T
SIS L 7 B R 45 TR O A O T O L B Y TH o725,
#17-4

i st | sed: | #or T PFSH il
AEBI | SR | R | 95%(5 TEIX 95% 15 FEIX [H]

o EEE ) s 7 | u 37% 54 H
7 SJEES) (24%. 51%) (35H. 111H)

protocol compatiblef#HT R R DL
W3) v MV o RSB A e
EVEFEEBI6THI . BIEHIE88. 1% 2780 B, EAREEH X, Z#
(61.2%). Mg (29.9%). (TTH (23.9%). BEE (20.9%) .
(17.9%) . &9 (16.4%) . T (14.9%). 25 (13.4%) T. Ik
BUTOEBY THo75,




F17-5  F e M kEE #17-6  HEBIETEMFEIZ X APFS (2009415 14HF—% 71y 4+ 7)
- 7] RHLE COMM 17 % < WA R Y
BIfER% e e (i) Y (i) (n=505) (n=513)

- 37.3% . . Akl NE NE

Pk | (2,000/ 4L (o~ 143F) (A778) (95915 X 1) (NE. NE) (34.57 A, NE)

Kl 0 7.5%) NF— Rl 0.50
. 32.8% 390 5A (95%15?;!2%‘1) (0.39. 0.64)
ISR ;é% ot ) (2~ 1488) (1-358) (logiri‘i*ﬁ%) p<0.0001
s 33H 7H intent to treatfi#HT
R 3.0% (31~35H) (7~78) R —
n=67 1.0 u
$ 7. FHEEIEG GESERD) 2B, 1B CHATME R, 0260 0
PFSIZ. 68H K UTI09H Th - 729, 05
TG AFTH N30 CREBL LRI, S62100, BRBmklpl, Sm10)., .
TR, FARIBIC I - 720 FRAMEMEEH ISR (261, 2,000/ 1L =
il [ MERMA20) . BFRERIA (26, 1,000/ u LA O FhERHA28) oo
TdHo725, ¥ 05
17.1.2 ORBMIESH & OBEIC & 5 SREARE - #IEEE s os
(1) EWERFRSE 11R:45% (IDEC-C2B8-6:t5%) 03
RIBHED B L A RatEIER ¥ % 2 ) v EBEIC, R-CHOPL Y % & oz | A
CR#l, > 7aRA77 I FKA. FEYVEL VIR, o2 ) AT o1
CREEE R O 7L F= V0 Y o) 10X 2 B ARE . AR o

N7z BB\ CARFIMERE (375me/m2% SHA I TieoR1214% 5.) % i L
7o AMRNTXT REENIARRERICEFE S N26261TH - 725, [7.5. 7.7 &
iy
R AR T B O AT REFNIC BT B EHE (5%IEHEXR) &
95.2% (86.5%. 99.0%) TdH o7zo RREREEH 25 DOPFSIZDOWT, &
AT A REMIZ BT 2 44EPFSHE (95%FHEXHE) 1369.8% (55.9%.
80.0%) TH o725,
R-CHOPL ¥ X |2 & % SE 38 A e 0 22 & VE A AE G626 b . BIVE T 1&
98. 4% IZFED AL, E 2 FNME X SN K% DKl (48.4%) . Tl
(46.8%) . &2 (43.5%). FHGE (40.3%). HN% (37.1%). MEE
H (35.5%). 5EE (32.3%). LINENHEEAVELE (27.4%). WEMH: (25.8%) T
Holre FREFRAMET L, HIMEREEA (100%. 2,000/ 4 LA O H
MERIHA82.3%) « #F P EREIR A (95.2%. 1,000/ u LA O v kg 4
90.3%) TH-72,
FEFRR DS ENE S 725861 H . EIVEAIE86.2% 2780 Hav, E 2 IER L,
BIRTE RS OEYSE (69.0%) Th - 7o T2 MMM R 2. FImERK
A (63.8%. 2,000/ u LA o FIILER A5 .2%)  iF Bk R (58.6%.
1,000/ u LA OUFARERA7 .2%) Td o725,

(2) EINERRSS I1E7#5% (IDEC-C2B8-L77#ER)
KEHROIER D F ) vosfiEE (ARatkY) >/ BIE 0 F A RHIEEB
Mg > 8E) 12, R-CHOPL Y A ¥ (RH|, 7 uakzA 77 3 FARMY.
FEVLEY EEE,. oo ) AF UHBERC 7L F=va rofti)
2 & B ARLE AR ER L 720 1Y A 7 VIZARF O AR % 4mg/mL
L LC#H45- L., Grade 3P E®infusion reaction (NCI-CTCAEIZ X %) MUY
FEPRIIC B8 70 DR (Grade 334D, OFfiZE, AMEESIIREm:
BELOEERER,. RONYHAGEHZ L— FIRE) 25880 604, »»
OGO RN > SEREAS,000/ u L2 B A RV, $E29 A4 2L
VLB ARHI375me/m2% 4z & L C250mLIZF# (AR 121 ~4mg/mL)
LC05r M THe G- L7z BB, KA GRIE, R-CHOPL 2 A Y IZ&Eins
BB R B RV E R OFHR G 247 - 720 EEFHMIEE TH 54249 1 7 LI
ARH %905 f TG L 728D Grade 384 L ®infusion reaction® 81,
0% (0/30f1) Td -7z FRIKFHEEHHE CTH 2 ANtk v EEEHE RO F
AMERMBLEIBMIL ) &/ SJEES ORMF (5% EFXM) &, 2heh
100% (63.1%. 100%) (8/8%1). 91.7% (73.0%. 99.0%) (22/24%1]) <
Hotlo
L PEFFAEBIS26 4 . BITEAIZ90.6% 278 HAt, EREIWER X, St
(15.6%) . % 9 #HE (15.6%) Th o7z ERERBRAEMEE I, Tk

WA (78.1%. 1,000/ u LK OUF P EkimA78.1%) . FIERERA (68.8%.
2,000/ u LA FUMERHA68.8%) . FERAMEAF i ERIBAME (15.6%) Td - 725,

() BHVERIRSEEMARAER (PRIMAKER)

RIGEDAJAMEIER Y F 0) Lo ERE IS, R-CHOPL ¥ 2 ¥ (R#l. ¥ 2
OARAT77 I RAHY. F¥ULED JEEEBE, ©o 2 2AF Ui ko
TV =y (ENFRERR) o), R-CVPL Y X v (K#Hl, ¥ 7 ukA
77 I FAKRY., Vo) AFURBERO T L K=V (EINRERR) ©
BER) XIER-FCML Y A ¥ (RHl, 7VFSE ) YBRDATIV, 70
RAT 7 I FARMBO I bW bo YEEREOH) 12 & 2 55 iHE A
Hith. WRAFRD b N7 BHIRFMEREE (375me/m2% 88 [ s Tl k
12[04% 5.) AT EEGRRBIS & 0 L 720 ST REFIXL, 19361 TH -
7229, [7.5, 7.7 Z&]

881H11ZR-CHOPL ¥ £ >, 268BIIZR-CVPL ¥ 4 >, 44fIZR-FCM L & 2
UHSER S, EREARER TROZEE (BREERXE) . 2heh
92.8% (90.9%. 94.5%). 84.7% (79.8%. 88.8%). 75.0% (59.7%.
86.8%) T o 7zo MEFHRIEIZOWT, ABEILIEMHEIC X 2 PFSOMEE
WFUTDEBY THo7229,

e e e B e o LA B s
0 91 182 273 364 455 546 637 728 819 910 1001 1092 1183 1274
day
At risk 2

MAREISEEY 513 498 469 446 411 371 289 261 195 125 82 41 15 7 0
MIERUARBE 505 490 472 460 443 412 336 312 230 164 103 58 18 O O

[¥17-1 PFS®Kaplan-Meier i (200941 H14H7—% 7 v b4 7)
R-CHOPL ¥ 2 ¥, R-CVPL ¥ A ¥ LIFR-FCM L ¥ * v 12 X 5 Effpl A j%
PO R EVEFHIESIL, 1936 B W T, EELFEMIZ. R-CHOPL ¥ 2
> (881#) T16.7%. R-CVPL ¥ X » (268%]) T14.9%. R-FCML ¥ %
¥ (441) T29.5%IZFRD H AL, FANIFEBETF P ERAE (2.1%) . 3
ORE (1.2%) Mige (1.2%). 8 (0.9%). WFhEkiEAE (0.8%). WA
WZPED BUG (0.6%) K OMERL (0.6%) Toh-o7229,
MERHIEETE O 2 4 M I RE IS0 LB B\ Ty B2 EIEA. Grade 3LLED
BRI LI ARH] & DR EBFRATE T & 7 \WGrade 28 EOESSED VT
20529, 3% 2RO HAL, FITKELEK (5.2%) . HFHEHAE (3.4%). -
ol (3.4%). BIAMESR (2.2%). FMEREAE (1.6%). CIEAL X
A (1.4%) . JREEEEH: (1.4%). &H (1.2%) ROWi% (1.2%) Tdh-o7:29,

(4) BHVERIREEMAEAER (EORTC2098155%)
FI ISR IED AR IER Y F v ) VSR E I, CHOPLY XY (V7
URZ77 3 FAHY., FFULEey VERRE, © o2 ) 2AF CifiE R o
T F=vy (EWNAREKRE) OfFH) UIR-CHOPL ¥ X Y12 X 2 EWREA
SR E I L 7o SR SAEFNZ46561 T - 7230, [7.5, 7.7 BIR]
23161ICCHOPL ¥ 4 v, 234F1IZR-CHOPL ¥ A ¥ 235EfE S, T3 f#IE AJR
FERTHEOZEMERIL, ZNENT4.0% (95%BEHEIXH67.9%. 79.6%)
87.2% (95%IEMEX[M82.2%. 91.2%) TH -7z R-CHOPL ¥V X ¥ THER)
RAHFIE - 72 (p=0.0003, 7 1 Z3FksE) 30,
R-CHOP L ¥ X X2 & % Taf g AFRILIE O 2 A P EFME F123461 12 B8\ T
BIERIZ97.9%2588 S 7z, CHOPL ¥ A ¥ & [l L CR-CHOPL ¥ % »
THBURREDB% YL ERE A - Z2RIEMIE. BB (45.3%) . R (26.9%) .
EEE (17.5%) ROESE (7.7%) T - 7230,
MERRIR T O I TR BRI O 2 & VERFHIAE F13326012 B\ T BT HER:
FRIERE (16661) D73.5% TRD SNTz. HEGFREIZEM & LB L MR
TIBUHE A5% L2 - IERNIE, 048 (25.3%) . BAEIRS (9.0%) .
Wk (7.8%) . IMSE (7.8%) KOS LSGEREG: (6.0%) Th 7280,

(5) BHERREEMAERER (RATERER)
RGBOIER T ¥ 2) vl ER (ARt » o/ E UL 0 AR B
MY >~ 28HE) 12, R-CHOPL ¥ A v (KHl. 27 uakxZx77 3 FAHY.
FEVYNVEY VR, U2 ) AF VRBER 7L K=y (ERFRE
72) OfFH) JIIR-CVPL Y x> (KHl, Y7 uakA7 7 I KA, €
YU)AF UHBEER TV K=y (ENRKRR) OBER) 12X 2 SR
AR FEN L 720 LA 7 WAEARFI OB % 1~4mg/mL & L Tix5-
L. 8194 7 V2B W, Grade 3L EdDinfusion reaction (NCI-CTCAE
128 2) RO LN, WAL S, BERLERE I & T N DAL o RS
REARVE VR EFIRE S L THOTO R WA T, 2250 o AR5 )
VOSEREASS 000/ u LEB R 2 WAL, 529 1 7 VLA ARH] (A Bl
FEi3l~4mg/mL) %905 HTHG L7z. &b, 900 %5 KiZ, R-CHOP
LY AYIZR-CVPL Y A Y IZEH TN ARIT R E RV E Y HORiRS %
Torzo FEFEMIEHTH 229 4 7 VIZAH %905 B T Y L 2210
Grade 3X(Z4®infusion reaction® 5 (95%EHEX M) (X, 1.1% (0.3%.
2.8%) (4/363B1) Td -7z,
G EREAE B142560 . BIVEIZ51.8%2780 H i, ERFEIFENIL.
(12.0%) . L (9.9%). EIE (6.6%). ) (5.4%) TH-75,

W57



LD PR I=T it

17.1.3 thOMBHEEE & OHAEE

(1) ERERRSE T1HER (IDEC-C2B8-CL1HER)
R DOCD20BF MY v /A IFEEE I, FCRL Y A v (R#Hl, 7V
FSEY) VBRI ATIV, Y OKRAT 7 I RN ZFERL72. AT
o SR MII AR B ER SN THICTH - 720 BB b 0 &Z8%h% (95%
EHEX ) 1371.4% (29.0%. 96.3%) Td - 7230,
AP EHIE G 7T BT BITERNIZ BN S, F 722 I 138
(28.6%) . F# (28.6%). HMHEEZE (28.6%). IKIMLTE (28.6%) . IKERFEAE
(28.6%) BEIKREZIREE (28.6%) TH o720
[ifh PR P A il 5 T I ER B A (85.7% 2,000/ u LA G 0 1 i Bk ik A
85.7%) . IFrhEREED (85.7%. 1,000/ u LA oI rhERINA85.7%) . il
AN (85.7%) ~NEZ T Y VA (71.4%) . FRIMEREHA (42.9%)
EETH 7232,

(2) BHERRSEMARRER (CLLSRER)
FIGEDOCD20BE R ) » S HHIMEEE IS, FCLY Xy (FVFTE Yy
VUYBERT ATV, Y7 UKRAT 7 I FARMYW) IEFCRL Y A ¥ (KRH,
TINETSEL) VBRI ATV, Y7 URAT 7 I KK B#ERLL, &
TRATHR SRAEFNE8106 TH > 720 FEFFMIEH T 2 HEBRIT TR E LIS X
LPFSOERIZUT DO EBY Th - 723D 33),

K177 BREEMEEIC X BPFS (0074E7H4HF— 4 A1y M4 7)

FCL Y A VB FCRL ¥ A VT
(n=407) (n=403)
HgLfE 9810 1.2121
(95% 15 11X 1) (835H. 1,069H) (1,098H. NE)
NF— Rt 0.56
(95%fE #E1X ) (0.43. 0.72)
pfti (log-rank#se
(5 A0, 016) p<0.0001

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

0.8

0.7

0.6

0.4 U -

0.5

5 b HF o o

0.3

ey,
FCRL ¥ x “ B A
Vidaik,

0.2

0.1

0.0

0 91 182 273 364 455 546 637 728 819 910 100110921183127413651456154716381729

Day
At risk
FCL I X B  276241228208182162119 93 77 60 50 37 31 26 20 10 4 3 0 O
FCRL ¥ % »Bf 276259246228207181157133119102 87 72 56 45 32 22 12 9 3 0

[¥17-3 PFS®Kaplan-Meier it (20084E7H23H 7 — 4 71 v b4 7)
A ERHE 546612 BV T, BITEHIZFCRL ¥ X Vi (27461) 095.6%
IO STz, FCL Y A VB (27261) & 1L CFCRL ¥ A ¥ BECTHBUH
BEAS3% LA L o - BIVER I3, B (38.7%) . 388 (20.1%). M2
(15.0%)+ T (9.9%). fHA (9.9%). MKIME (7.3%). EHHEE
(7.3%). %A (5.8%). HIE (4.4%) TH-7230,
(BROERMENFERE. BHBENSROLER)
17.1.4 B EEFRES ME:ER
25 585 J Pk RSN A S BRI 0 2 F6 A 2 DR FEBI SIS TS B % hf e &
LCy [REEIB R AL E 2 HIED & RFI375meg/m2% LI H I FE T4l 5
FTLOERE] (VR TH) L [REEIBEERVE CHIED Loy
ORA7 7 3 NARMWOBHgE] (Y 70x277 3 FE) L OB HE
MAHRERIZ B B2EMEIUTOEBY) TH o723,
H4) BEAF VT L F=vr >y (1,000mg/body/H) #1~3E#%5. F72.
ML IR L =Yy (Img/kg/H. EWRARE) %#EH¥%5

' Lo SRR BV CGEEET 5 o & & e S,
° #17-9
> T srunx | EMOABEOE
) 0.7 K /(i;);;ﬁ 773 R () Fv<THE-
w 0® (n=98) YruRA77 I FE)
% oos SE AR R ERIES) 64% 53% 11916
% o4 (95% X H) | (54%. 73%) | (43%. 63%) (-3%. 24%)
s , 7E5) B D 564 H OBVAS/WGA T T 0L 4 ) . & 5 BT 5
02 FCRL Y/ % B ; O7V F=vy (ENRAR) o5 EdLTE2ha LERLT,
........ oL vx ; E6) FHRMAIESE~— V> b LCaE L 72-20%% LR >THY (-3%>
o ; ~20%) . FHHEAIR Shz,
oy (% 70— EIERE)
1 92 183 274 365 456 547 638 729 820 911 1002 1093 1184 1275 1366 1457 *]71 5 Ewnﬁﬁ%m*ﬁagﬁ
a5t Pay 18B A CHRSEME R 7 1 — CIEGERE & 5 L A I E o TR v R T

FCL Y X B 384 371 349 331 311 244 182134 100 76 53 37 24 14 7 0 0
FCRL ¥ x> Bf 393 385 377 362 339 300 237 184 135 101 79 60 40 24 8 1 0

[X17-2 PFS®Kaplan-Meierfififf (20074F7H4HT7—4 /1 v M4 7)
B A EHIAE B180061 12 B\ T, Grade 34D EIEIZFCRL ¥ 4 B
(40261) D70.9%12F8b SN 720 FCLY X 8 (39861) & KL TFCRL
T X U BECHBUEE 22% UL E A o 72Grade 34D RINERIE. T BRI
i (30.3%) . EIMERIRAE (23.1%) « FEEMEITHERIRAE (9.0%) T
o723,

(3) BHERREMAERER (REACHRER)
PSS EEGE O CD20B5 MM ) v A IEER 12, FCL Y A ¥ (7
FIEV) VBIATIV, Y7 URAT7 7 I AR IEFCRL Y X ¥
(RH, FVFFTEL) VBRI ATIV, Y2 OKAT 7 I FANY) %%
U720 AfBAT o SAEFIE55260 T - 720 TEFHIE B Td 5 BT E i
HEIZ L BPFSOFERIZLUTF DO LB Y TH - 728D 30,

#17-8 HBREFEEMFEIC X APFS (20084E7H23H 7 —4 %1 v b4 7)

FCL Y X U #E FCRL ¥ X V8
(n=276) (n=276)
L 627H 932H
(95% 5 FE X ) (550, 731H) (7920, 1,161H)
VAS R N 0.65

(95% 15 FEIX 1) (0.51. 0.82)
pfti (log-rank#ise)
(A BT IO, 045) p=0.0002

intent to treatf#HT

—10-—

O — VREGR ERERED L VIE AT 0 MEERZRTHE) 0EFIC,
AA375meg/m?2 (I K=500me/[l) (VY ¥~ 7#H) XiE77€K (79

TOREMEIUTOLBY) THo7:30, [6.5 B

#17-10
DRVE S ASEve it 75 AR

(18%1) (2261)

I FE S ] o0 rp g i 285.0H 80.5H

(95% = HEIX [4]) (173.0H. NE) (66.0H. 100.0H)
IO — b 0.266
(9% IEHEIX ) &P (0.120, 0.592)
DpIEIES) 7
Cf AR TR0, 05) p=0.0006

full analysis setfi#tr
NE (not estimable : FHliA~AE)
W7) A7 u—YREEREOR EFFFE, 2 7u4 FMREE) 28w

5 Cox BN — FEF VD X EH,

1E8) A 70— VIEREREOR BEFSREE, 2704 ML) 2 REHET &

¥ % Jg B Log-Ranki /g



1.0 —— YYHLTTE ——— TSR #17-12
0.9 4 Day 16915 |ZFRE 7 LT F = Y D= T £ 205 ORFPEH
08 Bk A550% L Lo EIE
" 0.7 L (95% 15 HEIX )
ﬁ 0.6 - : 6 83.3%
g#i 0.5 4 (43.6%. 97.0%)
& 041 b full analysis setf#AT
03 iy Wilson® A 2 7 #4235 < AZHIX 4]
0.2 - "_l __________ #13) AF VT F=varyansBr A7)V M) A%30meg/ke/H. 3
0.1+ [ — — HEHe 5217 — v &3 A7 04 N2V AEEE RS 7 — VER L.
00 ‘ ‘ | : | : ‘ | AT HA 2OV L7 — )V HBG H % Day 1& L. Day 8~Day 29%
0 50 100 150 200 250 300 350 400 THAHOHGIM L %E Lze 2704 RS9V 2AJFEFELY — )V HO#
A% TEAPL TV FZvu 2L, A70A P28V AHE2Y — )V H
'Uggfégif_ ;2 ]g ‘75 135 ‘32 120 g g g PBEORATHIZ 7L Ry v 2 K3ET B8 L Lz,

H14) REBRAOHANIEI G ST BRI — 2 5 1 Vo &
% EWS 2 WHRE TR E S, KHIDHES Shz6flaplcy 7
O ARY YRR S L.

1#15) AT O A KOV REFL 7 —VHBEMH % Day 1& L7z
ZEVERHAEGI6 B . BIEFESBICRRD S A, FARIEMIE, 0 R
(33.3%) + IMEMHEEA K (33.3%) TdH -7z 7. infusion reactionid
83.3%I278 H 742,

(& HMHREE)

17.1.8 ENERKE I HEER
mRSSIZ & 2 AL O EAEFEA2 (moderate) L ko4 G PEik ez i i
(9%V C60% At 3 1% %DLcod0% A D 145 7 WA RE E O FHiRE D 7 v
Wi e 2 A6 2 8%, B2 ) — S0 G MR iEIC ) BE L A6
EX AT HHBE, FLWOGERBSEEZ AT 5 BF RN 2RI, AKHI1E
#375mg/m?2 ()Y ¥V~ T7E) I T IR (750K & LAKEE
TAEFES (5817 —)v) L6 2458 [ 2 |2 3G |2 A% 1 [0 2:375mg/m2 %
LEBEEcARE S (527 —v) LAEZEEHRT 7 ¢ R BEEA (L ILE
FRBRIELT) EI®) (2B T, A AN O REFHIE H T d 5455248 OmRSS

B17-4 MEFRFSWIHE () v o< THL8H. T Tt KEE2260)

A VERFAE BIST I . BIVEITIE89. 2% 278 S v, E2EIEMIE. B0k

(18.9%) . ITHEMHSEAS T (16.2%) . Z=FE (13.5%) Td h . FRRRA

BRI, BRI (8.1%) . WFEEEREIN (8.1%) TH o7z, F 72,

infusion reaction|367.6%Z 588 & 417237,

17.1.6 ENERRSE MR

187 A CHEZE M A 7 0 — CREMERE & S89E L 723 DL Lo #iaEo & 7 1 —

CREBERE BTS2V IE AT 04 MRS LRTHE) OBFIZ. R

#I11Al&:375mg/m?2 (FAES500mg/Al) (VY F 3 < 7H#) Xi77'l:+

(77 2R ) % LA CARE S5 L ZHEWR T 7 1R REEZ

LB COA MY (PRI IUToLEBY) TH-7238 39, [5.5

Z ]

E9) AFI LT T v ROMEZ SR O AKX, KA ORI 25mg/ R

« ROTRERNZ100mg/ HE, Z DI A RK200mg/FE & L TH5- L7z,

F 720 2[00 H LAREO ARG (X, #) P 5-FF 2583 L 72 RIVEF A9
WMo 7-bA . 100mg/WFE T EIF TR L 72,

&17-11 DN—254 B OEREEUTO LB Ty o 7-49),
VYR TR EE FE16) THET AT SO G EE OB, 10me/ H b0 &I R
_ (2161) (2181) 27 0A FHIOB 2L
HEFTSMARAEI0) o) g i 234H 100H L) 17— 7T e AR, MR L, SIER, H27 — VI EEE
(95% 15 HHIX ) (170H. 358H) (76 . 156H) S
RO B 0.1917 HE18) MR bk < 520 F (REBH © 0~268 ).
<95%T§T(EI~ZE?) ) (0.0728. 0.5043) #17-13 mRSSIZ & B BFALON— 2T 1 > H60%ALE
pfiEitEL — ———
e p=0.00015 DRV SV ASavA 3 7 b R
(hr ki1 0. 0025) Y 14.4£3.7 (28) | 15.7£5.5 (26)
full analysis setf#A7 T 24T 8.34.0 (27) | 18.2%8.7 (22)
FE10) BEREH 2SRRI A ERRT A F COMM & EE L 72, N A T4 v b OB 6.3+09 21+0.9
LD Cox BN — FE T2 HED S B 75 XKL DY) [95%EHKA] |-8.4 [-11.0, -5.9]
112) Log—Rankfﬁ pfiiiE19) 1k20) <0.001
" full analysis setf##T
09 i , - Y :’*ivjﬁ mRSS (modified Rodnan Total Skin Thickness Score)
08 : I R (B . R—A T4 U bOELE | R
07 HE R
2 06 TE19) FHGHE, BR, RO HEEBEOREER, X=A T4 Ul RELE
- os (6EELLN/BE) RO SR 260 (B/4E) Z3edim s L, Baiodt
% 43 o 5 1 IERE 7 2 R E L 72 MMRM  (Mixed effect Model for
%04 Repeated Measures : FCEIHIE R AR H € 7 IVIRAT)
03 120) A EACHE 5%
02 17 — VO EMRHIEGI28F . BIEANZ2LENZ GRS S, 2 EEH
o & FIREES (39.3%). CRPLES (10.7%). fFhEumd (10.7%). sk
- BimA (10.7%) Tholzo 827 — VDY) Y F < 7 HEO 4LV EHAE 5
001 . : : : . . ; . 2661, FIER 1401230 &L, EAENER I IEE (42.3%) Tho
0 50 100 150 282y 250 300 350 400 f~_o %17 _)1/0)7 7*:_] ﬁf%27 —)l/ 4\%”%*1,7 Lf._i( H—_%fﬁﬁﬁ@uZO
N s 5 s s 1 s IR, BIVERNZ12BNC R0 S AL, ERRANEIL LB (40.0%) Th- 72
T5uKB 21 17 9 7 0 0 0 0 72, infusion reactionld 112 F& & 417244 45)
BI17-5 SR ()%~ TG, 7T kAR BE2LH) NS RERBER URERREE)
e L MEERAE BISA0IT . BIERTIZ 2PN R0 S, 2 BRI Al 17.1.9 EIRERFRER T HHAER
SEQRYE (90.7%), #BL% (22.2%). MUE LS (22.2%) THH., F4 REOTL R =rw HAIS, PR 72007 L F=>u v 10mg/
FRPR ALl ¥4 13, CRPES (40.7%). ALT LS (25.9%). WfMeEkii% H I AR B 72 HE G 1 00 285 ME T % O VE SR RIS 0 B 1k22) (2
(20.4%) T 720 F72. infusion reactiontd63.0%\2 b & L7210, T F = GRS CAHILIEIT, 000me & 238 W T2l L 72 3F
17.1.7 ENESHRS A5 EIRIEFIERERIC BT, AREO REFHMIEE TH 5. REES-BG2408
1855 i T IS R 7 0 — BIEEBE A RE L 72, AT 04 R0 A L 6 TBF |2 SE A B SN0 S iz & s L 7o B oA (EEER) 1ZDUT
FEIURIA (27 02K V5 CIREMEATE 2 VAT F 7 0 — L DEBYTH o724,
BB (A5 104 PR RTEE) OBEIC. 2704 N0 ZBE H21) B —Hary buo— VS BE T ROWTNHhOLEG 2 hT
T T, AH1EE375me/m2 (A E500me/H) % 138 [ R CAm Wity ta) B3O o AEREZRO, HOoLEM LN HANER
L 729 I BRI COFEIEIUT DL BY Tho724D, (5.5 % Lz, b) BAFRZEDILRE D %
il 11:22) AAANS N7 HEFHDOPDAI (Pemphigus Disease Area Index) A2

7 CrPgf+ EHE2E) 13, 11.727.7Ch o7,

23) BRI 2 7L F=vm 20w Tid, RH QRS 5-2:8 67 & 91
PRI U7 HUEDRR A7 ¥ 2 — WAHEVER L. AH 5 B4s
168 DR 13 CT10me/H & HIF L 720

—11-—



WH24) e T 7L F=va r <10mg/H & ORIEBROPESEIC X 215
JRT Ty KIEIE I & BAIEED) ST 72 2 FLBEE26) % 380 70 WK TE
(PDATIA I 7A508) % Sl B HEE L 72356
HaER 7L F=vn y<10mg/H K ORALR OB H#EEIC X B
BBk, T =y ar2#MEd 52 &k, EHEEL
WE AT H A RHVHAISE C LR DIICHR T 2 —BEOIRZE DA D5
BaBDT 6.

1H25) AIEOFE, KRR EOKEZHA L DET S,

11:26) FIBEIE. RREALL 28R RIEGOGRELGEE TS KA Lo
LOERKADODET D,

#17-14

Uy EF v TE (206))
75.0%
(50.9%. 91.3%)

$% 5-2458 K5 O T =2
(95%fZHE X [H])
full analysis setf##Hr
Clopper-Pearsoni: |2 & 1) 5 X ] % 5 i
27) 524080 X 0 R ERER R Ok L 2o IR & B b,
LEPERFAE G200 4 . BIVERIIX25.0% 258 Hat, 83 L 72 EIEH (X 8%
(5.0%). F&# (5.0%). Ky 77y viE (5.0%). Mgk (5.0%) T
Holo MRMEBRETE, y- VI INET A7 2T —EHM
(5.0%). fErva7) YiEd (5.0%) ThH-o7z, F72. infusion reactionid
5.0%|Z 588 5417247
17.1.10 B ERFRE MEEER (PEMPHIXEER)
T K=y (EWFRKRE) 60~120mg/H Xix1.0~1.5mg/kg/ HHY% =D
RORAT A NG 2LIEE T2, PEED S BEAEO Z 5 KA ST
ERRE LT BOAT A FHEATE T [RAED +33 72—
e E7xF V77 ROMEE] () F<xT7H) L [RH7 7t
RO +3 372/ — VR E7xF) (EWRKR) OBFR#EE] (32
Jx/—VEE ET o FVEE) R L TEEREF IR EEERIC BV
T ARMEOFEFHEEE Th 5. AFI5-5IA52:8 F TIIIHHR RIS RE S
WP AR L o ERE 0BG GEAEMERTLERE) &
PDTotBh)Thol®),
11:28) MAANSNIZEHEOPDAIA I 7 (FIgfE + MR %) (X, 24.36+
16.67CdH -7z,
1:29) WEEE O ISHEIRBIAARE X ) 60mg L 1d80mgD 1L F=v Y (EIW
FHGR) ALFOROATTA P2 L, $5-HH248 £ T2
FINZ IR S S G4 T 3 5 LRE Sz,
F30) AF] (11811,000mg) Xix 7 7 4t R % 28 M FIFE <285 (127 —)v)
L. 24812281 ks c2hd s 27 —v) L7z,
#1:31) PDAIZA I 70227 L F=v Y (EWARKEE) Omg/H 251636 LL
Lk Lo e L ER LT

#17-15
- ke 2 Ia7 x>/ — )ik
Y /?62/15;7?# 7 = F IV
(63f1)
Pr-BIa52H F T
SE AT PR B ) 40.3% 9.5%

a7z /—ViER

ET7 = FIVEEE DFETES) 30.80% (14.70%, 45.15%)
(95%ZHAIX 1) p<0.0001
iy

modified intent to treatf#A#35)

1:32) B, KENCOWT BBk F CICE &m0 ERE M- S %
o T EERE LR & Y bz,

11:33) AWM (A7) —= ¥ Zail4EMA/ELLE) ROHE R (L7
AN (AFFROKE) /b7 2 ) B U OHIEE) FEE L
Mantel-Haenszel# 7=

11:34) A EAKUETMS%, BB (227 ) —= > ZRIEDN/IEDLE) RO
WE I (L7 20 (7 FFROKE] /Ae7 2 7 DALo i)
% J& & L 7zMantel-Haenszel#5E

11:35) EFEESIRIC TRERICSIN L 721060 % BRAh L 72 AT R S [

GG VR MRE B35BT, ) v ¥~ T HETHITIE. BITETIZ47.8%I278%
S, EAREWERIEER (6.0%) . E5GEKG (4.5%). #E5 (4.5%) T
& -72o 72, infusion reactioniF20.9%IZ 58 517249,

AR ERERINT b T LEEOBRTH

17.1.11 ENERRE I/ MR ER

P77 7R CABUREYE GREICHIERZ > 2B EED) ORMRERL
AIHARERR AR b I AEEOBEEEZNRIC, BOTL F=vu o
FATFES6) ©, AF1E#E375mg/m2 (V)Y F I~ THE) LET TR (7T
L REE) & LA T4k L. 2481 & 048 % I HEFA#E & L TAR
1[%1,000mg/body (VY ¥~ 7#) LiE7 71K (77K %28

UToEBY) THo7z50 50,

#36) MHEL BICAZ ) ==V FIRIZHIRA L TV BRI A T 0 4 Ry
FTAROTL F=vuarafH L, #588E% 51 HEIZ10%T 2
W L. f/h2mg/H F Tl B L REE LT

CE
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#17-16

75 R
(1941)
63.2%

VwERTTH
(19f%1)
100%

T238EE 1D

PRI
I E oML
CPIgE + B R E)

pfiE

(log-rank#5g)

full analysis setf#HT
NE (not estimable :

NE 38.4+19.6

p=0.0058

FHiliARE)

10 - 1 L

0.9 e
0.8
0.7 .
0.6
0.5

LR oRE

04
03
02

014 UNE vk

00l T T T FoeAR
0 8 16 24 32 40 48 56 64 72
week
UvESTIE9 19 17 16 16 15
TSeKB 19 19 15 13 13 9
X17-6 MEFEIER (VY X~ 716, 7T L AREEL196))
Z A FFAREFIL9FI . BIVEHTIE89. 5% 258 v, 22 EIVEH L _RIKEE 7%
(26.3%) Td o7z F72. infusion reactioni®36.8% 2788 & 117250,
(i 2a T HERS OO FL AR E AV B HE R IS D41
17.1.12 ER—AEERRAER
ABOULE R A & B AL AT O JLBAFHEILED ©, AFI1E#375mg/m? %
AR 14 H T J O 1 H RS $52 5 L 72 B2 SRR AT AL 72 SR RE 18] L 7450 O A5 %)y 14
LT DEBY) TH 7252,
#37) BA28HHIAS I3 T 2/ —VEE £ TR ORIBERE ARV E
H G L7ze BHELIHEIS Y7 02K ¥ 23 BH2H A5 ¥
7 0) A ARG Lz, MBS IRERETT I SoR4ImI 506 L 72
#17-17

80

19
17

18
17

18
17

16
14

AR OTAR ) A
PR OIAILD RSB | BA4sERO

) B AT o .

B3 it Bt 55 e
B (9B%IRTIXI) | (95%/EHEX )

17 100% 100% 100%
(80.5%. 100%) (80.5%. 100%) (80.5%. 100%)

per protocol setf#HT
71:38) PLAPIBILETI PR O EF-. PUARRERIEAE RS ICBE S 2 & £ 2 5
B ERRFER, BB IS - BHEZ W AL, R OVEEMIC & % Banff
A3 3E2007 DAUAR B R SIS 0 45 C % 300 7235 & (S HUABUB PR R
THEAEROGFEH & L7z,
LA VERFHIAE 2060 . BIAEHTIZ90.0%12 788 H 7z EREIERIL. FE8,
(40.0%)+ ¥ A b ATTT ARG (25.0%) Th o720 FFRKHAE
BEL, g0 7)) M (85.0%). SaEZ T T LG (85.0%) .
HImEkiEA (60.0%. 2,000/ u LA O HIMERKA15.0%) . g7 a71) »
AL (55.0%) . IFHRERIEAD (40.0%. 1,000/ u LA O 5 H Bk 5#4°25.0%)
TdH o720 F72. infusion reactiontd65.0%2 58D 5417253 .54,
17.1.13 EIRRRRE MEER
PUARBEEANEHE SOS o# & LT, $T K- —PuikbE k. STHLABURR %0
H AR RS AR O WLEAEIR HE3) T ARHI1 M 5:375me/ m2 & FEAHART 14 H A K
O TH BN 218885, SEARH A 8:375mg/m2 % BAlAiT 14 H w2 1m% 5 L 7z
BICBHAT O NI ERIES BB TOAMEIUT O EBY TH- 725,
1139) BHIAHFI S I 372/ — )V E7 2 F VR ORIERERLVE Y
F &G Lo BA28HREI A SBATHATE T2y 7 a0 ) A A0HS
%R L 7ze MBESHIREARRT I iRoR4 M FERE T RE & L 720
*17-18

A48 %D
whizigpio | PRSEE | ghisnse | s
I | AR | | AR He AP
% {1 e % fRIAI % fRIAIX
OSBRI |" o2 P gy | (BRI | 9B% AT
2 90. 8%7H42) 81.8%743) 91. 7% E44) 100%
(81.3%. 95.6%) | (59.7%. 94.8%) | (73.0%. 99.0%) | (85.8%. 100%)

full analysis setf#HT

1F40) BEHSO) 2 S S 26 7 A RIS OB EER T L L ICHTH G &
L CBeta (38,5) % ®%5E L. AGEROFAH240 th 1 00 B AL 25 0 Wi
(24fr, BREHR I D20 % B < 2260 CEK) CTHRETA & HH LAE
5 L 7B A O il



7£41) Banff5 48201712 X 0 #7257,
H42) BEHROIBSWEEIX I TR Td 574.9%% Tl 5 FHHRMERD0.1%TH Y |
FACHE SN FERMEEOBMETH 55%% Tl - 72,

1H43) BRAERFERED 206 % bR 722200 & Tt e & L7z

H44) BRSO 2BNLIEERS & LTI L 720
Z2 A PERFANE BI2400 F . BIVERNZT5.0%12 780 b7z, FAREIERIE. R
B (25.0%) . T (16.7%). WaH: (12.5%). £ (12.5%) THhH. F
7 ERR A SR . PmEREOED (16.7%) . A M AF o A ) Akt
Btk (12.5%) . WFHEREGEA (8.3%) Th o7z, T2,
20.8% 2788 H 17258,

17.1.14 EN4EERRKRIAZ
JEREHE, L FBAE, BHRSAE, WERSAE. /NEREAEIC BT 2P0 N — Bk, bt
HLAPUKB M EE 230t R & LZBRIRIFZEIC BT BRI, LR,
[F] EF RS Al 00 R OB A3 B S AL, ARHI375mg/m2iE45) | 500mg/[a] % 1[a]#45) |
7\614<ﬁ|J500mg/l&150mg/l“£43) w20, RPN S & DR LTRSS
% WA & S L 7o . BB & SN 9 R AN RE O 161 & BEAEEER R
D 7= DA% T L 72 7o 711151 L TH (77.8%) T, BAEO6 7 HIH
W PUR B R SOIS 2 32D 2 2o 7o e B BT 0 72 O B hil % i
L % 7po 72180ClE. FTHLAFUADAR T % 520 7259,
o, RIVERII266.7%I238 b7z, EREIERIE, 4 b A Tay Ay
AMMAE (44.4%) . EIMEREGRD (22.2%)
7E45) AFEHE12375mg/m2TH 5

17.1.15 EIN{ERERERAZT
ABOIMEEIA 8 & FF R R N B 33812 BTy BHEHT I
m2iE46) - 500mg/[A]7E46) . 300mg/[m]E46) X 1x100mg/ [Al1E46) % | 1[a] 3 (& 206
e G- U 7 VE e ;T 0 PR B A AU A BOG LS8 BL=21391 9%, 1ARIRE 21 oD A A7 38 1
82%Tdh o720 T2, ENOABOMEAEIAE A £H/NNEEZABITIE, B
HEFT 12 AH#1375me/m2% 1[A] 3 13100mg/m2iE46) % 2[alf65- L, EREE i D)
12 BV 2 Prik B B SO M8 B = [ VAR =1 2 21 100% T dh -
7-60)
AR EBI37H d . BITERIE51 4% 2380 bz, FARRITER .
CMV7 v F7 4 I 7THE (29.7%) . 58# (16.2%) . MIEEGE (16.2%)
12ThH (8.1%). &HEa R (RBE. B (8.1%). M/ D
(8.1%). 7 A WAEISE (8.1%) TdH - 7260,
1£46) AR E1X375mg/m2THh 5,
1E47) B O hgiE477 . 5H  (HiPH © 283~617H)

17.1.16 ERERAEERE
FERET AT ) — PufR % 520 7= FFR R B 4561 e O/ B E 26012 B
T, BRI AHI287 £ 159mg  (375mg/m2#48) | 100mg/m2HE48) | 50mg/m2
E48) | 500mg/[A148) . 300mg/[F17E48)) A Sp skl 45 & B L C G L7
WA ERR I % IEht L. PUARBE R SR AS13% CTRbo H v, 14 Hk. 37
Rtz 127 HEo RRpuRBEEAEE OGBSI, 11%. 13%., 13% T
o7z NASBNC BT 5 14ER. 3R, SRR DA EFED85%. 83%. 83%
TH Y. VER. 3R SEROAEFEDB8L%. T7%. T4%Td > 72, /NE2
BICHEM, JETIXRRD 72 2o 7261
BNASEN BT BRERTIZ 106, BRRIZ2400 2 FEH R 4 20 Bilh;
O FEREIVERA X, infusion reactionTd V) . BAAEOTERAIEMIZ. 4 b
AHE T ANV AMAE WREGEGAE. A~ 2T A )V ABEGRE, HIMEREL
WA (P ERERD) CTh o7z F 72, infusion reactionlI B AEH D4.4%
12788 57260,
7E48) &G R1L375mg/m2THh 5,

(EERTEAERS DA RERIE IR IS D AE)

17.1.17 ENERKRE MAERER
RS A 1 O PR B R BOUG 2 A L CARKI Al 5:375mg/m2 % 1[n] 3 1x2[m]
5% H ORI 2 EZE L 2IFERIEN REBRTORMEIIUTO LB
) Ty 7262,
1H49) AT 0 A F7OV ARERIARF &G0 MBS LARF % 51112

2 EHERE & L7z,

infusion reaction!

AKHKI375mg/

#17-19
i KEFE G517 AR 7 L7 F = il 0 U #E50)
(95%f5 FEIX 1)
76.0%
» (54.9%. 90.6%)

full analysis setf#HT

1150) AT 1y HeoMiE 7 L7 F = DS, Huik B s BUEAE SO 6 5% B

IREEOIME 7 L7 5= Ul GRIEH) DUT & 7% o 7 #ia o #l G 2 5l

LAERFAMAE G286 . BIERIZ57 . 1%I2580 b ize EARRIERIE. LI
THEAAN B (25.0%) . LIHEEZ (10.7%) TdH . FRMAMERE I, 10

FEALT (3.6%). M7 L Uk AT 7 & — BRI (3.6%)
(3.6%) IFhEREGHA (3.6%) Tholzo Fio.
IR0 526,

F i Bk 2 A

infusion reactionid32.1%

IREEEGSE (22.2%) CTdho7259,
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17.1.18 BN ERKRZ
JEREAE, REAE. JRSAE. WERSAE. /N REAR P2 | S HUIR B s R E A SO & 75l
ENHEEERSRE LBRZIC BT, IR, OB, ifgiio B
5Bl ER S AL, AHI375mg/m2iEsD | 600mg/ Al | 660mg/[AlE5D % 1],
TIEHIIA S & B L TG LA, B o6n HHIZB T, Jtko
FatAb & BRPRAT o Ut % 80 72 B 25101 (20%) . PUR BN & BRRAEIR
DIEALE RO 7o 72 B DBH] (60%) . AR IZEEIRAT RO UsE % 80 72
AN ?ﬂﬂiﬁﬁi%ﬂﬂiﬁ‘ﬁb(m#ﬁ L7z BE A (20%) TH - 7259,
S5EIH . BITEHZ60.0% 2780 b7z, EAgITERIE, 4 b AT ay A v
ZfAE (40.0%) ’Cf)ﬂﬁbg)o
VE51) KGR E1X375mg/m2THh b,
17.1.19 EIN(EREERE
JFRRIZ B W T, BASHNIAHIS0mg/m22 5 323mg/m2iks2) % 1]l i
132mg/m?2it52) % 208, /NESHIZ AFI50mg/m2 X 13200mg/m2iEs2) % 1[a] 3L
LiZ?E%? L N4 & /N 260 CHUAR B S R F#E SIS O s & 780 . A4
WA TS RII2H 22 57343H) %7260, LEMHIZB W T, K
ZARHI372mg/m2iE52) % 10A], 368mg/m231£383mg/m2i52) % 2ul 45
B1012375mg/ m2iE52) % 1[al# - L. 4] CH O PLik B R i S
V)Li%’%: 0, ABCA R (HEI21 H 2> 54599 H ) . 3B CAEL (WM121H
254599 H) Z D765, FifHIC BT, KA LB AFH]348mg/ m2h &
377mg/m2i52) %l.XﬂiZI /NBIBILZ375mg/m2iEs2) 13k L, G
3n AN OYEE %8BI CRlo . 3BITARDS (WMIH27TH 2 51727H) . 4614
1 (WR27TA 22 51727H) % FED7266), BERBRIZ BT, BALBIZARH
50mg/m2X13200mg/ [Al52) % 1 $%5- L. 1B CERE (H45H 551284
H) . 4B CES (BIRI1114H 2 52966 H) % 37267 BITEMIE. ITFRHE
D46.2% LI DT5.0%. MBADS7.1%. R D50.0% TR,
infusion reaction. J&HAE. A b A F T A ) ARA G, M/ MEGRA
M E ) Ve 8. HIMEREGED . R ERE A, %k, A% Th o
7-64) -67)
11:52) KGR

/\3151

N

JH:13375mg/m2TdHh b o

18. FEEhEIP

18.1 {EF#ER
KFNE. pre-Bilfia & BB O MR A7 A3 5 CD20HUR I FF 12
AT 5 LTy MRS SR (CDC) R UHUARAT VA A
VA EER (ADCC) 1Ic kb, BiilaxBiE+ %98,

18.2 A ERIFIEMIZE=E/EA (complement-dependent cytotoxicity, CDC)
AHENT e MEROHFAET . 2.2ug/mLOJEECSBHIE (v b HRCD20B M
MR) D50% % R L 72A%. HSB%HW? (& b HSRCD20RE ML) 137 fEE
3. CD20LIE % A § 2 Mo x U CRiMIRE Mg e s A 425 2 &
MHERR S NIz F72, & NIRRT, imisHiie (CD34b kM) o2
U= —JERREI R L o 7268

18.3 MAKEMMBENTEMEMIRIBEEA (antibody-dependent cell-
mediated cytotoxicity., ADCC)

AHNEe b7 27 ¥ —MIBOFELET, 3.9 ug/mLoOjEEETSBANED50%
IR L7205, HSBAIIIZ A3, CD20WUR % A 2 fllw ikt L <tk
ARAF R A E RS B A 3 5 & L ARERR S 7268),

18.4 In vitro CD20 B4 RS S 1ER
IDEC-2B8 (1) v ¥ ¥~ 7 L [il—DOCD20FUERFIRAT (WZEHRFEN) %A
§ 5~ ATCD20E / 7 1 —FVHifk) 13, BEfFOHCD203Lk T 2 Bl
Dt b CD20PLFE 5 2 fE & & I EEAKAF I E L. ZDICs (50%&1%?}%
FE) ftildBl. Leul6 (Pt FCD20¥UE) @1/2~1/3L. kb FCD20PLEIZ

L CHRWPLESF R AREE R L7z Z O PUERF R AR A B, 2&%'
(v A~k b F X FRPUE) THHMEFES N TV,

18.5 In vitro B\ > INER4E RIS 1R
AHENE, & FRREIMBY) ¥ 3Bk b MGEMEEBY) >/ SIEA & FF R

AL MG RMIIL & E RS Lo 7270,

18.6 In vivo B\ > INEMEE(EH
B =7 A IS4 K 4 B B RS L 7zR R, R, &

B ON PSEIROBY) Y NERIEEHIZHA Lz, b, TY Y /23ERIIEAE

1L’5:: L6 72 70> 7268)

18.7 b MIEEMER & DRI RIS
e NIEE RO SAGE R & DU % 7GR RH A UG %
IRL7DWE, ) w3 B RESIAEE. Rk, WO AT, Zhlito
EUIPPAEN i1 Rl E 4 LCC??’O 7270,

19. BREAICET ZILFHAR

—E VI~ T (BETHRERR)

Rituximab (Genetical Recombination) (JAN)
AF & : 144,510 Da (daltons)
ZN E'K}‘B’) VONERFEMNAFAET 5 4 ALHUECD20 (U/ﬁ//\7 )
HTHE 70— F VHUET, CD20#M$‘ OFFIAL (W2

FEUU ey AHE. FRUAOESS GEFEEHEE) e I\EEEE
(IgGlk) DV A-k FF X ?’ﬂiﬁﬂsfa% D, 1,328 T 3k
PO EN TV,



20. BURVLEDEE
SURIBIEH IS L CIRIET 5 2 &

AR
21 1 [ ) A 7 RNl & S E O b YN SERT A 2 L,
B

()Y x4 > miEEEE100me)
10mL [134 7)v]

(Y %4 > SiEEFE500me)
50mL [1/34 7V ]

x23. EEmk

1) B EOUEHEO R CAKRIE - BICHERGE 2@ AP ENOR 41
WRLHET Uy R ov T GRIETHUIR ) (SRIEHHIRE T OCD20
Ptk OB ) > 2 SBAGHMEREE (A))

2) L%J:@Jé%lﬁﬁDWwﬂ%?f&E E - BIBYMEMGT SR AN O A 1
IRBHEE Uy F o~ T (BEFATRZ) CREMHIRET ©CD20
I%‘I‘élz@Bﬁ‘-H%H’ﬂTi ) osEGEEEREE (VRE))

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

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

5) [IDEC-C2B8 CD20FEOBAINEMAEIE A 2 3 > ) 7SI ] A B R B8R I O
HEAVER R RBR O IRTE | (FL AR

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

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

8) KA SCH# 2001

9) [TDEC-C2B8 CD20W5 1>tk 1) & S F 197 [ A i PR L e . O g b

PRIABROWEE ] GRKFE4EHA H @ 20194£3H26H . CTD 2.5.3.3.2)
[IDEC-C2B8#fiG M & 7 1 — Vel CHEFZER S 2 Wiz A7 A
FKAF M 2 7R3 55 6) EINERRABROME ] KEEH H © 2014458 H 29
H. CTD 2.5.3.3.2)

[IDEC-C2B8* 7 b — EHEfE#: (MR D 5 W IE AT 0 4 FIKEE

ERTHE) ENEIRRBOME (b MiF 2 50K ] FENEE)

[IDEC-C2B8#EIAIED 4 7 1 — VIEMBERE (A7 04 Nk Z R HE

ENERABEOME (& MUF X 7 Hik) | GERERD

[TDEC-C2B84: £y 15 K i Bl N B IR S BR O 22 | (RFRAEH H 2021479

H27H. CTD 2.7.2.2.3)

[IDEC-C2B8#ititt: Kitade  (MEBFHaLEE R % Bk <) EINERRHERO

WEZE | KFE4EH H : 20214F12H24H. CTD 2.5.3.3.2)

[IDEC-C2B8HAIFEFHE e A <7 + T AR E DI T P E N EER S ER D

W] OKREAEHH 2022456 H20H . CTD 2.5.3.3.3)

[IDEC-C2B8 ABOIMLifEIAN# & B R Al E P R IR ik BR O 2 | KFRAE H

H :20164E2H29H. CTD 2.5.3.3.2)

[HT 8 —HURBE. STHLATUERR T O AR B R o 4704 B 8 B HE 4 S

TN E N ERR S EBR o BE%E | ORFEAEH H  20234E1222H, CTD

2.5.3.3.2)

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

19) [CD20Bs OB EIE R L F > 1) v NfEIZ B 1T 5 IDEC-C2B8SE Y &
Re] (HMERD

10

=

11

=

12

=

13

=z

14

ft

15

=

16

s

17

=

20) TCD20BFED YL > /PR MRS 35 1) 5 IDEC-C2BSSE B RE | (KR
AEAH 1 20194E3H26H. CTD 2.7.2.2)

21) [IDEC-C2B8+ 7 b — VE MR (HRIFEE S 5V id A 71 4 FRFFEME:
ERTHE) ENERRABROME CEmEEE) ] EE)

22) [IDEC-C2B8#iaMED & 7 1 — BHEMERE (HEHRMDH 5 W IZ AT 0 A
RN 2R3 356) ENERABROME ] GKE24ER O © 20144E8H29
H. CTD2.7.2.2.2.2.1)

23) [IDEC-C2B8#fifitEd & 7 1 — Vel (27 u A Nk ZR$5&
NSRBI (SEEIEE) | (RENERD

24) [TDEC-C2B84: & 14 i 1 i [l N B R 3B O M2 ] (FRGEAE A H 1 20214E9
A27H. CTD 2.7.2.2.1)

25) [TDEC-C2B8#EiaTE R (IR HE LM TIEIE % B <) ENE R RER D
W) GKRB4EAH : 20214£12H24H. CTD 2.7.2.2.2)

26) [ ABOIMETIAS # 4 B A5 412 3517 5 IDEC-C2BSSE M BhiE | (KRR A
H :20164F2H29H. CTD 2.5.3.2)

27) 90 R+ —PuiRb k. PUHLAPUAR P 0 A AR B AR o0 BT B 8 A 50

JEHIHIC B 1) AIDEC-C2BSSEM BhiE | (KFR4E T H @ 2023412 22H .
CTD 2.7.2.2.1)

28) [TDEC-C2B8H. [nl#% G- D 3@ e & BT ] GRRZ4EH H - 20014F
6H20H . HIFEERMIE ~ . W, A, R B

29) [IDEC-C2B8HKIGHECD20/5 1% D A fatk IR 2 % v ) v /S IE x5 2 HERE
RO WEIME R AR OME | GERER

30) [IDEC-C2B8H 3t Attt o AatkIE AR ¥ % v ) v oSJEICH § 2 o
PUEMEAEH] & OB OWRy MR RAEROMZE ] (FLPIE R

31) [IDEC-C2B8 CD20Bg D18 ) > 7Sk 5 1w [ PRI e R 3 5 e O e 7 i

RO | GKFE4EH H : 20194£3/26H. CTD 2.5.4.3)

32) [IDEC-C2B8#:if#ECD20Ws M o 1k 1) > /ST F1 s 1] P4 ik o ek B )
5 (B RD

33) [IDEC-C2B8A: i #ECD20M M M 1) > 7 S P s #9130 4
2 (REERD

34) [IDEC-C2B&755& XA #Eia 1 D CD20F D18 1) > 2 Sk s 5k i R
AEROME ] (LR

35) Stone J. etal. : N. Engl. J. Med. 2010 : 363 : 221-232

36) [IDEC-C2B8+ 7 1 — Vi BERE (BHEIFFZM B 2 VW Id A 70 A4 MR

AR HE) ENERRBEOME (F) | GENERD

37) [IDEC-C2B8+ 7 b — Vi (BHIMHER D 5 Wiz AT 1 MR
RTHE) EINERREBROME (Zath) | LR

38) [IDEC-C2B8#iathd + 7 1 — CREMER: CHEEFERED 5 ViE AT a4
MK Z R THE) EINEARRBROME] GR24EAH 201448 A 29
H. CTD 2.5.4.3.4)

39) [IDEC-C2B8#ia1hD + 7 1 — CAEMER: CHEREREDS 5 WiE AT a4
FEAE A R T 8E) ENERRE (RCRNS-013U8% © # AT Ok
| (R RD

40) [IDEC-C2B8#iAMED + 7 1 — VHEMRE GHEFERI D 5 W Id A 70 A
MRV Z R T 6) ENIEREBROME | UKFE4ER H : 20144E8 729
H. CTD2.7.4.2.1)

41) [IDEC-C2B8#EAMED + 7 1 — BHEMEE (2704 NP2 R334
EIN RO CERE) | (FEPE R

42) [IDEC-C2B8#fiAED + 7 0 — BHEMRE (2704 FIFUlE 2R354
FENER AR REEOMSE (Zeaxtk) | R

43) [TDEC-C2B84: & P45 i fie [l N B R S BROBEZE | (FE &R

44) [TDEC-C2B84x & 15 Bz ik [l N B AR SR BR O WESE | RFEAEH 1 © 20214E9
H27H. CTD 2.5.5.2.2)

45) [TDEC-C2B84x & 14 i i JiE [ N B R sk BR o WS | ORFEAE A H @ 2021489
H27H. CTD 2.5.5.3.1)

46) [TDEC-C2B8#fia MRy (TR FEEIETIEIE % b <) EINEER B O
BESE | GKFR4EF H : 20214812/24H. CTD 2.7.3.3.2.2)

47) [IDEC-C2B8#fia M T itiiE (BES R PEIETIE % b <) EINEER RER O
BEZE | GKEBAEH H : 20214E12H24H. CTD 2.7.4.2.1.1)

48) [TDEC-C2B8& 4 M Ky iy M A a2 | ORFRAEA H - 20214812
H24H. CTD 2.7.3.3.2.1)

49) [TDEC-C2B8& & M K fis h M A i B O ) ORERAEA 0 - 20214E12
H24H. CTD 2.7.4.2.1.1)

50) [IDEC-C2BSHMRE AR AR Y b T A BE O I T B E N K 5RO
BESE | KFEB4EH H : 2022469200, CTD 2.7.3.3.2)

51) [IDEC-C2BSHIMIfEL Bz AR N 5 L FEEOFIET B E N R RO
W] GRENEERD

52) [TDEC-C2B8 ABOIMLif A 5 £ 4 Al N B R s B 0 R ) (FRGRAE A
M :20164:2H29H . CTD 2.7.3.2.1)

53) [TDEC-C2B8 ABOIMM i BIAS# A B Rl N R R sk B o 2 | (FKFR4E
H : 20164:2H29H . CTD 2.7.4.2.1)

54) [IDEC-C2B8 ABOIMLiE A 8 A T 4 Al FE N B R sk B O R ) (RERAE
H : 20164:2H29H. CTD 2.7.4.3.1)

55) [Hi N —Hufkm . PUHL AR A AR E R o AR B S A4 5
I FE 1 P B R SR BR 0 B2 ) (RER4E B H : 20234E12822H. CTD
2.7.3.2)

56) Lefaucheur C, et al. : Am J Transplant. 2008 : 8 : 324-331

57) Haas M, et al. : Am J Transplant. 2018 ; 18 : 293-307

58) [HL B F —Hufkm . HUHLADUR G o 4 AR R AH o0 B4R B 3 7 6 4 i
TP E R A BR OB ] GRER4EH H @ 20234:12H22H, CTD
2.7.4.2)

59) LI & . @ i, 2023 5 58 1 43-57

60) LI 5. @ il 2015 5 50 : 62-77

61) Akamatsu N, et al. : Transplant Direct. 2021 : 7 : €729

62) [TEFAH OB M A RIS 64 E N B R S BR O SE | GRER4ERA H ¢
20234E12H22H. CTD 2.7.3.2)

63) [TEHRAH TR B MR A SO G E N B B O SE | GRERER O ¢
20234E12H22H, CTD 2.7.4.2)

64) Sakamoto S, et al . : Hepatol Res. 2021 : 51 : 990-999

65) HEH S . BBAE. 2021 ; 56 : 43-52

66) FF)II5 . 2 RBHH. 2021 5 56 : 53-68

67) S . B, 2021 5 56 : 35-42

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

69) [~ ZAHAIDEC-2B8® & k CD20IZ4S 3 & fl A4 Rk | (REPIE KL

70) rvryx b ¥ X FHUKIDEC-C2B8D bk HKAGM B Y » /8B K N b

FEMEBY o ST 3 2 G aE Y] REER)

71) rt Ffbm%ﬁ%&t@xl}im&*ﬂﬂ (KFEAEH H 2 20014E6 H20H ., i

AR = )

24, XBFBEKRERUVUEVWEDER
SRR R AGE  H TR
T112-0012  HOTHSORIX AIR5-29-4
TEL 03-3946-1119
FAX 03-3946-1103



26. BLEHRGEEESE
26.1 EhERSETT

C EEIEHISH
zEnvakU BRI AR IR X KiK5-6-15
26.2 RFET

C | eEmEHa

zEnvaku  RRENE BREMR3-22-14

~15—

18-F



