% 20244 3 HegAl (B8 20 D4

20214 3 ATERL (45 1 FR) BAEZEEFATEES
Bpik 1 2~8C CTIRfF i
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1. BE

1.1 FENS DV T O+ Gk &BITRBORE D - 12
BReHOEMPERTE_ &,

12 FXF AKX BRI EREZH T 5HCD20E/ 7
O—F IV RF 2 /5 L EBRFRV ANV A X v UT
DBET. AEHEPLEERT RIS, BEFEZ
FROEE. FAR2ICLIRTHIRESIN TV S,
[8.1. 9.1.1 SHE]

1.3 AEMIBICKRL TR, ERCBPEZFORERA & 50
N3P 5 ERVFRDERETAESEDERT
BOWIEHBEHTREICTIEHAL, BREL AL L EHE
RBLELET, BELOFRED EIRMEZ LE S & HIHT S
h3EEICD&FF2EETH &, [8.2. 83, 9.1.2
11.1.2 ]

2. B2 (RDBHEICIEBELRVNI &)
RFN DA L adEE O BRI O & 5 B

3. fEBL - MR
3.1 #8RE
Y $§ S A7 (GEE TR
mg
D% =y L-t ZF Y~ ldmg
(A 7w L-b AF D VIEREKAIY 23mg

(10mL) 9| #shn#l |[#EAkF t Y v A 4lmg

b Lovg — ZKA 401lmg

AR VI R— 180 1lmg

KENE, Fr A =—=ANL A5 —JIEMET HwciE SN,
3.2 WEOMIR

LERIN dEtn ~ i L OEH~ LR B9 A3
pH 55~65
1ZE I 08~13 (AT 51)

4. FhEEN SRR
RHRERRL AN b7 LRE (REREBREET) OBR
T

5. WBER I RICEEET 38
#5101 AHNL, HAPREREANRY b7 AEE GRMRTHLY &
i) OBRFIHHT LI LW,
) [ZFEURLIE - SRR A NS N T AEELHRT A
K4 2023 (HAMRE >%%% (o N

52477 7R 4 (AQP4) Mkt BFICB W TEMME
IRTT—=FIEMOENT WD, BANE. FLAQPATUKRGED
FickE Tk, (1711 BR]

6. BIERUAE
HEL BAZIE, A A EY AT (@I FAHERR) & LCln
300mg & AL, 20 AUEEHE L £ Ok, #IEHG 1567
HEZ, L6 » B2 1l o Rl C SIHEHES 50

7. BERVAEICEEY 23E

7.1 Infusion reaction?®') A7 Z X LiERZ T > b — )L %72
B, AFHG- D305~ 1M AT I 2 5 3 23K O R GE R
F & FROHT 12Ty RFE G- D305 i 2B BB ARV E VFH
RN T IS TR G- L. BEOREL T IcBlgd 52
ko [1111 ]

7.2 REOMATRELRTIC X VOB LN D 5720, #%5-M
[ER L 5 AR

7.3 KF & — 2 IG5, BEOHEICOWTHE L. H%D
BUEDWADRD O N WEFHTIE, RF OG- Ik % e
THIE,

8. EELEANEE

8.1 AH & [k % BB R A E M % A3 5 PLCD20E / 7 10 —F )b
PURSLHNZ X 2BEIIF 257 4 )V A DB AL D U 2 7 3
ENTWD 0, REFG 27 - TBRIFF &7 4 v A KGs
DR AR L. ARG AN B 2 0E 2179 2 & [1.2,
911 ]

82 AFHE G X Wy 07 ) VEEOMT ., IO FmER,
TFARER R M) 2 SRS L REGUIE DY U B EEALT 5
BENDD D, K%U@i’ai%ﬁﬂ%*&mé{%%ﬂ‘ﬁziﬁz%ﬂw:

MEMRAEZ4T) & BZORELZ 5 ICBI5T 5 2 t E3
72y BASED BMITERIZIERE L. E': f)‘ﬁ%ﬂ% ZiE

R AR B S ARET B K %%‘%#Eﬂ%?‘% NP
[13. 912, 1112, 1681 ZHH]

8.3 AH G2 X 0 B BATk A L. AHE Gkt b &I H
1272 ) BHB B DA D Fife s 5o ARG HIERIZ B »
TH, REIHRIERIC X DB R Y AV A5 X B RAED
AL 2 EEAL T 2 WA H 5 DT, BHEOREE 7512
BlgEd o2&, [13, 912, 1112, 1681 ZHH]

9. BENHERE2EI2EEICETIEE

9.1 AfHE - EEEZEDH 3 B&

9.1.1 EEMEBRIFF R BE. BREFR VAL XX v UTDERERIL
BEfERigE (HBsHURREM. »DHBcHifA IZHBsHL{FEM)
WENEBIIIF R EE TIE, ROEREELT L2 Lo AHA
OIERR R OERE T B, kT L IR e <
HEIANAT =D —DE=F5 ) ¥ 75479 7% &, BEIT%.
ANV ADFGHALOBECIEROFBBICEE TS L,
PLCD20E / 7 1 — F VRS A58 5 S 7 BRTF 48 A
WADF ¥ ) T OEZEIERREE BT, BEIFEY
ANV ADTFHHEALHE SN T b, [12, 81 BHE]

9.1.2 BPEDEERIBPEIEHONHEE
JEYHEZ AP L TV B AR E DRI BT 5 2 &,
[1.3. 82, 83. 11.12 &&]

9.4 4JEREEHFT B

AR RE 2 203 53 2 8 & 11, ARHIF 5 JL OV
51467 ALY 282179 L H8ET 52 L, [951 &
8]



9.5 iTiF

9.5.1 Il AT IR L TV B W REMED & 5 PEIZ I35 L e v 2
EDEF LV, E’CDI9N T YAV =y 7= AR
I SRR C P 5 L 723 T RO, AH
DIERANOBAT K IRV OBMIeEIR A RO 5 TB Y
Y RCDION T Y AV ==y < AR v & 32 5L
W o P L 7-aBh e, AR o BRI A B OBk AR

1113 EITHSEMAERE (PML) GHEAH)
KA O GFII P OEEE T RIEEE OIREE 45128
VY DL, kb, PR RPLEIR (AR
VUIRCIRRIE) . RES B KRR OIEIRD D 5 b A2,
MRIIZ & 2 B RS W R O A B 2175 L L bic, %
LA gk L, BYUALELRITH) Z L,

11.2 Z DD EMER

BRI TSR0 5N TV B, < A AR OB A X A 19%LL_F-5% i 19% i
%357 H % TICIIE L 727%, HUMaE gl L 5399 H 0 B R - e T | S FEED T, MR, AR
P L 2% b R A T A0 5TV a, [94, TEPERMTFBE % TR B AR B
952, 96 B RYERESRIE, D O, BEIRO
9.5.2 IgGHUKIZIRAEE MDD 5 & £ A STV B0 AEI D BT IR
H% R BESSORAERICBV T, B0 273 I ML, ) >/ SER| MR A AE . I ERBE AN . AF
EELURMA D L0, BT F Y LIXREET 7 F B A, I R RER T 4RI
AT DB IREESLETH S, (951 BH] WA
9.6 EILIB Bt PRI AR S AR
B EORBIER BRI EOA R B L, Blom [T Bk RERC R VRV, VPR PR
RS ARF 3 = £ RO Mib~opiry T S
ThoH MBI RIBT 5 2 LRI, T T T T
(951 2] F 6 T W5, 5. Z 0 UG, B
97 IR o . BAREBIRE S, 23
’J‘[/E#%ﬂ%it L 7z R BRI FEh L TV 7w, I E 5 7J(7r@\ R B i
10, HHE{ER BE. KLBE. AR M %, UK
e e e et 2 — I, BIEPER R
10.2413?)33115 (1#‘%‘5/3\:5»7‘6&_?:) : : EE Fi/f‘?/f\ Eﬁwﬁfix ER"%\ ;g
A B X - 388 7 - BRI T .
¢17+/xgﬁ77fi%g%ﬁivyxmfwm%$u 5 T T EES IV
g e o R e B R = T T e S DI
KAENZ X 6‘(6‘%@%&?@41@@ nNnd 5, . L
Hif $TILBGEE T S5 SR ST SRR
&, F7-. BiEAS A e BV ATFO— VI, mhY 7
T2FECTAETTTF Y e FIfE, FoRlR ARV E A
AT v OB AW
AHZ k., BT Y W AR A FHE e el 5. ALTH.
F v ORI ED L JERD ASTHIfN, »-GTP#IN, Mo
E S ADPAY TAMES Ty 1 a7 Y GRA
BRI, Zofh TV |, KA. APUR. 955, R
LT 72 |7 7 F >~ OB R % w59 S €| 2H O VR W TEABRRLE TG, . A
BBENDD Do Yo s FocH BEIE. 18, FEIF. L2 Ik fE
T RENELN B, FUISUEIE. TEfko Bt
ROBZNND D, BE5
ST & |58 7 & 0 B Gl B 5| 38 FEE O G 728 S0 L 1
HY2EH O AV RS D RIS X B IR IE 14. @R LOERE
SRR IR L 23 A . Y| B aBtrd 5. 14.1 RARBEFOEE
R ROV | 2 LB 247 18110 WH ) ¥ VR AT TS EREREIY . 354
EHEE TV OARK & H S A B E IR 250mL AN Y S INIZIEA
L. AifRL THWwWLZ L,
1. BIfEA 14.1.2 FRB P ICEBIRM T 2 2 Lo MkDEET BTN

WORMERD S S5b b 2 0B DDOT, Bigx 551247\,
FRDFRO SN Y& 1 d G- & ks A5, B 2 Ll & 1T
)Tk,
1.1 EXLEEER
11.1.1 Infusion reaction (12.0%)
SR, RO fEAR. PR, FEL MR, BEE D
bbb END D, BRRFRIZB T, infusion reaction
WA G- FI2 28 < RRD B 7z 28, 20l B S- DI o $ 5.
WZHROLNT VD, FEDFRD S NIHE I3RS Hl#r,
ik, G HEE R 8RO B EORIE TV W) 2 WLE % 4T
) Z&e F7o. EEMDinfusion reaction?id HbNHA IS
FEDICHEGZHIEL., #Y)20LE % Lo [71 ]
11.1.2 BERAE (124%)
M. B, HBHWVIET A A L 2 IRGeE (ligsss) A
HODONDLEIEDNDHDLDT, KEOEHEHEWIH AR R
THRITBBORELZ T7ICB%ET 52 L, [1.3, 82, 83,
912 &)

4o -

179 <

o DT, ABUE N OABIZ VLA D X9 il LV IRED
EIMZ RN &,

1413 PRI T R O MDA e wh, HEMEZIT) 2 Lo WIHOR
B, ZENIEDZFEOLOIEIMA LA n &,

1414 HR L 22 2 G RcSimIc 2 2 F Tl 22 & (s
Lz &)

1415 ML 720UIE LIS 2 2 L, 2B, ROEHETR
3 A5a1E. AR 22T ~8C THRAF L. 24FE L
WIS 52 ko MRL M E25C DT THRIEET 254
W, ABERILAUNICHE 9 2 2 & RSB ORRIIEERT 2 2 &,

14.2 BRI EBHOER

14.210 RENIMOL L7254 V2 THGT 208 L, ol
WL RAE LRI b,

14.2.2 R OB AEORN02FE02 umD A > 54 7 1)V
=% fiflT5Z L,



14.2.3 AAGRE, BEOREZ 0 ICBIE L2056, UTFo
FITRLH L 22 G HE 2 B EI2, 900 DA TS5 %
Z o BHHA L LD IRITEZEOBELIT ).

iz K] PeG# A (mL/)
0~30%> 42
31~60%) 125
6170~ 333

15. ZDMDEE

15.1 BRARER ICE D < 153k
B PR BRI 5 W CHUR UGS A N & 72 BB DR 5 727,
PURIEBLE BERAROIH ERR £ OMBIIIFED SN 72,

16. EYMBNRE

16.1 MigE
BAETF R A XY b T AEEEELITHA L RIZ, AH
300mg# 1 H H X '15H HIZ2H# IR N % G- L 72 BR o0 I Hh i
JEHER RO HE X7 A =2 U TOoLB) THL (HE
N OHENT—5) Vs

1000 P
--------- sEa MER0.10ug/mL
Il
w100
H
1
ES
& 10
|)¢
A
- 1
>
%
i 0.1
(ug/mL) b
0.01

0 2'8 5'6 8'4 1i2 1;10 1('58 l€'36

kER (H)
[1 AHI300mg % 238 HE C2AIBHIR A% - L 72 BR O AT 3 10
ERREEER (1730)

W BERE T X — 5
Crnax CL AR EAR Ti2
(ug/mL) (L/H) (Vss) (L) (H)
Ist dose : 97.7 (374) 0.2 (34.3) 421 (27.3) 18 (272)
(N=173) (N=137) (N=137) (N=137)
2nd dose : 108 (454)
(N=168)
[FATFIME GRIMTCV%)]

16.3 2%
L RCDIOF T v ATV 2= 7 < AIAIEIR 30meg/ kg%
S8 1508 R RS IR A% G- L7 & & RIS H B o BRIk
T2 MR ORIED PEE I ARIES R U830mg/kg TE NN
114K D811%TH 1 JRRISERENIATST 5 2 LAVRIE S 7z,
16.8 Z Dt
16.8.1 EH%
TS & 58 MR LY B 226012 75 & R UL ARHI30, 100
T 0%600mg % 1 H H & OF15H B 122 EIRPNF% 52 L 72BsDB
MBI TROEBY THL JEAT—%), [82.
83 & ]
a) ABHIOAGERRENLZN R« BT EA RS b T Ak
& (PR HR T &) OFETH
b) RHNOAGEHEK O 1[E300mg% #IE, 2881200
WEHEL. Totk, WS 2567 Akic, L6 A
WZ1E O I C AR EET %,

B 200

i o

1 175 A 7F1R (N=7)

S o 30mg (N=5)

% 150 = 100mg(N=4)

s < =

125 600mg (N=6)

2

7 100

e

g7

2

fg 25 T .

7 O -0

Lo
257, P, 2 w2 w2 ) ) v ), 5, i) ), ),
RIS =)=
BRSBTS g
3 B = = = B CH

BN S # Y

(2.7 7 £ R UEAHFI30, 100, 600mgz 238 # Fa T 200 &Ik
P L7ZBRD N =2 T A Y 2 BHIIBEOHER (Hhyitfi)
FU : B

17. BRERRHR
171 RO REMICET 558
17.1.1 5 I/ MAHEEHFEFER

BANER R JE A X2 b T AREEH2306) (HANEESH)
x4, 1THH K O15H Ho20al, A#300mg iz 7' 7+
REFIRNIXG 32 “EERT 7 £ R BB £t L 720
RHE| D218 H OF G-t 67 BIZ1E OMBE TEHIRNI 55317
b CREMBOFAREHEH ORHEIHM CTHo72)0
TEEMRT 7 R HEEBROMR, TRHEEA TH 5
EZEE (AC) THIESNZEEE TOHMIZLTO LB
D Tho722 9, [62 ZH]

FLELFFMIEH Td 2 ACTHIE & 7258 L TOMIH O E LT

B |75 v +E
e ]
BIE 17441 5611
BRI SN EE (218 (121%) 221 (39.3%)
) A7 B 728% (NH— Rl 10272, 95%EHAX M © 0.1496-
0.4961)
PLAQPAFUER 1 B
% 16161 5281
FEATRRD BB 1861 (11.2%) 221 (42.3%)
A7 AR 773% (N — KIb 0227, 95%IEHEXH - 0.1214-
0.4232)
PLAQPATUIRRE ML H
BIEL 1341 411
FEEATRE H - B |36 (23.1%) 011
) A7 A —
10 AAIE
1
;5% i
* 08
2
2
;ﬁ 0.6 »Jm
O. PR
{é 0.4
£
")
&) 02
/El\
00
29 57 85 113 141 169 197 225
AR OBREH B
TIEEE 56 53 48 42 41 33 31 18
AFHITE 174 169 156 144 138 136 131 95

K3 ACTHE SN/ 5/EF TCoOHM DKaplan Meier 71 v
b (k&)
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D SofEE T O SRS EY
S o

0.0

113 141 169 197 225
H¥%
37
129

57 85
HRE R OB ERE L
Tk 52

KA 161

4. ACTH]E SN 75/ TCoOMM dKaplan Meier 7' 1 v
b (FLAQPATURRGEER)

49
157

44
146

38
135

29
127

27
122

16
88

F 72, BGBMGHZIITH H £ TORARECTOR EHRFEHH
JEIX71.8% (125/174%1) THH . 77 L RO ZEBHE
73.2% (41/5681) EIRFEETH o7z, AFIFETRD S/
FABEERRIL. REBEG115% (20/17461) . BIEiH9.8%
(7/17481) . FEAZHES BUS9.2% (16/17481) T - 729,

18. FExhEEIE
18.1 fERA#RF
4 A A7 PCDINFRRIIZH G L. JUARA M
fati®E (ADCC) IS & ) CD19FMEBHIAL % Al S 4 55,
18.2 EIE/EH
18.2.1 CD19ICXt§ 2 #&1EA
AREN) AT LT I FE—REEH DR — 7% 16C4TTED &
F CD191Z %4 5 ECs0l2639ng/mL T - 72 (in vitro) ¥,
18.2.2 Atk MRS E/ER (ADCC)
A 3 ¥ A= 7IECD19B ML L CADCCIREMH: %2 7R~ L
7z (in vitro) o
18.2.3 Bififaik A EH
A XY A< 7IEe bCDI9 N T Y AV = = v 7 <7 ALK
HO OSHLER Y O BAIRE & A £ 272 (in vivo) 9,
18.2.4 BB MR EA R VIgGE T1ER
A3 A3 7E, EBRYBECREEREHRELZFES
722 FCDI9O kT ¥ AV = = v 7 < Ak ORI %
WA, RIgGR I » A ) IFy Fuad A MEy ~
I BRI IgGIREE AT S¥72 (in vivo) 7o

19. BRI ICBE T 2 EB{LFHA R

—ff& A AEY XA~ T GEEHIEZ)
(Inebilizumab (Genetical Recombination) )
A3 A2 T, @iz e Mees 20—
WHETH ) . ~ 7 APLk bCDIIBUE DAl e 72
W e b7 L =27 =7 KU MgGlOEE D 5 2
b0 AREY)ARTIE, WY VN7 H6-a-L-7T— A
BRI RKIBLF ¥ 4 == XL A5 — PN
WEDEEENS, £ 28 X371, 451D 7 3
JERRIED S 2 HHEE (1 18H) 2R K U218 7 3
JREREN S AL (k@) 2R TR SN LHE Y »
N7 (G £9149,000) Th B

* H:

20. IRV EDEE

20.1 RANIHMEIZ AT T2 2 &6 FMERE BRI LT
P

20.2 HAHEEWT DL Z L,

203 HLLIRED LT &,

21, D&M

211 EdEa ) A 7 SR A2 RKEO b, #YICERT L 2 L,

21.2 ENCTOEBIEF DB O TR LN TS Z L2 b, HEIRE
By —EROEMIRL T BEBENL T TORIZ, &
FEG & 5 G BGERE L T 522 212Xk ) Ao
FEZOWREREIIRET 2 & &1, KHOREMROH
WM 57— & RPN L. ARF oI IS
BIEEYHELL L,

22. ‘a3
10mL (N4 7)V) X3

23. TEXH

1) HI =288 (bk) @ SiMiR R s iR g At R & L7z
S/ THRER BRARSEHE GLANERL) (20214E3 H 23 H KGR,
CTD272)

2) Cree BA, et al. : Lancet. 2019 : 394 : 1352-1363.

3) M= ZE88E (Bk) - MR B Rp R EE 2GR Lz
B/ IMAHRER A0 GENER) (202143 H 23 H KRR
CTD273)

4) =288 (bR - B BRI EE 2R Lz
B/ IMAHRER 224t GENER) (20214E3H 23 H KR,
CTD2742)

5) HA=2E43 (Fk) @ In Vitro3B/EH (FEPI%ERD (20214838
23H7KF., CTD26.22.1)

6) =28 (FR) © In Vivod€HEI/ER (REPUEEL) (2021483 H
23H7KF., CTD26.222)

7) Chen D, et al. © J Immunol. 2014 : 193 (10) : 4823-4832.

24. XBEFEKRERVEVEDEE
MO =28t (T DR o —
T541-8505 KBt ok DGE AT 3-2-10
Al 0120-753-280

26. BOERGEEEE
26.1 GERSTITT
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