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7.1 Infusion reaction®DJR IR UIERZ I NO—)L S Dicsh . AEFIR S D300~ 1 BRERIICTIiE R Y=Y
ERUOBRAERH ZRORS(CT. AFIRSDOI07FIICRIB BNV E VR ZEIRNR S ICCRRS L. BE
DIRREZE TR T D E [11.1.188]
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K590 E BERMILEDIREIETREDERRZ1TD.

53] BE5RE (mL/EF)
0~30%7 42
31~607 125
6153~ 333
Lys1:]l
FRAZEDTELE B E5HRE AT5 151 (3 24 BSEEOEZR
e - 240 XFILTLU RZyav* AEIR 5305781
BIgRERILE A BRE 80mg ~ 125mg
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v A
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n=67 n=68
Infusion reaction 10(14.9%) 5(7.4%)
MedDRA ver.26.1 (202445987 —5 1w b4 THR)

& MITIGATE:E% (Any Inebilizumab&E*) TR SNizinfusion reactionDFEIREISY
Any Inebilizumab%H

n=112
Infusion reaction 11(9.8%)
MedDRA ver.26.1 (RCPI320245489H.OLPI3202452B9B DT —45 v bA TK)

¥ 1 RCPXIFFFEMRHARE (OLP) CHAIZ 1 B HRE5ENTe&EH
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F15EIEA

(@ mzuE )

FEDIRFARICBVCEAKFE CHAHBMRBAMERICRDREIOTU VREDE RHEROSN TSI L.
ROBMECEA i REiE A U2 R A DO SN TN EN D BEENFEIR T DRI REEN D DE T, Fe.
TR SICROBHIRRMDUAI L. FAAIRSHIER B RABICOIZOBMRB DRI ORI o END AAKRS
FRIERICBNTH. RBEIIFNFRICEADMEP DA IV AFICRDRRIENEUDHNIFRIL T A RN HDET . &
BB R R OaFIE T RIFEMNICIMAREZITOFE BESADREZ T ICEHETDLIICLTLE

[y

I BFARXIC KD FEME
RRIEF BEE BRFEFANIR REDERZAIOREICHIOIR. NOBERFENFAELCEBFAXTE
BIERELCTVET,

B EERER
I IRESRRAAE © FEF. [, IR RR. IR EE . f7RE. = HER (B R. R BRES) 5E
FRESTXZUAE © BEERFR. FRPRER S8R FROE® . RIS L

I EBR

o BRE
MITIGATERBDRCP*ICHIF 2BAEDFRRE B AFIB T75.0% (51/686) . TS RRHTE3.7%
(36/6781) TUTZ. ZMD 35, BEFEAEDFREIEIE. AFIB T5.9% (4/686)) . TS RBE TRBOONFE
ATUIZ,

° BN RRRAIE
MITIGATEGRERDRCP*ICHITHEM R RERAEDHEIREISL. AFIBFT2.9% (2/688) . TS EMET1.5%
(1/67H1) TUIZ,

XT—FHv AT 1 2024F4H9H

I HE

REUEDREDONTTHG(C (&, MFARE . BIERXIR. ERCT. MPEEREESDRAEZREUREZIZ1TOEEBIC.
NMEEPNDA VAR MNERZR ST DEEDOBEYFNBEZTOCLIEEVL EHE BRRIEZEHULTCVDEE
[FRESADESREICU BRFPEDAFEZB L TIEE 0,

Fle ARIRES(ICKROBHRREDRA U AFIR SR IEE B REIBICHOIZOBRRB ORI DR T LD 5. A Al
BRESFPUIERICBNTCTH BESADREZ T ICEEUTLIZE,



1" CD20I5 1 Bffa s D2

MITIGATESBR(C 517 5 BRFDAIEIF. AAIDFEN MEAREICD19DRHZHE d Bz, CD20M 4B
ZAIELELI,

MITIGATERERICBIF 2 AFIR 5% DMHACD2083 4 BRI, 52B-DRCPRU78BRDOLPORHIC K
DRSITHBLE LI,

CD20/54B#ifa#IDN—2R 5 1 /EICKT 2 EE DR RIEDRERH (£IFSKE [FAS])

120 e TS ERE
140 —a— ATUXTE

@B O IPMEN L X P\ AUIN— ),
SRS WHEFE02AD

T T T T T T T T T T T T T
024 8 12 20 26 3438 46 52 OLP12 OLP26 OLP38 OLP52 OLP78 (&)

OLPO
HAR
TSREE (n) 75852 & 4 o h “ o8 & 4% 18 17 3 8 2
IATUXFEE (n) 61550 3 3 KO 29 % KE K] 15 15 8 14 2

T 5—){—[FMAD (median absolute deviation) Z#& 9
(RCPIF2024F489H.OLPI320245F2B9HDT—4% 1w b4 THER)

FHITE  ARINF TS ERZRSUCBEICBITDMEFOBMRKICH T HFEICDONT. 7O0—-T A bXb
U—7ZRAWCFHRLZ,
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I'%ZJ07Y2G4(IgG4)iRE™
MITIGATESBRIC BT DFFNR G5B DIgGAMEDN—R T4 U HSDE(LEDFR{EE, 52BEDRCPRU78E
BIDOLPDMIC FEIDKSICHB LEUIC.

IgGHEDNR—2R 5 1 H 5 DR LRDPREDERRFZEL (£FE5EE [FAS])

(%)
100+

e FSHREE
80 e ATYXSE

60
40

20

B OBy
SUIFVAUIN— ), SmrO0|

_20_
-40-
_60_
.80_
_100- T TT T T T T T T T T T T 1T T T T T T
024 8 121620 26 30 34 38 42 46 52 OLP12  OLP26 OLP38  OLP52 OLP78 ()
OLPO
oLP2
HiR

TSEmEE (n) 676664 64 62 58 58 61 60 61 61 5 60 60 44 43 4 3% 2 19 5
ATUXFE (n) 686461 60 64 62 60 5% 61 58 6 5 58 63 46 44 4 3 2 2 4

T 5—){—[FMAD (median absolute deviation) Z#& 9
NR—2R T4 MElF. RCPOWEERSHIICTREZICESNIcAWFAEEZTRT .
(RCPIF2024%F489H.OLP(3202452H9HDT—4 /1w bA TBER)
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I &%EJO0JVUVE(gE)EE™

MITIGATERERICHIT D AENR SEDIQEBDN—R A VD ODZE(LEDHRRIES. 52:BEDRCPRUT8EM

DOLPDREICTFRDKRIICHRELF Uz,

IgE[EDR—R S 1 U Hh S DE(LRDPRIEDIERZ(L (2FEHE [FAS])

(%)

50
40

& 30
m 20
{[E] 10
z D 0
ﬂ:.’l\ 10-
% 2 -20
':F' > -30
oA -40-
B~ -50
7%‘ -60 -
_70_

2 -80 -
'90'

-100

e TSUIREE
e AU XS

1T T T T T T T T T T T
024 8 121620 26 30 34 38 42 46

TStmE (n) 5755 5% 52 50 8 5 54 53 54 83 5
ATUZXFE (n) 57545 8 54 8 8 5 5 5 5 51 5

5I2 a OLII31 2 OLII:’26 OL!IDSB OLII352

OLPO
oLP2
HAR

5337 36 3 28 2 14
5339 37 3 2 2 18

OLP78 GB)

T 5—){—[FMAD (median absolute deviation) Z#& 9

N—=R5A VEF. RCPOFEERSHIICREICIFONTcBILAEEZRT .
(RCPIF2024%F489H. OLPIF20245F2B9HD T —5 Ay bF THR)
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I ;/3%13)
& MITIGATEER (RCP) TR SN BRFYE (FFIBF TE% LU L) DBEESEROHEIRES
TS EinEE AEIBF
n=67 n=68
BRRED KUFERE 36(53.7%) 51(75.0%)
COVID-19 13(19.4%) 16(23.5%)
LIREER 4(6.0%) 6(8.8%)
IRERER 8(11.9%) 4(5.9%)
PREBIRRZ 4(6.0%) 8(11.8%)

MedDRA ver.26.1(2024F4F987 —5 v bA TER)
BEIEROERELDHICHD DS T PTRIICI#HE U TEN EUTE.

&  MITIGATEER(Any InebilizumabfEE*) TERH SN RFE (FFIBF T5% LU L) DBESROFEIRES

Any Inebilizumab&[

n=112

RRED LUFERAE 79(70.5%)
COVID-19 32(28.6%)
AVIIIVY 7(6.3%)
LIRERER 11(9.8%)
FERmR 12(10.7%)
PREGRRZ 10(8.9%)

MedDRA ver.26.1(RCPI$20245F459H. OLPIZ2024F2F9B DT —5 11w A THR)
BEFERORRELMCHD DS T PTRIICIHE LT LU,

¥ ! RCPXIEOLPTHAIZ1 B R EENTeEH




& MITIGATEHER(RCP) TR SNIcMIXROBEEEROFEIRES

TS mE# PNk
n=67 n=68
MRBKITY VIREE 14(20.9%) 16(23.5%)
&m 1(1.5%) 2(2.9%)
MIERRAME 0 1(1.5%)
YFERERIEINAE 0 1(1.5%)
BRI ZMEI 0 1(1.5%)
BMmEREAME 1(1.5%) 1(1.5%)
U > ) ERRAME 6(9.0%) 11(16.2%)
SFERERIRLAME 3(4.5%) 4(5.9%)

MedDRA ver.26.1(2024F4B98 7 —%5 A b4 TR)
FBEFEROHRBEDHICHD DS T PTRIICIHFE U TEr EUTE.

& MITIGATEER (Any InebilizumabsE*) CTHRH SNIcMIKROBEEERORRES

Any Inebilizumab%H

n=112
MRBKITY VIVRES 21(18.8%)
aim 2(1.8%)
MERRLAME 1(0.9%)
YFERIRIEINIE 1(0.9%)
€07V VIE 1(0.9%)
BRZEAL 1(0.9%)
BMmEREAME 4(3.6%)
U 2 ) ERRIAME 12(10.7%)
INERIEE M 1(0.9%)
SFERERIRLAMIE 6(5.4%)
/) \iRBIAME 1(0.9%)

MedDRA ver.26.1(RCPI$2024F459H. OLPIF2024F2B9HDT—5 11w b4 THER)
BEFEROERELHICHD DS T PTRIICI#HE ULTEN EUTE.

¥ ! RCPXI(EOLPTHAIZ1 B HR 5 SN
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F15EIEA

((3)BREFH 1 LR DEEAL )

FENMRESNEBESAICBVT. BRI A LA (HBV) OBESEEARESN TN T K. MINTEHER T
(& RIU—Z2 TBCHBSTRG M X ISHBCHUARZ L CHOcBE S AFBRA SN TLIE T . AEI DA BRI
ROTBERE T 213 LU CHERBEB PR DA VAN —A—DEZIUV I ZITIEE HBVOFEMED
BURPAERDFEIRISERLTLZEL,

I EFRXIC L DERME
HBVOEEMRLIF. B, EBEEANIE. RUBEDERZE I OEEICHIDFREVCEBT AN TERSR
BLTLFET,

B EERER
FE BRANR 2582 B0 - B 508, LIESEER. 5B5E

I ERIR

MITIGATERER Tl HBVOBEEMALIFHESR SN TVE B AN MINTEHERICS ULV T. OLPH*FRICAAEIZFD0.8%
(171196 [CHBVDBEME D FEIRLUX Uz, COERIF. Grade 2DIFEFEDER CTUIH AFEIEDESE(FDD
CHIBTE N AF DR SHIECEDF U BIBEFBRTULY . 5B BN CTHREICAF DR S SNIcBESAIC
BVT HBVOBEBEMHEDRESNTVET,

RT—=FHy hAT 1 20256%F2R7H

I XA
SH O [BAFNABRAA NS/ V) | BEESEIC EZ YUY ITROBYFNEZEPIECTHEHD L 1ToTLTE
YAl



[EEEN] gMGOHABEZXNREUVCMINTHER CHRE

ENIc[HBVOBEEM(E I DR SNTEEBIDE (8

55 —2)

1 BEER

125 B

4 584

A 7ITA

MG DEHEEE W, BRI, AR 7 LILF — R SASENE. Sl

ARDIE SR 3768
PHFATUYCURRF IS YR(EN. 7 LOVE Y AF BTV IVERIE. DR

HAR AEF U ARGV e RO700F 7Y R T7EFILYAT A (WITNErRS
B TE)

2 ERIEE

Bt £ 8
ARONER RS ERIT.,

ARAERSD 53756 | AHOFERSERITI.

ARAEIRSH 53808 | FRlIHHESIE L
HBVERZN R 1. (351K (Gl OPD)NBA S BEIFLIBIC D & 7 578
EBTHD. HBVEREDED o o/, SHEHICEE TN S HEHR (AES) 2
T2 HBVEEIIL LS LBV EER S LD L AT A ALE=5—ED
B ARIEE D ABREAES| BB L (FAHIER S 553004)  AESIE
Az
EHS N RERREUTOED THS -

AREIESH 54750 * HBV-DNA : 6,670,000 IU/mL

* FiHBcHi#A (Anti-HBC) : 0.007 COI(E#EME : IFRItE)

* HBsHIR (HBsAQ) : 1843.00 COI(E#1E : FFRItM)

* HBe#/R (HBeAg) : 1834.00 COI(B#1E : IFRItMH)

CALT(PS =72/ b3S VRTIS5—8): 67 U/L(E#(E : 36)

s AST(PRINSFVET =/ hSVRATTS5—1): 54 U/L(E#(E : 34)
HBVE A EDEIR(E[EERITHD ol

HBVEEMEICHN T aREDILEF[1RSHIE | EHRES NI,
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((4)Lﬁ'lﬁ%%’lﬁElEﬂ‘ﬁiﬁ(Progressive Multifocal Leukoencephalopathy : PML) )

PMLIFBRZRRLTWVNBDICTA VAL REDDME FUIEIR CREMHEL TRNICE FEMDIREERERZ T
KBTI,

I BFARXIC KD FEME
PMLIZ\ EXSFENFRELCEF A CERBIELCVET,

B EIFRER
RS | F R, Uk AR SRR RERE S KR REER L
BRE  URE EEES. B NES. 40— XREEONEEESR), IR FE, K58 BEUHESTE

I RRKR

MITIGATER B Tl PMLOBEEA GRS NTVEE Ao LD L. IBHIR B BRI RTINS LS (NMOSD)
DR ABEITHL CBEICERES N1 155 BRICBVN TIPMLOTTEEK | DEAID IRESNTVET ([
HHI.

I A

JCOAVAICH T DRHENTEEFTEVH PMLOGERFERERICH ORZER N OEX(FER{tZzE15
ITENERELDFT,

PMLAERDSNITIHZAICIE . AEI DR S 2R PN R IE UGBV EZ1T o CTLIEE L,
ZIOREICDWTE &FTD ETHERS R BEERIE (Progressive multifocal leukoencephalopathy: PML)
ZEAANSAO ) ZSRUTL IS,
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[EZER ] RBRBRERANIIS LBEE (NMOSD) DR AEBEZNRELC1155HEBR THRE
AraEt HEGIDBIZE BN T —5)
1.2EER

SNE[PMLD

TR Eegic
Tk B0 L
BEERE 1BHERER K. B MHEENE. A =X HE. FREERR. FHREHX
2 JEFIRE
B3 (wA) ® 8
HEBERFIC /T F A T >50mg/dayz21 1 BEHRS.
AENBCEERICEIM T SN,
17788 REERFEEZRIR AFIV T R ZVO181gDIVIES TEE.
219HHE Inebilizumab3EIEi% 5.
BRMEDOREBEREN AR MEDEOC AR B I E 1 —FMERE (CT)[CKD.
228HHE ERIE-BIEEICERIRZE D ERH SN Tc. AR (CHEFEIHEEE[CZ L (FERH 51K
Moo
23788 (AE108E) 2D B REERER U 1 0B T DOMEIEICE e EBECTIC KD e (CamE
JEESARBERINRE Z5R 1. CTIRZNPMLICEE LU TWDEEEED D EZh i,
BR (CSPBEZER L. IR CIEERYETH D ERDNDIMOEZIREERBT
239BBARI2EE) | o yn g s nish o 1z,
MRITHENORENABEZE TSR MEOREET2EESRE. 4DDH MDA KU Z
242HB (ABR15HE8) | U AB5#/)\EEHERH S IEEHIRRIEERH SNEN o e,
CNODRZIF2HBIEENETERICEVW T KD HAW TH o T,
CSF3> )% . John Cunningham™ )L A (JCV) KU XS —E@#E K (PCR) 247
DIEHIC2DDEIFDIREREE (XTI UTc. 1 DE DRI #EE TIFJCVODNAM B A
SIREN: BEI CTH D ERESIND . IRDBREKE CIEMEHAIEEl Thd EFRE TN,
3DBEDCSFY > )b KEELFEMEAISES U BEREJCV PCRO#TZ=E U
1zo
CDT7 vEATIFICV DNAFKMTERESNED o]
PR D A TR 2R BaE@E R [C K DT,
AN — A 7 - = —
24588 (AE18HE) DHTDIZHDRIRAZIKENT D EFTEHED oz,

AFABET =I5 MREDRRZHEE CEFVEDRRICE D fc. CNSDIMKRE
DIFERIFZHIIC IS PML 2B RS BEX . FFERUNMOSDBRERL S HF N/,
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Z DftiigShICEEDUERIFIEE

WEDIFUNIIESED I F 2 DEE
FRBRSRODEDIFURUEBEDITUVICLDFHERDLZER IR SN TVWTEAL FEIDRSICH
e TRAENEURINDOE T EDVIF URIEFBEDT TV DEENNEFS G FAICKOBERRBDA
BERIFE CICRSZ57 T SE. BRMOEETDF CETIF UNIESHFEFEDITFT VDEEFEZDHKIICLTL
REWVERBUCED TV DRRICE DIERDR R LB EICF BYFLEZT TS

I NEED O F 2 DikiE
REEDOFVEMATDEFFIDERBFICEDDIF UICH T DREBNESNVEVETREED B OF T AFR
S5#%ICREEDOF U eEBUEE. DOF Y OHREFFSEDBTNDDOFEI DT ARBREDIIF
BEFMEICCERETL

I fh DS E S DHA

fDRBIHB LM AT DE BEDRBIHIERNS TS NBTEEMDHOFT . SO T, D REHNHIE
EEDHA T TABDRSZRIAT BHE . XEAFIDRSHCRENFIBAZRNT B0 BEDRENT
{EFIDS BT S NB I REMZZBL T IEE L,



[EE ARz UIEERFERIFEDIRZTSRTEE L,

B R EH 5% D RR TR g

JFEREZH S " EER TS RN REREESEIEER (MITIGATERER) 2

x4 &R | L7 (B ZEORTURT DD & EENEIgG4-RDEE 13561
CDOSB127HIDBENRIERELLERE (RCP) 258 T Ul (A TUXF 8 1 6461 T5t2hEE
63%1) .

BIERICEI SN RCPICKRSZX(FT213561D575. 10261 (75.6%) hiIFE#ERRE (OLP) [C
B1TUIC (RCPCATUX S 25 S NJcEF | 536 RCP T TS RZRS SNIZET 1 4961).

FIRBIREE | o 18HUALOWAETE

* |gG4-RDEZMIEN. 201 9FACR/EULAR IgG4-RD D FEE A7 jin/c 9 8&

o A HHWVIFIRAEGEENHRRICKIDT)LITILF IAR(GO) *HBBEZMNEEL TLD (FIFEX
(FFEF)BE

o EBMEDH DM zs - BN DL EDD RO TV 7 HIBDURIHEWNEE

FLRHBLE | o BENLREBINHIURIDHDESE

o URT - RRT4yhFHAICHEZNIF T RN D HOETEREEX I ZDMDEETEEZ
BIoEE

o BERSEFEETEEICED D BRI —ERRIC. IgG4-RDICHEZ R FUDD LU FDEAZ(F
RAUEEPERZTFTELCVSES !
HEYFNRE| LK OBIEREE L
- B REBREERZ /5L Bl RRIE
FEEYFIE BB DY FE (DMARD)
- GCLS D e R
- DO DHBEREE

o [HEBB X MR Z BV CRIEDRFRZ R DEE

* MDRD (Modification of Diet in Renal Disease Study) T CKDHEERIRABEE (eGFR)
HB0ML/min/1.73m2FKii ChHEE

o HIVERDEHEN D DHEE

o LR - BRMRBAEDEIEN D DEE (DN R B ANREPIQARIBEL L)

FFERRZ S “E5R T S RMREMRIRES D858k (B A Z2 5516 1 E. 465EER)

188 | 1588 - 188 | 1588
27UZ5 | 27Ux5 o 270%F | ISk
: S
A S MO MRS SEE IR (OLP) 3%
EE 1HE | 1588 | WERLLLEMR(RCP)52@M | 188 | 1588 =Y ]
28HME IStk || ISR P 27Uz F | a7UxF *RCPESET LIz h'. OLPD
ot — HRLADET,
A A
AR < 1 TEHHEE  IgG4-RDIL T HIECOMA |

(/ 20U—ZVJHBICIBEL EDGCHEREZ T N TDREICHUTHTL. SINFIORBZ TURZ V> *3 (R (FRIFDEA]) & T20mg/BICARE(EL, ST RICIIBIED IR 52T Y1—)UICHEoT8E
/ KT HRCTCCRSZR T IDTEELFEUIC, R SDRBLUS. GCAEN TL 7 URIICRIFIERZERELL T BIEORIRDERICITADKRIICT DI ETUI.
4 EIETREGATOA NI CROFRN R ARG E(CIE, TURZY O #2408 T2 5mg/HU FORTOA RESHFFETNE LI,

Vi & | TUT7ZBRORTURIN G L /EENEIgG4-RDEEZT 1D TEERELIESLIC(1BE. 156
HENU26:E8(C1TUXF300mg. XIF TS hZIVIES) . IgG4-RDDOREIRHIFEN X (E2
EEMUENCIDERNEU (TTFNBHRZIBIN SHBFEA) . ROPZSE 7 UIcBE(C(d. SE[H
DOLPICBINT RN S Z 51, OLPTIF. RCPTATUXF Z/RSINIcEBEICIFIHEIC
JT7UXF 15HBICTSEM7%Z300mg IVIZ5L. RCPTT SRS NcBE(ICIE 1HE
E15HBDOmGICATUX T ZiR S U, TD#E. FEODOLPICDW T 17U XF300mgZ
BrACEICIVIES U,

¥1  MITIGATEEERRICHIT D T U7 DER | 1 DL LD FRNVERIREEZ G U BEEH| DM N FFE T DRIER ROTEL.
|gGA-RDEZBEENMEDBUR K OTEIR DRI T FFHIR L (LB,
FIREAE(L, 2019FACR/EULAR 1gG4-RDOFEEAE V[T U, BEDRE T MR, SHRER. MR ERER. BRI R KO
REFRD5ED,.

2 1 2026F9RIRTE | IgGABHERR(ICHT U TAFBARIAG

3 1 2026F9RIRAE | AFBARIAGE

ATYUXT DEGRSNIIRENIFHR FERUAE U@ T,

4. HEEX 3R (FRi%)

|gGABERRE DA

6. RiENURE

BEAICF A REUIXYT (ELFHERR) EU T EI300mgZzEl 2:8%&(CRUEEHEL. TDR. FEIRSH

561 8%(C LIF6HRICT EID’ERE CRERNET o
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BRPRELER (D RIHR

BARAEHBEMERE —BEEREMERISINTOLTITH. A REHEZEE CTH OB NALTVET,

I’ Z24DHFER™

2HFEEICHIFDBEEER(RCP)

TS5t a7 X8
n=67 n=68
2HEEER 66(98.5%) 66(97.1%)
RREREBECETHEVEESER 16(23.9%) 28(41.2%)
Grade=3*DEEER 8(11.9%) 12(17.6%)
T 0 0
BEETEEER 6(9.0%) 12(17.6%)
BETREESERNU XIF
Grade=3"DE=HES 10(14.9%) 17(25.0%)
et

gﬁg;ggf“m‘ 0 2(2.9%)
BERIF(ICESEAEER 3(4.5%) 6(8.8%)
BEhPCEScBEER 1(1.5%) 4(5.9%)

MedDRA ver.26.1(202454F398 7 —4 71w bA TH)
BEPEROHAREDHICHIDESF ENT IUICDOEIHEULTEF LU,

a: Grade 3 : E=fE.Grade 4 : &£mZEED I .Grade 5 B3R

b: EELEEEROEE L AHEBNITER.ARZEITHER. BICARLTVSEEFARHBOIER. FiffI X FEAFE
E/EEA S EENEFNER . CREERE/E(BEDTHR)

c 5L REER(ICKDBEETIET D,

d &5 RO S F—BN(CHRTT D,

RCPHDEELEEERIF. AFIBF CIF68HIH1261(17.6%) [CFRHOOSN. ZTDWRIF. 7 F T4 S+ —Kin. R
FERX,COVID-19.COVID-19ftk. =R KRB B EIT. R KT NID AMAE. ATPTRE. #RiEIRERRFLERE.
AR BIARERRBI AL FIEARIE REERIRIMASIENE 161 (1.5%) CTUTz. TS MEBF CIE676176651(9.0%) [C538
51N, ZOWER(E. BEATRERE. FHHEER S  AERRE. RQUEBRE. S, BISFEREENFZ161(1.5%) TUTE,
RCPTOIETAIFEROHSNEF B A TUI,

RCPTOERBRED® SHFILICE S IcBEERIFAFIEF C68%IH6%41(8.8%) ICEROHSN. TDWERF. 7 F T4 5+
> —& . COVID- 190k mIRkTEZ . BLF9RE. B4R EE. ESE ORBPEIRIMASENEZ16](1.5%) TLIc. 75
TMBECIF67HIF36(4.5%) ICEROSN. TDAER(E. 8fE. IR KEFRBE DA )V AKRENEZ16(1.5%) T
Uiz

BERAZBBCSIFZ2EEER(RCP)*

BAABEICBVWC BEERIFAKAE T206IH19%1(95.0%) . TS EREFT7HIF7H1(100%) (CBHESNEL
Jc. ERFAEERIIAAE T4H1(20.0%) [CERHON. TDAER(E RERX, COVID-19. =X, MR RER
BEADE1HI(5.0%) TUIZ. TS EMBE CTIEROOSNFT B ATUIC, Grade 3L EDBEZERIIAEHBE T3IHI
(15.0%) . TS EREF T161(14.3%) [CEROONFT LTz, FETHNFRDSNE B AT U BBREDIRSHIEICED
TCEEBRIIATUXS B CTIIFROSNE B ATUIC, TS EMEFCTIE7HIF161(14.3%) (SKEFRBE DA ILA
RREDBOONK LT BBEDRSHICEDICBEEBRFBHSNEEBATLI.

¥ BEEROARIGZRVTERFBITER CI O\ ARHFHIER CTHDeHENMLTNE T,



P

2FEFHICHIFHEEER(RCPAUOLP. Any Inebilizumab&E*")

Any Inebilizumab%H

n=112
2HEEER 107(95.5%)
ARBEFRZEEECETBFEVEEER 45(40.2%)
GradeZ3*DHEEER 23(20.5%)
BT 0
EELEEER 25(22.3%)
L s
s azcew s
‘’SHIEICESEBEEER 12(10.7%)
BSHECICES EAEER 4(3.6%)

MedDRA ver.26.1(RCPI$2024F489H. OLPIF2024F2B9HDT—5 v hA TKR)
BEFBRORROHICHHDSF EHTIVICOEIHEUTET LU,

a: Grade 3 : EfE.Grade 4 : £m7Z&D I .Grade 5 : E3IEH

b BEELTEEERDEE T £HZBNITER.ARZETDIER.BECAR UTWVWDIES(FABTHIRBDIER. Rkt X FERRE
E/EEA D EEHEFNER STREER/RIB(BEDFHR)

c IS5k REERICKDBEETIET D,

d 50 | BREDRSZE R (CHRT D,

RCPRUOLPHDEMAHEM (Any Inebilizumabf ™) [CHIFTHEEFEEERIF. 1124002561 (22.3%) (TR
SHSN. ZDOWERIF. COVID- 190K MUK AE26(1.8%) . BRNE. 7 F T« S+ —KIit. REX, COVID-19.
TUOBGEERAMRAYE. R BT, Il RIREREEIT O AICH DRI FERRKRE RSN A
fiE ALFI%E. DRER RMERE S . ARHMERRFEARFLARAE . BUIZARSE . FENMEOH I —B MM RE MFE(E. 5B (LAHX. IR
FERRBIE A, FZRARAE IR {L A S8 REBERIRMAZAE D2 161 (0.9%) TLTE.

Any Inebilizumab&M TODIETHFERHSNFEATUIZ,

Any InebilizumabfEE TOD/RBREDRSHIEICEITEAEFTERIF126(10.7%) [CRHSN. ZOAERIF ARSI T
JUVMAE. EYMERES. 77 T4 5+ —RIb. COVID-19ffik, T J 8 HIRBE EAICHE D RIG. AIPTEE.
BIEFRERE. BIILEREE. 2B LA K. FEASAE OREBERIRMAZAED 2141 (0.9%) TLTE.

BHERAZBEICSIFZEESER(Any Inebilizumab&E*") *2

HAABEICBWVWC. BEERIF266IH2561(96.2%) [CRROONFUIc. EELBEERIFTHI(26.9%) [CF3
SN TORRIE. BARKE. REFERX, COVID-19. =X RIIREE. S Bk, M ZILREBREL KHNE 16
(3.8%) CUJc. Grade 3L EDBEEERIFEA(19.2%) [CFBHSNE LT, FETAIFROSNF B ATUC. 8ER
HEDRSHIEICESLAEERIFZMF(11.5%) (CRROSN. ZDWERI(F. ZBRELAIX. BIIERE. KJ 0T UV M
HE161(3.8%) TUIC R E5HMICE e BEERFFRHONFEATUI,

#¥1 ! RCPXIFOLPTHAIZ 1 B LRSS NEM
X2 | BRETHER CI N\ ASRRFMER CHDCHBATLTNE T,
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I 2(F%KEICS3DEIER | RCP(MITIGATEER) '

TS5 8 (n=67)

d1TYXFE(n=68)

1B ERIfEADIH SNIcEBE 16(23.9%) 28(41.2%)
MBRBKUY VICRES 3(4.5%) 9(13.2%)
MERRLAME 0 1(1.5%)
U2 ) CERGRIAME 3(4.5%) 6(8.8%)
SFHRERIRAME 0 3(4.4%)
DS 1(1.5%) 0
o)l 1(1.5%) 0
IRfEE 1(1.5%) 0
#ZR 1(1.5%) 0
BiEREE 2(3.0%) 2(2.9%)
ey 0 1(1.5%)
LSS0 1(1.5%) 0
08 1(1.5%) 0
2 1(1.5%) 0
M&nt 0 1(1.5%)
—f% - 2BEEES XCIRSEHLIDIRE 5(7.5%) 1(1.5%)
|IE 2(3.0%) 0
EAEZRE 0 1(1.5%)
"’ 1(1.5%) 1(1.5%)
FEABBUFEE 1(1.5%) 0
e 1(1.5%) 0
FrEERES 1(1.5%) 0
FHH¥EERS 1(1.5%) 0
REREE 0 1(1.5%)
TFI45FV—RIG 0 1(1.5%)
RRED LUFERE 4(6.0%) 13(19.1%)
FER IR R 0 1(1.5%)
HEEER 0 1(1.5%)
COVID-19 1(1.5%) 1(1.5%)
BEmER 0 1(1.5%)
BEPIR 0 1(1.5%)
mREE 0 2(2.9%)
(GRMBEZIREE 0 1(1.5%)
AVIIIVY 1(1.5%) 0
CREANILRZ 0 1(1.5%)
Fifis 0 1(1.5%)
28X 0 1(1.5%)
SRS 0 2(2.9%)




P

TS tRE(h=67) d1TYXF8(n=68)
LRERE 2(3.0%) 0
PRESRZ 0 2(2.9%)
KEFREEZ DA )V AR 1(1.5%) 0
BE . PEOIUUNESHIE 0 1(1.5%)
FENCHDS RN 0 1(1.5%)
BRARARE 3(4.5%) 4(5.9%)
PSZUFPZ/) NSVRTTS—EEM 1(1.5%) 0
;égaj#J@TE N Qs e 1(1.5%) 0
M7« JYU =5 Vims 1(1.5%) 0
mEER 1(1.5%) 0
U > ) GREUE A 0 2(2.9%)
U > ) EREUEN 1(1.5%) 0
[/ R EURA 2(3.0%) 1(1.5%)
TRIMERLFFRETUE 0 1(1.5%)
HEERBLUESHEBES 2(3.0%) 3(4.4%)
RAENTE 1(1.5%) 0
Fa74 bS5 UHiE 0 1(1.5%)
RAERRERR 0 1(1.5%)
AR 1(1.5%) 0
ISR 0 1(1.5%)
)53 0 1(1.5%)
HHERES 2(3.0%) 3(4.4%)
FENEH L 1(1.5%) 0
KEREE 1(1.5%) 0
bR 0 1(1.5%)
RE TR 0 1(1.5%)
i 0 1(1.5%)
BB XURERES 0 1(1.5%)
TEBFRESAEIR 0 1(1.5%)
KES XUKR THE#ES 2(3.0%) 2(2.9%)
B EIE 0 1(1.5%)
%1% 1(1.5%) 0
BT 1(1.5%) 0
311 0 1(1.5%)

BEFBEROHRROHICH N DS T . SOCKUPTHIICI#HE LT EUTe,

MedDRA ver.26.1(2024F48987 =% Hv b4 TER)
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BEA—8

Il 2FERICB(FBEIER : RCPRUOLP.Any Inebilizumab&RE* (MITIGATEER) ¥

Any Inebilizumab&H (n=112)
1B ERIfEADH SNIcEE 45(40.2%)
MBS IO VIREE 10(8.9%)
MERIRAME 1(0.9%)
K507V VIE 1(0.9%)
BMERIFAME 1(0.9%)
U > ) ERRAME 7(6.3%)
SFHRERIRIAME 3(2.7%)
BEEE 2(1.8%)
fefE 1(0.9%)
MM+ 1(0.9%)
—f% - EHBEES LURSEBLIDIRE 4(3.6%)
H|E 1(0.9%)
EAEFHE 1(0.9%)
B 2(1.8%)
Bk 1(0.9%)
B EREE 1(0.9%)
EYERTIREE 1(0.9%)
REREE 1(0.9%)
FFI4S5FI—RIN 1(0.9%)
BRLFED KUFERE 21(18.8%)
HEAE(R MR 1(0.9%)
R 1(0.9%)
COVID-19 3(2.7%)
JO0F 1)L ARG 1(0.9%)
FERER 1(0.9%)
B RGAE 1(0.9%)
B 1(0.9%)
DAL AHEBER 2(1.8%)
BEPYR 1(0.9%)
wmREE 3(2.7%)
(BRI EIREE 1(0.9%)
FIREER 1(0.9%)
ARBRERFEAN LN 1(0.9%)
CEEANJLAR R 2(1.8%)
Fili 1(0.9%)
82X 1(0.9%)
EEHhYIE5 1(0.9%)
2R RS 1(0.9%)
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P

Any Inebilizumab&H (n=112)

SRS 2(1.8%)
EERR 1(0.9%)
PREGRRZ 2(1.8%)
DAV ARG 3(2.7%)
BE PEDIVLESHIE 3(2.7%)
FEANITHD RN 3(2.7%)
ERPRIRE 5(4.5%)
MmEEZR 1(0.9%)
U 2 ) EREURIA 2(1.8%)
I\ AR ERIA 1(0.9%)
TRIMERGE R TTE 1(0.9%)
ERRB LUBSHEES 3(2.7%)
TaT74 ~SUHHE 1(0.9%)
R EfEAR 1(0.9%)
ilANE 1(0.9%)
i 1(0.9%)
E'Iii:\%‘EB&UEHEZ‘%@%EE%(%H@B 2(1.8%)
KUIRYU—TZZD)
BUILBRAEE 1(0.9%)
R d 1(0.9%)
miRREE 5(4.5%)
P 2(1.8%)
RS R 1(0.9%)
FRIERE 2(1.8%)
HRE 1(0.9%)
BDKURBES 1(0.9%)
TNERERESAEIR 1(0.9%)
IFIRzs . RS K UHithRfE S 1(0.9%)
#a B {EAhR 1(0.9%)
REH XU K THREES 3(2.7%)
BREAE 1(0.9%)
e 1(0.9%)
S 1(0.9%)

BEFBEROHEROHICH N DS T . SOCKUPTHIICI#HE LT EUTE,
MedDRA ver.26.1(RCPI$2024F459H. OLPIF2024F 290D T —5 71w b4 THER)

¥ . RCPXIFOLPTHAIZ1 B HREE NN
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@

Q@

(EEFRHBRTOREFADRLMOBRICDOVNTHI T EEL, )

MITIGATERBR Cld. RCPHFOEAABECBVTCARBEDEEERDORIBHIKIE204141 94
(95.0%) CUIz. T RCPRUOLPH®MANY InebilizumabEM*2[CBEVNC. HAABEDEEER
DHEIRHIFF266100254(96.2%) TUTz. (» BARADZEMDERICDWVNTIF25. 26EZCSRLE
=LY

%1 | ROPXISOLPTAFI = 1B LB SN ER

M2 | BREITER T YO ASREEHEE R TH B DB L TVE T,

(REBSBOREMT—5BHEOETH ? )

MITIGATEEBERDANY InebilizumabfERTI&. 63#6lICInebilizumabh365H (14F) Z#B A TSN
FUIce

A BRICT2026F 9 BIRTEMBGTRDIFEDOLPICKD. IgG4-RDEEDRLZ M T—YDINE”
frELER T o

(REHIE P RIS ERIVE VRIS OBHAISTIETT H ? )

SRINHEIPEIERERILEVEIEOHRBICKD BEICHREIFISN RPEZFFK I DRERMD DD
T HAICHIOTF BEPEDORIRIC+DFRED L IwSULTLIEE,

MITIGATERER Cld. IgG4-RDEEDIzH DR EfElC LB RaEIFFELE B A TULIZD. GCH
BENTLT (B “2URIICRIFTERZREL U B OEIROERICITA DL IICT DfcdH. R
U—Z2J8B(IC3HBEU EDOGCAEZ I NTOWERECHU TV RCPICHBITIEDERERS
BBEBZHARSHEELEUZ,

BRI SHBZRE  AFBRICBWVCGCIE TV 7 DRRICDHFE SN U L. TU 7 DiaE
ST AFDGCOERNERHONELIE

- 2BELADROGCEE,

BIBHERNEDBREDCHDTURZY*32 5Emgl TR IFHHEDGC FEE LT I/ NIFHFES

nad).

IR BRI MATR R LERBOICOHDRANIFHNAIILTF IRTOA RDR S,

- 1Bl 1eD40mMgZZB A IFVATF IV T UN YV OV NS EIFOZEAIDEEAN AT O1 MEF2EIFE To
Tl U7 BBEOERIPERBEEMOF E(CEROSN. TUNZV>40mg/HXIFHHEZBZ HGC
ZEHATDEE. XIFHHN ORI ZZH8EE B A CGCZEMATHEF JaREDRSZHIELR
Ule. BRI CIRSRIEE U BRI Z ER T 95513 aBREDRSZHIELELTZ,
¥1 1 2026F9RIRTE | IgGABIERRITH U TAFBARIAGR

¥2  MITIGATERERICBITD T U7 DERE | 1 DL EORERFENERIRELEZ G U, BRIEERIDZII X EF BT DIRIE
FTRNEL. IgG4-RDER BB EDBUR R OAEIR DI FHIR ISR,
FIREAEL. 2019FACR/EULAR 1gG4-RDOEEAEY (TR U BEDRE T DER. BHREME. BRMREER. B
BIR. NOREBEN 5155,

3 1 2026F ORI | AFBARIAGR




RIEOBR(S ?

@ [m&s}zswx»mq:ﬁméa“n TV VEEDETOEEERNRD SN SO IE

MITIGATESER TlE TERODBED . FRA ISR IEEEZEDH TVNEUIZ,

MITIGATEGBRICBI(F BFRA X (G EE#E

REIRE PRAESE
~NEJOEY 7.59/dLFKE

§F IR 1,200/mm3Riig
m/J\#x 110X 10% LK
SPEREREL 3,000/mmeLL E
REIEE FRIEESE
YFHEREL 800cells/mL&iE
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SE R

10.

11.

12.

13.

14.

15.
16.

17.

. Herbst R, et al.: J Pharmacol Exp Ther. 2010; 335(1): 213-22.
. Gallagher S, et al.: Int Immunopharmacol. 2016; 36: 205-12.
BEFERIEMREMME BARBEFERITAESR 9G4 BhERBMFIT (A —ILY v ) AFHIIC KD

lgG4 BhEARBODZHIEAEN U C2RIEHH DI Z B I H5R), HAUDNYTZR 1R, 19G4ABERERZ
BHAS X, 2025.

(FIEHAR © RS A TV ADREE(C, HBT 7 —YHASHH OFEERL B2 (&) FMEZ28 LT
WoEDZEND.]

. Lanzillotta M, et al.: BMJ. 2020; 369: m1067.

(FlAR - AR DBE(C, Viela Bio, Inc.(3R 7AY T V#)WSIVYILY Y MEEZEL TLDE
DEFEND.]

. Lanzillotta M, et al.: Mod Rheumatol. 2023; 33(2): 258-65.
. Forsthuber TG, et al.: Ther Adv Neurol Disord. 2018; 11: 1756286418761697.
. BHAXHEZs . BEUFFR BB A K542 (202606 BdE] 5500

https://www.jsh.or.jp/medical/guidelines/jsh_guidlines/hepatitis_b.html

BT 7Y ()  2BREEHEIEREZENRE UCENEEER SBRSBEOMERURESR (1T

WEHD) (M2.7.6.1) GEERREHImERD

. Nowak RJ, et al.: N Engl J Med. 2025; 392(23): 2309-20.

(FlEx « AFHRE. 7LAY T VHOZEDDERMI N o RRXDEBFEIC, 7 LY T V#HXIFHZE
T7 XKD IVYILY Y MRIZEZELTVSE. 7LV T VHDNOHAEZZITTNSAE.
T LY T VHDHENZEFND.]

BT 7 —<(#) | s@EAEREZ N R E U BE(MEDI-551MI-CP200) (HARER) (M2.7.2.2.
M2.7.6.1) CEEREEHmE L

AT 77—~ (%) [IgG4 BhEREBRERE ZXRE UICE I1EHER SRETEOMENUEEER (TARERD
(M2.7.6.1) (GRS EHIERD

Stone JH, et al.: N Engl J Med. 2025; 392(12): 1168-77.

(FlEtER AR, PAY T VHDOIREOBEERRS N, RRXDBEIC. 7LY T VHOHED
ZEND.]

LT 77— (%) [IgG4A BhEREBEEZNRE UTCE IEFER 2T (tRNER) (REREEHRERD
AT 77—~ #K) | IgGABSEEBREEZNRE UCEIIEFR  BAREERIRERD (M2.7.2) (KR
SHmERD

BT 77— (%) | @ BIEEHEDEREZNRE UcE IEER (TAER) GRERFREHEERD
BEEFHERIFMREME EAMRBBERMAER TUS VRNOERMED A )V ARRIEICET HRE
Igedl. TS R MEREMIE (Progressive multifocal leukoencephalopathy: PML)E2&E A =4
>/ 2026.

https://prion.umin.jp/guideline/

Wallace ZS, et al.. Arthritis Rheumatol. 2020; 72(1): 7-19.



mUA Y EEETE (RMP)BIZ

EERUAIEEFE (RMP) (F ERIDOEERCEIC. (1) ZEMRFRIR(EREEEENHESHO X FEEDNDE]
EAPAEER) . (2) EREMT M EREE (MREICEBSNDERNEEE) . (3) URIHR/IMLES (EERE R
ENDBERRELERAREOREFDERERDURIZER I DICHDEDEHS) [CDVNTEEDZBHDTI,
BURIC ATYXF m08EHT100mgDRMP O ZE EHET .

EFERY X JEEEE (RMP)#1% (2026 F9ART)

1.1 ZEMIRFIEIA

[BEEBLEESNEUR Y] [EEBLBENY Y] [BEEBFREIER]
- Infusion reaction - EFTHS SR BERE (PML) B=1AYY]
- RRAVE - BEIREDET
- BRUFFR DA IV R DEEMAL - ELRES
1.2 BXNEICEAT DiREIEIE
=124V

| ERRICE DK ZEMERDICH DIEE) | EERICE DK URIRIMED D DIEE

2. EERZEMERTEOBE 4. URUR/IMESTEIDOBE

BEOEERZEMEREE BEDOY I RIMEEE

CBIER. X - ZREBRLRONERBEBREED
INEE - HERR - PITICE DK TENERDIRE (MU
ESE,

- BFAXNOFBEQERGRIA NCLDEHREMR

EMDEERZ = EEREE BIMDY R T &IMETEE)

- MIRE% AR (2 5UEEMENE)

BEERRERE (RAREEERANT FS A
[BE(RERESEXRZZC) DRBEAICETSD
HE)

- MIERBARIC KD BRI (S UEEMED
hd)

- EEEEERITEM BLEERAA N DIERE
R GRREERANT M S ABE. IgG4R&E

RE. =5 REAEFHRIIE)
- BEOITEM(ATUITICLDBRZRITDE
B AN) DI E TR (RARFERANST b

S LRE. IgGARERR. £ B UEEMANE)

3. BEICREY HHE - ABROSTEDOHE
Z=IEL
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MCD19E/o0—F)LiiFSRA]
AREUXY T GEICFHHEIRZ) RE]

7 U 1”7' suagsE]00mg

UPLIZNA®for Intravenous Infusion —#&&:AREUXS T (& fn?%ﬁ}ﬁx)
EYRRNR - BIR - NHEERRD 8- ERSONSECLOERTRCE [ EMEENS

AR 75 5 T 876399

KBTS 30300AMX00255
B3 2~8C T A RAE H 20214F5 /1
AR : 49 W5 BB AE A 20214£6 J

R
==

1.

1 AL TO+ HERB R RO BROTM- BREH BRI
2 KF EFBABHIR A (EF 58§ BHCD20E ) 7 O—F L kB
5 UABRIFF R )L A% v 7 DEEC. ABMIR R AR T %
COBIER X X ONB RS KSR BIHESN TLS.

1 1.1

1.3 SAREIAICIEL T, BRABAEZSORHERF H5bNBI N BB
ROAHID s R A HEE TR LR T RE I+ HBIL.
BRLACEAREL L LT B L OB 5N E L O 50w i &
hBIEEICNAKFERETHE, [8.2.8.3.9.1.2.11.1.28 8]

BE(ROBECIFRELEVNILE)
$§U®ﬁk”t~ﬁb1@ﬁ&f®ﬁ% BDHBEE

3. #ERX - MR
3.1 #%
WGy - AR AR X7 GEAZ THLR )
(12347 (10mL) H1) 100mg
R L-e2FY 1dmg

L-eRF VUK 23mg
AL I A 41mg
Fova—27KF1¥) 401mg
R)VIVAR—=180 Img

AHNL, F XA == ZANBA5— PR EEMTEE IV CRLE SN,

3.2 WA DMK
[ERIN It~ B OB~ FLHEE 2§ 5l
pH 55~6.5
BT 0.8~1.3 (ER I 35 1)

4. WEER IS TR
OREREHERANIIN LRE (REREEREE0) DBRTH
OlgG4RTE & B OERAINH
* Oé%%iﬁﬁ#ﬁﬁ(Z;‘rl:l*rb“ﬁﬂxtizi—ka‘ﬁluﬂwﬁﬁfmﬁﬂﬁlﬁ‘%ﬁ(:iiﬁL/f;w%%
IZFR

5. RBER TN RICEIET B3FE
(REBERRANIN LEE (REBERAEEY))

5.1 AHNE AR S A R b AREE (BRI A &) O BFMER 528,

)2 RV - AR RANRI N LR EBHAANTA 2023 (HAMRFR) 2B EI0T 538,

5.2 L7 7H) Y4 (AQPY) HK RO BHF B W THMIZRT 7 — 2SN TV A #NE. HLAQP4

BB BF G- § 528 [17.1.12]
6. FEARUVAE
SR ACIE AR AT (Gl TR 2) LTI 300m g2 4 ], 238 #1255 #HE L 2 O . 9l
F 55567 212, VL6 V1181 o) B B C R ifHE 5 %0

7. AERVCARICEET 58
(ZhEEE)

7.1 Infusion reaction®VAZZMLIKLIERE 22 M=V T B7280 RHFIHEG D305~ 1R RTZHIL A% 3
S T O R A ) 2 AR 11 502 AR -0 3045 BTV Rl B Bz LAV E VA 2 IR P 50 TR
HL BEOREE MBS T 528 [11.1128]]

(B ERRANIN LEE (REBERAEED))

7.2 AF O MR EAR T ICIDHIHOBEND D570 5 MEEE T3 5L,

7.3 A& —w MM 5%, I OBEITOWTHRE L, IO DR RO SN BH T, AH
DG AR T 528,

(IgG4RaEHRE)

7.4 RH O MR EAR T ICIDHROBEND D L7205 ML 4T3 528,

7.5 A& — @ MM 5% RO IO WTHRE L, IO E DR 238D SN BH T, AH]
DG AR T 528,

(£ BBVEEHRE)
*7.6 RO M AL FICEDRERBAL O BZ N D D720 5 M2 8T 3 528,
*7.7 AH % — g WG % EROYEDS RO ONR VB E T AR OB G52 RE 3528,
8. EELEXIIEE
*8.1 ARHI DL 5 EN 72 BFITBOT BRT A VADTHEVEAL S EG S T2 R AP 512062 ->TB
RINF Jer A VARG D F BEA AL A G-ANE ) 2 LB 247928, [1.2,9. 11588

8.2 RHF HAC XD Sy a7 RTINS ILER, & ER L O S ERDSIEA L BRIHE AL B
TNLEALT 2 BZND D %o AH| O WG M b L OEHRE T I MR 2179 %8 BE D
IREEA T I3 528 T/ EAWE O B RICTE R L B W ON DY 410, SR 0 S
BB 250, BERIET528,(1.3.91.2,11.12,168.1 2]

8.3 AH % HAZ LY BAIN EAT AL AH B G- 1k 2 b BRI R 70 BRI B 0 WA 235658 % o A HH5
Gl B2 B Th S I X0 2 A VR SRS XD & AE AV U A AL 3 5 ] figdk s
HHDT BHEOIREZ TR T H2E,[1.3.91.2.11.12,168.1 2]

9. RENERZATHBREICEHTSIE

9.1 GHHE - MEEEDHZEE

*9.1.1 FEMBRAFREBE BRI R VAN AXvUT DERERSBEERLE (HBsiFRM. »DHBcH
A ISHBsHL AR )
T VEBIIT 22 83 Tl T R DGR BT 5 2 &0 ARH OB I B ONEREE T #0d kB L CIIT
FERERR AT I A WA =N —DE =)0 754797 E BRI 574 WA D FEH AL OB f5 i 4R
DFFUNAEFE T 2L AH DG SN2 EFH BT BRI £/ VA THERAL A S Cnb,
[12.81%11]
9.1.2 BUEDRE R IBLESFDONBBE

BASER AL QOB ISR AYED IR B T 5280 [1.3.8.2.83.11.1.25: 1]
94 ETEREEHTHE

SEARVT RE 2 VRIS H G5 B3 A1
T5IL,[951511]

9.5 1147

9.5.1 TG ASIEIRL TV B W R D H 2 L EIZIZ IR G LAV ENZEL Ve CDIIMN T Y AV =

W ARHN B G- O b #8455 12 60 1 100 U) 70 BE AT 79 £ ik

=7 AVHE R 2 HAE AR ] e 5 L7 3R T Z RO T AR A OB A OBAT R ORI
DOBHNLE IR A ASFRDHNTEY CICD1INT Y AV = = 7= 7 AV AR ] v 70> 5352 FL0T ) e 5
L7238 BT A R o BRI A B ONBu iR AR BRI T AT LN T B = A AL ) *d@BflﬂB’ﬂ«Jﬁ'}zi
HZE#357HE TITAE L 7245, HUiA e A= B A 52 399 H W BN L 72 12 B REE 1 A A3
NT125,[94,95.2,9.6511]

9.5.2 IgGHURIZNAME ML AH 5 ZEDHENT VD KA OFE 5% %3 72 B H SO RIZB VT,
EHDYAZ AL RN A D 2720, T2 F ¥ FF T 7 F 2 2T ABICIRE AL BT
B%.[9515H]

9.6 §5L§m

I L O RVE R OHEFLR RO A F R L AL OMGUS IR G 52 A A e LT
HAOBATIIARW TH B, L MgGIZILHTIBITT 22 EAMON TS, [95.15 ]

9.7 /R
IR LUK B E L T,

10. AAE{EA

10.2 BEAER (BERICEETBC8)

WA Ty F SIS HAT 7 F 2 AFEACT 7 F 2 RIE IR A § B3] (S Bk A &)
T R VE A

11. BlfEA
ROFMER B HEbNBEIEDNH IO T, BlE% 14
kT 2%, Y R E AT

11.1 EXGEMER

%11.1.1 Infusion reaction(lLS%)
TF 747 F 2— B O AGHR W PR 3 56 2 5 A  FE 95 B IR S 05 S b b ZE D3 b iR A
B2\ Clinfusion reactiontd #I1H% G- RO B2 AT 2101 HEE G- LU O 5 R ZD B0 S T»
%o SR DSRRO LN AT H G 1E 32 5 R R D 245 O M IE ATV B Y L B 24T Tl F
72\ F E Oinfusion reactiond¥dH HHON AT B GA IR Y R LB 1T 28, [7.15 ]
*11.1.2 BFIE (13.5%)
M B 3 DI A VAN 82 BGsiE (Bl 9458) 25 N B T LA 0T AH O it e ] L OY
R T RITEROREE T BI% 3528, (1.3.8.2,.83.9.1.22 /]

11.1.3 MEITHE S B A B RRAE (PML) HEEARDT)

AFN O W I R ON %%Tf&ﬁ%%@%ﬁﬁ% FAMTBIGE T 5T & o Tl b | AR R B 7 BRI
SiEAR Oy BRI, DY TR JRRAL) | i35 FEAEDRERD D S DI A ITIE MRS X2 W% 35 I K% Ok
%“%Hﬂﬁﬁ%ﬁﬁ&m:&’i'i&%l—Ldlﬁw&Mﬁ%ﬁi:}:o
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