A JLRSY R HI fiEE$RE 300mg/3mL
AJLRSYR HI miEERE 1100mg/11mL
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® 5%#10 % A i I.  30300AMX00316000
BEEETHYM & 3= =1
® 44 II. 30300AMX00315000
@ 44
E MR 4 B |20184E12 H 21 A
o I. =L b3V % HI AT 300me/3mL
Bk 5 4 - n s
II. =L 2 U X HI 5§ ##E 1100mg/11mL
A S K 5D | 77V XA~T (EETHE#LZ)
I. 1347/ (3mL) HiZ, 77V X~7 (GExT#Hz) 300mg 25
. B 5 EHK
o —A \ | 2
SERUFI II. 13470 (11mL) Hiz, 77V X~7 (B f#z) 1,100mg %
AT DIERR
DODO@ wHE. A, 77V X~7 (EETHR) L LT, BED
RKEZEZE L. 1H 2,400~3,000mg ZBiEHEE L, #E&%E 28
%12 1 [ 3,000~3,600mg. LA 8 3 =& 12 1 18] 3,000~3,600mg %
. SETEFET S,
AZERUVHAHE=E . L . .
2@ mE. 772~ METERL) & LT, BEOKELZH L,
1 [A] 600~3,000mg % BHtEHE L L, #lE&E 2 %2 1 [ 300~
3,600mg. LA 4 X% 8 # = & 12 1 7] 300~3,600mg % Sif#iEd
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1. ENTOEBIEF DGO TIRONTWD Z Lo, RERGER, — &
BOIEFNARD T —Z DERMEIND E TORIL, BAER 2 x5 H
RARRA 2 TS 2 Z LIk ARERBREOE REREEET S
L biT, RRDOLEMEROEINECET 57 — % 2 BHNCIEE L |
AFN O I LB R RELZH LD 2 L,

2. AFIOFGN, BIEMERBA~T 7 0 BV RIEOZW, BRI L,
AKFNDY AT FNZHONWTHHIF B CTE DA « RO L &
T, BRI B YE O, TRIRICRSE L7 B & oA - -
TORTOND LD, BUERFEBICHT > THEREEZHELLZ &,

@ FEHIRYR M PR A R

EN TORBIEGIAD TRONTWD Z Enn, BERT%, —F

BOIEGNAR DT — 2 DERMIND T TORIT, DIEFE xSRI

AR 2 EMET 5 2 L2 k0, ARAMEHBE O RIEREHET D

BT, KBRS OHENECET 57 — % 2 BHICIEE L,

ARFN O EL R LEREEZH DL &,

2. AFIOEGHR, M MMEIRBEEEROZE, 1RO EL, K
FIDY A7 HEN\ZHONWTH FICEHTE DERM - EEEEDOL LT,
BENEEJS R G E O 2 W, TRIRICHEIE L7 AT & o2 > 72 LT
D Lo, BEERGEICH > CTHERFELAH LD Z &,

Q@ AHMEEHEIE (A7 A RESUIAT 1A REILIAN O Gz ]
R EN LI WIGAEIZIR D)

1. ENTOERBIEFEBD TROLINLTWND Z &b, RERTER, —F
BOIEFNARD T —Z BDEM SN D £ TORIX, RIEFZ 812 H
FAERA A FEMET 5 Z LI2X 0, AFIEHBEFEOEREREEET S
L BHiT, REIDOREMEROEIMEICET 57 — % 2 BHNICUEE L |
NI M Gl AR i Rt A DT R

2. ARFlOEGN, LEREEGEEODZE, BRICHEBL, AFIDY
A7 ZHIZOWTHHICE T HERM - ERERBEOL & T, Bk
FIYE ORWT, TRIR ISR L ERT & o2 > 72 ETo R T
N5 ko, WERGEICHT-> CHBERIEBEZ#E LD Z L,
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BOIEGNARD T — & DERMEIND T TORIT, IEFZ H5RI A
FARRAE 2 RS 5 2 LTk 0, AREEABRE O RIEREEET D
L blT, REIOREVER O EICET 57 — 2 2 BHNCIEE L,
ARFNOWEIEME I LB B 2D 2L,

2. ARHIOEGN, FHRERME AT b7 LAEE (FHREHEZET)
ZWr, REICHEE L, AFIDOV A7 HEIZONTHHICEBTE S
FERf - ERAERA D & T, BEBER REEYYEOZ W, 1RRICkHE L E
il & DEEAZ 72 ETORITOND K5, BIERGEICH T > THLE
RHEEEH#RLDL L,
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1. EEm RV EEHEOHRE
1. 1 REMRFAFE

HERRFESNTZY X7

IR EIRGE (e 25 Te)

HERFFEINZY A7 L LI=3H -

AHFNIAIR C5 DRI ATRE L, BRMBEEIK C5b-9 OAEREMHTHEEX L
NDHZ D BEEREIC L DY) 27 NEE 0 | SISO M L IE 7 & HE 2R s
JEZRIET DBZNNDH D,

TRERHGERE, WIEMAM~T 7 v B RE (LUF, PNH) BF 255 & LR
BRIZHI 1T DAANC X 2 R W EGE (RIAEZ &) ORBLEIGIE, 1.1% (3/261
B) . HAPRRIEFRER A~ F 7 AlEE (LLF, NMOSD) BF Z x4 & LR AR
21T DARANC L 2 B BRGE (BUMSE 2 5 2) ORBIEIGIX, 3.4% (2/58 )
Thole, FFMAEMIERFEERRE (LT, aHUS) B &k OV 5 R B iE 7 1 /7 E
(LLF, gMG) BFEZ G & Uz BRRBRIC B THEFRR BRYGYE  (BUfE 2 & Te)
DTN, KT 7 ) A~ TICB W TSR THIARD 5N TEY
BEREAE R YE (X, W) 72 2 A X 2 7 CREilk ST, U2 i SRIC K D IR a0
IR IVUIRGRICHICE L FRTHDH -0, BEERFGEIN I AZITRE L,

= 3K S 2 MG B O N K OV OFINELH -
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T O R A eV B AR T )
IBNOER L Z VAR E) & LT 2 %Y 5.

1. FPEME R A (GRIAREA M VIR B AE )
2. FPEE R RA (5 Y HAE 7 B E)
3. FriEfi kA (AR RER A ~2 b T LAREEH ORI TP

(e 4R ]
BUERER TN T, ARANC & 2 BB R GE (BUILAE 2 & ) DIEILIRTL 2 1R
T 5720,




U 27 w/METEEBIOWNE KOV ORIRPFER

[N#E]

WE DY A7 FAMETEE & LT, BRI 5], THER] . e I3 RIZEE
THER] REOHREAT LBEICHET IR KO TERZENEM ] OIEIEN
(CHRFMEIRL T A R L CEEE T 5,

BN Y 27 wAMbiE#) & LT 29 %,

1. ERRDESEA T EM OIERR & 12k

2. BATENTEM OV & 2

(GEZ/NZHEED

ERRIC S | BE R OUTEE (T3 L ARIB G L0 B EIRGE (RfE 25 Te)
DIFIEY 27 BINT D Z &, U7 F BT MENE R OVERYLIE DN FE 41 D FE 5 73
RO LN EIL, WU RGP A AT 5 2 & MRt U, fedEiciEb) /e
B EAT O & O HfR AL 720,

EHER IR Y A7

FAFMEAR AT 7 1 B U PRIEBF 2T 2 AR G- IR KX 2 EE R

HEREENY A7 & L-HH ¢
AR~ 7 v EVRiE (PNH) AL, [PNH JRIER) & MR35 &R
IRHIEEIA 123 K48 U7 R BRI & 28RS M 2 9%, AFNE TPNH JRifLEk ) O¥%
Rz HETD2MEREET 2720, AFIOEEGIZ X > TRILEKSEIZED D TPNH R~
MmER) OEIGREL 2D AREMNREZ 2 bhvd, Liznd> T, [PNH FRIEK) 238803
DI 4372 . AR O 52513 7- PNH BE 13, AH| OG5 T IE%ICEERE
M5 &8 ZEIENY A7 B3 D 5,
WY A7 1%, AFOERKF, PNH OFREROSEET 7 U X~ 7 O A (KOH
1E) BRI HES < Hm Lo AMREMETH D, ARFIEG-H ILZ OV Y 2 7 kO O FEE
AR RET — 21X 2EEREOHARANERONTIUZB N T H RS TR LN
TR, KF G- IR A U D AHEMED H HERML Y 2 7 O _EFIE, ERMALE
RO NEHEOFIKTH YD | AAEGHIEZOENY 271X, =7 ) X~ T &E
IR OEMY 27 LREE B Z D,

FERRBR ClX., [TPNH BEICBIT 2 AFK G P IEIC L2 EEREM] OHRET 20
N, LLEXY ., WUixU R 2 EERFBEN Y A7 ITRE LT,




=3 S 2 R AIE R O N K OV OJEINELH -
[H#E]
I O R eV B AR T )

(4R ]
BLEIRTERIZIB\V T, PNH B#F (2B 1T 2 AAIE G- R X 5 HE 2R o FBLR
ZERET D720,

U A7 e/ METEBY O INE K OV ORI

[NAE]

W DU R 7 H/METEEN & U CETIRICO TBRE IR R+ 2 EE] KO TH
FRHARRER ) OB NI EF MIEIES T A FICEsE L CHEEE T 5,

BIND Y A7 f/AMbiEEh & L CLLTF 257 5,

1. EEMEFEF R EM OER & ik

2. BT EM OVER & 4k

(GE27ENEE)
ERRUEFH |, B RO TR L, ARG IR & 5 EE i & O PNH ER
DEFRDO RN H D 2 & ZIFHREMT 5729,
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BUYA M PR PRTEAEAEMRE A I 1T DAAI G- RIS X 5 B o f A Va7 e

HEREBEN Y 27 L L7-HH

FE BT M PR B ESEERE I ZEVEIS D72 D HIIARIE AL HIE 25 N RIR o, Am i
THREMEDBMERB TH D Z ENMBNTWD, REOF 51T X - THIEIEMEL
HAE B B HE SN D 72D, AF O G IEZICEE O iatEf i EE (LT,
TMA ) 8l K OSER DS EAL T 2 /TREMEDN B 5,

WHY AT, HETH L= Y X~ 7 ORI X BT (C11-008 #ER) Ok
FIZHESNTEBY, =7 ) X~ 7o FIEIC LY BED TMA A GF0 i K OSER
Rl X AREMER H D, C11-003 RERDOHFIEDFE R NG, =7 J X~ T hrHh
IEFETIE, K@V TMA 85K (13.5 %) 2RSS, =27 U A~ TGkl & b
L TEHRR O MEm AR ST D

EEPRERER CIE, IR MR R R E R R E 1B I 2 A/ IF G ki X A EED
JiiikEX R N [f[L”’xch OEILIN, LEL Y Y% X7 2 \EERETEN Y A7 I1C
RIE LT,

=3 S 2 MRS R O N K OV OEINELH -
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BIMOER M ZEVEEREE E LT 2% 5,
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RS D720




U 27 e/ METRE O N e O ORI -
[NF]
HE OV A7 F/MEIEE & U CE RO TEE 2 FARER ) OB BE M E
LA NIZREE L CHEREMAET 5,
BMOY 27 FMelE8) & L CLLT 2 Ehiid 5,
1. EEMEFEE T EM OER & TRt
2. BEWMTEM OVER & 1Rk

(4R ]
ERRUEFH | BE L OI#EH 5 L ARG P IEIC & 5 EEO TMA KO aHUS JiE
WOBFRDO MR H D 2 & ZiFHmigttd 57290

infusion reaction

HERBEN Y A7 & LHH

AFNTHZ R TEHBAITH Y, & N7 BRH LR, SIEEREICEE O BOSR,
T LR = ROCSALEBUESE (77 4 7F v —&5T) 25|82 TBThn S
2

AGRHEERE, PNH BE &2 55 & U2 BIRRER I 1T 2 AHFIZ X 5 infusion reaction
DOFRBEIEIE 8.6% (19/222 ), =7 X~ 7|2 & % infusion reaction DFEHEIE
1% 5.9% (13/219 i) . aHUS & % x5 & L7 BRRBRIC 31T 2 AANZ K 5 infusion
reaction DR BLEIA1X 25.8% (23/89 i), =2 U X~ 72 X % infusion reaction ®
FHLEIE1T 23.8% (15/63 #1]) . gMG A Zxt5e & LIZARRBRIC IS 1T 2 AAN
infusion reaction OFHEIA1E 1.2% (1/86 i), 77 EARIZ X % infusion reaction
DFBEIEIL 6.7% (6/89 fiil) ., NMOSD BH x5 & LIzEREERIZI1T 2 AHANC
X % infusion reaction OFEHE|E 1L 8.6% (5/58 f5]) TH -7,

PLEEXD, MY A7 2 EEREERN Y A7 IZRE LT,

[infusion reaction @ E#]

MedDRA #EHAERMRFR (BtR) OFHRL T (77 40 T F v —KG KO NRBUE] 1232494 5 KR
BENBETERWEERG (2720, TERE RO TEERLEMNG) OERICHEYT D HF%
wBr<)
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[H#E]

I O R eV B AR T )
IBNOER L Z VRS & LT 2 %KY 5,
1. FPEME R TA (GRIARA M VIR B AE )
2. WM R (SR EE A ) E)

3. FriEfi kA (AR HER A ~2 b T LAREEH ORI TP
(GEZ/NZHEED

FUEIRTEHZ TV T, AHIT L 5 infusion reaction DFEFARILZ IR T B 70,

U 27 i/ IMETEE DN K OV OTEREEH
[M%E]

WE DY A7 FAMETEE & U CTETIRCO THEARZREIEM ] O ON B H =
A FICRE#H L CHERERET D,

BIND Y A7 H/MEiEE & L CULF & Eifid 5,
1ERNEFE T B OVER & #
2. BF AT EM OIERL & H ik

(4R ]

EIENCES . BE L OYTER TR L, AFIB 5% EE 72 infusion reaction M3 3EAE
THEBZNRHD Z EaiFRRMt L., BfEA R T 720,
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FEREBEN Y 27 & L-FH

AFNIAE Cb ZAER) & LI R MATRER TH 0 . IRy (C3) 12xf7 SR
EHRITIAE LW, T4 'Y TRBUANOBRGE Y X7 3B 60 TiEAewn, Bk
EOBAREIGREMHIAO®R G251 T D X ) B R R IRV T, Y
FENBHICEE(LT 2 RN H 5, EEREYYEIX, BmmRisiz b7 69 Alae
WRHHZEnn, BEEREENY AZIZERE LT,

AGBHIGERE, PNH & & 55 L U7z BERRBR I TARAI & O BI# N R E TX 72
WE RS 7o RYE (RS R YUELIALN) ORBLEIGIE 1.4% (3/222 ) . aHUS B3
Zxfge L LT R ARBR I3V TARKI & OBIEMEN R E T X W EE 72 YYE (R
RERYIELISS) OFIEIEIL 2.2% (2/89 ) . gMG H# A xt5 L L= KRB IC
BUNTARA] & OBIEMEN G E T & 22 EE 2R RYYE (BRI H RE LIAL) O F8ELE
A% 1.2% (2/169 ) . NMOSD EF x5 & U7 ERRER IZ 3o\ TAHA & o B E
INETE CERWEE R BYE (BEFERERELISL) OFBEIGIL 1.7% (1/58 f1)
ThoT-,

[ 38 i 2 R PEREARIE B O N B OV DR

[H#E]

T T 0D [ A e M B AT

BMOER M ZEVEEREE E LTI 2% 5,

1. ReE i GRS (R SRR M M PR e e )

2. FPEE R RA (5 Y HAE 7 B T E)

3. FrEfi kA (AR HER A ~7 b T AEEHOFIETEL)

(GEZ/NZHEED
BOEIRTERIZIBN T, AANC & 2 EE R RUYIE (BIIER BHREGELSL) DI BLRIL %
R 5720,
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[N#E]
WHE OV 27 F/AMEIEE) & U CTEFISCO TRRE ST R BT 5 35 TRED
EI=3=R

BaafA T 0BEICHETEE] KO THRZENWEM ] OO B [ E T A
FICFRE# L THEEYE T 5,

BN Y 27 wAMbiE#) & LT 29 %,
LIEFBAEFEH T EM OTERK & $24E
2. BT EM OIERR & 12t

(GEZ/NZHEED

ERGETH B RO TH IR L, AAU 500 TSR BIIE (BB L
W) SRIET B BTN DD 2 & 2RI L, BT T,

RN

AL
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2 BYWEICET SRAFE
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2. EERTEMERTEOME

BEOERGREMERETY

BENEEMREMEREIPHONE :
BIFER. TR« P2 & O ERNE S S OV - #EG8 - 0TS <SRBI OGS
(M OVFEAT)

EBNOEEMREMERETH

e 7E B Pl AL (R i P PR T e ()

(%]

B BIRAIE  (RUILE 25 Te)

H BRI PR PR B AEAE WA R (2 38 1T 2 AP B 1112 K % B RE oD i AR A ) . A
JiE

infusion reaction

JRGUIE (BEIRE IR GSE LAY )

@=E:6)
aHUS B x5 L LT, AAOLZEM R OB T D EREIET D,

[ 52 it 7H-1e7 ]

AR  ARFID S SN2 T o aHUS B3

TR T EIEFIE : ARG Sz aHUS B 2ER] (B EERIEL : 50 f#1)
ATk - A

A - KRR 4F 6 4 A

FEGIRAAMIM : 7KGB1% 2456 » A

SEGIfE OBLZIIR - AFIRGBBE D 12 » ADBEE1TH, AFlEHIE L5
E. BEOEL AN LFELIMOK TR GKBK 44F 6 » A) ETBISREZITH.,
HEIX 12 » HRICRAT 208, REBIEEIR 6 » ALLTOS%E (Hioioiid
ECRBZAFEZRRT L2 ETHELIGS) . REOFAEZEOTANITIARE LT 5,

[ S 5t DARAL]
FAEBIE - RO I I L O il (&) ORIRNG, AAF D
B HIEGIE A SEHE L. 24 6 » H OJEFLAMIM CoOEB ATREMIC S & | 50 il %




HIEERER & LT,

SEB OB EWIM - BRRERICRB T 2RGHM L. FhERFEICELE T 5
ERE LTz, FIEBOBIEMMIC OV TIE, "RERIB Y EMICEIsR cE 2 L 2% E
L7,

[EiH & 725 Y ORI & O OFRHL]

LAV EHRER LM RICOW TR 21TV, HET 5720,

FEAE TR . EREZEOT — X FENK DS B CREREELER L, BHFE
HEHIRFIC IR T 5,

[ 24 3% = R 2 BT B O RS T DWW T M S 4L 5 ATREME D & 2 1B I 0 HiE

K O DB DY E HHE]
HiH &R DEHIC, UFORNEZ SO ERE M U A 7 EPEHEEO LE L 2R
Do

Hric 72 Z VR FIEO A M2 30 R R AR AL F 8 0D 28 3 D B
BT I Z MR ISR T2 U 2 7 e/ MERHR O R E DS
BUR DL EMERFT ISR T2 U 2 7 e/ MUTEBI O ZE B OHES

R fE I iR A (4B T EE A 11 7))

[‘ZZetmEt9iE]
BlMBER R YE  (BRSE 2 & )
infusion reaction

JEUUIE (BB B IRGLIELLSY)

[H&9]
gMG BEZXG L LT, AADOZEMEN OCHIMEICET DR ZINET D,

(5 f 716y ]

AR « KFIDFRE SNz TO gMG BFH

AT EIEFEL « AFIDRG SNz gMG BERIER (ZaMEMirxig s LT 110
1)

ATk - AT




A - KRR 346 A

BRERIIH - K% 6 v A

SEGIEOBEHM - &R 2HFET, 2L, BEZHIELESGEICE, KEOERE
H7225 16 JAfH

[ St i) O]

AT R VU ) A ORERERRA (RIS OGE 2021 £ 9 A K HEF
MR) TR, BERRYYE (MIRREHRGEL STe) ORIEIAIT 12.2% Th o7,
110 BlaET 5 2 & T, BEERBIYE BERKEBYIYEL ZTr) OFBEIEN,
RIZV VY AD 25 Tho7cmt. AEKERI25%D b & BfEICKT2 Y X7
Eh T E DRERIL 0% L7 D,

SE 5 OBLZ IR ULT-MG-306 B ICH 1T 5 AR ANBEORERSHM LY, #
NERIFICBE CE AWM EZRE LT,

iy

[£i B & 72 5 TE ORI KO OFRHL]
ZAEMEERRER - ZEMEFRICOWV TR ZITV, R 57290,

AR T - [N S B IO T — & B E DI o 1o BB TR & 1R
ERAE

[ 24 5% 5 38 5 2 AP EE TS OFE BT RS W T ER S D THEM D & 2 BN HE
e OV DBHIA O IR E FLHE]
HiB &2 RN, ITOWNEEEOERS Y R 7 FHEHEEO LB LA RET
Do
Bri- e BRI EEHOA B2 5D, FrEH A RGERAH B OLTOES
Briz 2 B EVEMRFTFEICH T 5 U A 7 e/ MEFHE O R E O HEH
BUR O R EMRFTFEICH T2 U A7 H/MUIEB O WAL B

FrE e it (AR R A~ b 7 AEEOHFRE )

[‘ZZetmEt9iE]
BB R YYE  (BUSE 2 & 0)
infusion reaction

JRGUIE (BEIRE IR GUIE LAY




[H&]
NMOSD #BH AR5 E LT, AKRORZEMEKROAMEICET D1FHR 2 INET 5,

[ Fhta st ]

AR GRE  AFIB S &N 724 To NMOSD #3%

AT EIEGIE - ARG S NMOSD B 2ER] (Zatfifradg s LT
200 f1)

WA 5L - 2Bl 5

FHASHAM - KRR H ~2026 £ 5 A (KiB#% 3 4F)
BERI - KGR H ~2024 4 5 A OKFE1Z 1) & L ITBEMEFIEDS 200 22
T DHETONTIVNFNEE A

JEGI OB « K 24 £ T, 2720, 52T LEHAIIE, KEORE
H7~6 8l

Wi

=]

)

[SEhE 3 DR L]

AT EIE B - ZARMERFT RIS T U 7 B EIRYE O R BIEIG 23, RIS
IRFRBRIE 3.4% D 2 f% (6.8%) KT 3 % (10.2%) Tho7oBHtr. AEKERM 2.5%
Db L 3.4% (BE) (28442 U 27 EHROBHNIEITROEBEY THY . FHERE
NS U RT ERARY T FNAOBIHOBREZAT O 2 ERARETH D,

BETHU 27 fe= (7))
2 f% (6.8%) 0.601
3 i (10.2%) 0.977

(&8 & 70 AT & DR K OV OFRHL)
BT [N SN EREEOT — X [EE DK o T BEE TR iR s 2 1ERk
T 5,

[245% AR i 22 MR AR B ORI EE S W TEEE S N 5 FIRENED & 5B M D FE &
K O DB DY E HHE]
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