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AChR acetylcholine receptor TERFNaY R
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ALT, ALAT |Alanine aminotransferase TI=2UTI /) NI AT2T—F
ANCOVA analysis of covariance BT
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from time O extrapolated to infinity JE — T AR T TR
AUCo-xn AUC from time zero to x hours postdose ﬁ%goﬁﬁﬁ%) Sl & T O PR — RS R
Clq complement protein 1q Witk s X7 1q
CDC Complement-dependent cytotoxicity H AR AP A5
CL clearance JVT TR
CMI clinically meaningful improvement FRRHIIZ ER D B %
CTCAE Common Terminology Criteria for Adverse S S5 P A 4
Events
Cmax maximum observed concentration e e o P R FE
Cirough concentration observed prior to dosing FEFTO MR E
CYP450 Cytochrome P450 F k7 a— LP450
ECso half-maximal effective concentration 50%F 2Nk £
eGFR estimated glomerular filtration rate HEGR BRI &
ELISA Enzyme-linked immunosorbent assay BRSO IR E WE TR
Emax maximal effect S ENIIES
FcRn neonatal Fc receptor Re M Fes AR
FeyR Fc gamma receptor Fey 21K
GD Gestation day A0 A
GLP Good Laboratory Practice = 3R 5 D22 PRI B 2 FRERIR AR 00 S o> v
Ig immunoglobulin a7y v
IVig intravenous immunoglobulin s a7 ) R ERHERE
Ka equilibrium dissociation constant SR AR B A
LLOQ lower limit of quantitation E& IR
mAb35 rat anti-AChR antibody Z v M HLAChRPLIR
MAD multiple ascending dose SR 5
MedDRA Mec.ii(.:a'l Dictionary for Regulatory TCH [ [ 35 i 25
Activities
MG-ADL Mygsthenia Gravis Activities of Daily _
Living
MGC Myasthenia Gravis Composite —
MGFA Myasthenia Gravis Foundation of America | K[ HE 5 ) ENF 72
15-Item Quality of Life Scale for
MG-QoL15r Myasthegia Gr}e,wis (revised version) B
mITT modified intent-to-treat -
MuSK muscle-specific receptor tyrosine kinase RS FERI T o —E
MuSK-MG muscle-specific receptor tyrosine kinase RS BRI T 1 o v X — B BRI EE

antibody-positive myasthenia gravis

55 JIIE




R

WEEESU I RE &/
NK Natural killer FTFa2TNFT—
PBS phosphate buffered saline U P 7 AR PR AR K
QMG Quantitative Myasthenia Gravis —
Rac accumulation ratio EERE
SAD single ascending dose BRI & 5
SOC system organ class FRE R HR
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time of maximum observed concentration
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(B1-4)GIcNAc(B1-2)Man(al-3) /

4. RFRARUNF=E
F7  Cas10Hss54N6020692S14
& §954,000

5. L2484 (@fiE) XIEXE
AKE =7 HNVFXER TAT77E BEFHEEEZ e FgGl Fe RA A VERIETHD . B B
IgG1D221~447TFKH (Euds) O7 I/ BEREICHY T2, =7 HLFXER 77
7 D32, 34, 36, 213LVR14FHDT I /R IKIZIENZENTyr, Thr, Glu, Lysk O
Phelc@EHishCTWA, =7 HLFXER TAT 7. Fr¥ A4 =—X N LRAKX—JIEHIA
WX VPEASND, ZT7HAVFXER TIAT7 7%, 2UEOT I BEENS T2
= F2ENDHER S NAWES 7 E (& : §154,000) Th D,

6. BRA%&. B4, BE. iBEE
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EA=RRANA
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R L7

(5) BRIBEAREETE R
L7

(6) HECIRHE
LR

(7) 20D FELREE
L

- AMBRDOERFHTICE T SRER

PRAESAE PRAFHAR RIFRE i
TR —80°C (—65C 125 H R 7Fae L8| N GRUBRRERE )
LIF) A7 Y a—F % v
Nk ERER 5°C 125 H TR JRKE N
R 25°C/60%RH 12 A MR Y T V[ S orin, #iEEOIE T, EEK
RO b v DB HIME T 23388 BT,
40°C/25%RH 35 H IR OB, WEEOIK T, BEHEAR
OHENMERE . S| OAE TEE A3 ZR 0
STz,

lﬁc’l

BRIEE - GE. MR pHL MIEE. HMlKR OVE &%

. ARES OHERRERE. EES
MERBRAUBRIE - BERAE B RN AEREE (ELISA) | ~7'F K~ v 7R
JERTE © ELISA, S840 TR AR L
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1. Hi#
(1) FRDXAH
ERIRTE S FHVR IR C I REATIR LTIV 2 i i )

(2) HEDHNERVHER
T 0~ 5 DY I SR NS L L 72k

(3) #Ala—F
4 LA

(4) EEIOWE
pH : 6.5~6.9
ZBEL © 1.6~1.8 GHAEFAHIK)

(5) ZFnith
PR

2. BE|IDOHER
(1) BHES CEMERSD) OEERVHMA
AAFILSA T v (20.0mL) HIZROY %2 &GS D,

%) )
G TIINFXER TINT 7 GBI THHR) 400mg
b5 Eapall Vg —IKFEFTNID L—KF 22mg
b5 eapall oK) —KFE TR D L 48mg
LR LA L-7 VX = it 632mg
FIEIEVER] | AU L_—]180 4mg

AFNE, FrA =—ANLAZ =Bz W CTRiESh D,

(2) EMBEZEDEE
EMER L

(3) BB
AR L

3. FTBEMBROMMKRUVERE
A L7

4. A
AR

5. BAT DHHEMED & 523
WA, BEERIR. 18 LM H RN 45
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6. HADEBFHTICETHAIREN.

PRAFRA PRAFH LRAFIEHE b gL

IR RR 5°C 184 A T AL TV (20mL) | B GRERAkE: 1)

P IBEERN 25°C/160%RH 124 A H T A4 TV (20mL) DFE OB, FEOIRT ., %
HEROHIMER, Sl T
&R,

w R 40°C/75%RH 64 A H T A4 TV (20mL) SFE OB, FEORT ., %
EROEM, FHOET 2789
7=

Fe e EMERER WARE120 5 lux-hil H T A4 TV (20mL) BOLIC LV HIE DR T 2789,

K ORI RS = % v — B Lo Tz,
200 W-h/m22L |, 5°C
AREREE - MR, pH. MIEE, Sk OVERS
7. RAEERVAREORTEMN
[VII. 11. @A LoEE] oHESR
8. FIELENEEEIl WIBILFEMZEIL)
P
9. At
Y L
10. B35 - 82%
(1) FELIDELRLR B, NENERERSS - BEICET 5ER
R L7
(2) 8%
v 47— N REEE400mg ¢ 1341 TV
) FiRE=
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S EN B =LA = N
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11. BRBH INDHEMEE
LR
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1. FREXIIFHE
BRI EIERESIE (AT 0 A REIUIAT v A REILSOGEIMEIAIN 3B L nigs
\ZBR %)

2. PEXIHERICEET HIE
BRE SN TV

3. HERUVHE
(1) RERUVHRED#ER
W, RANZF= 7 ALTFXFER 77y (BafFf#z) & U T1EI10mg/kg% 138 MR
CARNFEM T TREEET 5, ZhEz1¥ A 7 0vE LT, 55280 IET,

HR., AEAE. BARERVREIL—F
VII. 11. @A FEoEE) OHEBR

(2) RERUVRAEDORTERE - B

AFNORE - HEE, BERANZ RS E L2FEHRAE (ARGX-113-15017 5k & (F)ARGX-113-
1702:58) | EHMEEH T PELE 235 & U258 THRE (ARGX-113-160255) &K OV
B ILA) 25 AR RABR M OV O fikfe % 5- 38k (ARGX-113-1704785% & FARGX-113-1705785%) |
AN BRI ) 2T T VU v TR OFE RIS ERIE LT,

TR TR H G L 72 & & . 10mg/kg F THEKFE 2R IgGEE E O/ 1338
Hiv, TN EOHE (25 150mg/kg) TiX. 10mgkgi 5 &bl L, BIgGiRE ORIz
IERD SN o Tz, AR, 1031325me/kg % B 1[EIFH4REARNBE S LTz & & ORIgGIRE
DR ICHEM TEITRED 5T, 10mgkgZ 4 HIZ1EISUTALER G L7z & & ORIgGHEEE D
WD FIZ TR D e o Tz,

L7=M > T, 10mg/kgk v & A& UTALEF4EF S L0 #E5FREEZE< LT, %05
R (ThbbAchEoRED) RCERDEO L2 5 UEITIAD T, KR AT IR 7 4 v
NEREBNEBENLRD D, — . 10mgkgk VIKHAEZHE LT D EENFRMENNEL A
0. EERNENFRGE LW XTI Ao b B2 b b,

FEIBS LA 25 ARG ER (ARGX-113-170458%) Cix. A 25 A & E if B IE B E I8\ T
10mg/kg % 1 FHARFARNZR GO A 7 Mic X0, 77 REEL il L, #20IcHEET
BRI B IR D B 2 R AEIR OSEN RS bz, 10mg/kgs H1EIFH4EIEIRNE S L, L
DR A 7 NATER R R IS\ CHENE S A 5 00 73 42 B P EE ) 106 0 JB B V2 k3 2 B
ek HEEEZ O,

UEXv, RFORE - AR, @E, RACEZ 7V FFE R 777 B
z) & L TC1E10mg/kg% 1ERKIFE C4BEIRE R 22 F CRiEERET 2, 2zl A 27 1rE& LT,
G aM0iRd, | &L,
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4. AERUVAZICEET HFE

1. BERUVAZICEET 3FE

11 WY A 7 VBB OLENEX, BREREICESE, HTsZ2 L, [17.1.1, 17.1.2 ]
7.2 KE 2 B 5325812, MHOHEBIZL Y FREGPERTZERICIE. HOLOEDTEE
A H3HLNTHIUTE DR R TR G ZITV, ZORIZHONCDEDTZHIIEETHZ &,
HOLMLOEDTEEGEANLIAZBA TWIIEEREGET, KOHLNUHED T HICHKET
5,

[z ]

7.1 YA 7 NF 5 OEVEOHIBHRILIZ, EERIERICESS B2 6NLHT2ORE LT,

7.2 G R E ) B A kPG L U 7o [EI BRI R 2R MLAH B & Ok ¢ 5.3 (ARGX-113-
1704588k & FARGX-113-1705388%) Ti, RBRIEHR G230 22 CEN LS EIEL, &5
Z3HU LR T D70 522Xy 752 L, BBRERGHOSHUNOTNEHARL
TUWe, AHUEICE S & FE L2k R, SR EEMEEICKH L CaMERRD b, £i-,
DEMEIRF TH o T2,

L7z o T, U SCETHLARFERGBOSHUNOTNEFET L L9 [RKElZR5T 255812,
A SOBBIC LV EGERENZEICE, S50 UOEDHREHENLIHUNTHIEZE DR
MTEEEZITV, ZORIZHONPLOEDLRICEETEZ L, DO UDEDEEENSS
HEZB2 TONEERGET, ROHLPUDED-HICEGTHZ L, | ERELE,
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5. BRPRALAE
(1) BRT—21\yr—2

BRERT—2/1\vr—2 GHEEH)

FH RS FHS *tG - il B 5k
(Hiieg)
% 1A ARGX- T ENIR B A SAD/S— |
(#E4h) 113-1501 |—EEEHE, SAD/S— | 7' & AR UIAFD0.2,.22.0.310,
Ty 7T Rt 27— bO~@*" : 304 @25 .050mglkg % 2/RF [ 71T THIARPY
(TR Fok— F2fI, %5
AFIRE : 45278 — b 4f5) MAD/3— |
MAD/<— k 7T AR T LT O EOARK & 28
aR— b~ : 324 T CTEIRN £ 5
(77 vREE  Far— 2] @10mgkg#4H (Z1EF6H.78H
B, AFIEE Kok — F6| ®25mgkga i 1[aF4[E]*
1511) @10mg/kg % #1[mIF+4[R] 50 H
025mg/kg % 15 F+-4[0], 78 H
ERIEE ARGX- Z oMb, gMG F 244 AF10mg/kg X137 T ¥ R Z H1ElE4RE2
(#E4h) 113-1602 | —EHER, 7T B REE 1201 I T ORI -
SR A Ny S AFIEE - 1241
HEIAR ARGX- Z oMb, gMGHEE16TH] (FEATHE) AF10mg/kg X137 T ¥ R Z H1ElEt4lE1
(EBIEE)  [113-1704 | B, 7T REE 834 RENT TRARA 55, & DR OIRBRIER 5
Ty PAZA i S (HANTHY) EEARNHI LSO TIRE  (RR28EM)
AFEE - 8445
(AAASH)
A ARGX- FEEM. gMG EE 13941 AFKI10mg/kg % W 1AIFHAR TN T CHR
Mkeyr s |118-1705 |HHE (HAA10H) W s, ZO% ORI 51 JERR R 5
(EpsERE)  |R5 ARGX-113-1704 SNTHE G ESH)
JESSee! AR D kA % 5

eMG : EF TR EEGHE G, SAD : HE#igiks. MAD : KEEES

¥1: ak— O GBMMaA—b) EEESeh o7z GBI ENNIE LM SN GE 0 dOEEar— k&
L Ci%E)

#2: ak— FOIE, WIEBGZRIBNCEERGEFRRNRE Lizizd, Pkl

¥3 T2 T—% (F—F 0 bA 7 2020 410 8H)

BRKT—2/\v7r—2 (BFER)

hiE| BT FHA FOE- R TIE 50505 - B5M
(Hhdek)
¥ 1 |ARGX- |7 & AL FEER. | A 404 TRIEIEA © AF10mg/kg 2 205 2 F T H[a] ¥
(4L [113-1702 |WPATEER bLBE (B2 T [TRMEEA « 85 IR % 5-
BN b L RN G C[TRIRIEB - 8 TREREB « AF10me/kg % HIA & T 5
LE#) TRIREEC - 164 TRIEREC « AFI20me/kg % 20 ] 2517 T ERIRA
(C1 [50~70kg] XixC2 #45 (Day 1,4) ., #®Df%, 300mg
[80~100kg] (Z/&%RIL) Z 1 [EF8mIE T 5 (Day 8~)
TRIERED : 8H TRIERED « AAI10mg/kg Z 1R AT CTH 1=E
Al FRIRN P 5
#4H |ARGX- | _EEMRIKH : 7| —IEITPEE CEE R
GEsh) |113-1603| ¥ & ok, ZEHE|EEMHRLEN : 3841 7T R T AAI5 T 10me/kg % # 1 1] 5
S .77 &R 77 R AR 120 AR 2IE ) 2> THARA B -
ZEEMEER T AHIBmg/kgRE - 1361,  |FES MR S5H
%, FEEHREGH|  AA10mg/kght : 13/ MBI U CAFI10me/kg & I8 18] 34 (5] 260%
LT e 1241 M CEHIRNES T 594 7 Vic L bk
& VERIkG:

ITP : Syt i/ MR IE

AHFITHERENTND [hkE
ESI P

SHE

BICRS) |

MER O

FRR) RO THIELROHE] BUTOLEEY THD,
[EHTEEREIIE (X7 1A FAIXITAT v A RRILSOGE IR+ 010250 LRV

GEE, RAZIE= 7 HATFFER TA77 GEETHELZ) & LTIEI10me/ kg% 13RI

TR CEEFHET 5, i1 A 270 e LT, 854KV IET, |
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(2)

B PR SR T B

1) B5E 14EEER (ARGX-113-15015K88)

W EE#HERE (SAD) /A— k (&KHF0. 2~50mg/kg. BEIFIRNIZS)
TR R B0BIIZAA0.2, 2.0, 10, 25, 50mglkg Xi1d 7 7 & 78 % 2 2> TERIRINEE G- L 7= & %-_% %)
etE, AAEME. EpEe, )P R ORI 2 G LTz, SEEOABICAAIZ . 26112
tARERG Lz, (V. 5. (1) BRT—% v 7r—) OHESMH)

- et A EREGIIAFIBE 2061261 (60.0%) . 7T BARRETIORT5H] (50.0%) 1ZFE
Do, 0.2X132.0mg/kght TRWD LAV AFEFLRITTITRETH Y, 10, 254 U50mgkg
BT, 2nEnl (25.0%) . 261 (50.0%) & U261 (50.0%) (ZHEEE @ﬁ$$%75“§%fﬁb
oo T BRETHE SNIAERGIT T, BE LW SN, Kadm— TP EIZR
B BN T-AEELT25F50me/kg D C-FUSMEE FHIN [25mg/kght2fl (50.0%) . 50mg/kght
4 (100%) 1 . HIMERE R4 RS [25mg/kghtdfl (75.0%) . 50mg/kghi4fp] (100%) ] .
9EYE [50mg/kgRES3HI (75.0%) 1 . HEHPED v [50mg/kghE26] (50.0%) 1 M OV
[60mg/kgft2f] (50.0%) 1 TH Y. 10mgkglh F O G ETKRIEEGEN G E TERWAESR
BITRB Ll hoTo, RRBRYIKFICE T, EELAEFR, H5ETILICEST-AEFLRITR
O LI T,

-EppEhEE : (VI 1. (2) 1) H[EHEGREOIEMENRE [REFERA ; SMEAT — &, W E 1
FHFABR (ARGX-113-150178%8) ] J @IE’SHE

<A VI 2. (2) 3) ERICRIT 23738k OHEBM

« GAEIRME © AHIRETIZ2001H 341 (0.2mg/kg£$ 2.0mg/kght, 50mg/kght T/ . TR
FECIT1061 R 1A e G4 FU3EpEtR (ADA) BatEa = Uiz, fllx O#ERE 2BV T, Hriiifilin
FREFRGE & & HIZ B35 Z L3 Rh o7z,

BREHEHEESE (MAD) /S— bk (RFI10X[E25mg/kg. 4BIZ1EIX(T:E1EEEIRARS)
fERERR A 326112 7" 7 & AR T AAI10mg/kg % 4 B IZ1[EIFH6[E], 1032 1X25mglkg % i 1[0] F14[a] 20E
M2 CTEEIRINGE G- LT & & o et ZRM, Epdhe, KRk OEFMEZ it LT,
BHOSHNIARZ, 267 TR REEE L, (V. 5. (1) KT —2XyFr—] O
TEZFR)

R

- Bt HERGUI4AB RIS U2 BETIIAFIRE T4l (66.7%) . 77 & AREE T2
26 (100%) (2588 Hav, 1A G LB CIIARIREC18FIH 1361 (72.2%) . 77 Rt
T6EIH3% (50.0%) (ZFR® Hivl-, AFI10mgkegz4BIC1E#E L-FECHE Sh-AEFES
IXTRTEETHY, 25mgkgz 1A LI-HETLH (16.7%) ([CHHEEDOHEFLRNRD L
iz, ZOfh, 10X V25mglkgZ 1A G LI CHE SN AEFRITITXITRETH -7,
TR THRE SNTEAEFERTITITRETH 72, 3R — F T IR ONH
EHEGIAP ARG LB CIIaREAZR, THINE26] (33.3%) TH Y. 25mgkgZ il 1 A
B G U BTk, WYy, B BIREERAE26] (33.3%) . §EE3H] (50.0%) TH o7,
10mg/kgZ W 1EIF G- L 72Tt SN A EFRIINT N OB THlE Sz, EE fotﬁ%
HR (GEIRR) D3AKI25mg/kgZ 1A% 5 L 7B TLHNZRD i, (L‘%MS}: DR RBRIT T 5
ABEE 7R L SR S, RO GRS, ARBREIERICETIEERD b o T,
Ky . (VI 1. (2) 2) KERSROEYEIE OESHR
<EAEF: VL 2. (2) 3) ERICKT 2 FRE) OESR
< SEFENE © AECL AFI4 R IIZ1EEG- 06651 165 K O T 2 REEO 8K 261 23 5% ADAR;
PHERLE (G 778 RHOEGROREKLADAECTH - 72) . AAIZ 1B 5 0184
TG % ADAGYEZ 7R U7 WBRE 1T\ o 72, 2 OPEERE 1T HriMiAs REfERGE &
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LB ERT A2 gk ot

() AFTHERBINTWD TEEIIE) KO THEROHE] I To s Th s,
REXITE . [2FFEEFENE (AT 04 RFIXITAT oA REILSOGEMEIFIN TR L
BITRS) |
AELOHE . EE, AT 7V FXE R 77y (Bar#az) & L ClE10mg/ kg% 13 KKk
TR CEEFHET 5, ZhE1FA 70 e LT, 8542 B0IET, |

2) #BH5VE T HEEEER (ARGX-113-17025%E%) '®
TR N 4001 2 R R AKI DTN RE, KT Bt M OERMEZ TG & §RN&E S T
I RVSR AV AVN (| a@\Iﬁﬁ%mﬁﬁﬁ%%mbto(Fv.5. (1) BERT—% 3w
—] DEZRM)
BERKZSDOHER
R pk A 86 (TEHEHEA) (TAAI10mg/kg 2 205 2> 1T CHEIF AR G- L7z & & 841144
(560.0%) THEFLPRD LN, 26ILL EIZERD bl AERERIIOPEA~LZ (8424
(25.0%) ] Thoto, L, EERAEFREIOKGHILICE T AFRGIIRB LR
oo MIGGDOR—=R T A4 b OYELRAHE (FEHERE) OfKKXIEIZ, Day 9 T44.56
(6.954) % ThH-oT-, BIgGK VPIgGY 7 % A 71, REHK THFE TIZ, N—Z T A EIZ[H]
T, IRX—=A T A AME~EER Th 572, IgAXITIgMIEE~DEEITZRD LR Do T,
ADABUARMMBG O HEREEE., 10mg/kg? HIEIFRARINEE 512 L 0 BN L 72 hr o 7z,

BREESDRER

fEFERR A 8K (JRIERED) (2K 10mg/kga 1IREEI 2T T, 1 BIFFIRNICABIRER G- LTz & &

8Bt (50.0%) THEFELBED LN, THEEOHEFEEFGIITEEORAMTRIOIRIENS

BB (12.5%) IR b, BT, EERAERERLOEGHILICE - A EFRITHE

B, RRIE L OREERH V LB SN AEREZRIIR o7, RIGGDOR—=ZT A b

®¥Wﬁ}$(ﬁﬁﬁ#)®%k@ﬁ\Dw2ﬁﬂLl@JW)%T%oko@AZﬁ@M%E
DEBITRD LRI T2,

) AEXRIGIERALR
1) v, 5. (2) 1) 458 1R (ARGX-113-150138k) | OIEEHA
2) BYE T +E58E% (ARGX-113-16025KE8%) '*©

EED By R EE i B RE B (SRR 2 e G LT BR o e, ARk, S ERE. )
F RO 2 A %

KRBTV A v [T b, ZEHER, 77 BRI, ShaskItE EON, kE, )

FIE T EE 3 E B E 2401 (777 B AEE 1261, AHIEE1201)

SEARINGLUE | - KEEEMEEMIEME (MGFA) (2 X % 5 E 5 5% ) 5E 32 Wr o g K 0 F8
Class I, MXXIVaD W T NNTE% Y4 5 BE
c AT V== T ROR—Z T A HEEOMG-ADL# A 2 7 NE55 0L ET, IR
JERLADIEB TORA AT ns0% % B2 TEY, 7% MMUBHINR—RAF A
BFR*OREROCHEN —ETHDHEE
¥ R—2RAT A UFEIEa ) V2R T T —PIER, ROBIBEREAT oA REOVSUTIHE
AT aA RHEEIMHER (TFFEFVo* A RRLIFY—r* VT ARY
ZIuY LA, SaTx)—BEET=2F N KR I aRAT7 7 I K*) [ZRD,
* FIE I M DRE OTRIRIZX L, AFRKRE TH D,
FokpptiuE TREBR ORI K ONFERIZ X E A X =T RO H 5, BEIEMEEUAN OB O A
CAERER (2 he— AV AREORREEIIEEOME Y v~F%) bbb
B
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ARBR 715 ARBRIL, REISHBORAZ V—=27H#] SHMOIRRIERGH [Day 1 (Visit
1) 2HDay 22 (Visit 7) £TJ] . SHEDO 7+ v —7 v 7# [Day 22 (Visit 7)
DIHEBEHH T 2> BDay 78 (Visit 16/ 7 + 1 —7 v 7 #iWeek 8 5Ba#& T Hf,/
B IERFE ) ] B 5,

SIBBEZARFEINTI T T BARRECL : 1T U LZEN DT, "= T 1 ik

BTNz, AAI10mgkg %7 7 & AR % 1G4 20 23 TERIRINEE G- L

7o 1KE120kg LI EOBHFIZX L TIL, 1RIH7D O &%1200mgs L7,

K R=RAT A UpEIEa ) 2 A T 7 —BHEK, ROBEREAT a1 FEOVUTIE
AT aA RPEGEIREA] (FFF47 V% AR ML —F* o7 RRY v, X
Tl AR, 2adx ) —)BET2FNARR T aRAT 7 I R*) ([ZRD,
FERE AR I RE OTERICK L, AHKRAE TH D,

FHEFMEE | AEFFR. EERAEFROBBIEEG K OEHIERE

NA BN A DRI M O A A

BIREHmEE |- FRtA =27 ®Day 8~Day 718DX—AZ 7 A > (Day1) 7HOE{vE

—MG-ADL#EA =27

—QMGHA =T

—Myasthenia Gravis Composite (MGC) A =7

—15-Item Quality of Life Scale for Myasthenia Gravis (revised version) (MG-

QoL15r) A=Y

- EpEhRe, HKJ), SR

FRAT 515 [FZRHmE A ]

TRTORENET — X ZFBRMICER Lz, N—R T A XIRBRER & 571D

AR E Lz, BEGROFEFROFEBUFE K O BLEI S % . MedDRA

version19.1DXEARGE (PT) LKOEENIKRSH (SOC) Ml m Lz, X TCOHE

BhAERG, BB L OREBEBAEE T 2WAERG L ORI G F 1k

CE-T{AEREZO—FiKE, MedDRAZ IV THERKR L 7=,

(GG

BREHOFEAER OR—2F 4 b OB EA . VisitZ & IR ER L

72, Day 1 (Visit 1) 2>5Day 57 (Visit 13) £ TOVisitZ & DRX—R T A )

E@%{K%@ﬁﬁﬁﬁi\ mixed-model repeated measures (MMRM) % f\C47-o

7o BT AATIE. 1B, Visith B X VistORZ BE/EBEZBEESIR L LTS5

H, N—2R 74’ /&U/\~z TA X VisitlEE L& L LTEDTZ, Z OO

720, HBENOKERNEIZRT Dunstructured covariance matrix % & L 72, A

a7 O KRKBD OfFFTIX, XR—AT A v AaT7 #HER, RREBEERTE L

LT (ANCOVA) é"ﬁﬁb\fﬁo 7

BRI R OBEITT T, A EARUERP0.05, WHI9B%EMXMTCIMLIZ, =

D ORIREHILE B TG EZTT> TR 6T, £, g%’ﬂ?ﬁ%%&(ﬁ%ﬁ@

MO EMEOFEIIIT> TRV, PEIK. RENTWAEHATYH, Hml i%

BLAanWZ & & Lz, X"—=RA T A VREOMITIL, LB HEH R TR

NZER LTz,

ot S

.%%:ﬂ:ﬂ

24BI DA AN B AL, AREIRE, 7T B AR ZENENI2BI3 T 7 MZEIO i oivlz, 3
TOBRENRRIER SH R OQAB EO 7 + v —7 v FHIZ&T Lz, KFIBEOLH] (8.3%)
N, NEAF O 7 a0 —7 TR T T 2RI Lz, ARBROBE T T XTI
AChRHUAGIETH VD | Lotk (62.6%) KOEHA (91.7%) 23%h o7, MGFAZGHIL, 155
TR X720, A7 U —="Z7, Class IIb (29.2%) . Class Iaf (*Class Ma (F#L
FN25.0%) ThH-oT-e 77 BAREDOLIHNIZClass ValZ 3 I v 7-, FlnD P RAE L, ARFRE
(56.55%) 77 BAREE (46.05%) LR L TENoTon, ZNLSNTARAIREE 77 B REED
AN OREEHPRVRERE R O — 2 T o OFRBEEIC R E R ZEZRIT R oTc, X—=RA T A R
R L THROEBHINZEARL, 2V o xA 7 7 —BHEBEETHY . RFFET124]



V. ‘aRICEAY 5EHE

(100%) . 77 BAREETI0H] (83.3%) Th-olz, AFIFHIT 7 EHREEL D LREOEIFEE A
TuaA RXFFEAT v A REREMSIFORG 2% - BEOEEREm < KA ClIEne
nepl (66.7%) MK O9BI (75.0%) . 7T BREETIZZNENSH] (41.7%) KO3%] (25.0%)
THol,
¥ R—ZAT A RRITa ) AT T —EER, ROFIEREARAT 2 A REOSUIIERT
oA RYEREREIR (TFFATY o* AR RLFH—R* v IaARY > ¥rnal
LA, 2Tz ) NBEET2F AR T aRA 77 I K% IZR3,
*EIE A M E ORI L, AHRARTH D,

BEMMEOHRR (RXOFETRER)

(& XRETHE1E B ]

*MG-ADLA R A7 DR—RZ A U6 DFEHEILE

MG-ADLARA 2T DRX—R T A G ORI, ARAIFETIXDay 8 (FIEIHE S 1)

IZ-1.98 720 . ZOBOTXTOFMR A (Day 15~Day 78) THiKMIZEKRD B 5 UhE
(CMI) *Rd bz, Day 50 (Ri&h-4f%) (2kRkERD, 448 Th-o72, Day78
(GREffE T R R R e 5.8 2) T, AFIBET-8.5 8 Tho7DlzxtL, 77k

AREETII-1.85Th T2, AHIEEL 7T B REEOMG-ADLIA A 27 DR_R—2AF A )G DI

A B D 7L, Day 29 (&5 1HE%) T-2.054 (95%FFE XM : —3.95.1,—0.15 4 ;

P=0.0356, MMRM) . Day 36 (Fi&#e520[E1%) T-2.085% (95%[SHEXE : —4.125,-0.04

A P=0.0459, MMRM) ToH V., AFIEEN T 72 AREE L G U CRFHEMIICHEEICKRE o

77

¥ : MG-ADL®OCMIIZ, MG-ADL# Z =1 7 DAL LD & U THEN. S 7TV 52122

- QMGHRR A7 DAR—R A UMb DEHELE
AAFEDOQMGIEA 27 DR—ZF A b OFEEALEIL, Day 8 (FEIHELHLAME) 12
288 L7720, ZOHDOTXTOFER: A (Day 15~Day 78) TCMINFE® Hiv7-, Day 36
(e e 52 [%) ([TleK &R, =BT Th o7z,
AL 7T B REEOQMGRR A 2T DR—A T A )b DOHELEO L, Day 8 (¥lEl#
H1E%) T-2.3848 (95%(FHEXMH : —4.634%,—0.13,5 ; P=0.0394, MMRM) T&H V. AFH|
BEN T 7 B ARRE & Ul U CREGHAIICARICRE o To,
¥ QMGOCMIL, QMGHA 27 D3m Ll LD & UCTHNL ST 529,

*MGCRAT7DR—RAZA4 UL DEHEILE
AHFEOMGCA 2T D= T A D ONVHE{LfEIE, Day 8 (FIEI# 51 %) (2-4.341
ThV, Day b0 (Fikfth-4l%) (TR ERD, 948 ThoTz,

* MG-QoL15rf8 X a7 DR—X 54 U b DFEHEILE
AFIEEOMG-QoL15ria A 27 DR—AZ A b O L EIL, Day 8 (#IRIE5- 13 %)
IZ-2.0/5CH v, Day 36 (Ri&BH2HM%) ITRKERD, -6.0RThoTo, KAIHEE 7 F
T AREEOMG-QoL15rfa A 7 D_R— R T A b DB ED 1L, Day 22 (F)[E#:5-31
M%) TIE-3.72.5 (95% (FHEX M : —7.414%,-0.02,5 ; P=0.0489, MMRM) . Day 29 (Ff&
WE1EM%) Ti3-3.87/45 (95%(EHEX [ : —7.694,-0.05,5 ; P=0.0475. MMRM) . Day 43
(s 53 M%) TiE—4.3850 (95%fEFE XM : —8.5655,-0.204 ; P=0.0407, MMRM) T
HY | REIFER T 7 B AREL g U TR I BIC KR & o Tz,
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BZ2HDER

BEREMIZEBIT 50 FFRIIEEL12061F 1061 (83.83%) IZRD b, FRAEFEFRIT, AHA
BECITER AN 0] (33.3%) . AR, BYU L SERERAD . U L SEREORD . BEREORD . AF
EREIIMMAZ26] (16.7%) . 77 BARBETIXIR A3 (25.0%) . HR. S5, BER.
T IOPHENS26] (16.7%) Th oz, AEFGUIT T, BEXITEE (Grade 1X(F2) T
by, EEMAEFERS, BERILCEST-AEFES, LLITRO LR T2,

IRTDBBREEDARBREABETCESHRVAETER (REMHBITEH)

SRR A i i 7 7
HAE (n=12) (n=12)
B% (%) % (%)
FEHLGIH (FEBLF) 8 (66.7) 3 (25.0)
R R R 3 (25.0) 1 (8.3)
GIEbL] 3 (25.0) 1 (8.3)
FEIED F 0 1 (8.3)
BERR 1 (8.3) 0
— i - B N O 5L O R RE 2 (16.7) 1 (8.3)
AEFE 0 1 (8.3)
E 1 (8.3) 0
AR 1 (8.3) 0
NI Z 9 FERR 1 (8.3) 0
IR R A 3 (25.0) 0
HERE R 2 (16.7) 0
BY > REREOE 1 (8.3) 0
U 2 SERERR D 1 (8.3) 0
B HREREHE 0 1 (8.3) 0
TV > <BRHa 1 (8.3) 0
WM s IS M ONRERR P 2 1 (8.3) 2 (16.7)
S 1 (8.3) 1 (8.3)
£ HA i 0 1 (8.3)
JEYIE o OVE A HUE 2 (16.7) 0
i A 2% 1 (8.3) 0
HORIEE 1 (8.3) 0
H e 1 (8.3) 0
L 1 (8.3) 0
5, Hhi L OLE A BHE 1 (8.3) 0
P15 1 (8.3) 0
B A% S R OV B kL ik b = 1 (8.3) 0
i A 1 (8.3) 0
B2 K OVRE T L b = 1 (8.3) 0
) FEIE 1 (8.3) 0
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(4) HIHISER
1) MR
EIRRE MAREHER (ARGK-113-17045488)

H 7 TV EE IR AR &2 %G5 LB OF I, MR OBREOFHN
HERTFH A v [T Me, ZHER, ST EARR ShasxdiE @O, KE, hFX v T BHA)
POE ALy R EE ) I B 1671
AFKIEE - 841 (BARNSH) | 7T AREE : 8361 (HAANTH)
FARINEE | - ROV T 2 T 5 EEGEE & 2l S, MGFA%HEClass 11, 1M, VaX/XIVb
DUWTINTEEY T 5 BHE
ATV == T RON—=2F A ((BRBHGER) TOMG-ADLiE A =27 735880 ETh
0. IRERCISLOIEH TO A 27 0350% % 88 2 TN D R
« A V== THIINSR—A T A AP —E O HE Tk L QD B,
MR T A REIE2 Y 2R T T —BIER, ROBIBRERAT A REOXIIFEAT oA R
MefeimAl (7T ATV % AR RLFP—h* vraAR) . Xyl sAR IaT
= /)= VBET 2 FNVARN 7 akR A7 7 2 K% (IR,
*ESEMEEIEDIBIRICK L, AHARAGETH D,
A E RSO T2 RN BOBREN A ORI/ A O RO
012345678 é6
Week\ | Clyc‘[el‘\ | | ]
»%E?;}EEEES > %ﬁ% 21077 ‘ GAD LSRR ]
« Cycle 1 Cycle 2
?f;ﬁ%% | 25 | vro—rvrm | voovmmmm | 8BRS | Si0-7v7m ‘ TAD IR ]
(&E2912)L) T T T T
< Cycle 1 . Cycle 2 Cycle 3
Friies BOR | or0rom 20 BB S0 rurm (78 BEE | 5i0rum ;H]
(BE3Y12)) f T T T T T
t&E (10mg/kg) XE TSR
KREFZT  1OFIE TRABEUL T 7 B RBHTEI D 57275, ‘I’aiﬁfﬁ%?&%ﬂ;ﬁ@3i@%ﬁf’ﬁl:
BIHM DOBIERZAT 5 SEM A 1Y A 7 /L & L, ROYA 7 /VEBIHM LAREIZ 551 THEUE 22
B LG EICHGT 2 Z E R REE Sl (IRR3Y A 7 v (cR28H[H) ) . JREREER G
) @HM) 1B\ T, =Y AT 7 —BHEK, BROREREAT oA F&(}“/Xéiélfx
T A Y EHEE G T T, AHI10mgkg X 7 T R % 1B B 4T E4R] 11
T CTEARNEES- LT,
X1 JERIRT « BARASMEAN, PIAChREURIGE RN, ~—R T A1 IR & U CIERT A NG
HHFIH 072 L
X2 ROV A 7 ARG, BRIER E LTUTOREEOWNTFN S AE LZ5AIT, BT X
niz,
‘MG-ADLiAA 2 7 3G E5MLL ETH Y | IRIEBIRLSNOEE TO R a7 HB50% %82 T 5 EE
*MG-ADL# A 2 7 IS FATDOY A 7 NMARFD_R— A T A K L T2 L LD 235388 Hiviau
B
X3 THTFATIV A AN MLFY = I ARY Y, F7aU A IaTx /) —LARBET
2 F VAN T R AT 7 I R*
FEE R M AE DIBIRICKT L, AFAKREETH 5,
¥4 LAMPROBBRIEE 2B\ T, EEOFFAMRIZ 18 LEShi,
FEEMAEE  |FIAChREUARSIEBRE OBV 7 L OMG-ADL L AR Z—*OE G
¥ BV A I NABEEIZRT B IRBREEAA B G D 1AK% £ TIZMG-ADLARA 2 7 )3 45% A 7 VS
DR—=RAT A 2 EHART2RUERAD L, 2220l 258 L CHBRLLEHERF S B
RIGHEE R |1 SIAChRBUAEGVEEE ORI A 7 L OQMG L AR Z =" 1085
2. KL (FIAChRPURIGIER OReEBFE) ORI A 27 /L OMG-ADLL ARy 2 —DF|
PAN
=
3. FIAChRP LA MEBEE ORBRMIMF (Day 126% T) IZMG-ADL#E A =1 7 CCMI*2338.8
oM OEE




V. ‘aRICEAY 5EHE
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%2 : MG-ADLOCMIE, MG-ADL# A =17 D25 L EOrb & LTl ST 52122
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&
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— VB 7EE AW, EEFHMEE E &2 A B AKER5% THRIE L, BIREHGE B ORE D7
— hp— =& Uz, FHEEEHIE H X OEIREHGE B 13 7o BB IEF 2 X 0 BERERIZ e
L7z, TRIKEHIEEE | 1.~5.DNAICHEZETTV, BIEFEORERS R A EKMERRI5% CTH
ETRWESIE, DBEOFMEEE ORMEITEm L2V & & LT,
(EECEEEIENED
PIAChRPURIGIEEF 23t & LT, A (HARAANEN) KHOR—R T A 95 GEAT
a4 RPEREIHIA S V72 L) TERIL, X—AT A L OMG-ADLEA 27 24488 L L
WEMRTE (22T ¢ v ZEIGZ W) 12X Y AEKERRS% THRE LT, 15
PEhRIL., 4 XA Z DB EEXF & & HIFE R L,
¥ THFATY L AP RLRH—bx rmaREY L XY AR, IaT ) —LBET
2 F VAN T R AT 7 I R*
*ESEM I EOIRIRICKH L, AHRERTH 5,
[RIGEHmEE H ]
MG-ADLE, O'QMGH# A a TIZET 5 Mt/ ST A — X DN, Ao F3EEMHIER &
kOB AT 4 v 7 ERET VA LT-, 2REH GTAChRIURE M &K OFarEBE)
g & LT Tl ik I BLAChREUARTE BRI (Bidpatt) Zi8mLiz,
CMI%ZR L= OEISIX, 18 (T X LMERE) KOEYA 7 LDOR—RAT A VRO A
a7 AR L U ot e T v & O CTRIT L=, 7 VITERIES. (HARNANE
Ay R=RT A HE) TR LT-,
MG-ADLIA A 2 7 Z 4548 b L7- IR DY A 7 V% Blhh$ A A7~ F COMRBIL. &3]
EHz L v ERHE L, Kaplan-Meieri: (&5llogrankfiiE) % N CTHET L 7=,
(o FAfRAT]
PLFIZRTERAPEY A 27 L OMGADLL AR X —DESICE 2 5 Sk 3+ 5 7=
O, ER M & I U7z - FLAChRIUARBLR DL (BEtEz:) |« AFE (HARAN/SE
N) . DERESTREEGENERFEEK GEAT oA FHGEIMHEAIH D/ L) | =R
A > OMG-ADLI A 27 (5~T/8~915/10/5 L4 1) RONRRYA 7 VK,
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HER
BEEEERUR—ISM4 VEBEOKREEHE
A REERA PLAChRPLIREG AL
AFTE 77 AR AFEE AR 5
(n=84) (n=83) (n=65) (n=64)
iy k) . Y FEERZE) 45.9 (14.4) 48.2 (15.0) 44.7 (15.0) 49.2 (15.5)
PERILL B (%)
Pk 63 (75%) 55 (66%) 46 (71%) 40 (63%)
Bk 21 (25%) 28 (34%) 19 (29%) 24 (38%)
NHE, Bil% (%)
TOT A 9 (11%) 7 (8%) 7 (11%) 4 (6%)
BN, 77V HRT AV HA 3 (4%) 3 (4%) 1 (2%) 3 (5%)
EPN 69 (82%) 72 (87%) 54 (83%) 56 (88%)
Z O 3 (4%) 1 (1%) 3 (5%) 1 (2%)
26 OMIE (F) | T (FHERZE) 10.1 (9.0) 8.8 (7.6) 9.7 (8.3) 8.9 (8.2)
MGFA%HA, 1% (%)
i 34 (40%) 31 (37%) 28 (43%) 25 (39%)
I 47 (56%) 49 (59%) 35 (54%) 36 (56%)
v 3 (4%) 3 (4%) 2 (3%) 3 (5%)
Fafsabrifi A 0 . Bl (%) 59 (70%) 36 (43%) 45 (69%) 30 (47%)
AChRIUARGIE, BE (%) 65 (77%) 64 (77%) 65 (100%) 64 (100%)
FIMuSKHUEM M, B3 (%) 3 (4%) 3 (4%) 0 0
PLAChRPLIA J O
HIMuSKHUAIRHE. BI% (%) 16 (19%) 16 (19%) 0 0
MG-ADL# 2 27| ¥ (R £) 9.2 (2.6) 8.8 (2.3) 9.0 (2.5) 8.6 (2.1)
QMG 2 27| ) (BEHERE) 16.2 (5.0) 15.5 (4.6) 16.0 (5.1) 15.2 (4.4)
MGC#A a7, ¥ (BEHEFRAE) 18.8 (6.1) 18.3 (5.5) 18.6 (6.1) 18.1 (5.2)
MG-QoL15ria 2 27, ¥ (E#e(R%) 16.1 (6.4) 16.8 (5.7) 15.7 (6.3) 16.6 (5.5)
D EH1IRIOIERT v A RPER R
—— 62 (74%) 57 (69%) 47 (72%) 43 (67%)
FRE G MEIJREI 6T D — 2 T A AEHEE . B (%)
ROBIEREAT oA REHFEHALTND 60 (71%) 67 (81%) 46 (71%) 51 (80%)
AT a A RHEEIHIA 2
B LT 51 (61%) 51 (61%) 40 (62%) 37 (58%)
BOBBEEAT A REOHEAT A
b ST % BE LT % 43 (51%) 44 (53%) 34 (52%) 31 (48%)
ROBBREAT oA RUIEAT 0 A
M o BT B BT L -CUs 7L 16 (19%) 7 (8%) 13 (20%) 6 (9%)

X NR—AT A VREIFa) VAT T —PHEE, BORBREAT oA REWXIFIERAT a4 RS
(THFAHTV* AR MLFH—h*

VI uaRAT 7 I R¥) RS,

VIuARY v Hral AR,

*EE S BEIVEDIRIRIZ A L, AR TH D,

W1 7 ILE R

Ravx ) —NABRET = F AR D)

EIY A 7 IV ORANEGAETR G D IROY A 75BN £ COMM (A4 7 L fbkE) of
RAE (FEPH) 1 IAKIEEC7.31 (5.3~23.4#f]) TH-o7=,
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BEMEOHER mITTEH)

[(FEFEIEE]

FAChRILIAISTE B ZEDHE Y1 2 JLDOMG-ADLL ARV F—DEIE

7T B AREET29.7% (19/64%1) . AAIRETE7.7% (44/6561) THV , KAWL 7T REELE O
MICHEFHAEENBOONT [F v X (95%EEIXE) 495 (2.21,11.53) .
P<0.0001 (m ¥R 7 ¢ v Z[EUFGHT*) ] (BREERIZRBEATHER)

FEY A 7 ILOMG-ADLL AR F—DEIE (FAChRIUKIGIEBE)

(%)
100

80

7w AH4.95
67.7% (OSU(EHARM 1 2.21, 11.53)
P<0.0001 (Y AT v ZEIRHHT*)
60

40

29.7%

MG-ADLLZR Y T—DEE

20 —

44/65
T
AFEBE TSERE
(n=65) (n=64)

*R—2F A OMG-ADLiE A a7 /L L

[BIXREHEE B ]

- FIACRRILIAIS B EDHE Y1 V ILDOWMGL AR A —DE|IE

77 B AREET14.1% (9/64%1) . AAIRETE63.1% (41/65%1) TH Y, AFIREL 7T v REEL D
ISR A EENRO BN [4y Xt (95%(E X ) : 10.84 (4.18,31.20) .
P<0.0001 (7Y AT ¢ v 7 [EIRSHF) T,

EY A7 IILOWMGL AR F—DEIE (HAChRIUAEEERE)

(%)
100

PN

(=)
~
Ul

6%1 63.1%
'S
A
£ 50
g ZwAL10.84
Q (95%(EHER : 4.18, 31.20)
g P<0.0001 (OYRF 1w IERHH)
25
14.1%
T T
AFIE PSERE
(n=65) (n=64)

FR—Z2 T A L DQMGHRA 3T R L LT
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- 2REH nAChRILIAIZER SI2EEE) OFEY A V7 )LOMNG-ADLL XK ZF—DE|E
77 B ARBET37.3% (31/83%1) . AAIRETE7.9% (57/84%]) THV, KAWL 7T REELE D
MICHEHFEIABEZENRBO b (4 v Xk (95%(EHEX M) : 3.70 (1.85,7.58) . P<0.0001
(B RT ¢ > ZEEGHT) T

MEY A ZILONG-ADLL R R A —DEE (2A%KH)

(%)
100

&7 67.9%

8 FvR3.70

W (OS%(EAAIZM £ 1.85, 7.58)

D P<0.0001 (OYRF+ w7 @IRHHT*)

153

X 50

2

a 37.3%

<

E

25 —
57/84
T

AHIB FouRE
(n=84) (n=83)

*R—2 T4 OMG-ADLIE A = 7 2 3288, HAChRIUATEBLIRIL (BBit/fatt) ZEilR+& Lz

« FIAChRI (RIS BB DERERHARI (Day 126FE T) IZMG-ADLIAR a7 TOIMI*MESH S hf-
R DEIE

PLAChREUAGMEBE ORBRIIM T (Day 126% T) (CMG-ADL#S A =27 TCMIAFE® 57z
HIFOEIG O/ 5P EERZE) 13, AAIREN48.7T1 (6.16) % THo7-DITK L, 7
7B ARHEIT26.65 (6.32) % TH Y, LOEITHIFHICHE TH -7 (P=0.0001, 1H#E (7
H IR RO A 7L DR—R T A VO A a7 5 L LIZANCOVA) .

% : MG-ADLOCMIIZ, MG-ADLI A 227 D250 O & LTS, 7TV 5H2122)

- FIAChRILIARSE B FEDFIEIY 1 V)L OERERKR RSO EAMEN S ROY A 7 )L &R
TEHEEICEHT 5F TOHIM
HLAChRI VARG OB A 7 L OV A G- O VARG N DR DO A 7 V2 FIET 5
EICEET 5 TCOHMOFRAEIL, AFIFET3SH, 77 BARRETIHTH Y mEMICHER
FETRD Lo 7= (P=0.2604, logrankfiE®) .

- FIAChRILIATSTEEZE DHEY 1 7 LD RHIMG-ADLL R AR > F —*DEIE

AFIFED G5B 376 (56.9%) . 77 EREER645IF 1661 (25.0%) Thote (v X

ke 3.94) .

ik TRAChRILAGE R FEDHE Y A 7 )L OERRESEFSDO EREZRIN S RDOY A V)L EFH

BT HEEICEBT SETOHM CTHRABELE 77 RBECHBZENRO LN hoTo 2 &

b, AREHOFEZEREITFEM LT,

¥ B A 7 L TIRBREEI R G- H 2y Db Week 2 (RBREESY G-BHIA2E%) £ TICMG-ADLA
AT PEZIYA T NR=ZF A B2 E EEA L, 2Ol s, i L T4k L. =
HEFFS - B
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HRZRMEHEIEER]

- 2REH ACPRILIAIBER SIEEEE) OFEY A 7 IILOWMGL AR F—DEIE
AFIEED 84514 (60.7%) (Zxf L. 7T B AREEIL83MIT 1664 (19.3%) THV. 4 v Xtk
(95%EHEIX[H) 1X7.10 (3.24,16.49) ThH -7z,

[Z DD FFHIEE ]
* IAChRIUAIEE R ZE D #EH A 2 JLDOMG-ADLL AR 2 —DEE
AHEEDO 19 F 13641 (68.4%) 1=xf L. 7T BREEHT19EHF 126 (63.2%) TRIEETH 7,

* FAChRIAIEEEEZ D HEIY A Z ILOWMGL AR —DEIE
AHFEED19FIF 106 (52.6%) (x5t L. 77 REEZ19BIF7H] (36.8%) TAHFIEETEI>T-,

WEDEREIZBITHER
VI 1. (2) 2) KEEGREOKYERE] OESMHK
'VI.L 1. (2) 3) BARANELAEAOkE GNEANT—X 25T | OESMR

BENZICEITHHER

'VI. 2. (2) 3) BRIRIZIRIT 2358k DHES M

'VI. 2. (3) 1) MG-ADL#: % =27 DAL &M OeIgGl M OHTAChRIUA SR D2 L= D
R (FIAChRIUABIERH  SMEANT — 2 25T | OHESM

BAEEREORREY

TR 521 5 ADARGE SUIHUAAE O 1572 £ 5 ADABSPED B# OFIEIE, AHIHE T83H
F1761 (20.6%) T 7o, IREBREESGATO PRAGURGIE/ MR 00D b, 1B R 514
(ZHRRIFURRGNE T & - T2 OFIGIE, AAIRET83BIF 66 (7.2%) TH-T,

BEEMDOHER

- ABREIER VYA U ILAIEER

AR GRBREEYIEIE 52 DB T £ TOHIR) OBl FEHERE) 1. AFIBETI51.5
(22.4) H, 7Z7®AFRETI51.7 (29.6) BTHY | IREHM CHREECH -7, WIEHEIEE .,

K3V A 7 NVOIRBIROB 5551 2, A 7 VBT L OBEBIIARARETLY A 7 4321

Bl 294 7 356H, 3% A 7 AR, 7T B AREETLIY A 7 V03260, 23 A 7 L3544,

3 A I3 TH T,

- HEEZR (2AEH) ¥

ARERNCIIT 520 FFGIIARFIRE 8465651 (77.4%) . 77 BAHET83MI+H 7041
(84.3%) TR BT, FRAFFHRIL, AAIRETITIURA 2401 (28.6%) . EIHFHZK 310
Bl (11.9%) . ERERBGENM] (10.7%) . 77 B REECITEER 2361 (27.7%) . EIHIEZ
231561 (18.1%) . HELMONFRINAIN (10.8%) Tholz, BEELHAERERIT. AHKIRE T4
B (4.8%) 4ff, 77 B ARBETTH] (8.4%) 10MHIZFED S, AFIRECILm/ MEEEIE, B
s, EIEMSEESE, 9 OB UE. 7T B AREECITEIEMESEN 2L, DEME, OB
i, YRR IS, EAGERRYE, AUEIC X D%, BRI E T, BRI LIE, EIER
ESIEY V=P REMETH -T2, BETICE > T-AEERIT, AARET3H (3.6%) T4,
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77 R ARET3H (3.6%) SMHITEBWD DAL, AAIRETILIM/ IMEINE, ERGIRE, PHRRE,
B AR, BEMIENRE, TR RRBEREE, 25, 777 BARE CILOFEME), FFHE

wrE L, EAEMEIETH T,
AR TIISECHNIFED e n o7z,

BIVEFSEEBERE 13, AFIBET31.0% (26/84%1) THh-o7-, EREWEMAIL. LEIC L H8ER (4

B, 4.8%) ThH-o7z,

IRTOABRELEORRBRNIBEETELVEEER (2hEH)

AFHIEE 7T bR

HGA (n=84) (n=83)

B (%) Bi% (%)

FHGIE GEBLF) 26 (31.0) 22 (26.5)
MiRE LN SRR 1 (1.2) 0
I/ N INAE 1 (1.2) 0
HE X OukKEE 1 (1.2) 0
T I A 1 (1.2) 0
MR PR 3 (3.6) 1 (1.2)
IR g e At 2 (2.4) 0
AR 0 1 (1.2)
iRAe i 0 (1.2)
PRI 0 1 (1.2)
AR e N R 1 (1.2) 0
R 4 (4.8) 7 (8.4)
W 1 (1.2) 2 (2.4)
R 0 1 (1.2)
T 1 (1.2) 1 (1.2)
1 D R SR 1 (1.2) 0
N EkEE 0 1 (1.2)
CIOI 3 (3.6) 5 (6.0)
M - 1 (1.2) 1 (1.2)
— - BB EER KOG OREE 3 (3.6) 2 (2.4)
) i 0 1 (1.2)
T 2 (2.4) 0
HESHEE TR 0 1 (1.2)
3] 1 (1.2) 0
JRYIE B8 L VAR HUE 3 (3.6) (1.2)
18 ] S e 2% 0 (1.2)
NS %= 1 (1.2) 0
JTUAR S 1 (1.2) 0
ERUEFEDS 0 1 (1.2)
ME5H 2% 1 (1.2) 0
BE, gk L OWE S OHE 6 (7.1) 2 (2.4)
WLiE R T I 1 (1.2) 0
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A 75w AREE
=gk, (n=84) (n=83)
B3 (%) B (%)
WEIZ X DO FEN 0 1 (1.2)
AL\ & B BER 4 (4.8) 1 (1.2)
JLEZ K B B 1 (1.2) 1 (1.2)
WVE 2 K DR 1 (1.2) 0
IR R A 1 (1.2) 0
U 2 RERBOE D 1 (1.2) 0
i BRE R 1 (1.2) 0
i H SR KOS SRRk 3 (3.6) 2 (2.4)
S 0 (1.2)
ES 1 (1.2) 0
i IR T 1 (1.2) 0
B ¥ IR 1 (1.2) 0
HEE 1 (1.2) 1 (1.2)
PR R B 14 (16.7) 12 (14.5)
= 0 (1.2)
FEED E 1 (1.2) 3 (3.6)
SEYR 10 (11.9) 10 (12.0)
HRIR 1 (1.2) 0
SRR PR 2 (2.4) 0
A EETR 1 (1.2) 0
g, 0 1 (1.2)
FErRpE 0 1 (1.2)
B e 0 1 (1.2)
PER s, BERFs K OMithR RS 0 1 (1.2)
S 0 1 (1.2)
RSB L O ARk RS 2 (2.4) 3 (3.6)
iRan 0 1 (1.2)
HLBE 1 (1.2) 0
% 2 FEIE 1 (1.2) 0
»Z 0 1 (1.2)
HLBENE R 5 0 1 (1.2)
BER R 5 0 1 (1.2)
A8 1 (1.2) 1 (1.2)
5 I 1 (1.2) 1 (1.2)
MedDRA version 23.0
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2) REMHER

ERRIL 55 AR T S 5XBR  (ARGX-113-170558%)

(ARGX-113-1 TOABR DR IZ 5 588) 22

ELS)

A Sy R EE 5 S )i R % R RISARHN ORI G- R O 22 BV K O RN 2 545

BT A v

[E B IL[E S MAREAEE (ARGX-113-1704588k) ik 5B, 1. B, EEMR.
Zhaex 3L (BN, KE, -, a7, HA)

PIE S

ARGX-113-17043B0 (220 L, ke 5-R BRI AT L= S5 R B AE 7 18 ) JiE F8 35 13941
(B A A10641)

E L

« ARGX-113-1704RBR I L 7= FBH TARRBRICEITT D720 Omg e RIS L
TWAHZ &
—ARGX-113-1704: 58 DO RERFL T T HDay 182F CTillBh 2 fikfsi L 7= BE
—ARGX-113-17047R882 TR DY A 7 V& BbET 2 FMEIC BB L7=08, RO
WZIRET A 7 VBT CTERWERIL, BEHICARRBRICEBIT L CAFIZ L 5165E %
ZiFondz L,

—ARGX-113-17045 BRI R, JEIR. L A o — L, TEERAESFZUIOH
HCHEI T b nziai e B e Lo, ARBRICBITcE5 2 e LT,
—ARGX-113-1704788 CTHI 0 11 b vz igiE 2 —Rprplr L7 B ix, ARRBRICAT
T&EHZEE LT,

c BB INENCRN— AT A 5 % —E O HE Tk L T\ 2 B

¥ NR—2F A FEIT ) AT T —BHEE, BROBBREAT oA REWXIFFEAT
A FHEGEMEIFR (THEFATYV o AR PLFH—h* vy xRY L Zral b
A, AT 2 )= URET 2 F AR T R AT 7 IR IZIRD,

*EEA I EOIRPEICKRT L. KIMKARTH 5,

AR T 1k

- RRBRIZ N— A (14ER]) & 3— B (R24) DT 52/3— h THER S v,
N— FBlX, BEDPAFOEG 2T oD Ko cBMEnz\—rTh
Do
- IRBRSEE G O ST M Z 4RI CRBE LBIZE 21T 5 2 & (VA 7 VB %
1A 7L, ROYA 7 WEVA 7 VEBISEIICBW TEE YA LIZHEIC
BHtG9 A Z ENHEEL STz,
- RBRER G2 ) R T T —BIERK, RORIBKRERAT oA REWUIFERT
oA RHESR N EIF 2% 5 T AKI10me/kg A 158 R REIRE 3 T a4 m 1R 231 T
IRN# 5 L7,
X1 ROV A 7 NPT, BBRIER E L TUTOEEOWTH A LA,
Nz,
- MG-ADL#&A 27 BNEEHBALLETH Y | IFERLSNOIE TO R a7 B350% %2 TV b EHE
- MG-ADL# 2 21 7 RIATOHA 7 MR E-DR_R—2 T A A% L T2ELA DR AR S0
e

X2 THFATY ¥ AbFLIY—h* P r7uARI Zrul LR,
SAESS WA AT/ =R S Sl
*ERE A T IEDIRIEICKT L, ARFRERTH D,

¥3 : LAMMBORBRIER 5B\ T, KEEOFFAMIMIFE1A L E I,

e R N

a7 x ) —)Lfg

T HERHAMIE H

PLAChRILIEEG B E & xR IC B BIFIC b 2 A E S, BERAEFLORERE
BROEIEE, A NI A 2 DERKRE, BARENM (S— FAKT/S—FB)

R EFATZE H

M (FIAChRIUAGME K OIEIEREE) 2R ICeERBEIRIcbIE 2 AEER, &
EBRAFEFRRORIEG L OEHIERE, NA A o DEKEA, BRRAFM (3
— FAKTO— |k B)

PRIRRY
BRECYE!

CEVA T NDR=RT A (RRIEYIER G- A) 5L ik L7-MG-ADL# 2 =27 D%
b (= hADAH) [HIAChRFUKGERE . 2REN (HIAChRFUARBSE & Ok
B ]

s BV A T NDR=AT A MELE K LTZQMGHR A 27 D& E (— FADRH)
AChRULIKRGMERFE . 2RERM (JTAChREUAR M K Ot E) ]

[t

Z DD
A IE H

(HRIfRAT L C O L) K%, SRR

fiR AT 51k

FEAAGE H B ORI B 13, % ST 5 S5 T 4 5 S Gl A RS & B4
Ui, FCO BTSN T, Yo 2 VB R ORI CREEE % A Rpk L 7o, it
Fe 2, HEHER AN — 25 A b DI RN SV T ERIFE R L,
R B2 U T b S HEE T L 0 T Lye, T — T oW T, Mk, S—




V. ‘aRICEAY 5EHE

2T OB E., IV A I NA_R—RF A NS DB EIZHOWTEKE &%
R UT=, TN OT —2 5 > b A7 IiX1EIB 22020464 6 H ., 2[E1 H #20204£10 H 8 H
L7,

AABRITEF TH Y . ZAVE TI20E O PN 2 i U7-, SBROMEE, 2R OER)
PEOFERIZ2E] H O PR (TR © 20204E10A8H 25— % 1 v A7 B & LT-fi#hT)
\ZHADWCRLE L, D) R O R s R 18 B o HfgEdT (FRAEATL © 202094 A 6 H
BT —E Ty hATHE L) 1RSSO TR 5,

#ER (2020F10A8BT—2 hy A THFR)

.%%:ﬂsi

ABR T, 1T DARGX-113-170478 CAH & & G- ST BB 2 AR K —AFIREE Ko L, %
TR T 7R 2R EINTEBEE T TR —AAIREE R R LT, M2 AbE T, 2fE
MEERR LI, 772 “EERABISHAANLONIZ16THID 5 ©H, 2020910 H 8 H K i T
51BN ATERI AT L, 13IBIRARN OB G2 T e, 20 2 LARK—RFIBENTH, 77k
RN —ARFIEET666] Th - 72, 139F DKL D 5 5 10661IXHTAChRELIAR M, 33411LHT
AChRPUAREMETH 572,

BY 47 )LERE (202010888 T—4hy A TJBA)
AEN AP G DR DY A 7 VI EBRIEEE £ TOMI (A 7 VR o ifl (&A1 2
ILOFRJEOFH) 13594.1~6. LA TH - 7=,

BENHEDOHER

[RRAFHEIEE]

- NG-ADLIAX a7 DEILE (2020F10A8HT—42 Ay A TJHR)

BYA T NVTONR=ZT A NB3HE (KAIREEGE) £ TOMG-ADLKR A 27 D& E
ILTROBEY Tho7o, 70, ARGX-113-1705:88 TliL, #LERFBEH 13D 72< . Week 4, 5%
UBIZERE SN Tz, Week 3 4ETEH O G OF —X 2 FR LT,

BHYAMIVILTOR—RF4 U bIBE (RERKREER) £TO
MG-ADL#X a7 DELE

Pt AChR Hifk $1 AChR Hifk
VG-ADL AT b PR
n B (B HERAFE) n S (R YRR E) n B (B HERRE)

S NR—RT A 106 9.7 (0.29) 33 10.8 (0.59) 139 9.9 (0.27)
3 H 103 —5.1(0.34) 33 —5.4(0.76) 136 —5.1(0.32)

A 9 R—2F5 A 95 9.8 (0.33) 30 11.3 (0.58) 125 10.2 (0.29)
3iEHA 92 —5.4(0.38) 28 —5.3(0.72) 120 —5.4(0.33)

A3 R—2F A 82 10.1 (0.38) 24 11.3 (0.64) 106 10.3 (0.33)
3HH 78 —5.5(0.40) 21 —5.4(0.88) 99 —5.4(0.37)

R—=2F A 63 10.7 (0.46) 18 11.3 (0.80) 81 10.9 (0.40)

A4 3 H 60 —6.3(0.51) 17 —5.6 (1.00) 77 —6.1(0.45)
A5 N 2T A 47 10.6 (0.53) 15 11.3 (0.80) 62 10.7 (0.44)
3 H 42 —6.1(0.53) 15 —6.3(0.96) 57 —6.1(0.46)

A6 N—fMV 24 10.5 (0.72) 13 10.5 (0.85) 37 10.5 (0.55)
3 H 18 —17.1(0.92) 9 —5.0(1.13) 27 —6.4(0.73)

a7 R—2F A 11 12.6 (1.03) 6 13.2 (0.98) 17 12.8 (0.73)
3 H 10 —8.9(1.19) 4 —17.0(1.96) 14 —8.4 (1.00)

B R_R—RF 4D MG-ADL 8 A7
TBe: _R—=2T 4030 3 H (KA 5-FF) £TO MG-ADL #8227 O &L &



V. ‘aRICEAY 5EHE

- MG R a7 DZEILE (2020F10A8ET—2 hy b4 TJHR)

KA I NTOR=2AT A b3 E (RAIGKEGK) £ TOQMGHRA 27 OZbEIL T
FLOEY ThoTo, 72k, ARGX-113-1705:88R Tik, HERPEH 272 < Week 4, 5416
WICRE STV RN =8, Week 3 (4[EIH O OF —X 2FoR Lz,

BEHAVILTOR—RASA UM LER (REIRKKZER) FTOMHRIITOEILE
Hi AChR Hifk Hi AChR Hifk

G S [bEsEl R
n SR (B R ) n S (R R E) n SEEIE (R A E)

S 1 R—2F5 A 106 15.6 (0.54) 33 16.1 (1.00) 139 15.7 (0.47)
3EHA 100 —4.7(0.41) 33 —5.2(0.74) 133 —4.8(0.36)

I R—2F AL 95 16.3 (0.59) 30 16.2 (1.01) 125 16.3 (0.50)
33 H 86 —5.4(0.43) 25 —3.8(0.74) 111 —5.0(0.38)

- R—2F AL 79 15.7 (0.65) 24 16.5 (0.90) 103 15.9 (0.54)
33 H 67 —4.5(0.54) 20 —5.7(1.03) 87 —4.8(0.48)

FAI 4 R—RG A 57 15.7 (0.79) 17 15.4 (1.66) 74 15.6 (0.71)
33 H 48 —4.5(0.64) 11 —4.8 (1.00) 59 —4.6 (0.55)

S E f\“jz?%:/ 39 16.6 (0.90) 12 16.2 (1.18) 51 16.5 (0.74)
33 H 31 —4.2(0.68) 10 —4.6(1.10) 41 —4.3(0.57)

FAI0 6 R—RG A 20 16.9 (1.25) 10 17.1 (1.59) 30 16.9 (0.97)
33 H 13 —6.3 (1.15) 5 —5.4(1.96) 18 —6.1(0.97)

a7 R—2F AL 11 19.1 (1.44) 5 20.2 (1.46) 16 19.4 (1.07)
3 i H 9 —5.9(1.21) 3 —7.7(2.19) 12 —6.3(1.03)

LB R—2T 4D QMG AT
TBe: _R—=2T 4030 3 H (KA G-FF) £TO QMG A= 7 D2 &

BEEMHDHER (2020108887 —42hy M4 I8 R)

- HEEZR (2AEH) #

AL T 5 EFELIT1390 976 (69.8%) T8 bz, F/AERHLITEEFH 29
B (20.9%) . LWHEEZC31361 (9.4%) . FHIAME (6.5%) ThH -7,
EERAEEGILITH (12.2%) 260HCBD b, EREERAEHEGIIEEMN I EN3ME,
COVID-19, HEJEMEENIE Y )V —ENE2EThH 72, BEFILICE S T-HEERITITH (5.0%)
IMHITIRO HTe, HHEFINCE ST FEFGIT, EIEMHTIEN2M:, SVELEZE, T,
COVID-19fifi%s, FFHEEEIr. AP, MioEMHAY ., ERNAE T TH -7, LEHITA
PEOHEZE, HEIEMBENIEZ YV —¥, BT, MOEEFEDRE1IFITRD D, WThbik
B & DRI BIFRIZEEZ L &l S e,

%GC‘K{E?"\“%@$$% (AESD) & 7E# L7-SOC NEYYER L OFAIE] DA EHELII560
(40.3%) (T STz, SBILIECTHE XN 7-AESIIT, LHIF'E*#KW (9.4%) . JREZIEGN
T (5.0%) . EXGERGEA 6] (3.6%) . ARIEIZAB] (2.9%) | KE XK Hﬁﬁj't% 1 fZE~
JLRA L R OREIR YA S30] (2.2%) ThoT-, AEFLI@MEE ﬁﬁ (CTCAE) Grade 304
FOAESUT AL TTH] (5.0%) 8F#E X, COVID-1923214, COVID-19fifizs, 7R, A
YN LU EREMEIREES . KGRI, R OWR B E U CTH -7z, [A—HBE TH
BLIoA I N2 RO Y EREETRIAR 2 R E . RO OFELIINTN L ERE TH -T2,
BIVER R BMEE L, 25.9% (36/139%1) Th 7=, EREWERIZ. [EXK. AR L OWLE
2R 280E (%1, 0.7%) Th-ol-,

- DERRE (2FEH) ©
480msHB DO QTcFHIIE. M O_—A T A >/ 560msiBDQTcFMMRIEE A Z 216 (0.7%)
DEE THE SN, 46 (2.9%) OBF T, LEEIEM (100bpmitd) NHE iz,



V. ‘aRICEAY 5EHE

- [RERREE (&%)

AFNFEHIZ LD MHP T LT I EOK FIERO b hoic, %< it S 7= CTCAE
Grade 3LL EOREIZY 8 EREADCTH O 1261 (8.7%) DEF TRDO LT, EEAEMK
AR EORE[E L. CTCAE Grade 40 U > SERERA 14 (0.7%) %X . +<CCTCAE
Grade 3TH o7,

(5) BE - HEAHR
PR L

(6) AR
1) ERAREHAE (—RERKERE. BECARGRAE. ERARKLEREAR) |
BERFTRT —FN—XRE. RERFTRERABRORE
- FEE R IR A (R
AHR B Sl 2GR EREFH B ERE LG5 LT, AHO-A

HH I IS B2 R OA I T B A IS 5,
MG FIH J&YLE . infusion reaction

AT 2HFAE TR T5 (L ha AT T ¢ TIREEA]) |

A R E L TH000 (ZZeMEfirsigtt LC480%1) & L. 9 HHAChR

PURREMER] & L C1006] & 95,

PR I HtE 3 MR FEBRAAIE~20274E12H  (5.54F )

B FEBRAARE~20244E10H  (2.54FEH)

RRRB GRS TR C, BREME B EL Y 2K TH004E 1 1> >t AChR T
REEMEREBI 100 E L TV WEA L., B A2 IEET 5,
BERIMAE TR, AR MERD B £ CHABEFROAT - #E
BHLO DM L, e EERRIT R G 2 B0 M B A RO T A BN
TT—4% (HEZE) 2NETD,

AR (24F [+ 148 [ o0 FEME JEIE 0 78 BLIR D e 8.

W 5B AA B 2 D 24E % CGEMEESS O 5 BURPLHERRIZ D\ TIL34E
BlER %) TR BIEWVWY A 7 ART HNO4lBBORETET S, £/-. &
FOEG-BRIED 5 3FEITT 72 /e VBRI IEA RIS I L2581, K&
5 0S4 OBIE AT,

2004EH] (A2R) 2O\ T, FIEEES- B 2 5 245 ] OB Z2 B RS T RF &
o [ AT TOT — X PREE CTE =M TR 2 i L, O R % [E#
MEEEICHR it 5,

=tz

2) ERBEHLELTRRFENDABRIIER L -HE - AEBROME

GBI IE S & BUEHUER . —ERDEFI R LT — 2 NER SN D ETORIT, AEF]
Z BT R R A & ST D

AGRAFIE. TT. 5. AGESMEKROE - (EH] LoRIREEH] 25,

(1) Zoth
A RORANA



VI. EMEEICET HIER

1. REZFHNICHEEH S LEMRTIEEME
A% L7g

2. EHEEMA
(1) R - ERKFE
1) 2BREEHENEDIRE
DIgGH PRI L D HRRIRERE A 7 =X A
HEAEMG I RE I, MRRMEA O T T AR Lokt 4 B esuk (IgGH 2 tik)
OIERIC LY | MRS ORI ENFEE SN TEL LB CRERETH S, AChR
2k B IgGH BHURIC L D HRABEMLED A 7 = X LIZIZLL T D 3 23 d 548237

‘X:IgGEE}ﬁ.ﬁS W:Acr g:MuSK o itk

1. IgGECHANAChRICHEE T B
&IC&K,AChEAChRD#EE ZRE
£9%.

2. |gGECHFNAChRESRIBZRZAL
IBZ&ITEKY AChROHHFIAER
ViAd LR,

3. i EBEMHEIC LD
NMJEIS

1gG BEHUA (1 MuSK #ifF) &
BRENSSFRFOIYFI—F
(MuSK) DFEEZEE T 5

. AChRIC#EE LTz IgGECHFAD

FRBZEHEL. RERESHE
(MAC) ZRZm L. R EH RS ER

(NM)) Z{RI5 9 %o

@FcRnlIIgG B CHUIAR D i R B 2 HEFF

FcRniZ=E & L CTHIIENIZHEZE L, MENICEVAENTIgGE = R Y — AW (BRI

T) THAELT, IgGRY VY — ARSI TSN O%MmEl L, 1gGxk FtESEMF: T

W HHIREREICE LT, MM EERH (VYA 27 0) 35, FeRnld, ZOMFICX

D IgGOIM I FEEHERF &\ o | IgGOTEFE MEHERF IR L7 EZ B L TV 5,
FCRNEFES UTzIgGh B USRI

ef T U
‘ ' { ‘\é : IgGESHiIk 1gG

B g :FcRn

FCRNl3 IgGDFTRTDYTIAF (IgG1.1gG2. 1gG3. 1gG4) &
UYY—LICEBHENSEBE . UTATILEE B, ZDMRsh.
FCRNENLTUY A ZILENBULMBDIgE HEIL T, IgGDt 213
E< (IgM. IgE. IgARUIgD Tld 8 & Z5~6BICH LT, IgG Tl

FCRNZHS B&7Z210). MPlgGRERSBERT 43840,

LlaholzlgGhig) i

IgGH'FCRNICHEE T D& UV Y —LATOR@EERN.
BUMRANRELIYCIILTS



VI.

b il

\.

EEE(ICET SEE

2) TITHLFXE FOERKRE
Q=7 HNLFXE RiZ, & MgGDOFe7 T 7 A MK
T HNVFFE RiE, FeRnZiERN ET57 I VR AZ %A LT, FcRn~O Bt % &
W5HIOICEE ENTZe NMgGDFe7 7 7 A FUAITH 5,
®REITOTVUVG (IgG)

Fabggis
NREDEEZ
B5RE ITALFEER
antigen binding
\

Fcraig {

FCEBFPREED
HEEICRIS T a1

crystalizable ft ‘

Q=7 I NTFFE RiZFeRnlZHi A L, 1gGH otk D oy 2 (R

T7 HNFFE RiZFeRnlZfEA L. IgGH CHik %z &0 NRMEIgG R FCRn~SEET 5 0 %
o llET 5, FeRnEfia L TOWRWARMEIgGITY VY — A Thofiisnsg, 2EHx7
HNFXE RZIgGD U A 7 VAR E LT, ARG fiE 2 et L, IgGH yiik%
e IgGRRE ) S 556

QITHALFRER “é:lgeaaﬁﬁs “‘gllgG ® @ :Fckn

IgGERREL
FCRn&RES

IIALFELERGFRNERZEL. IgGOUY A T ILEIRE,
IgGOHBIBESND



VI. EMEEICET HIER

(2) EhEZEMFITLHRBRBAE
1) in vitro ZEIERER

DE kFcRn~DEEEFHFME (/n vitro) *V

RS TidIgG & FeRnOBAIEME T35 Z & v, ELISAOFERIZBWTY ., pH7.4

TOb NFEMEFCT T 7 A N EFRnOFEGITIZE AL ERD NI oTe, —FH, =7V

F¥E RIZpHT4THFRn & OFEGNRD B v, 50%H 2 EE (ECs0) 13£0.14nmol/L
(7.32ng/mL) TH-7-, pH6.0 THOECsoiE= 7 H/LFF¥E FTO0.11lnmol/L (6.00ng/mL) .

b FNpAEMEFe7 7 7 A2 FTiE13.0nmol/L (651.7ng/mL) T&Hh 7=,

ITJHILFXFEFRFRUVE FHBERFcTIS ST AL FDE FFeRNADESEFMYE (ELISA)  (/n vitro)

pH 6.0
3.0 H —— IJAILFFER 3.0+ —— IJAHILFFER
b NEFERFCTS TR I b NFERIFCTSTX VN
2.5+ ° 2.5
[ ] [ ]
€ 204 T 504
e o
(@] o
L0 L
> 95 < 5
wo i
Al A
e oo
EER 0 SR 0
0.5 0.5 -
0 T J T 0 T T T
102 100 102 104 102 10° 102 104
R (ng/mL) e (ng/mL)

3EILL_ESERR U7 i & R H) 225 IR A 1,

FWE ST XE 40 (SPR) OfiE. pH7.4, 6.0TOT 7 HILFFE RO FFAERIFe”
7 7 A2 b OVHEEEES (Ko) 1EFREo@y Thoiz,

ITJHILFXFERRUVE FBERFcTIS O A2 DO E RFRN~ADEEEEFIME (SPR)  (/n vitro)

pH P fRBEE S (Ka) CESE SRR ZE)

t RNAR Fe 75 7 A2~ (nmol/L) T 7 NFFE R (nmol/L)
7.4 faEd 8.59+1.35
6.0 28.0+6.20 0.35+0.06

HEB G . =7 HNTFXE RO hFeRn~OfEEHAMESL . pH6.0% UpHT7.4 TELISAK U'BiacoreT200™(Z
X ASPRICE VEIE L, ELISATIE, Ef{tL7z~%> Y —FF L — M4 F Akt FFeRn% Kb S+
72, 0.02~3000ng/mLO =7 FNFFE XLt MNyAEMFc”7 Z 7 A 2 FZpH6.0& UpH7.4 Tt &
72, SPRIZBWTH, =7 HAFFE NEUe NFERFc7 7 7 A2 FOpH6.0K pH7.4THOE FFecRn~®
FAEEBAMEZIE L, KazRdiz,




}

S

AY
”»

HEEICEHT HEE

2) In vivo FEIBHER
OREMI6IzxT 2FEER (BREK%RE) (h=04Y)L) 2
T HNTFXE ROIgGRA kT 2 HEFHAAZRET H720, =274 ¥/ CGLPFEE H
DR ERISHEBRZ I LT, =7 A4 PIVIZIHEENRES e MgGUE#StA [FR70-hIgG1
(Fb—H—Hik) 1 285%, =7 TV FXT REBIRNKZEG Lz EoMmd b Lr—3—
A NIgGIREOZENRITTROEY TH -7, 20mg/kght TOIMHIgGIRE X, K545
HIZ e H-AT & g U CTReRb5% (CEHME) i L,

A0 A FIVICEBFEHIRAIRS LS
M kL= —HEREQHRSHNODEIER

%) 0=+ JBE (n=2)
150 —e— 0.2mg/kg (n=2)
B IEERE -o+- 2mg/kg (n=1)
20mg/kg (n=2)

-~ 200mg/kg (N=2)

MRS T BTSSR SISt — T — T 7 BB

®E5%EE

2mg/kglED1FIZHOWNTIE, b L—Y—HEDB B S oo D Bs LTz

NV AFIVICEEFREIRNIZS L& E0MPIGREDEGHINDELE

(%) 0=+ AR (n=2)

200 ) —e— 0.2mg/kg (n=2)
" %5 -o- 2mg/kg (n=1)
ke 20mg/kg (n=2)
g 150 -~ 200mg/kg (N=2)
Q
R
E
) 100 +
S
Ty
f
% 50
=x
=

®E5&EE

2mg/kglE D 1FIZHOWTIE, b L—H—HEDB B S 7272 DB LT

RERAE - M =7 4V (BB26) CIEENMA v FgGUE#HPIAE [FR70-hIgGl (kL —4—#
) 1 (Imgkg) ZTHFFIRNESL- L, Z048KMZICZ 7 HLFXE R (0.2, 2. 204 0U200mg/kg)
TR E UClREE [V o MeiEiliAsRatik (PBS) 1 ek (3 #IRNIR S L7z, =7 W LF¥E
F#&EHRT3H (Day -3 : b L —V—HifE& 550 |« &G0, FHsiRNEG54& TEEZ, 2. 6, 24, 48K
TREMRE ., # 55, 7. 10, 14, 17, 21, 24} O28H&ICERIM L7z, MH b L —H—HE R OIgGiRE %
ELISATHIEL, _X—AF A4 v (=7 HNVFXE RELAD DOOEEREZR -, ADAREA ST
Day 17LARBED Ml s EHZ DWW TIRARIT L 72 o 7,
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\.

EHEEICHT HHE

QHRMIGIT T 2 EEBER GBERRERS)

(h=o94%)L) »?

=T A= T HLFFER (0, 3. 30&T100mgkg) %2 H 2148 M KEFHRE (2
W) #ARNE S L7 & &, Day 5 O'Day 15 TIIMEED T X CoORERET, 1 HIgGHEE D
BWONBLN, FRROXH)IHBE L (P0.01, x> MRE) . MEE b, mPIgGEE
IXEEHIE O Day 30LARED BN L, Day 568 F TIZHIE L7,

NP A FIVIZREFBIRNZRES L= E0MPCREHER

BIC1E4GERRERE)

(ug/mL)
10° 4
: AT
] -0+ XIHREE
i (BREEIREN=5. @EHBN=2)
—~ —e— 3mg/kg TIHILFFEREE
g CAmAMIN=5. BEHIN=2)
Pt - 30mg/kg TOHLFRERE
# 10° (AEERN=5. EEHHN=2)
% ] 100mg/kg TIANFLERE
= ] CBEERn=5. BEMHEN=2)
g ]
] SBEERR mEEE
> >
103 T T T T T T
0 10 20 30 40 50 60 (8)
MER S %ER
(ug/mL)
10° 4
] A=)
. -0 SYEREE
7 (CBEHRIN=5. OEHBIN=2)
_ 7] —— 3mg/kg TOHILFFENE
oy (BEERN=5. @&EMHN=2)
o -0 30mg/kg TIHILFLERE
10 (HEEARN=5. TEMEmN=2)
o 3 100mg/kg TIHLFLERE
g . (BEERIn=5. @&EHEN=2)
= ]
] BRI CE AR
> >
103 T T T T T T
0 10 20 30 40 50 60 (8)
MERS %I

RBRFE: V= AW (MEEAEESH) I 7 HALFXFE R [0 G ; xFBE) . 3. 30
100mg/kg] #2HIZ1EI29H A (H15[E]) EFHE (2FFH) FIRANES Uiz, 2R (MR #EsH))
DH =7 A P )iFDay 30D E &I 514 24HE IS 2RI SE 7=, [BIERE (MEHESRE2B) oW Tk, £
HABEB OREYMZ 85 L, EER TSR ERNS, BER CTidDay 31, Day 33, Day 35. Day
38, Day 42, Day 46, Day 50, Day 54} U'Day 58IZH%1 U, 1 A1 IgGiE E A HlE L 7=,
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VI. EMEEICET HIER

- NAMIGICH T 2EBER 26AMRERS) (h=94H)L) @

N=I AP M7 HAFFE R (0, 10, 30%U100me/kg) % 1012638 ] < 1E Fifke (0.5
REfE) SRS L7e & & HED10mglkght 2 br< T X TORE T, Day 8 TxIHAE & bl LT
AERMPIgGREORD N LT (P=0.01, %> MaE) . MHIgGHEE IX10mg/kg
Tl¥Day 19075, 30} 10'100mg/kg CTlEDay 2047500 L. S [E > [a11E BRI T 12 [B14E

L7,

— > - 8
AZVAHNLICREFBIKNIZS LI-& EDMA 1 CREHR
GE1[E26:EMR1ERS)

(ug/mL)
10° 4 — 1
] WH=ZTJ4F)L
5
g o SRR
g 10% (EEHARIN=6. OEHRIN=2)
& 3 —o— 10mg/kg TIAILFFERE
B 7] (CHEHARIN=6. @EMAEIN=2)
= ] -+ 30mg/kg TIALFLERE
4 (CaEHRIN=6. B{EHARIN=2)
i 100mg/kg TOHILFFEREE
BB e HARS (CEEHRIN=6. O{EHARIN=2)
< >« >
103 T T T T T T T T T T T T
0 20 40 60 80 100 120 140 160 180 200 220 240(H)
YOS5 %ISR
(ug/mL)
10° 4 — -
:
]
T d
B -0-- NHREE
B o] (BZRIN=6. DHEHRIN=2)
6] 7 —e— 10mg/kg TIOHILFFEREE
%" ] (BEHARIN=6. BE#ABN=2)
g i -+- 30mg/kg TIAILFFEREE
] (BEHARIN=6. OE-IN=2)
100mg/kg TIHILFHERE
B SBEEERS CEHAR (CeEfEN=6. DEA”EIN=2)
/OTRA ;A 7 =
103 T T T T

T T T T T T T T
0 20 40 60 80 100 120 140 160 180 200 220 240(R)
RS R

REBFE ML= A F L (FB6H) =7 HAFFE R [0 BFE ; BB | 10, 0L
100mg/kg] Z i 1[mI26 WA EF R (0.50FH) FRARMNIR G- LTz, mef@f bR, B2 (SRl %
LHIE ST, [EHERE (26 I2 oW TR D& SEM O [EIE I 2 B4 Uiz, TZRE TIESH5al
(o EHERECITE LR U, i P IgGlRE 2 JIE LT,




VI.

\.

EFEIEICRI HIHE

QEBRETILEMTOI IHILFXE FOEETHE
- RENZIBARRFOL X —ERABHEEHEANE (MuSK-MG) Dpassive
transfer ETILY I X TOEBEHEY
MuSK-MG/E4E ORI IgG4m 7 A 5 U, BEf I EREIR 2 55 % S & 7-MuSK-MG
passive transfer®7 /L~ 2 & HWT, =7 HILFFE NOIREDNEEZFM L 7=, MuSK-
MG passive transfer &7 /L'~ 7 AZ= 7 H)LFXE R0.5mgkgz 5 L7- &L 2 DEITOHR
ILTRD|EY ThoT,

MuSK-MG passive transferETILIIRIZT I HILFXE KR (0.5mg/day) XIE
ErFHFERFcTST AL FEHBBREBERNKRS Lz & EDEHDOHEEESTME

®

100 - TIIALFFERNNE
BEIgGLIR 5B ERBFERFCTSTAY NESEIE --O-- AR WIEREE (n=1)
—— TIHILFFERED (n=1)
- ERFFAERIFCT ST XY RED (n=1)
IIALFRERBER (1=1)
B — e NFERIFCT ST AV REQ (n=1)
# Tm
7
T T T
-3 -2 -1 0 1 2 3 4 5 6 7 8 9 10 11 B

BEIgGAY 5 &IE

b NFEMFcY 7 7 A2 FEEOMDay QICEERIER &R 0 ZRIE ST, ERDZTHNLTXER
BEOHDay 9T T L7=,

ERAL T % OMuSK-MG passive transfer®7 /L~ 7 2% H\ Tex vivo M@ E X R %
Fhi L7z, & NEFAERFCT 7 7 A2 METIXZ= 7 VT XE NEEE IR LT, HERRIRIC Rt
HI72 NG (7 &% =—IUHE) ZikfE s 87 & &, AChRY 7 MREREFER CH HA- VR T
U (dTC ; 125nmol/L) JESZMHNET Lz, ZO/REIZ. =7 VT X REEIZB W TR
FRMBL DR i 2 A CHERERNZRAChRE SR HER S TV 2 & 2R L TV 5,

ex vivo HlRIEf ERERER : MuSK-MG passive transferETFIL<Y D XIZ
d-YRIS) ERELIZESORBBIRTO T2 ——IUESD

(%)
100 - sreOmeas

50

T Z—IW#EA (dTC (125nM) )
(dTC (OnM) [CX T2 EIE)




VI.

EHEEICHT HHE

HRERTHE  FENEPERE R/ EEE A IEARSYE (NOD/SCID) < 7 2 IZMuSK-MG #& OfF B IgG4li 4y (B
IgG4 : 0.15g/kg/day) % 1H 1BIEEIENEE L, ~ 7 ACEEMHSESIEORBIEIR 2755 S 72, FFEMIgG4
ESH5#%5H (Dayb) (2, =7 HAFXE R (0.5mgbody, 261) Xix7A V& A 7%t é LTt MNEFATFcY
7 7Aoo 2F) A1810E6 A MKEEENRS L, B2 0E Lic, BRI f) 12, BEIgG4nb

D IZPBSE L L=, BRI T % DOMuSK-MG passive transfer® /L~ 7 A & H\ > Cex vivo HEIENAH BB &
Ffi L. AChRY 7 UGEER TH AV R 27 TV > (dTC:125nmol/L) % %5 L7z & & OREIEOEH 72
NG (7 2 =—IWHE) & 3T L 7=,

Ak OFRER & [FIEEIC. MuSK-MG passive transfer®7 /L~ 7 2 % H\ T, MuSK-MGHEE D
IgG4lZ &L 5 4T %@ﬁxirﬁwﬁuﬂk@@ﬁ T DT HITFXE ROIGEN R AT L
72o HHIgG4¥ 590 (Day 0) M ('Day 11 ThO b "NEFAEMEFcTY 5 7 A MEFEOFHEEIT
LI E I 18.4+0.5g J UV14.240.6g3 W N R E D #1322.6+2.9% T, XS D & 5t iE T
MEHFRICHEICEA Lz (P<0.001) . —F . =7 HAFXE REOEHKRETENEN
18.3+0.5g % TN17.1+1.0g 1 DN EHIRE A 2 137.0£4.6% T, A FRICH B RBADITH S
Nipinoiz (P=0.16, %S0 H HtHE) o F 7288 K OWREREFTNE OFERIT FRom@ v <
ot

MuSK-MG passive transferETILR I RIZT 7 HILFXEFKR (0.5mg/day) XIE
EFHFERFCTSITAY FETHRIREBERNES Lz L EDEARVEERRM
ITHILFFERNIE
b RIS T M

vV vV v v v v

EEIgGARS
(%) vV vV vV VvV vV vV vV VvV Vv v V¥
130 % %
1204 .1 b L e
— M0H  IN Predl g - + """ % """ ‘{’ """ ({’ %
ﬁ 100 B e o O e e
1 90
% 80
I 28, POEEERE \
§ 20 ] TRETHERAT  studentDH&EE P{0.00W
T 404 .o BB (0=5) %&;
B 304  —— TOALFRERE (=8 FS0.001 %:
B 38: -0- ENBAERIFCTSIXUNEE (n=8) P<0.001"
-5 -4 -3 -2 -1 0 1 2 3 4 5 6 7 8 9 10 U 12@
EEIgGAIBIRS %I
ITAILFFERNS
ERBAERFCIS TR MRS
vV vV vV Vv Vv v Vv
EEIgGARS
” vV vV vV vV vV vV v VvV v v V¥
(BH) 180 - Ongecroy g S—
% 120 - ‘
= TR |
B BRI studentDURTE | % p<0 001
60 o BIRE (N=5) | v%
- ITALFLERE (=8) ; %
. -o- EFE?EMFC779>(/‘|\§¥ (n=8) P<0. 05 P<0.00]
5 -4 -3 2 -1 0 1 2 3 4 5 6 7 8 9 10 N 120

BEIgCADIRS R

BT  Day 0 bifi~ o A (1664]) 1ICHRHIgG4 (0.1mglg) % 1H 1B KEENENEE LT, Day 4L
X, =R 7 HAFFE R (0. 5mg/b0dy 8B XIIT A VEA T E LT NFEMEFcT T 7 A v b
(8f5) A5 Uiz, fFEtifE (56 (2%, PBSOAH A G Uiz, PR OMRERHMEER (8 7)1 Kk QYRR
MHE) ZDay 47>5Day 110K TECTHEAFEM L7, 512, Day 0% UDay 11IIEEAHIE L7,




VI.

}

\e
’

EXNEE(CET HEHE

cTFEFILaY) DSEERRABEEESREAE (AChR-MG) passive transferETFILS Y
FTOHEY

AChR-MG passive transfer£7/V7 v hEHWCZ 7 W LT XE ROEEZFME LT, =7
TNFXE FEECITREERE & i L TR OABRUGENRD btz (P<0.001, *HSD 72
VWHRTE) . =7 HLFXE FEETRO bR ) OSEIINEMEIgGO A > TRO B
. =7 HNVFXE ROIFEHEEHIZEL b EEZX LN,

AChR-MG passive transfer®TILS Y MIZZ 7HILFEXE KR (50mg/kg) XILiatg (PBS)
#2EERERNTR S L1 & E DOmAb3SIR 5 R4 5 DB D EILE

(%)

B —e— 50mg/kgTIHILFREREE (n=10)
& 100 -o-- FEIEE (n=10)
g T -o- BIEE (MAD3512573L) (n=10)
I
S PR
2 N
% ‘-P<O.OO17&\ _ A TOHLFEERBLLIBERS
:i 50 s IEDBNIRE) A map3sigs
i3
ipi
n
3
< 4 44
e 0 T T T
-50 0 50 100(B5RS)

mAb35 : 7 v FHTAChR $Hifk

AChR-MG passive transferETILS Y FIZTIHILFXFEKR (b0mg/kg) XIFiEHE (PBS)
Z2EIRENRE L= & DM 1g6iREDmAb3LIR 5 RI24F5fE M o D E L3

(%)

150 —— 50mg/kgTIHILFRERNE (=10)
-0 BIEE (1=10)

)
19{3#
24
@y 1004 T
£y sk P<0.0001 CHIGDRBEVHRTE)
I fi
ro A TOALFRERBURBIERS
ng 50+ 4 :mAb3sES
g
<
£

O T T T

-50 0 50 100(85F5)

MAbIRS &5’
mAb35 : 7 v FTAChR Hifk

BRI : Lewis7 > b (#1040 12, 7 v MHIAChREUA [mAb35 (rat IgGl) | 1mg/kg%ﬂ§ﬂ’“?ﬂ&“5
A2 U24KEflIC, =7 HNATFFE K (50mglkg) XIXiAMSE (PBS) #EMENE S L7-, mAb35& 54128
HIEDOIRTRFERINDIZ D, ZNOOEYE TG Uiz, mAb35# 5-Ri24KF], # 5 H
%, B5146, 24, 30, 48, 54K ONT2FMNCIREHIE % i U 7o, 12 71HIE O -l R & 12578 2 BE s CER
L., 3SR 0 Lz,
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EIEIECET HER

3) BRERIZH T 2 ENFEHER

OBERAZIIALFXERFEZHEOXIEIREFIRAZRES LI EDIg6RET*®
WMEE%S : ARGX-113-15015£8% SAD/S—+ (MAEIAT—%4)
fEEE R A 204112 = 7 L F X E F0.2~50mg/kg % 2 [ /17 CHEFRARNK G L1- & x|
0.2mg/kg Tlx., HIgGD WD IXR O Lo 7=, 10~50mglkg D H f i FH C i K% H
(Emax)  (BRIGGDOX—Z T A 2B D KA F) ITHREFFRICAERETR DO LNT
e (F 7 R2EE LEHEBRET — 2 13ME) ZEEHR L Li-oimott (ANOVA) |
10mg/kgBe GIZ L VB RDREDBE LN D EB X O, EnaxtTEIET D FERE] (tEmax) D H R
EIX170~ 4196 CTH O, HEBICABRZEIRBO N2 hoTz (V2T AR v 7
Kruskal-Wallist## &) . fH#10mg/kg £ TRIgGIT T EEFNTIHD L, #IgGHE O it K
DI, 0.2K% 0V2.0mgkgDIKH & TlX, 10mgkgs bl L T/ha <, RIgGOHR KB ERD
X ENENS6MELV2.3ETH T, HHH28HEZDORIgGIX, N—RA T A Lk T
10, 25% O"50mg/kgft 5-CTZIEH46.7%, 46.8% K UN33.5%I8) L 7=,

WREHS | ARGX-113-1501548% MAD/S— k (SAELAT—%)
FEHERE AT = 7 AL F 3 F10meglkg %4 H I LB LERS L < 1325me/kg % 8 1EI2H 7>
O CRERIRN I LT & X | RIgGIERIEE 554 2450 25 5 b LER® 2 O W 11 Rfs
Btk DA THRA L 725720 Enax® FHMEOFEFIL69.4%~T77.5%. tEmax? TRALIT528~
62415 (22~26H) THolz, MIgGITmAME G2 521 HRICHD 0% AR £ T, 56 H
BIER—ATA BT LR L, TTHAFXE ORI CTH S = & SRS hiz,
F7o. 10T 26mglkg D KB HE G T, MRIgGRA IZH BH THERENRD b aholz
A% (77 R E g U g 7 — ¥ [3468) 2 EENE L L7ANOVA] =& hb,
AAI10mg/kg DM 1B THRIgGHAD PR KICE LTz LB 2 b,

BEAANCERXIIREFRAIRS Lz EDR1g6/5 4 —4

5Kk H[a 5 (A& : mg/ke) ERS (HE#E  mgkg)
0.2 20 10 %5 50 10 q4d 10 q7d 25 q7d
(550 =) | =) | =0 | =) | =g | SPET ARG amEG
(n=5) (n=6) (n=6)
R—2F A 6013 8903 10910 7043 6663 9094 8705 10792
(ug/mL) (710) (1948) (1419) (1565) (1083) (996) (1013) (2545)
Emax (%) 9.4 23.5 55.0 62.8 53.1 715 69.4 73.9
(3.88) (5.80) (3.69) (3.23) (3.96) (2.18) (3.14) (1.85)
tEmax (RFH) 170 240 419 240 336 528 624 564
(2.0-504) (96-336) (144-505) | (144-504) | (336-336) | (392-552) | (168-649) | (240-649)
HRIgGIRE & O Emadd IFAMTEE) (EUERETE) | thmad TP R (F/ME—FKME) THT



VI. EEE(CEHI HIER

BEBRAICRE#SIKNESRHEORS LI-EED
BRIGREDA—XF4 U b DFHEILE
-o— St (n=6)
-- 10mg/kg g4d 6@I’S (n=5)

(%) —e— 10mg/kg g7d 4@&%’5 (n=6)

50 25mg/kg q7d 4E1%5 (n=6)
E—:( 35 L
g 20- I .0 TR
S 54
0 %02 I R e | BN~ Sy E—— "'"""’"""""'""""""""""_';:;'—"'
"’Q - 7 o
S (G0 S S S S
N T2
" —40
<
S —55 t}.l‘i[—‘
£ —0- bty
o Pooatss
V)
oo —85 4

—100 T T T T T T T T T T T T
1 8 15 22 29 36 43 50 57 64 71 78 (8)
IO S # B

q4d : 451 (Day 1. 5. 9. 13, 17, 2Lic#5) | q7d : #1E (Day 1. 8. 15, 22ic#%5)

() ABITERBEINTWD TFIEEUIRR) RO THIEROHE] BUTOLEY THD,
PHRESUIIZN R« TRH M EEMREE (AT a4 FEIXIIAT a1 FAILAOGEEMEIFIAS 8 LRV
BIZRD) |
AELOCHAE : TEE. BRACIZZ 7LV FXE R T 77 Gl z) & L TlE10me/keg % 18 F bR
TARNEFE 2T CHEEEFET 5, 1A 710 e LT, BEE2HVIET, |



VI. EMEEICET HIER

QBRERACIJALFXERFEHRXIIREFRAZRS LI-EEDY T2 4 THllg6E

fgs)
R AN C =7 VT XF R 220 M0 CTHREDUINEHFIRNE G L& DO_XR—RF 1
KT B KIgGY 7 2 A T OMTIREDOERIITROBEY Tholz,

BEARANCERBIRNES LIZEEDAR—RFA4 VIZHT S
g6 TA 4 TRIMFPREDELE

(%) (%)
190 150

I K
E E -0-- PSR (n=10)
% % -o- 0.2mg/kg (n=4)
S Y 4100 2mg/kg (n=4)
NV NV
FFEE( r‘<;g —e— 10mg/kg (n=4)
S w BTy - 25mg/kg (n=4)
< B < el g/K8
e g 50 - =
& & *- 50mg/kg (n=4)
[ Bl
me % ‘ HEHSERE
ED O T T T g‘l) O T T T T

0 10 20 30 0 10 20 30

R5%EE (=) BESIER B
(%)

ﬁ ;2 200
R R
i) i)
N N2
T T
gﬁ( i
I _ kil —
. ToEtEERE (e R
go 0 T T T go 0 T T T

0 10 20 30 0 10 20 30

X LSiE| (B) 5% B)

BEREARANCRESBIRAIRSLEZEEOR—IFTAUIZT S
lgGH TH2 4 TRIMPEENELE
@

No No
2 B ~o TSt g4d
S 150 9 e 6EE5 (n=2)
Qg QM o -0- PSR q7d
pa RN Qg gt At 5 4@#H5 (n=4)
&100 - &(100 —— 10mg/kg g4d
) g/kg q
< 7 g 6mIFS (=5
ﬁ 50 @% 50 - 10meg/kg g7d
" TOELEERE A mopcmeEE oo O
G [ElRati =4 8 [ElRstsS = 25mg/kg q7d
o 0 T \ \ T & 0 \ T T T AEHES (n=6)
0 20 40 60 80 0 20 40 60 80
DO S %R o) IR S %I =)
(%) %)
© 200 © 200
N 150 . N 150 +
he Bt M O S . P
< &100 : O e e e i
8 By
off of _ Nl T
i 50 - L . LA b 50 - 17
[i: I
- ToELEERE TR
go O T T T T T gl) O T T T T
0 20 40 60 80 0 20 40 60 80
TR S %I ®) DO S HER &)

() AFITEBEINTWD RESUIZNE ) RO THEROHE] I TO LB Th b,
ZHRE ST R« TRHREEMEIE (AT a4 FAIXIIAT oA RHEILSOSGEIMEIRI A F0 0 =8 LR35
EIZRD) |
EROHE . @, RAKIZZ 7L FEER TAT77 (EEFMEEZ) & L TLEI10mg/ /kgs 11 R
TABEITFF T CHEBEHET 2, ZhEIV A 270 E LT, G520 IKT, |



VI.

EFEIEICRI HIHE

CORBREBRARVEEEEEMENEEEDRIGEEICHS ITH5EMUE MNEAT—2%S
d'_?) 46)

T 7 JIVF FE R10mglkgZ B 1 [E1FF4[E TRFE] X2 23T TRARN R G- L 72 & & 0fkIgG

BEDONR—RT A G OFHELR, FERIgGEEDOHBIZ TLOmY TH Y, Z0HD
I G5 LA CRoRICE LTz, RIgGIREEIXN— AT A AE & ik LT, @R A T
#70% (ARGX-113-1702808%) | 25 REE R, ) iEBH CTIlE60~70%) L7- (ARGX-

113-170478% & FARGX-113-16023058) . ~N— R 7 A  OfRTgGIR B 134 By 7 B i) 1 7 i
B LB TR > TWeh | BRI REORIgGIRE OEE (FEHERE) 13, 2
EIEA D IEERE (ARGX-113-1704585% X O')ARGX-113-160275%) TZ 4113230

(139) } 12980 (497) ng/mL, KA (ARGX-113-170258%) T3046 (342) pg/mL

Tholz, BIFELT, 1A 27 0BT 0 AF10mg/kg% 1 [BIFHRIFFARNE G- Lz & D

BIgGlE—H& L T2500~3500png/mLE T L7,

BEMARVEESREEHBENEEE(CAHF (10mg/kg) ZB1EEH4E
PBIRNIRERDORIGREDR—X 4 Uh b DEHELRER

(%)

oo
2 —109 W
B 0d
.
o
g -30-
N
S -0
N 7207
" —60 5
. - .
S 704 Coodefs® o gMGEE (ARGX-113-170458) (1=65)
8 —s0- o EEEALA (ARGX-113-1702588) (n=8)
O g0 gMGEE (ARGX-113-160258) (n=12)
%

7100 T T T T T T T T T T T T T

o 1 2 3 4 5 & 7 8 9 10 1 1268

OISR
gMG : 45 BUEESE 7 ) 5E

BERARUVEBUEEMHENERZFICKE (10mg/kg) Z@1[EEFH4E
IR SO TR GEEHTE

—— gMIGESE (ARGX-113-170458) (n=65)
-o-- EEAA (ARGX-113-1702588) (n=8)
12.000 4 gMGEEE (ARGX-113-1602588) (n=12)

(ng/mL)
14,000

O-
10,000 4 ™,

8,000

WIgGRE

6,000

4,000

2,000

0 T T T T T T T T T T T T T

OS5
gMG : 25 T IE R I7E

(B) AAITHBISNLTOD HREXIIRIR] RO THEEROHE] 13U TO LB TH D,

3R TR MEREFENE (X7 0 RRIXIIAT 1A FEILSOGEIEIFID 3o R L v

AICIRZ) |
FAEROHAE . @, KA 7L FXEE R TA7 7 (EaF#iz) & L TLE10mg/ kg% 1358 R
TAEIE- T TRESET S, Zhal A 7L LT, &5 5280k, |



VI.

b il

\.

EEE(ICET SEE

DEBUEEMBHEBREDOT AV IILAKRIECEILEDHT (GRAChRIAIGEERE ; S E
AT—2%8L) ¥

ERRILRIZE MAERER (ARGX-113-1704785%) <. HLAChRHLIKRIGIEEE ICAAI10mg/kg %
1EIFFHAE TR R 20 TR G- L7 & & Cycle 1 TIIARKI O 514 12 HTAChREUAG
BEORIGGREIIRED L, TOR—RT A b OV FEHERRE) 1TWeek 4 (i
EEEE M%) 1261.3 (0.92) %&fHKIZE LTz, RIgGREIIWeek 12 (Ff&f 5-1% 91
M) FTICR—=ATA UMl (R=R2AT A U NHI0%REDOWRAD) (TR T2, N—2AT A &
O'Week 4D e RKIBD I DFBIgGIRFE O (FEHERRZE) 1%, £4£18345 (312) KWt
3230 (139) png/mLToh o7z, 77 EHFRBETIE, RIGGREIZN—Z T4 N DB LR
BITFE D biv7einoTz, Cycle 2 TORERBALERE N — R T A 226 OFHRD # 1T Week 4
(BB 51 M%) 1260.9% & e RKIZE L=,

YAV IBRBRBRA—X T4 U5 DRIgGRELLEHR
(BLAChREUIA IS 1E B E)

0 ééﬁgy‘%‘(}'%‘%é e %"%%%“%%%é%é """""""""""

_20 -

BlgGRET(LE

740 -
—— AHIB —— B
o PSR o PSR
e EERE TR

760 -

POR SR

BB (N 6563636361636263 54 25 16 15 12 515050494649474845 43 7 2
TFSERE () 6063636159626059 56 16 16 15 13 434243424241414241 39 7 5

OLBERNEEMBENEZEDY A VIILANKRIGEENOETILEDHSE (2AER . NEAT
—3EEL) W

EFRL RIS AR (ARGX-113-170478k%) (28T, AFI10mgkg X137 7 &R % 1 H
k@ CitaalE G Lz & 2 OKY A 7 UZBIT HRIgGREOHERIL, LTO®@Y Thoie,



VI.

}

S

\.

”»

HEEICEHT HEE

YA JIIVHERERBIRRERN—X 54 Uh b DR IgGRELRLRER (2AKKH)

Cycle 1 Cycle 2

—20+

—404

WgGREL (%

—— FFIB
-0 PSR
OB IREERE

—— AFHIB
-0 PSERE

60 T

T T T T T T T T T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 O 2 4 6 8 10 12 14 16 18(@)

PR S%ERE

KB (N 8481818079818081 72 37 24 22 19 636262605861565957 51 10 4
FSEMRE (n)  7982828078817978 74 24 22 21 17 575556565555555654 50 11 6

C2EUEEMBNEEREORIGEENREMBDOLH (2AKH ; NEAT—2%25
d'_?) 44)

EFRL R MAERER (ARGX-113-17045083) M OVE B AL [R5 AR A% 5548k (ARGX-
113-170538%) (231 DI AMNT OFERD D | AFIE G4 O IgGR FE O FARME D 534 13,
e [25/ 35—tk X A UH, Th/X\—t 2 Z A LfE] 132.54 [2.04, 3.25] g/L. [&/IME, &
KAE] 1% [0.98, 6.86] g/LCTdh-o7=,

DeBREEMBENEEEDORIGEERVIGY T2 A4 TOFHEILE (IAChRILIAE
MEE; MEAT—2EFEL) 7P

ERE LR MAHFER (ARGX-113-170455%) T. HLAChRPLIKRBGIEERE IZAKI10mg/kg % i
1EIFH4EIIEE R 20 CERIRN B G- L2 & & Week 4 (& 5-1HM%) TO YA 7 L BIIRER
BRAGHER— R T A LD ORBIgGIEE K ONgGH 7 % A 7 DR LR (FLAChRPUIREG I &
#) X TFRRo@E Thotz,

YA IILBIRBRRBRA—X 4 UL DRIgERER VG T2 1 TOFEHELE
(FIAChREUIRIS 1E B . Week 4)

ER N ZANEEPN

Cycle 1 Cycle 2 Cycle 1 Cycle 2

n | F¥ (SE) n | ‘¥ (SE) n | ¥¥ (SE) n | ¥¥ (SE)
% IgG 6 | —61.5%(2.75)| 5 | —64.5% (5.49) | 57 | —61.3% (0.98) | 41 | —60.5% (1.32)
IgG1 6 | —67.1%(2.50)| 2 | —64.9% (1.25) | 56 | —67.6% (1.04) | 41 | —62.0% (2.06)
1gG2 6 | —61.4%(4.41)| 5 | —64.7%(3.65) | 57 | —59.4% (1.80) | 42 | —60.0% (2.73)
1gG3 6 | —55.8%(3.05)| 5 | —64.3% (3.82) | 57 | —64.0% (1.28) | 42 | —61.0% (2.14)
1gG4 6 | —41.9%(7.63)| 5 | —51.4% (4.30) | 57 | —53.1% (1.71) | 42 | —43.8% (4.24)

SE : R E



VI.

EER(CREH T HIEH

@2EHEEMBENEREEZDY AV ILAHACRRILAEEZLEHTE (FRAChRIIKISE S
2, NBAT—2EED) Y

ERRILRIZE MAERER (ARGX-113-1704785%) <. HLAChRHLIKRIGIEEE ICAAI10mg/kg %
1EIFH4EIT R 20 TERN G- L7 & &, Cycle 1 TlE, AFIOEKF 5% IZHIAChRATAIX
WL, EOR=AT A U OFEAHRE (FEHERE) 1IWeek 4 (B 5 LEM%Z) 12
57.6 (1.30) % L KIZiELT, HIAChRIUAIIWeek 10 (& 5% THM) £ TIZR—2
TA Y (R=RATA UPBI0%ARTHEOWAD) (TR ST, RBRBALEIFS— R T A 2 ] OV K
DRFERE BTz Week 4DFTAChRIUA DT (FEAERRZE) 1%, TiEh64.9 (13.4) KW
27.9 (6.03) nmol/LToh -7z, 77 BREETIL, FIAChRIUKIZNR—ZA T A B DB
7R BAITRE D BV o T2, Cycle 2 TORBRBALGREN— R T A )b OO0 #1TWeek
4 (BB 1EM%) 1258.2% LIk KICE LT,

G4 5 LHIREBRBIAB R — X 5 1 Uh S DHACRI AR E T L R
(RAChRIL KIS P 225

(%) Cycle 1 Cycle 2
40

—o— FFIEF
-0 FSEMRE
e IR =

—— FHIBE
~o- FSMREE
OEIRERE

—40 4

TAChRIAIRREZR(LE

—80 T T T T T T T T T T T T T T T T T T T T

POHR 5165

BB () 6463636361636263 53 25 16 15 12 515050494649474646 43 7
PSR () 6063636059626059 56 15 16 15 13 434243424241414240 39 7



VI. EMEEICET HIER

(3) EFARIARRM - FitkfE
1) MG-ADL#ERX a7 DEALER TR IGRER UPHMACRIIKREDELEDHT (F1AChRiL
KIBHEERE HMEAT—2EED) ¥
[EBR L[ 25 M AH SR (ARGX-113-1704548%) <. HTAChRIUARGM B ICAAI10me/kg 2 i 1
B3 4RI TR 250 THEIRN G- L 72 & &, MG-ADL# A =27 #RIgGHE E K& OHTAChRPLIAE
FEEORRHHER L, TROBY ThoTz,

YAV ILFING-ADL#E R 3 7 DELE R U 1 gGIRE X UHAChRIIKIR ED Z L3
(FLAChREUIA IS 1E B E)

(%) Cycle 1 Cycle 2
0 — RIgGRE ‘% — RIgGRE PR

" S MG-ADL#Z 37 - MG-ADL#EZ 37

EJT( L --- JIACHhRIUSERE (} b --- FAChRIASRE

5 ‘ ' =

® —20 e

o -2 &

1= =

S N

< ]

s N

D —404 e

i 40 =

fz% fen

x F—4

20

3 BT

760_
T T T T T T T T T T T T T T T T T T T T T T
0 1 2 3 4 5 6 7 8 910 0 1 2 3 4 5 6 7 8 9 1008
PO S#%EE—E

BIgGHERE (n) 65 63 63 63 61 63 62 63 54 51 50 50 49 46 49 47 48 45 43
MG-ADL#Z 37 (n) 65 65 64 63 61 63 62 63 54 51 51 51 50 47 49 47 48 46 43
HAChRIUSEE (n) 64 63 63 63 61 63 62 63 53 51 50 50 49 46 49 47 46 46 43



VI.L EYEREICET HIER

1.

I iR E DHER
(1) BREAEDGOHRE

LR L

(2) ERARHEBR CHRE SN -MHPRE

1) BEEERSEOEMEE BERA ; SAEAT—4. B5E #8588 (ARGX-113-15015KE%) 1 ©
R Rk A 20611 =7 HLFFE R0.2, 2.0, 10, 25 U'50mg/kg® & T2FH 2> T T HE#Ek
NG LT e &, BERTRACREMPIEE (Cma) ([CEEL, FEREMOSMAORZ, 1HEK
IR & & oI 5 FHE 70 IR EHERSR RO b vz, 10~50mg/kg® H &FiPH Tk, HEZ5HFICL
72 & E DCmaxlE5.665TH VR ELICHAI LI TH -7, —J7. 0.2~10mg/kg? H &
FHCIX, HEZL0MGICLTE & EDCuaxld 115 TH Y AR EOHEMER LT, 2.0~
50mg/kgd A EHPHN THEZ25(FIC Lz & X0, &5 %0RFH ) b MERR IR £ CHME L 721
HR R — RERTEEAR TEAE (AUCo-n) 1323.50%5TH Y . M HELIC A L7- 82— bz,
T HNF X FOMEEWH (tie) 1%, 2.0~50mg/kg? & T85.1~ 104K (3.5~4.3H)
THV., 02mgkgn &5 L7- & & Dtield 14005 (5.8H) &, LW E»-7T=, 2721,
0.2mg/kg®d & Tid, & 5-BR1A%48FEM ORES Tl iR E I E & FIR (LLOQ) % FlEl-7=7-
B, 0.2mg/kg GREDOHERFI DRI Do Te B2 HND,

REMAICEREGRARS LIz ERMPIIHILFFE NREHER

(ug/mL)
10,000 5 -r- 0.2mg/kg (n=4)
= 2mg/kg (n=4)

7 —e— 10mg/kg (n=4)

1,000 ;14 —— 25mg/kg (n=4)

@ % 5 -+- 50mg/kg (n=4)
&g ]

T
7 100 5
pal E
JU .
7 ]
S
£ 10 2
N 3
= =
= ]
=
0.1 I I I T I T T I T I I I I I T
1 3 5 7 9 N 13 15 17 19 21 23 25 27 29 (B)
®E5®%EE

LLOQ : & TR, Day 1ic# 5

(B AFTERRBSNLTWD ESUIZR) kO THIELROHE] 3UTOLEY ThH D,

REUTDE « [EFFEEMREE (A7 04 RASUTAT oA REILISOREEIHEIRIDN /3= L DWiEE
WZRRB) |

FEROHE . @Y., RACEZ 7 IALFEER TA 77 GEETHIRL) & LT1E10mg/ke% 1R C4
[EIEERINT CTREFET 2, a1l A7 1e LT, #EH5GEERYIKT, |



=
4

MBEICET HRE

TQ%‘% Cmax tmax AUCO-inf tie CL VZ Aeo-72h
(%0 (pg/mL) (h) (pg h/mL) (h) (L/h) (L) (%dose)
.2mg/k 1.81 2. 14 )
° ) (0.2885) (2.0-(2).1) NA (10(5)9)‘“‘ NA NA (ONOAO)
2.0mg/kg 34.8 2.0 998 104 0.142 21.4 0.00
(n=4) (5.13) (2.0-2.0) (58.8) (7.88) (0.0196) (3.33) (NA)
10mg/kg 209 2.1 6818 85.1 0.122 14.8 0.0124
(n=4) (27.9) (2.0-2.3) (1523) (7.50) (0.0268) (2.03) (0.101)
25mg/kg 436 2.0 12826 89.7 0.153 19.8 0.0238
(n=4) (47.4) (2.0-2.0) (2103) (2.33) (0.0209) (2.28) | (0.0140)
50mg/kg 1175 2.0 23435 91.3 0.163 21.4 0.0845
(n=4) (493) (2.0-4.0) (3038) (4.84) (0.0241) (2.29) | (0.0178)

EIE, tmaxt T RAE G/ ME— I KAE) . MUSENT Y (ERERZE) TR, tmax @ Ao I B2 RRR
CL: 7 V77 vA, Vz: DA, Aeoron : B EHRORER D 728 M £ Tl R ICHEt SN RS BEOEIS,
NA : JWEAREE, a: FEABIMAZASK I ORES T PRENER FIRE FlEl- 72720, MM oItz ohn
einolztEZ NS,

2) REHESHOEMENRE
OREHREHOEYEIE (BERA ; NEAT—42. B/E I HEHER (ARGX-113-15015
Eﬁ) ] 17)
R A= 7 HLF X R10mglkg% 4 B2 1RSI LA U < (325mg/kg % ¥ 1A 20 2
TREFARNE G LTz & X OFEYENE T A — X LI TFLD#EY Tholz, =7 HNLFXERD
ERITBEINT, HERE Ra) OBMEEIEIL0.814~1.26DFIFH Th -7,

BEAAICREFIRNZES L-ROEYEFRE/NZA—4

10mg/kg q4d 10mg/kg q7d 25mg/kg q7d
n=5 n=6 n=6
Day 1 Day 21 Day 1 Day 22 Day 1 Day 22
Crnax 161 192 195 204 535 485
(ng/mL) (23.7) (10.9) (15.8) (10.9) (25.4) (28.1)
b (h) 2.0 2.0 2.0 2.0 2.0 2.0
e (2.0-2.0) (2.0-2.0) (2.0-2.0) (2.0-2.0) (2.0-2.0) (2.0-2.1)
Ct 15.3 21.4 8.02 16.1
(ng/mL) (25.5) (17.6) (14.1) NA (33.3) NA
AUC: 4206 4842 5392 5612 12458 11152
(ng-h/mL) (11.8) (14.7) (11.5) (11.5) (25.0) (16.8)
1.15 1.04 0.907
Rec NA (14.5) NA (4.74) NA (12.9)

NA : %3472 L, q4d : 4HIZ1E], q7d : 1B Cmax : BEM IR, tmax @ s i PR EE R R

Rac : &HEREL

I, tmad TP IAE GR/IME— B RAE) | Racd I (EBEMRER (%) ) | MITEITFY (Eiei (%) )
g4d : Ct=Cosn. AUCt=AUCo96n. q7d : Ct=Ciesh. AUC:=AUCo-168h

(1) AFITERSINLTWD BIEEXIIR) KO THEEROHE] U TFOERBY Th 5,
PHEESUTNR « TRFREFEREIE (X7 a4 FEISUIAT v A REILAOREIHIFIZ 3108 L WigE
WD) |
AELOHE . TEE., BRACIEZ 7 TLVFXE R 7oA77y GBiaTlEfiz) & LT1A10mgke% LEMMET
AE IR 20 TR 5, Thzldh A 7 e LT, &5 E2BVKT, |



VI.L EYEREICET HIER

QeBUEEMBNEBREZRE LI-F IHEHER (ARGX-113-1602:488) GHEAT—4%) ©
AW E N 42 B A EEE i M E R 12012 = 7 WV F X R10mglkg % ¥ 1 [BlFH4R1 28/ 2210 T
RN G- Lo b &, =7 WVFFE FOMPREIIRGZET L, 2MEOHB LR LT,
AUCo-1680 % ONCrax D EHE O IL, Z 2 118284~9036pg h/mL &% N157~187pg/mL T
Ho7-, AUCo168nl22E3 < Racld0.965Th > 72, Day 2205 5%, AT Dtypl117H
fl (4.9H) TH-oT=,

NEAEEREEHENEREICREFKRARELIZEZD
M ITHILFXE FEEHT

—

(ug/mL
1,000

(R

100 n=12

BB

L L Ll

W7 NS SN HBE
o

LI

_ LLOQ
0.1 - T T T T T T T
0 1 2 3 4 5 6 7 (8)
YOR S &I
LLOQ : E& TR
NEANEBEEEHENEEEFICREFRIRARELZEZD
EWENRE/INT A —2 (n=12)
C rough Cmax AUCO-168h
(ugt/m%[‘) (Hg/mL) tmax (h) (llg h/mL) tie (h) Rac
Pal% G- kF 187 2.44 8930
(0 ) NA (58.0) | (2.082.58) (3127) NA NA
2[8] H & 5-kf 7.82 177 2.50 9036 NA NA
(1 AH) (2.92) (32.2) (2.08-2.50) (2337)
3[a] H # 5. 11.1 157 2.50 8557 NA NA
(28 H) (5.37) (33.2) (2.07-2.50) (2558)
4[n] H # 5. 11.2 168 2.46 8284 117 0.965
(3 H) (5.22) (43.7) (2.08-2.67) (2784) (18.8) (0.265)

I tmaxd THRAE (Re/ME— TR ME) . MU T (BEHERZE) TR, AUCoesh 1 B5-H%O0KFH 22 5
1685 & TR — REfE dh#t TifE, NA @ WIERFE. Cuough : B GRTOM T, Rac @ HRRE

(F) AAITHERBINTWD RESUIE KO THEROCHE] ZIUTo LB TH D,
NEESUIRN AR« TR MEEMFENE (AT a4 REIUTAT 1A REILSOGIEIHIRIN 50 BEh L Wigs
WZFR2) |
FHEROH® : BE., RARKEZ 7 ILVFXER 7o 77 (EaHEfz) & L T1E10mgkgs AR T
AEIEER T CHEFTET 2, ThEal1 A 7L e LT, ®EA2#VIRT, |



VI.L EYEREICET HIER

Ce£ENEMEMBNERELTXNRLE LI-FEMMAHRER (ARGX-113-17045888) UKNEAT—
AEEL) Y

A AN S OVOW [E N 4 By P E 0 A JE ) i /B3 825112 = 7 F7 /L F F & N 10mg/kg Z @ 1[RIFH4[A]1
Refl 2 TRIRN IR G- Lo & &, BGE TSR EREICEZE L, Cycle 1 UCycle 2% 3@ U
T, BEZEDCnaxDFEMEIZ—ETH Y . £ OHiPHIZ221~253pg/mLTH -7z, FHFE-Hi
DI F 2 (Cerough) & Cycle 1% *Cycle 2% LT ETH Y, ZO#HIL10.4~

13.9ng/mLTH 572, CmaddZHES < RaeDFEIE (BEHE(FZE) 1ECycle 1% UCycle 2 TZEE

N1.78 (5.39) K1*1.20 (1.10) TH Y., HEMHITRD SR -T-,

BAARUNEAESBEEGHENEDEICREFIRARS L =R

EMBE/NS A —F

el - 2 [A] H $¢ 5-f 3 [B1H # 5.1 4 [5] B 50
(03EH) (1#H) (2#AH) (3#E)
Cycle 1
Ctrough (pg/mL) NA 13.9 (28.3) »=82 | 129 (6.47) »=80 | 12.8 (8.25) n=8l
Cmax (pg/mL) 242 (230) »=80 | 235 (73.6) »=81 | 234 (76.2) n=80 253 (196) n=80
Rac NA NA NA 1.78 (5.39) »=T7
Cycle 2
Ctrough (pg/mL) NA 10.4 (4.30) »=63 | 12.3 (6.36) »=61 | 12.9 (6.88) n=60
Cmax (pg/mL) 221 (64.6) »=62| 232 (58.5) =63 | 242 (91.5) n=61 246 (189) n=60
Rac NA NA NA 1.20 (1.10) »=59

i, RAES GEHERA) TFoR, NA @ JIERRE




EWMEREICEHAT HHE

3) BAANENEADOLE MEAT—2Z2E80)

T ESE A RERE T = 7 HLF FE F10mg/kg % 1 [BFF4REI 1R 2 TEIRANER G- L 7=
& X DCycle 1% UNCycle 2 TOILHF T 7 H)LF X E RIEEHERS K QSR EIRE T A — X XD
WY Tholo, Cycle 2% TDO HARANKOIENEFE D Cmax D FE-LIE O FPHITZ L E 41184~
237Tpg/mL K 18221 ~254pg/mL,  Ctrough D F-HEDFIFH X Z 11 1110.8~14.4pg/mL &% 1U10.2~
14.2ug/mLToH - 72, HARANEEZ DCycle 1% KRCycle 27T CmaxtZFE S 2 Rae EHERZE) 1
ZHZEN1.12 (0.187) KTM0.882 (0.284) ThH V., AENBHFRERICKIB R G1C X 2 ERIEIX
NSV A WA oY

BAARUNBEAEEHENEEEICREFRARSL-EED
MATIHILFXE FEE#D

(ug/mL) Cycle 1
l —— SEA
q, 1) ] o o BEA
1004 e P T LR

T 7AW S IUHBE
o
1

T T T T T T

0 1 2 3 4 5 (A)
PO S #% R
HEA (M) 61 62 63 65 64 67
BAAM 7 8 8 8 8 7
(ng/mL) Cycle 2
m ¥ ® +<> —— SEA
% 1004 A . o BAEA
% &, P TOEH R R
)9\:_' C} ...... e ﬁJ
* o p b ¢ N
g e
i3
g1
T T T T T T
0 1 2 3 4 5 (@)
@SR
HEA () 45 53 50 46 50 48
BHEAM 6 6 6 6 6 6

BAARSHEAEEFGENEBEICREFRAZE LI EOEYFE/NF A4

Cycle HARN SREAN
WA GRS | 2 (8 B #GRE | 3[al B #GRE | 48 B &G | IR GRE | 2 [ B & GRE | 3B # G | 4[5 H &5
(03EH) (13#EH) (238 H) (33 H) (0EH) (13#H) (238H) (B3I HA)
1 Cirough NA 11.2 14.4 13.4 NA 14.2 12.7 12.7
(ug/mL) (2.25)n=8 (4.72)n=8 (3.71)n=8 (29.8)n=74 (6.64)7=72 (6.48)7=73
Cone (ugfmL) 213 197 235 237 245 239 234 254
max B (20.1)=8 (85.5)0=8 (33.5)0"8 (43.3)=7 (243)=72 (71.7)»=73 (79.6)»=72 (205)0=73
AUCo-168n 7376 8879 89302 82842
(jig h/mL) (1024)=+ NA NA (16671 | (12701 NA NA (2784)w10
1.12 1.84
Rac NA NA NA (0.187)=7 NA NA NA (5.65)=70
2 Cirough NA 12.2 10.8 12.1 NA 10.2 12.5 12.9
(ug/mL) (4.79)n=6 (3.10)n=6 (6.97)n=6 (4.25)0=57 (6.62)n=55 (6.93)n=51
Cone (ugfmL) 219 231 217 184 221 232 244 253
max B (45.8)n=6 (49.0)2=6 (46.0)0=6 (41.5)0=6 (66.6)7=5 (59.8)n=57 (95.0)n=55 (198)n=51
AUCo-168n 8042 6700
(ng h/mL) (787)m=6 NA NA (1611)m=6 NA NA NA NA
0.882 1.24
Rac NA NA NA (0.984)= NA NA NA (1,155

fEE, B (E#EFEZE) THFR, NA: JIEARRE, a: ARGX-113-1602 RErDOT — 4
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(3) s
AR L

(4) BE - ftREDOFE

1) ®EISRIT) VREFIEE (YHX) ?

NERMEZ e —2—IZL>Tk FFeRnZHBHTH LI ICEMiSNTZ T AV 2=y I <w T A
(Tg32~v TV RA) ZHWTHRE 7 v 7 ) v REFERE (IVIg) &7 AT XEF ROIEYMIE
HAER ZRMEE L=, Tgd2~ 7 A7 HNFXE KL OIVIgIEPBS % [ (GRBrR1) Nidi#
ik BAR2) L7zt z2omf=7 HLFXE NREHERIITXO®BY THY |, IVIgiZ=7 7
NTFXE ROEYBNREICHE L KT S R2ho T,

Tg32RIRIZCTITHILFXEKR (20mg/kg&ARM) B UIVIg (2g/kgfEfEM)
XIIPBSZRIB X ILEHmERE Lz E2nMP T IHILFXE FEEHT

HER1 TIALFFEREIVIgRIIPBSZEIFIEZS HER2 TOAILFFERESE2BICIVIgRIFPBS £ S
(ug/mL) (ug/mL)
1,000 5 —— ITIHLFFER (dO) +VIg (d0) (n=5) 1,000 4 —— ITHILFFER (dO) +IVIg (d2) (n=5)
=0 ITAILFFER (dO) +PBS (d0) (n=5) =0 ITOHILVFFER (dO) +PBS (d2) (n=5)
OB ARAERE THOELIRERE
g[g 100 A % 100 4
7 2
w W
b b
= 10 4 = 10 4
n n
H H
& &
= T4lLoQ = T GLLOQ - -rormem oo
0.1 | 0.1
-2 0 2 4 6 8 10 12 14 -2 0 2 4 6 8 10 12 14
(=)] (=)
"5%HEH ®5%EH
) 1 % ;
ERgG ITALFRER ENgG ITAL  IVIgRIEPBS
"5 +IVIgX [EPBSIRS ®’5 FFEN ®5

®5

Tg32~ U AZIVIgZ JEENE G- L7z & & L i L C= 7 HLFX£E FEETII~ ¥ A1
e MgGRENBEA Lz, =7 TAVFXE FNEOIVIgxz FIRER G L7 & &%, @b L
L& LI L CIgGIRENBIE 1T LT, FRRE L&, v U At FgGREIL2E
WD L, #E5#%2~30 TR—Z2A T4 UAHEDBREICRT-, —F., EfEE L, =7
Al FgGREIFI2HBAN—Z T A > L0 @mWOREZHERF L, Day 14ICX—ZX 7 A VIR
S, THUHORERNG, =7 HAFXE NiE, VIge R 5%2 H LNICIgGRU ER % 7~
T ENRBE T,

Tgd2RDRICTIHILFFELR (20mg/kghiARA) RUIVIg (2g/kghEEMR)
XIIPBSE R (L EHFEZE LM E M gGREHTR

B ITIAILFEEREIVIgRISPBS ZREIRS HER2 TTALFRERESH2BICIVIgIPBSERS
(mg/mL) (mg/mL)
100 5 —— ITALFFER [O) +VIg (dO) (n=5) 100 5 —e— IJALFEER (dO) +IVIg (d2) (n=5)
-0 IIAILFEER (dO) +PBS (d0) (n=5) -0- TIALFHEER (dO) +PBS (d2) (n=5)
W = PBS (d0) +IVig (d0) (n=5) - FGWT (d0) +1VIg (d2) (n=5)
., - FGWT (dO) +1Vig (d0) (n=5) 2 T EREIRE
4 i FOEHARERE o 4
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g 14 ' "EERE
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g
e
O
O e °
0.1 . . 0.1
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BERFIE : Tg32~ 7 ATid, 7 RIgGD t FFeRn~DOFEGHFMENMEL . =7 A1gGidt FFeRniZ L - T
V¥ A7 sz, RERE~ 7 ZIgGIREMEV, £ 2T, & FNRMIgGREIZR D L o iT, Tg32~
AL T HNFXE REOIVIgE &G 52001, b MG (200mg/kg) ZFIRNEES Lz, [FIRFC
A NVARES Ny BF-2 N IR R e MgGUERRPUA (M L—3—$HiK) & (15mg/kg) % F#IR
W5 L7z,

(FABR1) KHETg32~ o A (KEESH]) (=7 HNVFXE K (20mglkg. #HIRN) KOt FegG (IVIg /E¥H &
2g/kg., MEWER) ZEEG Lz, tBEEE LT, = 7 HAFXE FIIIVIgGO W TR Z iEic B & #z /-
R T HINTFXE RET A EATRBOE NBEARFcT Z 7 A+ (20mg/kg. #RN) (CEX# 2 7-
HABRE LT, P77 HNLFFER, & MgGEO ML —V—HKREL, VHT NEET vEAIZEDH
E LT,

(RBR2) =7 HINFXE FREH2AIZIVIgE G Gl 5) LicZl E2kRE, RBR1EF USRFTEML
77 XL LCIVIgZIAREICE S M AN O 7 ONVF X Re e NFERFeT7 7 7 A MOEE#Z T~
BEAERE LT,

4 By R SR A7 8 0 BB IS ARAI 10mg/ kg 038 1101 3401 F Ak PN #¢ 5- LT:ARGX-113-1704§iﬁ?ﬁ“C“
A GRS, B UzIgGIREN B Uihd 7z, Cycle 1Tk, & 542 F‘]F'EﬁT
DT T HFNF T REEITEGE TES TR b & &R E253ng/mLIZ % L3.24pg/mL &
2% K E TR T L TWe, ZDOZENnD, &K EGO2-M%ZIZIT, =7 TVFXE FiIIgGD
FALERNCR BTG 27, IgGONEENERFIZR > TWbH EFx b, Lizn-> T, Hif
=S A ARF O e 5 B2 L, EZICHE G L TH, £ OIEWEhRE K OSE ) #ICERIR I E
RO B HEBIIRNEB 2 b5, AIRETHILUE, €/ 7 v — T PR T HiRFEERIC XL D
TRIEBIR I, ARG D28 % £ TIEH T2 Z L0 HER I D, AANC K 21RO B LA
RTRENR IO OFUABEEDEEBICLDIBREELZ T TGS, IARFOREHIZZ
HOERMIZLABELZERGTIHE., CNODOERBOIENFEIT LWV E2EEICE =
—9 5 ENEREIND,

2) TV UZECEER. TV UFEREEZ R U OREIOT Y Y (4
EAT—%2)

R N e OV G R B I E R E 2 kR & LIZlRRBRICB W T, =27 LT FE ROHK
Hizkv, o rir 3, IgA, IgD, IgEK NIgMOEEEIZE %D & 5 D 13580 H i
M7=, L7=23o T, AH| i7/1/7 VEEGTERKS, T /?ﬁgfﬁgl:%uu&()qg(}uﬂ
ORFETaT ) o OEYBIREKR VR FEBL SRV EHERIND, =7 HLVFXFE RiLH
A MIAVREIZEELEZ W EBZ2ONHT720, F b7 vr—A4P450 (CYP450) OFEBLIZ

AT, TORMER, Ko TEELOMRBICLEEBLRNEEZLND,

2. EWLREMRINT A—42
(1) fBWAE
HENRE N T A — R (X ) v ar N— A MENTIZ L O HEE LT,

(2) TRILERETE 2
ML

(3) HEEEEH
EEE R L
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4 207 2RY

TR ICAA2.0, 10, 25K UB0mglkg % 2RE[H] T CHRIFHIRNIEE G- L7c L &5 7 U 7T
A (CL) 130.122~0.163L/h Ch -7 GMEAT—%) . (VI 1. (2) 1) HEEEROIEY)
e [  SAAEANT —%, MM 1 AR (ARGX-118-1501388%) | | 0IEE)

(5) DWEEY

fERERR AIZAAKN2.0, 10, 25% O50mglkg % 2RE[M 721 CHEIEARN L 5 L7 & & O FEIE
15~20LCh-7= BEATFT—%) . (V. 1. (2) 1) HEEEGEHROEyEEE [
A AMEANT — 2 A T ARER (ARGX-113-150158%) ] | OIESM)

6) Z 0t
AR L

. BEHE (REaL—23ay) f@n
(1) fBHrAEY
ARGX-113-15018 87 — % GMEAT—%) & HW T, @R A TORERISEYEREHE T FE
TVEREE LT, REKRATOZ T HLTXE NREHSZ LRI 5 EMKYEREE T L &
LT, MAERBELV2OORM I /3= b A b (V2=V3) ZE L7Z#E3-= 73— b A
Y METFANERE NI, 0%, ARGX-113-16025 R (T A AL BT BHF 2B 1T 5 A5 0
YR A AT 572912, ARGX-113-16028 87 — % GMEAT—#) %AWV CEERA T
ME L Lo REMEYEEET L2 Ik LTE, EHICZOET VA, ARGX-113-
170438k 7 — % (—fHAARANZETe) Z MW TRk L7z,

(2) RS A—FEFHERY
FiRDOEFTNVEHWT, ARGX-113-17043 87T — X ([T DWW L E BT 2 £l L T, & 50
U S 7o 028 & [, (A8, BMI, AfE, RiE, PRI #ERERERIEIEEE (eGFR) |
TNANTIv, MEIALEY, T779=20T7 I b7 0A7x27—F (ALT) . TANXNTXUBT
ST 2T7 25— (AST) . 7AH U ARZRT7 72— (ALP) . ADADA K N4 5
HEIEF B IERFR IS T A 03 GEAT A RUEREMHA OA, BOBIREEAT 2L R
DI, FEAT A FHEREIHIA R OROEBREAT A RO G, Winbl) ]Ik
D BIER ST SR ENRE K O%RIgG DB T V8T A —Z OB OV TG L=,
ZTORER, KE (CLEUHFRa — k2> hOSAEMIZH L T) EKUeGFR (CLIZx L)
NIEE L L CREINT,
M THFATY A ARNPLFY—R* VAR X AA 2aT =) )b
fet 7 = F AR R AT 7 3 R*
*EE A S VE DOTRIEIZ L, AHKARTH 5,

- EXRERESD ¢ RESEMERMEIRET T LT K B LA BT HE B0 B BHEERE (eGFR) K TICfE- THE
HEHNCAHERCLOIKR TN RSN, TOMBL L TBREEN/EN LT, £/-. =7 HLFX
£ F10mg/kgZ M1 AIFARFHIRNE GO I 2 L—3 g U E{ToTm & 25, BERMAERE

%= (eGFR 2% 60mL/min/1.73m2 LA | 90mL/min/1.73m2 &) O H£FH TIT B EE N 1E &

(eGFR290mL/min/1.73m2LL F) 7Zp A3 L i L CAUCo-1680 75 28% (90% 15 48 X [ :
19%,37%) =< 725 LHEE ST,
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- AREESD  RHERISEENREE T L0 O | REISHGHFRICA BRI A & L FE S 4, (REHEINIC
o TCLAEM Lz, 7272 L, =7 HVFXE F10mgkgz 55 L 72 & X DAUCo-1680Z %9
LEEORBIIREN THL & TRISND, REMEDEIEET L5, ARGX-113-17045
BRoOMED ERTH 51200mgn3 & 5 S 5 K E23120kgD BE Tk, KENSFRAEDT76.05kg
DB L L CAUCo168072336% (90%5 X @ 24%,49%) mWEH#iE S, (KE
120kg# D B TIZAUCo168n72> ZAVLL EHEINT 5 Z L id B EHERI S5, ARGX-113-1704
AR T 7 TNTFXE NG 22T TBE D= T A OIRERIPHIF49~229kg ThH o 72,

4. MR
AR

5. o
(1) & — AR P @ T
LB L

(2) Ik — AR EEREPT @ >

T 7 HNFXE RO UIHA R A~ORFEREICOWTIRHME L T\ aun=o, BT ok
REEMW AR LI B E 7o TRV, 7272 L, BT/ 7 v —F Pk a2 & e hiiiix,
FeRnIZHEA L, M4 EiE U CREERS SN D Z E N BNTNDD, L~ T, AFNITIE
MErmiEm L., ENORBERORIBICBITT SN D 5,

(3) EA~DBITH®
AHNOFIT P B 2R 2 Rl L TE 5. AT T ~OBITIIAHTH %,

(4) BEEANDBITH
R L

(5) ZofDMEREE~DBITHE

HEE SN AERL5~20LI%, &/ 7 a—F AHERDOSh A (3~8L) ® Lo bE< .,
WEREZBZTWDZ END, kDS iR IE ~ O oA B RE v, HUkE o 546
LREREEZ Z DT,

(6) MEEEHAE
AR L

6. Rt
(1) ARBIEBGL R U SR R
EUER R L
(%) 59
AANFEAL SN TNE 2T F FEOET 2 BRICHES T, B MNIAMEIgG & FRE DR THE
WXV I A 7V ENDHEEZBND,
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10.

() RMISES5T IHE (CPF) OHTFHE. F5E
AR L

(3) DEBBHROERRVTOHE
BB L

(4) REMOFHOEERUEMLL, FHILE
R L

- B

U ER e L

(%) 19

fEFER A Z0.2 ) UM2.0mg/kg D FH & THIEIEARN 5%, 0~T2KEIZ D7 > TRF O 7 T
X¥ERNIERTE o, ZNEV bEHE (10mgkg, 25mg/kg, 50mgkg) Tik, HH&
DO1%RFENRFICHE M Sz NEAT—4)

M5V RK—5 — 2T B1ER
MR L

. EBNFICESBRERE

ZEER L

HENDERZHIHESE

(1) BHEERESEY

FHE (eGFRA30mL/min/1.73m2A0i) OBMEEREZ IR E LI AMER O L R2EZEEE L
T B R BRI FE0E L T 7220, AHKI10mg/kgZ i 1 RIFHEIFRIRNE SR OV L 2 L—3 3 V&7
>72& 24, eGFR2362.2mL/min/1.73m2 (#5) L 72eGFR&LH D5/ —& ¥ A V) DEFET
1ZeGFR 2 1 Y1 fE 0 100mL/min/1.73m2 ® B #E & bl L T, 40 H O 5-% O AUCo-1680 21 72%
(90% (5 HHIX [ : 45%,100%) i< 725 EHEE ST, BHRRIC L 207 3V —BIOFHR TIE,
WP B RE P E 0 R TIT B RE N ER (eGFR2Y90mL/min/1.73m2LL 1) 7 & Heilg L T
AUCo-16807328% (90%[ZHHX[E : 19%,37%) m< 725 EHEE STz,

(2) FFHEgEfEE"

FFREREFE E BB L., FRBROBIR K OB EEN L 1ZZ OMAANITHFR STV L 00, 2
AUE TICHF R F R AR OBRKRHBRICHAAN DL Z &3/ <, ¥R B OERIK
T IF LTV,

AKFN D FE W ERE Ko O kT D IR REFE E O BTG ST naas 1R 2 2 g
ThdHT 7 INFXE RIICYP450IZ L 6 A= F o2 L b, I RER S B C©H &l
ELBELT LR BREBIIRNEEZZOND, LT EN RS AT IZ BV T, TR RE~ —
N—mEEEME LTI L7z, 747 Iy, e Y LE Y AST, ALPK CALTIERHERTSE
WIBNRE/ R ) B AR T T VDO WNWT DT T IR T A= LB RIF S otz IFHEREREEC
L o TRANO BN RE K O N I BEZ T B NS,
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1. ZERBEZTNDER
RE STV

2. FRARLEENDEH

2. BE (ROBEIZIZBRELAEWNI L)
AHN D RT3 LBBUE OREERE O & 5 B

(A ]
AAND AT IR L CTIRBUEDBERE D & 5 BH Tix, AFOREIZIY | FICEEBBUER
ERBTLBZINED D,

3. MEXIHRICEAET HFELZTNDEH
BRE STV

4. AERUASICEET HEFE L ZTDER
V. 4. HIEAOHEICEET D HE] 22T 52 &,

5. EEGERMIE L ZDER

8. BEELERMIE

8.1 AANDOIEIZE Y, MHFIgGREMET L, BYWENEL 5 Tk 2B8EZ0WnH D, K
F OIEH I L VBRI TRITES I IIERE 21T 5 70 &, BEOREL +o0 I Blg2+
HZ &, Flo, BYYWEDEMEIERICERE L, BENFRO ONLGEIE, O ERME
BT 2 Lo BEICHEE T 2 &, [9.1.1, 11.1.1, 16.8.1% ]

8.2 AANDOFGIZ XV | infusion reaction?3FHL T 5 AIHEMEN B H 72, BE OREL 57128
BL, BENBOONTHAEIZIIAFORGEEREL T 5, TG LHIE L, WY@
2119 2 k.

[fizas]

8.1 KA GIC L DIgGIREDIKTIZ L > T, YYED Y A7 N@EL D Z ERYUEN LT 5
ITEALT AFREMER S D Z D, BEOREZ T OICBET 5 B2 EENE LT,

8.2 RN G- 5 &% L X7 HHFI e d@mo Y A7 & LT, infusion reactionZ’#t Z 5 A HE
WRBZONDHZ EnbiiHi Lz, 7k, ERREERT, infusion reaction(Z B3~ 2 EAERY 1%
MRD THERZIEFNIFAE L TR,

6. RENHERZAIVBAHICEHI HEE
(1) aHHE - BERFOHLESE

I . BEDERZTEITHABEICHT IR
9.1 GHHE - BEREOHSEHE
911 BREEDHDHEE

BYGEZ GOFL TV D EA1E, BYMEDOIREZ BN T2 2 &, BYYSENHET L BZNNH
%, [8.1, 11.1.1 ]
Q12K IMILARFTY Y TDEE

FRTANAX ¥ VT OBFICARZEET 25615, HEEREMESCHFRVA VA~ —T




VI. Z2 (ERLOIEESF) ICEI HEEB

—DE=F VT EITHRE. B RRFR T A L ZDFEIEMELSS C BT I D AL O R0k
OFRBUFEET HZ &,
[fEai]
9.1.1 AFNTMHIgGREDO —BHEDK T A5 SR Z L, YENE(LTI2B8ENRH D Z Lo
HEoHEl L7,
9.1.2 AFIOFRnfAEFEMNIFR T AN A X v U 7 OBETHEL KET FREEIIAHTH D
N, ZOX ) RBE AR ZERT DT+ EETRETHLZ DRt L,

(2) BEHmeEEEE

9.2 BHREEEESE
AFNOMAPPLEEN AT D BEZN0NH 5, 72k, BEE (eGFR2Y30mL/min/1.73m2 i) OEH
REMEE 2 kf G2 & Lo A MME R OV e & 46 hE & LT ERIRRBRIZ I L T2y, [16.6.1 &
]

(e ]

FHEMEE B e T L TIIBEHAEEDIL T (eGFROIET) 12~ TCLOIK T, #5H L L THY
WREE D LA PRI N Z £, KROARFORKRAE (ARGX-113-160275: . ARGX-113-
17047852 & C)ARGX-113-1705:88%) 125 TeGFRA330mL/min/1.73m2A i D B HE REFe 2 Hi g
DORAAIUL 2otz Z bt Lz, (VL 10. HEOEREHTHHEE | OHEBMR)

(3) FFtrelEEEE
RIE S TR

(4) HEgExE T 5%
BRE I TN

(5) 4E4m

9.5 4ER
AR SURAEAR L C V% ATRERED B 2 A MEICIZIRE OB ASHEA fEltt & LD &l S N D
WA OHEGTH 2 &, IgGHUKIIGERIEY &5 2 L B8 BTN D, AFIOR T %
LT BE DD DAV T, B0 Y 27 5k 5 TR D10, £V FY
XEHHAED 7 F L E BT SRS UE Th B,

[z ]

RSB DR T — 2 037, =7 HNAVFXE ROAFEFIEICE T 2 KRR L ER S T
W2 W2 889 i hm SO TATHR LTV S RTBEME D & 2 IR IR L O A s altt %2 LR %
LYW EN DG EICOARFEET HE LM LT, £z, AAKRGIZ L2 EDIgGREDIKTIC
PR, AR OSZENGEME T2 2 LIk 0 | H AR ORGP MK T3 2 fREMEDN &
HIZEMS, BT FUNITHBEY 7 F U AT HBRIITEENLETH L ELFHE L
77
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9.6 RELIF
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(1) BRZERLEZOER
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(2) ptRFE L ZTDHEH
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VBIZ 5922 EELL,
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BEEL, BB ERENED B D,

O IF RO mET T U 7T o DR FA FE D TER D LU rTF U ITHRRAET 7T T

LD IGHEFEBL DOV AT HIE RS
LBRTNDDD,

T 0T AIARAKN B - BRAG D)7
EL4FEMFTETICER T8
NEFEL,
AANZEDIRFF OGE | AH
DY AT NGB T DI
ENB2 M LAREIC T 7 F o

5952 ELUY,
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[fsii]

AN a7 ) VHIF (R oF Lo 7 ) a— VB AGE s/ a7 ) %) o7 ) X<
(Efa TR z)  AFNL. TOEREFICLY B FFeRnZHEST 268 (Thbb, sk
sya7 ) BE w7 a—F AR IIgGY 77 T AD FFe R A A v ETe i IREEE )
DWHRIZEBE 5 2 D ARMEN S 572950, TR TORKRER T b ObEW O %251k
ELTWeZ b, fFHEEEZRE L,

MR EIRTE © AR A HATE R G e W 5 W 1 & o 72 IR LA LT X 0 18 B ik 0 A K 03 s
EENDAREERFEHNEBZOND Z ENLRE LT,

BV TFUROBEAET T 0 INHOU 7 FZiE, 9B LB Y A L A E )
BEEENTWDHEH, RENPME T L TWAOREECOERIIEETAILERHLZ b
E LT,

RO 7F U ROEEAET 7 F L LUSNDT 7 F o KT FOEREFICLY., ZhbnU 7 F
NCXET D RIEISE Z T D ATREMEDRN D Z E D ERE LTz,

8. ElER

1. El{ER
ROBWERRH EOIND Z E3H 5D TREZ 1471247 RENRD S G a3k s
ERIET 57 EEYIRLEEZTT O Z &,

(1) EXGEER & DHEK

11.1.1 BEAE (6. 8%)

HRIE, BHIER, A 7NV o PEORBPENR Z S Z L35 D, [8.1, 9.1.1 B3]
[fizii]

AANT M AP IgGIRE O —BMEDK T 25 EE 23720, BYUED U 27 BHEINT 5 AHEEN &
%o BRIREE MAHRER (ARGX-113-1602:85%) | [EEILFEZFEIAHRER (ARGX-113-1704705k)
K ONEIBR ) 5 AR Ak pe 5 5788k (ARGX113-1705:88%) O# AT T — % OIRBREK L DR R
BRI E T X RV EYYE (BB IR EYYER JOFARE] ) ORBEEHEROFEL L
SOEL L 7o, ARHIEE G A I TRME D5 K OSERIC O W T BEE 21TV, BN bz
GO R E AT H 2 &,

(2) ZOHDEIER

11.2 Z0DEI{EF
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TR R P B FEMED F
H kRS HEL, Mg
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AR IR U SEREOEA | G R EREEE N
— % A HEEB IO G O it
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11.
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FENFHRR (ARGX-113-1602:85) . ERSILFRFENMHRER (ARGX-113-1704:5%) M ONEREH[H
Ik Gk (ARGX-113-1705588) DOFAMNTT — Z 1BV T, 1RSI E & DK R
BPEECTERVWEEFROT — X HESE, 36 (1.9%) MLEICRR L-FRE20EH LT,
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BRAEDIE

14. BAELEDEE
14.1 ZRFANFDOITE
14.1.1 FRRACHEWVEFOEREIZHE SN T, FHGITHER AL T AHKOH RAERSERO &%
WRET D,
- BELHZYOREE (mg) =RFOKRE (kg) PX10mgkg (KEH- O 5 &)
- AF|OLEE (mL) =EREHZY OFEE (mg) /20mg/mL (KA OHRE)
C IS TR =AFNOLERE (mL) /20mL (134 7 LVORE
- B REFL R R OB =126mL—AF O X ERE (mL)
) IRE120kgx % 55513120kg s L CRHET 5,

14.1.2 SRR A%

(DFABATZ A T LR DB DR A O] XUIENCHB LR TH L 2 2 HEHIC LY
ERT 52 &, B UIREERMPBO ONILEFEHA LN &, SA TRIEE L
RN L,

QAFNLEN AR AT S 2 &

@WEE Y VR OWEE 2 LT, @720 NA T A OB EEZ#HNHRE IS,
NA TR OFERIRITFEET D Z L,

(D = Bl T AR H A Wik N 7127,

GYEH L= &0 HRABEERZ M2 THINL, REN126mLIZR D L5127 5,

@R LTz AT Ny 72RO TP - < 0 E RS, BRITRA Lo 2 & 2R
T 5,

14.2 ZREESRHOIE

14.2.1 2GR TRV &,

14.2. 2 HBH5RNCERIZ BN BRCREST 5 Z &,

14.2.3 AL2R0.2pmD R Y T —FT )W ANK AT Z T 4 VB =W v T4 7 40
S —Z AW TC, R LR 1256mL A 1R 201 CAiERET 5, mEICH R AR T
TABREREPE LN, EREEET 5,

14.2. 4 RENIBGIBEAN 2T L TR0, R L7 ITEC NS U, AR 4RE R LLNIZ R
WETETIEDLZ L, RUEH/TRAETL25E61E. AR Z2~8C T, 8kl £ TS
HZENTEDLN, WHRFITIIFARUICEZGHEEPOIRY HLENTHRE L TEIRICET




VI. £2t (ERLOZIESE) I 5EHE

Zé&,
14.2.5 KFNL, WLLIETA ARV RET D DL L, MOERA - @ik% LIRG LRnZ
(Eo

[z ]

FEKR O BRI FeE L7 LIS O FERN OFRF1ES, B & BF OLROMIRD T D 2
7RG AE R LT,

B, RNy 73R =T Lo RV = RY A LT g BRI T U FRR
o VlE T T VTEEMER AR v L2 U R e L 2T v L RO
HOEHNWS Z L,

12. ZOMOFEE
(1) ERERERIZE D 1B

15, ZDHhDFE

15.1 BEEREAICE D < 1H#R

[E| BRI [F 25 AHERER (ARGX-113-1704) 1B\ T, AFIDE G SNHLIRBHEIE S 1728361
26, RENCKT 2HURRLTH] (20.6%) . FFIHFUEH 661 (7.2%) 123D HALT=27,

[fizan]
ARGX-113-1704:888 Do it OfE RIS 5eH Lz, ( TV, 5. (4) fHaEryak] oA
ZHR)

(2) FERRERFAERICE D 1B
BRIEI TV
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1. FEHB
(1) FHEIBHER
VI HhEHEIC T 5 HE | OHSM

(2) TEMEEEHERY

T HNVFXE FE2HIC1E AL [F100mg/kg F Tl
— B U CHRFRL T & BE

IJ‘LJ\&) E)*L/fx?b)o 7:_.0

» WTRORBT b R T £

REMEEHAROBER =74 H)L)

ok BT R 5 & mg/kg ,
ABRILH (HERIE) (B R, 1 5 RER]) R
OHFHEARRE R T T2
R 5 YT =7 AP 0.10,30,100 q7d #+5la] (& L
= (M) - 2451)) (iv. [0.5M5[D) FAR f R R RE I T 2 MR =
AEAE
100mg/kg q7d
@LE R RIE
YIH =7 A P 0.10.30.50.100 Hi[7] |71
(e G-akiR - WERE/ASHE | [RIEHIR 3301328 A DK OB BRI RE (9 5 MR ML
3%, [BI{ERER « Mk (iv. [2m:RA]) 100mg/kg
ERE2H1) 0\'3‘30\ 100 g2d #15[A] po—.y
AR R 2;1;‘ 35[21?3;?2) DR O BRSSP B
X 100mgkg q2d

[E1E I - 28R

Y =7 AP

(3 578k - MEME 25
4, [BIEEER ¢ e
K HE241)

0.10.30.100 q7d 27
(iv. [0.58R])

183H F CTXIE

[EIE IR - 8

TR L
Loig B OV BR B RE I 9 2 75
100mgkgq7d

=

O F T J 1 F 9 R

YLl T =7 A4
(/- 201

0.10.30.100 q7d #5[A]
[0.58:R])

(iv,

IR L
WEIR R 50t 2 A&
100mg/kg q7d

iv: #RNER G, q2d - 2H I

(3) Z Db FEEHER

1) ADCC:E 4 K LACDCEME (/n vitro FeyRsX(%Clgs DIEER)

1 G-. q7d : H1EER L

(/in vitro) 6V

k=7 = 7 % —#ieid. IgGOFciflk & Feys &A1& (FeyR) Xidfitks > /x271q (Clq) &
DOHEMERZN L THERT %, =7 HLFFE Ridt FMgGlHkFe7 I 7 A FTHHT=H
FeyRKk Clg~DfEE ZFfli L7z, =7 H/LF X% K&t hFeyRI (CD64) . FcYRHa

(CD32a)

. FeyR1Ib (CD32b) } UFeyRIlla (CD16a) if INZClqe DfEA# At % ELISA

THEL, b MFARFeY T 7 A b L ORFEBAME L Ll L72fRIZTTROM@Y TH -7z,
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ITHLFFERRUVE FHERFc 75T A2 FDE k FoyRs ~DEESHRMM

(ELISA) (/n vitro)
TR ECs0 (nmol/L)
T HNTFFE R t NEFAEMFe 77 7 A b
t ~ CD16a (FcyRllla) 47.71 15.00
b ~ CD32a (FcyRIla) 232.5 62.56
b ~ CD32b (FcyRIIb) 82424 144.7
t k CD64 (FeyRI) 0.1154 0.08043

F7z, ClgldfiiiMEfArEiadi® (CDC) ICHETH DD,

n vitroCZ 7 H)LF X KD

Clg~DENTFTOfEEEMMEEZ v FEAERFe7 7 7 A Mt Lz, =7 AL FXE FED
vt NFAEMEFecT 7 7 A FOCLg~D H T OECs0lZZ 12 419.9% 14, Tnmol/LTH - 7=,

IJHILFXFERRUVE FBERFc 755 A2 FDE F Clg~DEEEHEMME (ELISA)

vitro)
—— ITHLFRER

44 —— CREHERFCIS IR N

3 -
=
IS
g
"
%
1
N

‘I - |

0 * * : ‘

-2 0 2 (nM)
log (BE)
T HNFXFER bt NEER Fe 777 X0 b
ECs0 (nmol/L) 14.73 9.926

(in

T 7 HNVFXE KL, FeRn EORIRE MegGUREANICHE AT 228, HilhkD 7 = 7 ¥ —H4HE*
ZIET D OIS L E R PR AEREZ A L e, FURRS AL, EAICHA Lk,
TET 4T 4 ROSREZ N L CHURKE MR (ADCC) XUCDCAE#FRT 5, =7 HL

FXE RBLOE NFAERIFcY 7 27 A2 b OFeyR XL C1g~DfE & H i 2

LR R D

T 7 HNFFE FHRADCCKRUCDCIZ B % i 2 EHaE AL 3 2 WREME I IEW E B b D,

X FefEiZ I Lchih—7 = 7 % —HhelX. ADCC. HiikfrtEiifn & & X OCDCE#FHHT
LR OIEMAL XTI E 2T 5 2 ENHMOEN TS, FeyRBHUADFefEIZE S L, Mild
REIZHBI L TV DOEMICHEGT 22 LICE-o T I AZ—%2 BT 5 &, ADCCRFHEH I
5o OB G ELR OB 28 S MldztlsEs, 7F271%7— (NK)
e, 4rhER, HERKAK O~ 27 m 7 7 —UBADCCEFHH T D a4 A9 525, FeyRllad 7
FE L TWAONKMaAFE L LTADCCIZHAE L TWDH LBEX LTS, S 5T, Clgidid
B ARSRORAIOKS TH Y . PUR—PUAE SIS S L T IR 2GS 5, 20O

HAEHIZCDCIZEETH 569,
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2) NKHRz D &AL (/n vitro) 6V

NKMAI AN =7 = 7 X — e 2 BET DO DOMEAT 4 ==X —Th b, £ T, In
vitroCT 7 JJ v F X NI L 2 NKHIFEOIEME L 2 58 L 7=,

HAHE L 72 fE 7 B FNKHII50,00008 %2, =7 HLF X% K (50pg/mL) Xitt hEARFcr
TITANEA U FaX— kLT, PBSZEREMXIEE L, CD16a~DFEA BRI 100145 2
X CHINUT=Fe7 7 7 A v MaGtEstiR e Lz, 2T, CD107a* & NKffaiE b o~ —7 —
LLT, A Fa— g B4 U4 ONKHES 2 RE Lz, 4 FaX—a %
4 R U4 IR MEAL S U NK IR OIS 1L, BERIRCTIEB L 29~12% Th o 7ehy, =70
NTFXE RE e NBAERFT 7 7 A 2 R TIE0.5% A Th o7,

T HNFXE REIPURRBEHEREZAE L TE0T, b NEAERFc7 7 7 A R LR L THEA
BUFPE MK < L S BB L TV A FeyREZERE LA 2 &6 FEREEAY S M oo i
fbEFHLBRNEBZLND,

% CD107alINKHNIEELZICBEE I T v 7L ¥ 2 L— b &, NKHI A2 I U 7= i & O
YA MHA W ERRBET D Z ERMBILTUNS69,

) TT7AHILFXFERFDEEN

T 7 HNFXE RPEREFIC L ARG A2 D 8, NIRMIgA, IgME T V7
NI BE RIS W b E, Ty NROA=I7 AP ALTHRE LT, 7y MR =7 4%
Wk%_\I7ﬁw%%%h_iDWIégGﬁ§1M9btﬂ\@A\@M&07w7\/%
FEIZBH SR IE R bR o te, T 7 HVFXE RITT v b CREFHIRNES100me/ke £
T, =7 A PN THEFRIRNE5200mg/kg £ TR OXEHIRN 5 100mg/kg T, WA
IgA, IgME QN7 VT I RIS E IE S 727> 7265,

t MIBWTHAARGIZEL D, M DIgA, IgD, IgE, IgME T VT I RE D &0
WD TR B AR D5 1259),

SRR

(1) HE[EE5EM4HER®

WS = 7 A P UZ= 7 HAFXE KO, 10, 30, 50 F100mg/kgx &5 L= & 2 A, Rtk
EHDOIKMEIRIFCTH -T2, HGEAOFRFEHRFAMAET IZ Tk cdho . HHLE
NAay MRy FIZEENTWEZZ S RER UV AGERTAIELTHDL EEZ BN, =7 H
NTFXE FOERMEEIIREHHRETH H5100mgkg TH -7,

S Pk (mglke) e
(LRI (P AR . (5 5 HR]) MR (mg/kg)
_ . 0. 10. 30. 50, 100
Fola =7 4 v (iv. [2FFF]) HA[A] 100

(Bt 2t/ 25 A 551
iv @ EARN G-

[F{EEARS - 3 1%28H
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(2) REHFREEHEHERT
KEHGFHERBRTIX, 7y P THREAEABAOD =7 4 L THRE26HE], & K100mg/kg%

RN G LT,
W/ | RS 258 (mgke) W .
(R GB) | (5. 5D | (mgke)

Z v ~/SD6® 0. 10. 30, 100 g2d 30me/k 100mg/kg : HFIRIZEERL~IEED 27~ /N —Hfl
(e e/ 45 B 15451 4 (iv. [R—F =]) ;; & aoiE i/ NS b=, FEELICE
(a4 IR« 438 4 i,

Pl 0. 3. 30. 100 q2d =30mg/kg : large unstained cell (LUC)

H =7 A P68 (iv. [28R5]) 30me/k FMEIN U7, [RIEIC s mE,
(e e/ 4 20451 4 [e 6 B - 45 ;d & [100mg/kg : AFHINADMMMVEZS Y- 250, T
d koD ONE AAE IR AT SR N A
ALATOE 15, I 5e 4,
Hou/ 0, 10, 30, 100 q7d 100me/k Kist T _EprRZze L
H = A 68 26 (iv. [0.5MRA]) 7§ &
(et 5 Bk 24451) Gl R : 83 d

iv: RN S q2d : 2B IZ1EE S, q7d : B1EEE, ALAT: 77=073/ N7V A7 25 —8

« 7 v b4 100mg/kg&R GRE T 7 HLF X NS L OBEMEII R TS 5 H O DI
B DD 7w X—HIa B R/BEMFRO L2 2 s, EEMEREIX30mg/kg q2d TH -
776

- YL43 : 100mg/kg THFHAE O MR E 280 e OV, M QN AT O OV AAE DR AR IE %
MFEEICINZ T, 79=T73I 7 5027 x5 —F (ALAT) ORFE FHR3RD ST,
S OZEAIF4HE R O [FE HIRIK TR eI EE L, M EIX30me/kg q2d TH -7z,
- L2631 - —ARIRIEEIZ, (KE, BEELKOEUKE, LEKX., EERIAEEE. BRRE, B
B L OBER MR, SFEEE, TOITEHEREICOWVTRHME L2/ R, T X TOHETER
PEIZBRIFCTh -7, 261 M O£ 5 1M SOX8HE M D [a]118 #1 R T RO & OV BERL R A0
TIE= 7 ANT X REHICEE LB iZBo onieholz, 1= A4 VB 5 EEkE
F13100mg/kg q7dTH D & W L7,

(3) EiEE=MRERY
TITHNTFXE RIS AT 7/ aP—SHEEMNL T L0, BiamEslz EZE Lo
77

(4) NARMERERY

T HNFXE ROEREBFEN L NAFEMITRE ST, =7 4 P26 M KIE &5 MR
BTCOMEBRMEET, b M FEABREREICEW T, BiEEM UIEEMERE RN Do T
ZEMS, TTHILFXE RONASEMRER %2 G L 7R 72,

(5) ATERAEBMURR
1) BRERVERECONSERECETHR Sy b)) »
e

BF G : e
(LRI BRI SR (E%@ (mgkg/F)
Z v MMSD 1H 1R EFHIRIN AR — 7 A% 5./

—EENE (MERE) : 100
0.30.100 |ZJRBE KL OWIHIMSE A -
100

(EREASIE2001) | B - AQPLAT4IA R 25423343 H HE T
WE - ZZBLRT238 [ 20> & SRR H n7 H
(GD7) ¥£°T

- —fEENE  MEREE B IO TR ORET S BT XIS PO B E K O 7 TLF £ MG
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RT3 EE 2 B IXA Lo Tz,

- R RE LT HERESZ IRRE N T A — & . TR b bR RBEL VBB DO L NT A—5 (K
INREE  BIRAT M OB RGBS SR, ERE. WU DR IEED) 1T BIXA b
Ay oY

- 7 v MTEBT D — Bk OO 2 e D BE M &I, 100mg/kg/ H Th - 7=,

2) B - RelR FAEER
O - REFEERER (Sv b)) ™

B c el SR
(ERI/I) BEIEN (mgfkg/H) (mg/kg/H)
5 MSD LB R — 7 285 | oo [ R 00
(LB RE2501) | GD6~GD17 (YR E TR e WS TR

< JRETUT 2 FEOBEEIT e < . BEMWR IR EIEITERE ST, ARE N T A — Z (TR
X7 o7, B EIE R QYR IEFEE O EHEME &Y, 100mg/kg/H TH - 72,

O - frRFELEHR (VHF) @

BRI ¢ B L
(BT i T (mglkg/)
59N LB AGEMRAAR =5 251 | oo oo | EE IR 100

GRLARIE/ACRE20~226])  |GD6~GD28 (RRBEAM) | 7 |epin )

« B HCBE U2 R Ut e gm0k, REMIRRIREENEIZRRD vl o e, EREX
T A=K T HHEBITRE SN o T2, U XITBIT 2 REWENE L OB R H# o HEH
PEE, et L7k A ETH H100mg/kg/H TH - 7=,

3) HARBRUHAERDELELVICBAEOHEICET HEKR (SvH) ™

B : el e
(PRI RS ISBHN (mglkg/F1) (mgke/F1)
i L ivexmiotoe N RPN 74

(/A5 FE19~2141) |GD62H#FLH#21H (LD21) e 5 PR

« FOMARDOREM I N F D F 1 T AFL L OFHEARICKT L T 7 HLF X RITEEL2 RIT S
o lz, —HREME L OVETEEMIC BT 2 FOHAC ~D 8 B % Mt & iX. 100mg/kg/ H
ThHoT,

cF1HAR, BlERomF1iR, ROF2HAERO AR M AR OFAE - FE (RSB
HFET) oEEEREIT, 100mgkg/H TH -7,

AREFRESHRBROER

s T NFFE FORBBATPHAIT PR O TRENE 2 RO TE 2 Wns, IR - IR A K O A
BDIE~DTT TNTFXE NGO EIH L NIRIN-T,

- BERMERIT, RET LT R T oA A MR T s & T dH £ 100me/kg/ H Th > 72,

EDXSIZ, =27 VFXERNET vy PAOUVYFTRGELELZ RS T, SbIZT7 v F TR
MERESZ iR RE K OMHHZE AT M OV AR O F1EM) O R AN NS B R AT F i B e KT S ipino T,



X. JERGEREAERICBI9 HIEH

(6) FBFTRIEREEAER™

F o BN OFET - HEO R O E 35 0 — @B o—8 & LT, AL - 355
REOFHERA D> b RFTRRIE 2 i Lz, ZhHOMBR T, =7 HLFFE N&20mg/mLiE
% (25mmol/L Y > ) kU A, 100mmol/L¥{F RV & A, 150mmol/L7 V¥ =2
0.02%74K U Y L_x— K80, pH6.7) & L THB L, T E0.9%4EF AR CAR L CHEb) 224y
PRIGRIC U CRBUCHER Lz, ZofMBIRIZER CHEAT b0 LR —Th o7z,
FERBRICH T L - S EWREIC BV T 7 WL F X% FRFIOEFARN R 5% OB & 772 Rl
WD e o Tz,

(D) ZOtORHEH
AR L



X. EEMFHICHYT HEE

1. RERX»
A . 74 T H— besiiEriE400mg AW H SRR BIER AL7EEER T
) FE-EEORGFEZEIZIVERTZ &
BEhSy c =7 HVFXE R TA77 GEaHliz) BIEK

2. A
AN - 18fE A

3. BRRETOIE
fris - 2~8°CTIRAT

4. RIEVEDIE

20. Bk L EDEE
DR 2 RE . SMEBREMRIIIDE L CTIRIFT D 2 &

5. BEMITEM
BEMERLTA R HY
<TVoOLEBY : HY
ZOMOBETNTEM : 7 7 — b5 3ND T~ RMPD Y A7 fi/MEIEE D 7= DIZ/ERK
Shi=gsr) (1. 4. WEFRCBE L TEmTER/RE | X
M. 2. ZOMOPREHER] OEHSH)

6. E—M5 - RzhE
[Fl—RAr 3k @ 5% L
[FIZh3E -
- 71 7T 7OERI0.2. 1mg, H 7 EL0.5, 1mg [Z 7 1 U LA K]
« VU U A®EEFE300mg (=7 U X~7 (BEisFHl#z) |
cERIL Y = 7 a7 Y URTHE%, 10%#FE [KRY =F L7 ) a— VB Ak 7a 7 ) ]
« XA =TV ONHIKE10%. 10, 25, 50mgh 7L [ AR ]

7. EHEEERB
2021412 17H CKkE)

8. HERTARDFABRVARES, RMELENHEFAR. REMKFAE

v 4 7 — bemiE#iE400mg

i 1 7 72 R . SR o M i 72 B
gl EHH TR EHH A H
F T 20224E1A20H | 30400AMX00013000 | 20224E4 5 20H 20224E5H 9 H

9. MEEXITHMREM. RERUVAEXLEENFOFABRVETOANE
AR
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10.

11.

12

13

14.

BEERR. BIMERARFARBRUVZDORE

AR

BEEHM

1045 : 2022451 H 200 ~20324E1 H 190 (A0 F =30

REMREHRIZET 5 1ER

LR

BA=ROANA

£#Ea—F
;;%%%;;g;Bg;ig 6399430A1029 | 6399430A1029 | 1991963010101 629919601
RIFFHTLEDEE
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k544 VYVGART® (efgartigimod alfa-fcab)

=t Manufactured by: argenx BV
Distributed by: argenx US, Inc.

I - B | 400 mg in 20 mL (20 mg/mL) single-dose vial

AGREH B |20214E12H 17H

BIREXITZNA | VYVGARTIZ, L7t F =) 2%k (AChR) HUEBMED N EH BT 22
BB E (eMG) OIEFEHEE L THESEZA LT\ 5,

FER OV E [VYVGART O #E45E FH 81X 10mg/kg T, #E 1A, 1FFM2 T CT4BE B S EET 5, 72
B. KE120kgll LB (TIE, 1E11200mg (334 T)V) & SEFTET D 2 & 05t
"INDd,

WA A 7 NMTERRFAMIZ S W CHEM T 5, IO G A 7 VB H50H L0 b4
WHIR TR A 7 VARG T 5 2 & ORAVEITMEL STV,
BEHANZ0.9%E LT MY ¥ AESHE (USP) THR L7t Huid7e 780,

02umDA T4 7 4 Z—Z W, 1RRENT TRIEFEET 2,

(202244 H FH1hR)
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8.1 Pregnancy

Risk Summary

There are no available data on the use of VYVGART during pregnancy. There is no evidence of
adverse developmental outcomes following the administration of VYVGART at up to 100
mg/kg/day in rats and rabbits (see Data).

The background rate of major birth defects and miscarriage in the indicated population is
unknown. In the U.S. general population, the estimated background rate of major birth defects
and miscarriage in clinically recognized pregnancies is 2% to 4% and 15% to 20%, respectively.

Clinical Considerations

Fetal/Neonatal Adverse Reactions

Monoclonal antibodies are increasingly transported across the placenta as pregnancy
progresses, with the largest amount transferred during the third trimester. Therefore,
efgartigimod alfa-fcab may be transmitted from the mother to the developing fetus.

As VYVGART is expected to reduce maternal IgG antibody levels, reduction in passive
protection to the newborn is anticipated. Risk and benefits should be considered prior to
administering live or live-attenuated vaccines to infants exposed to VYVGART in utero [see
Warnings and Precautions (5.1)].

Data
Animal Data

Intravenous administration of efgartigimod alfa-fcab (0, 30, or 100 mg/kg/day) to pregnant rats
and rabbits throughout organogenesis resulted in no adverse effects on embryofetal
development in either species. The doses tested are 3 and 10 times the recommended human
dose (RHD) of 10 mg/kg, on a body weight (mg/kg) basis.

Intravenous administration of efgartigimod alfa-fcab (0, 30, or 100 mg/kg/day) to rats throughout
gestation and lactation resulted in no adverse effects on pre- or postnatal development. The
doses tested are 3 and 10 times the recommended human dose (RHD) of 10 mg/kg, on a body
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weight (mg/kg) basis.
8.2 Lactation

Risk Summary

There is no information regarding the presence of efgartigimod alfa-fcab in human milk, the effects
on the breastfed infant, or the effects on milk production. Maternal IgG is known to be present in
human milk.

The developmental and health benefits of breastfeeding should be considered along with the
mother’s clinical need for VYVGART and any potential adverse effects on the breastfed infant from
VYVGART or from the underlying maternal condition.

(202244 H FH1HR)
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8.4 Pediatric Use
Safety and effectiveness in pediatric patients have not been established.

(202244 H FH1hR)



XII. &

1. FRHF - REXEICEL TEREKHZT S I2H> TOSEER
(1) ¥t
Y LR

(2) FRiE - BAEAMRURERSF1—T0EAS
BARAR

2. ZTOOBEEER
EBMO Y R 7 F/AMETEENZ B3 5 &4 -
- EIREEE T EM @EE/EHTAR)
c BE TG ERIEIEM (U4 7 — beZ & ESNDTT~)

TN =) AT NUBRASE ERERERITHERY A R httpsi//www.argenx.jp/hep



JP-VJP-22-00226
(2022F5R1FRL )



	表紙
	目 次
	Ⅰ．概要に関する項目
	１．開発の経緯
	２．製品の治療学的特性
	３．製品の製剤学的特性
	４．適正使用に関して周知すべき特性
	５．承認条件及び流通・使用上の制限事項
	（1）承認条件
	（2）流通・使用上の制限事項

	６．ＲＭＰの概要

	Ⅱ．名称に関する項目
	１．販売名
	（1）和名
	（2）洋名
	（3）名称の由来

	２．一般名
	（1）和名（命名法）
	（2）洋名（命名法）
	（3）ステム

	３．構造式又は示性式
	４．分子式及び分子量
	５．化学名（命名法）又は本質
	６．慣用名、別名、略号、記号番号

	Ⅲ．有効成分に関する項目
	１．物理化学的性質
	（1）外観・性状
	（2）溶解性
	（3）吸湿性
	（4）融点（分解点）、沸点、凝固点
	（5）酸塩基解離定数
	（6）分配係数
	（7）その他の主な示性値

	２．有効成分の各種条件下における安定性
	３．有効成分の確認試験法、定量法

	Ⅳ．製剤に関する項目
	１．剤形
	（1）剤形の区別
	（2）製剤の外観及び性状
	（3）識別コード
	（4）製剤の物性
	（5）その他

	２．製剤の組成
	（1）有効成分（活性成分）の含量及び添加剤
	（2）電解質等の濃度
	（3）熱量

	３．添付溶解液の組成及び容量
	４．力価
	５．混入する可能性のある夾雑物
	６．製剤の各種条件下における安定性
	７．調製法及び溶解後の安定性
	８．他剤との配合変化（物理化学的変化）
	９．溶出性
	10．容器・包装
	（1）注意が必要な容器・包装、外観が特殊な容器・包装に関する情報
	（2）包装
	（3）予備容量
	（4）容器の材質

	11．別途提供される資材類
	12．その他

	Ⅴ．治療に関する項目
	１．効能又は効果
	２．効能又は効果に関連する注意
	３．用法及び用量
	（1）用法及び用量の解説
	（2）用法及び用量の設定経緯・根拠

	４．用法及び用量に関連する注意
	５．臨床成績
	（1）臨床データパッケージ
	（2）臨床薬理試験
	（3）用量反応探索試験
	（4）検証的試験
	1）有効性検証試験
	2）安全性試験


	（5）患者・病態別試験
	（6）治療的使用
	1）使用成績調査（一般使用成績調査、特定使用成績調査、使用成績比較調査）、製造販売後データベース調査、製造販売後臨床試験の内容
	2）承認条件として実施予定の内容又は実施した調査・試験の概要

	（7）その他

	Ⅵ．薬効薬理に関する項目
	１．薬理学的に関連ある化合物又は化合物群
	２．薬理作用
	（1）作用部位・作用機序
	（2）薬効を裏付ける試験成績
	（3）作用発現時間・持続時間


	Ⅶ．薬物動態に関する項目
	１．血中濃度の推移
	（1）治療上有効な血中濃度
	（2）臨床試験で確認された血中濃度
	（3）中毒域
	（4）食事・併用薬の影響

	２．薬物速度論的パラメータ
	（1）解析方法
	（2）吸収速度定数
	（3）消失速度定数
	（4）クリアランス
	（5）分布容積
	（6）その他

	３．母集団（ポピュレーション）解析
	（1）解析方法
	（2）パラメータ変動要因

	４．吸収
	５．分布
	（1）血液－脳関門通過性
	（2）血液－胎盤関門通過性
	（3）乳汁への移行性
	（4）髄液への移行性
	（5）その他の組織への移行性
	（6）血漿蛋白結合率

	６．代謝
	（1）代謝部位及び代謝経路
	（2）代謝に関与する酵素（CYP等）の分子種、寄与率
	（3）初回通過効果の有無及びその割合
	（4）代謝物の活性の有無及び活性比、存在比率

	７．排泄
	８．トランスポーターに関する情報
	９．透析等による除去率
	10．特定の背景を有する患者
	11．その他

	Ⅷ．安全性（使用上の注意等）に関する項目
	１．警告内容とその理由
	２．禁忌内容とその理由
	３．効能又は効果に関連する注意とその理由
	４．用法及び用量に関連する注意とその理由
	５．重要な基本的注意とその理由
	６．特定の背景を有する患者に関する注意
	（1）合併症・既往歴等のある患者
	（2）腎機能障害患者
	（3）肝機能障害患者
	（4）生殖能を有する者
	（5）妊婦
	（6）授乳婦
	（7）小児等
	（8）高齢者

	７．相互作用
	（1）併用禁忌とその理由
	（2）併用注意とその理由

	８．副作用
	（1）重大な副作用と初期症状
	（2）その他の副作用

	９．臨床検査結果に及ぼす影響
	10．過量投与
	11．適用上の注意
	12．その他の注意
	（1）臨床使用に基づく情報
	（2）非臨床試験に基づく情報


	Ⅸ．非臨床試験に関する項目
	１．薬理試験
	（1）薬効薬理試験
	（2）安全性薬理試験
	（3）その他の薬理試験

	２．毒性試験
	（1）単回投与毒性試験
	（2）反復投与毒性試験
	（3）遺伝毒性試験
	（4）がん原性試験
	（5）生殖発生毒性試験
	（6）局所刺激性試験
	（7）その他の特殊毒性


	Ⅹ．管理的事項に関する項目
	１．規制区分
	２．有効期間
	３．包装状態での貯法
	４．取扱い上の注意
	５．患者向け資材
	６．同一成分・同効薬
	７．国際誕生年月日
	８．製造販売承認年月日及び承認番号、薬価基準収載年月日、販売開始年月日
	９．効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	10．再審査結果、再評価結果公表年月日及びその内容
	11．再審査期間
	12．投薬期間制限に関する情報
	13．各種コード
	14．保険給付上の注意

	ⅩⅠ．文献
	１．引用文献
	２．その他の参考文献

	ⅩⅡ．参考資料
	１．主な外国での発売状況
	２．海外における臨床支援情報

	ⅩⅢ．備考
	１．調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	（1）粉砕
	（2）崩壊・懸濁性及び経管投与チューブの通過性
	２．その他の関連資料




