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17— NerUEEEEA00ME (—i% % : TOHNFFER 7L 77 (&I
FHZ) . AT D1 7H—he) @NLF—Dargenx BVAREFELZEN
HBE707)>G(1gG) TOFCTZT AV NDUZEAXRTHY). BIRMFCE
&K (FCRn) EOFFIMZIBERIEBHEZBNE L THEZITLE U,
NEMHIEGDFCRN\DIEEZRGRET B EICk>T. ARMIgGDY
17N ZRELT. IgGHR(BEL . IgGECSTAZ=STMTIgG
IRETRDSEETO,

argenx BVIZtHFRHICVr TH—ReZRFELTHY. 2021F12A8(C1F
KET. 2022F88ICFMMTHEIRZESLELZ,
2018F8AKXWHAAGSIU -2 BEEEMEIE (gVG) EEZTR
EUEFHERESEMER SR (ARGX-113-1704) XU 2019FE38HNS5FD
i S8R (ARGX-113-1705) 2ERfELE Uz, ZDRR. V1T7H—
ReDBEMNMERUREMNREISN. [2BREEMHEIIE (XRTO1RE
XA T O7 RIS OB EER A+ C R U WISEICRS) ] 231
BEN(FZNREL T, 2022F1A20BICRERFEARBZIELE L. F
oo D17 —belF2020F6H5HICEMGICN T 2/ MERAERERD
EE (EEES | (R2E)$4675) 2R T TVET,

E5(C0 2019F 1 2HKWBRAESIUIc— RIS 14 I/ iR AME
FBEEZRREUV-EREHEESENERER (ARGX-113-1801) XU20204
6B HS5Z DR SHER (ARGX-113-1803) 2X=ELELI. ZDIER.
17— ReDBEMMERVREMNEREISN. BRI/ RRIAME
BHR] ZENDMEEX (FXRELT. 2024F3826HICHKEEEIED
—EFHEEREEUSUE LU, Fo. J1r7H—held2022812816HIC
[MEMERFRME I/ WA SRDER ] (LRI 2 FBMERAEERRDIEE (18
EES  (RAE)ES545) 2T TVET,

¥ AFOBMER O L2 MEF—RIEFER M MREMNERE CHVTRSNEN . FHIDRIREIZIRICHTD
RERIG. BEESBRENMEET DERICHEL . BRI FEMEI/ WS ERBLR (1B MEITP) | &2,



8E

<EfERAEEIIE>

SEAEIIE (MQ) (. BALGECREEBRO—ETHY . MREGEHOE
MEREIFNETDHRRMEDIGCHNET 2ZENHSNTNLET 9, IgGH
CIARDORNE R MRIEGEBDBMERIC(E. E(C 7EFLIVRER
(AChR). FiENZEAEFOS > FF—€ (MuSK). REBEEURT> /T
BZBAEEY > /NVTES (LRPA) BERHNET . DAEDMGERAEDKI80~
85% D ITTAChRIVAIZ T, A TIMUSKIAFZIETT ), FKDE%HS
T#%(F. LWhipD. double seronegative MG (DS-MG) E3ESN. BRED
BOEDITRHEREM TOFAChRIAGHHEESNBZ LD 5250 (E. KA
DECHAICEVREET206DNZTENTLET, 2018FOL2ERFZRHEICK
&, HREADOMGEE#(F29,210A. BREFAO10HADIZI23.1 A
EHESNTVET Y, THRS0FERBEDREERE (TEEHR) ST
FTFE#E23,260 A TLIE, &5, MGIFEEANHE TV SEEECKVERA
R O2HCKBISNETA. RBEFHOAHE T ASNBRHEMGH
2EDK20%EFHRESNTHN >0 EROgMGCDEESHIEAEDE0%IZE.
18,000~24,000 \FBEEHEESNTVET,

<FFFEMEI) WRIRIAME SR B e >

ek, BATESF MM/ WA EEBER (idiopathic thrombocytopenic
purpura: ITP) EVWDEIFT. REPEREENESH TR VERIEIRE
WEELTERSNTEE UL, FE. FWEOBAANETICDON. FEL T
INARFUAIC L DECREBRB CHIENPESNIBO>TEITH. £
EDQHEMIFRERIEWVER B EIBNTENS, BN TF. REEMIR
HAME (immune thrombocytopenia: ITP) DZFAE KL DDEHET 719,
&5I(20 International Working Group (IWG) [CXBEER TlE. TEmEARIC
KVFTRREEHT (BMIDS3NBERME) . Kt G2iH53~1208) ROEM (2
KA 120 8i8) (oSNNS HRIBIRE>Y—CRFELTHS6HAMA
(CMAMREAIERICEERT 2 [ &0 6 1AM EMIMEA D Rt T D [18
MR (CHRELTVWET . FRE30FEREERERGEILMTERL16.724
ATH FREDIFRFERIT10BADIZN 216 AEHETESNTVET Y,




4 T H— beDBFE

SR BIE AR/

1

FCRNZIZENET BDFCT ST AN THY) . ARMEIgGDFCRI\DIEEZFREEET D ET.
IgGRRZ(BEL. IgGECHRZSTMPIgGCREZ A SEET, P.738H

MEY 1 7L OMG-ADLL ZAR> T —* DEIG (FEFHHIER) (3. FTAChRFUARG4EE
Tld. ToEREF29.7%EHE L. T17H—ReBETO7. 7% EMETERICHERICEVLVER
TUE[F Y XL (95%(E5EX ) :4.95(2.21,11.53) . P<0.0001 (O A7y 7 EIEHH) ]
(REEMBERITIER) . /o, 245%M GTAChRIABZ R UIREEE) OPEY 1 7LD
MG-ADLLRR> S —DEIGE. TIEREI73I%EHBUTI1rT7H—ReBET67.9%&
RETZMICBRICEVER U [AHy XL (95%E3EXH):3.70(1.85,7.58) . P<0.0001
(OPRTry7@RDH) 1o P.15,16808
X1 FHATIINIRECHITHERERKLRSHS 1 EE%E TICMyasthenia Gravis Activities of
Daily Living (MG-ADL) #8ROA7AHEZH A T IARSDN—R T4 2 EERT2RM ERA L. HD
ZORASHERL THEBL RSNz EE

MO 1 7L OQMGL AR —2DEG(F. FIAChRIIAFBHEE TR, T RE

14.1%. 1 7H—NeB¥63. 1 %EMETFENICHEICEVERTHY [y XL (95%EFEX

fE) : 10.84 (4.18,31.20). P<0.0001 (O RATFrv7@EsH#) 1. £4ER HTACHhRYT

ABFHERUEMERE) (CBVWTIEE. TS5REE19.3%. T17H—R8860.7%TL [A VX

Lt (95 %IEFEXRT) : 7.10(3.24,16.49)1, P.15,1788

X2 1 BHAUINESICHETHERERKIRSHSHEB%FE TICQuantitative Myasthenia Gravis
(QMQ) ROT7HHEZT 1 I INARSDR—=R T HE3mE ERA L. D DZDiFA I EREL T
ABRELL RS nicBE

RIgGEE(F. FERSEHISETUIES. FEY17)ILDOWeek 4 (Ri&%51:8E#E) T
(E. $961% (FEHEE)FmALELE, P.238M

. RAICE1E10mg/kgs BRI 4B BREH T B ELET. ChETHT
INELT, BEEEIRLET.

SAGEWERELT. BRE (gGVGEET6.8% : HikEE. LIRERN. 17 I HE).
avg. 7FH7145%¥— (BBEAREE). Infusion reaction BEEARER) NtCCdENHY)
£,

FHEEREL T SRESINTLET,
EFESNIERAXEDRIERANVIRABENDZ LM DRERE CSRES L,



FCRNZIRNET BFCTS T AN THY) ARMEIEGGOFRN\DIEEZREAET S E T,
IgGHR=EREL. 1gGECHAZSMPIgGREZ B IEET. P.7380%

B MRS A RO SNEIBHITPEREENEIG (X, TS EREDS5.0%EhEL
TI17H—FeBEN21.8%EMETEHIICHERICEWERTLE (P=0.0316. Cochran-
Mantel-HaenszeW&7E : @fAIP{E) (FEZEHHIER. #REIMGETER) . /. [TPRLEE
D VYFRIITRLEE. MOVRRIF O ZEERIEEIE (TPO-RA) AAELRE DRI
ESNZBEESADBIEFRERT. BEERICHDDST V1 7H—NBEDBEMNMHEDN R
ShEU, P.44,458878

%31 19~24BN6LINOXFEDDOE4EL_ETIM/IWRES0,000/ UL 2R

T4 7 H—ReBE TR RN IR S8 1 EBE®R A SIBILIEs. ARIEZEL T/ W
HOBIIREFFH T BN TREINELL, P.5088

TRIEGREE. V1 7H—haDYIOIR SO SIE UGS, B1LIDRSHEET. 4BELFE(C
N=RFT1UHEK60%FIU. 17 H—heDIRSEIEP(IHI60% DIFNRE ZHITUE
L7z, P.78,7988

. BACE1E10mg/kgE 1 BI(E28(C 1 1 BRIA T T 75— EsmEL
7. B1EESTEIAL. B5RA%ABLIE MRS DI RER CR D= 2B1210
BS(CRT B ENTEET,

(o)) Ul W

EALEIERAEL T, BRAE (IBMITPEEZ T1.6% : QAR RIS, FTUERE).
2avd. 7F745%>— BEEARER). Infusion reaction BEERER) NEEZ BT EH )
x99,

FHREWERELTEEIHRESNTULETD,
EFLSNTERENEDOBHEAMNURRMBENDZEMHNIERE CSRES L,




[(BERZECIRBEFERIE. EFLINIERIMIEDWETICEF T TBRLIEE L,

FRIER (RS v IA U T4 A—3)

2.

*2024F3AMETEF AN (FR. MEEELE. FIEEE) (CEDEER

P

INION

2’1‘1‘

BB (ROBEICBIZELENIE)
FEIDRDEX UBBAE DRI ERE D5 5FE

3.2

fHR - IR

fHRY
AETN17)L(20.0mL) RICRDE D ZZE T B

5%s) nE
BT ITAIFFER FILT7 (BLFHEER) 400mg
EEH UVBE KRNI L—KFDHY) 22mg
TBEA FKUVB—KRTRID L 48mg
HoR{LA| -7 I 1gEIE 632mg
FEVEME] RUYVILR—K80 4mg
FEF. FrIZ—XNLRY—IIRMRZAVTRESNS,

KAIDMER

Re~MEEeDBANSENCHBULR

pH 6.5~6.9

RBELL 1.6~1.8 HEERIGHL)

FHEN (F3NR
O2BWBEHRNE (A7 0 RAIZER7 01 RALAORBMFFA -+ ED LBV EEIRS)
ONBERFERE I AR S

WREIRRICETET B FR

(BT MR S

LTOBET. BEATRSTSORFOBRESEC. FRORSMEIHNSNBEERETEL,
BRI THALHRAESNEVES . LB 55 5NHHE

MRS, BRIRERD S THIIUATABEER SNBIEE

RENURE

(ZRREEEIE)

BE. RACRI7ALFFER 7L77 EEFHEEZ) UTIE10mg/kez BRIRRCAO BN+ TRE
BIT5, cNEIHIIILELT. BEERET,

(ISR /) RIRIA 2R DR

BE. BACRI7ALFEER 777 BETFHEIEZ) ELTIE10mg/kgaB1ERIE2BIC1E18EA T
ST B, B1ERS5TEL. B5REE ARSI/ REROIEFRER CR 3= 28I 1 IR 5ICHETT 3
CENTES,




7. HERUHAEICEETSER

(2R BVETERFEEIE)

7.1 RUAILVBESOLHEMRE. BRERFCEDE. T s, [17.1.1. 17.1.288]

7.2 FEZER5IZHEIC. USHOEBBHICKVESHENLRICE. H5HUHEDLIRSEHNSIBLUATHNEZD
FRTIREZTL. TOREBHSHAUHEDEHICIRSTEII L, HENUHEDIRSENSIHZBITLNE
‘BE5EY. ROHESDPUHEDIEBITIRST B E,

(BRI RIRA 2R DR

7.3  FRIFEE LAER/IRORSEETERT I L,

7.4 #BSHBERASEEXEMIMREARET SETIIMMIWREZE1@AEL. ZORBM/IMRESRITAR U ERAREER (SN
CTEHNICAIET D&,

7.5 #5EEIF. TRZSROL. MIRBRIGNROIEFRERICEDEHETT 5 &, [8.3808]
M/ RER REiAE
30,000/uLsKimElcizoreims 2B([C1E%5 0BG, BIORSICEET D,
. e i 22BI1ERE5DHE. BEEOREICIGUTCEIERSICEET S
30,000/uLEL_E100,000/uLKiEB CRELCIBE CeREET .
100,000/uLl L CRELIEGES B1O&S5DEE. 2BIC1ORSICEE I 2,

KE5ZDHT D, M/IMREUAIEZ L. [M/)\4k#150,000/uL
UTRETHALUIES, FEIRSZ2BIC1 D THERT %.

7.6 1HSHBEESERNICIVIWEZSHEL. R ESXGHM) X720 302273 L AL ORI OEN A
HFTERVEEZISNZGEICE. ELELERESRBR1 2BETICHAANS ORI ZRFITI L, Feo Z0%
HSEHNICTIRSMBEOESICOVTRIIL. 4BRERL THRRL NI QIR RO SNEVIZEICE. BR
E/RSE#MELEWVC . [17.1.388]

400,000/uLLl EIGEL=5E

8. EELEFNIER

(hHETE)

8.1 HFEIDKE(CKN. MPIGEGREMETL. BREENELDINIRILTEIHEENNHD. AFIDEEABFRUEE
BTREBEHNCMRREZITOIRE. BEOREZ+HICHRRIDE, T, BRPEOCBMBERTIRL. BE
PEROENIIZEICIF. RN CEBEBEICHENT 2L OBHECIEBI B E.[9.1.1. 11.1.1. 16.8.18H]

(B MR 2R B )

8.2 AFElF. MBERBDEEICTHEERER DEMNDOETHERAT S &,

8.3 [M/VREDIBINCHL. MAREN (FMITREDURTMIENT DO REMN HBENS. BRZETDITTL. BE
NERDONIIGEIFBEYBNBEZITI &, [7.588]

9. BHENEREAIIEBEICHTIER
9.1 GHIE - IEEZF0OHIEE
(RhHETLE)
9.1.1 BYENHZHEE
RPEZEHL TV RIHEEF. BRPEDEGEEZEBETEIE. BMEMERITIHTNNHD. [8.1. 11.1.188]
9.1.2 FRVTLAX+IT7DERE
FXRIMNAFT)T7 DEBREICAREIRSTBHE3. FREREECHERVINVAY-H—DEZI IV TETIE
&L BEFFRIM N ZADBEEHEPCEFFR DB EDBIRCIEERDREIRISER T 5 &,
(I8 MR I /)RR M 2R B
9.1.3 MREN FMITSAENEREEEZHITHEE

MEEREN HSONZIBENHIH D, MIEX SMIREREDEERECZEREZHE T 2EETWRE U MR ER(T
FHELTULVEL,




&= 0
Eaquln

%R

9.2

BiERERE
AEOMFREN LRITEHEZNNHD. BH. EE (eGFRA30mL/min/1.73m2KiE) D&

BWERU RSN EIERE U BRRAERIREL TLVaL, [16.6.1588]

REfEEENRELEE

IR IEIRL TV BT REE D H 3L EICITEE LOERIENBIRIEZ L OB E SN BIBEICHOMES T E,.
IgGHRIZREBBIHN GBI ENHENTLD, FEINKRSEZTEENSOEERICHEVOTE. BROURTH

BRLOERURUBARBENERNZZEREL. RADREXEPILZIRETTE L. REIDEMITHADEITE

9.5 W
BEBTEMNBBLD. £IIFRIHBETIF > 2 EET SRIHIBNLETH S,
9.6 1AM
TATHBH. ENMgGRIATRICBITIBEAENT LS,
9.7 INR
INRSENREUEEFREREEHL T A,
10. #HEEH
102 HREEGAICIETSCL)

FEl&E

ERARIEIR - HEESE

#&FF - ElRRT

A@EIOTUVER GRUTFL Y
JUD—=)VABA GBI 07U V)

el (C5) /70— LG RE]
(TOURRT (ELFHEBRR). 57
VXX T (ELFHEBRR))

INSOEAFDEENRNETZI S
OJREMEN' D Do
INSOEFCKDBEZHIBTD
BG. FEOYATILIRSICHITS
RRESNS2EB®BLUFICIRS T
BTENEFRLL,

FEINTNSDEAIDMPREZE
TEERTREMN B D,

MFCRNE /70— FILinAEE (O
HUFI AT (EBIEFHEIRR))

AR XIEHFCRNE/2O—F )L
FREOBENRIETS I 208
TSR
JFCRNE/7O—FILHFEREIC
LB BEZRBT DHE. FHIOD
YA IIERSICHITIREESNS
2BBBLEICIRS T HIENER
L

KEIZZOFCRNICHES T 2EF D
M RENME T I 508N 5.

MRS bESA FEDEEDNRNBIE T DTN | FHICKDBEDICHTIDEIC
o2, HAEEEITDIENE KIAXFDMPEEZETFIESDT
EJUIAR BEMEN DD,

EDIFURUFHEDIF Y FANCLDBEPOEREREAE(TDC | £DI7FUNIFSFFETIFUICED

ENEFLLY,
BRENUNERBSIFAREIZSEED
DR EBHABRBRIE TICEET DT
ENEFLL,
FHICKDBEPOHE. RERS
WS2LBEEICOIF V7RSI S
TENEFRLLY,

REERRDOUAITNMERTBEZ
nn'es.

EDIFURUSEEEDTIF VIS
DITF

DOF YV DMRIEIS I BTTREMHEN
B3,

AENOEREREICKY., DIFVIC
W BRBILENEOSNRNTTEEN
AN




11.

11.1
11.1.1

11.1.2
11.1.3

sIfEFA

ROEHEADN H5ONBIENHBIDTHRRZTH(TITL. EENRBOSNIFZEICFIRSEHIETRLREBEYE
WEZETIE,

EALEIER

RRLAE

TIRES. EREX. 1V 7NIFEORREILC I ENHD. BRMEFE BRI SFEHE/IERET6.8%.
SRR ERBEREBE T1.6%H#5NTZ, [8.1. 9.1.18H&]

2avg. PFI715%— (SEEFRA)

Infusion reaction ($8E7<EH)

EENRDONLISEICEFFDORSEEE TS, XER520IEL. BYGLBEITICE,

ZDfthOEHER

5~15%3i
EREE T STENEHEL
BipmEs 20, Bl
155, PEBIOCLEGHIE NEICKDEER
BRERIRE U/ SEREORIA . ST CPRRERIEND
—fR - EEBEESIUIRSEIDREE "5
RS S UBERE BB
S SO e 5




R

OO |8

14. BRLOEE

141 ZERRAREBFOER
14.1.1 TRICHVLVEBEBOHECEDIVT, BSICUEGN\I7IHRVBREERERDEZRET .
- BEHLVDERSE (MR =FFDHE (kg)®X10mg/kg (AEH 1=V DIF5E)
- REIDHEE (ML) =FFH V) DIR5E (mg) /20mg/mL (FEIDRE)
« RBENAT7IIE=FBIDHEE (ML) /20mLINT7ILDBEE)
- REGHREERIERDE
<{FEI6kgA TDIZE>
(100mMLX(F125mL) —&AE| DHEE (mL)
<{AE96kgZiBZDIHE>
125mL—AFIDHES (ML)
SE)FEN120kg%E B BI8E3120kgE L TEHET 3.
14.1.2 RARGE
(N ARFINT TN EHNBEHSHEEBDBEXIENCABUILB THIIEZBRICKVERTI L, BE
XETNBEEPHROOSNBGEEFERALEVCE. NT7LERIRELZW S,
(2) FHFEENICHRANZTOI .
Q)EEVIPRCEHES ZFERLT. BHGHONTT7ILEHSNEBEEZENTIREND. /N\17ILHOKRIE
BEEITIE,
(4) IREI S F=AE = 8K/ N7 IERANLICTE T .
B)BHUEENHREERIERZINATHRRL. HBEHA100mMLX(F125mLICERDEDICT B,
(6) BmRUIREANTZER/ YT ISERANERS T (o<W ERELSE. BRISEREULIECEZHERT 3.

142 FRHESBOIEE

14.2.1 EEHE(ITHRRLZE,

14.2.2 BSRICBRICEYNLBVHBRTIRET B,

14.2.3 FR02UMDAY T Z2TANI—MIWeA 2 T30 T4 LI —EAWT. HBIRLEER100mL (31 25mL% 165
MITRREREET 2. REICHBREERIBRTITVE2FZHRELENS. 28ZIR5T D,

14.2.4 FHNIBAFEEIZZANMLTLEW, FBIRUVICRIGHEPHICERL. FIRBABELAICREZT TSE3IE, PU%
BIREIZHGF. BFRULCRE2~8CT. SHEFTRETZENTERN . BESRICEFRUICRESE
BEHASHVEUVEATHREL TERICRI S,

14.2.5 FEF. WIZLESIUICRINRSTHEDEL. tDEHE - BIREFEEEGLEVIE,

15. Z0Ofh0E=

15.1 ERRERAICEDLER
(2 RBISTEREEIE)
ERHEESBMAERER (ARGX-113-1704) [LHEWVT. FENMRSENHRENAESNIZ83FNSE. FEICHTS
FUAN1761(20.5%) . PFIFUAD 66 (7.2%) (SERHENTZ2,
(S MRIRA 2R D)
ERHLESEMAERER (ARGX-113-1801) (CHWT. AFMRESEIN. FENRAIESNEZ8SHIDSE. FHICHTS
FUAH361(3.5%) . cPFIFUAA 161 (1.2%) (CFRHSNIZ2,

10



FOZHLR




iR IPRAYIE

SR BIE AR/
1. EFfHEESEMBEEER (ARGX-113-1704) 2227

22)# &R BB (ARGX-113-170458) GREREFFHHE R (CTD 2.7.6.4) (EFG90008)
23)1tNEH  ARGX-113-17045 5% (B1148) GRS EHEERD (CTD2.7.3.2.1) (EFG90016)
24)Howard JF Jr, et al.: Lancet Neurol. 2021; 20(7): 526-536.(EFG0O0001)
[CONAFER (FargenxttDZEDEEITONIZ, BB (CargenxttiWFEERL O H)ILI U MNIEEZHELU TV SENBTEND,
Ffz. BBCargenx it DHENZFEND,

25)HER : FEJF (REREFHEER) (CTD2.7.2.2.2) (EFG90006)
26) tNEF | BRI Rk E M GREREETEER (CTD2.7.2.3.3) (EFG90023)

27)HRER  BARAEHABADENZOLE (BNHEEER (ARGX-113-170478) . SEARYENRE/ FIIZHEAT.
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TH50%%EBRTVSERE
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* MG-ADLESZ I 7B FEATD A TIARSDR—Z 51 VTR U T 2R U EDFANRHSNENES
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3. MAChRHARZ I BE D BRIAB T (Day 126%FT) (CMG-ADLEER 7 CHRARRICEED HDT8E (CMI) *3H
BHSNIZHEDEIS

4. FIAChREUARS LR E DO 1 7L DEBRERIIRS D 1EBERN SROY 1IN It T 2B HEICEHTH5F T
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5. FIAChRETIFIZEZBE DFITH 1 7L DREEAMG-ADLL AR > 5 —*DEIG
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- MAChRIMARMEZZEOYIEH 1 7L OQMGL AR T —DEIE
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- MIAChRTUARZMEEZRE OHIE T 1 7L OQMGHE X 7

- FIAChRIT{ARZ BB DOAIEH 1 7)L?D15-Item Quality of Life Scale for Myasthenia Gravis (revised version)
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CMIZRUIEHIBDOBIE . 8K (55 AMEER) RUBTAIILDOR—ZAS1 VEOHBRADT7EHEEE U HDE
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FRIRAIE

(8B 53 SEEIREHR]

UTFICRIBERHA @Y 1 7 ILOMG-ADLL AR —DEIGICS X 2R EE5HT I 2725 BB ST ERMELL:
MAChRIVFAFIRINR (F14/I21) . NMEBEFA/ANEN) . HAgMGEERE GEAT O1 Rt R ilfE ) /&U) |
N—RZ51 > DOMG-ADLEER 7 (5~753/8~9/ 105U L) RUSEEST 1 7L #.

[Znfth]
BEERESTINTONTFIERICH U TIIEEDTMREER T .

2{FEE HIAChRIUAS SRR

4 TH— et FStRE 4 TH— et TSR
(n=84) (n=83) (n=65) (n=64)

Fio (). T (RERE) 45.9(14.4) 48.2(15.0) 44.7(15.0) 49.2(15.5)
MR BIE(%) goycd 63(75%) 55(66%) 46(71%) 40(63%)
Bt 21(25%) 28(34%) 19(29%) 24(38%)
NI, fI#(%) TIT N 9(11%) 7(8%) 7(11%) 4(6%)
BA PIUARTZAUAN 3(4%) 3(4%) 1(2%) 3(5%)
BA 69(82%) 72(87%) 54(83%) 56(88%)
Z Ot 3(4%) 1(1%) 3(5%) 1(2%)
SHTHS DA™ (). T (R 10.1(9.0) 8.8(7.6) 9.7(8.3) 8.9(8.2)
MGFAS$E*1, i 34(40%) 31(37%) 28(43%) 25(39%)
e i 47(56%) 49(59%) 35(54%) 36(56%)
Y 3(4%) 3(4%) 2(3%) 3(5%)
FRRRIEPRITIER ). % (%) 59(70%) 36(43%) 45(69%) 30(47%)
TAChRITARBIE. B1%5(%) 65(77%) 64(77%) 65(100%) 64(100%)
TIMUSKHTARZ . B1£5 (%) 3(4%) 3(4%) 0 0
TTAChRIUAR OHIMUSKIUABRIE, 125 (%) 16(19%) 16(19%) 0 0
MG-ADLEZ 7, S5 (1 fR %) 9.2(2.6) 8.8(2.3) 9.0(2.5) 8.6(2.1)
QMGHZI7. g (1B fRE) 16.2(5.0) 15.5(4.6) 16.0(5.1) 15.2(4.4)
MGCHRI7, T (1B fR=) 18.8(6.1) 18.3(5.5) 18.6(6.1) 18.1(5.2)
MG-QoL15rf8 207, Fi5 (IB%ERE) 16.1(6.4) 16.8(5.7) 15.7(6.3) 16.6(5.5)
D EDT1BIDIERT O RIEFRIHIBESRIERE. 514 (%) 62(74%) 57(69%) 47(72%) 43(67%)
MGITHFBRN—2 ROBBEERTOAR 60(71%) 67(81%) 46(71%) 51(80%)
SA VBE,
B (%) FERT O RiEsurziliIFl 51(61%) 51(61%) 40(62%) 37(58%)
ROBIBEEZTOA RRD 43(51%) 44(53%) 34(52%) 31(48%)

FERT O Rise A DO F A

ROBBEBRTOARXE 16(19%) 7(8%) 13(20%) 6(9%)
IERT O RiEseHA DAL

1 : MGFADFEDFMIEP.31 IMGERND TS 2% (MGFAZE) | 1R

2 N=2F VERIZT) Y IRTS—EEEE. ROFBRERT O NRU/XEIERT O REREIIHERF] (FHFA4 U2 ANLFH =R 270K 970U AR,
X071/ -VEBRETIFINI ROV TORRT7INY RS, T:MGOBRICHU. FFHRERTHD.

MGC : Myasthenia Gravis Composite
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MMRM : Mixed Model Repeated Measures
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MAChRIUFEZEEZEDOHIE Y 17 L OMG-QoL15rf AT 7##8
MAChRAGBIEZEDPEY 1 7L OMG-QoL1 5 I 7 #BIF FRINE TLT.

B MG-QoL15rf8 2 0788 (IAChRIUFS £ 5 E)

* P<0.05
(BB LDOPE MMRMEEHT, HZE R—X5AV1fE)
OB HRAESE

A

MG-QoL15rA a7 DIHIZ{LE
|
o
I

—— D TJH—beEf (N=65)
—— FSERE (n=64)
—9 *
T T T T T T T T T
0 1 2 3 4 5 6 7 8 10 G&)

OS5 % ERE

MMRM : Mixed Model Repeated Measures

W17 AR

B A TN D1 T H— MR SN SRD Y1 7 I SHBIETORE (17 L) OhRE (E8H) 371745 —
NeB¥ T7.318BR (5.3~23.4:8/) TU.
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[FESHE]
(1) BIgGEEZE(LRDHR (ZIFKE) >
EHLINIHIBHIgCREELEORBE. FEOEITULE,

B 7L RIEERFIBIN—Z 51 > DS DEIgGREZE LR (2 FEE)

Cycle 1

(%)
O —

=

R

:

T

5 —40

o0

gfg
—— U TJH—hoBE
—— FSuRE

—60 OB TAERE

Cycle 2

—— U TH—beE
—— SR
HIEHIRAERZE

ORS5 %R

T T T T T T T
6 8 10 12 14 16 18(H)

D4T7H—bheBE (N)  8481818079818081 72 37 24 22 19 636262605861565957 51 10 4
TSRS (n) 7982828078817978 74 24 22 21 17 575556565555555654 50 11 6
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(2) #BIgGREZE(LE DR (MAChRIIFIZEESE) >
AL BIREBRBRN—R 51 Do DRIgGEER(LRDHBE TROEB TLE. KIgGREFYORSENSETL
1aH. ZEROFDFWeek 4 (RIS 1EBR) ICRKITEL. Cycle 1. Cycle 2TZFNZFN—61.3%. —60.9% (F3
B) Tz,

0 17 VRIEHEBRBRIBRN—Z 512 H S D#EIgGRER LRHER HAChRIFEIEERE)

-

HlgGREZ(LE

—20 -

—40

—60 -

Cycle 1

—— U JH—heBE
—— SSuRE
OB ARAERE

Cycle 2

—— OBt
—— SSuRE
OB RS E

4T H—beEE ()
TSERE (n)

8 10 12 14 16 18

oRS&ERE

6563636361636263 54 25 16 15 12
6063636159626059 56 16 16 15 13
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(3) MAChRUAREZ(LE DR MAChRIFEZIEEE) 2>
T 7RISR RN —Z 51 > HSDHAChRIIFEEZEROHR I TEOB Tliz. HIAChRIUABEZ(LED
A EWeek 4 (R#&1R51:8A%) (CRKAISEL. Cycle 1. Cycle 2TZNZN—57.6%. —58.2% (Fi4fE) TL=,

B 17 L RIEHERRIBIIN—2 51 > H S DHAChRIIFREZ(LRHER IAChRIFZIEERE)

(%) Cycle 1
40

Cycle 2

—— U TH—NeEE
—— FSUREE
HOE AR =

—— (T H—NeEE
—— FSUMRE
OB RAERE

AAChRITFREZ LR

—40 4

—80 - 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(B)

ERS&EE

6463636361636263 53 25 16 15 12 515050494649474646 43 7
6063636059626059 56 15 16 15 13 434243424241414240 39 7

D4 T7H—beEE (N)
FSEmE (n)

(4) #RIgGRENUIgGH 791 7T DFIE(LE HAChRFUAIS 4 HE) 27
Week 4 (#1525 1:8R%) TOY17LBIEBRBIEIN—Z 51 > H S DRIgGRERDIgGH 791 T OFIZ(LE (i
AChRYIAIBIEEE) [ FEEDiE TU.

B 7L RIEHERRIBIIN—Z 51 > DS DEIgGRENUIgGH 791 T DIIE( LR (HAChREFZIEERE . Week 4)

n 9 (IR4EERE) n T (IREERE) T (IREER=E) T (IREEERE)
818G 6 —61.5%(2.75) 5 —64.5%(5.49) 57 —61.3%(0.98) 41 —60.5%(1.32)
lgG1 6 —67.1%(2.50) 2 —64.9%(1.25) 56 —67.6%(1.04) 41 —62.0%(2.06)
lgG2 6 —61.4%(4.417) 5 —64.7%(3.65) 57 —59.4%(1.80) 42 —60.0%(2.73)
lgG3 6 —55.8%(3.05) 5 —64.3%(3.82) 57 —64.0%(1.28) 42 —61.0%(2.14)
lgG4 6 —41.9%(7.63) 5 —51.4%(4.30) 57 —53.1%(1.71) 42 —43.8%(4.24)
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(5) MG-ADLEEZ J7 D E(LER UV EIgGRERUHAChRAIFRE NDE(LR DHRE
(AChRHUARZERE) 20

T 7WEIMG-ADLEE A7 DE(LE. #HIgGRERUHAChRIVARE DREIFIIHB I TRO®E) TU.

B #1417 VEIMG-ADLIEZ 37 DE(LERUHRIgGRENUHAChRIFRE D Z{ LR HIAChRIUAIEEEE)

04
=
12
5
# —20+
&®
5
o
e
@]
<
=
D 404
X 40
1
A
9
hely

Cycle 1

— WigGRE
! MG-ADL#E X377
L -~ FACPRAEERE

Cycle 2

— RIgGRE

MG-ADLEE R 377
MAChRIUFEE

BEZLCYLEHIAV-OW

WIgGEE (n)
MG-ADLEEZ 7 (n)
TAChRITEEE (n)

65 63 63 63 6]
65 65 64 63 61
64 63 63 63 06l

[SelsiE] 20

BRERSICHESRSENEYIE (ADA) BB AN LR 2 HSADABENBEDEIGF. 17 —NET836l
th1761 (20.5%) TUTz. JBREZRSHIODITARGSE/IRECHADEST . BRERSEICHINAZETHOLEED
BB D1 7H— B T83BI6H (7.2%) TLTzo

63 62 63
63 62 63
63 62 63

10 0 1
PERSEEE
54 51 50
54 51 51
53 51 50
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50 49 46 49
51 50 47 49
50 49 46 49

47 48 45
47 48 46
47 46 46
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FRIRAIE

R {EEH
SRR T LBIBER

SERHAR CERREYIEIR SH SHERIE T TOHAR) OFIE (RERE) (3. V170 —hBT151.5(22.4)H. 7FtREs
T151.7(29.6) HTHY. BEEETEKRTLUL. MEREED. RASTII7LDBREDRSEZ(TEUIZ. F17ILE
CEDBEREV1TH—NEETIHATIUN21BI. 251 TUA566I. 3B TUA7HI. FSERBETIHATILH 26651,
291 TIWH546l. 3HATILHA3BITLL,

TRNTOBEEER (2A%KH)

PREHICHTIEEBRIEV1 T7H—MEET84ABIH65H (77.4%) . TS5 REET83FIh7061 (84.3%) IZERHESNFE LT,
FLEEER (BIRSHO10%L L)

FREEERIE. T1IH—NBETIITEREN 2441(28.6%) . LIRTEXNA1061(11.9%). ESHERRAI(10.7%). 5
TARECIIEREN 2361(27.7%) . _EIREERA1561(18.1%) . BOMU THAZH(10.8%) TLTz.

BELEESER

BELGHEERIE. Tr7H—NEETAH (4.8%) 4. TS TREET76(8.4%) 10(CERHESN. T 7 H—REETIEIT/N
RIBIE. ERERE. EESHBNIIE. SORNIB 1. TS ARBETEIEEHBDEN 2. ODEME. DEM. BE
FAREE. FRERE. MBICXL3ER. BtEEs. SHIFEE. SEHEIEY)—EHS1HTUE
BEQEHCESEEER

BERIFCESIEAEERIE. V1 7H—MBET36(3.6%) 7. TS AREET3H(3.6%) IEICERDSNELE. T 77—
NB¥ CIRII/IMRIBINE. BERRE. FERES. ERASMRE. BEMEIE. THREBIETEEERE. ®2. FotuRE
TROEME. BHIHELE. BEHBIETLE,.

FECICE-IEEER

AREERCIIFETHIFRHESNFLATU,

FTRTORFESR (2FEH)

D1 TH—baBE
(n=84)
B1£5(%) 51£5(%)
BEER 656  (77.4%) 7061 (84.3%)
BEEBEEER 4% (4.8%) Atk 781 (8.4%) 10
JEPIEICESLASER 3% (3.6%) 7 3% (3.6%) 3
RLICESIEBEER 0 0
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N IRTOERZEEOARBFENBTE TELRVEEER (2F5H)

D4 TH—beBF TStEihEE FStihEE
(n=84) (n=83) (n=83)
5115 (%) Bl (%) 1% (%) Bl (%)
FIRGIE (FIREK) 26(31.0) 22(26.5) HEREE 14(16.7) 12(14.5)
MRS ITVVINRES 1(1.2) 0 b 0 1(1.2)
V) RABA0AE 1(1.2) 0 SFENEDFL 1(1.2) 3(3.6)
EBLURBES 1(1.2) 0 Y 10(11.9) 10(12.0)
FRSEE 1(1.2) 0 HEEE 1(1.2) 0
IRfEE 3(3.6) 1(1.2) =R 2(2.4) 0
R A 2(2.4) 0 Freaf 1(1.2) 0
BRI 0 1(1.2) HEREE 0 1(1.2)
iR T 0 1(1.2) TEtHREE 0 1(1.2)
il 0 1(1.2) EELE 0 1(1.2)
IRARAERR 1(1.2) 0 [FIREs. MIZBE K UHithRIES 0 1(1.2)
BiEEE 4(4.8) 7(8.4) 25 0 1(1.2)
i1 1(1.2) 2(2.4) HESLUR MEREE 2(2.4) 3(3.6)
LREERRE 0 1(1.2) Jicvan 0 1(1.2)
T 1(1.2) 1(1.2) HIpE 1(1.2) 0
DR TR 1(1.2) 0 O 1(1.2) 0
ml=eES 0 1(1.2) Ei2> 0 1(1.2)
) 3(3.6) 5(6.0) FIBEMERZ 2 0 1(1.2)
1 1(1.2) 1(1.2) BER TR 2 0 1(1.2)
—fi% - SHEES LTRSS OIREE 3(3.6) 2(2.4) MEEE 1(1.2) 1(1.2)
I IRE 0 1(1.2) =MmE 1(1.2) 1(1.2)
i) 2(2.4) 0 MedDRA version 23.0
=LA IVEESE 0 1(1.2)
[Ear] 1(1.2) 0
RS SUFERE 3(3.6) 1(1.2)
IBIERI SRR 0 1(1.2)
A7) 1(1.2) 0
JTURREZ 1(1.2) 0
_IREER 0 1(1.2)
IREER 1(1.2) 0
BE. PEBICNESHIE 6(7.1) 2(2.4)
DB TR 1(1.2) 0
WBICKBDHEL 0 1(1.2)
INEICKDTETE 4(4.8) 1(1.2)
MEBICKDEIL 1(1.2) 1(1.2)
NBICLDER 1(1.2) 0
BRPRIRES 1(1.2) 0
U NERECR A 1(1.2) 0
BMERHUR A 1(1.2) 0
HERRBIURESHEERES 3(3.6) 2(2.4)
FhEEHE 0 1(1.2)
AhEIR 1(1.2) 0
BT 1(1.2) 0
e 1(1.2) 0
EBRE 1(1.2) 1(1.2)
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2. EEHAE IR 55ER (ARGX-113-1705) *
(ARGX-113-1704 D2 55 88) 32

32)AER  BMAEEER (ARGX-113-1705588) (KSREFFHEEH) (CTD 2.7.6.5) (EFG90009)

HAFRIEPTHY . CNETIC20NPRFBTEEBLELZ. HBROPE. T2UEROEDHEORBRS20EDPREEN (PRIFT2 : 20206 10888% 79Ny 78
EUIE (SR DV TEHEL. ENFRORERMEOERS 1 DE ORI (PRI 1 2020F4568%7 —9y A 7HE U [CE DV TEEHL TLET .

EMGEBEEHRICY 1 TH— N DREBRSHEN RS MRV BE M EHET 3
ERHEEMBRER (ARGX-113-1704) DitFiz S5k, REA. HEE. JESR. ZHERHEE (BN, KB, HF9.
o7, BA)

Xt Ed ARGX-113-1704(2S10L. i SHBRICBITUILgMGERE 13961 (BARA1061)

* ARGX-113-1704(CBHIUI- BE TAHBRICEITI B DBEEHELCEHL LB L :
—ARGX-113-1704DHEXEL TR T DDay 182F CHBE MLz EE
—ARGX-113-1704TROY A 7\ ZBIET DEECEBLEN . BRBOBREDSEEY 17L& T TEHEL

BEE. BBICAHBRCBITUTIr7H—Nll i BiBBEZTONDIEEUT,
—ARGX-113-17045BREARPIC. IR, LAF1—FE. XEEEGFEERLMOERTEIMITSNIZEE
ERHARIFUIZEEF. AERICBITTERIEEU
—ARGX-113-1704TEIU I SNIEEZE — LI ESE(CE. AHERICBITTES&EUT,
- REBSIIEICN—R 51 Vs Z—EDAETHRL L2 EE
¥ IN=RTAVERETIUSIRTS5—PREE. ROBBKRERT O RRU/EIERT O RERBIFERE (F5FA TS ANLFG—R 27
ORARV>, 970ULR, A7/ —VBEETFIN I RO TOKRIT7IR)ICRD. T:MGOBEICHL. AFRERTHD.

G AEUER(EN—MA (16/) &/N—PB (RR2F) OEH T 22/N\ - ENIZ. /N—IBlE. BEA V1T —hD
BRE5EMENICRTENSB R DITEIISNEZ/N\— N TH B,
- EREIRSHN3BE/E®ICABRER CRELVRRZT s (T 7LBEREM) 21917LEL. ROTATILIE
T 7 VERRBCHWTEEN CEHUILBEICRIBT 3o A TiEE SNz,
CERERSHCTVCIATS—EHEER. ROBBKERTOMRRU/X(EFERTO1REREIDHREI 45T
T 7177 —be10mg/kgZ 1B TEH4E 1 FiEH 3 TERRAIR S LT,
51T ROFAINESE. BRERELTUTOREOLTNEEBULBSIC. BIRTBiLETN:,
* MG-ADLSZI7 A G5 R ETHY. IRERUSADIEE TORITH50%%EBA TV DEE
- MG-ADLISZI7ASEATOH 1 ZIZSDN—2 51 ATHUT 2R EDRADROS RN EE
X2 7HFATIUN ANNLFH =N 270ZR)> . 970UAR, AT/ —LBETIFIL I RO TORIT7INT
T MGOBRITHL, FFBRERTHS.
3 LEREBOLRERSICHVT. SRS BERESN,

(EEHEEE]
HAChRIAIS MBS ENRICLABRBRECH-2EETER. ERLATERORRSRUSBEE. NI,
DERIRE. BRRRESTH (/ $—MRU/S—IB)
[BlREFEER)
2 HAChRAKRERURMES) EHRICLHBRBE O 2ETER. BELETERORRASRY
EEE. NTINHT. DERIRE. RRRETH(/ S— MR/ \—KB)

(BRFRIVFEIER]

cBHATINDNR—RS1 > (BREYDORSH) BELERUIMG-ADLEZ I7 DZE(LE (/N— D &) FAChRETA
BEERE. 2SR FIAChRIUABERUIEEERSE)]

BYMILDNR=ZS1AEELBRUIZQMGHZT7 DELE (N\—MDHK) BAChRYIARZMEE. 245H
(HAChREUARZ SR U 4ERE) ]

[Z0ithOSHEIER ] (hRIEEHT 1 TOHEH)
ZEhP,. RERE

Y TECHIEENUEIREHEER . ZetBITNREREHRICEERFBEECLVEN L. IRNTOERZHIC
DWTIE. 17RO SR CHEERZIER U, &EiT—9d. EHENRUN—RT1UHENZEEICDNT
EHstET U,
BROFHAER IS DWW THERHRETEICKBEN U, EHRT—IICDVWTIE, B HE. X—XT1HhEDNE(LE.
XEHAITNAR—=RF1 U HEDELEIC DV TENHSEEZRUIc. DREETNDT—9hy 4731 EB%20205F
486H. 2EB%2020%F10888H& UL,

CH) ARO[ BRBAEFHFEE SN T2 [FERUARICEET 2RI U T OB TY .
7. BENRUREICEET R
(EEIEEHERIE)
7.0 RIATIREDNEES ERAEREICE DS T 228, [17.1.1.17.1.288]
7.2 REER ST H5E(C AISDDEBBICEIBSAENIRICE. 5D UHEDIIZFSHNS3HUATHNEZ DI R TR SETV.ZDRIEFEHSDUSH
EOBITIRET B L. HONUHEDIRSENSIHEBA TLVNFIRSE T RDHESHUHEDIZHICIRSTHE,
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BEER

AHBR T, FTATHEBRCTIA 7N NERSENLCREE V1 TH— Mo~ D17 H—NeBEERTU. KATHRTT S EARZRS
SNEBEE S TER-I1 7 —NBEERTRLE UL, MBfZEDET. 2FEHERTULEL

FITTZ_EEREARCHAANSNIZ167FID55. 2020F10BEFRT151GINARHERCEITLU. 13968V 78—
ReDIREZEZTEUICe CDDIEVATH— b= D1 T H—ReBEN 736, FIER-I1T7H—NeBE(F66BITUIZo 13961
DEFEFNSE. 1066lFHRAChRIAREE. 33AFHAChRIUARRMETUZ,

ZE M (2020 10H8HFT —9 Av b A JBF)
— — A\ )
T 5 2020£E1 v INA TBET
N RlE S 702 RIS 0, 2EETOERETT BT S SUEERRE(XT O1 NI T O AL DSARA+5
H/AE (LB B VBBIIRER) DIt BISEC B U RS AR B0

BEER (245E)

2HREHICHTEI2EEERIT13961009761(69.8%) (CERHOENF LIz,

ELEEER

FHEESERIFEREH2961(20.9%) . LIRERH134(9.4%) . THIH M (6.5%) TL=.

SELEEER

BELGEEERF176](12.2%) 264 ICBHOSNEUZ. ELREELEEERIEEHEEHI 3. COVID-19. HiEH
FEIED ) —EHE 2T,

BEhECEEBEER

’ESDIEICESAEERIE. 761 (5.0%) MEFICRHEN. EEMHBSIEHN 2. 2EDHHEFEE. L. COVID-19fHK.
BHEEET. HRE. MOBMEHEY. BRI 1HTUL.

RECICE->-BEER

FECHE2EOMERE. SEMHBIEY)—E. L. HOBEREDHZ1HITRDON. LWITNEBERELORREFR
[FEEELR L EHIRENE L,

BISEEINSEEER (AES) EEBURRES KU FERE

BFISEEIRNESEESER (AESI) EEEUESOC [BREH JUFERIE] DEEERIF. 568 (40.3%) (CHRESINFEU.
3B L TESNIAESIE. LIRER. REER. FERKRE. FRES. JERE. OBALRZ. BEREX. RU
[EIRTURE. BEERLEASEIR% (CTCAE) Grade 3L EDOAESIZ76I (5.0%) 8#shESN. COVID-19H 244,
COVID-19fK. 7RFl. 1> 7NIH, LOHEHEHRER. KBS, RUBRAIS14TUE. B—E2ETHEE
Uiz 27 VI RUL O HRERIRERZRE. CNSNOBERIEVITNHEETLL,

INVERIRE (2AKE) >
480msBOQTCFRIIE. RUN—251 > H560msBOQTCFRIERA 22N 16l (0.7%) DEETRETNE UL,
451(2.9%) DEET. DIEIEN (100bpMiB) ABETNELL,

ERFRIREE (2{FKEH) >

D17 H— R SICEBMPT7IL T INEDR FERDOSNEFLATU L. Z<HRESNCTCAE Grade 3L LDEEEIF
U INEREGRIAN TV 1261 (8.7%) DEETRDOSNF LI, BRMRERBENREEL. CTCAE Grade 4DV /NEREY
A B (0.7%) ZfRE. 3 XTCTCAE Grade 3TU7,
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FRIRAIE

Splkadi

MG-ADLEZ 7 OZE(LE (20205108887 —9 v’ 7H§)

EHTILTON—RS1 Y H53EE (RIIZF5HE) FTOMG-ADLER 7 DE(LBEF FELMBITLEZ, 5. ARGX-
113-1705T(3. MERBEEN DL, Week 4. SRUBICHEINTLELESH. Week 3 (4BBEDIRSH) NTF—I%
FRLELI

BHTM1TLTOR-RF1 U H5E3EE (RERSH) FTOMG-ADLEEAT7R(LE

MG-ADL FIAChRYA SR FAChRIA PEiESER 2{RER
w237 T5E (IZHER) IE (=) HYIE (=)
o N—25A 106 9.7(0.29) 33 10.8(0.59) 139 9.9(0.27)
3BE 103 —5.1(0.34) 33 —5.4(0.76) 136 —5.1(0.32)
I N—25A 95 9.8(0.33) 30 11.3(0.58) 125 10.2(0.29)
3BE 92 —5.4(0.38) 28 —-5.3(0.72) 120 —5.4(0.33)
N—2S5A 82 10.1(0.38) 24 11.3(0.64) 106 10.3(0.33)
Y1473 -
3EE 78 —5.5(0.40) 21 —5.4(0.88) 99 —5.4(0.37)
N—2S5A 63 10.7(0.46) 18 11.3(0.80) 81 10.9(0.40)
Y14 .
3EE 60 -6.3(0.51) 17 —5.6(1.00) 77 —6.1(0.45)
R—=254> 47 10.6(0.53) 15 11.3(0.80) 62 10.7(0.44)
HAJ)U5
3BH 42 —6.1(0.53) 15 —6.3(0.96) 57 —6.1(0.46)
N—25A 24 10.5(0.72) 13 10.5(0.85) 37 10.5(0.55)
HAIIL6 -
3EE 18 —-7.1(0.92) 9 —5.0(1.13) 27 —6.4(0.73)
N—2S5A 11 12.6(1.03) 6 13.2(0.98) 17 12.8(0.73)
HAII7 -
3EE 10 —8.9(1.19) 4 —7.0(1.96) 14 —8.4(1.00)

EEZ i R—=ZF1>DMG-ADLEE X7
TE - R—=2F1 U H53BE (R SHE) FTOMG-ADLER 7 DZE L2

QMGHEAO7 DZE{LE (20205F10A8ET—9 Y bA THR)

BEHATNTOR—2F51 > H53EE (RKIRSH) ETOAMGHRRATI7 DE{LERF MBI TURZ, B8, ARGX-113-
1705Tld. HERBREN DG, Week 4. SRUGICRESNTLEWZH, Week 3 (ABENERSE) OF—IERR
L&,

BHMINTOR—RS1 U H53EH (FEESE) ETOQMGHEAO7E(LE

QMG PLAChRIE B1EEER FIAChRFUA PEMEER 2FER
#8237 F5E (IE L) EYiE (IEfERE) YiE (EEELE)
S N—25A 106 15.6(0.54) 33 16.1(1.00) 139 15.7(0.47)
3EE 100 —4.7(0.41) 33 —5.2(0.74) 133 —4.8(0.36)
PP, N—254 95 16.3(0.59) 30 16.2(1.01) 125 16.3(0.50)
3EE 86 —5.4(0.43) 25 —3.8(0.74) 111 —5.0(0.38)
N—2S5A 79 15.7(0.65) 24 16.5(0.90) 103 15.9(0.54)
Y173 -
3BH 67 —4.5(0.54) 20 —5.7(1.03) 87 —4.8(0.48)
N—25A 57 15.7(0.79) 17 15.4(1.66) 74 15.6(0.71)
Y14 -
3EE 48 —4.5(0.64) 11 —4.8(1.00) 59 —4.6(0.55)
N—254 39 16.6(0.90) 12 16.2(1.18) 51 16.5(0.74)
YA IIU5 -
3BE 31 —4.2(0.68) 10 —4.6(1.10) 41 —4.3(0.57)
N—2S5A 20 16.9(1.25) 10 17.1(1.59) 30 16.9(0.97)
HAT)L6
3BE 13 —6.3(1.15) 5 —5.4(1.96) 18 —6.1(0.97)
N—2S5A 11 19.1(1.44) 5 20.2(1.46) 16 19.4(1.07)
HAIIL7 -
3EE 9 —5.9(1.21) 3 —7.7(2.19) 12 —6.3(1.03)

LB X=X DQMGHEATT
TR i R=RF1 U H53EE (RIRSE) FTOQMGHEZ D7 DE(LE
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W+ 7 VRS (2020 10H8B T —9 1y MATH¥ )
D1 7 H— N RIIR S DS RO A 7 VIR SRIEEE TOHR (Y1 7L ER) OPRE (SH17 L OPRIEOIEE) (&
#4.1~6.1BEATUTz.

(BEEH]

B MGIEIRD T 5 25348 (MGFAT$83)

Class I

EREERVIE . BARDEINE A G oTHRL
DT NTDEAIFIER

Class I

RS DEEDEIET

REFHIE D HEOTHRL, ZTDREIFEHIRN

Ta FICPUERHR, 4ErEh, BULLIFZOEEZSHNT
ZNEVBEVOFEHDESIFH>THLIN

Ib FCOWERA, FRE, HULIFZDESGZEHNT
ZTNRIOBVD EEEDOMUES, FEFHOHIE NEH>THRN

Class I

IREALIANDPEZDEET

REHIE TN HO>THRL, ZOREFEHDZEN

Ma E(COUkHS, F#E, BULEZDmMEZHNT
ZNEVBBRVOIREHDEEFH>THLIN

b FEICOWERE, TR, BLIFZO@EEZHNT
ZNRVBBRVDEEEONEE, FEHHOHNETEL>THRN

RUANDENDBEDEET. REROEEFREHRL

Va EICOUReHs, &, BLLBZ0OmEZSENT
ZNEIBEVOREHDESIFH>THLRN

Vb  F(COREER, FRE, BLLIFZDOEEZSNYT
ZNRVBEVDEEEONER, FEFHDEHNE R EH>THRL

Class V

J[EWBESNCRE. ATHIRGEOEEFHDEN
BEOMERBIEICHIT2EEFRL
BENGBRERBDOHDBGIENbETS

[ MG-ADLRr—)L28

RiE( =) s BRI CANBREE BICREAER BWTIER T DN HEE
bLEES BLLIFERE, U UEWCERAZTIEE
IHIG( =) ES B TR E5DPVBYTES BRERE
A =) 1S FNIDES BEOICOE 22, BEDEEHNUE RERE
HIR( =) IE® AEENFD 2N TEFOEYIN AT FRZET S
BT - fiFERDOES( m) RL BHEBITDINMREEELEFN REZETD TERL
BFNSDIIE EHNES( =) rL BE, BLBZEFED DEE, BICHZFED aE NBhEEITD
ER( =) ?U HDHEETIEEL BHEZ DD RHEN TR BICHD
BRI TE( R) 7L HDDEETIEEHL BHRIDIEHRNTEEL BICHD
&5t (0~245R)
[ QMGRO773%)
Bk IER B2E hEE BB
Grade 0 1 2 3
G118, EARFOERBIRE CORE (1) 61 11~60 1~10 B
AR DRIR N EHIRE TR (] 61 11~60 1~10 B
EAE ERICHIRTES SERICEHALDTENT TRICHUDTENTEZD, ZTRICEHUDZTENT
=20, Auzin BINZENA2EBSICRRE S0
BEHELET2
100ccDKDERFFA I+ Es BEDRE, ZL0 BVEREE, O, 8 OWR  gHL
1~50FTHR, BEESNHIRITIET 50X CEA2 30~49 10~29 1~9
FEGIC LB 90 % N TR IS () & 240 90~239 10~89 0~9
pist 240 90~239 10~89 0~9
%FVC (BHfEE/ T RIFEEX100) =80 65~79 50~64 <50
EBh(kg) MEF Bt =45 15~44 5~14 0~4
egi =30 10~29 5~9 0~4
RAEIOF Bt =35 15~34 5~14 0~4
Eog: =25 10~24 5~9 0~4
BAGI CRBER45 E_ O OIAE/R B (72) 120 30~119 1~29 0
BAGI G RAR45 5 _ED OIAE/R B (72 Fa 100 31~99 1~30 0
pisd 100 31~99 1~30 0
&5 (0~39:)
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FRIRAIE

R TR/ MR R SR DR

AHF. ChSOHBREBISFHESNEAREINELc, BRTRESNERENUVAZLRRLBZEABBENIZSENTVS
=&, ERBROEENDESIBEDHICPREL. —EiEIZELTLET (ARGX-113-1603),

3. S ETAEHER (ARGX-113-1603) 3639

36)HAER  H248H B ARGX-113-16035 % (AR sH@EH) (CTD2.7.6.2) (EFG90102)
37)#WER 160358k (5248, MBHER) Ok &) (CTD2.7.3.2.3) (EFG90097)
( )

)

38) N EH 1 BRI RER (AERIFIHEE R (CTD2.7.3.3.1) (EFG90098
39)Newland AC, et al.: Am J Hematol. 2020; 95(2): 178-187. (EFG00146
[CONAFERFargenxtt DBEDHETON, FEICargenxttLWFEERL D2 HILI Y MNIEEZELTCVDEN ZEND, Fo. B&(CargenxttDHENZENS,

BRI

RADITP* BB 7H— N E BRI S U BOE N R U S BN RS R ROBS . BHRU RS/
BHSERRT Bo

¥ AR OBMERVRE M —REREEMIMREAMNERE LBV TRSNED . FHIOMEEX BRRICHTREERR. BEEFBRENIEET 2HRF
ISHELY [ WORAME SR BIR (B IEITP) ] £ T %,

I AMME. ZEER. TIANR. —EERIIR TRIFERIRSH. SRR (BN, V7 517)

RAITPEZ 386

[CESHRLERE] T+ 7H—he5mg/kgst 1 136, 1 7H—he10mg/kgt: 1361, FStREE: 1261
FESIRISSHA]1 26 (CESRHEEID 75— heSmg/kgBt: 261, 1 7H—Ne10mg/kgdt:66l. FStRES:
441)

EXF- R T - KEMRZFS (ASH) DEEICEIEITPOZEEZ T TS,
- M/ REA 30,000/ LK T R7U—Z2 7 HI4BRLUAICKHIA ALV,
« A7V 7 RIABRL . —EDRAERUIRSHEE TASHA U International Working Group (IWG) DR
SAUICEDVEITPICH T BIRERREEZ(T TS %

%11 27U—=> 7 BRE01 B EORBEZR I 2BORET. FEMIMREA30,000/URETHY. HOVTNOREES35,000/uEBR T
BuCEELLE.

%2 EAELARELT. BORBRERTOTR . ROSNTOSROSBIMHE' . NIV AELF S SSHESE (TPORA) 1| BEHE (REETER
<SEZIULTTHN. ERMEEREEILT 3F CARERR B EERR) DL TNHRETNSOBS LETREE UL,
T ITPARICHUASBRERORAE ST

' 5 5 &
AR L4 .
Week 0 3 1" 24
L | | |
Visit 123456789 10 11 12 13 14 15 16 4 /
VYVVYVVVVVVVV vVVvVyYY
V 85RO T TOHE vvyvyy
T SRCOME —EBERLRS FERESH BEIER)
V R, PK. PORO T msmm os0-ruTEE U mRDAO-7uTHE  (GEM)  D10-FurEE
RIAMRIEDHRE (3m) e (BE138H) (BNAER)
w DY @ DY T
R atcdrpmnd B PPe s Rl S TH—b
T}g=1§ 5mg/kg 10mg/kg
S
> £y D a D T
TR s X e O TH—h
E gy 10mg/kg 10mg/kg
{ n=13
3721 _
D4 TH—be

GE) AFND MEMERS R I WO AN ERPER] (S0 U CRRESN TV B [FENUAE]IELU O T,
6. FERURE
(ISPERFFEIE I/ WRBIAMESEBER)
BE. RACEI7OLFFER 777 (BEFHEEZ) SUT1E10mg/kgel 1 B (3258181 BT TREEEET . 810185 TRBL.
R 5REHR B IV WRE R OB R CR DS 2BIC 1 DR SICHE T2 EN TE D,
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F @ 1§ H

B W KR

HRBEET 1 10BETIrTH—NEm/kglh. D1 7H—he10mg/kgdl. FSLABICEIINT. Eistm
EOHAITAIE. Visit 1. 3. SRU7IC2BERA 1 TEIRAIZS U (5H4E) . —EERHEHACI3 38R (Visit 1
HBEVisit 7T DR SHRIRUSERID 740— 7y 7H (Visit 8h5Visit 165 AZEN. SERNTA0—7v7

HEZ5ETU. LAF1—8F2ZT>TVAVEEIICE. RR13EEEFTOER 707y THEANDOSINHE

Nz

BRIEECOSRIZSHEICE. EEAEEOHATIr 75— 10mg/kga 1 BB/ 1 TEIRAIRS Ui

(EH4E).

¥1: R7U—ZUTBIRSENTOEITPEEERR. SEREELCTHE - ABZEEET(CHATIC LU, L5 (HIleRRL 2. 7H-EMUE
DREIFREZE(F TRIE L7 I/ REH 2@5E L T 100,000/ uL b) HAEROSNIIBE. 740—7 v THICHEITPAERDIRSE%25%F TRET S
ZeparEESNn,

X2 EREXEMNEZNICHELHMLEZSEES. SEEEBHEPCL AF1—8BFEZ (T3 ENTER, LAF1—BEEE. EERREDOEEN(E
RSEEDEN. HULFITPICHT B/ aROBIIAEER L, FESNELAF1—aKE. RBETOTUAEFTRE. SHERIERER
FOAR, EEMDRZE7 D7) MIMREM T o7,

§ I AFARAER

%3 BEFIRDBEISBIDERS TN &R T2 EN TER,

(DA (B) ST 7VEBREPIC. JEREYIERSHICAE L IVIRE O G EOMIMREEERUIEE. 120, The20l ED&ERY
B CEINAIEDBICTIBIU L. &K7HZEF3) ICHERL. 48R EOT7+0—7y THZSTERERRSHBICAEL TS,

Q) FEO/RESHI 7L TIBULEDRERERSEZ(T. 7+0—7 Y TN 4BELU ETHBIEE

Q) FIBN/ESH 7L ERUREREEZTTVWSE (AR SEEOIBINET. FEGEOEE PP EFAT)

(4) BRUISE ([UVVREN 30,000/ LK@ T 2HMXIE30,000/uLIC—EEiET 52 &4<30,000/uLK@mA TV THY .. HBIIAEL)

(EZ=FHEEE]
- BEERNUEELGHEERORREGRUEEE
cNTINHIY. ECGINTA—Y . BHFMERRERVIEBRREEBNDNRN—ZF1H5NDE(L
(BIREHEIRE ]
- YlOZER) GREREAR R O LI NA DR T/ WREL30,000/ulid £ A DON—RS1>D2E EICEqEL. HINE
KA BW) ERUEBREDEERVEIG
- MIMREDR—=ZZ1 > HEDTIZELE
- HEBRHEPOVWTNA DR TUTOIWGHEICE D<MRERUIBEDEENVEIS
-S| 7HU L OBREEZR T TRIE LIV WrEA 2E5E#: L T 100,000/ul £ T, HIMARRA L
—%220 1 7B L DR FEEZE (T TRIE U M/ MREA 2E1E#: L T30,000/uLL £ 100,000/ LK. ADN—2X
S DO2EL EICHEL. BIMAERHA R
—AZ  MUMREIAY 30,000/ ULRBIIN—2 51> D2MERE. XISHMAERHLHS
- YIEZETORR D AEMBIERANOTERTMNIITMITET B5F CTOHARE
- BWHIE  BERUNEEMCEEL THOREZWN I/ CLR<BDETOHIR™
+ [M/)\iR%450,000/uLd EICRELI-BEDHRERVES  HBRBETPOVINADER T, M/\Wr#H50,000/
ULBL b &= BB DEERUES
c LRAF1—BBENUEE GO BEDEENVEIS
- WHOH M X4 — )L R CITPF M H m sF Y — )L ITP-BAT) MSkin, visible Mucosae, and Organs with
Gradation of Severity (SMOG) indexIC & 22 %H%: B IER ST
- BEREST7 VN ARUTQOL
SF-36(36-Item Short Form Survey)
FACT-Thé (Functional Assessment of Cancer Therapy-Thrombocytopenia 6-ltem Version)
- BYERE. BHZE. RERM
¥ ER 70— 7y THR TREHET RN (WHOHMR 7 — L ZBR<)
T2k, BEE. B BEYEE. BEHERUOT7OI—N—9%—EiitL. St TRV TEERCEIC
BHUIc. T—9ERBILHLT. BTRULE,
EREMIIERRETE (n). FOE. RERE. PRE. RIMENTRAEICIVENULEE. H7T)—ZH(35E
EXRBEERVEIE) ICIWENLE,
TRTOREMEFNIZEEBAINRER T, IRTOEMEFETIRAOETIRE (FAS : full analysis set)
T IRNTOEYENREOHFEN(SZDEEFITHRER T, IR TOENZNIERADERIENZNIERBITHRE
Sikg=Si] 07/
YOEDETCOHE TR, TEEWNERNERHHH-ES G, MIMRHORETHBEZIT50W T —9E U,
EVHRE TR, BEEVINERNOERERDEHZEBE R, MIVRBOREFHHBEZITEWT—I& Uk,
TERMNIEZROBVES SN OFERHSERA U,
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FRIRAIE

4 T H—he10mg/kgst FS ke
(n=13) (n=12)
o () . SPR1E (E06) 46.0(29-62) 38.5(19-69)
FE (kg). TERERE) 87.0(22.3) 78.7(18.8)
MR BIE(%) gog 4(30.8%) 7(58.3%)
Sk 9(69.2%) 5(41.7%)
ANE. BIE(%) FITZ A 0 0
BA 13(100.0%) 11(91.7%)
WERL 0 1(8.3%)
Z At 0 0
ITPDZ4E. BIF(%) HIREZMAITP (B2RTD'S30BKH) - -
FHEI TP (B2HTD'53~1218) 4(30.8%) 3(25.0%)
IEMHITP (B2RTh'S124818) 9(69.2%) 9(75.0%)

RADZHIN'S DR (). SPR{E (FE)

5.42(0.7-28.7)

3.51(0.3-47.8)

N—=RS5A 2 DM/IREL

/L. 1B ()

15,300(5,000-35,000)

18.300(4,000-40,000)

15,000/ LR, BI%1(%) 7(53.8%) 6(50.0%)
TPRBABOS IR . b5 (FEF) 1.0(0-10) 20(17)
TPETSREY. B (%) 12(92.3%) 12(100.0%)
TPETAROIESE, BBEERZOK 12(92.3%) 9(75.0%)
PR AR OTUVEHERE . ]
ADASETOT UL 4%) S(41.7%)
TPO-RAT 4(30.8%) 4(33.3%)
PR 3(23.1%) 1(8.3%)
DNVESEA 2(15.4%) 3(25.0%)
AT 107.7%) 5(41.7%)
FFI—IL - 1(8.3%)
Z DAt - 3(25.0%)
R—ZSA DY RITPEERS. B (%) 8(61.5%) 8(66.7%)
N—=X5A>D BIBREATOART 6(46.2%) 3(25.0%)
HRITPA AR,
B (%) TPO-RAT 3(23.1%) 3(25.0%)
AT 107.7%) 1(8.3%)
20t - 1(8.3%)
I A N2/ (WHOR 7 — L) Grade 0. 5128 (%) 8(61.5% 8(66.7%)

T TPERICHUAFRAROERZZC. 1 1 ITPERICHUAFRESE. §: AFRESD



ce k8 ]

FEHiIEE

AEER

(CESRLEER)

_EEREBHICHTREEBRE. V17— 10mg/kgBET1361001 161 (84.6%) . SR8 T126Ich751(58.3%)
[CERHENFE LTz,

FLAEER (BIRSEHD10%LLLE) (3. 7177 —he10mg/kg8f CruABl. MiE. SMAE. EITE=261(15.4%). 75
TAREECEERE 261 (16.7%) TUT,

BREEORREENBETIBVESERE. T17H—h10mg/kgBET16 (7.7%) . TSAREET261 (16.7%) (C3R
SnFEUe V1 7H—be10mg/kgBE CRIBIEA 1. FSEAH TSR, IR, BEAR. BN E14TUE.
EEGHESERE. J17H—he10mg/kgli CHEERILBAFEMRLE (CTCAE) Grade 4DIVREIAMEN 1BIICERHESN.
BERUHBRERIELELLEA . BREEORRBREBULEHIESNELL.

FHBRICHWVWTIF. —EEREBHICETHEIERHSNELATUL,

GFeRigsH)

FERIRSHICHITEREERE. 1261076 (58.3%) (CRHENELUIZ. RIREIGOEHI>LBEERIE. 77273/
NS R7T5—CIBI261(16.7%) . S1]. BIMRUFHR[F16(8.3%). F2H]TUI.
BREEDEARBRAEECSBRVESTEREHIVFEATUL.

BELGHEBRE. 20|(HRROFERI-TE16) (CBHSNFEUL,

KBERIECEIEBEEERIEIHIVFLEATUL,

FEHERICHWVTIE, FFERESHICTETHIRDONELATU,

BRRIRE

MRZHRER VO MEECFREICEET 2EETERG. —EEREEIADPICIr 75—~ 10mg/kgBT16lICEE RN
INWRBAMEN SR SNE LIz, FEERIZSHPICE. 18IICPHEEOEMNUBRENDT7 =73/ NV AT7T5—E1E10.
16 CBREDHRZ HEMERICEEDFRMEIMIVMRBEAERDR. 16|CEREDIFPIKIBINE. 18lICPEEDTR/IND
FUBTI/NSORTIS—PENROT7SZ7I/ NSV R 75—, BEQOMO7ILHIKRIA 779 —C1E0H
RHonxliz.

IDERIRE

_EEREEETICCTCAE Grade 1 DJAMERIRA 1 BIICERHSNELLD . JBEREEOERREREEESNELL.
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FRIRAIE

Splkadi

OEHNERUEEEDOEENUEIS (CESRHTE)
MV REA 30,000/l b ADN—RS1 > DS EICHEUI-BE (G, 91 7H—ha10mg/kgat1 361665 (46.2%).
FStREE 1 26Icp5E1(41.7%) TUT=,

/) \R£450,000/ uLld LICEL - BEDEERUEIS (CESHRLLEE)

M/ RE 50,000/ Ll L&A o7 B E (. 91 7H—he 10mg/kgBE1 3BIh 761 (53.8%) . 7S5t /REE 1 261641 (50.0%)
TUfz. Ffz. M/VREA100,000/ulll EEBo=EEF. Dr7H—he10mg/kgBé13FIH56] (38.5%). 7S tRE
12610 151(8.3%) TU=.

—EEREEREIOM/) REA50,000/uLX(3100,000/uLi EICHELIZEEDES

%) D TH—~10mg/kgEt (n=13) Il 7S ERE (=12)

100

80

o 53.8%

W 50.0%

S

D

the 40 38.5%

20
8.3%
0 7/13 5/13
T T
50,000/ulL LIk 100,000/uL LUk
M/\iREL
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MIMREIDNRN—Z 51 > HhS5OIIE(LE (CESIRLLEHR)

MR O FIMED A FVisit 2CHBIN. N—RS51 > HSDFIZ(LE (17 H —he10mg/kgBE T2,100/uL
Tl MIMREOAN—RS51 Y HENFHELEDBAMER. T 7H—ke10mg/kgBTFVisit 16/HBETIT
55,500/uLTUL,

N _EEREBHOTIMMIMREL. X—R51 > HENRIgEGREZ(LERVWHOHMAR S —)L Grade 1A LDFEDEIS

.

120 -
100 --pee- --15_——-4"4‘\&--1}:---1} ________ A S S G Ao, T A
SIS
S < 80+ -o- [M/)\iR#. FiofE+1T4Ess=
@ A RIgGREZ(LR, TEHEESE
% ﬁ 60 -=- WHO Grade 1 FDBEDEIE
= = _ L L L
é‘ R 40 l/.
20
0 T T T T T T T T T T T T T T T 1
0 5 10 15 20 25 30 35 40 45 50 55 60 65 70 75 80 (H)
ws 4 4+ 4 4 RS %A
- [V, FHIfE+ZEREsE
- HIgGREZLE, TioiE+E%EsE
120 &4 71— e10mg/kgkt -8 WHO Grade 1Ll EDZBEDEIG
_, 100
SIS
S < 80+
x &
= ® 60
8w
=
= & 40
5 R
20
0 T T T T T T T T T T T T T T T 1
0 5 10 15 20 25 30 35 40 45 50 55 60 65 70 75 80 (B
ws 4 4+ 4 4 DERS %Y
e
YOiRS5&E— (B) 1T 4 8 11 1518 2225 29 36 43 50 57 64 71 78
TSmEE 1212 1212 1212 12 12 12 12 1M 9 8 8 8 7
D4 T7H—he10mg/kgd¥ 1313 1313 1211 11 11 10 10 10 10 10 10 10 10

Newland AC, et al.. Am J Hematol. 2020; 95(2): 178-187.
Copyright (c) 2019 The Authors. American Journal of Hematology published by Wiley Periodicals, Inc.
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ABRBEPOVLITNADER TRERI R ERN ETRULBEOEERUES (CESRLER)
IWGHEICEI<RLEMNBFBENNERINLBE G, V1 77—ha10mg/kgB 1361056 (38.5%) . 7Tt ARET
1261ch26 (16.7%) TURz. TEEBMAHRSNIBE G J17H—Na10mg/kgBT1361P36 (23.1%). F5tAR
B T126Ih0fITUL,

IWG% 48
TERR 7B E DR ZR 1 CRIE U M/ MRE A 2 @5E#5TL T 100,000/ UL E T HITAER DR L
=59 7B E OERZEZEF TRIE LI I/ WrEh 28058 L C 30,000/uLi 100,000/ uLskiE. M ON—Z54 >D2ELL LI

WEL, HMERDRL

LA (CEEMRLEER)
MENRE2FZMNEEDICEELTHOREFYMNER W THLRDIETCOHBOPRIEIF. 1 T7H—Re10mg/kgdE T
69.0H (25/N—t>91)UE : 31.0H; P=0.7624. log-ranki&zE) tL7z.

LZF1—8BH PEE GO -BEDEERUES (CESRLER)
17 H—ha10mg/kgBED 1361 4H1 (30.8%) . TFtREED 12615161 (8.3%) AL RF 1—BR A (TE L.

WHOHM AR 7 —IC k3204 H AR ST (C S5 RRLLEHEE) 3732

HIMARHSNENS/EE (Grade 0) (F. T1T7H—be10mg/kgB MUV TS EREEFT. R—R 1 BFH'86I (61.5%)
KU8fl (66.7%) . 3BENDIESHARIR TN (69.2%) X164l (50.0%) . 8BENDT7+0—7y FHARHE T HRA 941
(69.2%) KU'561 (41.7%) TUTzo T17H—RMe10mg/kgBEICH (T DHIMDHDEEBDEEEIN—R T EFND38.5%IC
XU, 29BBT7.7%TLUEP.37. B ZEERLERBAOFIM/IIRE. X—Z51 > H5D#KIgGREZLER U WHO
B2 —)L Grade 1 EDOEBEEDEIE).
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FRIRAIE

4. EEHEEIERER (ARGX-113-1801) 384043

38)HAER BN ER AR FTMER) (CTD2.7.3.3.1) (EFG90098)

40)HAEF  FE3EEER ARGX-113-1801 58 OREFFHIE ) (CTD2.7.6.3) (EFG90103)
41)HWER 180158 (35348) GRERESFHIEE KD (CTD2.7.3.2.1) (EFG90095)

) ( )

)

42)#ANER BN EHICH T HRBEROLE GRRIFTMER) (CTD2.7.3.3.3) (EFG90098
43)Broome CM, et al.: Lancet. 2023; 402(10413): 1648-1659. (EFG00139
[CONAFRER(Fargenxtt DZIBDEEITONZ, B&E(CargenxitLWFEBERL ITILIVMNEIEFEZBEL TVWIENSEND. T, SH(CargenttDHENEEND.

BRI

BADITPHBEICI 17— ez B IRNIR S ULBROBMER U Z 2 ST 2.
5 AFOBH RV RS —RIEBEIREMEBE B TRINED . FHOBERFHRICH I BRERR. BEHBAEHNISET HH
(CEEV BEERFEIEM MR MR (B TP) | £33,

29 AME. ZEER. FIERMR. SEREE EMN. KE. 07, M3 973170 BE)

BEDITPER CT O BMRMNFONGH IR IS TH oM AITPEE1316] (BAA8H5)
17— 1 8661 (BAEASH) .. FSEAREE : 456] (BAA3H)

- 529 MED3HBLLEFICITPOZRT EFF TS,

« A7) =22 THERUN—Z51 VEHTRIE U= M/ MR O 91EA 30,000/ uLRiH TEH 5.

- BEICITPICH T BAEE 1EEU EZ T 7CenBH . D DOUTONTNAICHLET S,
- AREMSTEE CRESN-HAITPAERZ 1BENU L. 5> MEQ4BRL ERINS—EDRERUIERSSE

ETEITWS.

- HAITPSEREREP TRVES. BECITPAEE 2EEL LR I2CEn B3,

X L ITPOEZEIIUTICRWER 5Nz,
(1) ASHDZZRREE(CHE ST BB M B TSRS N, D DIVIMRBIAME Dt DIREA ERH SN,
(2) FIICITPICH T %58 (TPO-RAZERL) (CRIGLIZCEN S B

# 5 15 &
HAITPA R EE (RS Hk% 1 1 8% T)

N

Week 01234567 89101112131415161718192021222324
R T T T T T T M T M S A M
Visit 1 2 3 456 7 8 91011121314151617 18 192021222324 25

S VVVVVVVVVVVVVVVVVVVVVVYY

+—>> < > < >
B1mE B1EIXIE2:BIC1EIC #®%5158%
(Gt4m@) SAEHTIAE (3%4) (NIFERAB (TR S5 =2 (T 1= Rbrhs)
DIEHEETEE (%5)

S Yy IH— B D4 TH—be 1@ 10mg/kgsdiRmKS
A n=86 IN=RSA VDOHRITPEEEE? 43BED
g J40-7vF
N
1t BY4ES

HRBEE2: 1 DEETITH—NBERE T TRV I, HERITPAEE RULAF1—ER S S
SN, HBPMIRMEET=9— Uz, RIIOIBRE 75—k 10mg/kgRd FS R %8 1 01 BT TEHIR
RIZSU (SHAE) . 4~158IHE SR8 B 25801 BB UL, 16~23 3. 15158 (3
BHBITIRE B ORSEECEELL, 23B0AREESH. HENORSKETHENEZET, 4880
FRYFEIARME SHER (ARGX-113-1803) (CHBTUI.
X1 BRALSAOERIRATF : BREELMTOBESY/BU. X—2351>OHAITPEEESY/IBL
%2 HEITPAEER ) ROBIBREZTOCRT, BORBIMGEF. DT7I7TTLNRIKRD N FFV—IE RRIIFZTELLFROTPO-RAT, Xl
ZNS5DEEY) (F. —EDHERVERSIEE CIHHFINTVRIE2RHICERTEEE Uz, 88, RRAIVFZIRUROTPO-RAIGESEREL - AHE
[CED<HERBESNHFDSNC. BREIZSHB1 2B&LE. MRTTS (EE4EROREE ORI LS NE30,000/ LK) BIEEE.
BRIICHESNZITPEERDENN JIBENHFTINI.
T ITPERICHUAIRESEDERZST. T | ITPERICHUAFHRAR
%31 I/REIAY 30,000/ ULKFE T LATOVTNACIHZET BEEICHU T ANA—RF1 D524 BB DAL SHPICL AF1—ARN FFa SNz,
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(n=86) (n=45)

¥ 1 29 MEDERIRF ERREEEMOBHERUN—Z 5 > OHAITPEREE) WOCAR—Z 51 > DIV REHT 31— (15,000/uL5KE vs 15,000/ulll b) TERIFEFTZ{To7.
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FRIRAIE

2AEEICH T IZREFOMIMREBDN—RF1 > Hh5DIHIE(LE
ESTFICEIKMIMEEDON—Z 51> HSOTIE(LEOH [ FTROE TUE.

MVRMIZE < IR D TETON—Z 51 Y hENE LB DRI RTIE (EEE) (3. T H—NBEN22,151
(6,127)/uLISRHUT. FS5tARB3—894(8,494) /uLTUT=.

N—=RF1HSOMIMREOZE(LE (£1F5EH) +”

/1L
L R B\ " R E e
—— PSR

40,000
I8}
=)
R
Q
=
I
= 20,0004
g
S
0
A
N
N
X 0 - g o L
4

~10,000

4 TH—beEE(N) 86 86 84 85 83 77 78 77 77 72 75 76 75 76 75 75 73 74 70 68 68 71 72 68 67

TFSEREE(N) 45 44 A5 43 44 42 40 42 40 40 38 40 38 36 38 38 37 37 37 37 38 37 38 37 39

r— T T 1 T T T T T T T T T T T T T T T T T T T T 1T
0O 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 (&)

YIERSEEE

SHERICHTBLAF 1—5BRIER
L 2% 1—ERERBULEBEDEISE. 71 7H—N:833.7% (29/8681) RV F 5 RE48.9% (22/456]) TUL.
ZOWRIE. BIERBERTOTRA29.1% (25/866) K%1'28.9% (13/456l) . RBEIOT )Y KREREN15.1%

(13/864l) &140.0% (18/4561) . M/\REGMA2.3% (2/8661) KT'13.3% (6/4561) TUI.
1 TPARICH AR RRORAEST
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EHFKEICHITZBERE TV M ARUQOL
24BNOFACIT-Fatigue. FACT-Th6. SF-36 D{E#NEIEN U EFNAIEY ¥ J— 27OV T EBEETIMCEDIIN-
21 HSDEALBOR/N"FTIIHETENE (FREERE) (3 D@ TUL.

N BERET VM LARUQOL(2{4E5EH)

TFStikE
(n=45)
FACIT-Fatigue*' 0.708(0.899) 0.968(1.212)
FACT-The*2 1.760(0.484) 0.423(0.655)
SF-36MEMIAIED Y TU—2 7% 3.419(0.951) 1.497(1.280)
SF-36DSHNRAIEN Y TU—2 7 1.350(0.525) —0.118(0.693)

BEETWICE DN UhSNE(LBOR/N_RFIGHTEE (IF4E5%)
X1 27 DFIEHINR—R 1 U HSEILIZEE. BEDREERT .
%21 207 DFYBENEDETHO/BE. BEDHEERT.

¥3: 2O7 DB, FBEOQOLDUWEETRY .

G E M2

D17 H— B TlE FUEDNRIESNIZ85BID S5 36 (3.5%) R SEICHEZEYHA (ADA) BZIETH . ZDS552651(2.4%)
(FEEREIGSICRBTARRIE. 161 (1.2%) (FEERERSEOTUMED LR Z2HSHARIETUIZ. Fioo 161 (1.2%) HEE
ERER(ICPHINEBIETUZ.

ZFKEICHIBIWGIC L IMRAEREZ/I-LI-REDIS
/) VRER OISO A Z SCIWGIC & SRR EZ - LI BEQEIBIF FEO@) TUL.

W IWGIC K 2HRYUEREZHICLLBEDES (2FKH)

S TH— o8t FSthEE
(n=86) (n=45)
IWGEEZ=MN 24(27.9%) 2(4.4%)
IWGZ=3h 44(51.2%) 9(20.0%)
IWGHI@Z=3h 27(31.4%) 3(6.7%)
BIE(%)
0 IWGEH#

7BBL ERFRZEZE (I oER I H20 LD T, M/ R#4100,000/ul k.

MiCoeE= 2l DDA RV (WHO Grade 0)
e 7O R EZ e T B 20 EOFET. M/MRE30,000/uLlLE.

? DDIMMREH N — 2S5 A VWS 245 _E(THE, M DHIEA RYRHERL (WHO Grade 0)
IWGHIEZ2) SBEDEET. M/MRE30,000/uLE. D DI MREH R — 25 VS 2510 HTHA
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FRIRAIE

=324k a a i
TANTOEEER (%)

2HRERICHITIEESRIEVr T H—MEET86HI8064 (93.0%) . TS AREETASHIHA34] (95.6%) (CFRHESNFE
U=,
FLEESER (BRSO 10%L L)

V47— RBETIE. IRPMFZIE316) (36.0%) . #5176 (19.8%). ERFBERUMERE144) (16.3%). suikHm1364)
(15.1%) TU7=.

TSEARETIE. FRPMZHE176] (37.8%) . IR 261 (26.7%) . MAET 16l (24.4%). OFEALMNURHMEZSH
(17.8%). MFR7H1(15.6%). EALM. 5. BEENUBHALME6H](13.3%). MERESHI(11.1%) TLk.
ERLGHEFR

17 H—NeBET761(8.1%) 1214, St REET7H(15.6%) 8HFIZERHESNEL =,

DA T H—ReEBETIE. MIMRIBAME 2D (2.3%) 3. BrE+&8RMmE 16l (1.2%) 2. SRZHEM. BE. HrhXA507
TIVARRG. 5. BUEREREEmK. BEF. BEmS1460(1.2%) 14Tz,

TSR, BN, SEEIIWERAMNE. ORI, COVID-19. RER. ESH. 2EEE. MRS14(2.2%)
1L,

B5EICE-T-HEBR

DA TH—REBETAB(4.7%) 4. TSERETIH1(2.2%) 15FICRBHENEL=,

DA T7H—REE TR MIMREAME. [EZR. EMEREREAMKR. EMZTUE.

TStAREETIE. COVID-19TULT =,

FECICEI-BEER

AEERCIIFETHERBHONFLEA TUL,

BISEETASHEESER (AES) EERLU-HMEER

1T H—REBETO161(70.9%) 2771, FSHREE T3 (86.7%) 237 ICHRESNFE L=,

BISEETANESHEESR (AESI) EER U

D1 TH—RBET2561(29.1%) 3715 TS AREET1061(22.2%) 124 RESNE L,
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BREEOERBFEABETEILBVINTOEESR (ZFEE)

V4 TH—baBE FSthEE
(n=86) (n=45)
%5 (%) 514 (%)
FIEH (FEIRER) 15(17.4) 10(22.2)
BiREE 1(1.2) 2(4.4)
A 1(1.2) 0
=D 0 1(2.2)
0@+ 0 1(2.2)
—i% - LHEESSTRSEMORE 5(5.8) 0
FIIE 1(1.2) 0
RES 2(2.3) 0
TEAEBAIRSIRA 1(1.2) 0
Bk 1(1.2) 0
FEH 1(1.2) 0
FFIBEREE 1(1.2) 0
==l 1(1.2) 0
REREE 1(1.2) 0
KyZ 07U/ MmAE 1(1.2) 0
BPES SUBERE 2(2.3) 1(2.2)
OREANJLRZ 1(1.2) 0
ERERR 1(1.2) 0
PRESRRA 1(1.2) 1(2.2)
BE. PESSLTINBESHIE 1(1.2) 1(2.2)
EANCHESRIG 1(1.2) 0
WEBICEBHEL 0 1(2.2)
BRFRIRES 0 1(2.2)
[MePFRERIE N 0 1(2.2)
REBLUREES 1(1.2) 0
BRERIMAE 1(1.2) 0
KAUD LIIAE 1(1.2) 0
BEERBLURSHEAREE 2(2.3) 1(2.2)
ESlE0E 1(1.2) 0
RIREER RS 1(1.2) 0
i 0 1(2.2)
RS 3(3.5) 4(8.9)
] 3(3.5) 3(6.7)
R 0 1(2.2)
[RIREE. MOZRS K UHitRESE 1(1.2) 0
EAL 1(1.2) 0
KES LUK MRS 3(3.5) 2(4.4)
TOFHE 2(2.3) 1(2.2)
PEREEIREE 0 1(2.2)
EiivE 1(1.2) 0
MEREE 0 1(2.2)
FThy 0 1(2.2)
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FRIRAIE

5. EEHASIEHEAESHER (ARGX-113-1803)
(ARGX-113-1801 D&% 55 ER) 4449

44)NEFR  FE3EEER ARGX-113-18035 8 (RFREFFHIE K] (CTD2.7.6.4) (EFG90104)

45)#AEHR 180358 (318, 1801 BN IFEMRMIRTIR S ER) PRI 1 (K &AL (CTD2.7.3.2.2) (EFG90096)
46) #NER 1 2821 @ERSANDEE (KR fiE#) (CTD2.7.3.3.2.1.5) (EFG90098)

) ( )

) ( )

( )

47)1WEH 1 1801HBKR U803 8 (ARSI @A) (CTD2.7.4.3.2) (EFG90100
48) HAER RB I NO— LA’ OXERESFHEER) (CTD2.7.3.3.2.1.2) (EFG90098
49) HAWER A= T U HSDMUIMREDZE AL GRERESFHEE R (CTD2.7.3.3.2.1.4) (EFG90098

XAFBRIEED THY. 1 DEDPBEFAT (PRIFR1 | BBROBE. Z2UROBEMIEE2022F98288  FEYEE. FHEROBERMES
202268H108% T —9hy M 7BEUIZEN ICE DLW TRELTLET,

BADITP*BEENRICT 17— b DREBERAIZ SO R R OB EZHET 5.
5 AFOBH RV TSI —RIEBEHIREMEBE B TRINEA . FFOMWER FHRICH I DRERE. BEHBAEHNISET HLH
(CHEV BEERREIEI MR MR (R TP) | £33,

EFHFESIEHER (ARGX-113-1801) DGR SHER. REI. B8, ISR, SHRHEREN. KE. O>7.
NL3. 975107+, BX)

ARGX-113-1801(C&0L. #Ee SHERICBITUIZRAITPEE 10161 (HAASH)
T4 7H— BN S63BI(BEAIGN) . TS EREHS38E(BAA26)

ARGX-113-1801 T24BRINEBRER SHERT UL RAITPEE . FEBCBFTTEELLE.

® 5 17 &

SERBEEFCIR S SN TVIHABITPIE RS SR LTz,

LTI T T 3

Week 0 8 11 51 52
L 1 1 1 |
Fv_/
SRR DM+
—{ Y4 TH—he = D4 TH—bs 10mg/kg (N=63) W
EIGEEN10) J40-7vF
SR 1S SHRRE (MU CIBL GERSNSBIEIRSS U< [E2BIC1BE #ET 5. (858)
g ON N-2SAVDSREHEEEBEIH_EN TEdo 5L< 1%
friTaER(C /)i 247 100,000/ u L EDBE HRITPAEE &L EHET 2N TES., N
BITUICEE STER RN RICIRSH T
(n=101) (528, BA3E)
_b_

D1 7H—Re10mg/kgziB1 BN (F2BICT1E. 1RFEMT TERAIR S Uiz 717 —ke10mg/kgDIZSEEE G
ARGX-113-1801 TORSHARE (81 O3 28IC 1E) Z#FELE. MIMRHICE IR SBENEER>N—251>
MEFFINTV/zo. BERS2ZBEDBRERSHTOVLDTE, B1ENE2BICT1EOWVWTNADIEE T%
5%%(12 &N TIRETH D3, RERFBIFHCIRS SN TV EHAITPEER RUL A 1—aF“HEFaIni.
RYIDS2BEDERERSHZT T ULEEE. SHICRASONS2BEDERERSH. G TRALAFEDE
EREIR S (MUSBREO 7+0—7y ) AOSHIZTREE Uiz,
w1 BHRITPARE BOBISHERTOCRT. BOREMHET. V- Y7IITLRNFKS . KRITFT, EOTPORAT [f. KRIT
F=TRUROTPO-RADERRE - AECEIAERRSIFBINLILERE, BIRUEREFEIESN/, MIMFEA100,000/uLiL ED
SEICOH. ERROYMICHEN FhIEATREE SN,
T ITPARICHUABRERORAESE. 1 ITPARICHUAIBREGR
%2 : 8~1 EOIVMREDRIE TR S I/ MERA 30,000/ LR BDHE SHRF+5EL TRMRIE L.
%3 L ABOREE (AEEOREAHEFEORE) 0S5 3B T/ REA100,000/uLd EERY . ADTNSABDRBNRERESZ100,000/uLL
HEBomi8E, MRS ASES L 3EORER T 100,000/ LM EIc B8 8 IR SHEEE 2EIC 1 BIcUiz,
2BIC1BORSH, L 2B DR T WREA 00,000/ UL (31 BIOE TUL/ R 30,000/ USRI Ao/ B8, RIFLRAF1—
BREESLESE. RSEEEZEICENSEBICEPULLE,
M/)MEEA 400,000/ UL ERBR F 9B (1R 5% —B5chIiL. [0/ VREA' 150,000/ uLRABICHAN LTS 2 LA T8I 1 B0 558 CHE
Utz
%4 : MUMEEA30,000/ULRE T, UFOLTNAICHETBEECHL T, LAF1—amAHTSN.
- BTN 27 S (B REOICE AR N (SRR M
- BRFhOLE

(=i =)
BEER. BISEFEINRNSEEZR(AES) ', BEEREEER. N1IMY1. BFRREBELSE OSHE
(B REFMEIEE ]
BYIN5 2 BRI DAERER SHh(CINESNET—I (L DLW THEM MR EERE U=,
c DT H—RNEHH TR S SNEBEBICH (T DFHRMIM/ MREUZ S 23 AR SNI-EEDEIS
< REVO> NO— )L HARG 4
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- SHEREARE I C I/ WRELAY 30,000/ uLA L&AV . MDR—ZF1 > H520,000/ uLBIENIL - B OEIE
* REHBRON—ZZ1 > QI REEH 1 5,000/ uLKiE CH o BE(CH T B BRI R (C /) \ViRERH' 30,000/ L £
&RV HIN—=RF1>H520,000/uLiBENLZBROEIG
- RV RIS HERHSNIZBEDEIG
- BRFEBOMIMREDNRN—RS1 D EDFEE(LE
- ARGX-113-1801Hh5#4THIDO M/\REIA 30,000/ uLREDBEICH T B IVIREIR IHE TOHIR GIRFEIRET
DHARE) *©
* WHORT —LIC L BHIMMEA N NORIBERUEREE
- LAFa1—BEEE 7R
« HRAITPEERZEDRIAN S
- BERS T I LNUTQOL
SF-36
FACIT-Fatigue
FACT-Thé
- BYEIRE. E2hF. RERG
#1: [HMMBER| E[BRES LOFEREICH BN PEESERIZH(CIETNSEESER (AES) ELTERLL
%21 19~24BN6ENRBD S AT ETIVIMRELS0,000/ LI E7% 2R
%31 17~24BN8EDRBEDSE6EE L TIIMRELS0,000/ UL %R
%4 1 HEREARITh(C I/ REL50,000/ pLi EE o 1B DEIE
%5 1 52ER DB SHP O LT NADER R T/ RE50,000/uL EZ 4B HER
%6 © 2EEE T/ MRES0,000/ UL EASRH SN B ETORR
KT LT H—NAR S ERBHIRIET A TH—NIRSITHEVT, VBB EOL R F1—ARERRS BRI
%81 SHBISELEBERURIINS 2BER OB SHPICHBRED I U BEEHREL. SIOS2BRMEBRERSHPC. FAHBON-2F5T>
HSHBITPERENRBRU/ G SEEN 1 ELLERA L. A OtOHEITPERSE (TPO-RARURAT T F =7 ZIR<) DIENIA L)

R ) ECHEIEE R ORIRGHEIER . ARGX-113-1801 TORSER (V17 H—NBROTSEARE) . WOICHKER
2RELTERMICEN UL,
FRTOATI)—OFHEIER (BESBR. J17H—MlTWHTBADA. [VIRERIG. HEITPAEEOHMAIER.
B RN MNIROEIRES. L RAF1—8EOKNE) MBI T2 6 B/MARE T4 HEIHEZ AU =i55EN
MRS DWT . SBERZER L.
M/\iR%850,000/ UL EAERH SN B FETORIB MO TIRER IGH RH5NDETORIEZKaplan-Meier#E
EEFEWTETLE.
BICEHORVRY ., BEERNRVERBRBEERR IV INEEREICESEE FCRIELEEDELE,
DRI DT—IHy A 7131 BB %20224F98288E L=,

=SB
BEEHS
AHEETIE. £TRBRTIrI7H—NBERESNERBEFE V1 7H—be-T1T7H—NeBEERTU. ETRB TSR
RS SNEEREBEME S SER-U1r 7 H—NBERTLUELE, MBZEHET. 2RERERRLELE,
2022F9H28HF —9 v A 7B TARGX-113-1801 COBEBRER SN U R AT T UL=1064103101 FI A A ERIC
B1IILU. IRTOEBIHN I T7H—beDESZ 1O LEZFFEUZe CDODET1TH— N~ T1TH—REEN 630, TS5t
R-TI1 TH—RBEN38HITLI=S
LAEMOEHOPRE (EFE) (250.0 (19-87) % F&HHTIU—H18mU E65FEFRBNDEE(F814 (80.2%) TLI=.
9641 (95.0%) "EATURE. B1%(F5261(51.5%). 1E(F4941(48.5%) TL=,
2AEREFTE. ARGX-113-1801DNRN—RX 51> O IM/IMREO S R{E (E8HE) (£17,000 (0-51,000) /ULCUTZe D17
H—bo=71 7 H—NBEDIM/IMREI D RAE (&) (17,000 (0-51,000) /uLTdHY) . FotR-717H—NE$312,500
(2,000-31,000) /uL¢ULTz.
1SM4ITP (BZBrH5 120 8Bi#8) H'8941 (88.1%) TU=. FFRIEITP G2EIAS3~1218) HSHEBEBLRICHITIRID
SZEIHS DEARI M SIYE (E5FE) (£4.00 (0.3-54.1) £ TU=. IRTOESMBEL EDITPEAEEZEL. ZO55MN71
f51(70.3%) (HBEEICIFEFEL EDITPRAEEZSZ (TTVLEUE. R—ZXT1>OWHORBMAT—I)LAGrade 1L EDEE(G
53%1(52.5%) L=,

BEREADERE (20225F9A28H7 -9y A THR)
ARGX-113-1801D71 7H— B TlE. FHFHIM/IMRER S H'ERHSNIBE228IDSEIT. R SBEEEHRT
DRSHEEHN 2B(C1 @ TLI®,
D17 H— R DIRSEMOPRIE (EEE) (323.0 (3-71)@T. 3161(30.7%) (32BIC1 EORSHEEC1 B EEBLELE.
BRERS OESTEISOFIE RERZE) 392.11(14.310) %TULIZ,
¥ 1 19~24BND6EDFKRD SEAE LT/ \WrEL50,000/ Ul EZER
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FRIRAIE

L2 METl (2022690 28HF — 9 hv b4 TB )

AEER (2FKH)

EHREFICHTHIEEERIF1016I0h361(92.1%) (CBHESNE UL,

FLREER (ZFEEND10%LL L)

FRePIMBZ14E42651(41.6%) . COVID-19 2061(19.8%). sARHM 1765 (16.8%) TUZ.

ERLGHEER

1261 (11.9%) 21#4(SEBHESNE LT,

IB0L 261 (2.0%) 2. @B RER16 (1.0%) 24, DEHEE. TR, BX. BD. BERLN. £E5MRERDERE.
COVID-19. COVID-190fik. AEREEI. NETOEVEL. MIMREEL . BEMEE. FOBMEREY. Rbm.
HE. SEFRAZE. FfRMEES161(1.0%) 15U,

BESRIECEST-RESER

1214 hEs 161 (1.0%) 14U,

ECICE-BFEER

RN, FHERHERE. ARRBBIAZ1HICHRHON. WITNEEREEDARERIEHESLEHIRiESNELI,
HICSEBIANEHESER (AES) EERLHMESER

7661 (75.2%) 293 (CFRESNE L. 5B EIRESNZAESIE. FRPMZE. RRHEI. S, #45. MEE. 5|
. BEREm. OB, mMR. £RTLz. CTCAE Grade 3L EDAESIZE 261 (2.0%) 2#H(CRESN. BEfFHI.
RHEMAZT1HTUE. CNSDAESIBVWTNEEETHY . RHMIEFFETICEIFELE,

BISEBINESHEEER (AES]) LERURBIYE

3461 (33.7%) 53tICFRESNFE LIz, 5B EFRESNIZAESIF. COVID-19TUz, CTCAE Grade 3L EMAESIF
COVID-19(Grade 2) RU'COVID-1 90tk ZFIRLI= 141 (1.0%) THl). BEETUI.

ERFRIRE (ZF5KE) 4

$<B/ESNCTCAE Grade 3LIEDBHESEAUDAMIE. U/ GREED. FRRMHS . BOBEHS TS,
%36 (3.0%) TLz. Grade ANEREF. SAVVAMEEIF. BIL7FZ> - JUT7S VAR TL7FZ 18N,
>/ SEREOR I RERERA D 161 (1.0%) TUTze DI IREHAINE SRR OHRD/ N S A1 > 185X —
I, N=RZ1UHEDEARNICEKNDHBZE(LFERHESNFEATUI,.

IRTOEREENARBERNEE TERVEESER (2HEEH)
DA TH— eI TH— b TSR TH— B 2{kER

(n=63) (n=38) (n=101)

BIE1 (%) BlIE8 (%) B8 (%)

HIBHIH (FIZR) 7(11.1) 4(10.5) 11(10.9)
MRS LTV NREE 2(3.2) 1(2.6) 3(3.0)
anm 1(1.6) 0 1(1.0)
GFERIRIBINIE 0 1(2.6) 1(1.0)
BB AME 1(1.6) 0 1(1.0)
U/ SERIEN0SE 0 1(2.6) 1(1.0)
BBES 1(1.6) 0 1(1.0)
fEFE 1(1.6) 0 1(1.0)
—i% - EEEEH IR SIIORE 0 1(2.6) 1(1.0)
TEAEBAIRERRE 0 1(2.6) 1(1.0)
BRPRARET 1(1.6) 0 1(1.0)
meeE U JLE D 1(1.6) 0 1(1.0)
HEERS IV RESHEEES 1(1.6) 1(2.6) 2(2.0)
B 0 1(2.6) 1(1.0)
s 1(1.6) 0 1(1.0)
HRREE 2(3.2) 1(2.6) 3(3.0
= 2(3.2) 1(2.6) 3(3.0)
BB LU MEkES 1(1.6) 0 1(1.0)
BEREBIRE S 1(1.6) 0 1(1.0)
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Spli Rl

Bl REHEIEE

V17 H—bZHTIREESNEBECH T B FHRNMIRERIGASEBHSNEEOES
(2022592887 —9 Y b A THR)

TTER-I1TH—NBEBHUCHNT, 19~24BN6EDFBNDS>EABI_ LTIV MRELS0,000/ Ul L2 ERUBE(E
1061(26.3%) . 17~24BN8ENRED>E6EI_ETI/IEES0,000/ Ul EEERL-EE$86(21.1%) TUIZ

WS> hO—)LEAR (20225F9A 2887 —9 1y b A THER) 4

2HEE1018ICBWL T RANO5 2B/ NARER SHN D5, M/WRE50,000/ Ul EEBSISEBHNOBIE DPRIE (5
1A, $H3MWHHIH) F21.6 (0.0, 80.4) %. THIE (FAERE) (339.2 (3.86) % [17H—he-71 TH—heB$45.1
(4.99)%. FFtR-I1T7H—N:229.3(5.79) %] Tz,

SEREARSChIC /)RS 30,000/ UL L&AV, HDA—RS1 > 1520,000/uLiBENIL BB OIS
(2022892885 —9hy hA TS

ToER-T1T7H—NeBE38HICH VT, RYIDS2BREDEREIRSHNSE. M/IWREA30,000/uld L&Y HhD
KHEBRDON—2F1>H1520,000/uLiBIBNILBEHOEIE DFIIHE (IREERE) (327.4(5.37) % TUT.

FHBRON—Z 51> OMVIVREH 15,000/ uLKii TH o= BEICH 1T BRI P IC I REH 30,000/
ML EETRY). HDOR—RF12H520,000/uLiEBIENI LI BHOEIS
(202259A28B7—9HY M THER)

FEBRON—2F1 > OUIREN 15,000/ ULKBTH 1T TER-I1TH—NBE16BIICHN T, BHID52BRND;EE
FRSHOS5. M/MREEH30,000/uLl EERY, HADN=RF1>1520,000/uLEBIEILBEDEIE DFIIE (8
#3575 (314.8(8.20) % L1z,

SRNIIEBRIH ERH SN -BEOES (20226982887 -9y b4 THR)
SHEIRBE7 761 DD5326) (41.6%) KR D5 22EMENERTER SHPO LT NA OB R TIIRES0,000/uLiL

AR BERUEUE[T1 T H—No-I1 TH—NBE2160(44.7%) . TS5ER-717H—RaBE1161(36.7%) 10
5 S OERDERER SHE R T U BERUS 2B 0EHER SHOS AL HBE DI U B
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FRIRAIE

ERBEOMIMREDN—2 51> H5NOFIR(LE (20225F9A28B T —I 7Y b TH:R)

A TH—Re~ I TH—NBETE. MIMREIDARGX-113-1801DA—RF1 > HSDTHIZALE (1B45%5%) (3. BHIN52
BRE OSBRI S5HEEL T38,830(7,761)/uln5107,690(17,025) /uL DRI THEFSNE L.
TSR-I1TH—NBETE. TR BN SR TARGX-113-1801OAR—Z 51 Y HSEIL. FHE(LE (B
#3R7%) (333,310(18,579) /uLTUI. 2BLIRE. FHR(LE (RHERE) 3. RYOS2LBBDLRERSHEELT
23,060(7,301)/uLh580,640(27,939) /UL DR TR S NE LI,

ARGX-113-1801DXR—R 51 U HSOIIMRHNDE(LE (£FH)

(/L) ARGX-113-1801 ARGX-113-1803
125,000 H —— U —NeEE —o0— DA TH—bre-D4TH— B
—— SSURE —o— FPSER-D4TH— B
100,000
]
> 75,000
X ’
e p
ﬁ
= 50,000
=]
25,000 —
e+ EAER =
O P
(n) 8684858376767776727474747472747273 69 66 66 68 70 68 67 63 60 61 60 59 57 55 52 49 50 50 50 46 39 41 39 38 37 38 39 38 3938 38 36 2827 29323031 2830263026 3125262526 23241922201921 17181519
(ﬂ) 44 45 43 44 42 40 42 40 39 36 38 37 34 36 38 36 37 37 37 38 3538 37 393837 3738 3535353132292926 2120192019191817 181718131816 1616171616 1716 15151513 15141611 1213121312129 11 8 8 7

T T T T T T T T T T T T T T T T
0 5 10 15 20 0 5 10 15 20 25 30 35 40 45 50 (&)

OS5 %R

ARGX-113-1801H 5T O M/IVREA 30,000/ uL KRG D BECH 1T B M/IVREUR 6 E THOEAR
(GhRFERFTOHM) (2022592887 —I Y A THIR)

AHBRDN—2F1 > OIIIVREA 30,000/ uLKiBOFHETRBES 3G (V17 H— b~ 7H—haBE26f. TS tR-
D1 TH—NBE276) (CHVT. 2EEF T RELS50,000/ ULl EAERH SN BETORIROKaplan-MeierfEEfED S
RAE (551 U, S$3MH I (3122.0(50.0, 213.0)HTU
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WHORT—VIC&BHMET N> NORRKRUEERE (20225F9A28H 7 —9 /1Y b THiR)
SHERRBE7761* D55626 (80.5%) (CWHORT —)LICK BHMEET N MY L ERHSNELI=. FESN/HM
HARIDOEEEF. TN TGrade 1X(EF2TUI. £HFEHTWHORT —ILICEBHMES N MIBHSNEH T

FH(31561(19.5%) Tl
3 : S2BANAERIER SHE S T UL BERUS 2BHNARER SN BLIEICHBEPIL UL BE

L 2% 21—k ME%E (202269RA288 7 —9 1y M THR)
L2F1—8BERBLIEBEDESE. T17H— NI 7H—B25.4% (16/636) RV T S1R-717H— N
36.8% (14/38fl) TUTz. ZOMERI(F. BIBHRERTOTR#17.5% (11/636l) R123.7% (9/386l). SErs 07>

REFENT.9% (5/6361) %2 1U23.7%(9/3861) . MV/IVRERIA1.6% (1/6361) KT 13.2% (5/386l) Tz,
T ITPBRICHUASRARORAE ST

HAITPEREDHS (20226F9R288 7 —I 7Y b4 TH5R)

STHEINREE776* D55, RDNO521EMDERERSHPCHAITPAREEZ(I TV ESEE416 (53.2%). BIFT
Wb o7z BE (3366 (46.8%) TUL. HAITPEREEEZITOLEREA1HIh46] (9.8%) THAITPEEENDHA N
HENEUIZ [T T7H— NI TH—NBE1 B (2.4%) . TTER-I1TH—NBE3F (7.3%)]. #BD376) (90.2%) THA
ITPBEEDRHNIBHSNELATUL,

% 1 S2BRDBRER SHET T UIcBERU S 2EEDERER SHAOS LEMFICHREZ P UI-EE

BERS7IMANRUQOL(2022F9828HF —9hY b4 70553)
2ERE10161ICHBLT. ARGX-113-1801MDR—R 51 U HSRYIND5 2B DERER SR TIREFTORIT7NDFEY
(b8 (1B#5%5%) (3. FACIT-FatigueTl31.44(1.731). FACT-Th6Tl33.5(1.35). SF-365{FMEIENH<)—237
Tl$2.90(1.558) . SF-36f5@HEIEINT <) —R7Tld4.42(2.277) TUTz,

EREMY (202286881087 —9hY M4 785 R)

SHEHREEI7BINS5. 361 (3.1%) (C91 T H—het& SIS ADABRBARD SNEU[T1 T H—he-I1 TH—RoBE
261 (3.3%). TSR TH—NBEH] (2.8%) 1. 1 TH— IR SHDABEND EFEHSADARE. PAIFARM
FRHSNELATUL,
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e

(1) EO#E5 (BBRRA ; ABAT—9)50

R A206I(CTT7HILFFER0.2, 2.0, 10. 25K U50mg/kgZ2bFE M (T THORBERNIZSUILEE. B5KT
EATRBMPRE (Cr.) CEES. GHMOHBEO%. HEBNS5DNBBHNEREREABHSNELL,
2.0~50mg/kgDFIBIEN TABE25EICUEEE0. R5HOBMA SREARME CHBLI M RE— IR T
B (AUCo) (323 5{8 T4, BHRBELLICHAILEEIIAEHSNELL,

BERRAEA ICEOERIRAIE S U EEOMP T 7 AL FFENREHR

(pg/mL)

10,000 5 0.2mg/kg (n=4)
2mg/kg (n=4)
10mg/kg (n=4)
25mg/kg (n=4)
50mg/kg (n=4)

1,000 =

tttt

100 o

FOELIRERE

g7 H NS I HEBE
|

0.1 - T T T T T T T T T T T T T T

RE5®EE

LLOQ: EETR. Day 112185

BEERAUA ICHEOERIRAIR S LI SO ZYBEB/N S A—9

B58 Crnax AUCo.int Aeo72n
(f5125) (ug/mL) (ug-h/mL) (%dose)
0.2mg/kg 1.81 2.0 140 0.00
(n=4) (0.285) (2.0-2.1) NA (109)2 NA NA (NA)
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)

fBld. tmalIPRIE (RIME-RAME) . fthl3EM T (RERZE) TRR.

Crnax: IREMFRE . tnax: RN TPREEERR . AUCo.n IS5 0B BA SR AR R E TOHMEL M TPIRE BRI TERE. t. UERFEHR. CL: 7V 75> A V2 ST B,
Aeoron : RE5EOBED 57 20 TISIRPICHHR SN SEDEIG. NA RIETHE

a EARIE R4S O R CIRENEE TRE TEoz/sh. HRMERTHCIRISNEIdIEEXS5N S,

60



(2) RIS (EMGEE ; HEAF—F) 50

18EULDGMGEE 1 2BIICT7HILFFER10mg/kg%B 1 TEH4020—M A (T TEIRAIR S LIcEE. TT7HLFFER

DIFREFRSEE L. 28EO#ERERUEL.
N ABEAgMGEEICRESIRARSUILEEOMPITHLFFENREKR

(ug/mL)
1,000 5
m il
? 100 g n=12
P n O E TR E
)jj|: ]
+ 3
£ ]
B
g '3
4 LoQ
0.1 = T T T T T T T
0 1 2 3 4 5 6 7 (
OS5

LLOQ: EE TR

N ABEAgMGEEICRIEFFIRAIZ S LI EE DFEMENRE/ NS A—F (n=12)

Cirough Crnax AUCo.168n
(ng/mL) (ug/mL) (ug-h/mL)
O SHs 187 2.44 8930
(0:E8) NA (58.0) (2.08-2.58) (3127) NA NA
20081 585 7.82 177 2.50 9036 NA NA
(1:E8) (2.92) (32.2) (2.08-2.50) (2337)
SOERSE 1.1 157 2.50 8557 NA NA
(2:88) (5.37) (33.2) (2.07-2.50) (2558)
4OB®RS5E 11.2 168 2.46 8284 117 0.965
(3:B8) (5.22) (43.7) (2.08-2.67) (2784) (18.8) (0.265)

Bl tmaldPR{E (RIME-RAME) . fHIFEAMTTL (RERE) TR

AUCo-168n : IR5& 0B EH 51688 T TORE—FMEMEHR TERE. NA URIETREE. Cuown  RSFIDMPIRE. Ra : BRERE

(B) FBITEGRSN TV B [IREN BRI RO TRER O RHE U T 0@ TS,
4. MRENSZIR

O2BRISAERHENE (X7 04 RAIX[FRT O REILSADFRZIIHFEIAN T2 LB VB SR S)

OEMRFE I WOBAMESRDIR
6. FERUHS
(EBBSEEHERIE)

BB, RACEIT7ALFFERN 777 BLFEBRR) ELT1E10mg/kgz BRI C4E1 BT CRERET 2. Nz 17)LELT.

REEEIRT o
SR FE M) WRR AMESEBTR)

WH. RACEITALFFER 777 BEEFHERZ) ELT1E10mg/kgeiB1 B33 25821 B BT TREEEET 5. 810185 ThtAL.

R 5RIB R ABELIE IV WREIR OB ARIERICRE DS 2BIC 1 DR SICHET T2 EN TE S,
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() RiERS
[ARGX-113-1704 (gMGEE ; ABAT—9Z2T) ]

20U EOBARARD 8L EOHBEAGMGEES26IIC T7HILFFER10mg/kgziB1 @st4E 1 BRI T TEEARAIE

SUiEE0EYEIRE/INTA—IIETEDE) TLUE,

BARARUHNEAGMGREE ICRIEEIRAIZS LI EENEMENEB/NTA—Y

20 B S8 SOBERSH ACER S
(1;:88) (2:E88) (3:BB)
Cycle 1
Crougn (Ug/mL) 13.9(28.3)=82 12.9(6.47)n=80 12.8(6.25)=81
Crnax (Ug/mL) 235(73.6)"8! 234(76.2)n=80 253(196)n-80
Rac NA NA 1.78(5.39)77
Cycle 2
Curougn (pg/mL) 10.4(4.30)"-63 12.3(6.36)n=¢! 12.9(6.88)m0
Crnax (Ug/mL) 232(58.5)n63 242(91.5)n=¢1 246(189)n-60
Rac NA NA 1.20(1.10)m=>°
Cycle 3
Crrougn (Ug/mL) 36.4 (69.9)"=° 7.13 (2.91) 7.52(1.25)>
Crnax (Ug/mL) 174(113)=> 145(19.7)7=5 153(24.5)"=5
Rac NA NA 0.692(0.110)">

813, ST (B TFRT. NA: BIETHE

(4) ERBALMGEZ OB HEAF—IE2E)5)

BERARUEMGESI T 7HLFHEN10mg/kgaiB1 Bst4ERIRMNIZ S L E SO T 7 AL F P ERO TS MbRE

HREITHOBYTUI.

ERRARUgMGEE ICRERBIRAIRS UL EDMP I TH L FFENREHR

(ug/mL)

Wi 7SI HEBE

1,000

100

—e— gMGEE (ARGX-113-1704) (n=82)
—e— gMGE (ARGX-113-1602) (n=12)
—— A (ARGX-113-1501) (n=6)

FOELIRERE

10 5
15
0.1 T T T T
3 4 5 7 (B)
FOE5%EE
LLOQ: EE TR
ARGX-113-1602 : AEAgMGEEEMRE UIBIE IR QRN (T TR S)
ARGX-113-1501 : AEIARBRBAZNRE U BH BB 28@H (1 TRS)
CF) $§Uj}®£$§r?§§ﬁ%%ﬁ‘ﬁ] ISR U THERIN TV B [REEX IR RO TRERCAZ (FLUTO®B)TY,
4. FHREX (FZHR
2 HRISFEHIIE (X707 REI(EZ 707 REILAD S BIIHEI A+ L= L EWBSICERD)
6. BENUHE
BEBACEIT7HALFFER 777 (EEFHEEZ)ELTIE10mg/ kg 1 BREIRBRE AN BT CRBEEET 2. cNEI1H1IILEL T B’S
=R )BT,
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(5) BFEAEHEADLEE

[ARGX-113-1704 (gMGEE ; AEAT—9E20)]5?
188 EDgMGEE 82 (20U ENEARABEESFIZSE) ICT7HLFFER10mg/kg%8 1 BIT4E 1 BEREH + TEEIR
ARSLIzEEDCycle TRUCycle 2THOMBPITHINFFERNBEHRB R UOEYERE/NTA—I(FTEDE) TUE,

B BAARUHEAGMGEE ICRIEFIRAIR S UL EOMPI T HNFFENREHR

(ug/mL) Cycle 1
l —— SEA
E& {»% % —— BAA
% 100 Y ELREERE
l
3‘_: 10 1 f{'
€
IR
T T T T T T
0 1 2 3 4 5 (B)
OB SHI5-
HEA M) 61 62 63 65 64 67
BAAM 7 8 8 8 8 7
(ng/mb) Cycle 2
i * # fé —— SEA
T 100- = BAA
7‘73“ Y ELREERE
Ja|:/
Y o b
€
&
IR
T T T T T T
0 1 2 3 4 5 (8)
PO SH5E
SEA (N 45 53 50 46 50 48
BAAM 6 6 6 6 6 6
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BARARUHBEAGMGEEICRIEFIRAIZS LI L EOREMENR/NFX—9

oS 2085 SOBkRSE 40BRSE | YORSE 20ERSE  SOBERSE  40BRKRSEH

(0;28) (1:88) (2;88) (3:BB) (0:28) (1;88) (2:88) (3:88)
1 Curough NA 11.2 14.4 13.4 NA 14.2 12.7 12.7
(ug/mL) (2.25)n=8 (4.72)=8 (3.71)n=8 (29.8)n=74 (6.64)n=72 (6.48)=73
Crnax 213 197 235 237 245 239 234 254
(ug/mL) (20.1)=8 (85.5)n=8 (33.5)=8 (43.3)"7 (243)=72 (71.7)=73 (79.6)n=72 (205)"=73
AUCo.168n 7376 NA NA 8879 89302 NA NA 8284
(ug-h/mL) (1024)n=¢ (1667)"=7 (3127)n=11 (2784)n=10
Rac NA NA NA 1.12 NA NA NA 1.84
(0.187)7 (5.65)n=70
2 Cirough NA 12.2 10.8 12.1 NA 10.2 12.5 12.9
(ug/mL) (4.79)n=° (3.10)=° (6.97)n=° (4.25)n=57 (6.62)m=5 (6.93)=>4
Crnax 219 231 217 184 221 232 244 253
(ug/mL) (45.8)m° (49.0)n=¢ (46.0)m=° (41.5)n=e (66.6)"=% (59.8)=57 (95.0)n=5 (198)n=54
AUCo-168n 8042 NA NA 6700 NA NA NA NA
(ug-h/mL) (787)n=0 (1611)n=6
Rac NA NA NA 0.882 NA NA NA 1.24
(0.284)n=¢ (1.15)n==3

BlF. BT ((RERE) TRn. NATAIETREE. a:ARGX-113-1602 HEAgVMGEEENRELEBNEDIBRER) DT —9

(6) BEEEMENEBRICKDINIA—ITEER DR

(EMGEE ; ABAT—9. —BEXAZZEL)>
BEAADT —IRUGVGESEENRE LB IR0 — 5| D\ TS - S TR IR O S LT EE/
% (RIgGRERUHACTRABEE) EFILE, ARGX-113-17047—9 (—BEAAZZE) £ALTRELLEL.
BEFENHETSLTE, FE [7U752R (CL) RUBRI /i~ A NOH BRI T RUKEAR SRR
(eGFR) (CLICHL Q) AHEBELTRAESNEL,

BEENEREEITIEE

(1) BtkaefEEs

EE (eGFRA30mL/min/1.73m*KiE) DBHEEREESEWNRE ULBWER RSN ZIBIEE UIRIREBRIEERLUTLE
BhAo

71 7H—Ke10mg/kg%B1 BT AEEEIRMIZ SN 2L —> a2 &fTo/z&l B, eGFRA'62.2mL/min/1.73m? (1&5
L7ceGFREERE D5/ \—t > 91 UE) DEE TIEeGFRADHIRED 100mL/min/1.73m20EEFELELT. 40BDKRSE
DAUCo.168n1"23% (90%ISFEX : 15%.32%) E<EDEHEESNELZ. BIERECKLDHTI—RIOFHETIE. BE
BEHAEEEDEE TIIBHEEN ER (€GFRA90mML/min/1.73m2 L) 2 E&E & HE U TAUCo-1680H° 28% (90 %S FEX RS :
19%,37%) E<BEdEHESNE L,

(2) BFFiaEmREE

RS EE. SHROBRNUBRHABEDSEZDEAANBHFESINTVLEEDD. CNETICAKEREERED
V17— b DERRSERICHEAANSNI=C E(F78<. FHERERSREDERRT I3 1F5NTLEE A
BEMZEMBE/ENZBTICHVT, FHEY—N—Z2HEERMELTEHHELEZESS. 7ILTI2. #BEVILE>.
AST. ALPRUALT 3 BEMEMEE/ ZNEREETILOVWTNOETILNIA—IICHEEEERIFLELBATU L, T
BEBEECIOTIVHLFFERDEYPFERUENZFHEERTBVNEEZIOSNFT,
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(7) REIxS

[ARGX-113-1603 (ITPEE ; HEAF—9)]5>
22 EDITPEZ 266I(C T 7H L FFENSMg/kg 3 10mg/kg%38 1 EEH AT 28R AT TRAIRAIB S L= EE DT 7H
LFFEROFEHMETEEDHBROZEYERE/NSA—IIETEEDE)TLE. BRILEMERE (Cha RO SHIOIE
OHERE (Crrougn) (FIBEFNIC—ETHY . BREFIFEAETEDONFLBATU,

N SABEAITPEEICRERSIRAES U LEENMBEPI7HLFFENREKR

(pg/mL)
1,000.0
—— 5mg/kg (n=13)
m —e— 10mg/kg (n=13)
;‘q%j 100.0 THELIRERE
I
P4
%
)L 10.0
EA
e
€
B
B 1.0+
E
0.1
T T T T T T T T T
0 1 2 3 4 5 6 7 8 (@)

PO SEEE

N ABEAITPEEICREESFIRAIZS LI ENEMENB/N T A5

10mg/kg
(n=13)
YIEZ S 2EE®RSE  3OBERSE 40BRSE I Sh 2O0E&RSE  3OBERSE  40BRSHE
(GEIE) (1:88) (2iB8) (3:BH) (0:BE) (1:B8) (2:88) (3:BH)
Crnax 128 123 95.6 122 195 176 155 195
(ug/mL) (49.2) (53.9) (27.4) (37.8) (40.0) (27.2) (35.6) (45.7)
tmax 2.46 2.47 2.50 2.50 2.38 2.38 2.36 2.38
(h) (2.05-2.52) (2.00-2.50) (2.08-2.50) (2.20-3.17) (2.13-2.85) (1.98-2.50) (2.08-2.50) (2.13-2.50)
Crrougn 5.26 5.85 7.04 6.27 8.14 9.35 12.9 10.9
(ug/mL) (2.7) (2.02) (2.78) (3.04) (2.07) (3.76) (4.90) (5.72)
AUCo-168n 4528 4719 4460 4887 8299 7420 7226 8491
(ug-h/mL) (1239) (1755) (1462) (1325) (1737) (844) (1601) (1695)
ti2 NA NA NA 128 NA NA NA 124
(h) (35.9) (47.4)

{BlF. tmaxlIPRIE (RIME-RAME) . fIEIMTTE (RERS) TRR.  NAURIEAEE
Crax | RBIIEFRE. tmex : REIMLEPREEIERRE. Curown  IRSHIOMBERRE. AUCo1esn | IRSEROEEANS16805RE THOMERRE ISR FEE. ti,  JHRFRE

G) AEID [MBMERF FE M I/ WROR AN SBER ] TH U CRERSN TWL B [IBEN IR N U TRER RS EU T 0@ T,
4. HREN(SZHR
1SRRI WRBIAM SR BER
6. BERUHE
WH. RACEITALFFER 777 BEEFHERZ) ELT1E10mg/kgeiB1 B33 25821 B RN TREEEET 5. 810185 ThtAL.
R 5RIB R ABELIE IV WRER OB ARIERICRE DS 2BIC 1 TR SICHE T2 EN TS S,
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(8) RiEIxS
[ARGX-113-1801 (ITPEE : HBEAT—IEZE)]5®

19% U EDITPEE796I (22U LEOBARASHZZE) (CTT7HILFFER10mg/kgZiE1 Bl [RYIN 3B SR SHEER

TEHARS (16~2338)]. XIF28(C1 O[5S 5EEBRTHR (16~23:8) 11BN T TEIRAIESULZESOIT7HILFFERD

Cirough MU' CraxlE FECDEY TUT,

EZFA&@?*@AITP.%\%(CE@E?WWE% L/tt?_?a)Ctrough&Z)"‘Cmax

GB1migS)
Cirougn (ug/mL) Crax (ug/mL)
TIE RERE) TE (R ERE)
O:EE NA 79 229(83.0)
[BELS 68 10.3(5.75) 79 231(72.4)
2;BH 66 12.3(7.14) 72 235(63.9)
3EE 63 17.4(29.5) 76 252(123)
1688 52 11.9(7.23) 54 233(58.7)
17:88 50 12.0(7.72) 52 231(61.3)
1888 49 12.7(7.65) 52 242(57.7)
1988 47 12.8(8.71) 48 228(94.7)
2088 41 16.7(29.9) 46 219(64.5)
2188 41 12.8(7.87) 47 232(51.4)
22;:88 49 12.1(7.67) 51 228(67.0)
2388 45 12.5(8.35) 45 245(101)

Crrougn * ISHIDMBEFRE. Coax: REIIEFRE. NA UBIEAEE

(2E8IC1@#%5)
Crougn (ug/mL) Crnax (ug/mL)
98 (IR RE) T5(E (R RE)
16:E8 2 5.80(4.71) 3 281(66.6)
1788 5 2.79(0.486) 6 234(47.2)
18:E8 3 2.71(1.91) 2 203(26.2)
19E8 4 2.91(0.753) 5 371(287)
2088 3 2.56(1.71) 4 192(18.6)
2188 4 3.19(1.34) 5 264(46.0)
22;88 4 2.57(1.46) 4 164(8.18)
2388 5 3.03(0.922) 5 229(38.1)
Crrougn : RSRINDMBEFTRE. Crax: REIIETRE
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(9) BRRALITPEEOLE HBEAT—IZEL)”

BEEREANUITPEEICT7HILFFER10mg/kgZziB 1 BEt4OEEIRAIE S LIcEED T 7 HILFFERD Crougn U Crardd

TEO®E)TUE.
N ERARANUITPEECREFFIRAIZ S U EE D Crougn

(ug/mL)
o 40 .
A
th . ° .
T . .
- 304
jj\ . : 0
U H .
:}F“
£ 207 \
N ‘ x
= 52 X
P e B
10 :
=+ =T | | |
O -
18 238 38 458
YOS E R
BE ITPEE (ARGX-113-1603) (n=12) B8 ITPEH (ARGX-113-1801) (=68) B8 fEAMA (ARGX-113-1907) (n=27)

N

Crrovgr : RSHIDIIEREE. — tPRIE. X FilrFY, HOLT  B1USEBRUEILAME. OF 1 SO EHETORIMERVURAE. *: 5NfE
ARGX-113-18018# D16l TIBE D Crowgnh*241ug/mLTH 10
ARGX-113-1907 : SABE AR A ZRREUISBASEIERER (1B T TRS)

N EREARUITPEEICREFFIRPIRS Uz EE D Crax

(ug/mL)
900

il

8

o

T

PA

A 600+ o

% .

7

¥ : . .

= 3004 ’J_‘

. 55 :%: éE = =
= \ —_— \

O - . .
038 158 238 38
e 5 %E”
55 [TPEEE (ARGX-113-1603) (n=12) * [TP£EE (ARGX-113-1801) (n=79) 55 R (ARGX-113-1907) (n=27)

N

Crnax RRIMERRE. —PRE. X ST, BOLT  S1OSIERUSEILAME. O 1. 5O {IHEE TORIMERVRAE. < SNfE
ARGX-113-1907 : SABE AR A ZHREUISBASEMEHER (18- T TRS)

GE) AE D NSRRI BN ESE TR [T U CEGESN TV B [EEX 3R I R OTRENR O BE (FU TO®@) T,
4

. FPRENIMR
1SRRI WRBIAM SR BER
6. AENUHE

WH. RACEITALFFER 777 BEEFHERZ) ELT1E10mg/kgeiB1 B33 25821 B RN TREEEET 5. 810185 ThtAL.
R 5RIB R ABELIE IV WRER OB ARIERICRE DS 2BIC 1 TR SICHE T2 EN TS S,
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(10) BEAEHABADLEE
[ARGX-113-1801 (ITPEE ; HEAT—IEZT) ]

198L_EDITPEE 796 (228U FOERABESFIESE) (CT7HLFFER0mg/kgm@ 1 @1 BEA T TEIRAIES
LS [BA10 3B/ 12 SEEETHR (16~238) I0 T 7H L FEERD Crow iU Crald FRDEI TUI,
BSHEERTHEIC28(C1 %522 (TT-HERAEZE 18I CHORSHEERBR TR D CraDE3E(3270~305ug/mL. Crougn
DEEIF2.52~3.10ug/mLTaHY. 2BIC1 B 52 =NBABE I TOC oD FHHENEHEIE164~395ug/mL.
Crrougn DFIHED EF(32.56~5.80ug/mL TUT=.

EZFA&Z}‘ﬂEAlTP%%(Cﬁ@E?WWTQ'—i br:tﬁa)cnough&z)‘:(:max

GB1E%5)
Crougn (ug/mL) Crnax (ug/mL) Crougn (ug/mL) Crmax (ug/mL)
58 | THE 5B T8

(G (1 m=E) (FER=E) (FERE)

O:BE NA 5 222(47.6) NA 74 230(85.1)
(BELS 5 6.53(2.40) 5 247(83.6) 63 10.6(5.84) 74 230(72.1)
288 4 8.03(3.22) 4 223(62.8) 62 12.6(7.24) 68 235(64.4)
3:EE 4 10.7(3.22) 5 212(62.6) 59 17.9(30.4) 71 254(126)
1688 2 7.03(1.36) 2 192(61.5) 50 12.1(7.31) 52 235(58.6)
1788 2 9.65(6.58) 2 203(75.0) 48 12.1(7.81) 50 232(61.4)
18:E8 2 8.12(2.38) 2 211(75.0) 47 12.9(7.75) 50 243(57.5)
19:E8 2 7.71(1.12) 2 219(96.9) 45 13.0(8.84) 46 229(95.6)
20,88 1 7.39 1 163 40 17.0(30.2) 45 220(64.6)
2188 1 7.70 2 251(131) 40 13.0(7.93) 45 232(48.6)
22;88 2 11.3(5.24) 2 198(14.1) 47 12.2(7.80) 49 229(68.1)
2388 2 5.88(1.71) 2 168(8.49) 43 12.8(8.41) 43 249(102)

Cirougn ! REBIDIMEFEE. Crax ! RBILERRE. NA RIEAAE

(11) BEREZEMBEBEERICE BN S A—IZHERA DR

(ITPEE ; NBEAT—9. —EBEFAZSE)
REMARU S SUEEHEIE GVG) BETOT 7HLF L ENBIRAIZSHART T 7L F*ERE FRSBAIOH
BEITHSESNE. TATOHERESORNBEET I\ RUENEE/EEETF e, TPESEHREVARGX-113-
180105 — ST HBETEMBAE/ FHFBATOBAEF I ELELL,
RCENIEET L T, FEIIUTSR(CL). POIV/ I~ A AOHTTEHE (V1) RURRI /S~ X NS ST
(V2/V3) (ST 3], HERIRMEISER GFR) (CLEHTS) . RUHEI (V1T 5) AHER THBEARESNELL,

BEENERZEIIEE

(1) EtEaepmEe”

ITPOBHRBEFEYERETTIL TlE. eGFRAIRENI6.8ML/Min/1.73m?THIEEEEHL LU THETSE. eGFR
H'56.1mL/min/1.73m?2 (ARGX-113-1801TND5/N\—t > 91 JUE) DEE TIFAUCss (EFEIRENIZ SRR COIMEGE
E-IFREHHRE TEE) 1°26.7% (90%SFEXRE : 21.6%,31.9%) mWLW EHfESNEL,

HF)-RIDOFHETlE. BEBAEEEE (eGFRA'60mML/min/1.73m2LLE. 90mL/min/1.73m2K;E) (3 EEHERE
HEE (eGFRHA90mML/min/1.73m2l ) EHEULT. AUCssH 30% (Q0%IEFEXRS : 21%,40%) BV EHETFESINEL =,
ARGX-113-1801Tl3. PHEBHEERE (6f1) (eGFRA30mL/min/1.73m2l k. 60mL/min/1.73m2ki&) AT 7HIL
FXRERDEYENREICNFTHELTHEIT 272D THET—9136< . SEBHEERESE (eGFRA'30mL/min/1.73m2;i)
ZHIDEHFZSENFLATUL,

68



(2) FFigERE

ERAREHER DR - FRABETIHHEAANTIRETLIEN ., FEERESZ2E I 3ITPREDHEAANGRL, FHEESEET
BITPEEDRKRIRT —93FSNTVLER A, [TPOBEEREYENE/FEHZETCHNWT. CLIREFIT7ILTIV O
EIBEAEYER/ZENZERERETILOVTNOETILINIA—ICHEHEERIFLERATUL,

vaKiT]

L Jilnb oo e | e

I7ANFFEROBER FHERNOBEEICOVWTHIIEL LWL s, BHITOIE/ BEMHHLLEIESHEED
TWEBA. 22U, BRAT/70—FAGESCIAR. FRNICESL. BEEEBBL CREEXINZC LN SN
TWBRZENS, ITTHLFFERNSBANSIIRICHITI BN HUET

WZLTA DTS
II7ALFFERDI BRI BHEBREEEL TLER A,

A HERGEAT—9)%0
ERRACT7HILFFER2.0. 10, 25K050mg/kg% 285/ 1§ TERERHIRAIIR S5 LIz cEDHTBHIE 1 5~20LT U1,

s

IT7ALFFEROAHABRIERLTVERA. TTHILFFERBRIESNTUNESBRTFRRUOEBET7I/BICHBESN.
ENREMEIgGERERDEE TR I T I ENZEEZSNET

BEl (AEAT—9)50

fBRRREAIC0.28 U 2.0mg/kgDAE TEOFEFRAIR 5K, 0~72BB(ICHIZ>TRPDITHLFFERIEETEE LA
Tllz. cn&LWEHEFHE(10mg/kg. 25mg/kg. 50mg/kg) Tld. BE5EN0.1%FKEN RPICHEENEL .

(B AR THERIN TV B [REIRIROTREROHEI U T DR TY,

4. MRENSZIR
O2BRISAERHENE (X7 04 RAIX[FRT O REILSADFRZIIHFEIAN T2 LB VB SR S)
OEMRFE I WOBAMESRDIR

6. FERUHS
(EBBSEEHERIE)
BE. RAICEIT7ALFFER 777 BLFH#HIEZ) ELTIE10mg/kge 1BREER CAEN1B—EN T TREEET 5. Cne1Hr17LelT,
REZENET o
SR FE M) WRR AMESEBTR)
WH. RACEITALFFER 777 BEEFHERZ) ELT1E10mg/kgeiB1 B33 25821 B BT TREEEET 5. 810185 ThtAL.
R 5RIB R ABELIE IV WREIR OB ARIERICRE DS 2BIC 1 DR SICHET T2 EN TE S,
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ERESIERRE DA (SMG) DIRREE

MAEEROIE (MG) (2. HETHEGEOS + 7 AHBLEONFIZHTSESHS (gGERN) OfFRICK)), MRS
BOMMEENBESNTECSESRAEETT . ACRIHT BIgGERMII & SHERERED D= AT
M3DH el )FEG46368)

IgGECHIF HIMUSKHLF) 1&
BRENSEHREFOY Y+ —F
(MuSK) Dt§EEZFEE T D

3. MIFEIEMEEICKS
NMJES

‘X:lgGaamfzs /- AchR %:MUSK o ilh ’

1. IgGECHANAChRICIEE T BT &K AChEAChRDIEEZEET B,
2. |gGECHIFANAChRERIEZIRL T BT &K AChROMEINEXAH E D FRZIET -
3. AChRICHEE LT IgGES AN MIFMRIRZ/EM L L. iR HESE (NM)) 218159 3,

65)Ward ES, et al.: Trends Pharmacol Sci. 2018; 39(10): 892-904.
[CONFKIAR FargenxttDZIBEDEETHNZ, BE(CargenxttEEHNFISERDHEEN SEND.
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FRF MM/ MRED LD R (ITP) D RS

PRI/ WRRLAMESEBER (ITP) (3. SREBEEHBORIEN I/ WRIRIET TENR U IV MRELEREZFE I D EICLOTH
EYPECRERETT . MIVMRRUZORIEHIETHIERIKRDEREICHKIRT 5185 > /V7E (GPIb/Ma. GPIb/KX/&L)
ZIZNE T BECHE (IgGESHIE) P ITPOREANZXADTDDRAEE>TVET . oo ITPREDZDMHDASH
ZRALELTREEGHE. #iF. BIRESUHTHERG SO WREMIBESLTVBZENRESNTNET 176973,

1. MIVRER 2. Mu)\ifr EE S

3. M/)ViRTERIE

-2

oOo

lgGECHIF

1. IgGESHFN IIVRICHES (Y Z1b) 95 & BIiE< 707 7 — I DFcrZEE (FcrR) 2N Uic
BRIFAICKIVEERIND,

2. IgGECHIAD ERIRD S LIBEZEE L. M/ MREEZIH T 57479,

3. IgGEHESHFAD MR R — 2 AR MK TP ESRZ SR, IV MRZIREY 57778,
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faRMHF SR (FcRn) DIgGU B A VUV J1ER

FCRNIFEELUTHRRAICHTEL. HEEAICERVIAFNLZIgCESNHZSOIgGETIRY— LR (BRMRMGT) TRELT.

IgGECHAZZTIgGH Y Y — AICEXRSNTHRINZOZIFEIL. MIESHCBERE (JH17)L) LET, FcRnld.
COBFICKIgGECHHZSUIgGNMIREREHRLET .

OFCRNEFES UtIgGECHAZST

IgGHBUHEANKE
@;\é%’ )
QU Fusvssssansessesnsa TT0
= 4 MR R
OFcRnEIgGEC i Z
SOIgGHEE
m@:lgc;aams
@OFcRnEBEELIah ol 11gG
IgGECHFAESTIgGh DR f 9 Fekn

FCRNIZ. IgGDTRTDOYTIAF(1gG1.1gG2.1gG3.18G4) EUVY — ALk BHBHSERE
UHAIILEE B, ZOTH. FRNENLTUY A I ILENIRVMEDIgEHEUT. IgGDt 3 B (IgM.
IE. IgARUIgDTIE B & Z5~6BICHUT. IgG TR B & Z218) . MIgGREIFSERT S 147980,

IgGECHAZZ2BIgGH FRNITHEE T 2 & UV Y — ATOS#EZRN BUHERANKE (VY1 I)L) ENh3
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D47 H—baDIERAKF

J17H—bald. EMEGDFCTS7 X N
17 H—hsld. FCRNZBNET BT I/ BHEZBELT. FRINDBAINERH &L DICHREFSNIENEGDFCT 57
XUNEEITT

®BEIOTUVG (IgG)

Fabf#ig

HREDEEZ

8558 U4 TH—be
antigen binding

v,

Fchaig {

FCRBHOMIFED
HBEICRA5 I 2%mE

crystalizable I ‘ t

1 7H—hol3FCRNICIESL. |gGEEHBESTIgGNS RE(RE

74 7H—bRelFFCRNIZFES L. IgGECHAZZOIgGGHFRINBEETIDEFHREHEELE T, FCRNEBELTLAELIEE
BohAz3UI1gGRIYVY—ATHBEINET, DFEUI1T7H—Ne(FIgGECHFZZLIgGOUH T 7L ZBRELT.
ZORRE(TEL. |gGECFZ20MTIgGREZ NS EFTY,

\{

O LIt IgGEIS I ES D
IgGH B UMERISA B

O« TH— RN IgGETHIRE

SOIgGEBEA U FCRNERES “ﬁngeaam
:1gG
- ) ’ ® 9@ :FcRn
OIgGEEMFEST v ouvy—on 0549 H—b
IgGD S EDRE JF J

U4 T H—beldFCRNEFEEL. IgGEEHFZSTIgGDUY 1 J)LZRE

5)Ulrichts P, et al.: J Clin Invest. 2018; 128(10): 4372-4386.
[CONFER(Fargenxtt DZIBDEHETHONT, FE(Cargenxtt LW I HILI Y MIEEZEL TWSEN BEND. Fo. BB (CargenxttDHENZENS.
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52 R SR TR A1 R

(M ERREAICI7HLFFERZHEONIIREFEIRAIRSUEEEDIZGGEE HBEAT—9)2
REMAICT7HLFRER10mg/kga4BIC1 BB EEL<(325mg/kgzB 1 B85+ T RERSIRAIEZS Lis
= BIgGRERYIOIES5E245AN SFHALIBD . AR (Ena) DFEIHEDEEHE(F369.4~77.5%. RANREENRT
(tems) DIPSRBE(F528~62485RF (22~26H) TUE. Z0%. KIgGREIRIIZSN 521 BERICHAES0%FRBET.
56E&ICIEN—ZSA AMEETLEL. TTHLFRERDERN TR TH B ENRINELT,

ERRAICEOX EREFRAIRS LI EEDFEIgG/INFX—9

’B5E& BOH%5S (=8 - mg/kg) RE”RS (AEE : mg/kg)
10 g4d 10 g7d
60i%5 40H%5
(fl%5) (n=5) (GE))
R—=2A5A 6013 8903 10910 7043 6663 9094 8705 10792
(ug/mL) (710) (1948) (1419) (1565) (1083) (996) (1013) (2545)
Emax 9.4 235 55.0 62.8 53.1 77.5 69.4 73.9
(%) (3.88) (5.80) (3.69) (3.23) (3.96) (2.18) (3.14) (1.85)
temax 170 240 419 240 336 528 624 564
(h) (2.0-504) (96-336) (144-505) (144-504) (336-336) (392-552) (168-649) (240-649)

G R U E o ST (BEEE) | e SPRIE (BIME—FANE) TR
q4d=4BI(C1E. q7d=E1E

EREEAICREFIRAR S UILEEDRIgGEGRENDN—RF1 HSDIIE(LER

TSR (n=6)

10mg/kg g4d 6@EIES (n=5)
10mg/kg g7d 4E%5 (n=6)
25mg/kg q7d 45 (n=6)

bttt

OB IRERE

BIEGREDN—251 VDS DTZ( L%

1 8 15 22 29 36 43 50 57 64 71 78 (H)
JIOR S %R

g4d=48(21@(Day 1. 5. 9. 13. 17. 21(c#&5). q7d=E10(Day 1. 8. 15. 22(2#&5)

CH) FHTESREIN TV B [IEEX SR IR O TRER O RE U TO&E)TY,

4. MRENSFIR
O2BRSAERFENE (X7 04 RRIXERT O REILSADFRZIIHEFEIAN T2 (B LB VB EITRD)
O MRFME I WOBAMESRDIR

6. FERUAS
(EBRSETEHEIE)
BE. RAICEIT7ALFFER 777 BaFH#HIEZ) ELTIE10mg/kgz 1BREER T4 1 BN T TREFET 5. Cne1H17)LELT,
REZENET o
(IS MAERFFENME I RO AME SR B R)
BE. RACGITZALFFER 777 EFHEER) ELTENT10meg/kgaB 1 DX (E2BIC1 01— T CREREET 2. B1ERS5 THRIBL.
#5RIRER ABELIE IV WRER OB ARIERICRE DS 2BIC 1 TR SICHE T 2N TE S,
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BEREACI7ALFFENE2[EHN T TEOX EREEFRAIRS UIcEEDN—RF1 V(T BEIgGH 7917

BEOZLE

(%)

ITHEDB@)TULEY,

5)Ulrichts P, et al.: J Clin Invest. 2018; 128(10): 4372-4386.

[COIARER(Fargenxtt DZIBDHEITONIZ, FH(Cargenxtt kI HIL I MNIEEZEL TV SENSEND,
Fio. BBCargenxtDHENSEND,

N EERAA ICEORIRAES U EEDN—R ST (T BIgGH 791 TRlMRENDE( LR

o
(@)

N
© 150
=
N ! I
’ o 1 1
Q100 $RSTN 41—
N 2 :
&
)
1
[
o THE B
&% 0
8o 1 T T T
0 10 20 30
S0 =)
(%)
120

lgG2REDN—AS A VITH T
TiZE(bE

TiofEt Rz

T T T

0 10 20 30
5 HET B)

(%)

ﬁ 150
B —— Stk (n=10)
% 0.2mg/kg (n=4)
rl:ﬁu.)o —— 2mg/kg (n=4)
R~ —o— 10mg/kg (n=4)
l(ﬁ . —— 25mg/kg (n=4)
ﬁ = —e— 50mg/kg (n=4)
gﬁ% FE LI RE
& o w | |

0 10 20 30

RSB B
(%)

N
1J
N 150
X
'“ﬁ u-l\(
'“ff_!é 100 %
gi —
e & ———
2“5 FE LI RE
gﬂ 0 T T T

0 10 20 30

B5%E5R ®)

N BEAICREBIRAIRS U EEDR—R 51T BIgGH 791 TRIMTRENE{LE

(%)
200

PO

[

150

Tz

IgGTREDN—2S5A VI

PO

[

OB RERE

T T T T
20 40 60 80
FOR 5% B

IgG2REDA—Z5A

B+ IRERE

T T T T
20 40 60 80
FIOR 5% (S)]

PO

[

IgG3BEDN—RSA |

gD

C

IgGAREDN—Z51 |

(%)

200
—— STk g4d
150 + 6@s (n=2)
b —— FStR g7d
P 4TS (n=4)
%100 —— 10mg/kg gq4d
B 6@ES5 (N=5)
50 —e— 10mg/kg q7d
_ S — 4TS5 (1=6)
0 ‘ EEREIRE o 25mg/kg g7d
‘ ‘ ‘ T 4EE5 (1=6)
0 20 40 60
DERSHEE &)
(%)
200
150
|
100
ey
-
50
TR R
0 T . N :
EHRS 4B @)
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(2) EBRREA LgMGEEDRIgGREICHITAHE (HEATF—IZZEL)"

REMAXFEMGESICT7HLFFER10mg/kgzB1 Bt 4BRERIRAR S UL EEDRIgGGRENN—ZTT 2 H5
DFEZ(LE, TRIgGRENHBII TROEY TR, RIgGREDFANIRIZS% 18R (Week 4) TRAISEL
EJ0N

BRERREA LgMGREICRBFFIRAIZ S LI EE DIEIGGREDN—Z 51 > H S OFITE(LRHR

y 07
i
= —10-
&
& 20
B
S -30-
0
N )
Q TioE
5 —504
N
" —60
é =70 —— gMGE# (ARGX-113-1704) (n=65)
& —s0- o EEALA (ARGX-113-1702) (n=8)
%% —90- —— gMGEBE (ARGX-113-1602) (n=12)
8
-100 & T T T T T T

ERSERE

ARGX-113-1702 : HEARRMAZHRE LB SBHEEER (1 BB 3 TRS)
ARGX-113-1602 : HEAgMGEEZNRE U BN EIERER Q8RN (3 TRS)

R LgMGEE ICREFIRAR S U LEDFTRIgGREHR

(pg/mL)
14,000

12,000
10,000

8,000 +

WIgGRE

6,000

4,000

2,000

T T T T T

8 9 10 I 12 (&)

—— gMGEE (ARGX-113-1704) (n=65)
—— ZERAIA (ARGX-113-1702) (n=8)
—o— gMGEE (ARGX-113-1602) (n=12)

0 T T T T T T

PERSEEE

ARGX-113-1702 : HEIARRBAZHREUICBHSEEEER (1 BB 3 TRS)
ARGX-113-1602 : HEAgMGEEZNREUICBIEIERER QBN 3 TRS)

GE) AFID [ FREFEA A ] [T U TRERSN TV B IREN EMRI RO TRER O AE] U T OB T,

4. MREXSZIR

2HRBEHENDE (X701 RFIEZT O REIUADREIFIRIA+ D CEZH LB WEEICRD)

6. BERUHE

BHE. RAICEI7HLFFER 777 BaFH#HIEZ) £LT1E10mg/kge 1BRER AR RN TREIEET %, Cne1y17LelT,

REERIRT .
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(3) gMGEEDEIgGREENHIEEN 1 (RIFKEH ; HEIAT—IZ2ZL) >

EFRHRISE ISR (ARGX-113-1704) RUBEKRHESEIB# Tz 555 (ARGX-113-1705) [(EHTDHEHETORERH
5. T17H-hIR5RDIEIgGREDREMBN G, PRIE [25/X\—t>F1)UE, 75—t F1)UE] (32.54 [2.04,
3.25]g/L. [&/IMBE, &AfE]13[0.98, 6.86]g/L TLIz.

(DITPRBEICI7ANFFERERERIRAIZS UILLEDRIGGRERE HBEAT—T) 5

BIEIHEHER (ARGX-113-1603) [CBWT. [TPEECT7HLFFERN10mg/kgzB1E5H4E. 285RH (F TERIRAIR
5L ENRIgGREZLENHBIE TROB) TL.

HIgGRENN—2F1 U N SDFIHAE (BE£5RE) (3. PERSD1BREIC41.3(2.85)%THl. 4BENERSND3H
#1263.7 (2.38) REBMAICBWELIZ, ZDE. RIgGRERN—251 > OEICRVESD. BEIESOSERBORNEE
15%K T L.

0 ITPEEICRIEFIRAIRS UL EDRIgGGREDN—Z 51 U H S OFIITE LR (ARGX-113-1603)

(%)

25
oa ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,
s
=2
E{
by —25
V)
B0
(ég
_504 W n .
—— TIHILFFERIOME/kgh¥
—— FSLRE
FEHIREERE
_754
(n) 1312 13 13 12 11 11 11 10 10 9 7 8 9 9 10
(n) 12 12 12 12 12 10 11 12 12 10 10 8 8 8 8 11
T T T T T T T T T T T T
0 1 2 3 4 5 6 7 8 9 10 11 (&)
YOS #E—E

N ITPEBICREFIRAIRS UL EDRIGGEERUN—RF1 U 5ORAE (T7HLFFER10mg/kgs#)

B KIgGRE HIgGRERIE
(mg/dL) (%)
0:EHE 13 1058.2(142.2) NA
1EE 13 619.0(92.3) 41.3(2.85)
2B8 12 486.3(75.8) 55.6(2.43)
3EE 11 452.8(80.2) 60.8(1.89)
4,88 10 453.5(73.2) 60.2(2.78)

THOE PREERE) . NA IETEE

GFE) AFID [MBMERF FEME I/ WROBANMESBHR ] (W U TRERSN TV B [RIBEN IR RO TRER UAE] U T 0@ T,
4. HREN(SZIR
1SRRI WRBIAM SR BER
6. AENUHE
WH. RACEITALFFER 777 BEEFHERZ) ELT1E10mg/kgeiB1 B33 25821 B RN TREEEET 5. 810185 ThtAL.
R 5RIB R ABELIE IV WRER OB ARIERICRE DS 2BIC 1 TR SICHE T2 EN TS S,
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(BO)ITPEEICI7HINFFENERIEFIRAIRS UL EDRIgGRERTY
IgGH 7917 (IgG1. 1gG2. 1gG3. 1gG4) HBEAF—T)e2

BNEIESER (ARGX-113-1603) (CHBWVT. ITPEBICIT7HLFFER10mg/kgziB1E5H40. 265/ HN T TERIRPIIR
SUEE0IgGRERTIgGH 7917 (1gG1. 18G2. 18G3. 18G4) DFHA KRG T DB TU,

ITPEECRERIRAIIR S L EEDRIgGRERY

IgGH 7917 (IgG1. 1gG2. 1gG3. I1g8G4) DRX—RF1 U HhS5DFIIFAE (ARGX-113-1603)

#I1gG (%) 18G1(%) 18G2(%) 18G3(%) 18G4 (%)
T0E | T T90E F4iE : FiE

() EgEE) T gmsmm) 0P e ()

I S SR - SR R
R R B N S
I R R R
R - R S S

(6) ITPBEICT I AN FFERZRIERIRARS U &E OHIIVRIAIFRE S HEIgGRE O
HEAT—T)*

BHVSBIAEEER (ARGX-113-1603) (CHWT. MVMRIBHRPESHiFEELISAEE AL IcPakAutoE R 7y 1 TRIEL &

Uteo T7HLFHFER10Mg/kgBED10BIh76IT, Visit 8/9(3Visit 16/:HEME THETICABLEH 1 BAEND M) \R

EEECIATEOS T FINEALELE,

D ITPBEICIIANFFERZREBIRARSUILEEDORIgGRE

(2FEE; HABAT—-9ZZE)®?
ERHESEMERER (ARGX-113-1801) [LHWLT. ITPEZICT7ALFFER10mg/kgaiB1EREF2BIC1E. 155/EA
(3 TRRPIR S LI EEDR—R 51 U H S DRIgCREZLENHBFERDEY) TU,
RIgGREF. T7ALFFEROEDRSHBEORINIBEEZEL TN L. 4BICRHEFRADBNCELELL,
Z0%. BIgGREDN—RFT1HSOTIFARE. TIHLFFEROBRSHMPEHI60%EMEFLELL.
BRSAEETEHR (16~238) DRIgGRENN—2F1 Y HSNOFIFHA LG, BIERSRU2BICIERSEHICH
60% &R LE LI

G) AHID [MBMERF FE M I/ WROR AN SBER ] ( TH U CRGRSN TV B [RIBEN IR MU TRER RS EU T 0@ T,
4. HRENSZIR
1SRRI BRI SR BTR
6. BERUHE
BE. RACGITZALFFER 777 E-FHEER) ELT1ENT0mMg/kgaB 1 DX (E2BIC1 01— T CREREET 2. B1ERS5 THRIBL.
#5RIRERABELIE IV WREIR OB ARIERICRE DS 2BIC 1 TR SICHEH T 2N TE S,
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N ITPRECRERIRAIRS LIS DRIgGREDN—R 51> H S NIHITELRHER (2(45H) (ARGX-113-1801)

(%)

O--—-@f 2 T = 2 Y L | | eI —
= —— IJHILFFERE
ﬁ —304 —— 7°5J[Z7ﬁ‘g¥
AL THEHRERE
1
@

_60 -

(n) 80 77 73 74 64 55 59 68 64 60 63 65 57 62 54 62 57 60 56 53 49 53 56 51 58
(n) 45 42 45 42 36 35 39 38 34 37 34 34 31 26 31 30 29 28 30 28 30 28 31 28 39

T T T T T T T T T T T T T T T T T T T T T T
012 3 456 7 8 91011121314151617 18 19 20 2
PERSREE

T T T
122 23 24 (B)

N ITPEECREFBIRAIZR S LI EEDRIgGRERUN—RF1 D ESORAR(TTHLFFERE)

RIgGRE HIgGRERIE
P (mgg/dL) ; (%)
(QE]S 80 1024.9(34.1) NA
[BELS] 83 617.6(23.7) 39.8(0.75)
2;8E 79 488.0(32.4) 52.5(3.36)
3EE 80 417.8(32.2) 55.5(5.61)
1688 55 350.1(22.2) 66.2(1.84)
. 1788 54 363.1(26.0) 65.9(1.94)
1?515@ 1888 54 382.5(36.6) 61.0(5.96)
1988 50 375.2(27.1) 61.9(4.12)
2088 47 360.9(23.1) 63.4(3.12)
2188 49 379.7(24.9) 61.5(3.31)
2288 53 375.6(25.2) 63.7(2.66)
2388 47 369.6(28.2) 63.9(3.05)
2488 40 497.9(76.5) 51.5(7.33)
O:EH 80 1024.9(34.1) NA
1688 3 421.7(85.2) 62.1(4.31)
178 6 334.0(32.5) 65.3(2.09)
18:E8 3 433.3(53.2) 60.3(3.84)
23E(C1E 1988 5 346.8(52.0) 64.2(4.05)
®5 2088 4 408.3(36.6) 60.5(4.86)
2188 5 376.6(60.4) 62.0(3.96)
2288 3 458.3(68.0) 58.2(4.40)
2388 5 372.4(59.2) 62.4(3.91)
2488 9 393.8(39.8) 64.9(2.76)

THOE (BREEE) . NA IETEE
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(8)ITPEEICT7HNFFERZRESFRAIZESUEEORMIMRRFFZEEENES

(2FKH ; HNEAT—922)8?
ERHEESEIEEE (ARGX-113-1801) (ZHWWT. MAMRIIEDNE./7O—FILIEAEMEE (MAIPAY) BiE7vErZB0
T. MPOERM/IWRICKIGT 2ECHEZRELIZECS. TT7HILFFERETE. X—RF1 VEOHIM/IRITIARS
HEBE306] (36.1%) DSE1261H. BESHBPTON—ZS1 U EZDIBDREFRDOSB 1R ETEEERDELE,
TIERETCIE. RXR—R 1 VEORMIM/IMRIABEBIEZREE 116 (24.4%) B'. R—Z51 DI R TORETHEDETE
TU7z.

% :monoclonal antibody immobilization of platelet antigens (&I \WrEB#EL TRSNEIVIVMRIERREZNISHITZESHEOESHE. BAEILLIV WEEFIR
C9 BT/ 7O0—FITUAICIVIHIET B.)

(QITPEEFICT7HNFFERZRERBRAIRSUEEEDRIgGER

(2AFEE  HBEAT—9%238) (2022568810857 —9hy A T785m) 82
IS HE S MG 555 (ARGX-113-1803) (LB T. ARGX-113-1801H5BITULITPEEIC T 7HLFHER
10mg/kg%B1EXF2BIC1E. 1BRH (T TEIRAIE S Li-EXDA—Z 512 HENRIgGREZLROHEREIE TRO
BITULE,
SAQEET. T7HLFEER-TIHILFFERE636](ARGX-113-1801 TRI7HLFXERBICS T LML) EF5t
R-TIHLFLEREE38HI(ARGX-113-1801 TR FSEABICS> 9 Afk) THORIGGEEFHA R FROE) TL.
ITHLFRER-TIHLFRERETE. RIgGEEDARGX-113-1801DN—Z 51 2 AHSNDTHIHAE (E#E252) (3.
4~51BETORBEBELT55.2 (5.39) ~64.4 (1.61) %DEETHY. FSEA-TIHLFXERETE. HIgGRED
ARGX-113-1803DA—Z 51 > HENFGFHAR (5552 (F. 4~51BF TOHBEBLT59.4(2.71)~69.1(1.09)%
DEETL.

ITPEEICREFIMRAIZS UL EDRIgGREDN—Z 1 HSNHIE(LEHE (2(45H) (ARGX-113-1803)

(%)

OA ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,
—— TIAILFFER-TIAILFFEREE
—— FSUER-TIAILFFERE
OB AR E
_204
Sl
@(
-y —40
U]
o0
(;’l{g
_604
_804
(n) 55 55 52 48 40 37 36 36 30 29 22 17 14 12
(n) 34 33 24 18 15 14 17 16 15 9 8 8 3

T T T T T T T T T T T T T T
0 4 7 1M1 15 19 23 27 31 35 39 43 47 51 (&)

YOS EEE
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N ITPEEICRERSIRAIRS UL EDBIgGRERUN—Z 51 U D SORNE

RIgGRE HIgGRERMIE
(mg/dL) (%)
0EE 59 500.5(66.5) 51.6(6.61)
4BE 58 371.9(25.0) 64.4(1.61)
7:EE 53 381.5(28.3) 60.8(4.07)
1188 49 399.2(31.4) 59.4(4.36)
1588 41 405.5(34.2) 60.0(2.62)
1988 38 377.9(29.2) 61.9(2.04)
T IAILFEFER- 2388 36 369.4(25.7) 63.5(1.68)
IIHILFFERE 27388 37 385.1(23.7) 60.6(1.89)
31E8 30 360.7(25.7) 61.1(2.09)
3588 29 415.7(39.0) 55.2(5.39)
39E8 23 376.9(33.7) 57.6(5.72)
4388 17 344.9(27.7) 62.1(3.04)
4788 15 350.3(29.0) 59.8(4.97)
5188 13 332.7(25.8) 61.7(3.85)
088 38 1064.9(53.9) NA
4EE 34 338.3(19.5) 67.1(1.44)
788 33 388.1(42.9) 63.4(3.56)
1188 24 330.4(19.8) 67.6(2.17)
1588 18 390.3(40.7) 64.3(3.51)
1988 15 449.5(43.5) 59.4(2.71)
FStiR- 23:E8 14 405.0(23.5) 63.5(2.71)
IIOAILFFERE 27:8H 17 426.3(51.0) 59.5(4.96)
31E8 16 392.9(28.4) 62.7(2.94)
3588 15 386.6(34.6) 63.8(2.67)
3988 9 346.0(39.1) 68.1(3.65)
4388 8 425.4(33.5) 63.9(4.52)
4788 8 392.4(54.3) 62.6(5.62)
5188 3 336.7(82.2) 69.1(1.09)

THOE (BREERE) . NA IETEE
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(10) BEERRIA LITPEEDRIgGRELH T B LB ABAT—IZZEL)
R AN JITPEHICT7HLFFER10mg/kgaiB 1 Bst4BRERBHRMIRS LIz EOBIgGGREDN—RFToH5
DFEHELEOHEBEF TROBI TUL. BIgGREDRHN SRS 1EM (4B TRAICEL. IR EIH60~

70% U7z,

BEERREA LITPEREICREFIRAIZS UL EEDREIEGGRE DN —R 51 Hh SOFIE( LR HE

HIgGREZE(LE

(%)

0 H---

—20 -

—40

—60 -

—o— [TPEE (ARGX-113-1603) (n=13)

—e— [TPEE (ARGX-113-1801) (n=80)

—— EEMA (ARGX-113-1907) (n=27)
TOELIRERE

T T T T
1 2

YORS %R

ARGX-113-1907 : HEIARRBMAZHREUICBHSBEHEEER (1 BREA T TRS)

G) AHID [MBMERF FE M I/ WROR AN SBER ] ( TH U CRGRSN TV B [RIBEN IR MU TRER RS EU T 0@ T,

4. HRENSZIR

1SRRI BRI SR BTR

6. BERUHE

WH. RACEITALFFER 7L 77 BEEFHERZ) ELT1E10mg/kgeid1 B33 238121 B RN TREEET 5. 810185 ThtAL.
#5RIRERABELIE IV WREIR OB ARIERICRE DS 2BIC 1 TR SICHEH T 2N TE S,
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FEBG PREHLER

(1)in vitroCOEER
1) ERFCRNADESIRF0E (in vitro) 8

BREESREIERTEE (ELISA) DR, pH7.4ICHEWT. ENEFERFCTS T AV NFCRNDIBEREFEAERDONFE
ATUIEDN  ITTHILFFERDECs30.14nmol/L(7.32ng/mL) TUTz. pH6.0TDECsold T7HILFFERTO0.1Tnmol/L
(6.00ng/mL). ENEFERIFCTS7 XM T(E13.0nmol/L(651.7ng/mL) Tl Tz

ITHNFFERRUENFERFCT ST A2 MOEN CRNADIEEFRFIME (ELISA) (in vitro)

3.0 4 —— ITIJHILFFER 3.0 —— TTHILFFER
ERBFERFCISI AV ERBFERFCTSTAV N
2.5 . 2.5
[ ] [
€ 20 T 204
je je
(@) o
LN LN
< g5 < g5
o L
il il
e I
P 1.0+ P 1.0+
0.5 0.5 1
0 T - 4{/././‘ T 0ot+——— T T T
1072 100 102 10 1072 100 102 10
R (ng/mL) R (ng/mL)

3E ERERUIch A SIS IERE R T .

KE7TXELHIB SPR) DFER. pH7.4. 6.0COIIANFFERRUENFERFCTST A NOTERBER (Ko 3
TFROBITUL.

ITHLFFERRUENFERIFCT ST A2 MOEMCRNADIEE AT (SPR) (in vitro)

g fRaE L (Ka)
ERFERIFcTSI XV (nmol/L) I IHILFFER(hmol/L)
7.4 Baed 8.59+1.35
6.0 28.0+6.20 0.35+0.06

HERFE  TTHILFFERDENCRI\DIEEHRTM%Z. pHE.0KU'pH7 .4 TELISAR U BiacoreT200™IC &k BSPRICKWBIELz. ELISA
Tl BERIELIEYF2Y—TFFL—NMIEFF U EENFRNERBES 2%, 0.02~3000ng/MLO T 7 HILFFERN FLNEFERIFCT
ST AV NEPHE.ORUPH7 ATRMEETco SPRIZEWVWTH. ITTHILFFERRUENFELERFCT ST A MNDPH6.0KUpH7 . 4THER
FCRN\DBEEHAEZREL. K&K,
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(2)in vivoTOHRER

1) AEMIgGIH T 3 RIBMER (BEHRS) (h=T1HIL)8
ITHLFRERDIGGHA T BABREAERET 0. H=71H L TGLPIEEROAERGRSEEEHBLEL,
NI IICIEIRAE NG EBHE [FR70-hIgG1 (No—H—Hi)] #1851%. T7HLFLEREBIRMIZS Ui
EEQMP R —F—HERVIgGRENZ(LREFTRDE) TUEZ. 20mg/kgiicnmibiIgGRE(F. H#5%5HICIRS
Al B CRAS 5% (THHE) A LE LT,

B A= 71F )V ICEOEGESIRAIR S Ui EE 0 M N — 5 —IFERE DR SEIH S5 DR LR

%) B (n=2)
150 —— 0.2mg/kg (n=2)
THELRERE —— 2mg/kg (n=1)

—e— 20mg/kg (n=2)
—e— 200mg/kg (n=2)
100 q¢

HERIO U BUNS STMFE SIS —F—C 7 BB

15 (8)
B5%EH
2mg/kgBEDBIICDWNTIE. No—H—AEARHS A SRS
N AZT71FILICEOEGREIRAIR S LSO MPIgGRE DR SN SN E(LR
(%) BIE (n=2)
200 —— 0.2mg/kg (n=2)
‘ TOELIRERE —— 2mg/kg (n=1)
ﬁ —e— 20mg/kg (n=2)
EQ( 150 . /J —e— 200mg/kg (N=2)
0
14:3 —
g(h 100 4
S
bt
B
% 504
=
=!
0 T T T T
0 5 10 15 (B)

RE5®EE

2mg/kgBED1BFIICDNTIE. —H—FilAPRES gD ol leh BRI Lic

HERATE M= T (BE20)) (SRS EMgG 1IEEHA [FR70-higG1 (NL—H—HifF)] (1mg/kg) Z2iREIRAIIZSL. ZD
ABBFRICT 7ANFFER (0.2, 2. 208KV 200mg/kg) IFFERE L THELE (PBS) 25t (30%/) B#lRMIZ 5L, T7HILFFENES
g13H (Day —3 : RL—H—HUAIRSAD) . R580. SHEERAIR S TER. 2. 6. 24, 48RU7285E#. WACH/SS. 7. 10, 14,
17, 21, 24RV28BEICKRMUTz, MM —F—HFERTIgGREZELSATAEL. X—R51> (T7HLFFENESH) hoDE1L
KEF{ANIc, ADANEESNzDay 17UBEOIMRRALHC DV TIIETLED o,
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2) AEMEIgGICH T 3EIE(EA (4HBRREIRS) (h=71H)L)8
NZTAHFCTTHLFRER (0. 3. 30%0100mg/ke) %2810 1 B4BRIRERH (2857 5IRAHES L=&=. Day
S5KUDay 15CRIIEHDINTDIRSET. MPIgGREDRINHS5N. TERDXIDICHBLEU ]z, Mifss, Mo
lgGRE(FOEREMDay 30LEMSIENL. Day 58F CICEELEL,

HZT71FVICRERIRAES UL ENMTIgGREHR (28101 B4EMRIERS)

(ng/mL)
105 5
1 A=A
] —— ifREE
i SBEHIRN=5, EEHABN=2)
—~ —e— 3mg/kg TIAILFFERE
ﬁ . (AEHIRIN=5. EEMEN=2)
P —e— 30mg/kg TOHILFEERE
@ 10° 4 SBEEARIN=5. EEHMH”"IN=2)
% 3 —— 100mg/kg TIAILFLERE
% ] SBEHIRIN=5. BEHRIN=2)
] SRERHIR C{E AR
> >
103 T T T T T T
0 10 20 30 40 50 60 (8)
OB S E5E
(ug/mb)
10° 4
. WH=IA)L
. —o— IFREE
: CHEMBN=5. E@EHN=2)
_ 7 —— 3mg/kg TTHILFFERE
0 i CEEBBN=5. BEHRN=2)
2 —— 30mg/kg TIAILFEERE
. CAFEHIRIN=5. @EMBBn=2)
LQO ] —— 100mg/kg TTHILFEERE
g ] CAEERBN=5. EEHREN=2)
= ]
] BB CiE IR
> >
103 T T T T T T
0 10 20 30 40 50 60 (B)
MEHRS %55

W71 FVICRERIRAIRS UL ENMTIgGRE NXIIREFE NEMZE(LER (28121 D4 ERRERS)
IgG (% to control) (FFH5(E)

A= (mg/kg)

M -3 -9 —40* —53* —44

3 F -6 —23 —46* —56* —43

30 M +1 —20 —44* —64* —67*

30 F —25 —63* —59* —75% —=50

100 M -9 —-18 —52* —64* —40*

100 F -3 —54* —63* —62* —45

F: . M. *P=<0.01(9RyMEE)
HERTTE - W=7 (MHESBESH) ICT 7 AL FFER[O (BEXIERES) . 3. 30MV100mg/kgl 228121 @298 (5115M@) RiEHHT (2

BFR) BEiRAIR S L. TR (MMSEE3M)) OAZT7 1 )LidDay 30N SE24GRICREEI Bz, OIER (HHSE26)) (CDWT
[d. ZO%RAIBEOEEBEEHRUE. TEHTISERSHIC. BE#T@Day 31, Day 33. Day 35. Day 38. Day 42. Day 46.
Day 50. Day 54%U'Day 58(CiRML. MlgGREEREL .
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3) AEIgGICH T B FEIREM (26:BMREIRS) (h=T1F) )8

AZTAFINCTTHILFFER (0. 10. 30KV 100mg/kg) %8 1026;8—RERHT (0.505H) 2IRAIR S UIcEE. i
D10Mg/kgB#ZR<INTDE T, Day STHRRE LR TERLMPIgGREDRI N #SNELEE (P=0.01. FRVb
RE. TREW) . MPIgGEEE10mg/kgTlEDay 19005, 30K 100mg/kgTldDay 204051800, 8BRD
C{EHAE THFICEELF U,

N A= 719V ICRIEEIRAES UIcEE D MIgGREHTR (B 1026 BMRERS)

(ug/mL)

5
10 EHZIAFI

—o— NfHRE¥
104 (hE—n=6. DEHI’N=2)
3 —o— 10mg/kg TOAILFFERE
i (hE—n=6. TR I’IN=2)
- —o— 30mg/kg TIAIFFERE
i (BEHBN=6. DEHBIN=2)
—o— 100mg/kg TIAILFFERE
SBEREAR O{EHE _ (BEHBN=6. DEHBIN=2)

d
) L

MPlgGRE(FI)

A
v

103 T T T T T T T T
0 20 40 60 80 100 120 140 160 1

OS5 REE

T

T T
0 200 220 240(H)

0 -

(pg/mL)

’| 54
0 ] hH=—oA4F)

—— NIFE
104 (BEHEn=6. OEMBN=2)
—— 10mg/kg TIAIFFERE
. (&EEmN=6. DEHEN=2)
] —e— 30mg/kg TIHILFEERE
(HEHEn=6. O{EMARIN=2)
—e— 100mg/kg TIAILFFERE
i SBREER B (amERIn=6. BEMRIN=2)
| -

MmeplgGRE ()

d
) L

A
v

103 T T T T T T T T
0 20 40 60 80 100 120 140 160 1

PERSEEE

T T T
0 200 220 240(H)

0 -

B AZ 71 FVICRERIRAIZS UL EDMPIgGRE DXIEREFE DIEXZE( LR (B 10 26:BRREKRS)

IgG (% to control) (FFi5(E)

FAE (mg/kg)
10 M -1 -25 —-13 +1
10 F +6 —40* -18 -14
30 M -8 —46* —-33 -19
30 F -7 —58* —42 =21
100 M —-12 —52* —46 —33
100 F -2 —60* —60** —37

F:lt. M. $EHEEIT : ANOVARU'YSY 2y MEE
*P=0.01 (9 ZYMETE) . *%P=0.05(9"%YMEE)

BRI [ WD =T L (BE6H) ICTTAHLFFER[0 (B xERE). 10. 30KV 100mg/kg] i1 E1263Bm/ R EHHT (0.585H])
BIRAIRS Uz, RISIRSRIC. TRE (FHAP) 22 RS, OER (E820) (COVLTEZORSEBOOEHR-EHRRELL. I8
BTEERSHIC. OEFTEREIORML. MPIgGREZAEL.
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4) FSRAZSHEF O 2 F—ERFBEEESENE (MuSK-MG) Mpassive transfer€7 <7
ATOEERR

MuSK-MGEENDRREEIgGAE D %15 L. MGIERZFRIEZMUSK-MG passive transfer€E7ILYIXZHAVT. T
THLNFFERDBEDRZFHELELZ. MUSK-MG passive transferE7 I Y I RICTT7HINFFERO.5mg/kgzkS

LIcEEDEADHER I THOB TU,

MuSK-MG passive transfer€7IL Y RICT7HILFFER(0.5mg/day) RIFENEFERIFCT ST A M E

6BREIRERIZENIRS U L E DB DOHEEESTHE

()
1Og0 _ Ijﬁ)bﬂj#‘?& [RSYAES
BEgGAR5 ERBFERIFCT ST XY MESEIA

b \

80

bttt

‘ ‘
04 T T T T T T T T T T T ' T T

-3 -2 -1 0 1 2 3 4 5 6 7 8 9 0 11 B
BEIgGATER SR

ENFERIFCTS7 AV NN Day ICEEMEREBWRREIES B, HEBDITANFFERBEOEDay 9THT U,

B WEREE (n=1)
IIHIFEERED (n=1)
ERBLERFCT ST AV RNEED (n=1)
IOHILFFERED (n=1)
ERNBFERFCTST AV MEED (n=1)

HERIR T DMUSK-MG passive transferEF LY RZHWTex vivorElREHEBRRERBELELZ. ENEFERIFC

TSTAVNETRITANFFERBEELRUT. BERERICHHRNGHINE (79 = —INE) 2RI eleE. AChRY 77
IMGEREZE THBd-YRT S (dTC; 125nmol/L) (T BEZMEMETLELIZ. CORBRIF. TTHLFFERET
(FERED R AE ST THRENBAChRESHN LV EZRUTHY . TT7HLFFERETRIEMRNICRRIRELRIF

TUL7.

ex VivortBiRIEAERIEAER : MuSK-MG passive transfer€7 I YV RICd-Y RIS %R ELEED

HERIERTOTY =—IHEH

(%)

100 ——

El=))

PO

[

50

(dTC (OnW) |

T 9 Z—IES (dTC (125nM) )

dTC:d-YART73)>

HERTTIE | FERETE ERERR/ EEE S REAEAE (NOD/SCID) ¥ RICMUSK-MGEEZDRRIEIgGAE) (FEIgG4 : 0.15g/kg/day) =1

B1OREEZERRSL. YURCMGORBERZFERS L. RRILIgGIENRS5#%5H (Day 5) (.

I7HILFFER(0.5mg/body.

26l) RE71VI1 THRIBELTERFERFCTS 7 XN (26) 2181 D6 BRERIEEERNIZSL. BHEAEUZ. BESRE (16)) (23,
BEIgGANRDIICPBSZIRS Uz, HERIE THEDMUSK-MG passive transferEFILY 2R Tex vivolsiRIRH BRI RZRMEL .
AChRY 7' IURERERE TH Hd-YRT7 51> (dTC:125nmol/L) #1285 Uiz EE DREIBIR DG ARINGE (79 ——IXHE) Z5Hi L 7.
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ARROFEEREBERIC. MuSK-MG passive transfer€E7IL YU RZRAWLWT. MuSK-MGEEDIgGAC R DETIHEDHER

DROTERDETICHT DI TN FFERDBEMRETHELE U,

ITHNFFERETRENFERFCT ST AU MNEEHRLUT. MUSK-MGEEDIgGAIC K 2ETHEDRERA R U EHE
DEDIERDET I FBRMLE L. BEIgGARSHIH (Day 0) XU'Day 11 TOENFERIFCT ST X MNEED
THFEIFETNZEN18.41£0.5gR U 14.2+0.6g UM CFIHAHERM A R($22.622.9% T, MEtPHNICHRISHILELLE
(P<0.001. MITDHBHRE)s —F. TI7HILFFERBEDOTIIFEIRFZNZEN18.3£0.5gKV17.1+1.0gH U CF5

FERMDEEI7.014.6%T. HEZNCHRGRINIASNELEATUL(P=0.16. HIEDHIURTE)
A OHREETHTEER (BN UBREREAE) ORBRIE TRO®E) TU.

M MuSK-MG passive transferE7ILYIRICT7HILFFER (0.5mg/day) RIFENFERFCTIS 7 A hMe7BEKRE

EERRS LI & EDENRURERR

(%)

IOHILFFERIG
ERNBFERFCTSTAY MRS

V.V vV v Vv V¥

BEIgGARS
A\ A A A A A AN A AN A 4

1304
120
. 110
B 100 e e g
2 90
S 80+
o (7)8~ TigfE R i \
B 7= : = |
g 20 1 FREHERAT : studentDURTE | ( P<0.001
E 404 —o— BEE (N=5) | LT 2
B 30— IOHLFEERE (1=9) P<0.00T  °/ >
T 20 e ENFERFCOSIXYNEE (1=8) p<0.001"
O T T T T i T T T T T T T T T T T 1
-5 -4 -3 2 -1 0 1 2 3 4 5 6 7 8 9 10 1 128
EBIgCAIDRSHIY
IITAFFERN
ERBERFCISTXY MRS
vV VvV v v v v v
BEIgGARS
) vV V. ¥V vV v v Vv Vv VvV Vv V¥
54 :
(BK) 180 ----degr 7 g +—o o9 —0o g e
% 120 \
= TAEL IR §
i ST : studentDHRTE | P<0.001
60  —e JBIEE (N=5) 3
- IIHILFFERE (h=8) R
Fidl S5 = "
i — tl\Eﬁ‘Etijjﬁxﬂ\ﬁ (n=8) P<0.05 P<0.001

-5 J4 -3 -2 -1 0 1 2 3 4 5 6 7 8 9 10 1M 12 (B
BB IgGA TR 5 #E5E

HERAE  Day 0hSlEv R (166]) (CEEIgG4 (0.1mg/g) Z1H1BIREEENIES Lz, Day 4L, YIRACIT7HILFFER
(0.5mg/body. 8fll) X(F71VI1 THIBEVTERBFERFCTS T XN (86) 2125 U7z, BERMEREE (561) (. 7AiE (PBS) D&%
BEUE. REOMEAETHEEER (BAONOBRERSRAIE) #Day 4h5Day 110OHBRKETECERRELZ, 5. Day OKRUDay 11
ICAREERAELZ,
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5) 7t F N 2) O SEERIFR SR E/E (AChR-MG) passive transfer€5 L5y NCO;AERN RS
AChR-MG passive transferEFIL oY NeAWTIT7HLFFERDBBEMRZFHELELZ. T7HILFFERETES
BB B U TRNDERLGHENRHONELE (P<0.001. REDBWVHRTE). T7HLFFERBTROSNIKREBE
ROBEFHNEMEIZGGOFNCHESTRDHON. TTHILFFERORERBIERICLDENEEZSNE LI,

AChR-MG passive transfer€7IL 3y MCIT7HILFFER (50mg/kg) XIFB1E (PBS) Z20EEARSLZEED
mMADb35#& 5HI24ERHD S DEHDE(LER

(%)
—— 50mg/kgTIHILFFERE (n=10)
—— BEE (n=10)

100 - —o— B (MAb351%5732L) (n=10)

OB HREERE

. P<0.001 A ITOPHLFRERBLBBERS
50 4 7 (iﬁﬁﬁ@@b\ﬁﬁﬁ) * : mAb35}§5

MAD351R 512485 RN S DIENDZEEE

0 T T T
=50 0 50 100(B5R5)
MAbRS&EE

mMADb35 : 5 MAAChRHLA

AChR-MG passive transfer®7ILZyMCI7HILFFER (50mg/kg) XIFiB1E (PBS) Z2MEREAKRSLEEED
mAb35#%5F12485E A S5 DMPIgGERENZE{LE

(%)

1507 —— 50mg/kgTIHILFRLERE (=10)
ookok % —o— BIRE (n=10)
skosk ko skoske sk sk
s sk sk
100+ e HiZAER =

$x %% P<0.0001 HIEDFVERTE)

A IOALFEERBLIIBIERS
50 4 :mAb3sERS

MAD35H 5 H12485/0 S D
MPlgGREDELE

0 T T T
—50 0 50 100(B5R)
mADbI& 5% 85’

mAb35 : S MIAChRFA

RERFE : LewisTv b (BEE1061) (2. SV MAAChRFHA [MAD35 (rat 1I8G1)] 1mg/kgZ BRI SRI2 R U2405/(C. T7HLFFER
(50mg/kg). 7AVIATHIBELTERFLERIFCT ST AN 15V MNFCRNFAN [E7BER (PBS) ZIEEMNIR S5 Lz, mAD35SIRS&ICR
RICRBIERNFRINDZIEN D, INSOEYEFHNICIRS Uz, MAD3SIRSHI2AIER. B5E%. #5%6. 24, 30, 48, 54
RU7 205 IESRAIEERIEU . EIAEDTHER R EFREZRTIRINL. FHFEHTEL .
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6)ITP passive transferE7 LY XA TO;aEERIRe

ITP passive transfer®7 /LY RICMWReg30 CI/VMRBAZFERSE. TT7HNFFERDEBEMRZTHELE L.
IT7HLFFERFIHEZSIEMWReg30(CXZDMIMREDZFEEL. T7HNLFFERETRIBEFHLLRL TAERLGIVIVR
HOENHRBHOSNFELE (P<0.05. —TEEEDEHDN . —FH. 7AVIM THROFERFCE TR, M/IMREICK TS
RiFaiEREHASNFEATUL,

[0 ITP passive transferE7IN Y I RICEE. BERFCXEBI7HLFFEREZFIRAKRS. XERBEI7OT)2XE
EELIZEEOMMIMRBDON—Z 51 o h5DE{LER

(%)

" 150 4 . . W AR
) 1 e W FFAAURCEE
ié%( 1 B TOALFFERE
g 1004 W 5T 07 ) KERTE
N & n=10
b e+ RS
r~|< * :1P<0.05
”é 50 (—TTECED B D)
&
£
g
0-
3
YIORSEESR

HBR75i%  C57BL/6V VR (BEE106) (C. T7ANFFERITmg/BI ($950mg/kg) 1. FF4EEIFC [1mg/fl ($¥950mg/ke) 1. &7 a7 >
AEFEE[1g/kg ($920mg/fl) 1 3AE (1)~ EIEEEERIEK) Z2ZNZNMWReg30%2ugDAE CIEFENIR 59 22405 MFI R UDay 2
(CESARMIIZ S Lize MWReg30ZRIENIRS (Day 1. 2KRU3) L. MUIMREA DRBAEREFR ST, HRERE20EHEL/Z. MWReg30
BE5BOBERTOMIMRBEDN—ZF1 U HENZLRICDVT—TRBENHOM AV THELLERU . BEHEHERLTERENRY
SNEBEEF. IRYNDESELBREEEMUE.
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graeale S IS0

143

BEMEEBHER (NI YL

IT7AHNLFFERZ2BICT1ENXNEETE100mg/kgETIF. WITNDEBRTHREMEIR/NTA—I(CBELTHREIN

[FFRHENFLBATUI,
TEMEIEHR—E

HERIEE ENE/ iR

(1ER1/BIER)

%58 mg/kg
(2528, (1R5HEE1)

OPIRAEHERICRIFTHE

TEREERER HIL/AZTAFIL 0. 10. 30. 100 g7d 5t5@ FERL
WETEA (it /2 24 2151) (iv. [0.5HF) IR ML T T B | 100mg/kg q7d
ODMBRICRFTEE
DEER O E HYIL/HAZITAFIL 0. 10. 30. 50. 100 &[@m RERL
DE (RSB W /B30, (iv. [28578]) DR OB T BMmBIEE | 100mg/kg
OHESER | It/ 524 21) JEHE 5 EEE | 3323280
0. 3. 30. 100 g2d 15 BEEL
(v, [285M)) 298F ClR4E DR OBERAEEIC T B|BIE  100mg/kg q2d
IR 5EEE : 280
YL/ AZTAHFIL 0. 10. 30. 100 gq7d &§t27@ FERL
(R SHER: K /S B AR, (iv. [0.565781) DR O EEEEC S 2B  100mg/kg q7d
EHESER | it/ BE21) 1838%TRE
I SEES : 88
ONRECRETEE
IFOREL YL/ HZTA4F)L 0. 10. 30. 100 gq7d &t5@ RERL

(W /&8 201)

(iv, [0.585M])

IFIRHEEE(C T B HEES1EE 1 100mg/kg q7d

iv: BIRARS. q2d:2BIC1EHRS. q7d: B1ERS
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Z Dfth D ZEIREAER

(1) ADCCEMRUCDC; & (in vitro FcyRsX(3C1q&DEHEERA)

(in vitro)8®
HAT 7179 — A . IgGOFCHEFCr BB (FOrR) RS>/ 9714 (C1q) ARATBEICEVERLET
IT7HLNFFERBENEGIERFCTIZTAVNTHDIZH. FOrRRUCIgADiEEZSHIEILELZ. T7HILFFEREFCY

RIETMCCT1qEDIEERAMZELISATAIEL .. ERNEFERIFCT ST A NDEEHAME R UICERE TEENBY TUk,.

*  FCREEN U T 7109 —#EE . MR FIEMEIRGS (ADCO) . MiMEEHEIRERNURBEKEFEIRGS (CDC) 25X 2RIBOEMHEXIHEEFEHT 5
ENHSNTWS, FORMFADFCHEBICHEE L. MIRREICHRL TV SENICRE T3 EICF TITRI—EMT L. ADCCHEFRIND. COEE/EREHE
SEHERNOREESE. BREEHSED. F7F1ILF5— (NK) filg. Fhik. BRRUYYI077—INADCCEFEHT2TRENETT S, ForRManHFEL TLY
BNKiian EE L TADCCIZESLTWBEEZ SN TS, E5(C. Cl1qITEINHARORIDMS THY . FIR - IMESHICES U THEIVRIRZRBSES. <
DIEE{ERIFCDCICEE TH 3%,

B I7HLFFERRUTENFERFCT 57 A2 MDENFCYRSADIEEFFME (ELISA)

ECso(nmol/L)
IJHILFFER ERBFERIFCTIS IRV
ErCD16a(FcyRIla) 47.71 15.00
EhCD32a(FcyRIa) 2325 62.56
E~CD32b(FcyRIb) 82424 144.7
ErCD64 (FcyRI) 0.1154 0.08043

IT7HNFFERRUENFERIFCT S 7 A MDCTIgADEMNFDECsolFZNZEN14.7%09.9nmol/LTLTz.
B IT7HLFFERNUENFERIFCTS7 A2 MDC1gADIEE A (ELISA)

—— IIJHILFFER

4 —— ERFERFCTISTAVN
3 -
e
c
S
ry)
= 5
g
il
Bl
R
’| -
0 — T T
-2 0 2 (n\WY)
log (BE)

ITAILFFER EREFERIFCTISITATL

ECso(nmol/L) 14.73 9.926

ITHNFFERE. FCRNEDKAEMNgGUREEHAICHELETA. AT 779 —HEEZEE T 31-DICHERHIR
RBEEEZEELTLERA. IT7ALFFERBENTFERFCTS 7 ANELERLT. FORXIFCTIgADRBERIENETE
EBUTTHoeceNS. ADCCRUCDCICED 3Rz ERIEM LT BT MEVEE X SNFE L,
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e MR RN O AR

(2) NKSEBIO;EMEAL (in vitro) s

B U 7o #m 82 ANKH#ERE50,000f8%2. T7HILFFER (50ug/ml) XIFERFERFCTS T AV MV FaR—R L
FU7, PBSZRRMMIREL. CD16a\DBEEHRIMEN100FZB R TEIMUIEFCT S 7 X hMeEHERBRELEL.
CD107a*ENKHIFE M EDT—H—EL T, 1FaN—a>E4ANU24BEONKHSEHZRAELCESS. 1>Fa
N—23>V ARV 2408 SEM ESNIENKIBIEDEIG (S, BHEIRTEHELZI~12%TLIEN . TT7HLFFERNRTE
NEFAEBRIFCT 57 XN TI0.5%Kim LT,

IT7ANFFERGREREEFEZELTHEST. ENFERFCTS T AV MR TREFANMENMEL. Rl L(CH
RUTWBFORERBLEBVLCENS. IHENREMEDEEH LZFRLLBVEEZISNET,

¥ CD107al3NKHFZEML&ICIER(C Ty FLFaL—hEh. NKEREN UISB@BR O M1 2 EAEE T 22 &AM HISN TS,

B)I7HNFFERDFERM

TIHNFRERNERBFICEUNEEIEGNAERATE. WEKIgA. IgMRUT7L T IVICIFEEREFSHNIEE
SYNRUN=IIHFLTRIELEL L. T7HLFRENGSYNORERSIRAIES100mg/kgET. D=7 HIL CEEES
BRAIHE5200mg/kgE CRURERIRAIZ S 100mg/kgET. WEKIgA. IgMRO7ILT I RECEHEERIFLEEA
U2,

ENCBVTEI7HLFRENESICES. MPODIgA. IgD. IgE. IgMRUTILT IV EEDESHEHANGRHSNEL
ATUIS,
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S8R

(1) BEIESEHRER (=TT HIL) %

Wi H =74 I TTHLFEERD. 10, 30. 500100mg/kgZBERELIECS. BIIRULENDESIEISEIT
Tl IgM. IgARU7IL TS VEBEICIFEERIFST. BREBUOBARMETEE L. T7HALFRERRSIC
EEL-BEMIEERHONT . BENLBRIBSAETH3100mg/kgTlr,

[ B 5SS ER
BYE/ R 1B58 mg/kg .
(ER1/BI2) (BSHRES. [1RSHS]) R e
BILN=IA I 0. 10. 30. 50. 100 100
(e /S BES1) (iv. [26578)) 2@

IHRSOER : 3323288

iv: BBIRAIR S

(2) RIEIZ S BIERER (SY NEUHZITHIL) %

RiERSEEHBRTE. SYNTCRRABENODZ71FIL TRR26BHE. &A100mg/kgZsirmigSLELE.
N REmSSHHEE—E

EWE/ Rl RSHM 58 mg/kg
(1R /5125 (&) (2528, BeShEr])
Swi/SD% 4 0. 10. 30. 100 g2d 30 100mg/kg : BTSN R E M~ ERE DT 7w/ S— BB
(/5851 551) (iv. IR—321) mg/kg g2d FER/AEMAERHONIz, OEHICEHE,
IHRSOER : 48
TIL/ 4 0. 3. 30. 100 g2d 30 =30mg/kg : large unstained cell (LUC) #A' &L
HZTAF)L%® (iv. [28%/0) mg/kg g2d fo. OERICRERICEE,
(/&8 20%1) IR SOIER | 48 100mg/kg : FHfiRO#HiREZ L - 2. FFEOUEA
HEORGINEMMIRZE. ALATOBRE LR, OE
HAICTERICOE,
HIb/ 26 0. 10. 30. 100 g7d 100 B INEMRERL
AZTA )% (iv. [0.585/)) mg/kg g7d
(/&85 2451) JHRSOER : 818

iV EEIRAIIE S, q2d: 2BIC1ERS. g7d BIERS. ALAT: 75273 /RNSYRAT15—t

+ ZYNAE 1 100mg/kgiR 5B TI AN FFENES EOEEMSITETH 2D DIFIEICEMAN SEE DTy /N —HHiZAE
KABNHAZRSHOSNIZENS, EBMEF30mg/kg q2dTUT.

- H)L43E : 100mg/kg CAFARDMMIREBEZE( LR UE M. MOCHEOUFEAMDESEEMHMRZBEICINA T, mbh7
SZUT7I/NSURATIS—T (ALAT) DBRE EFEARHOSNELUE. cNSOZE(LEF4BREOLOEREE TRRICETESRIC
OELFUz, HEEMEF30mg/kg q2dTLZ.

- L2638 —RPREEERR. (AE. BEENUEKE. DER. BIREREE. RRRE. RRFNNURERE. FE
S2. TCICEBEREICDVLWTHHEIL/ZBR. 2@ TORETRTHRERIFTLEL. 26BM N SHRN 38E— D O{E
B TR OBIRN RIEEEFZNRE TR I 7AINFFERNRSICEEUE(LERDOONFRATLURL. AZT71HILIC
HTZDEBMEE100mg/kg q7dTHBEHMENE LR,

(3) BIcS MR

ITHANFFERBNAAT 7 /O —IAERERTH D). EnEEHRERELTOERA.
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£3
=
&

-
2

BR 511
BR

e MR RN O AR

(4) B A TR IS ER®

TIALFRERERBFDSHARMESEESNT, NI 26ENRERSSHRRTOMBIET, LhEL
DFRBEICHT. AEHELSEBEREN HSNEH-CENE, TIHLFEERONARERBERBLTUE
Ao

(5) EIEFREES 5 B
1) BRHER U RE TOYMIEREICBIT S (FEED) HER (S M) %

FEEDER 5% D pifE
ENTE/ R ’E55EEARSHRE B58 mEMNE
(TEB1/B1%%) (mg/kg/B) (mg/kg/B)
Swh/SD 181 BRERERAIR—S &5/ 0. 30. 100 —f a1 (1) - 100
(Wit /=85 20%1) I RECHIABREN 542X (F43HBEFT SERRBER UIHARRSAAE £ 100

It : SZECRI BB SIEIREE 7B (GD7) & T

- —IREMN  MIEEEICOWTNOFH TORMX EEEROBEHMIRRU I I7ALFFENRSICEETZEEI SN R
ClR&SNEFLATUL.

- RESM R UICMERIGEE/ N DA —5 . TROERIBERVERDETE/NFA—T (RINFER. BRAINUERERE
KRE, BEY. BRY. RIESNURBRER) CREBEASNFEATUL,

- SYNIHITZ—MREBUROMEDZIREDFESMEF. 100mg/kg/BTU,

2) & - PR\ R ER
(DFE - B8'RF4E (EFD) ERER (S ) 100
EFDEAER DRHE
ENTE/ R ’E55EEARSHRE ®B58 mENE
(T£B1/B1%%) (mg/kg/B) (mg/kg/B)
Swhk/SD 1851 Bk EEIRAIE S/ 0. 30. 100 BEM—MEE: 100
(WY /25 B2 5451) GD6~GD17 (BB 2EFAEA) BE - BRIBFEAE 1 100
HGHERDT

- BRI 32 SSMHOMIRIASNT. SEY/AAR/ESMHEBREINT. £/ S5A—9I(CHERHIEEATUE. B8
SHRUBSEOESLHEE. 100mg/kg/BTUR.

@BE - BaRFE (EFD) S8R (1) 100

EFDEBRDAIE
EE/ R 1B575E/1% 58 B58 mEE
(HERN/BI%R) (mg/kg/B) (mg/kg/B)
DHF/NW 181 BREERAR—SX& 5/ 0. 30. 100 EEY—REME 100
(WFIRIE/ =820~ 224) GD6~GD28 (AR EFAH) T - BRIBFEAE 1100

S MRD T

/BB EROENER AT, 458/ 35X —9 (T BRI
SHOMENER R ESAETH5100mg/kg/BTUR,

]

- REICEEUVCRXEEESH0-IR. SE1/i)
EINFLATUL VI FICH(T2EEYSHENURRY

C

c
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3) HERNUHAEROFEEW T ICEBHADIEEEICEIT 3 (PPND) &R (5w h) 100

I PPNDEHER D RHE
EiE/ R B5755/1R S5 HE w58 ESHE
(MER/BIER) QA=) QA=)
Swb/SD 181 BREERNR -S>85/ 0. 30. 100 HEM—REME: 100
(/=21 9~2161) GDenSEABER21H(LD21) HIER 100
ESFEMERDT

- FOLOBEMA T ICZDFHTHBF I RUF2HRICHULTIT7HALFFERSHEZRFLFEATULL, —RBMR
UESEESE(CBIT RO A DR E(CEIT 2 ESHE(E. 100mg/kg/HTU .

-FIHER. REBOLFIHER. RURBEROEEMRUHERORE - HZE(RHSBAFT) OESHEE.
100mg/kg/HTUL,

ShEFAE S R OISR

- TT7HNFFERDIBBERITPA T DT ERA TEST AN B - BEEENCHERDRENDITHILFFE
MRESORERIASNFEATUL,

- HWEBMEE. REULCETOEERES AR TREAETH5100mg/kg/BTUL,

BEDELSIC. TTALFFERBSYNRUIGF THRSHMERET. EOICTYNTEM#ZIRER U HERNU HER
DR EYORELVCHRICEEGHEZRIEFELEEATUL,

(6) FRPRFIZLEEER OV

ol U AN RER O R R 5 O—REBMHRO—BEL T, JTHE - RSBHORBREH SRAHRN
ZRNUELZ, CNSOFEERTE. T7HLFFERZ20mg/mLBR (25mmol/LU>EEF M)A 100mmol/Lig(kF
NUD A 150mmol/L7ILF =2 0.02%KRUVILR—K80. pH6.7) ELTHREL. CNZ0.9%EERIER CHIRL TGE
PERREECL TRRCEALELE. COBRRIERCEATZENLA—TUx,
BUHBCEALCEBYECHLTT AL F TR OBIRAIR S ORSH R RFRRRIE RO SNEL A TUL,
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B (CBE9 IB(E=AIR

—f&&  IT7ALFFER 777 (EGTFHEIRR) JAN)
Efgartigimod Alfa (Genetical Recombination) (JAN)

PBFI 1 Ca310H3554N6020692514

PFE 954,000

A B ITALFFER 7773 BELFRIBZENEGT FCRATAERIATHY. ENMgG1M221~4478EB (EuE
S)D7I/BEFRICIEETS. T7HLFFER 777032, 34, 36. 213RVU14BED7 I /EEEEFZ
nzENTyr. Thr. Glu. LysRUPhellBENTWD, IT7HILFFER 7LT77(E. FrA1Z—XNALAXI—H
EHBEICKVEESND. T7HILFFER 7I77E. 22772 /BEREHNSEZ T T Iy N2EH SHERLS

N2> INJE (HFE 1 $154,000) TH B,

g2l =2 NENIE

SRIDEFERE FICHITIRENM

RIFSRMF {RTFHARS RIFAZRE

REAREFAER 5C 3618 HASZNAT)L(20mL) FRAEP GBI )

IEG R 25C/60%RH 1218 HSZNAT)L(20mL) DERYOEN. FEEDET. SEHD
EIMEG. FHOE MEGZSRDT.

Bl 40°C/75%RH 618 HASZNA7)b(20mL) DERDIEN. FEEDET. BEED
. AfOETZESRDI.

HLEMF R FREREE 1203 lux-hEA E HASZNAT)L(20mL) BRAICKVILEDE T ZRD. REH

MU TRILF— ErFolz,

200W-h/m2Bl k. 5C

HERIER MK, pH. fE. HENVESES

Sl S R

38
k)
(477
25
#(
B3
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BIRWL EDE=

REIXSD  EYHBRRE. B, LWHEERRY
A ER-EMFOLSZICLIERTI L
Br &K1 2~8CTHRTF
BRHHEAR : 36&A
HURL EOER Gzt T, SEREHRILEXL TRET S L.
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+
R
x
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ESPE =N

EERBES I V17— beEERE400mg/N177)L : 30400AMX00013000
AGRER 12022618
ISR WRRAME SR DIR O REEX (3 RENIAGREH 1 20245 3R
FMBLENEFER : 2022545
ARFERIEER : 20225 5R
EESEAESEA 20214128 CRE)
BEENEE TER | 2BREEHEIE
203218 (105F) (HARRAEER)
ISR WA AME S DR
2034%3H (105F) (HARRAEER)
AERRMY . ERRAVEESEEREN L. BUIICKET S &,
(=EREEFHTEIE)
2. EATOBERERIABO TIRONT VB ENS. RIEIRFTER. —EHDELCHREIT —INEREINZET
DREF. 2EFIENRICEAREREZRETSECK. FFDERAREOERBHRELEET LI,
FEDREMRUENECETZT—IZRHICINEL. AR DBIEFERICHEGEBEZHECS E.
(MR I MRIRAM SR TR
3. BN TOBRESNBHTROENT VB EDN S, RIEHRFTER. —EHDEHICHRD T —INERINBZET
DREF. 2EFIZNRICEAREREZRRTSECE). FEDERAREOERBHRELET LI,
FEIDREMRUENECETZT—IZRHICINEL. AR DOBIEFERICHEGEEZHELCS &,
REHERIRERRICET 2158 3LV
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