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1. FAChRFIARZ B E DT H 1 7L DQMGL ZR> I —* DEIE
2. 2F%E TAChRIHARZ I R UM EE) OFIE S 1 7L OMG-ADLL 2R > 5 —DEIE
3. MIAChRITFZ 1B E DHEREARI T (Day 126FT) ICMG-ADLEAZ 7 CERERIICEIRD 3 342 (CMI) #2A%E3
HENIZHEDEIE
4. IAChRIARZ EEBZOYIO T 7L OEBRERLIES D 1 BREARINSROYA I\ EHIET 2EEICERT DF
TOHARM
5. FIAChRITARB MR E DAL 1 7L OREMG-ADLL RR> T —3DEIG
1 EPITMBECH BERBRRZSH S BEEBECICQMGHRRI7 AR 1 I ILEEDN—Z 51 HE3RM EHS L. ADZDRAHE
GLTABR HEs N B S (QVGAI7 ORMIEP.23[QMGRI785)
%2 : MG-ADLOCMIlE. MG-ADLEZI7 D25 LD E L THRIIENT 152020
%3 BYC 7L TAREAERSEN SWeek 2 (ARERSHIA2BA%)  TICMG-ADLIER D7 ASZ 1 TLA—RS1 A2 BISL. Z0
A, BELTHBRIL EE SN BE
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- 2FERE FAChRFTAZ ER ORMEERE) OFIET 1 7L DOQMGL AR —DEIG**
* FIAChRYUABZ B EZ DAL 1 7L OWIFNA DR TMinimal Symptom Expression (MSE) *A'E3s 5 /=
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- MAChRIUARMEEZEZOYIOH 1 7ILOQMGL AR T —DEIE
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- AChRIVARZ B EOVIEH 1 7L (Week 4) DQMGEIEX 7 FINDEEDES
- BRI R O FIREF AR Uit AR
- MAChRIUARZ B ZEOYIOH 1 7L OMG-ADLEA 2 I 7 H##8
- FIAChREUARZ MR E OHIE T 1 7L OQMGHE X 17
- FAChRIT A B B E OO 1 7 )L D15-Item Quality of Life Scale for Myasthenia Gravis (revised
version) (MG-QoL15r) #8207 ##8
% : MG-ADLAZ A7 HOR$ 1 EEHENS
* ¢ FRATRNICIREL T UV SHERS
*ok  ERERIEHEIRE
[Zfth)
2. EYERE. BHY. RBREE
FEHHEERUBIRHEIEE T3S EM /B LE—BDBREFIHT 37, ¥'—~—E>7EERAW *
EEHEREERKEMAIS% TREL. BIRFHEBEBEDRED S —h—/N\—& Uk, FEFHHER RO BRI
IEB (IBB L REREIER 2 kW ERBHICRE U, [BIREFHEBIEE ] 1.~5.0IEICREZTV. FREOREBRIER
KEMAISH TERETRWESEF. HIBOFFHIEEDREFIERLAWV &L,

(EZ=FHEEE]
MAChRIAAIZEREENRELT. A (BAA/HNEAN) RUN—ZF1 V88 GERT O RiEZEHIE a5/
ZL) TERIL. N—RF1>OMG-ADLEZO72HEBEUEAAIERRTE (OP 2Ty 7@RERVE) ([CKW.
BKEMAIS% TREL. BENRE. AvXtZEZNDISYEFERBELEICRRUE,.
5 THFATUSA ALY — SOOZKUY, FIOUAR, IATT/—LBEETTFIL RS TORRT 73R
*MGOBBIHL. FHFERTHS.
(BIREFEIEE ]
MG-ADLEU' QMGHZA I7 (LB BRIG/ NI A—I DEFTICIG. BRMEOEBHEEE EEROOY R T v 70
EFNEBALE. 2AF%EE GAChRIFBERURMEESE) 20 RE LB CIRERIEFICHAChRIARIRK
7 (B4 /B2 1) 28Uz,
CMIZRUZHIBDEIS . BE (525 AMEER) RUBHAILOR—R 51 VOB D72 HEBE LIRS ES
METINERAVWTETUZ, ETLVEEBRIZES (BEA/ANBAN. X—251 258 CERI LU,
MG-ADLS RO 7 2381 BE LIERD YA 7V ZBB T 2B EZ - IETOMBIE. BRIERICIUBRIEL.
Kaplan-Meierix (;BRllog-ranki&E) Z W TR L7z,
(8B4 SEERE AR ]
LTFISRIBZRA LT 7L OMG-ADLL ZR> 9 —DEIGIC 52 2R E% T T 370, BHEDFTZRMEL
7z FIAChRIVARIRIRR (BRiE/R2M) . A& (BAAN/SEAN) . HAgVGEESE GERX 70O NEREIHERF oY)/
BL) . R—=RF1 > OMG-ADLEER 7 (5~752/8~953/105a L ) RUSBEHY 175,

20)Wolfe GI, et al.: Neurology. 1999; 52(7): 1487-1489.(EFG00017)
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2F&E FIAChRE AR 145
D4 T H— B FStkE FStkE
(n=84) (n=83) (n=64)
Fh %) . T (B4R 45.9(14.4) 48.2(15.0) 44.7(15.0) 49.2(15.5)
4RI B (%) e 63(75%) 55(66%) 46(71%) 40(63%)
Colk3 21(25%) 28(34%) 19(29%) 24(38%)
A&, BIE(%) FITN 9(11%) 7(8%) 7(11%) 4(6%)
BA. PIURARFAUAA 3(4%) 3(4%) 1(2%) 3(5%)
BA 69(82%) 72(87%) 54(83%) 56(88%)
ZDfth 3(4%) 1(1%) 3(5%) 1(2%)
ZHID S DR (). 719 (RERZE) 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 m 47 (56%) 49(59%) 35(54%) 36(56%)
1\ 3(4%) 3(4%) 2(3%) 3(5%)
FRRRIERRITIEER ). 1% (%) 59(70%) 36(43%) 45(69%) 30(47%)
TAChRIVARZIE, B (%) 65(77%) 64(77%) 65(100%) 64(100%)
FIMUSKTUAFZIE. 51125 (%) 3(4%) 3(4%) 0 0
TAChRITA R O FIMUSKITARRR M. 5155 (%) 16(19%) 16(19%) 0 0
MG-ADLR 7. 5 (R4 (RE) 9.2(2.6) 8.8(2.3) 9.0(2.5) 8.6(2.1)
QMGHRRI7, T (1Z4(RE) 16.2(5.0) 15.5(4.6) 16.0(5.1) 15.2(4.4)
MGCHRZIT., 5 (1 fRE) 18.8(6.1) 18.3(5.5) 18.6(6.1) 18.1(5.2)
MG-QoL15H8RI7, T (B4 RE) 16.1(6.4) 16.8(5.7) 15.7(6.3) 16.6(5.5)
WK EB T TDIERT O MR EIIHIROEEE. B12(%) 62(74%) 57 (69%) 47(72%) 43(67%)
MGITH T HN—2 ROBIBFREZTOAR 60(71%) 67(81%) 46(71%) 51(80%)
A VB,
B2 (%) FER T OA PN 51(61%) 51(61%) 40(62%) 37(58%)
ROBMBRERTOARRY 43(51%) 44(53%) 34(52%) 31(48%)

IER T OA RiEse& A DA

ROBIBRERT ORI 16(19%) 7(8%) 13(20%) 6(9%)
AT OA PSR HIF DAL

#¥1 I MGFADRRDFEIZP.23[MGIEIRD T 5 XD 4R (MGFAD1R) | SR

X2 RN—ZFMVBRIFT) Y IAT5—EHEEE. ROBBRERT O RRY/FFERTOA RERBNGEIR] (7 HF AV ANLF =N 70K > 970U LR,
DT/ -ABETIFIN ROV TORRT7IRG (CBRD. *MGOBERICHU. RBRERTH .

MGC : Myasthenia Gravis Composite

W17V ERE>
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8 # v 370 e
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. DERRE. ERRRESHE (/Y—MAKU/S—RB)

(BIREFEIEE ]
2AEH FAChRIAZERUBRMEE) ERRICEHBBBICOLIEETER. ERLCESERORRISRT
BEE. N1V, DERRE. BRRRESHE(/V\— KT /S—RB)

(BRFRIVEFEIER]

cBHATINDNR—RS1 > (BREYDORSH) BE LR UIMG-ADLEZ I7 DZE(LE (/N— D &) AChRETA
RS, 2SR FIAChRIUABERUIEEERE)]

c BUHAINDR—RF1 ANBEEHRUIEQMGH A7 DZE(LE (/N—MADHK) BRAChRIFZEES . 2AEE
AChRHUARZHE R UIRMEEE)]

[Z DfthdFFEIRE ] (PRIEET 1 T O HEF(H)
EHZ. mERE

LI TEIHHRENRUEIRHHES . REM@AINRERENRICEERFASTECIVEN L. IRTOTEEHIC

DWTIE BT 7LBIRVEHE THEREZER L. ERT—9 3. EHERPR—IF1UHSOELEICDN

TENFRSTEZRU.
PRERBFHHBIRE (C DWW THERRET BICRWEN LIz, EiT —5(CDWVT(E. #EXHE. R—ZS1UHEDZE(LE.
REHATNNR=RZ1 U HENELEICDVWTERNREIBZERUIc, FREBIODT—IHy 4731 EEZ2020%F
4H6H. 2mB#%202051088H& LTz,




FRIRAIE

FEER

AHER T, FATHBR TV TN/ GENIEBEE V1T H— b~ D17 H—NeBEERTRL. FEATHBR TS SEARZR
SENIBEE TR0 T7H—NBEERRUFE UL, mBFEEHET. 2FREHERTLELU

FTIB_EERARICHAANSNZT167FIDSE. 2020F10BERT151FIARHBRICIEITLU. 13961 T7H—
ReDIRS5EZ(TEUICo CDDIET1TH— a1 TH—ReBEN73BI. TS ER—D1TH—NeBEF66BITUZ. 13961
DEFEFNSE. 1066l FHRAChRIAREE. 33AFHMAChRIARRMETUZ,

B 7R (202010A88F—9 7y b2 THRR)

V17 H— NI SN SRD YA 7 IR SEIBIE TOHB (1 7)LER) OHRIE (E51 7L OhREDEE) (31
41 ~61 EFEﬁ—E\LJTCo

Pt dii

MG-ADL#X 7 DZE{LE (2020F10H8BT—9 Y MA T R)

BTN TON—251 Y H53EE (RIIZSHE) FTOMG-ADLERI7 DE(LERF FE MBI TLRZ, B, ARGX-
113-170558 Tl MERBEEA DL, Week 4. SRUBICHESN TR, Week 3(4BENESE) O7—
FERRUEL.

BHMINTOR—RS1 > H53BH (RIZSHE) FTOMG-ADLEERI7ZE(LE

FAChRHE HLAChRELE
S =3k S5

4% XSl

g N—=RSAY 106 9.7(0.29) 33 10.8(0.59) 139 9.9(0.27)
7
3EE 103 —5.1(0.34) 33 —5.4(0.76) 136 —5.1(0.32)
N—=R51( 95 9.8(0.33) 30 11.3(0.58) 125 10.2(0.29)
YAT)L2
3EE 92 —5.4(0.38) 28 —5.3(0.72) 120 —5.4(0.33)
R—=R51(Y 82 10.1(0.38) 24 11.3(0.64) 106 10.3(0.33)
BAT)L3
3EE 78 —5.5(0.40) 21 —5.4(0.88) 99 —5.4(0.37)
N—=R5A 63 10.7(0.46) 18 11.3(0.80) 81 10.9(0.40)
YA0)L4
3EE 60 —6.3(0.51) 17 —5.6(1.00) 77 —6.1(0.45)
R=R51(Y 47 10.6(0.53) 15 11.3(0.80) 62 10.7(0.44)
BAT)5
3EE 42 —6.1(0.53) 15 —6.3(0.96) 57 —6.1(0.46)
N—R51(Y 24 10.5(0.72) 13 10.5(0.85) 37 10.5(0.55)
A6
3EE 18 —7.1(0.92) 9 —5.0(1.13) 27 —6.4(0.73)
N—=RSAYV "1 12.6(1.03) 6 13.2(0.98) 17 12.8(0.73)
YATI7
3EE 10 —8.9(1.19) 4 —7.0(1.96) 14 —8.4(1.00)

LB N—=RZ1 > DMG-ADLIER 7
TER : N—=RF1UH53EE (RAZSH) TTOMG-ADLE RO 7 DZELE




V'V VGART

QMGHEAO7 OZE{LE (20205F10A8HT—9 Y b4 THR)

EYIINTON—RS51>H53EE (RIKESH) ETCOAMGHZI7 DE{LBEF MBI TUR, %35, ARGX-113-
1705888 Tl3. MERBEN DL, Week 4. SRUBICREINTLELESH. Week 3 (ABEDRSH) N7 —9%
FRLELI

B &1L TON—RF1 2 H538EH (RERSHE) FTOQMGHERAI7E(LE
HAChRE{E PIAChRHIE

B Bt e
TioiE TioiE TiiE

) (i) (s
N—=RS5A 106 15.6(0.54) 33 16.1(1.00) 139 15.7(0.47)

eI
3BEE 100 —4.7(0.41) 33 —5.2(0.74) 133 —4.8(0.36)
N—RTA 95 16.3(0.59) 30 16.2(1.01) 125 16.3(0.50)

HATIL2
3EE 86 —5.4(0.43) 25 —3.8(0.74) 111 —5.0(0.38)
N—=RS5A 79 15.7(0.65) 24 16.5(0.90) 103 15.9(0.54)

EIE
3BE 67 —4.5(0.54) 20 —5.7(1.03) 87 —4.8(0.48)
N—RTA 57 15.7(0.79) 17 15.4(1.66) 74 15.6(0.71)

YAT)L4
3EE 48 —4.5(0.64) 11 —4.8(1.00) 59 —4.6(0.55)
NR—=ZA 39 16.6(0.90) 12 16.2(1.18) 51 16.5(0.74)

YAJ)L5
3BEE 31 —4.2(0.68) 10 —4.6(1.10) 41 -4.3(0.57)
N—A5A 20 16.9(1.25) 10 17.1(1.59) 30 16.9(0.97)

)
3EE 13 —6.3(1.15) 5 —5.4(1.96) 18 —6.1(0.97)
N—=RSA 11 19.1(1.44) 5 20.2(1.46) 16 19.4(1.07)

YAIIL7
3BE 9 —5.9(1.21) 3 —7.7(2.19) 12 —6.3(1.03)

L R=Z51 > ODQMGHRO7
TR 1 N—=R 51U H53EE (RIIRSE) ETHOQMGHRI7DELE




FRIRAIE

R4 (2020F10A8HTF =9 Ay b A THiR)
HEER(2FEH)

2HRERICHITEEESERT 13961097 (69.8%) ICERHOSNELZ. THBEEER(ITEREN 2941 (20.9%). LIRZEXNA
1361(9.4%) . THIHA 9B (6.5%) TLT=,

SELEEERF176](12.2%) 264(C5BHONELUZ, THREELGEEERIIEEHE/IEN3E. COVID-19. HEH
\BIED ) —EH B2 TUR, SPIEICESEBEERIFI7H (5.0%) OHICERHESNEUE. REDIEICESLEESER
(&, EEMHEIEHI 2. 2EDEIEE. LT, COVID-190N. BHEESHIT. HE. MOBUFHEY. EBRIS]
HTURE, FETHIERMEDHER. EEMEIEI)—E. . MOBEEFEDHZ1FITRHESN. WTIEBERES
DOARBERIFEDEGLEHIRTENEL =,

BHISEEINRNESEEER (AESI) EEERULSOC [RPES LOFERE] DEEERIE. 5661 (40.3%) (CFRESNELE,
3B ETHESNZAESIE. EIREER. RERP. LERE. FREE. SUBRER. OBEALRZ, BRERX. RO
[IEZRNTUE, BEERILBERSER % (CTCAE) Grade 3 EDAESIZ78H (5.0%) 8iFR&E S, COVID-19h 244,
COVID-190%. 7RFl. 17T, LOHIREMIRER. KBEMEMHN. ROBRIZ1HTUEZ. B—E&BTHEIR
LIz 27V I RUL O ERESHIRER ZIRE. CNSOEREVThHEETLL.

IDVEERE (2F5EE) 20
480msBOQTCFIIR. RUN—251 > H560msBOQTFRIERN TN EN1HI (0.7%) DEE THREINELL,
4f51(2.9%) DEET. DIFIEN (100bpmiB) MERESNFLLz,

ERRIRESE (R4 5EE]) 2

AT H—RIZSICEBMPT7ITIAEDETIEEROSNFBATLURE, ZLHRESINFZCTCAE Grade 3ULENOEREET
D2 INBREGRA Capl) . 126 (8.7%) DEBEETRHOSNE LU, RFRBFREEREENREMEF. CTCAE Grade 401>/ Ek
HURIAM B (0.7%) Z=BRE. FRNTCTCAE Grade 3TU7=,

26)#MWERL I ARGX-113-17045 B R O'ARGX-113-17055 58 (AREFH@ME R} (CTD2.7.4.4.1.4.2.2) (EFG90018)
27)f#tNER I ARGX-113-17045 88K OPARGX-113-170550 8 GRERIFFME K (CTD2.7.4.3.2.2) (EFG90019)




[BE&#]
W MGIERD 75 25388 (MGFASE9)

EREERVIE . BARDETNE A G oTHRL
DT NTDEIFIER

Class I

IREALIADEREDEIIET

REAHIE TN HO>THRL, ZOREIFEHDZEN

la EICOUEHEN, ##FE, BLEZDOmMEZHNT
ZNEVBBRVOIREHDEEFH>THLIN

Ib FE(COWERE, TR, HULIFZDESZEHNT
TNRVHBVD ERREOUES FEFHOEHIE NEHoTHR

Class I

RSN DPEZDHET

REHIETHHEOCHRL, ZTDREIFEHDIRL

Ma F(CPURLED, 4ErAD, BHULLIFZOEEZSHNT
ZNEVBEVOREHDESIFH>THLRN

b FICOWERA, [FRE, HLLIFZOEEZHNT
TNEIOBEVD EEE DS, FEHOBHIIE NEH>THRN

RUANDEIDBEDEET. BREROEEIFREHRL

Va EICOUReHs, 8, BLLBZ0OmEZSNT
ZTNLIBEVOREHDESIFH>THLN

Vb F(COWIERE, [FRE, HLLIFZOEEZHN'T
ZNKIHBVNDERREOIRE, FFHHOHIETEH>THLN

KTENBESTVIRE. ATHIREOEREREDEN
BEOMEREEICSIT2EEFRRL
BENBBRERBDOHDBGENbET D

[ MG-ADLR4—)L29

V'V VGART

=E( =) ES &R B9 CANBREE ISR BWLWTIER T DN HE
BLLFES BHULIFERS, UhUEWTIBRD]AE
HIB( ) % B TES ESNVBYITES rExRE
(=) Es FNCLED BEOICOE 2, BEOEENUE BREXRE
FIR( ) & AEJFRFD BN RERFDEIN ANTHEZET D
HET - fiEROBRE( =) U BHEBITIHNMMABEZLEN REZETD TERW
BFNODIE EHNUES( =) mU BE, [FopaES TEE, BICHEEDS BE., NBEEITS
BHR( R BU HHHEETIFRL BERI S RN TEWN BlCHD
REETE( ) 7L HANEETIFEL BHEISN R TR HlCHD
BT (0~24m)
N QMGRO7%)
Fik ] BE hEE 5B
Grade 0 1 2 3
AR, EHREOERHERESR CORRE (7)) 61 11~60 1~10 i
A REEORRE N EHIRE TORRE () 61 11~60 1~10 =4S
EEEI ER(ICEARTES TRICEALDTENT RRICHALDZIENTEDN, TRICEHUDIENT
=50, ALsEL ENZNNABEBRICIRIE S0
BEAELET2
100CcCDKDERFFAFH ES BE DR, ZL0 BUVEH, O, 8 OFER  BHIEL
1~50FTHR, BEESNHIRITIET 50X CEA2 30~49 10~29 1~9
BEA[ C_ERZ90°2 ENVETBE/RBRS (72 4 240 90~239 10~89 0~9
Y 240 90~239 10~89 0~9
%FVC (& HtEE/FRIFEEX100) 280 65~79 50~64 <50
E51(kg) fllEF B =45 15~44 5~14 0~4
kegli 230 10~29 5~9 0~4
RRBIDF  BH 235 15~34 5~14 0~4
o3 =25 10~24 5~9 0~4
BAML CEEERA5 2 E A TOTAEIRBS R (7)) 120 30~119 1~29 0
EAGIC R4S 3 ENTOTRERESR () & 100 31~99 1~30 0
yis 100 31~99 1~30 0

BEr(0~39%)

20)Wolfe Gl, et al.: Neurology. 1999; 52(7): 1487-1489.(EFG00017)
28)Jaretzki A 3rd, et al.: Neurology. 2000; 55(1): 16-23.(EFG00046)




MFCRNIIET ST X MRF]

B EEER S EES 876399
ITHILFFER ZILT7 (Efﬁ?’fﬂ?ﬁz);ﬁuﬁ*ﬁiiﬁl FEMELEINEH
N N — W B M| ITALFFER FILTF(EEFHERR)
RUREME S e
4 BIERSEE | PV SUBRAR
®400m9 & | B = [30400AMX00013000| & B & B | 2022618
VYVGARTE® for Intravenous Infusion 400mg EMELNHER | 2022645 | BRFERIBEAR| 202245H
EMERNSE HE LHBERRY 1rE-ERS0NsECsIBRTcE |0 B| 2-8CCRE |+ B WM H 2488

2. ZR(RDBEICIFESLENTE)
AREIDR SR UBHAEDEHERED H 5 FE

3. #ARE-1EIR

3.1 #8mk
FRNTNAT )V (20.0mL) RITRDHNZZE T Do
%) <

B | TOAILFFER ZILI7(EETFHERR) | 400mg
B UV KFF NI L—KFDH 22mg
fREA| FOKUVB—KFRFTRID L 48mg
ERIEE | L7ILFZUIERE 632mg
FEVEMA] | RUYILR—K80 4mg

AENE F v Z—ZXNLRXY —INEHIRZRVTRIES NS,
3.2 HFDMIR

27N FE~WEBOBHEXFEN LB
pH 6.5~6.9
BEEL | 1.6~1.8(HEESIER)

: o
anp
o

3

4. FNEEN I ZHR

S HRSEEAHEIE (RT O REIIFZ T O REIMS Oz H
DCEHUBVBEICERED)

6. HERU AR
BEBACRITIOLFFER PILI7(EBFHEBRR)ELTIE

10mg/kg 1ERAE AT BN CRBEET 5. CNE1Y A I
EUT BEEBURT,

7. BERURARBICRET 3R

7.1 RIADTIEREDHEMEIS.E
[17.1.1.17.1.288]
AEERSTDHBEICASHDEHICIIRSIENBRICIE.
HODUDHEDIIRSENSIHLUATHNEZDHRTERSZ
TOZDRIEHESNUDEDCHICIRGT DL HEDUDHED
IERSENS3FEBACLNERSE T RDHSHUHEDIC
BICKRS5TBHTE,

8. ERREANIEE

8.1 AEDESICK) . MPIgGEEME TU BRENELDNIFE
{ET2BZNHHD. AFDBEHE PN AR TRIFTERN
(ﬂmﬂ%ﬁ%"imt BEOREZTDICERT D & F
RAEDBEMEERICEFRL. EENROSNIIBEICE. %’@7)‘[;
EEEBICIEN T DL OBEICIBEISDIE[9.1.1.11.1.1,
16.8.1&8]
AENDIBESICKY. infusion reactionh"FIF 9 BOJREMEN B DT
8. BEDREZETDICERRL. BENRHOSNEHBEITIF AR D
BEFEEE T2 XFREZPIEL BB ZTO S,

RIERFICE DT HIMT2T L,

9. HEDERZH I HHREICAHTIER

9.1 SHIE-BEEEDHZEE

9.1.1 RBFEDHDIEE

BREESHU TV DIEE(E BEEDSBERIE T 5T & B
ENMEET R TN G2, [8.1.11.1.188]
RIS IV AF U7 DES

FFRDA IV AF v U7 DEEICABIZRS T DIEEE. FFHEEaE
BEFKRIAIAR—H—DEZIUV I ETIRE BRFFKD
A IV ADEEMEAEPCREFR DB DBIRPIERDRIRISGIEY
BT

BEESEE
$§U@Eﬂ$f}%f§b“i5§“éa%1’173\“373%)0HB\EFE(eGFRD\“
30mL/min/1.73m2ksE) D BiEEEE TR ELEEMER D
LM EIEEEUER uﬁ%ﬁ(at%imb'cwau [16.6.158]
PERE]

FRNIFFIRL T WV B TAEMED H B LI CFEE EDERFENTE
itz 02K NBIESICOIHRET BT, IgGHIAIFRA
BEBMEN G DT ENHSNT NS, ARIDR S EZ(FEENS
DHERICBVTIF BLEDURINEEZTEEMD H BT, &=
D0F VR FFBEDITF U EERET BRICIESERNNE TH D,
EEIR ]
BELOAEERUBIARBEOEREEEZRL. BADMGEX (&
FIEFIRET T BT & AE DL ML PADBITIZRETH HH

9.2

9.5

9.6

ERgGIRFITHRICHITTDIENHSNT LS,

9.7 INR

INREFZENREUER

REBRIFEIEL LR,

10. #8E{EHA

10.2 HEAZESEHRAICERTSIL)

FH 2% BRERIER BB 3% HF ERET
A%F 707U | INSOEFDBENRIET | AEINTNSDE
VEEIGRUL | 92088 I“_i:b\&%o HlomprEz
FLYIUD— | INSDORFCKDBEZRE | B TNSE 2084
IWAEBANRE | $25B8. 88DOTATILES | i,
J07UVE) [CHIFREIESNS2EEE
| LIRICI®RS I BHTENEFLL,
IJUXNT
(EEFHERZ)
MR LA BlDBERIRN ST 2Tk BllC kBB
MNGHDIh. HRZERITDTE | (CHEfTT D EIC
AEELL ENDFN-Uloliiesy-—
EZETIE2T
BEMEN'D B,
ED0FURY | DIFVORRICEDIEIRD | £EDITF XI55
PEEDVIFY | RIRTD2IBEUNHDICH . K | EETIFVICK
BlCKRDBETDEEZEITD | DRPEFRKIEDOY
TENEELL, AITNBRT2H
TNHL'H 2.
EDTFURY | DIFVDOMRNETETDTRE | AFIDERKRE
PFEETIFY | EH'H D, [CKW.DTFVIC
BSADDIFY | DOF VIFAEIRSRRBODA S ajaé%rmxn\‘
<EHLBEEFIFETICEET 2 | 851UV TlEE
ENEFELLY, b\@éo
KENCKDBEPDIGE . KA
DA TIERSICHBITDRIEE
SHho2BEMEICDIF V7
B5ITBTENLEFLL,




11. BIfEA

RDEWERDSGSHNBIENH 2D THREZ T2(TITL REHRHSN
IS5 BICFIRS5ZP LT RREBUBRUBETI L.
1.1 EXGEWER
11.1.1 BEFHE (6.8%)
BRBEZ. LREER. A VI IV P EORPEN R DT END
%,[8.1.9.1.188]
11.2  Z0fttDEIER

5~15%i 5%Kiit

IR REE BEU=] SFEESHFE L
SRS BB
SE . PESIOUBSHIE NEB(CKDER
BRPRIRE U ISEREUR AN

GFORIREIEN
—f% - 2BEEDB LORSIBD gl
IRRE
RRRFED L OFERAE IR
FESLUE MERES HE

*k14.1 ZEFAREFOER

14.1.1 FRICHVEBBOEFECEDIN T IBSICHERNA ZILERD
HREEEBIERDEZRET B,
- BEDEUDBREE(Mg)=BEDHKEKKg)PX10mg/kg(ihE
HIcIDREE)
- FEDHEE(ML)=BE HIZWDIRSE(MgE)/20mg/mL(ZH
DEE)
- MBIRINA T )V =AF DAEE (ML) /20mL(INA T ILDOBE)
- MEBRHBEERIERDE
<HREIKgUFDEE>
(100MLXIE125mL) —AF DHEE (ML)
<{AE96kgZHER DIHBE>
125mL—AE|DHEE (ML)
) hE N1 20kgEIBZ BHA I 120kgE L TEHET 3.
14.1.2 FA&SE
(1) BEENC/NA 7 ILPHERENSHEEDEEX FENCHE
LI CHh2 I xBRICKIVER T BBXIFNE N
E2YHROONDBSFERLBNT E/NA PIVIFIRELR
W&,
(2) AEF MBI CHERARZETI &,
QYEEYVUYIRBEH ZERUTOEEIRE0/ N1 7 )LEH
SHNBEEEDICIRTED. N1 7 VPR RIFREET D&,
(4) IR=E o feAF Z 8/ w7 BRI UICE S,
B)BEHUEOHBEEBIERZINZ THRLBEN100mL
XIF125mLICTR2KDICT D,
(6) BRUIERZ AN 8K/ I XFER RN L ZEIRS (T
<WERBSE RRITREBUICEZHERT 2,

142 ZEFRSEFOER

14.2.1 23R EFTOIRNT &

14.2.2 BS5FITERICEYHBVNBERTIHREIT D &,

14.2.3 FLR0.2umDRUIT—F )V RIVIRVEBX Y TS5 T4)UF —HT
WeA VS4TI9 —Z2ANT. HIRLEBKR100mMLY (&
125mLE 1B CRBETET 2. RARICEBERRIERT
SA VR ERELURND. 2BERET D,

14.2.4 FEIIBHEFZRINL TRV FIRUISRIGED D CERL. A
REBABRBILIAICREET T SE2 L PUEEITREITDHE
(G ABRUICRZE2~8CT, SIFEF TRIF I DI EN TETDN &
S5RICEHERUERESRENSIUEHUERNTHREL TERIC
R,

14.2.5 FENF BIIUIESAVICEIRETDDDEL. D EEE- &R
E i =107~ ATt

15. ZOfhDF=

15.1  BRRERAICEI<ER
EHRHREMBEER (ARGX-113-1704) LBV T FEIN®RSE
NPENRAESNIZ83BIDSE . AEICTH T 2HMAEN 176l
(20.5%) . PAHFA D6 (7.2%) [CFBHS NI,
HRER: RERE(2022418208%58.CTD2.7.2.4.1)

20. BRI LDER
RIGZRE T HFEFRERGELCTREFI DI,

21. &GRS

211 EERUAVEBESTEZRED LOBVICERT ST,

21.2 EATOBREGFNEDTROENTVDIEN D, BISRFT#. —
EHDAERCHRDT —IDEBINDE TOH IS 2EAZETR
(CIEANEREZERRT 2T EICK ARIDFEABREDE RIGHR
ERET HEEDIC ARDREMRUBEICET T —I =R
HAICUVEE L AR DBEIEERICH BB EZH DL,

22, Q%
D1 TA—brUEEESE400mg L 1TNA T )L

24. XEFERERTENSDOEE

FPIWITZIRAI vVt
107-0052 ERREEBXFRIR" T HEE8S
Ea—UyIIPIRIREIL
TEL:0800-999-2100

26. BHERFERES

261  BGSERSET
PIVITZORTPIUHREM
HREBERARR T EESS

%2022 584E]
#2022 11 HeE] (355h%)

BisHRzET
PVITZORIvIN IR EH’
RRIBERR_T E5885

HHIC DT FU TR BRI NEMINEZTBREETV, EHESNIERHONEDHETICE T2 TBELLEE L,

[SEREAERERUEVWE D E %]
PIVITIZIRTTvINORER
TEL : 0800-999-2100 (ZU—5'1+)L)
https://www.vyvgart.jp/



argean

SGERTTT (EfFERSERUELEDE 5]
PWITZIAIPI\OBREY]  PWIIZIRTIvIN\ IR EH
RREERARTB5%85 TEL : 0800-999-2100 (7U—51 L) JPAVIP-22-00606

https://www.vyvgart.jp/ (2022211 BERY)



