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VYVGART® for Intravenous Infusion 400mg
Efgartigimod Alfa (Genetical Recombination)
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BRBED | wprmma) 400meg
BOm A | V) UERTIUKET N T A=K 22mg
® O Al | EKY VEB—KFESNUTL 48mg
FRALA | L7 V¥ = UERIE 632mg
FmEEER | R VILR— 180 4mg

FENE, Fv A = —2ANLZAY —IIEMfaEz AV CBES NS,
3.2 SFEIDHER

i K| BE~HEEOERIIEDICHE LR

pH 6.5~6.9

2% | 1.6~ 1.8CHEREAERL)

4. FHEENIFFHR
S REERHEE(X 704 FHXIERAT O A NELSt 0%
ENEIAI 31283 L WIHEICIRS)

6. RiERUAHE
BE, BAIKRBRI7HLFFER 777 (BEFERZ) &
L C1[E10mg/kg# 13E IR 4R LR 2 CRE#ET %,
INZIFA7NLELT, HBEZBOKET,

7. BERUBEICEET FE

7.1 WY A 7 VBRSO ERIZ, BRERSICESE, kT2
&, [17.1.1. 17.1.28H8]

7.2 KR Z%ET 25EI1C. A6POEHICKDBREVENE
Ik, 5P LCOEDLBEEHD»S3HUNTHNIZTZ DS
TREZ2TVW, ZOREHLPCLOEDLHICKRST 5 &,
HOENPULDEDHREHDPS3HZBATCVNIEHREETT. &
DHEPCHEDI-HICEKET AT &,

8. EELBEANIER
FAROHFEIZED . MATgGREMPET L. BEIENEL 25X
ZELT 2B TNHH 5. ARAIDOGHEIE T KOG TR
TEMICIMEREZITO 2, BEOWREZ T 0ICBET S
Lo /o BREUEOBMBEERIERL, BEFROSNSE
BT EP P ICEFEEBICHERK T 5 L O BEITEEIT S &,
[9.1.1, 11.1.1, 16.8.1&%H]

9. HEDERZHI HFEICHT IR

SHE - BHEESZEDH 3 E2E

9.1.1 BRREDNHDEE
BREZGH LTV L2581 BPEOWREZEELET S L.
BIVENEES 2B TP H 5. (8., 11.1.15H]
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9.1.2 FXIAIAF+ U7 DEE
JFRTIANAF+ ) T OBRBICAAZ2BE5T 254813, b
BEESCHFREIANAT—T—DE=_Y ) V72757 E. B
B2 A )L 2 D FEIE AL CRUF R O BAL O IE R TER DO F
BRICERT S &,

9.2 BikEEESEE
KAIDIMFBEEN LRI 2BZNDVH 5. 2B, EE(eGFRD
30mL/min/1.73m*FK i) O BEHEEEREZ HRE L BERD
ZeMEEEE UBERRBEIIER L T, [16.6.120E]
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1. gHeA
WROBWERDH 6 bNAHENHHDTHERZFHIITL, B
HHARDSNHEEIIEHREG 2RI 574 EEYRAE 21T
Z&,

1.1 EXLEIER

11.1.1 REAE (6.8%)

ERAEE ., FIHER., A Y 7V Y PEORYUENSR I AT &
N5, [8.. 9.1.1%8]

*¥%11.1.2 Yavd. 7F 745 I—HERH)

%%11.1.3 Infusion reaction (38EFH)
BEPRD SNIBEICEARFOREHEEZ T TS, VIS
kL., #UGAEBEETY Z &,

11.2 ZDfthDEIfER

5~ 15%K 1 5%
MHEREE BHE FEEO F L
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BE. hEBLOLES JLEBIC X 2 TE
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TEYVIE B & UMEF A HUiE wIEE
B B & ORI AR E FE

14. BRLDFE
14.1 ZEEIFFKNEFOER
14.1.1 FRIRVEEDERBICEOSVT, BEICBRELNAT
VB OHREEAEROEZIET 5,
« BEH D OHREE (ng) = BEOMKE (kg) P X 10mg/kg (&
EHI-DORER)
s RAlOMKER(mML) =BEH 72D 05 & (mg)/20mg/mL
(KHIDERE)
e B NA T IVE =AREOMEE (mL) /20mL (1514 7LD
BE
 WELHBEMAEROR
<{KE9kgLL FDHE >
(100mLX1Z125mL) — AH| 4B & (mL)
<{KE6kgZHBZ BIHE>
125mL—ZA&F| D HEE (mL)
) AEN120kg Z 2 55E13120kgs LTETET %,

14.1.2 FAESE

(1) FABIFTZ N A T IV EE D S GO EH X IIE D I E
L7 THBHI L HBRICEVERT AL, BOXIERE
HEEMPRDOONSEEEHEAL LV Lo N1 TIVIERE
LanZ &,

Q) ARFNIEHEICHERAM 2T 2 &,

QRE ) v YR CWES 2 HEHA L T @R 7 IVE
DPHNEEEZENPIIREN S, N1 TILROERIZERET S
Z&s

(4) P Z B> 7o ARFN 2 i N v 7 ASHIE AR S LI,

GV EHLLE0HBEMEBERZMA THR L, BEA100mL
AF125mLiIc %2 5 £ 5129 %,

O)FR U2 ANTEBR Ny 7S8R A NLEZRS I
Wo< D ERESE, BRIERA LI E2MERT 5.

14.2 ZRIZSROER

14.2.1 8FEEFIIITDOR N &

14.2.2 BESRNIBBRICEN P2 WPBRTHEET 52 &,

14.2.3 FLR02UmDRA > T30 T 4 WF —=DftwizA 54 >~
T4 VY —EZHAWT, FRLAERI00ML X 1 125mL 2 1B
P TEERTET 5. REBICHBAERERTI M V2% 0%k
LN, 2BE2EBE5T 5,

14.2.4 EHNIFEH 2 HRML TV a0, FIRLZRIZED DI
FAL. FRBAEBDNICERERTSIES2E. RU%E
TRETZHHBEIL. HRLZHEZ22~8C T, S E THRET
BT ENTESDN, BERBRICIFR U2 EEEY 5B H
LENTHE L TERIET Z &,

14.2.5 KAFNI. WYL L7coA4 Ik DEESETRLDE L. D
A - WRE SRS LAV &,

15. ZOftDiER

15.1 EBRRERICE DB
= PR 4L [R]85 TAE 3B (ARGX-113-1704) I B W T REIDFHE
SNFUEDPRIE S N8B DS 5. FHNIK S 2 FLiE A 1741
(20.5%) . HRFIFUEA6H(7.2%) ICRBD 5N 7Y,

16. ZYEHEE

16.1 MRE
S 5 TR 7 4 ) RE BB 820 (H AR A B3 £ 80l & ) 10 &A1 0mg/kg &
T EIHAE BRI S % 1 U2 A 7 AT -7 & &, FEY A 2L 20
HOYA 7 L@, 2AERIC B 5 Cro (8221 ~2531g/mL) KO
Curougn (BEF10.4~13.9ug/mL) Z—ETH 0, BREEEH ST VA
Vo BARANBEBIOFEY A 27 L OFE K ORI 58 Ly i/ 5
A—FETRITRT,
HVE N BERR B 206 12 ARH0. 2~ 50mg/kg & BAIFRIR N 5 L 7z & &,
AUConl32.0~50mg/kgD il TR B IR ER THIE TH - 72 GHE A
F—5)Y,

Cirough Chnax AUCo-168n

5 [m%
(1g/mL) (1g/mL) (ng'h/mL)
1B NA 213(20.1) 7376(1024)
4[E1H 13.4(3.71) 237(43.3) 8879(1667)

HAAN=8. PHE(BERZE) 2R T, NA 4T
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FHIEIRAR SO AR EREIXIS~20LTH - 7= (GFEATF—4)7,

16.4 X3
AENE, —f&07R s VN7 BAERIBICE>TT7 I JBICHBE NS &
ESNb,

16.5 HEitt
TRERRR A A1 0mg/kg B 13 54 O ARH| O FR Rkt 3R 1335 5.8 00. 1%
KiEcH-7-HEATF—%)Y

16.6 HEDERZHEIDEE

16.6.1 BHEEEES
BEHERERE 2 NRE LIEMERHBRIIER L T and, BEH
Y BREMRIT OISR 6. AF0mg/kgx BIEFHEBLES Lz & &, &
M BE T £ B % (eGFR:60mL/min/1.73m? _£90mL/min/1.73m%*k
i) 1X. BHEEIEH B& (eGFR:90mL/min/1.73m2B k) & He# LT, 4[m]
B 5% DAUChesn28% =< 745 EHERE SN, /2. eGFRAH R
B Td A100mL/min/1.73m*® £ # & H#E LT, eGFRASS—t > ¥ 4
JUABD62.2mL/min/1.73m?? B3 T 13240 B % 5% O AU Co-16sn5323% 15
K mpriEEsNIY, [9.288]

16.8 ZDith

16.8.1 EHZE
I 5 AR (ARGX-113-1704) 12 B\ T A#I10mg/kgid 75
AR % LABER CEHMERE L & E0EY 1 7 VB 2 RIgGRE
DHERIE, LTFDEBYTH -7
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Bl bB (F) 3AARE. TEROER) BT 72 RBROMEERY .

BIgGREDN—S 4 VI SOELR (%) (£FE. THIE + FE
B

| B ) 28 T AE 3 B% (ARGX-113-1704) B O [ B34 [ 55 MAHRE 4% 53484
(ARGX-113-1705) 12 5 13 B L AT DFER D 5. AR E#% ORBIgGE
EORBMEODHIE. HRELSN—L YA VE, 55—k F AL
fE]132.54(2.04, 3.25], [HIViE, FAME]NX[0.98, 6.80]g/LTdH -7z,
[8. 2]

BH. BRRBECEIAAOBEICEZgGUNNoRE /a7 ViBE
(IgA. IgD. IgERUVIgM) RO T LT I VIBEAOEEIIRD SN >
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17. BRERARE

17.1 BHERURELHEICET HER

17.1.1 EREHEIZE MAEKER (ARGX-113-1704)% 2
S EHEEHENERE16TH (HARABEISHZ &) 20RE LT, T
VE LML EER T T AR BRI B B 2 i L. AR, I8
By SHI ORI ICSERI OB E LT HSEME LY A 7 L& L, RO
YA 7V IISARMMEICB W TEET AR LB ICEBT A2 &N
FREE S NPz (BA3Y A 2 )L (BERER)) . WEY A 7 L OAFIRRE
L 5RO Y A 7 VLS BIAR & T ORI (Y1 & )LRIIE) o Fh e (E (%
) WA A BE 7.3 (5.3~ 23.4E[) Td > 7z, 1BRFEE S (A R)
IZBVWT, Y Y IRF5—VHER, BORBREATOA RRU/X

13IER T a4 REREMHFIRSE R, AF10mg/kgiE 7o R%1E
RIRIFE™ CEHME IR TEIRNIR S L & &, EEFMEETH S
M7 F I3 BTG EE OFEY 1 7 LOMG-ADLL AR
U F =B OEIE IR, ST RBET29.7% (19/640]) . ARAIBET67.7% (44/65
B THO., KHEE ST RBEEOMICRIZHNEERZSAO SN
(v RH[95%EHEX ] 1 4.95[2.21,11.53], p<0.000l. TY AT ¢ v
7 [Ega . mAEMSEE. BEOKERAS%). 7t FLay v2E
EIURIBERE . MAREREROLSEER I 7EF LY »ZEMER
TRBE R QT B E) 12 B 1T A HEY A 27 LOMG-ADLL A& > 7 =%
DEETHRVQMGL ARy ¥ —HpE&d, FEDEBVTH -7,

MG-ADLL % R
mem | g | Avy—o | ISVATZ
5o 5 —DE|E
. 29.7% 14.1%
saChRysgs | 20 TR 64 (19/641) (9/64f51)
I 67.7% 63.1%
AREE S esE) | (a1/es)
. 63.2% 36.8%
sAChRiEE | 2 CTE [ 19 (12/19f1) (7/1961)
oy | 68.4% 52.6%
AR 19 (13/19451) (10/1941)
; 37.3% 19.3%
SRR | 83
(31/83f1) (16/83%1)
T T
f e o 67.9% 60.7%
(57/84f1) (51/84f1)

BIfEFAFEISERE X, ANAIREC31.0% (26/84f) Tap - 7z ERBWERAIZ, L
BICK 2R (461, 4.8%) TH -7,

17.1.2 EIEHELSE DiB#EHY 5585 (ARGX-113-1705)

[E R LR 5 AR B (ARGX-113-1704) IS0 L fikiE i 5 BR I8 1T L
7o BRIERER B IERE BB (HAABEIf 2 &) 2 /R & LT,
IFERIEM BRI EM SNz, AR, GBRERSHOJERM%ZIC4
IR TR LBEZ{TH 2 & (F 1 7 VBRI 2191 7L L,
WD A 7 VAEY A 7 VEBEIHICE W CERES A L84 Ik
T2 ENAREE ENToo KRR GRD 5 IROY A 7 VI SRR
& O (V1 7 V) O RE (5 A 7 LR REOHF) 13594, 1
~6. A TH >7zo EVA 7 IVOIRBEELSHGERM) IcBWT, 3y
VIRTI—YHEHEE, BORERERTOA REUO/XEFERTOAF
GBI FIIR S T ©. £A10mg/kg % BERBRME CEH4E 1”2
TEHIRABRE L&, BT AT LTOR—2F A > H63HEE (KAEIH
A5 8) £ TOMG-ADLE R 2 7 RUQMGHE R 2 7 DELBIT RED
EBOTH-o T,

R FYAIITOR—-Z5 4 Vh 53EE (FRAIRERSHE) FTOMG-
ADL#Z 07 DZ{tE (ARGX-113-1705)

HFLAChRIL(E HFLAChRIL(A
Y Rt S IR
MG-APL T4 T4 F49(E
BAI7 B e | P e | P s
%& ° 7~ %& ° 7~ %& ° 7~

a3 a3 a3

| "—% 9.7 10.8 9.9
1oty 0 02 | B 059 | ] 0w

)% . 5.1 -5.4 5.1
U] SR8 | B e | 0| 0.3
W NR—2 9.8 11.3 10.2
1oty S 03 | P s | P 0.2

L N -5.4 5.3 5.4
2 | R 2 0y | B o [P 0
W R— 2 10.1 11.3 10.3
1| oty 21 03 | | 0en | 1P 0.3
Vol e 5.5 5.4 5.4
3| A B 0w | 2| s | P 0
+ R— 2 10.7 11.3 10.9
1|9ty 61 040 | | ©s0 | | (0.40

vl 6.3 5.6 6.1
4 | SR O o5y | won | 7] )
s R— 2 10.6 11.3 10.7
T T sy | B 0sn | 2] 0w

)L R -6.1 -6.3 -6.1
5| R L2 o5y | B 00 | | 0.4




HAChR¥ifE | HAChR¥lE
Y Rt S SRR

voa F(E F(E F(E
AT N - N

Q (e ﬁg (e lg (e

s38) a38) a38)

¥ | ~=2 10.5 10.5 10.5

1oty 200 | B oss | T 0.5

v o 7.1 5.0 6.4

6 | A | B g | ° a3 | 7| o

¥ | ~=2 12.6 13.2 12.8

1oty g | ¢ 0w | 7| omn

i . 8.9 7.0 8.4

7 | R0 g | 4 o) | | oo

EB I R=Z2F 14 OMG-ADLE A7
TE : R=Z2 T4 Vi 53HEE (KAIRAER5HR) £ TOMG-ADLB R 27
DELE
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WAChRYifE | HAChRYfE
oG BpE S R S SRR

Wy e | e [ ] o
G| e | B e | @] e

a3%) a3%) a3%)

g | A2 15.6 16.1 15.7
1 | o1v 161 wsay | 3] oo | 04
1 - 4.7 -5.2 -4.8
P SR I0 0 Guny | B 07 | B (0.3
¥ | A2 16.3 16.2 16.3
1| o1 %1 0se | 0 aon | (0.50
1 - 5.4 -3.8 -5.0
2 | R L8 sy | B o | M 03)
H N—2A 15.7 16.5 15.9
IR P 0 | M 0o | 1B 0.5
v o 4.5 5.7 4.8
3| R LT s | 0 o | T 0w
H N—2 15.7 15.4 15.6
IR o | 7] aee | ™ 0
vl 4.5 4.8 4.6
4 | 3R B gy | o | P 05)
g | A2 16.6 16.2 16.5
IR ¥l oo | 2] a | | 0
ol 4.2 4.6 43
5 | 3R 3L e | 0 o | M| s
H NR— 2 16.9 17.1 16.9
IR 00 a2 [ 19 as9 | X 0w
% N -6.3 5.4 -6.1
6 | MR LB g | 2| aee | B 0o
4 N— 2 1 19.1 5 20.2 16 19.4
g T4 (1.44) (1.46) (1.07)
1% N -5.9 -7.7 -6.3
7[R9 oy | 2 ] e | 2 am

EE I R=Z254 OQMGHRATT
T R=2F4 v 63EE (RAIREEER) £ TOQMGER I T DX

L&

BIfEFFEIRSERE . 25.9%(36/1396]) TH - 7o EBIERIZ. TEZK.
FIAR R OMLE I & 2 508 (%161, 0.7%) TH -7z

EDROY A 7 VM5, BHEERE LT TOEREOLWTNH AR LIGEIC, A
TrHrIEEENT,

* MG-ADLBZ 37 &5l ETH 0 BRERDIIOEE TO R 2 7 #550%% #8
ZATWAHEBE

* MG-ADLE A I 7 DBHITOH A 7 WEEDOR—=2F 1 1Zxt L C2EN EoEDb 5
BoonmnEE

12) AR RIR OGRS 0B VT, REOHFAHMIEEIHERES N,

W) BV A 7 NGB HIABERREKIRSH» 6 AR £ TICMG-ADLBR A 27 754
A IV MEEDNR =T 4 > EHANTUED EFAD L. BOZF0RED A EgE L T4
JAR L EAER S i B

FHA) BV A 7 NGB IRBERELE Y 5 ARG  TICQMGRA I 7 AT
A INBEEDOR=ZAF 4 63FL RS U, D Z0wD A6 L C4ER L
MEsn-BEE

18. FENFIE

18.1 {ERtER
AR BREFCZAIA(FCRn) 218 &9 57 I ) BEELZWE L
MgGIHEDFCT7 77X 2 T D WEMEIgGGOFCRNNDFEE % 5
AEET A EICE > T, WEREIGGO Y B+ 7L 2HEL T, 1gGhfiE
2B L. [gGHDHik2z &CNTIgGRE LRI sE212,

18.2 FcRnITXI T BFES1ER (in vitro)
AF D e SFCRnIC 39 5 -1 R B E 2U(Kd) (CFHE = ¥ FE2) 13,
pH6.0% OpH7 .40 & FIcHB W T, N2 10.35+0.06nmol/LK% U
8.59+1.35nmol/LCaH -7,

18.3 ARAIgGICx T B 1EA (in vivo)
AHI20mg/kg % SV ICEEIEIRNEE S Lz & & MEFIgGRE DR
BERDNEY,

19. BIRSICRET B E(EZNAR

—REIZHR : T HILFFER TILT 7 GEEFREEL)
Efgartigimod Alfa
(Genetical Recombination) (JAN)
IT7HNVFFER TL77id BEFHIEZE FMgGL
FcRAA VEERIATH D, & MgGlo221 ~447% H (EudF
F)OT I BEEICHEET S, TTHLFFEN T
7 7 D32 34, 36, 213K ORNAEFEBOT I BEREEETN
ZNTyr, Thr, Glu, Lysk UPhelc BftsnTw5, T
THNVFFER TLT77E FrA=—ANLAY =0
BMMICKVEESND, TT7HLFFER 7773,
RMEOT I ) BERE»PS LB T 1=y FAED SERS
N2¥EY R E(5FE 1 #954,000) TH %,

20. BURWL EDER
G 2T, AMERREMR B L TREFET S 2 &

21. RERRM

21.1 B XV EHREEEREED L, BUICERKT ST &

21.2 BN CORBEASED TRON TV Eh 6, BEFRER. —E
BOEFNHRZ T =7 PEBESNS T TORIE. 2IEF 2 0 RICEH A
BRAEZEBTHZLICED, FAOHFERBZEOETREREZITEET S &
EBHIT, REIOBLWEROENEICET 27— 2 REICNE L. AH
OHEIEERICHELEEL2E LS &,

22. @R
7 4 7 — b RIEERE400mg ¢ 1N TV

23. EZENHK

1) #HRNER - GEFEM (2022F1 H20H%&3R,. CTD2.7.2.4.1)

2) HAER S MHERE (ARGX-113-170478%) (20224E1 A 20 H &&2.
CTD2.7.2.3.1.1.1)

HHNER : HE A (ARGX-113-150153(5%) (202241 H20H &2
CTD2.7.2.3.2)

HER  SEIEFE (ARGX-113-150135%) (202241 H20H %32,
CTD2.7.2.2.1.1.1)

HER : BHREREE (20224E1 H20H %38, CTD2.7.2.3.7.5)
R 5 MAERER (ARGX-113-170458%) (2022451 A 20 H &G
CTD2.7.2.2.2.2.2)

HANER D ARGX-113-150175%. ARGX-113-16027K 8%

Pooling Block 2: 7 HVFFE R 285 L9 R TDgMGHEE (2022
F1H20H%&FR. CTD2.7.4.3.1.1; 3.2.1; 3.3.2)

HAER 5 IHEER (ARGX-113-170455%) (202241 H20 H &3F2.
CTD2.7.6.4)

9) Howard JF Jr, et al.: Lancet Neurol. 2021; 20(7): 526-536.
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