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RRES 30700AMX00241000
ARFERAIE 20254E12H

MFCRNFUAT ST AV b+ « e 7 VOV ERS REESREC SRA
ITAVFFER 777 (BLFEBR) - KLe7IVOZ5—€ 777 (BLFRBR) K TERR

t7?17 =1 3= PV

VY VDURA® Syringe for Combination Subcutaneous Injection

& 1 2~8CTRHF
BRI : 186 A
) R -EMEOMKZBICLVHERT L&

2. B2 (ROBBICIFBSULEBWVNT &)

KA DB LBBREDOBHER D H 5 BE
3. 48R - R
3.1 #HmK
KAV > (5.0mL) RICIROBGEEET %0
%) nE
— ITHALVFFER 7L77 (BEETHEEZ) 1000mg
Arerro=g—¥ 777 GEEFHEX)| 1000087
L-7 V¥ = VIERE 53mg
L-exFT 2V mg
L-t R F D VIERBIEKHY) llmg
wm A L-AFA= 8mg
Bk rU YL 2lmg
ik =0 103mg
RYVILAR— K80 2mg
FENZ, F v A = —2ANLZY —IiRilaz AW CRiEs N2,
3.2 SF| DMK
R | HEEOEBHIIENICTLE LK
pH  |5.7~6.3
FEBEER |1.0~1.4 CRAEHARRT)

4. HEEX ISR
O2BRSEEHFENE (RF70O4 REIXIZZFO41 REISH
DEENFEF A2 LR U WEEITFRS)
OIS M AR BE TS FEARBIER

6. FERURZ

(EHEISERHERIIE)

BE BRAIIEAFNES.OmL (Z7 HLVFFER FLT77
(EETHEIEZ) £ L7TL,00mgkUAR e 7ia=5—+
TILT7 7 GEETFHEEEZ) & LTI0,00087) % LB
TARIE R 5T 5, CnZITA 7L E LT, HE5E2BVE
ER

CIEBMENRE MR BRI 2 FEAR R )

BE BRAIIEARFNES.OmL (Z7 HLVFFER 7LT77
GEBEFHIRZ) & LTl,000mgkUOALE7LO=8 -+
777 CEEFHEEZ) & LT10,0008 ) Z@E1EE T
#59 %,

7. BERUREICEEY 2=
(ZSEYSETERHERIIE)

7.1 ;YA 7 NVEBEORERIL, BBER
BT &, [17.1.1. 17.1.23H8]
7.2 K2 HET BGEIC. fA6POEEICKI VRS SEN
B2k, 62 COEDHRESHD»S3HLUATHINIEZD
BETHRESZ2TWV., TORIEIDHSPLHEDLHICHKRST S
Z&o HDOENPULHEDHREHD»L3HEZBA TLNIIRE

9., MOBHSPULHED-HICHEET ST &,

FERFICEDE, HMd

(B HERAE TR AR 2 FEARTHER)
7.3 FKfle —EHRERES % BRIEROUEPRD 5Nz
Al KAlORGHIE2HETT 52 &o [17.1.35H]

8. EELEXNIR
8.1 AFIOESEIC LD, MFIgGEEMET L. BYESEL
HRIZELT 2BENNH D, AR OWRBEIR K OTRER
TRIZEHOICMERBEEZITO 2 E. BEORELZ 5128
RBIBHIE, Fio. BYEOBMEERICER L. BEPSR
&)6?(1#% IIE, O ICEBEREICHED T 2 LD BEIC
BB A&, [9.1.1. 11.1.1, 16.8.1%08]
8.2 AHDOECHSICELTIE, UTOHICEET S &,
- KAIOHRGBBICH 72> T, EEHRICBVLT, BITE
filc &k 2, BHIOBEBEOEEDD ETHREZITH I &,
- HEBREOHERICOWTIE, EBMiASZ 024t 2 EEICH
U, +oaHEIMEER L% KRREICX5ER
HERMMEICOVWTEBENSHEMF L, BEHOHEICRET
EBHI LR LI BT BEIOEEEEO N TEMT 5
k. Fio. BERB. KENICLBBIERPREDNSIEES
HOeERSOMESRELIRTE 2 58S H 251
2. BbIcECERS2hibsE, EOEE N CHEEICH
By L EHEY B NEZIT C Lo
(EREBEAOETGE R OB EEER L WD ICEEIC
EEZEL. TRTCOBEORELFERFEICET 5EE
EITHT &,
. BEDEREEIHEEICHT IR
.1Aﬁr BIIREEDHDEE
9.1.1 BEDH B EE
”F%Aﬁbfmé%éﬁ\@%ﬁ®%§%@%Téz
Lo BEVENEETLIBEZINSH S, [8.1. 11.1. 1]
9.1.2 FRIAIWAF+ U7 DESE
FFRIANZAF v ) 7T OBEZEICARZHRET 51, ik
HEREEPHFRIANAT—H—DEZY ) 72T 7%
EL BEIFFZ Y A )V ZOBEIEELSL CEIUF X O BL O BES
FEROFEBICERT A &,
9.2 BikEEEEEE
IT7HLVFFERN TLT77 GEEFHEIEZR) OMABEN
LRI 2BENDDH S, [16.6.1508]

9.5 1Fiw
PRI SRR U T W 2 ATREME D & 2 I 1363 Lo B
PfEfEt e EE2 CHITS NS 5E L@Jﬁx%’é“é Lo

[eGHARIRBREBESH S EPHOoNTND, REIOE

BAZF-BEPSOHERIIBVLWTIX, BE»RITT S

IgGHUADEA Ly DY 27 B EE AR H 5o
9.6 ZIF

BELOBESREROCBIREOERELZZE L. RIS

NIFF Ik EEFT 22 & REIOE MFITHFAOBITIEAREH

THAHD b MeGRILHTICBITI A ENHoN TV 5,
9.7 VR

NREE DR E U7 ERRERBRIZERE L T2,



10. #BE{FHA

10.2 $HAEGER (HAICERIBZI L)

HH2E B ARER - BB A W - fERRET
ANGZE T a7 ) 8 2 s OFERIORBRED | AFID 26 O D
Al (RVZF LYV BHET20ENH S,  |IFREEEZETSES
Y I— VAR AGE | NS DA K HIEEE | FREEN D 5.
saz) vE%) FIad 256, ARIORKE
Homifk (C5) & 7 |H%EH» 5 LEBB LRI
O —F LI AEE | GTAH2IENEE L,

() X<7 (&
ETREZ). 57
VAv7 (EETHE
#z))
PFCRNE / 7 1 — | & Al X 1$ fiFcRnE / 7 |[A&H| % & TFcRnic #%
FOGABIA] (T4 |0 —F U RBIR OEIER | &9 5 A O M B E
V) FIATT (B RPBEFTSIRES DD, PMETRT S REEN H
fEFHEBRZ)) HFCRNE / 7 0 —F L#i| %,
(RBIFNC & IR FIGT
58, AR ORKESH»
SLEMBLUEICRET
CEMEFE LW,
MR A L AEIDOBBERIEETI T 5 | AFNC & B IRERICHE
AHEES H B 720, PHR%Z T35 &Ik VAR
BIHZENLEE LV, | OMPEERZETSE
DHEEEN D B
T F U ROFEE ARFNCLDRETOEEY £ T 7 F U UEIFHEE
£ rF BETHZENLEL LU, 77 F N K B REYLE
BREPSDELIGEIIRAR FERHOY R KT
ERao L LH4EB |5 BENNDH 5.
HIECICBERET L2 &P
F LUy,
KA L BIBEF OB E
Bz 5 5 2R/ DI
TUFUEEETHIEN
EE L,
ETUFURUTEE TV F Y OMEPEFT S | AAOERAEFICEK
ET70FVUNOT RIEEENPH S, D, IIF TS
7Fy GESEMNESNZL
AHEEA D B,
1. BIfER

WOBWERH 65bN b ENH 5D THRERZTDITT0,
BEDPRDONLBEICIRS2FIET 5% E BT 2 UE %

752 &,
1.1 EXRZENER

15. ZOfthDFER
15.1 BRARERAICED <15

(=BESEHEIE)

15.1.1 EREHEFEZEMAAERE (ARGX-113-2001) IZBWT. N

A 7VEH (ZTHLFFER FL77 (BEFHEEEZ)
1,008mgkUOAR L7 LO=F—¥ 777 (EETHEE
Z) 11,2008(7) 25 S WGAEDEIE S N850l 5 5.
ITHLVFFER TIL77 GEEFHEIEZ) X9 2004
1961 (34.5%) FFIFLARA2E] (3.6%) ICFR® 57T,
Flerrao=—y—+¥ FL77 GBEFEEZL) IIHT 3
FoRIE360 (5.5%) 12RO SN, PHFRIIEH SN -
72V,

(IRMERIE 1B BE 2 FEARAHE D)

15.1.2 EFEHFEZE THEHE (ARGX-113-1802) IZBWT. N

A F7NVEHE (ZT7HLVFFEER 7L77 (BEEFERZ)
1,008mgh ORI 7La=y—¥ 777 (EETFHER
Z) 11,200847) 25 SNFESEESNIZBED S 5,
ITHLVFFER TIL77 GEEFHEIEZ) X9 204
A7 2261 (6.9%) . FFITUAESLF (0.3%) K58 5
Nize Are7ila—¥—+¥ 7L77 (BEFHEEEZ) IC
g B AAIZ3166H] 87 (27.5%) ICF8D 5. A
R EN LD 57,

16. FWMEHRE
16.1 MRE

(REERHERE)

HRE R ER B SAGIC N A 7OVELE] (7 HLFFER T
77 GBEFMEEEZ) 1,006.5mgkUORLe7ilo=y—+ 7
V77 (BEFETRZ) 12,200867) XIEZT7HLFFER 7
V77 (BEFHEEZ) SEEESAI1I0mg/kg % 1R Kk T &t4
B T IGEIRNE ST 55 1 7 L 21ET- 72, 4EHO#E#%
DEMENEE/NT A — & 2 TFHRIC, MFPEEHERE TRICRSY
HEAT—%),

11.1.1 B (4.8%)

[8.1. 9.1.1. 11.2%08]
1M1.1.2 Yawvd. 7Fr7«45FY— (BEERH)
11.2 ZDH{DEIER

5% 5% SN

— - 2HMEE ESEARIG (LS
BRUBRESEA B, RE. €58
DIRfE B RE F)
RIS SR FHEH TV
BERE Eib. MEr
R Y Y OSEREORA

T R EREE N
A dUiE Ze. bBWEEE. k
BB IUKET L
AR E
REERREE BERERIEG (B

14. ERALDEFR

14.1 FERWZSHTDER

1411 20D Y ORPSEECOEBHIE»ICHB LK T
5 ERBRICKVIERT AL, BYNERDONSEST
FRLZVWCE, YUY YRIBELEZWVWT &

. INA T OVBEIEE R A B

N 5 (SD) N 45 (SD)

Cuown (pg/mL) | 25 19.3 (5.56) 26 16.2 (6.74)

Crax (pg/mL) 25 50.1 (21.2) 26 226 (66.1)
tmax (h) 25 48.00 (8.00-96.02)| 26 | 1.01 (1.00-4.00)
AUCq 0 (pg-h/mL) | 25 5841 (1506) 26 6918 (1388)

tya (h) 24 80.7 (14.3) 26 112 (134)
CL (/F) (L/h) 25 0.182 (0.0434) | 26 | 0.115 (0.0250)
Vz (/F) (L) 24 20.9 (5.67) 26 18.6 (25.6)

SD : 1R (R=E

tnaxl SR RAE (B ME-FAME) 27R9

1000
2 —a— N1 7 LB (N=26)
E: o AUHEHENA (N=27)
2 1004
i
%
‘o
w104
"
N
2
R
N
H
*
p
g o1
0 168 336 504 672 840
i (h)

A1 H DO 5& O ME TR E R

(PiofEHEERE)

14.2 ERRESIHFOER
14.2.1 FEHERAIZERE Uy A—BRABOIELESET 52
LRI ATE, RFICEEOD AU (K. 5. B,
FES) BTS2 &,
14.2.2 AHI5.0mLZE@ER. 20~30M»FTHRET S &,
14.2.3 IO LBAEL RN &,
14.2.4 AFIZ1ECLEBHERT28FTHY ., HEHALEZN

&O

SLE N ERE 2 RSN T ILEE (Z 7 HLVFFER T
V77 (EEFEEZ) & LTLL008mgk Rl 7La =4 —
¥ 7TL77 GEEFEBEZ) & UTIL,2008A0) IEAHR (=
THNVFXERN L7y (BEFHEEEZ) & LTLL00mgky
Rreriro=4%—+¥ 7L77 (BEF#HiEz) & LTI0,000
Bif) 270 AF4—N—EIC K D BER RS Loy Ehke
NTRX—=FFFRRIC, METEEHEEZ2 FTRITRTY . Conk
AUC 100D 3% fa] T35 L D90%(E F8 X [ 130.80~ 1. 250 & F N T
Holz BHEAT—%),



INA T OLELHE| A

(N=72) (N=70)

S5 (SD) 5 (SD)

Chrax (pg/mL) 34.5 (14.3) 37.0 (12.7)
71.99 48.00

tmax (h)

(12.00-119.28)

(12.00-119.25)

AUCO*last

(ug-h/mL) 5157 (1564) 5527 (1375)
tiz (h) 84.6 (9.11) 81.9 (8.14)
SD : (R

tnaxlEHRIE (B ME-FAE) 27R7 .

oo IS4 7 LBSAI
—a AH|

Mean(+SD)Efgartigimod Concentration (ug/mL)

"T96 144 192 240 288 336 384 432 480 528
Time (h)
INA T OVELE| K ORI O B B35 544 0 15 R EE RS
(FHEEEEERZE)
(2S5 EISTERIIE)
L HIEREHRIERESH (HAANBEZMIED) KN4 T7 )L
BH (ZT7HLVFFER 777 CEETHEEEZ) 1,008mgh
URLe7La=¥—tY 777 (BEFHEIEZ) 11,2008 4047)
% LARRKIE CEHER THRET 594 7L E1EfTo7- £ &, 4 E
AN O HARNEE OWE K 40 B SR OEMENRE/ ST X —5 %
TEITRTY

o =] 4EH
$TA=y L RE Tl D) [N | FH GD)
Curough HAEA | 3 19.6 (8.47) 4 22.9 (9.18)
(ug/mL) | #LEA | 40 18.2 (8.13) 45 21.9 (8.13)
SD : R

(BN REMERR BRI 2 FARMBIR)
B RFEME A 2 AR R REF N 7 ULEA] (T 7L F
FEF TLT7y GEEZFHEEEZ) 1,008mgkt Rl 7=
F—¥ T7L77 (BREFERZ) 11,20080%) 2816~ T
BE L&, HNEARTHARANEE OYE K U400 H 58O
Curougn® FEITRT,

— [ AEE
$7A=s | B T g 5Dy [N % (D)
Coon | B&A | 24| 16.1 (6.57) |22 19.6 (9.30)
(pg/mL) SEA | 274 14.8 (6.95) 228 18.8 (10.0)
SD : EERE
16.3 97

ITHLFFER TL77 (BETFHERZ) SHEEERSEO
PEBREIEIS~20LTH - 72" (HHEAT— ).
16.4 {5
ITHLVFFER TL77 (BEFHEEZ) & —&OEsy >~
W BRI K> TT IV RICHBSND LHEES NS,
16.5 HEttt
BEBACIIHALFFER 777 (BEFMEMZ) S
FEBIF10mg/kg B 1% 54 O IR Rk R T % 58 00. 1% K T
Ho"BHEAT—%),
16.6 WEDERZFIHEE
16.6.1 BHpEEE
BHEREREZNRE LB BREHEILER L LR s,
REMIBEMBRMBITOBRL» S, NA 7ILEF (Z7HLVFFE
B 77y GEEFEBRZ) 1,008mgk Rl 7 Lu=4—
¥ 7L77 CEETHEELZ) 11,2008 4) % ERIME TR T#
L&, BEEHREBESRE (eGFR  60mL/min/l.73m’2
90mL/min/1.73m’#3) &, BHEEER 8% (eGFR : 90mL/
min/1.73m*Bl k) EHBIL T, AUCHLIL~21%E L %55 EHEES
N7ze 723, FEEE (eGFR:30mL/min/1.73m*E,_F60mL/min/1.73m’
Kii) R OEE (eGFR : 30mL/min/1.73m*Rii) OEHEREEER
HICBU2EMEROR2EE2FUET 5+ LB RRBET — 7 1&
7m0, [9.2508]

16.8 Zfth
16.8.1 EHZ

(ZFEVETERIEIIEE)

EREERSMMERE (ARGX-113-2001) 12BWVT. /NA 7 LA
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e7lu=¥—t¥ 7TIL77y GEEFHEIERZ) 11,2008 4) XiX
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BOPIBERT .
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(IEMEREMERR BRI 2 FARER )
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HE EBHE T T ARBE, FEUINA 7LBEIBEOBIE % TS .
X JEEBRHONR—Z51 2 h50RIgGEREDELR, —HERIGE
FRURE (P EERERRE)
F) —HOWBRETIIIHALFFER TLT7 7 GRETHABEZ)
1,006.5mgk AR Le7u=4—¥ 7L77 (BETHEZ)
12, 200807 M 5 S iz,

17. BRPRRRGHE

17.1 BAMERUREEICET BHER
(EBREEHEIE

17.1.1 EfEH

LESE MAEER (ARGX-113-2001)

L HREFEHENEEZN (BRAEBENZET) 21RE
LT, Z7HLVFFER TL77 CBEFERZ) sEsdsHic
XY BNA TNBEB OIS 2 TR T 5T > ¥ LLIEE BB H
ERBEER L. KRB TIE. A7) —= 2 ZEICMGFASE
Class T\ MXIZVE SNz EBEICH U IGEEERGHO3BER%Z
ICHEBOBEZTH 106 (194 7)) TERBL. REER
SHicBWT, JY YT AT I -VYHEERE ROFBEEZATO
A RRO/IFFER 704 NEQEIHFHRE T . DARERES
TEHE, NA TABE] (ZT7HILVFFER TLT7 7 GEEFHE
#z2) 1,008mgh AL 7 Loy —¥ 7L77 (BETFHE
Hez) 11,200807) 2R N5, L EEEE/AI0mg/ kg% &
IR G L7z & &, EHEFHEIEE Th 2 RIgGREDR—Z T A

Vi o4EE

TEBOTHY., &N

(BBRERERELAERR) FTORMERIITRIOR

TP OBEMZEDISBEEXE O LIRE

PIELHOIRFME (10%) 2 REI-72Z &, 5. NA TILEEF D
FRIMEEEANC N 2 RSP BEE S Nizo

® BLECREO~N—2A7 (> #o4ME (ARERRRSIENG T
DAL
WBlgGieE e | BERESE
(pg/mL) %‘ﬁfﬁ [95%(=48 | pfE”
RN—254>] 4EE ° ESEI
ANATIL | 8TATEASS | 2947202 | 6.4k [,
BRI (55) (53 |1.27 50| 4
EEERE | 8995472 | 3349=187 | 62,2+ [_07 3| <0-0001
BB (55) (52) 1.25 (52)¢ )

FHEHEERE GHEGIE)
a) mN_FPHEEERE
b) HEHZ2ER, N—2 71 > ORIgGEEZLZRE L L/zZANCOVAIZ

& B iRt

o) LMD EHBEICNT 2pE GEHtE~Y— 2 > 10%. HEKERH

2.5%)

d) 48 HE SR ORIgGIRENSE SN D > BB (34 7 L BLHIREN,
SR BRG) R ORBE T ICABREORSARIES N, B
BER S 5THBORIGGRENSE 6N A - L HEBE (N1 7 L8
HIBEMG) 13RI S Nze

BIREHEIEE T©H 2MG-ADLL 2R ¥ ¥ =" HUOQMG L A A v
GFE DL BUOR—ZATA U 54EE (GABREKREE1E
Bi1%2) £ TOMG-ADLE R 37 KR OQMGHE R I 7 O ZE(LEIX,

TROEBVTH-T,
# MG-ADLL ARV F—RUQMGL AKXV ¥ —Dd&

NA T IVBLEIRE | SRR RIAIRE L AR Y —EIGDE
(n/N) (/N) [95% C1]®
%3;@55@2 69.1% (38/55) | 69.1% (38/55) | 0.0 [-17.3, 17.3]
MO a7 | 58.2% (32/55) | 55.6% (30/54) | 2.6 [-16.0, 21.2]

n/N : BIE/sHlFIE. CI: EEXE

a) Waldix

R R=274 U o4EE (A
A7 KUOQMGHR A a7 0E{LE

BRI 5 DARK) £ TOMG-ADLRE

NA 7 VBARE | AREERAE | BlEOE
MG-ADL ;;3 55 | 8.8(0.35)| 55 | 8.5(0.36)
BAIT | gEE | 52 |-5.10.38)| 53 | -4.70.37) [_1.;2‘(‘)62]
QMG 57 0] 55 [15.8(0.60) | 55 | 16.8(0.62)
BAIT | 4EE | 52 |-5.90.64) | 51 | -5.7(0.57) [71.;(());21'50]
E: i

R5E

a) Satterthwaitediflx AWV 7B LB OZEIIH T 2 2UEARUEEIC KL 2 EHE

INA T OVBLEIBE O BIVE A SIS E 1343.6% (24/5561) TdH -7z,
FEWERIZEFTMRIG TS 0 EHEMFEE (86 14.5%) .
HEHEALALBE (761, 12.7%) . EHFEALZ S EER (561, 9.1%)
T ONESHER AR (3. 5.5%) Td -7z

1¥2) LARRBRORBERSICBWT, REOFEHEIIEEIHERES
nrz,

REEERIEE Y 5 DA% E TICMG-ADLB R I 7 AR—2 5 A
Y ERNRT2EL ERA L, D2 ORA A ESE U CAERIDL LR
Shi-BFE

#4) (n%ﬁﬁr‘ff‘&’:}ﬁ‘Bli@ﬁaﬁ%i’(“b:QMG%%Z:? (FiE&ENS 7 L —

*3)

FFO5 G, BEBEIRTHTE LIE) PR—251 25350k
WA Uy o2 0D aERE L CARR DL B S BE

17.1.2 EEH

L[ESE MBI 555 (ARGX-113-2002)

EFEHFEISEMAERE (ARGX-113-2001) I3 EBEHLFES AR

%53 (ARGX-113-1705) 12BN L /-2 BRI EERMETESRE
17961 (HRANBEIHIZET) ZMRELT. NA TILEH (=
THLVFFERN FTLT77 (EEFHEIEZ) 1,008mgkURILE
Tra=¥—¥ 7L77 (BEFHEBEZ) 11,200846) OKT
5 X 2 IEERIENIBIGR SHESER S -, ARBRIE, 3
B ORBHEEREHE, 2OROBEMBERZIV A 7L E L,
WOV A 7 TS D 6 A DL B % ICEEO ¥ & D
BAtEd 5 EMHREE SNTze NA T ILEF OWEIER 58D 5 1)
DY A 7 VIRE AR T O AR O PR EIZRT. 1 8. AR O #i
FTHo7z. HEYA7IVORBEELEESH EM) IcBWwT, 3V
VIATI—YHEE BORBEREATOA b&v/x IIERT
04 NEGEIEIEIRS R T, N1 7 I)VELE] % AR R R T at4lE
FREBEL-EE, BYAVILTOR—ZATA VP o4AE (B
BELARE) £ TOMG-ADLBAIT7OELBIIFEDEEBD
Th-oTzo

£ B ITLTOR=ZTA v o4EE (BREKESHERK) T

MG-ADL#Z 27 ©Z{t&E (ARGX-113-2002)

MG-ADL#Z 37 | o [ F Wa Likd )
v L T s
1202 &_4?@;{ - }22 —3 3 Eg Zt;
R I e —3 3 Eg gi;
$4 704 Ni;;; - }‘3‘2 53 Eg 32;
F4 205 ’\‘;4?@? - Bi —3 3 Eg 32;
¥4 716 N_;;; - ifi —2 8 Eg 33;
12T /\‘\]?@:é{ - hlylx —2 6 Eg gg;
#4018 /\“_4?;; = 5733 —2 1 Eg géls;
4 219 N_j@? = Zz 71 8 Egé‘zi
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