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VYVDURA® Combination Subcutaneous Injection

BpE 1 2~8CTRFF
BMHAMA - 186 A
F) ER-EMEOAHZICLVERTS L

2. 2 (ROBECFBELEBWVNC L)
AKEIDBAT X UEBHEDBHERED & % BE

3. #HAE - R
3.1
AHNNA T (5.6mL) FICROEFEZEET %o
D%y i
BN ITHLFFER 7L77 GEBEFHEIRLZ) 1008mg
Ae7ro=y—¥ FL77 BETFHEMRX)| 11200867
L-EXFT 8mg
L-t A5 2 VIERRIEKAY) 12mg
N L-XFF = 8m,
EMA gL ymg
R 115mg
RYVILR—=120 3mg

Al Fr A4 =—ANLRY—JiEfifaz AL ciliEshs,
3.2 REIDOMIR
R | EFREOBAXIIE,IC
pH [5.7~6.3
BBEEH (0.9~1.3 GHAEHEAER])

4. FPHEXIFFHR
O2BBEEHENE (R704 RFHIRBEZFTO1 REIS
DFEHFIFI D53 ICTH LIsWESICERS)
ORMENIE MR BRI 2 FARMIER

*6. FERUAE
(EBBISEEREIE)
BE BEAIEAFNES.6mL (T 7 HLVFFER TILT 7
CEETMEBEAZ) £LT1,008mgkUR L7 L= —+F
TNT 7 (BEFEBEZ) & UTIL,20080) % 1E MR
THEIFE THRET %, TNEITAZLELT, BE5EZBVE
ER
(ERMENTE MR BRI S FEARMRN)
BE BACIIAFNES.6mL (Z7HLVFFER FLT7
CEETHIEZ) & LTL,08mgkUARLe7ila=4—+
TLVT7 7 (GEETFHEIEZ) & UTLL,20084) ZELEFK T
®59 5%,

7. BiERUHEICEET 2FE
(ZHEVSTEREIIAE)

7.1 WA 7 VEBEOBREEIZ, BRERSICE DS, T
BT E, [17.1.1. 17.1.25H#]

7.2 KR %#HE5T 25EIC. Ao»OEBICKDEESPEN:
Bk, 52 COEDIHESHDPS3HMUATHNIEZD
BETHRS 2TV, T0BEHSDP UHED-HICHREST S
ZE, HOENPUHEDLEEHDPOS3HZBATHNIEHRS
H9, WOBH5L» LOEDZHICEST S &,

FLE L7

(B MERAE AR RE I S FARAER)
7.3 KAz —EHEHRER. BREROWENRD 5Nk NG
2 FAlO®EGHIEE#ERT 2 2 Lo [17.1.32H]

8. EELEAXANIE
8.1 AFDHEIZE D, MAIgGEEMET L. BYSENEL

HNITEBLT 2BENND D, A OGBS L OEER

TRITEHNICMEEEZITO R E. BEOREZ 75108

BIDHIE, oy BYYEOHMEERICER L. EESR

HONTIFEITIE, HPPICEBKRBEICHZKT 2 L5 BEIC

HBEIHE, [9.1.1, 11.1.1. 16.8.1%E]

8.2 AHOHEHTCHESICELTIZ, UTOHISERT S &,

- HERESOBEAICOWTIE, EMPZT0OZYM A2 EEICH
L. ToREEIIEER L% REREICK5ER
HEHWEICOWTEENEMR L. BOBEIKRETES
CEERER LT, EBROBEEREED N TEWRT 52
Eo

- EHRBEAOEF S R OESH SR EZBEA L 2w KD ICEFIC
FEEZEL, IRNTCOREORLELFERHEICHET 218HE
25T &,
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BHEZ AL T W ABEIE, BYYEDIREZERT 52
Lo BEVENEET2BENMAH 5. (8.1, 11.1.15H]

9.1.2 FRIAIWAF+ U7 DEE

FRTAN AT ) 7 OBEZFICAR 2HE5T 841, FF
EBRBESHRIANAT—N—DFE=_F ) VT E2ITH%
EL BRIFF T A )V A OFEMEL S CERAF R OB O BRER
EROFRICIEET 5 &
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9.6 1E3 %
WELOBRERUBIREOEREEZZR L. HAO/E
XidHIEZ R 5 & AAIDE b RITHAOBITIZIARHA
THBHP. & FMgGRFITHRIIBITI S EPHENT VA,
9.7 INR
NREZINR E U BEREBNIIER L TWan,
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*10.2 HAER (HAICEETSHI L)

A RE HRREER - FEEITIR W - falRE T

ANGZrn 7)) 8| 2o OFRIOREN RN | KA 1 5 DEF O
Al (KRVZF L7 BEd A REE S D, |MHREZERSES
U a— VI AGRE| Z NS OFEANC L 2168 % |ATREFH 2.
a7y V%) FIad 556, KAIDRA
k& (C5) £/ 7 |5 » o2E % DI
O—F LHEsiH 5T ENEZLL,
(7 UX<7 (&
EFlEBmI). 77
YR T (BIEFHE
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PFCRNE / 7 10 — | & Al X 1 HiFCRnE / 7 | &K H| % & tFcRnic &%
FIUHARE] (0| g —FIUHERE OREN | &9 5 EA| O M EE
JUFRTRTT (B BIETTAAEES DS PMETT S HEENH
LR )) HiFCRNE /) 7 0 —F L] 5,

ARBIANC & 2168 % FRT
556 ARlIOBKEEE D
SLAMBLEICRET 5
TEMEF LU,

MR LA AHENORBE R BT T 5 | KRFNC & 2 IBEHISE
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EE L,
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AIREEA S %,

1. 8WER
WOEHWERDH 5 bZ ENH 5D THREZ+5I2/T0,
BEEDPRDONIAGHICIREEHILT 572 C B 2 0E %
o2&,

1.1 EXFEWER

1.1.1 BREE (4.8%)

[8.1. 9.1.1. 11.2%H]
1M.1.2 Yavd, 7FrI7«45FY— (BEERH)
1.2 ZDfDEIER

5~ 15%Ki 5%
—fi% - REEED K| ESEAIE. EAEBAE YT
U EGHAIORIE  |JE. EHERAE SRR 1E
SHERAIFEE
EREE R FHEO N
BiElEE D IEr:
YR U BRI B
BRAESE N
fiE LHREESE . ESRGERGE
B2 B & O AR FE
PEE

14. BALOZER

14.1 EZRIGSHIDER

1411 NA7IVRPEEEOBHAIIEPICHB LB TDH
HIERERICKVIERT A &, BEMHPROS5NLEEIT
FRLZWCE, XM TLRIRELZNWI &,

14.2 FERIGSROER

14.2.1 FHEALIIIEER ST RBEER & Uy [E—@Ar A~ DR L
BE5TH5Z LTI AT &, HBICREOD DM (FR.
&, WS ESE) s L.

14.2.2 KAFI5.6mLz#EE. 30~90M» T THRET L L,

14.2.3 fhOFEHEEA L LN &,

14.2.4 RFIEITLEFERT 2HATHD. BEALEZVW
s

15. ZDMhDFR

15.1 BEFREARICE DL B
(& EBSEEREIE)

15.1.1 EFEEFEE NHERE (ARGX-113-2001) IcBWLT. &
HIDPHBE SNFUADPRIES NSO >S5, T 7 HLFFE
K 77 7 GBI L) 12T 2HUEA 196 (34.5%)
FRRIUA D20 (3.6%) ICEBDS5NTz. Al Tlu=4—
Y 777 GEEFMEIEZ) o9 2H04E1E36 (5.5%)
ICERD 5, RRIFEIIEE S 7Y,
CIERMERTE AR BRI 2 FARMIER)

#15.1.2 EFEHFEEE THEHE (ARGX-113-1802) IZBWVWT, &

PRSI NFUEDPBESN-BEDSI S, TT7HILFFE
B 7L7 7 GBETFHELZ) (29 24080531746 H 224
(6.9%) HFIFAEDLIH] (0.3%) ICRD SNz, KLk T
o= —+¥ 777y (BEFEEZ) I 504
3166IFR87HI (27.5%) IZFR® 5. RAPAITEH S 12
ot

16. FEMEHHE

%16.1 MOGEE

(FERRARERE)

HLE N ERESABNICAF] (Z7HLVFFER 7AL77 (&
B z) &L TL,006.5mghUARLe7La=¥—t 7
77 GEETHMEEZ) & UTI2,20080) ET7HLFFER
TN 7 GEREFHEBEZ) SHEEEEA0mg/kg% AR T
FHEE T XUSERNES S 2914 7 V2 1EfT> 72, 4dEIB DS
BOBEBIE NS X — & 2 TFEIC, METEEERE TR
HNEAT—%),

5 X — 5 AR U BT BB

N 45 (SD) N *F#5 (SD)

Cuougn (pg/mL) | 25 19.3 (5.56) 26 16.2 (6.74)
Crax (ug/mL) 25 50.1 (21.2) 26 226 (66.1)

tmax_(h) 25 148.00 (8.00-96.02)| 26 | 1.01 (1.00-4.00)

AUCy e (pg-h/mL) | 25 5841 (1506) 26 6918 (1388)

te (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
tnaxl & HRIE (R ME-FATE) 2777

. IOOOE
2 ] —m— £H (N=26)
§ ] o FEBERIA] (N=27)
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= ]
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’:\,\_ ]
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N
H 3
H
£ ]
g ol 4
0 168 336 504 672 840
B (h)
K A E OB 550 MRS
(P fE )
(EERSEEHENIIE)

S HRIEREMEIERESH (HAANBEZ4Et) IRF (=
THLVFFER 7L77 (BEFHEBEZ) &L7TL1,008mgkt
Alerro=4—+¥ F7L77 (BEEF#EEZ) &LTI11,200
BA7) & LEBERCEMER N5 2914 7 L E1EfTo 7z &
& NAEARCHAANREOFE R 4N B 5ROEMEIE/ N F
A—=F 2 TRITRTY,

. ‘ [ |
$TA=T | R T s D) [N FH (5D)
Coon | HAA | 3 | 196 (8.47) | 4 | 22.9 (9.18)
(ug/mL) SEIA | 40 18.2 (8.13) 45 21.9 (8.13)

SD : 15 (R



(IS MERIE MR BB S FAR IR A)

BRI 2 BB AEE AR (Z7HLFFER
TNT7 7 GBETHEEZ) & LTL,08mgk AL 7o =y—
Y 7L7y GEREFMEEZ) & LUTIL20086%) 2E1ER
THRE LU EE, SEARCERABREOE R C4E B RS5O

Ctrough%??@‘:ﬂf\‘j—ﬂo
1EH AEH

$TA=T | RE G s sD) [N S (SD)

Cuougn HAA | 24 16.1 (6.57) 22 19.6 (9.30)

(ug/mL) | SFELA | 274 14.8 (6.95) 228 18.8 (10.0)

SD : fFHEfRE

16.3 310
IT7HLVFFERN TL77 (BEFEMEZ) SHEEERSERD
DB ~20LTH - 720 DHEAT— ).

16.4 {35
ITHNVFFER 7TL77 (BEFHEIEZ) & —Kzs >~
ST BRI E > CT IV BRICHRESNA EHES NS,

16.5 HEt
BRBAICZZHILFFER 777 (BEFEfz) Sk
EBA0mg/kg B [ 54 O R PR RTS8 00. 1% K T
Ho HEAT—%).

16.6 HEDNEREZFITHEE

%16.6.1 BHEEEE
B ERE 2R E U B BRI ER L T LS,
BEMEMEEETOKER» 5. KFH (Z7HLVLFFER T
77 (BETFEBZ) & LT1,08mgk Rl 7ila=y—+
TILT7 7 (CBEFEBEZ) & UTI1,20080) % DBERRRE TR T
BEL-EE, BESHAERERS (eGFR : 60mL/min/1.73m* E
90mL/min/1.73m*k& §ifi ) 1%, ZHEEEE# 2% (eGFR : 90mL/
min/1.73m*L k) EHEL T, AUCHL~21%EL k5 EHESH
720 2B, &R (eGFR :30mL/min/1.73m*L,_F60mL/min/1.73m?
i) B OEE (eGFR : 30mL/min/1.73m* ki) OB iR E B E
BT 2EMEROREEEFET 5+ 2 EREET — 5 137%
W8, [9.2508]

16.8 ZDfth

%16.8.1 FEH%

(2 BESEMHEIIE)
EEHESEIAERE (ARGX-113-2001) I2BWT., £H (Z7H
LVFFER TL77 (BEF#EEZ) & LTL08mgk VR L
e7lu=5—t¥ 777 (BETHEEZ) & LTI,20084)
RIZTTHLFFER 777 (BETEEZ) SEEEssE
10mg/kg % AR TEHER S L7z & & DRIgGRE DHER IS,
DFRoEBDTH-7"
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(i, POME + EEEsE)
EPEHEE S MAHRER (ARGX-113-2001) (28 2 KA EHZ DR
[gGEEDOREMEDHHilL. FRIE 25—t >4 1 )L, 75/%—
& A )VE] 132.38 [1.87, 3.20]. [B/IME, ®AME] & [1.04,
8.01] g/LTH -7 [8.1%8]
B SEEERA OBERRE TIRESIC X BgGUNDRE T
o7y VigE (IgA. IgD. IgERUIgM) ~O#EZi35 <, T
TIVBEORDIRD s a7,

(BN MR BE M 2 FARERE)

EIRALES 1 MHE (ARGX-113-1802) cBWT. AHl (T7H
LFFER 777 GBEFHEIEZ) & LT1,008mgkU Rk
TLUZF—¥ TLT7 (BEFHEBEZ) & UTIL,20086)
RIZ 7Tt REBIER FRE Lz & E0RIgGEEDHEBIT, 3
RO EERAETILETENENUTOEB TH -7,

@ 1gG W

AT
B
BN

316 294 285254 254 141 118 104 84 71 54 43 24 11

815G WEDTLR (%)

e 1 2 3 4 5 6 7 8 9 10 11 12 13
NR=2FA >~ S
77 7 OEIRFIEE R .
FEMMDOR—2F A »ir 5 DRIgGREDER, JFEHRE (P
BfEHIRERE)

WIgGEE
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3\0/ b
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%
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g
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196 9§ 20 24 QS 57 50 45 37 35 %5 %2 %O

CHEEREETE 4 8 12 16 20 24 28 32 36 40 44 48
DR=2F1 N

—o— AH| -t TS E R
Bl EBIET T 2R B, TRIZARIBEOFIHERT .
FEMHDONR—-RF 1 Vir b ORIgGEEOELR, —EEHRIAE
FRIEE (P B RE)
) —WOWHRE I IIHLFFEN TLT7 7 (BEFERR) &
LT1,006.5mgk R 7La=F—¥ FIL77 (BETHNE
Z) & LTI2, 200825 S N,
17. BRFRAREE
17.1 BHERUREMICET 2HER
(2 SEIEERREIIE)
17.1.1 EHESEDEHER (ARGX-113-2001)
L GREEHENEERELN (HRABEM 2 ET) 206Re
LT Z7HLVFFER 777 GEETHEIEL) EEEAENC
R BRAN OS2 TERT 55 > ¥ LLIEEHER LR %
EL7z. AREBRTIZ. 27U —= 2 FBICMGFAS ¥ EClass 11,
MY IEV &Sz BE I L, aBEERSEHO3EMZICTER O
BIRAZTOI10EE (1¥4 7)) TEMELL. BBRERSHIZBW,
T, AV YIRATIT—VHER, BOFBEREATOA FEU/X
FIER T O A FEEGEMEFIRS T T, DERRE™ T&4E. &
Al (Z7HLVFFER TL77 (BIEFMEKEZ) & LTL,008mg
FRUORLeTLa=—¥—¥ 7L77 GBETFHEELZ) &LT
11,200847) 2 N5, NI SEaEsAl10mg/kg % B AR A%
Bl &, FEFHMEE THHRIGGREDODR—ZA T 1 U » b4
HE (ABRERRERELERE) FTOELRITITRISRTEBD
THD. B/N_FFH OB ZEDISUEEX B O LIRMEAFES
DORFEME (10%) 2 RE->7-C &N 5. KAEIO SR8
T BIELEDIBEES N7,



£ RIgGBREOR—AT4 v o4BH (RBERKEZSERE) £T

DBk
BIgGBE o | BERIE
(11g/mL) (%)E% (95%(=H | pie”
N—251>] 4EH 0 EGEI
| e | S |
S : [-7.73, | <0.0001
R | 89955472 | 3349187 | -62.2% | o)
BUFIRE (55) (52) 1.25 (52)% ‘

PEEERE (FHEGE)
a) RN RTFEREERE
b) BEHEER, N—RA 71 »ORIgCREZHER L L7-ANCOVAIC

BNy iy

c) ELHEDOHEFIMEICHN T 2pE (LM~ — T »10%. BRKER A

2.5%)

d) 4EEREORIgCGIRENE S Nk > - piEaE (RARRA, mEEE
BRG] R OHBM T ICRBREOR S S RIEEI N, RER SRS
2 5THROBIgGRENE S Wi - - HEE CRAREH) 3kt s

nirz.

EIWREMIEIEH T& 2MG-ADLL 2R > ¥ = H QMG L 2 K~
F—EpEIL RUOR—ZTA V2 o4HE (RBRERKES51E
B#%) £ TOMG-ADLE 2 2 7 K OQMGHE 2 2 7 D (L& I3,

TEOEBDTH o7z,
£ MG-ADLL 2K > ¥ —RUQMGL 2+ ¥ —DEl&

AHIBE HEEEEAEIR (L AR Y-S EGDE
(n/N) (n/N) [95% CI]®
MG-ADLL %
S Al 69.1% (38/55) | 69.1% (38/55) | 0.0 [-17.3,17.3]
QMG L 2> 58 296 (32/55) | 55.6% (30/54) | 2.6 [-16.0, 21.2]
7 —DEG

/N : BIE/EHE B, CI: EHEXEH

a) Waldi

£ RN—Z2I7A4 P o4EE (aBREREEEHERE) £ TOMG-ADLE
237 KROQMGHRZ a7 OE{tE

ARAIBE AR | B (tBox?
nFESE) | n | PGB | g
MG-ADL 527 55| 8.8039)| 55| 8.50.30)
A7 g | 52 [5.10.38)| 53 | -4.7(0.37) Ll 06
MG 577 55 15.80.60) | 55 | 16.8(0.62)
BAIT | gmg | 52 |-5.90.64) | 51 | -5.7(0.57) [_1_;8'21'50]

SE : 1RH#ERE

a) Satterthwaitedt Bz AV - BB D ZEICH T 2 2UEAREEIC &L 2 FH

R

RAEBEOEIE BB I343.6% (24/5561

)
FHIRES AR TH O EHEAFE (861,

Tholz. EHEIE
14.5%) TE5TER

RLALEE (761, 12.7%). ESTEALE D EERE (561, 9.1%) KU
SHERAER (361, 5.5%) TH o7z,
%2) DAMBEOBRBRERGICBWT, REOHFFHMIIIHEHES

Zo

13) EBEREIES Y 5 LEME £ TICMG-ADLIBEA I 7 AN—2 T A
Y EHNRT2EL ERAD U o2 DR 73 ERE L AR DL EMER
SNnizBE

H4) IEEBEREKIEEY 5 LARZ E TICQMGR A7 (MEEA 7L —
FEDHE, mEBME3ETHTE LMl PR—ZXF 1 v 538l
WA UL o2 0B pEf U CABRD iR s s BE

17.1.2 ERHESE DiR#EEHR SR (ARGX-113-2002)

EpEHFEIE MAERE (ARGX-113-2001) I3 EREELFE S MARMKS:
5B (ARGX-113-1705) 12N L 7z & B RIEEREIESRE
17961 (AANEEHEIHZET) ZXRE LT, KFOK RS
X BIEERIEM BRI RERBRASER S Nz, ARBRIE. 3EMO
BBEGEE. TOBROBEESHBEHZ1Y A 7LE L, ROV
A 7 VEEAA G S4B DL EFFRE % I ERO¥IRTC & O BItEd
5 ENHREE SN ARERSRD 5ROV A 7 VI%5H
I F TOMBO R REIZNT. 1~ I AROEE TH > 72 &Y
A 7 VOWREEER S (33EB) cBwT, 2 YT AT S5-I
EHE ROBBERERATOA RRUO/EIERT O A REEREing
FRET T, AHl (T7HLVFFER TL77 (GBETHEEEZ)
ELTL08mgkU AL T LO=y—¥ 7L77 GBETH
$2) & UTIL,200807) = AR CEH4EIRE NS Lz L &,
BIFATNVTOR=ATA > 6488 (AAEKESERE)
FTOMG-ADLEAIT7OENEIEITREDEBY TH-o 7,

R BHAINVTOR=RTA Vipb4H (FREIREERSLEARE) £T

DMG-ADL#EZ 27 DZ&{tE (ARGX-113-2002)

MG-ADL§Z 37 | P [ THE EERE)
F4 501 ’\‘;4?@;;‘/ }Z? —471:3 582353
roma [ Age e e
paona [SEZAY [T 1103
A T4 N_;@;{y };‘2 —;:g 5832?
g = X I — Y
sowe S22 [T o063
AR s Y
yions | SAzle w1 esbm
F4 2719 /\“—4?;;\/ 32 jz 58133

LB BT A I MCBIFBR—AT A Y OMG-ADLFE AT 7
TR ETAINVOR=2F 1 v 648H (KAIEMKBRSERK) T

DOMG-ADLE 2 a7 DZE(LE
BITEAFISEE X, 53.6% (96/179f1) T, KREBTIIFESTEBALK
It (78051 43.6%) Td>7z. ERBIWERIX. EHEBAALHE (5041,
27.9%) .\ FEHERADERE (2161, 11.7%) « IEGTERAIZ S BERE (1961,
10.6%) TdH -7z,
CIEMERE MR BRI 2 FEAR AR N)

#17.1.3 ERLESE 1485888 (ARGX-113-1802) "

18 Ll LR BIRE 2B 9 5 B AOEE T 2 HIBHERE
EFEENRE LLEEHREAR (R7—-VA, BREIZEM) AU
EEMRAETIES (25 —YB, RE48EM) »oElashs S
T ARMBZEEREEALEER IS ERS N,
FEEMHHICB VT, BHEEEN S Z FIR R R BE326 (H
RANBEUH ZET) 2W0RIC, RE (ZT7HLFFER 7
77 CEEFHEMEZ) & LTL,08mgkUALEL 7 Loy —+
FUT 7 CEEFMEBRZ) & LTLL,20080™) % E1EE T’
L& &, FEMEEE CH 5 IEEHE I ERIRES »52
[ 5 CHERR S N7z 1B E DEIA1E. 66.5% (214/3224]) [95%
EHEXR : 61.0, 71.6] THo7zo BB, MO CHEHRENHRE,I R
OHNEE TORBOFRREIZ43.0H [95%EHEXH : 31.0, 51.0]
TH-o70

JE S AR T R PR A e A020aE i THERR S M- e BRE 2
RELT, —EERBEFIEIICET U HEBE216 (HAAS
2181 &tr) ICAK (Z7HLFFER 777 GEBETFHE
#z) £LTL,08mghkURLeria=¥—¥ 7L77 (&
FEFE#Z) & LT, 2008 0%) a7 T+ X %25R1E K F#
ELizLE, FEFMEE THhH _EFHRBEFIEHOR—-2F
1 VP56 OEFEHE (FEINCATA 27 O1Eb Eo#m) ™
DBEFICRD 5N E TOBEICOVWTRUTOEBD TH o7,

x _EERGETIERICBU 2 EROECRDICED 5156 F TOHH

n A ﬁﬁm = —— EANE(
a [
[95% CI]a) p{ﬁ ¥ (%)
AAIEE 111 0.394 31 (27.9)
FouRBE | 110 | (0.253,0.614) | <0001 [75mer)

n: Bl Cl: (EEXHE

a) BHESEER R 2 RAR R R I T A RNAE S IEERIHIC B AR
INCATR 27 DZEALETERI L7zCoxtbfINTF - REFTVICEDE
Ho FHEKEIIWaldiEIcE S EEH,

b) WaldigiEIZ&D < pfll. HE/KEIXMRIS%.
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