= % 1 &
S5 4 9 H 25 H

A A

JE AT B 1 SR B S o A

=11113
PH

onarz o YU LABRFIOFEHICHTZ > TO
BMERERIHEIZOWT

FRLICOWT, JRE LD LB Y | SENERFREHEAETZEL (R) KT
WHILELZOT, @THO L, BARE~OFEMG LA LIBEWLET,



= KK FE 0925 5 3 &
S5 4 9 A 25 H
#oE R

& | REEFTERES |MmETER ) & B

oo K

JE ARG B KR [ 3K on 3F AR B R
(~ F A )

onarz o MY LABFIOFERHICHTZ > TO
BMERERIEIZOWT

DarZ o MUy AEE (RGEA 0 UV E AT TR 16, 6mg YU v
UL R TFE23. 0mg U Y, R TFE32.4mg VU ) 12250 T, R
A, I REEGENE (A7 a4 FEHSUIAT a A RAILLS O %% Sl
HINF3 2B LR WIGEICIRD) ] 2 X3 & U TRLERFE KGR L

-EZ

DTN AANS SN TR, MR FIERIEDFIED U 27 3@ E D

ZENBEBEIND I EENL, ZOHERICHT > TE, FICTTRRORICHOE
THEWELES L HYBE TOEBEKEE~O ZHMF LA LI BEWLET,
kB, RBEMOFLIZONT, HFEOHEEIZEFERET 20T, &0k
DR LKA ET,

AL

1. KANZOWTIE, AKGBICEE L, UTOKRBEMEZMHLELLZOT, £
D IR T BV L E T,

[ &R &)

1. BEFELY 27 EMHFEZRED L, EOICERT L &,

2. ENTOBRBRIEFIDBD TRON TS Z b, RERGEHR., —ERDIE
BUZER DT — X DNEFR I D £ TOMIZ, &REFZ 3t 6 UM & 4 &
o2 LIk, AAOHEHNBEOE RIFRAIET L L bIT, KAlD
LM R O T 27 — & & RHNCINEE U, ARH 06 A4 I %372
BEEHELD L,

3. REIOEEN, &R EEREDEOCZK ., IBFRICKEBEL, RKFIDOU R 7%



IZONTH I EBTE SHEM - EREE O & T, BEEREIRIIEDZ
Wi, JRIEICK B LCERE oL -7 EToRfTbhd k5, MiEke

WZhHTm> THEREEAZHLD Z L&,

2 ARK| DL R O RE TN RN E T 2 EEOGHIIUL TO LB Y TH
D, BERRERGIEDRIED ) A7 13RO E*BEWNLET, £
DOMOFEH EOXTEEICOWTHIROIRAMN XEEZSZRWZTZ&, AF %
WIEICERA L TWEEL X BEWL ET,

1.

=
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DE IR fERYEA BE LT OFBRICHaHA L, AEEHTHhoEE
THZ L,

5. BHEEX TP RICEHEST L EE

5.1 AANX, 7 eF ) U REGUREEOBRETICERE T2 L,

5.2 AFNZ. ik C5 DBIZL K Y C5b & C6 D& A FLE L. &R MIAHE &K C5b-9
DERZIGIT 5 B2 6NL70O, BEEREZIL LD &7 2 5B B B
WCEDEYIE A BIE LT RDAEERDH D Z L d . RAIOF ML)
HRMEE IR L7 BT, ARG ORIELEEICHE L, #8872 x4
BEICHERAT DL, £o, AFREICE L X, JRAIKAIE 5B G0 D 7
< EDL2MMATE CICHBEREICRT IV F o 28T L,



IR

AL A B AR
ARHEE A R AR
ARHEE A B A S

B = Y SRR
AT B A PE S A R 23 2
& TR



&

20234 9 A (55 1 W0

By % 2~8T A
HxhHAM : 364 A

H AR it B
873999

INVERZFETE | PVERZE TR | YVERZ B TFiE
166mg> V) v ¥ 230mg¥ V) v ¥ 324mg¥ ) v Y

KR

WisEhaa - - -

#hik (Co) MHEEH
JNATZF M) LRE
BIZE, MHEEERY

JIWERZ uFizi66mgouvy
JIWERD wriz230mgouvy

JIVERD wrizs2amgzuvy
ZILBRYSQ" Syringe for S.C. Injections

) EE-EMSEORTEICLVEHTL L

m

H
[=]
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CEEETS L, REICRUTTIIFCDE
mEEzERI»_ &,

1.1.3 BEAFEBRLEIRSNEZEE -85
ENBHBDT, BEBICHHIHETEZIERE
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1.1.4 BEERERBLEDY 2722\ TEEICH
BL. YZBREOVHMELERICERL
., HEXEBLEICEET 2RI EEL /-
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*,XLL_}:E Cmax tmLAx AUCO-lust AUC(),““' tl/?
(mg/kg) | (ng/mL) (h) (ng'h/mL) | (ng+h/mL) | (h)
01 1580 3.02 428000 480000 201

: (14.0) (3.00-6.02) (125) (12.9) (2.2)

03 3770 3.03 737000 808000 183

’ (5.1) (3.00-3.05) (86) (9.1) (84)

BREAB], Crun AUCpue AUChncf2 Uty
[961) ta © HISRAE (dre/IMiti-J KA
16.1.2 R85
(1) EANEEERA 6 BIIZAHKI03mg/kgZ 1 H 1 [
4R MRERS L &, &5 1HE (RS
BE) L14HH GrEmESH) omigEh o a7
TR FE 2 1TRTY,

AT (EBR KL

#2  HARNEFRBNER TSRO Va7 7 > ol
WEE ST X — %
ERCR T Coa e AUC, tis
(mg/kg) (ng/mL) (h) (ng-h/mL) (h)
0.3
wilnl 3890 3.04 76600 _
P51 (17.3) (1.00-6.00) (13.0)
eI 13300 3.00 272000 174
EpEen I (14.4) (1.00-3.08) (14.6) (39)

BHEOBI, Cpon AUC, B Uty t ST F M (E B FR 5 [%]).

oy - I (/M- d5 K AiE)
(2) BRI FE S A = EE AR (MG0010) (28w
T4 Sy RUTORE 5 M) JB 2 0 RS AHI0.3me kg
(REXG T oH58Y) 210 1 EKERET
WE L XOMERF IV TS VEED NS T
fliz K3 IR MR I VI TT VEREIL 48
F OISR IRAEICE L, 12081 %3 L CHERE s h 22

#3 KUWERSICBIMAET VTSI VDT T

wr | il YNaT5Y b7 (ng/mL)
1HH 81 11430.7 (21.3)
2HH 82 12460.3 (22.0)
48H 79 12981.7 (25.6)
8HH 77 124332 (24.6)
128 H 75 125446 (224)

AT (ZEBRE%)

1) RHE43kgPL F56kgA © 16.6mg. 56kgbh F77kg A ¢ 23.0mg.
TTkglh F150kg LT 324mg

16. 2 BRYR

TR NS ARFN0.3mg/ kg h 7 B e 55007 (BEFB KR OY
KRR = 8Bl BEFB I O LR« 7 1) \ZHLnlpz Tk
U728 & BEA~OBGATRF 5 KB K O LB
D AUC 2 UC o Fb O 3 78 AH B TM90%(5 M5 X 1] 1
0.9700 [0.9347 ; 1.007] J2 109776 [0.9260 ; 1.032] i
M20.8642 [0.8017;0.9316] K 180.9579 [0.8803;1.042]

THo7" BHEAT—%),

16.3 9%
InvitroFRERDFER. I N7 5 > RO FEA P (RA103488
FURAL02758) O IMAEHE F14 &3 1399% B TH - 726

16. 4 154
In vitro ]t Win vivoik BEDFE R, 2 OO FE R &
L. MAKR#IC & ARAL02758D A4 Je S 7801 X b
A VKD w- KB X ARA10348825d & 72,
INaATT VERTF FE L TRALRE A LTS
TRTFRRT I BIRENDEE 2 5N D, RA103488
DHEANICYPAR22SFICA 5- L 720 RAL0275813 3 Bl A~
BICARIEETH . RAL034881Z Y v a 75 v L A
JEOEBIEEE AT S AN H A N EEE R A A H]
03mg/kgZ G L L EOEHIREBICB LY VAT
T KT B IS E O EAIIR T % TH - 72,

16.5 HEittt
INaAT 5y R OFENHEY (RA103488 % URA102758)
DRI R ORI 1 % & HEE S T (O
EU\?‘— 57 ) o

16.6 JFENDHEE2EF T 8L
16.6. 1 BispefE=HE

WIEOEREREZ AT 20 A B IS, KA
03mg/kg (%HESHI) ZHNEZ TG L&, ¥
Va7 T v R URAL02758D AUC 0 AUCeJ OF
Con TEBEREE W B LKL CHEE T - 720
RA103488D AUC s AUC M O°C o b B BEREIE B
HE WL LA~ E Ao 72" BHEATFT— %),

F4 HRRIEEE ORI EEZ oM IV a7 T ik
DY FNREIS T X — %

S5 A — 5 e D RERE
1 W
CL,, (mL/min) >90 <30
Coax (ng/mL) 4830.33 (18) 446865 (8)
toae (B) 40 (20-121) 6.0 (20-12.0)

AUC (ng+h/mL) 7895427 (18) 6958545 (17)

AUC,;,; (ng-h/mL) 8215082 (20) 7171443 (17)

t, (h) 17587 (18) 165.69 (21)

HHE 8B Con AUCque AUCon L U, - ST FIME (ZEBhR 5L
[91)\ toay © UM (/M- H2 KA
16.6.2 ATHpEREERE
S O FBEBERE 4 (Child-Pugh/#EB) 2 AT 5%
B ABEERE I, AKI03me/kg (KT 8 BI) % Hilal kg
THEGLzE &, FREBEEA LKL CT, Yva
75 2 DAUC, L FAUC,;, 43076 5% < . RA102758
T2 O'RA103488D AUC 1, J UC ol 31,09~ 12265 5 A2
720 WA T T ¥ DC, S O W B C R AR B
THo72" WEANTFT—%),
%5  IFHEREIE W% R ORI E B O Mt I a7 5 i
DIEYTREINT A — %

P T BERE D R
T A —

T i
Cpax (ng/mL) 5128 (19.3) 4867 (14.4)
e (h) 80 (20-12) 40 (38-23)

AUCy (ng-h/mL) 581400 (21.3)

AUCg;¢ (ng+h/mL) 787000 (13.3) 594500 (21.6)
ty, (h) 1483 (17.5) 1522 (10.7)

HHEB B, Chaer AUCqin AUCy STy, - AT (LB ER %L
[91)\ tou @ HIOLA Ot/ M-I KA
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HI T 5 ) E R E (MG-ADLEE A 2 7576 Ll k.
M OQMGHE A 2 7 281200 k) 17461 (H A NEE16
BlEEd) 2RI, LHliEEEAL-EER TS

769900 (12.8)




AR IEGAER & 20t U 720 128 o4 G-I % 0 U
THEEZ—ELTHEEER (A7a4 N, 0
HHD) AP REE Shize RALIETIERE 1
H 1MW T3S Lze &, REFIEHE TH 25
12 OMG-ADLIEA I T DRX—=ZA 54 Vb DE
fERIIEDOLBYTH Y. 7FRBEITH L TR
FHCABRYLEPRO LN, T2, BRREHLIH
HTHAHHEG12BEOQMGERA I T D= F 4
UhHDOEALRIIEDEBY THHo72,

# 12K B I 2MGADLE QMGHEA I T DNR—=A 5 4 ¥

50 ZALRE™ (MG0010)

75 & R AKIBE " b o
(8814) (8651) HEIH 2 pfi
230 439 209
MG-ADL | [ 317" 43]| [-528-350] | [-324, -0.95]| <0001
325 619 204
QMG (432" 217]| [-729, -508] |[-439, -1491|

N2

128 BT DMATT DR—=RAT AL Vo DEALE DR/
Fe M [95%13 HEIX ]

77 2 RIS B /N R PIEORE M A [95% 15 HIX ]
MMRM ANCOVAE FIVIRHT 1235 < pfiti

a

b)
c)
)
M3k, IEBERE & RBEDO R A, R— 25 4 VD& FFiEH
EKBED L HAR D % W R R, Wb & ZEmah R L L7z MMRM
ANCOVAE T IVFNT I HD S/ 3 P-4 il
BRI S BB & ARFKITEC32.6% (28/86%1) TdH o7z,
E 2 EERE EERAL AN IINL1.6% (10/86%51) .
TESABALAIE0.3% (8 /86H1) \ TEASHRAL UG, 45
V) X — BB B OSHEG 4-3.5% (3 /86%1) T - 7%,

18. FERhEIE
18.1 fEAERF
INaATT UiE, fRCHITH A L Chalk INC5h~ D B
HAEIZCOb R UCOD MG ZIMET L2 LI2L D, B
B AR O T O AR is v 2 385 59,
18.2 AMPHE/ERA
18. 2.1 In vitroit&&
INAT T A, AR RS R OV 2 RRERIC X B
vy VRkMEROEMEEE LY, £/, BAERE
MO O SAI v FC5 (R835C K U'R885H) # 4L
7:;’#{?@6&&%’%%0: LB ey VRO EIlL % HE L
727
18. 2.2 Ex vivoiBg
INATS U ERETRG LA =7 4 F Lok
Bra vz VIRMEREN 7 v & 4128w T
RHEVE A3 & 1,
YNVas T v03mg/kgx KRG L7z g BB RE R
M T B o AR 2 v 7z ey DR Bk i
7 v AT B W CEH L LEE A5

2 b7,

19. B3R R Y 2 IB{LERTN R

—f% v arsyF U A (JAN)
Zilucoplan Sodium (JAN)
Tetrasodium salt of N%-acetyl-L-lysyl-L-valyl-
L-a-glutamyl-L-arginyl-L-phenylalanyl-L-a-
aspartyl-N-methyl-L- a -aspartyl-3-methyl-L-
valyl-L-tyrosyl-3- (1H-pyrrolo[2,3-b]pyridin-3-
yl)-L-alanyl-L- a -glutamyl-L-tyrosyl-L-prolyl-
(25) -2-cyclohexylglycyl-N%(3- {w-[ (N-
hexadecanoyl-L-y-glutamyl) amino]
tetracosakis (oxyethylene)-a-yl} propanoyl)-
L-lysine (6—1°)-lactam

L

HHEE, N— 25 4 VIFOMG-ADLE A 2 7 L UQMGHEA 3 7,

4Na"
>\—Lys -Val-Glu*-Arg-Phe Asp NMeAsp*-Tle-Tyr-AzaTrp-Glu*-Tyr-Pro-Chg-Lys*(EG24-Glu*-Palm)

H,C
7 \
CHs
H
CH, \
COH COH

NH

COH
HaC_ I

COH HN

NMeAsp

Qw%mﬁ%

Lys*(EG24-Glu*-Palm)

R BURL RO T I R, 1 ooBMEEIcE T e

b/ﬁéht?»% RIS L. 4 Dotk
SRR Y AL T U A NER L D okA L

T\ﬂéo

Ci72H274N,4Na,Os;

3650.1

Hh SMERORETH %,
INVaATrIrFrMITLIE YVvaTIT Ol

+FU7AWT@éo/w:7ﬁzum%W%
ENTZERBRIRARTF BT, & MiRC5IZ

T he NTF FHFIMOT /@%ﬁ#
%0, 15 HOLysiIEIIBH ST 5,

20. RV EDEE
20. 1 Bl & MV TL
DT) TR 2
o
20.2 AANIHHE IS W RE TR T 5 2 Lo

21. AGIEMF
21,1 RS
5T,
21.2 EWNTOBRBIEB DO TIRONT WD 2 EH 5,
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