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[RIRERF]

RA TP DEBRLESMEER (ALPHAZER (ALXN2040-PNH-301588) ) R O'RA ?‘V®®ﬁ%ﬁﬂ%‘ﬁ%
FOTIALICHBVNT. MDKBEBME FRIREROA VIV IV YE) RREICRET 2BRFRES
WE A C5XIFDRFRERICK>THEESNRVERIBER D F. (FEAEDT A U7 BLIA DR r
(ARUTROVHRBOAETAIVABRE) BHRT DT ENTEDRLD. A LUTRBICLDEDLUNDEE
TRRE DFIRE W T DR APAEDE E(F/ NS NP EEZZS5NE T,

UHL. CEFREBID LIV U R X FVUU R EEERRICGTRIBIRNNE T, ZDIeth. BESAICTES
EICDOWVWTIEELEEW

HTHEEEIE S
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[EENFHER LRICKRDZTDMDERGFERULIEVERREFEIFILEFRHONTVFTRE A,

UD\UIeh'B . BRI ZW R EUTBHE T4EEER (ACHA71-00255%) DERIRMREBOFHEICS WL T R A

F7*500mg 1H2E.800mg 1H2EH RS EN226I TR SDIEEICALTIERUASTIED EEH'FRH5N,
FHREICRIR T ZRIEAN —EDEIG TRHSN TV BIH  BESAICZTDERPRBOMHEMICDONT
SEALIEEW

A T RS HIEIC KB EERAI
[FENRORE]DIA (p.13)ZZRUTIZEW
% MedDRAEAEE (PT) TLUTFICERA T 2B © FFESSR L. ALTHN. AFAERA. N SYR PSS —E LR (ver. 25.1)

1)ELSissy C, et al. Front Immunol. 2019: 10: 1936.
2)Ram S, et al. Clin Microbiol Rev. 2010; 23(4): 740-780.
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BEER Y (SN Z FRIE L RRCERZEEN T HDVERTICEDB TN H B AR DR SICHEL TIE LG DY) HARUIE
(A, BEyR, TEEPEE. B AR DZL B8, B0 - IBI K. kH M%) SE0OHEZ DT & BIRRERAAEDEED
NEHEICE BEIC2RUL MBI DRSFDEVGLEZTITE. [1.1.5.285]

11.1.2 EFRHIYE CEETH)
FRIKES, 1 > D)V L P EE ORISR C L DERRERREN G SDNDTEN HD. [9.1.288]
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BARE FFBESR E 2 (ALTIEN NS YR P=F— L 5E) _

KA TP BT 20259588457 (5534R)



==

[E5 - FRZSTIRBEFERIFICOVTEDIR—IZTBIRIIE N,
FERUAEIC—HERADMEN ZFNZ T —I N GUFT N EBICTHES N BN TH B TBNLET,

@ EEREHER

EFFHESIMEESR ALPHASKER (ALXN2040-PNH-301518%): i
STURYITRGIIUXITHIRSTNTHYMENESMHERH S5 NBPNHEEZ
MREVERHRAS VS LME—EERT S R RER | REHEHER

NHAER : STUAYTRIGFTIURRY THRES SN THIIMENBMH RSN DPNHEE N RE U ER A E S IEER ’I‘
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IRTDEE(ICHL STURAY TR TIURY TdkmL TR 5 U,
- “EERE(12B/): R4 TV R183E1R 5T 3% UTF. KA FVB) X ETFSRERST S
BUUT.ISERE 2 10OHTEERS VI AICEI T GEBRERT2
I BERS5Y 2.
z IR SHA (1 2B/): %51 2BEmUEE S ERBEOBEFRA FPOCUER . RA T
= BOBEIIRA T VDL TR SN,
Q EERRSH (BR2E™N): #5248 LG INTOESFERRSHICRTL. 852488
© REFURABTRA TV 2 RBR2EMRETE2 ERIRSHEN 1 ER
BURZEIF RA TP DR SEDIE S ICRIR 55 ER (ALXN2040-
- PNH-303588%) "B1T0 & U,
f&
E’f 2IU—=V 7 —EERE TR S ERIRSH
< (458) (12;iBR9) (12;8r) (BR25H)

AT V8¥ (n=57)

g STURT TN
= IJURTTH STURTI/IIURT I+
o % BEENTHY R Fe
i i MESBMAEEHSND
< PNHEZ
o ) 75 tREE(n=29)
e + HOiBEN'9.5g/dLIUAT. i D :
PRI 20707 1 (2 STURYT/TIURI T+ STURTI/IIURT T+
1 75tk w1 Fe
= - 18 E
53} - ’
% ERIRTF  #ImE, HoEE . ARE(BAN)
(%: T MEFITRIRES (Interim Safety Analysis Set) SBEENIESIN/=866I (HA A1 241)
3 BRI RER (Interim Efficacy Analysis Set) : “EEHREIAET (527 XIFPIE) U EHESRBESABINKI7 5% 85/ 56361 (BAA7H)
T
RAFPODRIBMAEF150mg 1H3EEL. 856,12, 188 R ERESHOARDRSR T,
200mg 1H3@FE TBET LU,
% is ¥ “EERHAOMBAEE3EIT100mg 1830 (EREMETEE DUE] B 4RAITIRR CRMEA150mg 1H30ICEE) . 5461T
I ; 150mg 1838 T&HY. 2DS551461h200mg 1830 THEEL.
I
20 200mg 1E3EDIEE(F U FOEEICHE U,
T

c BE54BFROHDBEENR—X 54 N5 2g/dL HEILTORWVES. XIFiBE4BB(CEm
ZRITTVIHEG RSBRRCEBET LU,

- B 51 0BERYNERS16BIFRONINADIROHDEE D N—X 54 VEH SR TOE%E
FHEOPEES CICOELTCVRVEG, HULIIBEABEICHINZZ T TV HE. 1851286
RIS 18BE R CEET LU,

+200mg 1B3@MIRESINTHS ST BIUAEN4BREL LRSEINTUVEE . 18524B8=T
EET LU

EE L=l 1251 2BRBROHDREDN—R 51 VNS DR(LE (IRAMRETIRE)
- 5251 2BEBROHDEE D @IIRU T 2g/dLL HENUICEEDEIS

5 < IRSFIBNS 1 2EE. BIllEOE CECREDEIG
a - %51 2B DFACIT-Fatigue AP DR—X 54 U Hh5DZE{LE
1251 2BFRORIRIBKET RO R —X 51 VDS DE(LE
FEHIRETEERELU T BIRRERRAECIEER LR IOV T BHMOEAE G UL L THIR
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FEER

<ZJEHI> (Interim Efficacy Analysis Set)

RIFTBEE.N (%)

A T 8 (n=42) FStRE (n=21) &5t (n=63)

EEESIFO &R, FME (SD) 7% 55.0(15.64) 53.1(14.27) 54.3(15.11)
4R, n (%)

B 19(45.2) 7(33.3) 26(41.3)

Eogjcs 23(54.8) 14(66.7) 37(58.7)
BMI\:Fi’;JE(SD)\kg/m2 26.737(5.3766) 24.769(4.8660) 26.081(5.2563)
A&, n (%)

HA ALY 37(88.1) 19(90.5) 56(88.9)

HAA 5(11.9) 2(9.5) 7(11.1)
BYICIRS UICCoBEERDIR SRS
SAERSEID = pEhAE 7o HARS. 4SS (SD) . £F 5.53(3.894) 6.66(4.620) 5.90(4.147)
IRER SO CSPEESRE. n (%)

STURRY T 27(64.3) 10(47.6) 37(58.7)

TOURYT 15(35.7) 11(52.4) 26(41.3)
N—254 VEEDHLEE. F9E(SD) . g/dL 7.66(0.939) 7.74(1.035) 7.69(0.964)
N—25A VBEDFACIT-FatigueX 7.
T5(E(SD) 33.46(11.089) 33.86(10.781) 33.59(10.902)
R—2 54 VEOHIRIRIMERIELTEL (n=42) (n=20) (n=62)

i@ (SD). 10°%/L 236.37(91.381) 240.64(120.279) 237.75(100.612)
PNHZRINERZ O— >t « X (T+IEY) (n=14) (n=9) (n=23)

Fi5{E(SD). % 51.621(25.3790) 65.511(29.5996) 57.057(27.3356)
PNHZRINEKZ O— >t X (MMAY) (n=24) (n=10) (n=34)

FY{E(SD). % 47.546(22.1639) 51.680(29.0473) 48.762(24.0030)
N—2 54 VEEDLDHIE (n=42) (n=20) (n=62)

F5{E(SD) . U/L 298.73(105.707) 278.25(68.404) 292.12(95.189)
RIU—Z 7 gi6h BB ICTRIMERR 5 Eiln = 42(100) 21(100) 63(100)

SD R4 RE

<BHZA> (Interim Efficacy Analysis Set)

A 7" 8 (n=5)

TS EhE(n=2)

&3t (n=7)

ARSI OFE. FIE (SD) % 45.2(16.30) 71.0(4.24) 52.6(18.40)
471 n (%)
S 3(60.0) 1(50.0) 4(57.1)
g 2(40.0) 1(50.0) 3(42.9)
BMI. F5{&(SD) . kg/m? 25.185(3.1635) 19.281(1.2822) 23.498(3.9047)

SD : {5 fmE

6. ERUHE

BEL ARSI AE (CO)BEBREOHAICSVT. Y =d/N\vELT1E150mgZ 1 H3MBRICROKRS T 5. BH IRATHR

281013, 1E200MgE THB T DTENTE S,
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—EERBAOZEME

<zHH>

BIERRIRRF. KA T B T21.1%(12/578) . S EREET27.6%(8/294) TUTC. ZEEC2HILLEICER
HONZBWERIE. RA TV B CTRIDT.0% (4/576) R/ 7SV 7=/ NSV R T S5-I, 7 R/85
FUBTZ/NSYRATIS—CEN. EBENE3.5%(2/5768) . TS ERBETCELN. PRINSF VBT /NS
AT TS—EEIIN'E6.9%(2/29%1) TUL,

BERBEIERG. RAFPET1H (M EU)LE VBN R OB ZRIBUZ16)) ICBHON. TS ERETIE
FHSNEBATU .

BERIECESEBERE. RA TV B T38| (TR LF 1. 7SV F7Z/ NSV R TS5 —2HEIRD
FPANSF VBT /NIRRT —CEINZERBUR1H. M) LE IR O BERXRZRIBUE146)) .
TFSERECIHI(FPRISSE VB / NSYRTTS—EEN) I3RS NEL.
FELCESBIERIFEROSNEBATUI,
SIETREBER TH DBERERREIFROOSNFBATUL Fe. BUEIE I NEBMER TH DRFEESR
FRIF RAFVBCSH (PSP /NS YR TIS— BB P RISSEVBE IS /NS YA TTS—
CENZEFEIRUC 26, FFEERE. FESR LR . MPEU)LE V8IS 16)) . SR T26| (7 R/NVS
FUBT= /NS TTT—EEIN2H) (CERHESNFE U,

O BB T26ILL EICERDSNIBIERFEIRAILL (ZE 518, Interim Safety Analysis Set)

KA 7“8 (n=57) FSmE(n=29)
SEERDFIRAIER (%) 12(21.1) 8(27.6)
Y 4(7.0) 2(6.9)
FHH 2(3.5) 0
FSZUFPZ/NSYRTTS—EEN 2(3.5) 0
PANSFVETZ/NSVATTS—EIEI 2(3.5) 2(6.9)
BELE 2(3.5) 0
FIRGIE(%)

MedDRA/J version 25.1
(F—=9HvbA7:2023F3831H)

<BEA>

HAANERICHFZEWERRIREE. A T B T25.0% (2/86) . XSEREE(46]) TIRBHSNEFLBAT
Ufz. BIFEFB DR IG. R4 77 B CRTHAER R . SMEHE12.5% (1/861) TUTZ.
BEREIERIFRDSNEBATU,

BEDHCESIERWERIFERHOSNE B ATUI,

FTICESBIWERIESROSNER AT,

SEETAREEMEADBEBENERLEIFRDONEBATU I Fe . BUEEIREEER TH 2R
& RA T R CRFEERE N1 BIICRHON. SSERBTIFRHSNEBATUI.
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e SHE (1851 28R L. 185 2481FRF C) DEZE 4 &
<Z2&HMH>
BIEARBEEIE. RA FVo—RA TV B T5.5% (3/556)) . FStiR—RA FV 8 T25.9% (7/276) TL u
Too BWEFEDAERIE, RA TV =R A TV B CHRE, OB IR NS 1.8% (1/5561) . S tR— }
A TV B CFDBORAME. /) WRBAME . BRRIRE. TR B0\, 5. 5. FFEER S, U D, (A SE1E10. 585, 177
SERVE MER. Z SEERE. AIEIN'S3.7% (1/2761) TUT=, {3
EEREIERE. A TV —IRA FVOBCRHONT | PSR4 T VR C 14 GBR) ([CRHENE LI, C
B5HCESI-EIERIFSROSNE B A TUI,
FETICESICRIERIFSROSNFEATUR, E&%
SFETAREEIEADSEENERLAEIFDSNFEBA CUIC Fe BU<EEITNEEWER TH IS R 2
(& S ER—RA TR T (FFHEERE 1) [CERHSNE LI, C ;
E
I
O £&EFHDOBIERFEIRGILL (#5255, Interim Safety Analysis Set)
A TR 7 8 PSR- F R 22
(n=55) % ij
2LENERDREHIL (%) 3(5.5) 7(25.9) 10(12.2) og
SFERRAME 0 13.7) 1(1.2) =5
M/ \RRIAMEE 0 1(3.7) 1(1.2) 2 R
ERMIfE 0 1(3.7) 1(1.2) <
TF 0 1(3.7) 1(1.2)
) 0 1(3.7) 1(1.2) 4
&5 0 1(3.7) 1(1.2) g
HE 1(1.8) 0 1(1.2) 2
B 0 1(3.7) 1(1.2) (o:
AFiaER s 0 1(3.7) 1(1.2) 2
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