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© GHHE : BETESEER. EIL T 7 . mEUEE.

------------------------ | @ #®58:2,400 mg(1@)

! 3,000 mg (#1131 8)

L HRAREE
| HESHTER
TEBIE

BEENERADURIET | KFTOREE

12593058/ MEBEEENE D F T,

1®545487) UwWE2<7 (1,000 mg)ig5.

125384081 WY T (500 mg) B,

1% 5R8LE #H(2,400 mg. 1@) 58856,

1#51588 #%#(3.000 mg. 1E/8i8) BEZEE,
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12533188 BRIBEIENE D0 F e,

12540088 AMTBERERE D0 F B,

8546488 #5#(3,300 mg. 1@/8i8) RBEE,

(BERS58) SKFRE : 45836.6C.DIEH72 bpm. ME105/68 mmHg. IFIRE16E/4)
BB BRI ('L — 13) 2 538,
SIS | MG <SR IR, [BS. [B0L. BP9, S . SREROREN D B2

NFREZZ.

EERLUN—NMRTOEEIETH,
SRFTR - 0R37.2°C0dE%1 30 bpm. IME85/60 mmHg
GBICCOVID-19D7F V#ZiEIC KD ERE M RIRE Z .
IPORSAEA R O IR AR S BEIR TR Lo

BiER5198% | COVID-19&& : ket
BEAARES - IBRES - 650 cells/mm?, 9>/ VO BESIE (45 g/L)
MRHRES © BEAE X M BIIE 538 2 BRI B DR E TR M AL (Y F YR T T LD

BU/ VIR D509 2SR (CD 1 9f M DMBRZ210.04% 10%/L)
MR  pald
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. . REERCT R UTESS - EBEVIRI : BB BB DR RO RH SN,
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| @ 40mHk. T
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125788 BREENE T F e,

5B (2,700 mg) 568,

5608 BEEAE DT B,
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BERRA MR K FE TR
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=INENE SIRAT T LA DI F VRO MEFAERE T F T,

152288 MEBERERE DT F VRO SR BN E DT F VS,
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1) BRIGEEZEITDIEGEEHRVTREL UM SUR KR SHIICBEERNEICN T 200 F V= EET Bih
BRHDTEND, LILNSUREBSEIBO DL EH 2 BREFTE CICBBEREICR T 2DIF VU EEREL
T<lrEEWn

2) )UNSURCDERKRZRER Tl D7 F V@R X (3% 2B LAIC LIV NSUREERT 20BN S
2568, DIF UEBE2BEIINEEW  C7MNFPFV Y BI3I9F VA F) ZREITDHIEZHRTEL
TWVELIZ.

3) AL.C.W-135ROVYRBICH T 200 F U RUBE (AFTEERBEE) (CHTDDIF VA HBINE T /&
B BEEXREDITF VIF AFBTIFA.C.W-135(W) ROYBITH T 2T F V(AT ITNS BT X VT T7Y
R4 C855F) EGRSNTWVNE T, o FEK TIIBRICK 35T F > (Trumenba®, Bexsero®) * '+ %358
INTLEY,

4) DOF VERN FBIERCKLIMENEME S PNH, aHUS. gMGR UNMOSDZE DF AN TE M &S
DIERNEBIL T 2T BEEN B IET,

5) BEERE DI F UIFSETEEBRICENERTDIENHARSA VU THEINTWET ?, (REHH
HZERALTVDEETAF.8)I)BITSIERIEEL)

6) LILNSURCDBREEBETAICBVT. BEBRXEDIF U EERELTWVSICHEN NS T W-135KRUYE
[CRERREUIHBFRESNTVET,

7) BERERE R E T T BIOICAEBRIAMAMIC DOV TIFEH G RER TIFEIISNTVEE Ao T2,
EREREIEARICOVTONMAEZAELTHIFE A.

REIMNFEFRIZERALCVSEZEIAICTHLT

8) < DEE A CRENFIERERA S DERIMERSTNTVDEZEISNET,

9) SEENENREEDEBE S AICHUL T BEREDI T (ACWYRY) #5851 #iEE s U CSBL LR ZE ST
C2OER T BT & FIeEETEITBNERT AT ENHEINTVET ", eEilEREICH IS . 56
BREDITF U EEBLCHEYICREREES TEINERATHITENS, BBENERLEDIRIH
S<IRDTREMN' BIFE T,

DOF VERREIT TR BEEREREEDU AT CDOVT EERBERUEESAEZTDOIRE LEN
EE) DT DICERUE LT UBERERPHICERU RO EEZRB T 2MENSHIET . DI,
EBEREEIRFEAY—9—Fvh(p.158R) Z/EAL. BETAEZDIHIKE (XIENES) ICHULTTHREHE
ZIDEEDICARKHBPNEICBRZVCIEVTLEEW,

*1 2023F581R1F | AFBRAGR
#2 UYFEIY T A REURAR T RFOARTPHF A UV 2T/ —)IVBEITF IV ALY Za— USRI

NEREEFREDIODIITFUHARS A B3
http://www.kankyokansen.org/uploads/uploads/files/jsipc/vaccine-guideline_03-5.pdf (2023F5877tX)

2) General Best Practice Guidelines for Immunization: Best Practices Guidance of the Advisory Committee on Immunization Practices (ACIP),
Altered Immunocompetence, p.123-148.
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/downloads/general-recs.pdf (2023F587 71 X)
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5. BEIRRERFEZRELUBEEDBEGEICDONT

BEIRRERRES . RHICEHNUNEROEEZRBUBVEBTENRERSH DVIFFETICEDZ LN
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2) BNV =7 DIR7ZERH B BEIRK. 352 VWIFMIMENRE S NDIHEICIFEFIEEE (ICU) EDEED W)
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* MR MBERRZEAA RS A V2014 TR E= MR ETTLARARRE B BT IF VA EITNTPFYUE) BREDHRBERRENHRINTLET,
TIFIFVNL 2.0 g 4~6BEBICERINIERERNT 1HEANRSE12 g RIRERF4 g)
TINITPFVY 2.0 g 126BB(CEENFRERE (1BRARS84 g)
FERUBAEICOVTREH DB FRNZE ZSRIEET L,
1) EEZREIVUUR OB EFERICET 2B M5 EHRHBSIN PMDAR—AR—IJICHBHINTVET,
https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/properly-use-alert/0001.html (20235877t XX)
2) MEEMERBRER 2B A NS A V HEREE AR, MEBRERZEANS5122014
http://www.neuroinfection.jp/pdf/guideline101.pdf (2023FE587 7t X)
3)BEFBER— LR—Y REEMBEIRNEIRAAE
https://www.mhlw.go.jp/bunya/kenkou/kekkaku-kansenshou11/01-05-09-01.html (2023F587 7 X)
4) HARRREUIMEZ A A RS+ 22020
https://www.jsicm.org/pdf/jjsicm28Suppl.pdf (2023F58771EX)

13



6. LILRSURDIBEICHT=-T

BSHBICH - TERIREIL

2TDEBETAIFIIVNZURDHEIR S DB ED 2 BRERIE CICBBERE DI F U AERL TS
Vo F /o BBIERE DI F VIESETERBRICENERT 2T ENHA RS A U THEINTVET ", 88,
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THRICEHIBLTLIEEL,
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b BERRCE (VIFBUMIE) DBUE - FER RO T DINEIC DOV TIEEL T T,

P BETARD/XECRE (RFNES) C[BERESUH—RIZIZHU. CON—REECERL.
EEREZCIBTRIBLIEEL TRV e AED A D BENERAENEIRT 2T 4L
MH BB BERTHROBESHARIECOH—REES T BESEBELTE L,

o BEIAN BHUCIEREZRECERULTCVBTEERIRALTLREEV, BEETARD/XETRE
(ENEB) ~DEHBEIF. B SEBHIIE T TERL TILMSURCC K BRI S # 5 IC =hE
LTLrEEL,

® BEFHWRT I 1—)LEN T, LILMSUR B ERETADRABREEB TSV,

o [AERPNE | Z+HICHBLTVRE ANE(CH-THRELLE. LILNSURCICKDEESR
IR ECBESAPEERT BES AXEBICBLLTHSH>TRE W,

® BIENEIIF VI A TIFA.C.W-135(W) RUOYBICHTBIIF V(A F TS HE XD
TYRT AT N ESEESNTVE T BEK CIEBRUTH T BT I F > (Trumenba®. Bexsero®) *£
FEINTVET,

o SLSHIHIREEDEE T AITHUTIE. BEEXNE DI F > (ACWYRY) #5851 BiEEiEs LT 8L LSRR~
HIFTCOEBIT BT ENHARS A VTHEREINTLET "2,

® BEENE DI F VIFSETEEBRICEIMERET 2T ENHARS A VU THERINTLET Y,
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BLTLEEL,

* 2023F5FIRAE  AFBARAGR

NEBEEGREDIODIITFUHARSA Y B3
http://www.kankyokansen.org/uploads/uploads/files/jsipc/vaccine-guideline_03-5.pdf (2023F5877tX)

2) General Best Practice Guidelines for Immunization: Best Practices Guidance of the Advisory Committee on Immunization Practices (ACIP),

Altered Immunocompetence, p.123-148.
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/downloads/general-recs.pdf (2023F587 71 X)
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FEARLTLEE L,

9) MAQPARKIZEDNMOSDERE DREICIFFHAEDESHNBESNTHY  BHXBE TIIMBEF DR
AQPAFAN AR ACEATLU A KEMIC7 ANOY A MBS SN2 TE THIRBRAICEERRX
ENECDEZEZSNTVNE T COKRDPREBEREE T ARMSNICRIRARICBITDEEDHFAN
BEESE(ICRELE U,
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HERUHE

(RAFMERENEI OEVRE. £ BERSEHENE (REJ 07UV XEFIREN B MR EEAICLDIE

ROBENRHFIBZEICIRD) RURHEBHERART NS LABE (REEEHRRZS0) OBRE T

BEEAICE STUXRT (EBLFHEER) LT BEDREZZEL. 102,.400~3.000 mgZRIBHAE

EL IO/ 5 2:8%(C1@03,000~3,600 mg. IESE T EIC1E3,000~3,600 mgZsUEs#E d 2.

GEHEESA M PRSEEIREE)

BE.STUXRT (BLFHIER) LT REDOHKEZZEL, 1@600~3,000 mgZREBAEL L. Y1O%

5238#%I121@300~3,600 mg. LIE4BEX(F8BTE(C1@300~3,600 mgZRiEEE T Do

7. BERUBRCHET 3ER
| (REMREAES OE VRIE)
L 7.1 10SBIWORBIDREE(E. TRESEICTDIE,

1B&H ) DFADIRSE
theE | MERSE | 2EBLEORSE
40 kgl £60 kgRiE 2,400 mg 3,000 mg
60 kgl £100 kgii 2,700 mg 3,300 mg
100 kgl £ 3,000 mg 3,600 mg

7.2 {)O0%52BHE TICIEPIABEEKRESR (LDH) EMNME TUTOLRVIESICIE AF DR Sk DES

L ERETAIL

| GFEENEMERSEEIRE)

| 7.3 1B&BUOFEORSERVERSHEIREG. TRESSICT DL,
1 ESBEUOFHIORSERVRSHE

theE | NERSE | EEMEORSE | 2EEMEOBRSHER
5 kgl £E10 kg 600 mg 300 mg 48
10 kgl £20 kg 600 mg 600 mg 48
20 kgl _£30 kg 900 mg 2,100 mg 88
30 kgl £40 kgRim 1,200 mg 2,700 mg 88
40 kgl £60 kgkKim 2,400 mg 3,000 mg 88
60 kgl k100 kgt 2,700 mg 3,300 mg 88
100 kgl £ 3,000 mg 3,600 mg 88

(ZSREEMHENE (REITOITVYAREFIFEN EMBHEBEECLIERDEENREIZSICRS))
L 7.4 1@&BIWORBIDRSEE. TRESEICTEI L,

1B&H ) DFADIRSE
theE | MERSE | 2EBLERORSE
40 kgl £60 kgt 2,400 mg 3,000 mg
60 kgl £100 kgii 2,700 mg 3,300 mg
100 kgl £ 3,000 mg 3,600 mg

7.5 AR D2 BUEEMHBEIEREZRREVICRIRAR T FEAEDBRERINHITR SHIB18BEETIC
: TERDUED RSN, #5661 8BRE TIIERDABNBHSNBNERETIE URIRR TV EE |

BU. AR DRSSPI ZRFTT D Eo
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letn

I

=H

ANCJUr
SNC T

(it

B
_B

IS

—)A

i

NS
RIS

5

UG
St AR IIFE:

(0}

St

NS JriRERPYE
SaNC 7T

MHEN ISR RIENMUREICOWNT

(RHEBRERNART NS LEE RHEEHNZS ) OBETH)
| 7.6 1@BIWDFFDRSEE. TRESEICTD L.

1B&H ) DFADIRSE
theE | NERSE | 2EBLERORSE
40 kgl £60 kgt 2,400 mg 3,000 mg
60 kgl £100 kg 2,700 mg 3,300 mg
100 kgl £ 3.000 mg 3,600 mg

| 7.7 AROMPREETFICLVBREOBZ NN BB, BSEREEFIZE, |
| 7.8 AEIE—EHRHE S %, BROEEICOV TREL. BROBEDEANROSNENEE TE ARDRS |

‘ PIFZRET T DT s
| (EEssE) |
7.9 IO UVAKERIEAN FMRBEEEDIETICK) . ARIDIMETEENME TS 2D T, "MRZSE
' [CARBIDHETIREGZERIT D E MRS RIIEBEDREZEECHARIT DI E[10.2 B8] |
KEIDHFTHE KEIDHFTHE
N = 4= %E?‘Dj\\lj\/
AE RIS DB H - T T REWTRES
I 4B
R . 2,400 mg 1,200 mg
40 kgl £E60 kg 3,000 mg 1.500 mg 600 mg
. 2,700 mg 1,500 mg
IE i
60 kgl £100 kg 3.300 mg 1,800 mg 600 mg
. 3,000 mg 1,500 mg
100 kgl £ 3.600 mg 1.800 mg 600 mg

7.10 38R BMEBET DFEITICR)  AFDBERMEDRIT T 2B Z NN H D,

VNS URCBFRY 202355851 CB7HR. WHEEE)

(A&5H]

(RIEMRBENEI OEVERE)

1) EFEHEEZEIAERER (ALXNT210-PNH-30 1588 UALXN1210-PNH-30258) THWAEICE D<A
ENUHEICKY, RERSDROESBERICEVWTCEPKOBEREEZ FOSEYRENMRICN. 52BED
LEEAEZBL CRBICHIF SN ENRENICc)  EZEZERUICRENUAEZRELE U,

2) ARIDERFRFER T, AFIREFEED S 2BE R, MIAESHIRGEDOPNHERE ICHWLWTIMENBIMDIER
THBLDHEME TUEUIc, CDfeth AFIRSHIEN'S 2BEZICLDHEEDE TSRO SN TR
RATDBREETIF AFNCLDBENEN THINEDNZEMIERR T DUEN HDIcH. FRELE LI,

GEHESA M PRESAEAEIRES)

3) ERHESIEEER (ALXNT210-aHUS-31 15B& R O'ALXNT210-aHUS-3125{88) [CB WV T R EICE
DELEDRSERURSERIAVSNEL.
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(ESREEHENE (E0 07 VY AEHIEEN B MTMEBEECLIERDEENHHEFIZSICIRS))

4) EBREHESEIEFER (ALXNT210-MG-306518) (LW T AEICE DT L DRSENRUERSERNHE
nonzxurc.

5) EREHEISEIEEER (ALXNT1210-MG-3065 ) [CBV T . 18 5% 188 R CRAIDIERNENES
NICEBEEBOROONITEN D R SHE 18 BRI TITERDLENROSNBVEE TE. AEIDRS
I EZEITNEEEZET,

GRHEERERANT NS LIRS ((RUEEHERZEST) OBFET)

6) ERHEZEMEEER (CHAMPION-NMOSDEER) [CBEWV T FEICEDE LEEDRSERUKRSHEN
RLsnEUz,

7) ARIOMPRERFCKIBROBZNDGHD2H. BELE L,

8) AEIRSAIEERUTCBROBEDHANROONT  AFDHRINBOHOSNGEVEZEZSNBHE(S.
R Zf IR T D EDURINR T4 W EER U LTRSS PIEZIRFTITRNEEEZF T,

(Ghgeth@E)

9) LRF1—BBEUVTIRHEE AN ERET O VER T AR U ZIC. AF D IIEEEHE
RT3 KB DEFRSZHRELF U,
Fro. EBREBESEIEEE (ALXNT210-MG-306518) [CEBWVT. U RAF 1—B8BENUHFRRSCREAT 2R
EEUTC [RFIR S PEBICMAHEB AN FRETOTY VEIREZERIT D5, AR SHIICE
L. ZDBSICEABIDOBARSIFTH T MARMEEEN FRET OT Y VERFEAKR TR AF—ELA
([CREDRENUBAECARIZRS T D L] ELE U,
RO EREARSIEEER (ALXNT210-MG-306558) (CBWVT. 1382 (59 LAMELLEE : 76 JFE5#&
ERER D 9B (5B34F 5T LMELLBARICDREE) ) D#HERE C. MR LEEN (FREITOTUVEEF
BANERIN. ZO2BI TAFIORBFAR SN ERSINEUIc, MAFEBEEAN EREIOT U VETE
EDEFMICKIIMBEPAERE (FRALE U ABIOFHFAR SICKVMBPAEKREIOEL. BER
BIRRME (175 ug/mL) I EDMBEPAZFEEENMHRFIN. BZHBR CLE2ENEIRINTVIHRAINET
AERE (2,720 ug/mL) ZHB A EIFHUEFEATUR TR SICRDFIBRBEEERDERNEE
{EBERHONT . 11 BDEETERDUENRDONFE U,

10) MARFEEEATOBMATERSDOAEGF. TV T (WK : aHUSEE . gMGEENRUNMOSDEE) T
DEFFRSDRHE (BEDODHEDHS) [CEDTHRELFUI,

BRI OTUVERTEACDERERSDAZIF. TIJUXTYTDOPK/PDICH T B%ET 0TV ERTE
EHADEEEREUNERT —9 VI AFDPKY =1 —aV (B DVWTGRIRLE L,

11) AR SPICMETIRN (FFHEREMBEEZ BT 255, MEZRICRIABIDO—HHMRESINDS
ZENUHEREMBERNICIFHEACESNZEND CEN S ARIDIMBEFRENE NU. BN ST
DBENHHIET,

12) TOURRTHOERBINTIEZDHBE(F. TIUXIYTDREDRSNS 2BBEICAEICE DV
BlOYOAEZRSL. TD2EBE(ICHISAEDRSZBL. TD&EF8EICTEDER cRS5LTL
&L,

13) BARADKIZB TIIURR THEEULRVCSBLFLZRNRHOONDEDHEN D). S TURXTYTH
BEIRRICHEE LRV T BB $HJE T,

1)Misawa S, et al. Lancet Neurol. 2018;17(6):519-529.
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letn

I

=H

ANCJUr
SNC]IT

S

ASJri
FIAS RS

NS UrBIFECK
or KlgRe

BiéR L ABE

<H

NS JriREhPYE
SaNC/I7T

IZz7wo.—
SBELHER

SBELER

nWCITv.N

SHER

0 5

Zoa .Ww

On0ZZ .»
SELHER

MHEN ISR RIENMUREICOWNT

B5X5IJ1—-)b

IR SURCOEREROBEERBEICE SV TREINTVET,

EEERBENES O VEREE

S HRSEHENE (BES OV AKEFEH TEEN MR EELICKDEROEENEH FISSICIESD)
REREEERANRIT NS LEE (REBREERESD) DBHETFS

g5E | AERS | 2BELIEDRS
18588050 \ ‘ \ 198
I 5< &5 2 EAT e = 118 (LESETE)
LRSURCDRSE
2,400 mg 3,000 mg 3,000 mg 3,000 mg ?ﬁ“g;'féui
BEFENE 60 kol
DUT VIR 2,700 mg 3,300 mg 3,300 mg 3,300 mg 117"‘056 kg*g{i
3,000 mg 3,600 mg 3,600 mg 3,600 mg ﬁf1 oy
FFHBYRIN 4 PREIEAEIREF
wsE | ERS | 2EELBORS
K50 . N . . . 198
BB | 0 = 78 k2 158 e
LURSURDRSE
BRI B 600mg | 300mg 300mg 300mg 300 mg 300 mg ?0%(5 ;%%JJ:
DOF e &
600mg | 600mg 600mg 600mg 600 mg 600 mg g*ﬁg%ui
’5FIBD . N . . . 198
waseEmE | 8 = 728 (k2 158 umeEce)
URSURBSE
900 mg | 2,700 mg - 2,100 mg - 2,100 mg ffoi]fggﬁ%u_t
1,200 mg | 2,700 mg - 2,700 mg - 2,700 mg fﬁ%&%mk
BARSNE ’
007t 2400 mg | 3000mg -  3000mg - 3000mg | AE40 kellE
: : : : 60 kg
2,700 mg | 3,300 mg - 3,300 mg - 3,300 mg ﬁ%i%;g;{t
3000mg |3600mg -  3600mg - 3,600 mg Sfmo ke
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(RERBRIEAES OE VRE. £ SNEEHENE (GEs07
UV ABBE AR S LA & 3RO EED B
S8 IcIR%) RUOEHEBMA AT NS LS (BHESHAE
=20) DEETH)
O | e NBZETSE U AHEROB S aiEEe U RS
BLTWLEB A,
BRI RS IEEREE)
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QoNC/II7EH

IZ70o.—
SBELHER

nWCITo.N
B SHER

ownoZZ . &
BB SHER

RSWREEICONT

ERLGEARNWER

| (RHEMBRENESOE VRE) |
| 8.1 AHIESICRUPNHARIIR Y O— VA EREL TSI, AR EDP I U B S ICERBRMENBMNRHSN |
L ABTNDB D ABIORSEPIUBECHUTIE BE 1 68/, MERBMROZNNEEYT SEFE |
L ROZETEREEL MBI CEBLEETSE, [5.3 B |
| (SFERBLEM I FRESEEIRE) |
| 8.2 AHIE SHILE I RMEEEBNICE = IV T U HEBEEN RO SNBSS E. ARIDR SHED |
L ESERHTAIL |
| 8.3 AHEP LSS CEEOMS N \MEBENERT 2B TN 5. ARDRSEDILEULESTH |

LTI BEDREETER<ARL DBIHSUTEYBABETSTE, |

JVRSURYEBTFRY 202355851 (EB7HR. WHEEF)

§::57)

(RIEMRENEI OEVRE)

1) PNHERE CTlEFFAFIRSZPIEUEBE(C(E MAPICEE S N/PNHIRIIIKY O— V(KU EERIMEN
BMARDENZBZNNHDIENS. TTURY T EAKICHRELE U ARNFTIURXI T KB
RN RV ENS AFIKRSD IR FRIET6B/E. MENBMARUZNICMIEY DERERDE(LZE
2 EZEFRELR U,

GEHESAM IS FRSAEAEIREE)

2) ABI DR SBR[ IMIWEEZERANICEZIV YT U ABIDRSHEDESZRETI<IZEI W BB,
ALXN1210-aHUS-31 1588 M UALXNT210-aHUS-31 2588 (%, Day 183 COTMATEEZER (I1/)\M
HDIERE LDHEDESL. MBIV 7F ZMEDR—IXS5A4 VN5 25% U EDIET) ZF25HiIEE &
UCEHBLE LTz,

3) AFZPLEUCHEICEERDMEMHM/\MEREZHIRT 2H T NN B/, PLERIEBEDIREZ
ARR<ERLME(ICIHC TEYFLEZITO>TLIES L,
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HEER

| 10.2 HEERGRICTIETBTL)

FE2E
ARZTOTUEE

ARgEITOTUVE)
[7.9 2]

(RUIFL>TUI—)LANE

RAREIR - HEETTE

ARZEITOTUVHEIEDOHARSIC
FOTAFIDIRIEITZT T 2B Z NN
DT HATIHEGICIF FEIDFHIT
’E5ZZRI DL,

#rF - BREF

UNZU=2 /A m A2 Il o) s DY AN
BECK) FHOMBEPREMET T
ZTEEMN BB,

ITAIVFFER ZILT7
CECTFHERR)

FE DRI 2HZNNH2D
T A HCKDBEZRIBT 25T,
ITHIFFER PILT7DOT ATV
BCHIREEENS 2BEELEC
BE5ITBHIENEFLL,

ITAIVFFER PILTPICKY KEIZ
SORBREMFCRENRF (FCRN) [CHET S
HEHOMBFREMET T DTREMEN
B3

JVNSUREBFARY 2023558E] (B7HR. WEEEE)

(50!

1) DIVASURCEARBTOTUVHAOHAZNES S 215G REPICDIDAREIOTUVRAIRSI(C
KNMEFDSTUXR TRENME NI BNNHBIcs BEDREZEBICEHRRIT DIMNENDIET,
ARBITOTUVEREIORARSEIVRY—AICKDSTURRYTDOUT A J)LBEZIHET 20 fEMH

B, CNUCKIIMBERDSTURAY TREDE T ECD RN HUET,

2) LIVRZURC(F BBRMUF B (FCRN) (CRE T DI IHILFFER ZILI7EHALESE. MDEE
MME TR I BOREUN BIET TIHIVFFER PILI7ERESSNCEBECIIVNIUR ZEH ST B
EITHILFFER PILT7DYAJILESICHTIRERSHNS2BEM LR>THSIRE5TBHILE"E

ZELIEEV,

1)Jin F, et al. Hum Immunol. 2005;66(4):403-410.
2)Wang W, et al. Clin Pharmacol Ther. 2008;84(5):548-558.
3)Fitzpatrick AM, et al. J Peripher Nerv Syst. 2011;16(2):84-91.
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letn

<H

NCJr
sNC 7T

ASJri
A TR TR

NS Urirshbut
QaNC TN

AIVASUR DELHEICONT

RERR X R AE (MMAEEZ = D)

[BERR R ERRRFAEIC DV TIDIE (p.6~15) ZERUTLIZS L,

BERR A B R E LAY 0D B iE
[RIFHF]

2IUNEURCFHIRCS DRI ABRE U KRB ESARCSb-ODEMZ T 2EEZ5NET . C5b-9
FFA U7 BHENDREFHICHESULTVSCEN D HFICHEENEICREREUPL T LRDEIFT TR M
B AIREENOA VI IV HEFICBDRREUPCTLLRBRDEEZISNDIcH. BESAICZDFHEICDONT
BELEE 0,

[ERPREABRICH 1T DRI R]

202251283 1B DBKRTKER TlEF. LIVNSURCADREGF 2R T3,074.6 AETHY) . BEEXRE
PSNDF A U7 BHIEIC K2 REEF 36 GHE : 261, 20D F U7 BME  16)HESNTLET,
CNIFLEFRT100AEDZ)0.098DIREREIRIET  RIRE KD BERAE F 261 (B ERE MR AL O
FIRERERRAR S14) RESINTVET . CNEEHFRT100 A NFH2)0.065DMEREBIF T BB,
AV I IVTPERPEDOHRSEHIFEE Ao

[BHERRFTR DIREIR)

2022612831 HiSROBERTTHR R LIEBR Cld. LIVIURNDIREIF 2T TI,264 ANFTH Y,
BERREUND T A U7 BHEC S DRIEFSH CHE : 461 ZDMHO T« U7 BIBE  16) WSS
NTVET CNEFLEFRT100AFHI0.054DMEXEBRIE T o 133 FIRIREIC KD RPEF 36
(BERERE MR . FEAIRE RN B IRE BRI | 16 MESNTVET . CNE LR TI100AF
B121)0.032DMERLBIET . K12 NE TV ABMBEIC R DBRAEF 15 (NET )V RRER 1 16) s
SNTHY. INRF2MFRTT00ANFH)0.01 1 DIMERLBUET

Infusion reaction
[FIRIR]

HSWBEREAY V/IVIRBEBRRIC, LILNSUR OB SFEETICHESIRIGY. PUILF—RIHX
(FBEERIN(T7 T T45FY—%Z30) DREREBRDREREZS|IESRIIEBNDHIET . Fle. 25HED
infusion-related reactions(Cld. NELERBEERSSMIR. [FIRAE R E DR - BUIENSRHSNDTEN G
ENEIS

TV URBED(ICEERNRIBUCR S EEIDHM TR S EE R EL T BN (ERE5ZDIETDIE
N CEXT BB IRESEEZEULEGIE. BEKRTFTICARRE XF6E BRI\ & GHRIER
ZZSD),

ERERERER IC BT Binfusion reaction®*DHIBENES(E. PNHESZ W REUCHKRBRTE1.5%(9/617
Bl) . aHUSEEZWREUHERTIF2.2% (2/894l) . gMGEEZWREUHER TIF1.1%(2/175%41) .
NMOSDEEZNREUTCEER TIE6.9% (4/58%41) TUTE,

*1 1JUNSUR HISEE$E300 mg/3 mL. 1100 mg/11 mL

*2 1JUNSUR EEEEE300 mg
*3 JBBREEEAMICKYinfusion-related reactions&E ST NI B R (RLERERSSEIR. [FIREEZEDER - BIRZZD)
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MAFNTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (LS U R HIsTESSE300 mg/3 mLRY
2JUREUZCHIREEE1100 mg/11 m)H'eUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

B PREI 5%

1. FEMRENEI OEVERIE (PNH) Ef;

1-1. BFFERENEEER (A EERIR aEDPNHEE ZWREUCIEE R A
539" bESEHHIEER : ALXN1210-PNH-301:%E88) V2

1) #HRER  HEHEERIFEEDPNHEE Z X FR E U EF RS MAERER (ALXN1210-PNH-301) (EERISEHmE ) 1
2)Lee JW, et gl. Blood. 2012;1\\32(6):539;53?.(%%%*@& : Zkéit%ﬁlatAlexion Pharrr:]aceutigals,\Jnc.d)ﬁ%lﬂ:o‘(%ﬁ’@iﬂfco%%M(EAlexion % ),E
Pharmaceuticals, Inc. DHENSEND. BH(CAlexion Pharmaceuticals, Inc.&W#EHLE. BERIEL IR EEZS2ELTVDED SEND.) % E
A
HERBIE
[(EEENHEEERFRESEDPNHEEANRIC, TIUXY T ANRERELTLILAEUR® -
DIEL M EIRTFT B, 2.
[BRE] ;g
OFHBRDBEEF TOLILNSUR DREMEBEEDRFEERSHICT 2. =
O 1/LNSURC DB EENDENERE CEHE T .
O 1/UNSURDPK/PDR U RER M D #BIS DTS B, o 3
ORHIESHOLILNSUR DREMRUBMIEEFHET 2. og
OFEHARIC TR THS LIVNSURC T B R LBEERRICLILNEUR DL LM = g
ROBHEETMT 5. e
R BRI AR | 85 OPNHEE 2466 (1)UNSUR 1 256, TOUR T TR &
12161, 558AANEMIF IUNSUZ B 1861, TIURXT TEE156]) 2
BMBEEEHRS VY MEEENRZ MR ERARR 4BEDRIU—ZV THE D%, HRES (E )
EIVNSURCBERIFTIURY TBICS VS LEITF Uiz TIVNSUR B EDay 1(C146E <2
[CEDVWCRELIIOAS. Day 15KR0ZFNLEESHEIC 1 OREICE IV TREUIHER
g%, TUUXY T EIdDay 1.8.15.22(C8AHE600 mg. Day 29K U ZF 1R E2;8(C 8
1EHEEFAIE900 Mgz 265BREIRMIR S LTz, 26BRID S V5 LEI T IHAEER R T #. = ¥
TIVRSUR BHETIVNSUR B S LT TOURXR TR DB EIF LIV U MR ST 55
B2 LUNSURCPBREL T, RBRERE U SRR RE2EBE LT, 0%

< AIVPSUREOBERT V21— >

JJLRSURCD

K58 (mg) MERE e
15840 kgll £60 kg 2,400 3,000 3.000 3,000
{860 kgl 100 kg 2,700 3300 3300 3,300 N
{AE100 kgllt 3,000 3,600 3,600 3,600 2 %
H
< TOURRTHOBSRT Ia—b > a
Day | 1|8 |15/ 22|29 43|57 71|85 99[113]127]141]155 169
EARE AR 2 -
;Igééﬁgw 600|600 600|600|900| 900|900 900|900 | 900 | 900|900 | 900 | 900 | 900 W &

ownoZzZ .~
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letn

NCJr
SN 7TE=N
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z
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fE
IS
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0
T

SaNC 7T

nWCITo.N
e

ER

O30 W

ownoZzZ .
SEELHER

BRPREIER

RETHARS (26:BRAD S 9 LBV /EERRR TH)
< 2JUNSUR“HikiEe >

IILRSUR®D

E52(mg)
K840 kgl 60 kgifi 3,000 3,000 3,000 3,000
{AE60 kgl £100 kg 3,300 3,300 3,300 3,300
{AE100 kg £ 3,600 3,600 3,600 3,600

< ZILRSURYEEEE >

2JLRSURCD

58 (mg) YERE HISAE
A840 kgl £60 kg 2,400 3,000 3,000 3,000 3,000
A860 kgl E100 kg 2,700 3,300 3,300 3,300 3,300
{AE100 kg £ 3,000 3,600 3,600 3,600 3,600

E=EEEN Day 183F co@m™ @BhER =, Day 29h'5Day 183F CHOLDHED EEL S EmM=
SHMEHICHITBDLDHEDERLERER (BEFEHMIEE)

ERETEER \N— XS54 h5Day 183FTHLDHEDZE{ER . RN—IXS51(UHhHDay 183FTD
FACIT-Fatiguefd 237 DZEA(L** Day 183F TO T LA IR —BMY ' HKIRBEDES.
Day 183X CONES O VEDOLE(L* ERERE

Day 365 COsim* @R, Day 20h'5Day 365% COLDHEDE#EL* S2m %

¥1 BIERE (EECRSEVN)EBE  ATETOEVENI g/dLU T T BMI HEREEDBMDEEN SERZEZUIEE  BIREIESUSERDEREIC
PODSITANETOEVERT g/dLUT LR fcBE LU,

#2 LDHEDERL | LDHENEEBE LRD 115 (246 U/ UIFITELBEE U,

%3 FACIT-Fatigue#§ 2 377 DZME 1 D77 HY 3L HIBNNY 2 SERIRIICERIRES L L OB, 3L EDFANFEERIIICERIRR AL NILDBREE U,

¥4 TUA T2 —iBM ERICK D> TLDHENEEE EBRD 1.5BE R FUCEICLDHEN 2 EIC_ R U MEPSMOBIRSUFER (B5 . NE
JOE VR B BN IFRE] B INETOEVET0 g/dLkE] ERMEBR (MAVE) [MSFEZST]. I MES. XFFicFE) D551D
DUEDFICCHIRN B UISBa LU,

¥5 NETOEVEOZREL  RMAZE T ANETOEVENNN—XS5A VD52 g/dL HEFUGho/gE &Lz,
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

BTN RERFFAS RRDEMNRER) EUfc, T2FHMIRE C&H S oIEhER X

DFRSHBELZDISKEREXRE (CI) Z. BRl{ENewcombeEEXEEZRAWVWTCEH U,
REBEBZEF. BIESINE6DDTIL—TATOEBEZDINEHEGEZH L TMantel-
Haenszel weight/AICKWEH Uz, EEFHMAIR P ICHEDEN RO SNBM ofcfe AR
ZERIEUCBEZRNNFEHFRU. BMEEUCEBEEUTESUc, COMEPICHDIERT
PIEUEBEIC DOV TR PIERFTOT -9 ZRAV CEMBIE Z5Hii Uz, F/c. LDHBIER
LEREOEFTCTIE. —MREEESERDOFEZAVTEY X HEZDISKCIZER U,
Day 29n'5Day 183(2618) & TOLDHEDIER{EZRBE I E L. EEDIBIRE . @MmE
(BRIRFLANIVCEDLKATIUAIVER)  RUR—2 54 VDLDHE (B ZH) Z5HFZE
HMEU TSI, 260BRDEER. BIEE Z2EZR U BE DS GOEBE (TILSU R 8-
TOURXTEE) DISWCID NEN-20%% LB >/eB B I EL MM R SND T EEUTE. &
SICLIVNZUR B TOLDHEDIERE L ZZR U BEDBED I IV TH#ICH T 574
ZAHMDI5%CID TRAY0.39% LODIFEICIELMNRIIIND I EEUT,

B EHIEE T N—2 54 h5Day 183%F COLDHEDZE(LE R UFACIT-Fatiguefs
237 DEEXRFOREMRET IVICKDRERERENTE (MMRM) ZEWT. 8%, BRIEF
TH2EMEEZAT -V TBEDLDH. KR RO SEORBERZHT TUAILEHDE
ENREU. RICEMEMDE TR CTHD2N—X 54 VDFACIT-Fatiguefd X377 (XI(FLDH
B) EHZEEEUTHEITUIC . LDHBEOZ(ERIC DV TIE R—R 54 VDLDHBEZE 23 E U
[E=1) =8

FEHBIEB CIFLUNRIESNIHBE R BIRFHHIEBIC DOV T OIS U ZEARTE FIEZ
FOWTRE U, R—R 54 UhBDay 183X COLDHEDZLETIFEFFEZEDIS%CID £
FBRN20%Z FE-1cHE . R—A54 h5Day 183F TOFACIT-Fatiguef 2377 DZEAL
TIFEBZEDISUHCIDRREN 5% LA>fcHE. TUA T A)—BMEREEDES TIFEE
BZEDISKCID ERN20%Z FESIEHBE NETOEMBEORELERRTIEFEF-EED
95%CIDTRRM—20%% EOI>/ciB B ICIELENRIESND T EE Uz, NS DEREHIEIE
BTSRRI SNBSS BAREFIEZA VW TCEHEEBRCEREKEO.OSOmAIERTE T
(R i R N et el O) falt

2ERICHNZ. BAAERICOVWTHSBRICRESN Y T 7 — BN R USHEZ T >z,
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NCJr
SN 7TE=N

<_
RSB TR

G
gorxime

NSU
SHH A

NSJUr

bR o

=H

z
£
fE
IS
)
W
T

SaNC 7T

IILhSUR®8 TIIOURRTE
(n=125) (n=121)
TR n (%)
B 65(52.0) 69(57.0) 134(54.5)
gogs 60(48.0) 52(43.0) 112(45.5)
HEREY DR SIEDER, T (SD) &% 44.8(15.2) 46.2(16.2) 455(15.7)
AFE.n(%)
FITA 72(57.6) 57(47.1) 129(52.4)
BAA 19(15.2) 15(12.4) 34(13.8)
BA 43(34.4) 51(42.1) 94(38.2)
BAXIFIUARTAUAA 2(1.6) 4(3.3) 6(2.4)
PAUAEAERIE TP SANEER 1(0.8) 1(0.8) 2(0.8)
ZDth 4(3.2) 4(3.3) 8(3.3)
HELRL 3(2.4) 4(3.3) 7(2.8)
{F8. F15(SD). kg 68.2(15.6) 69.2(14.9) 68.7(15.2)
5R.F9(SD).cm 166.3(9.0) 166.2(10.7) 166.2(9.8)
LDHEE. N (%)
1.5~<3XULN* 18(14.4) 16(13.2) 34(13.8)
=3xULN 107(85.6) 105(86.8) 212(86.2)
SHEREERAT 1 FELINIC R (T ToRE R M ERER IR
BV . SV AMEB.N (%)
0 23(18.4) 21(17.4) 44(17.9)
1~14 79(63.2) 78(64.5) 157(63.8)
>14 23(18.4) 22(18.2) 45(18.3)
PNHE2HREF D&k, 15 (SD) % 37.9(14.9)" 39.6(16.7)" 38.7(15.8)°
PNHEZH#1 SHERES NI COHM. 3.8(0,41)" 3.9(0, 34)° 3.9(0, 41)°

thRfE (R/ME. &RKE) 5

LDHf&E. F15(SD). U/L 1,633.5(778.8) 1,578.3(727.1) 1,606.4(752.7)
IAYFRIMER 12.4(20.5)" 13.7(17.7)1 13.0(19.2)*
MAYFRIER 26.3(17.2)" 25.2(16.9) " 25.8(17.1)%
FaFRINER 38.4(23.7) 38.7(23.2) 38.6(23.4)
EHIR 84.2(21.0) 85.3(19.0) 84.7(20.0)
BAER 86.9(18.1) 89.2(15.2) 88.0(16.7)

BEARMEREEEROEE.N(%) 17(13.6) 25(20.7) 42(17.1)

SD : 1REfRE. ULN | BB LR

* LDHEDULNIF246 U/L. T n=123. 1 n=118.§ n=241.]| n=124, 1 n=120.# n=244
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

ZEH
FEFHMmHAR (26:8[])

BIERRIBEISE L)V UR B TlF40.8%(51/1256) . TOURXN TEETIF41.3%(50/1214) TUTZ.
FREIERIFER CHY. LILMSUR B TIF20.0%(25/1256)) . TOURXY T B TIEF23.1%(28/12141) [
FHHNFUIS,

SERETEREIIVNIUR BT 14 CRE B IRMAAE. L N A SIE. B2, V) \WRBIAME. B/ A%
R e FPIRFEAME/ FEFEHE 25 HERR. BEARMAEN. DHEN. BUENS16) . TIUXT
TEETOBI (FEZR201. A LD A /HERRERIE. R/ DA )L A _ERUERER, B, TR IR . ISR/ I ChERAME R
Bk, FilRE . REMREMERFRENE14]) (S5 NELI.

FET(E LIV URBTIIROSNT . TV TEHT1H (FIRR) (CROOSNFEUc. BEERICL DTS
RIEFIE TIVNSURCB TIFRHONT . TIUAR TE T4 (IREIC L DIET) (CFRHHNE Uz, 2658 D
FEHHHHE P FECROBESBRICKDESPIEAF. LIVMSUR BRI IUXV TEEBICRHSNE
BATUIZ,

52BF—9hvhATBET

BIEAFRIRAIEE, 1IUNSUR O EEE44.0% (55/12561) . TV UZY)EEEE19.3% (23/11941) T. F
IFEMERFEERE LI,

BEREEERIFIIVNSURMEE T 130 EEARMEBMAR BBV =7 FERERIR IS F B, A
LR FERRIRIASE/RUIMEM Va3 /2 BESE. BEX. N ER. FXEZ. TS EmENS14) . 1)L
NSUZRCYIEE T 14 (BIIREBRIE. B2 IR/ BB DN ERFA/FMIE. BAERRMEN. tR
BERRGL, T2 BME/ FEREER. Fik N MECHAME. &R RS, FiiRENE14]) (SR O5NFEUI

BRI LIV U R B ClEFRHON T TIUSSURYE R C 20 [FiiReE (EEHIAR IC R L.
FEHARIRICFELD)  FBRIMAE] (CSRHOHNFEUTc. BEBRICKDHRSHIEAFG TV SZU X iR CEERHHN
I\ LIUNSURCYIER C 20 (FIREE(C K DI, BREEFEAEIREY) [C3RsHHNELI,
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=H

ANCJUr
SNC T

T

AN<J
RSB TR

St

z
£
i
I
)
W
T

SaNC 7T

ownoZZ .
SEELHER

B ARSIV 5%

( 2EEDIIVMSURBEGE TS LICRHSNIEEER (52B7 -9 hyh A TEHEFT)

VRS R kRS

2ILRSUR IR

=&H BAAEE =&H BAEAEE

(12561) (186) (1196) (1441)
1IVRSURRSHIRS (B) (F5(E£SD) 473.2+67.0 516.2+62.1 290.7+70.4 318.6+53.3
EHEEER 92.0(115) 100( 18) 81.5( 97) 92.9( 13)
BT 36.8( 46) 44.4( 8) 10.1( 12) 14.3( 2)
RuERRR 19.2( 24) 389( 7) 8.4( 10) o 0
LIREER 12.0( 15) 110 2) 13.4( 16) 57.1( 8)
FEH 11.2( 14) 110 2) 25( 3) 720 1)
E3):E 10.4( 13) 110 2) 5.0( 6) 700 1)
CA) 10.4( 13) o 0 50( 6) 70001
T 6(12) 110 2) 4.2( 5) o 0
HEbE 8 11) 56( 1) 25( 3) o 0
DA VA EERR 8 11) o 0 1.7( 2 o 0
e .0( 10) 110 2) 6.7( 8) o 0
U .0( 10) o 0 34( 4 o 0
FEEDHT 209 56( 1) 0.8( 1) o 0
EAYUD LIME 209 o 0 o 0 o 0
CIREIREETRE 4(8) 1110 2) 08( 1) o 0
FiIALES 4 8) oC 0 3.4( 4) oC 0
NEnt 60 7) 56( 1) 0.8(C 1) o 0
ERAE 60 7) o 0 42( 5 o 0
iz 60 7) o 0 0.8 1) o 0
YIS SIS Y RARTFF 5 —E1EN 60 7) o 0 0.8( 1) o 0
A VI IVTRES 60 7) o 0 o 0 o 0

MedDRA/J ver.20.1
HIRE S % (%)
a) LILNSURCICHIWBZ LG DEEESR
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DJVMEURCHISRESSE1100 mg/11 mL A5 UFEIH | EHOBVRVEERT—5 310 mg/mLEFIICLZ DD T,

MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY

1-2. EFHEESIEEER (TIUXY J8EPOPNHEE 3R E UTIEER

59" LbRESTIEER : ALXN1210-PNH-302:4E8) 2

NHAER  TOUXR TSIV MERBIMAMIHEI SN TV DPNHEE ZRRE U ERE RSN (ALXNT210-PNH-302) GAERERTHmER
2)Kulasekararaj AG, et al. Blood. 2019;133(6):540-549. (FIl#itB : AstERIFAlexion Pharmaceuticals, INC.OZIEIC K> TS NIz EE
[CAlexion Pharmaceuticals, InC. D ERUBEIZEERDAVN—HEFENSD. ZE(CAlexion Pharmaceuticals, Inc.&kUHHLE. BERIRL 78]

MESEEZBELTVNRENSEND.)

BRI E

[EZEBNBE6HBU ETIUANY T DR SZRT RFANICZELTNSPNHEEZNR

([C. TOURR T EWBEEUT LIV URCDIEL M EIRET T 2.
[Bl=B#]

OITURARTHSIINZURACYIBR BETDIIVAIU A DR LM ERTH DR

ZBHSMNCTT B,
O LhSUR DBEMMEEENDEMMERE TEHI T 2.
0 1)UhSURDPK/PDRURER M DR IEZHSHITT B,
ORI SRDIINZIVR DREUR VB ZTHET 2.

OFEHIRIC TIURY TIH S LIUNSURCICYIUE R e BEEWRICTIVNIUR OR LM

ROBMEZFHET Do

BEOABU LTIV T DRSS ZES2 (S BRNICEEL TS 18U EDPNHEE 19541
(ZIVBSURCEEI76I, TOUX T EE98HI. SBEEARANEMIE IV URBESH], TIURXT

TEE7H)

HBIBIERS VY MEREN RS MR HEEFR 4BBDATU—ZV T D% WREE

ZILIVNSUR BRI TV TS VS LEIRHT Uz TILNSUR B FDay 1(TAE
[CEDVWCREUYIBIAE. Day 158 0ZNLIEESEICT BAEICE DWCORE UIHER
AE%. TIUXT JEF 2801 EHRFAE900 mgZz26:B8—ERRMNIE S U, 265BE D>/
S LB FABERARIR T, LVNSURBE VNS UR MR LT TOURXR TED

FBERFDIVNZUR B SICYVER LUV IBEE LT BT Ui, iR &

R2FBELUIE,

< AIVPSUREOBERT V21— >

JJLRSURCD

582 (mg) YEES
15840 kgll £60 kg 2,400 3,000 3.000 3,000
{860 kgl £100 kg 2,700 3300 3300 3,300
{A8100 kgllt 3,000 3,600 3.600 3,600
< IJURRTEDE/SATIa—Ib >
Day |1 [15] 2043 |57 |71 | 8599 [113]127]141]155] 169
HRRE

TIVANTD | 544 | 900 | 900 | 900 | 900 | 900 | 900 | 900 | 900 | 900 | 900 | 900 | 900
%52 (mg)
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letn

N<Jdr
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O30 W

ownoZZ .
SEELHER

BRPREIER

RETHARS (26:BRAD S 9 LBV /EERRR TH)
< 2JUNSUR“HikiEe >

IIRSUR®D

E52(mg)
K840 kgl 60 kgifi 3,000 3,000 3,000 3,000
{AE60 kgl £100 kg 3,300 3,300 3,300 3,300
{AE100 kg £ 3,600 3,600 3,600 3,600

< ZILRSURYEEEE >

2JLRSURCD

58 (mg) YEES
A840 kgl £60 kg 2,400 3,000 3,000 3,000 3,000
A860 kgl E100 kg 2,700 3,300 3,300 3,300 3,300
{AE100 kg £ 3,000 3,600 3,600 3,600 3,600

Er =l N\— 251 UhoDay 183F COLDHEDZE LR

PG Day 183F CO A7 —BM* ' RRBEDE S RN—251(Uh5Day 183FTD
FACIT-Fatiguefd 2 37 MZ1{L*2 Day 183F COMIM* ERHER . Day 183F TOAE
JOEMEDRENL  EMERGE

%1 TUADIZ)U—7BM EEIC K> CLDHEAEA(E LBRD 1.5 K@K N U (ICLDHEN 2B EIC_ EF U, MERBMOBIE TR (B ANE
JOEVR. B BUNFERRE] BMINEIOE/E10 g/dLAE] FEZMEER (MAVE) [IIRAEZST]. B NES, XEFEAL) D551
DUERTICRRNI(ERIELIBE LU,

%2 FACIT-Fatiguetf 27 DZAL : ROAFH 3L BN T 2 EEERNICERES LAV OBREL 3L EORAMNFBARNICERIZES LNIVOEEE LI,

%3 EMERE (O BSRV)BE  AEJOCVENI g/dLUTN T RMNNNEREEDBMDOBIEN (R ZEZ UGS, BRBIEXSEROEREC
MODSTANEITOEMEN'T g/dL FERB B E LU,

¥4 ANEJOEVEOREL  BIMAZ T AT OEVMENN—ZS54 VN52 g/dL HETUBM o fezEE Uz,

fOETIEER N—2 54 ~hoDay 365F COLDHEDZ LR
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

BTN REMEFAS (RADEITHREM) U, TEFHRIRE THEIN—RAS5A VD

5Day 183F CTOLDHEDZE(LEFSEERET IVICK D RERIERNTE MMRM) ZFH L
TOBE K. RURRER SHORBERZNT JUDIVEHDEEMNREL., Ffo, &R
HOETENRTHIN—ASAVDLDHELERI S VY LBIMEF TH 5 EERMIK
(PRBO) EIIMMEE (Day 1&kWET1 20BLARDPpRBCHIMDER) Z#HEZEEU THT LIz, 1)U
SURBETIURR TEOLDHEDZLEDEEZ DAIOS%IEFEXR (Cl) Z&EH UTz.
26 B DEER. L DHEDZ(LRODB M= (LU U B -TIUXY JE) DI5%CID k
RN 15%%Z TOBI5G(ICIH MRS NS EE UL,

BIREHEIEE TH2 T LA X)L —BMREREBEDE G . N—X54/n5Day 183FTD
FACIT-Fatiguef§ R 377 &AL @IMOEEERER UNET O VEDRELEREZRS
BOLICENUC TUA IR —BIMERBE DG DR SHBELZDIS%CIZ. ERME
NewcombelSHXEIAICKIEBR U, REBFEZES. @D EREFH TOEBZDN
SHGEZRALTMantel-Haenszel weightAICKWEHUc. X=X 5A4Vh5Day 183
FTOFACIT-Fatiguefh X377 DZEL TIIEEFHHEB B U A EZR V.
FEFHMIBE TIH LIRS NCHBE . CNSDORIRFHBIEBIC DWW T DIES 4 ZEIRTE
FIEZRWTRE Uz, TUA TRV —BMERBEDE S TIIBERBZEDIS%BCID LR
20%% FE-BE. N—2 54 Uh5Day 183%F TOFACIT-Fatigue$a 2 37 DZ{L TS
BEREZEDISBCID RN 3% _LO>fci5E . Bl OBHERN R CIEFFRZEDIS5%CID TR
—20%7%Z LO-iciBE AT OEVBORELERE T BERZEDIS%CID RN —20%
Z Ol BB ESUNRII I ND I LU CNODBIRFHEIEE TIELMENIRIT SN
1e5E. BREFIEZ AWV CEHIIREERICAERKEO.OSOImARRTE TR ZsHE g2 2 &
e 0 fal

SEMICIZ . BAAEHIC OV TCTHBRICRESNY 77 )V— TN O FHiEZ1T o7z,
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NCJr
SN 7TE=N

<H

z
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W
T

SaNC 7T

nWCITo.N
e

e

O30 W
HEH

ownoZzZ .
SEELHER

5 ARSIV BR

IJVURRTEE
(n=98)

PRI n (%)

St 50(51.5) 48(49.0) 98(50.3)

pegs 47(48.5) 50(51.0) 97(49.7)
HEREYIEIRSEDER. T (SD). & 46.6(14.4) 48.8(14.0) 47.7(14.2)
AFE.n (%)

BA 50(51.5) 61(62.2) 111(56.9)

TITN 23(23.7) 19(19.4) 42(21.5)

BAEA 5(5.2) 7(7.1) 12(6.2)

P IUNFT XUAN 5(5.2) 3(3.1) 8(4.1)

Z Dt/ 2D EDAFE 3(3.1) 1(1.0) 4(2.1)

$RETRL/ANEE 16(16.5) 14(14.3) 30(15.4)
K&, F15(SD) . kg 72.4(16.8) 73.4(14.6) 72.9(15.7)
5&.F5(SD).cm 168.3(10.1) 168.8(9.9) 168.5(10.0)
HEREYOIRSAID T IURT TR SH/E. £ 6.0(3.5) 5.6(3.5) 5.8(3.5)
HEBREIOIRSH1 1 ELAORERMERK/
S, N (%) 13(13.4) 12(12.2) 25(12.8)
PNHE2HIBS DEERS. T (SD) . 5% 34.1(14.4) 36.8(14.1) 35.5(14.3)
PNHEZHID SR ERS IERE COH/.
T245(SD) 12.4(8.4) 11.9(9.4) 12.2(8.9)
LDHIE. 5 (SD)*. U/L 228.0(48.7) 235.2(49.7) 231.6(49.2)
PNHZO—>H 4 X Ft5(SD). %

MAYFRIMER 14.9(19.6) 16.3(23.6) 15.6(21.6)

MEYFRMER 44.6(30.5) 43.5(29.7) 44.0(30.0)

fo7RMER 60.6(32.5) 59.5(31.4) 60.1(31.9)

EEAUIR 82.6(23.6) 84.0(21.4) 83.3(22.5)

=35 85.6(20.5) 86.1(19.7) 85.9(20.0)
ANEJDOEVE F(SD) * g/l 110.8(18.4) 109.1(18.4) F—9I130L
NFRIOE VB, F5(SD)% g/L 0.283(0.235) 0.255(0.174) F—I130L
BEABMEREEERDEE. N (%) 28(28.9) 22(22.4) 50(25.6)
BARRHEMOEE. n(%) 34(35.1) 39(39.8) 73(37.4)

SD : {54 fmE
* BEAEEH 0 120~246 U/L

T Glycosylphosphatidylinositol(GPI) 77 > A —B&R s A HIEI R FCD59 M U'CD5 5 & e 4 (C RIBUFRIMER

T EEEE  11.5~16.0 g/dL (&) KU1 3.0~17.5 g/dL(BM)

§ BEEH 1 0.4~2.4 g/dL
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
2JUNSUR HISEESE1100 mg/11 mL) A& UETH . SEEDEVRVEERT —5 (10 mg/mLEEIICLZBHD T,

2
FEFHHAARE (26:8[H)

BERRREISE VNSV B CF24.7% (24/976) . TOUXR TETIE14.3% (14/98%) TUTE. E
BRMERISIER CH Y TIVNIUR B TIF12.4% (12/976) . TV TEETIF4.1%(4/98%1) [CRHHN
FUIz,

EEBAETERIFIIVNIUR B TP (TRERE. SR/ TADA/FIRAL. A VIV IV KBERD'S
16l) . TOUX TE T GERA3MI BM26), 2B LB X, BE BEENS14)) (SERH5NE LI,

R AEERICFDRFPIUHIFTIVNSUR BRI TIVARTHEEDICRDSNFEATUI,

52BF—9HvhATBET

BIERRIREIEE. 1IUMSU R #Ki8133.0% (32/9761) . TILSUR®Y)EEEE18.9% (18/95%1) T, F&
ElfERIFEBR cLI.

EERETERIELIVNIU A HEE COR (R0, IRFERX . R, ik, D D%K. Kk BBEH. 1~
TILI VYRR LILNSURCYBE 76 (BI/BE Rk, B, SEX. . 80, FFES. > )b
TUYHE14) (CBHSNFE L.

B EEBRICLDRSPIEAIGE TV NS YRR R O LIV NS U RSB R SISO NF B A TUR.

36

ST

NS
aNC|IIT

NSJrT
RS B TR

NS JUrBIECKH
S Al EREt

NeJri
g denll] o5

SHi

=
=
E
o
L)
IC

SeNClIT

VCIw.N
SEEIAER

SBELER

OZoa .w

OwnOoZZ .
eI



<=H

ANCJUr
SNC T

St

%
iy
)

0 A
<o

5 ARSIV BR

( 2EAOIVPSURBEH TS LICRHSNLEEER (5287 — Iy b4 TBET)

VRS R kRS

Z&H
(974)

BHAAEH
(561)

2ILRSUR IR

2&H
(9561)

BHAAEH
(761)

JIVASUR R SHAR (H) (F51E+SD) 394.5+50.7 407.84+25.9 216.0+27.8 234.3+19.2
EXCEE 95.9(93) 100( 5) 80.0(76) 85.7( 6)
GELE 32.0(31) 40.0( 2) 12.6(12) 0( 0)
L IREER 24.7(24) 100( 5) A4(7) 28.6( 2)
TRERR 24.7(24) 0( 0) 10.5(10) 0( 0)
i) 17.5(17) 0( 0) 14.7(14) 0( 0)
FEh 15.5(15) 0( 0) A4(7) 0( 0)
THI 15.5(15) 0( 0) 3(5) 143( 1)
) 11.3(11) 0( 0) 3(5) 0( 0)
fi=tE 10.3(10) 0( 0) 20 4) 0( 0)
X 309 0( 0) 20 4) 0( 0)
sz 2( 8) 0( 0) 3(5) 14.3( 1)
IR0t 2(8) 0( 0) 2(3) 0( 0)
{Ehs 2( 8) 0( 0) 2.1(2) 0( 0)
8% 2(7) 20.0( 1) 1101 0( 0)
A VI II VT HRERSE 7.2(7) 0( 0) 5.3( 5) 0( 0)
&am 6.2( 6) 0( 0) 5.3( 5) 14.3( 1)
S2Him 6.2( 6) 0( 0) 1.0(01) 0( 0)
FENEDHEL) 5.2( 5) 0( 0) 7.4(7) 0( 0)
HEBRE 5.2( 5) 0( 0) 6.3( 6) 0( 0)
PRESAZ 5.2( 5) 0( 0) 3.2( 3) 0( 0)
fsE 5.2( 5) 0( 0) 3.2( 3) 0( 0)
O IREESRE 5.2( 5) 0( 0) 3.2( 3) 0( 0)
AV IWIVY 5.2( 5) 0( 0) 2.1( 2) 0( 0)
SFRERRIME 5.2( 5) 0( 0) 1.1(1) 0( 0)
MedDRA/J ver.20.1

FIREIE% (%)

a) DUNSURCICYNB R LIBDEEES
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

1-3. EFEHEESE B ER (ALXN1210-PNH-3025(5%) O#fEEAR ICH (TS
100 mg/mLEFI~NDHIVER"

NHAER  STUXYTZRSHOHEAPNHEES ZHRELIZ10 mg/mLEFHS100 mg/mLEEINDEUE R 55
(ALXN1210-PNH-302iER&8R) (RERESSHIME )

EIWEZ /IN—DBIE (ALXN1210-PNH-3025 58 DBIZEIC DV TIEp.32~34=25R)

EEETES 1 /UR=UZPD10 mg/mLEEINS100 mg/mLAFINTWUE X IcBAAPNHEE(ICHTD
T EYENRE. RERIEN OB ZTHE T D,

ALXN1210-PNH-30 258 BRD#FFEHARIIC 10 mg/mLEAEIN'S 100 mg/mLEFINGIWEZ f=
BARADRAPNHEE 84

I SRR P DA EDESHA (Day 855 - 3%, Day 869 : 26, Day 911 : 14, Day 925 : 2fl)) (C
10 mg/mLEFINS100 mg/mLEFICYIVB R PIWEZ#ICT100 mg/mLEAZ2E (8B
L) 1B 5L, 100 mg/mLEFINDOYIVE R B CHRE - ARICEE[FRh ofc. IR/ V—
bOFBRHARISGETC10BRE Ch ol

ALXN1210-PNH-3025K5% 2 {A DS

AV-ZY7HH S8 LMEBEHAR T HAR
(GEEI)] (2658/) (HBOMIRET)
I)VMEURCDYCIRE* IIVNZURDHERRE" IIVMSURCDHERRE"
Day 1 Day 15ZD#8ETE B8IBT & ICHAE
(N=97) " "
I7URRT=6nAME Day 855 Day 911
LI 100 me/mize
(N=195) LIVRSUZED
YomE* DIVRSURCODHESRE"
(N=98) Day 183 Day 1972088 &
TIIURYT DHEFFHE00 mg
Day 120 2BIE Day 869 Day 925
—_—
100 mg/mL&&|

% 1JUNSURCOYIDRREAEA0 kgl E60 kgRBDEET2.400 mg. 60 kgl H100 kgaiBDEE 2,700 mg. 100 kgl EDEET3,000 mgeL.
YEFSFBIFAEA0 kgll 60 kgABmES 3,000 mg. 60 kgbl £ 100 kgfEmEST3,300 mg. 100 kgbl EDEET3,600 mgeUrz,

YIWBZN— DS TIa1—Ib

10:ER

8B 838 238

10 mg/mLEHEID 100 mg/mLEEID 100 mg/mLEHID BRI TS
RIS ESt2E 2OBE&RS DFe

LDHEDRBFHHER . SHEREE FCTHRIBUCESER (TEAE) RUEEBREEER SAE) BE

CTCE i 53R O 22 ETE REME 100 mg/mLAEIZ 1B RS SN2 TDOEE LU,
100 mg/mLEEINDYIWEZ ZDay 1&L VB RFIROE 28R (Day —111 %0 Day
—55.850cDay 568 UDay 70) DLDHBEZEHIEL=.
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BRPREIER

@
& ( mzum )
IZ

wtE | (n=8)
. FERI. 1 (%)

i WV ik 6(75.0)

oL ggi: 2(25.0)

<2 SREAEIE SEDES. 719 (5D) 489(12.8)

ATE.N (%)
EEIN 8(100.0)
B

B (48, T (SD). kg 69.2(17.2)

0 . F45(SD).cm 168.8(8.5)
= BMI, 15 (SD). kg/m? 24.0(4.0)

SD 1R RE

B X ek 3
@ % 100 mg/mLRAINDEIVE R &I HEEE N CRIRULICAEER (TEAE) h'8HIh541 (62.5%) TERHS
il NEUIz. e, PUBREIC B (B) D ERIDSEEIC &R BREC DERBRNSE CE R EFHi N

TEAEZRIBUFUIC. WX %(CGrade 3DTEAEA T BIICHIBUE LAY, Grade 4L EDTEAEIRFEIRULE

i BATUC T NIEFREBREOR SR IFD ULIFHRIICESIETEAEFERIBUR BATURR. EEREEZEERIZ

§§ 10 mg/mLEHI T34 (B MEEM. MHEMHERR. FRERERAENEZ140). 100 mg/mLEEIT 14l (FRZL) [CFHIR

2 LEULZ. 100 mg/mLEBINDYINBE X &IC26IL ETHRIBULTEAEIZ EUEREZE (26)) DA TUTC. 2EEL

T. 100 mg/mLEEINDYIWBZEICRDOSNTCEEEROOT7A UG PNHEETHEIIENTWLS
10 mg/mMLEFDZ 2O 77 )LEFERILTWOELU,

2

# £ . ,

b ( ABEETFCRRLLEEER" )

=2 10 mg/mL24E1 (81) 100 mg/mL241 (8f1)

125 (%) S 125 (%) S
fREES (NF) 19.4 1.0
TEAESRIk 7(87.5) 26 5(62.5) 8
BRES S USRS 7(87.5) 26 5(62.5) 7
SRR 1(12.5) 3 2(25.0) 3

i Rop 1(12.5) 1(12.5) 2

i FOREE 7(87.5) 21 1(12.5) 1

: 8% 1(12.5) 1(12.5) 1
MRS KU/ = 0 1(12.5) 1

1 B 0 1(12.5) 1

mE MedDRA /J ver.23.0

TEAE : SB0E FCRIBUICAES SR
¥ 100 mg/mLEEIN RS S N8I TRO SNICERDHH
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

1-4. F1b/IH5%% (ALXN1210-PNH-1035€5%. ALXN1210-PNH-201
SER) (AERGEREER) (857 —9)"?

NHAER BENSEIDEREEFER (ALXN1210-PNH-103) (AEREFSHIER)
2)NER BN EIEREHIEEER (ALXN1210-PNH-201) GRE3BSHEER)

£1btE5HER (ALXN1210-PNH-10351tER) D sEREI=

BAEERIFAEDOPNHEZIC LN SUR R ESRNIES U EEDRLM. BEt. 5
4% PK/PD. B RIS =N 2,

FARRERIFEED 18mLL EDPNHEE 134

FIbBIFERNER 5SS HRERBRENASHIBR R, JR—NIC6fl(am—k1alz26l,
JR—R1bI2441) . Th—R2(Z7fZ B AN T,
JR—MaTlE BAREELTIIVNEUR®400 mgxDay 1.8(2.600 mg#zDay 15(CEs
RIS U ERFAEELTLILAEUR®900 mgxDay 29Kk UZF NUUEF4BIE(C1 OB
RAIR 5 Uz, Jh—h1aTRIID2ED400 mgiRSHSESNcLZet T — 9 =HEEIC.
JR—R1bIC4BIEBI ANZ. JR—M b TlF BAREELTIILAZUR®600 mgzDay
1. 15(CEIRMIR S U HESAREE LT LILNSUR®900 mgkDay 29K U2 N IF4B &
(CT1EEERMNIR S LT LT — Y EZI UV T ERER (DMCO) AY DR—~1ad 2S5 U THE
HAE900 mgDyIO% 5% 148LEIC 1)U SU R DR 2R UOBE M #iHEL. T2 £
DIFEZHROSNFVMBEIC, IR—N2ACBEEBEHANDEE U,
JR—R2TlF BAREELTIILNSUR®600 mgZDay 1(2.900 mgZzDay 15(ZERA
BREUHESASELTLILNSUR®1,800 mgZDay 29K O ZF NUUREIE4B I E(C 1 TEIRA
‘5 Ulc, DR—R 2T RPD2HI TABBEDRS IR T Ul 148%(C. DMCHEEE DR
2UENOBIMDORET -9 ZsHEL. 2 TOIR—rDEBEENHENURSERZEEE T
([CHFTO] BE Cop DNV EtEER LT, GET C24BE DB A BB ZR T UIcE. &R 2FH
DFFEERICRETU R CA—DABR R SER CLILNSUR MR 5952 &

cUlz,
2IU—ZVJ 8 BABR UM HiETHAR
308 1698/™ 26Ff
dik—k 1a o Twk 1wk 2wks 4 wks 4 wks 4 wks 4wks >
N=2 Tttt 1 1 1 4 I 900 mg 4BT'&
400mg 400 mg i 600mg 900 mg , 900mg 900 mg 900 mg 900 mg
JR—bk 1b ‘62 wks 2 Wksi 4wks  4wks 4 wks 4 wks
N=4 ot | + 900 mg 4BZ&
600 mg 600 mg 5900 mg 900mg 900 mg 900 mg 900 mg
Jh—hk 2 J2Wks 2wks  Awks  Awks  Awks  dwks
N=7 1 t 1 + + + +7 1800 mg 4BTE
Tﬁ)\ﬁﬁ% T.‘ﬁﬁﬁfﬁﬁi 600mg 900mg  1,800mg 1,800mg 1,800mg 1800mg 1,800 mg

6. AR UHE (k)

(FEMRENES O VRERUVUSBRSESENE (REJ 07U VAESIE AN FMRHMEELECLDERDEEN RERISS
ICFR3))

BEBRALE. STUART BLETFHERZ) ELT.BEDHREZEEL. 1012,400~3,000 mgZzisfAEc L. FEig52:8%I(C1E
3,000~3,600 mg. U8B &I 1@3,000~3,600 mgZsEtsT g 2.
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B ARSIV 5%

& EEn =l \— XS5 VhSDay 1695 TOLDHBEDZL,
&
» FVETE=N 5 MBHED MR ZHIRE/ $5 X — 5 DZE{L. PNHERERIER DZE 1L

BWNEORITNRERIEFAS (R MFATHRERDS 5. LDHON—X 54 /MERU LIS

. VR OS5 D1 ERUETOLDHORIEBEEE T 2EE) L Ulc. B O X Z RS
g: Iy (FKFE (DT TURDIVEHDETENR) MUOLDHDOR =2 S A VME (EHREHDETHR) #HE
- 3\ SLUTHFAAISREEMIRE T IVICKDREAIERENTE MMRM) Z AWV T, ERERER TZE
EENRUZ(EEN0THDET DRHADNFEHNINDINENZIRTEUIC. BEENDIREDHEDEL
- BISIC(F S ZR V. RED TR R—X 54 Q5 DELENR UZEEZFZWilcoxon
- = DHFSIEMBEZBVWCENULIZ.Day 16907 —9INWRADEZEICHUTIFlast
; observation carried forward (LOCF) ZRBU\fz. A ERDBEZFH MR W ZDMMRMIT K
z BERAT TR UGN 2 TR B[S LDHDEZEEATICWilcoxon DFFSIRAMREZAN DI EE
UTc,
4. SEI4EEAER (ALXN 210-PNH-201 588) DSERINE
E 2 WIS AEDOPNHESIC LIV UR Z RESRAER S UlcsE0R2 M . BEMH. B
8 @ ah1E.PK/PD, R Z5HIN T 2.
WABASEIFEED 18m L _EDPNHEE 264
(c 2 FIEIFERRERSL R EEREHEHER. FEZ4 D0 R—NMNIERNISHES AN,
<z Jh—b | EER | BAH 552
. 6 Day 1[:1_,400 mg Day 29nUZNLIEIF4BETE (Day 57\D_ay 85.Day 113.Day 141,
Day 15(21,000 mg | Day 169.Day 197.Day 225.Day 253%)(21,000 mgZi&5
zile 5 6 Day 1(22,000 mg Day 43R UZNLIEIF6ETE (Day 85.Day 127.Day 169.Day 211,
}% = Day 22[21,600 mg | Day 253%)(21,600 mg#ik5
Q ;\ 3 - Day 111,600 mg Day 295U ZNLIEEIF8ETE (Day 85.Day 141.Day 197.Day 253%)
<o Day 15(21,600 mg | (22,400 mg%iks
4 - Day 113,000 mg giéoziézgﬁ%gtwﬁm25@:“&(Day 113.Day 197.Day 281%)IC

* TR DR DRBEH. 72120, Day 253 (31— 1, J7h—b2, Ih—b3) X(EDay 281 (Ih—h4) DI SHIFHEFH#REICLTRBI DI LU,

4

]
M B
[e) i)
S AR
D
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

2IU-ZV7HH BABRRUHERHA HrETAAR
3084 253HHE 26FRS

aRk—h 1 R 2uks g 2wks pyg 4 wWks gz R -

N=6 SR t 71,000 mg 4BTE

1400 mg 1,000 mg 1,000 mg 1,000 mg 4BTE

TJR—F 2 R 3wks ppy 3Wks py3 6 WKS pgg R R

N=6 4 t t t 71,600 mg GATE

2,000mg 1,600 mg 1600mg 1,600 mg 6EZE

TJh—k 3 R Juks g 2wks pyg 8 wks  pgg R R

N=7 ot t 72,400 mg 8BTE

1,600 mg 1,600 mg 2,400 mg 2,400 mg &AL

Jik—h 4 . 4ws ppo R .

N=7 1 t 75,400 mg 128

3000mg 5400 mg 12T
TEAHE temmm

Day 253(CARBORMFIABE L CoBERRDICR S SNHIFAELRCAE TV U DR 5%
L CEDTE LU,

NR—XZA4h5Day 253F TOLDHEDZ 1L

SBIMESED MR ZINRE/ VS X —I DZE{b. PNHERFRAER DZE1L

BEDENT N RERFFAS (Z2MRITHREFDSS. LDHDR—Z 541 MERU LIV
UZ*HIEE 5% 01 8m E COLDHOAIEEZE I 22 EFE) EUlc. BMEDEEHEE
BIE3#be (W7 TUAIVEHMOBEERR) ROLDHDR—R S A B CERZEH OB ENR) ZH
ZE2ELEUVTHMHAAIERBEIRET IVICKDREREREITE MMRM) ZH W T ZREEFR T
ZIEENUZ(EEN0THDET DRFDNEHNININENZERTE U, EENDIREDHSY
HMEECF. BRBEEARAV . REDATRE R—ASAVUDNSDELERUVELLRS
Wilcoxon DR SIEHARE Z W TR Uz, Day 253 (aR—h1~3)X(EDay 281 (37—
N) DT —I B RBIDEE T U TlZlast observation carried forward (LOCF) ZR Uz,

ZEMH

BIEARIREIG(F41.0%(16/396) THY . EFREEBRIFTEREAL8.7%(19/394) . EERKSE46.2%
(18/394) TUIC. BERBREEERIF 141 84F (B, BN ERPENE 26 BT IR AME . B, B
D FEL SRR, B )V E VIMIE. FRESREZ. BEIRNE MDA, fik. FRUERR. AWER S HHIE. FLIEK
BRI, B8R R EEREZAE14) [CROONFEUIC. RNV BEERICKDIRSDIEEFRDOSNE
BATUIZ,

6. AR UHE (k)

(FEMRENES O VRERUVUSBRSESENE (REJ 07U VAESIE AN FMRHMEELECLDERDEEN RERISS
ICFR3))

BEBRALE. STUART BLETFHERZ) ELT.BEDHREZEEL. 1012,400~3,000 mgZzisfAEc L. FEig52:8%I(C1E
3,000~3,600 mg. U8B &I 1@3,000~3,600 mgZsEtsT g 2.
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letn

=H

ANCJUr
SNC T
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7
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T

SaNC 7T

RFREER
Eﬂﬂ *EII n —ERAGENDREN S END T —IN DI FI N AR CFHOSNcER THIBNLET,

1-5. SEIEEHER (ALXN1210-PNH-201515%) OftFEHARIICEH 35100 mg/mL
BRINDYIVEZ (BNT—5)"

NHAER  STUXY T ZRSHONEAPNHES EHRELIZ10 mg/mLEEINS100 mg/mLEFINDY)UEZ HER
(ALXN1210-PNH-20 1iEREER) GRERESSHImE)

tIVEZ /N — N OBIE (ALXN1210-PNH-201 SHEROBZIC DL\ TIZp.40~42ZSHR)

TIURSUZED10 mg/mLEAINS100 mg/mLBREINTVEZZAEAPNHESICSHS
22 EYEE. RRREROBEDEZHHE T 2.

ALXN1210-PNH-201 B DFZHH R 25 1 U i FHRICEAT U AR A DARLAPNH
BE260)

METAAR P DR E DB (FECDBINURZSER) (C. Ih—h 1 ~4DEEZ10 mg/mLEEID
5100 mg/mLEEIICYIVE R T2, 100 mg/mLEEINDYIUE X Hi#% TRE - AEICEBER
oz AR CTIE 4 DD IR—NCTHEF26HIONEAPNHEZ(C10 mg/mLEFIZRSUIC
A 100 mg/mLEEICEIWE R fBE(F 2541 (DR—K1 164l am—h~2 164, Ah—h~3:6
Bl Jk—h4 1 78) TH Tz,

ALXN1210-PNH-201 58k 2 {F DS

29U—Zv 78 SEERHARY HkiEEEAR
308/ 253HE SR
2wks 2wks 4 wks

dR—hk 1 _ D15 D29 D57 N R

N=6 ot 1 i BECE 00 100 mg/mLal

1400mg 1000mg 1000mg 1,000 mg FEICED<
LECEICTERS REERS
3wks 3wks 6 wks

dik—k 2 > D22 D43 Dgs > >

N=6 ot 1 * SETLIC 4> 100 mg/mLBsEl

2000mg 1600mg 1600mg 1,600 mg FEICEDI
GEC EITATHR S REERS
2 wks 2 wks 8 wks

dk—k 3 _ D15 D29 D85 R R

N=7 ot * - SECL 4> 100 mg/mLssEl

1,600 mg 1,600 mg 2400 mg 2,400 mg HEICEI
SEZLIC3mE S RE=ES
4 wks
JRk—k 4 . D29 o .
............... >
N=7 "t t £ 100 mg/mlzzzy
3,000 mg 5,400 mg

1282 £IC3ER S
Tié?\ﬁﬁﬁ Twsme ﬁwo mg/mLEEINDYIBR

F—9 5. A% - AEEERURAIZEOREH
AHEICEDIKHEND 100 mg/mLEFEI~D

JRk—b FEFHHAAR D T =@ gIhE e F—9hvhATH
1 Day 253 Day 533 Day 1,037 Day 1,149
2 Day 253 Day 463 Day 1,023 Day 1,135
3 Day 253 Day 477 Day 981 Day 1,093
4 Day 281 N Day 953 Day 1,037

a WPTHBETEICHAEA0 kgll 60 kgHBMEET3,000 mg. 60 kgl £100 kghisDEET3,300 mg. 100 kgl EDEET3,600 mgEiRs
b B - BEICEBFRL
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

LDHED#RRBFHIHERS  HERNGER P CRIELCESER (TEAE) RUBERBRAEER CAR) 1L

BTN RED 100 mg/mLEEIZ1 O HRSSNcETDOREEL. KRBT
KEME10 mg/mLEAIN(ET100 mg/mLEAIZ 1L HRSESNc2TDOEREEELZ. BRY
HEFEFTICHNTIR—M ~3DT =Y FHEL. TR—hD T —F (FEFITRUIZ. 100 mg/
MLEEIN DY) E X F1# DLDHEDFHEIC DWW THRIFWHE 2R U, Jk—~1~3T(E )
DBZRIEYIWBAZICENZM2EAEZTV. IR—MMTIREIWE X RIIC20. YIUB R &(C
1OAIEZ Tz,

(menn )

P | (n=25)
R n (%)
B 19(76.0)
i 6(24.0)
SEREEIR S5 DEES. T (SD) . 5% 44.6(16.5)
NE.n(%)
BA 15(60.0)
TIT N
AL 6(24.0)
BAA 0
BH 3(12.0)
Z DAt 1(4.0)
(K. 15 (SD) kg 8.1(14.8)
BR.FH(SD).cm 174.8(10.6)
BI\/\IFFi‘:j(SD)\kg/mZ 25.4(3.2)
Tz

100 mg/mLEFINDYIWEZ &IC. HEREE FCRIEULCAESER (TEAE) h' 25610013641 (52.0%) TR
ONFLIC REETHEUCTEAEDHIREIS(E10 mg/mLEF|IT507.8/T00AF. 100 mg/mLAEH|T
400.0/100 NFTUTz. Fe MIWB R & ICRESNZTEAE T ERIBEEMICK VB DRRBEHENEE
TERVETHISNICBDEFHIFBATUIC TIWE X %&ICGrade 3MTEAEN 44 (16.0%) [CFIRLFEULIC
M. Grade 4 EDTEAERFREIRLFEA TUIC FELXIFEEREDR S IE D UL IFPRIICE S TEAEIFFIR
UERBATUIC. BERESZERIF100 mg/mLEBNDYIWE R %I(C241(8.0%. BlfE. T>70O/NTI—%
MIEHN'S 1 6) CRELEUH. REE CHELRIRESIF10 mg/mLasEi©29.8/100 A%, 100 mg/
MLEEIT23.5/100 AFTUIZ, 100 mg/MLEEINDYIIER B ICRDHE IS TEAEIFEESRE (12.0%.
36) T. 2B ETHRE S N=Z DD TEAEIFIER. i PERECH A N UBEEE T LI,

6. FiERUFHE (R%)

(RIEERENEIT O VRENRUSSBSEHENE (R0 07V VA IEER FMRHMLEEC KB EROEENEHFISS
ICPR3))

BE AL STUART (BLFHEBRR) ELT BEDREEZEL. 132,400~3,000 mgZzhRicAELL. YIOR52B%(C10
3,000~3,600 mg. LIfESB£(C1@3,000~3,600 mgZzskEsEd 2.
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B ARSIV 5%

( 5%ULOBETEHSNLHBAR T CRALILEEER

10 mg/mL&E! (2641)

100 mg/mL&4H| (2561)

B2 (%) s ) e
HEEE (S 705 85
TEAEFIRHI%L 26(100.0) 358(507.8) 13(52.0) 34(400.0)
RS KU R
A7)V 4(15.4) 6( 8.5) 1( 4.0) 1( 11.8)
_FIREER 9(34.6) 14( 19.9) 1( 4.0) 1(11.8)
FERkE 12(46.2) 25( 35.5) 1( 4.0) 1(11.8)
FEREA 2(7.7) 4( 5.7) 0 0
BHER 2(7.7) 2( 2.8) 0 0
2% 2(7.7) 2( 2.8) 0 0
R 2 7.7) 6( 85) 0 0
A ) AR 2(7.7) 2( 2.8) 0 0
e
ST 5(19.2) 9( 12.8) 2( 8.0) 2( 23.5)
(e 2(7.7) 3( 4.3) 1( 4.0) 1(11.8)
2D 4(15.4) 6( 8.5) 1( 4.0) 1( 11.8)
T 3(11.5) 3( 4.3) 0 0
RS 2 7.7) 2( 28) 0
&0t 2(7.7) 2( 2.8) 0
ERIEE
BIEDS] 14(53.8) 32( 45.4) 3(12.0) 4( 47.1)
SFENESHE L 3(11.5) 4( 5.7) 0 0
R
GFOPEREUR A 1( 3.8) 3( 4.3) 2( 8.0) 4( 47.1)
FPSZIUTZ/NSYRTTS—PHEN 2( 7.7) 2( 2.8) 1( 4.0) 1( 11.8)
PSRBT S NSV TTS—CE | 2( 77) 2 28) 1( 4.0) 1(11.8)
M’y L E /00 2(7.7) 5( 7.1) 0 0
MCh P, B kRS 2 7.7) 2 28) 0
HEBRS LU EAEREE
HERE 6(23.1) 14( 19.9) 2( 8.0) 2( 23.5)
ESJE0YE) 3(11.5) 4( 5.7) 0 0
IR 2 7.7) 2( 28 0 0
iR 2 7.7) 2( 28 0 0
EhESEE 2(7.7) 2( 2.8) 0 0
VURS 3(11.5) 3( 4.3) 0 0
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

10 mg/mL&E! (2641)

100 mg/mL&4H| (2561)

D) s D) s

MAEHB KOV VINREE

Zn 2(7.7) 4( 5.7)

YA 2(7.7) 2( 2.8)
B RUREEE

EER 2 7.7) 3( 43) 0 0

ANEZOEVER 3(11.5) 3( 4.3) 0 0
FRIRS. MR & OGRS

IZ 3(11.5) 4( 5.7) 0 0

PO R 2 4(15.4) 6( 8.5) 0 0

AR 4(15.4) 4( 5.7) 0 0

=5 3(115) 3( 43) 0 0
R - S EBESLURSBIORE

/IE 2(7.7) 2( 2.8) 0 0

b 3(11.5) 4( 5.7) 0 0

ikl 5(19.2) 7( 9.9 0 0

A J)V I RRESE 2( 7.7) 2( 2.8) 0 0

e 2(7.7) 3( 4.3) 0 0

FHE 3(11.5) 4( 5.7) 0 0
B EREE

RERRAT 2(7.7) 2( 2.8) 0 0

=EIR 2(7.7) 2( 2.8) 0 0
KRB O

KAV LAIMAE 2( 7.7) 2( 2.8) 0 0
mEwsE

=SIME 3(11.5) 3( 4.3) 0 0

MedDRA /J ver. 21.0
TEAE : BB FCRIELICASER

6. FiERUFHE (R%)

(RIEERENEI OE VIRER VS SEREEFENE (REJ D7V VAR IREN FMRFLEEC L IEROEENRRIES

ICFR3))

BE AL STUART (BLFHEBRR) ELT BEDREEZEL. 132,400~3,000 mgZzhRicAELL. YIOR52B%(C10
3,000~3,600 mg. LIfESB£(C1@3,000~3,600 mgZzskEsEd 2.
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letn

<H

N<Jdr
NCIIT

ASJri
A TR TR

TR
St

SaNC 7T

L)
T

BRPREIER

2. FFHEAMMEFRSAEAEIREF (QHUS)

2-1. ERHEESE OB ER (FHIFEERIRAED 1 2 EDaHUSEHZ ZXTR
EUT-IESHRIERIaBERER : ALXN1210-aHUS-3115%88) "

1) #NER  FEESEIRERDIFHRIAM M RSEERE BEZNREUCERERSEMEEER (ALXN1210-aHUS-311)

SUERIEER

(CREREEHIER)

[EEBNHEFESHREROEANROBTIFEDaHUSEREZX R (. M/ \HRUEAME. 7S
RUBHAEERESZ XM T AN EEMARMRUNMERE (TMA) ZHH T 572D 1ILh=
DR DBEMEZTH T B,
[BlRE#r]
01NV DRLUR VBB M ZRRT 5,
O LU ZUR DBEMEZENDBE N MEHEESIC K> T T .
O 1)UhZURCDPK/PDRMZHESE T Do
O 1LNSUR DRBFRSHOZT MR UBEM M ZTHET 2.

MEESEIREOBEIE (12m 18w RUBA (18 _E) DaHUSEES84 (5
BHAAIE3A)
% B ATNRETERRIF 1 28 EELTLD BERICEF ANCOF 185 ETEH7,

ELHEANEE N
2.

FEN 1 2L L AREN40 kgl EDEBEL

LT ORFRBREBICEIKTMADIET YR ZEY RS

a. AJU—ZVJHES Y RIU— VI HEORBEI28 B O MR A
150,000/ L5

b. ROU—ZVJHREBN(FRIU— =7 HAREREAI 28BN D LDHEN E #E L
PR (ULN) D158 LT RIU—ZVJHEO X (FRTU—Z > J HARRIEF128H
BARDANEZTOE AMENFiH S OMERIC IO EZEE TR (LLN) AT

c. WA (8mUULE) TIERATU—ZVTHETOMmEI L7 F ZMBEAULNLL E B
F (12~ 18mFKim) ClIRIU—ZVIJRBOIMEI VT F ZMEN S EEHDI7.5
N—trIAIVEME (BUBREEICLISMINEREEDEREEUR)

 BREREDOSHZDEEDSE UTOVITNHICEZLETIES

a. BN DBBIEFIICaHUSOBIFENHIBAL TS
b. aHUSBEEEAHIBAL CH 5 I TMADFT RN CNIXIEMTORIIC K2 il E™
DR - ASZEE (PN EEES) DRI R I B TMANLTERENS

. DEBICTMAZFIREUCEBED S B DI 3HZBA TR I D2 TMANESR SN2 EE
L AIVRSURC S ORBEI3ELAN FEBEICRERNE DI TF U EERBLTVDE

Z, 1)U SURRSHIBRI2BRELURNICHBBERNE DI F VR ERUIESE. DI F
EENS BB BT 2F CEIBRMEYBEFHIRST2EDEUC. LILASUR®
BESBEFIICHERRE DI F VU ZEBU TV S EBE (. DI F U EEET DE M
UEELTHhO2BE MU EFIEYEETFHIRS5 I bDEU

N8WABDIZGIF. A VTV TV HYEbE (Hib) DI F U RURRIKE DI F 2 2 #EL

TVBEE

RO RE IR L BE N ORI REIR &1/ \— b — D W 2 B EBE (G BREDIR SH

BPRUREIR 5% D8HBEIF EREMEES I CRUICBHEICEE T 501 5V RICHED

CNI: ALY Za—UVRREE mTORI : BILIES/ SN A Y AEN S ) SO BRREE
¥ aHUSISH LTI @inat
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

EME% R HEEIFERIFNRAR. RR7BEORXIU—-ZVJHE D%, Day 1(CHEIC
EDVWCTRELEIIVNZURYBAER. Day 15RUZNRFHREICE SV TRELE
HRAEZ8B(C1 0. TNZENERNIZE S UIc. 26 8E DO YHAFHIEKR T % R Zz&R&

4. 5F R Uz,

< AIWPSURD/ERT I a—Ib >

[ S &0))

K52 (mg)

{AE40 kgl £60 kgt 2,400 3,000 3,000 3,000
1A860 kgl 100 kg=Kifk 2,700 3,300 3,300 3,300
A8100 kgl £ 3,000 3,600 3,600 3,600

AR (26:BR D FIHAEFEHARE T#)

IILRSURCD BE)

®’58(mg)

239

HERSRE

{AE40 kgl £E60 kgt 3,000 3,000 3,000 3,000
{AE60 kgl £100 kg 3,300 3,300 3,300 3,300
{AE100 kg £ 3,600 3,600 3,600 3,600

EE =l Day 183FTOTMATSZE=H™

FPETIE= TMAFRE 2 E=MERF COME. TMARSEMORISIHER B OER" . HERIKEEEB

£ (eGFR) DRIEBRUNR—RS A UHhBDZ1L. BHBER (CKD) 2T — I IiKZH/ ¥
SA—=9 (/IR LDHE. AT OEVE) DRAIEBNROR—ISA4 VHSDELE NTET
OEMEDR—2S4A4 U520 g/LLL EDEIN* . QOLDOR—2 54 Hh 5D Z(L (EQ-5D-

3L*° FACIT-Fatigue™®)

LOETEER 528Dy b4 TR D TMAT 2= 3™

¥ 1 MRFH/NSA—F (IR R ULDHE) DLEBEROMEI VT F ZBEDN—R 54 VD5 25% U EDETZTETYAET %, 48R (28HR)

DI EDRIFREZ (I T 2ERIE LIARETE (R U2 DBICAEUIBEN S NIE. ZDEAINE) T TMATREEN D2 TOREEBIc I BE LU,

¥2 2JUNSURCBSRIERISELNICBTZER T TV BB ERNREL, SFHISR CBTZER T TOIEAIBERIT TOBH ST B R O ZN5DHIG %

tEER Lo

3 FHIHNRELIEBDeGFRTIHIL A= 54 VEHRUTE T L& (ZEb/RU)  XIFRIEICHREL .
4 48[ (288 MU EDBRE7ZES I3 C2ORAELIREE (RUZDOBICHELEN S NIF, ZDRAE) THEERLI.

%5 EuroQol SIEEEDIEEEIRKZR L.

%6 18mLL EDEEFFACIT-Fatigue DERIZEA. 18mABDESF/INRBFACIT-FatigueDERREZR UL,

BTN RELIFAS (RADEMNREN) U2, TE2FHBIEE CHSDay 183FT

DTMATZEENCOVNTIF. ERIFELTLIVNIUR R EFH P TTMARLEY LIS S
DRHETEBEROISKCIEE U, 95%ClFE A E 2@ Ue A i E LUAIC KK
iz, BIRFHIHIEE DTMATEE=MEM F COHEIC DOV TIE. Kaplan-MeierRIEE# 5
MHEREER L. GHh B THEAIOS%CIZRUIc. TMATTEEHOREBNHE. ANTJ O
EOR—IS4 1520 g/ DB STHEFR CERUCEBEEH N ZDE &%
A95%ClIEEBITRUIE. BITDE RIS SR CENZEZ T TV BIFEZ T TG
MBI RO ZNSDEI G ERUIC. BN ZZ (T TVERIEBDEIE(E. mRAI95%ClExRU
1. CKDRT—VRIDEBEDE|&(FMEAIOS%ClERUIE, eGFR, IRZHY/ VS A —5 (M1/)\
. LDHE. NEJOE VE) . QOLIC DWW TCIF RERIEICLDEESHREET L (MMRM)
= EKBROEENT TUAILHRE FEDREDRN—ZASA VMEQBETEERIREHEES
UCERL. SFHER R COZEA O TRVNESHh Z TSR U,

2EMITNR . HAAEHICDOWTHERIITRES NS T I —FET R OSHE Z1T o7z,
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ANCJUr
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NS JUriREPYE
QoNC/II7EH
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ownoZZ . &
BB SHER

5 ARSIV BR

( BEEREAS)

S (n=56)

1471, n (%)

B4 19(33.9)

Eogc 37(66.1)
2JURSURHER SO, 719 (SD) . % 42.2(15.0)
AR n (%)

BA 29(51.8)

FITA 15(26.8)

BHAA 3(5.4)

BAXEFIUAZTAIAA 2(3.6)

FPAUDEERIET SAHEER 1(1.8)

Z DAt 1(1.8)

ABH 8(14.3)
A8, 5 (SD) . kg 72.9(17.6)"
B&.F15(SD).cm 166.1(9.2)
Day 1 [CTMADE# iz Uz B&E. n (%) 30(53.6)
AHUSHEIR DI FIFDERS. T (SD) | % 41.5(15.8)
BTN (%) 29(51.8)
B#BE. N (%) 8(14.3)
/)i, 15 (SD)*, 10°/L 118.5(86.4)
LDH{&E. F5(SD)", U/L 702.4(558.0)
NEJOEVE. FH(SD) ' g/L 86.3(14.9)
eGFR. 5 (SD)**. mL/min/1.73 m? 15.9(14.9)
CKDRF— n

1 0

2 3

3A 1

3B 2

4 9

5 39

SD [ 1R RE

* BHOANEZEIRD, T n=55. F M/JWr#<150,000/uL. LDHEZ1.5XULN AT O/ BE=SLLN,

MBI 7FZ2ULN, § B 13o~400x109/L | B85 0 120~246 U/L. § E#86: 115~175 g/L.

#% EEEIF : 260 mL/min/1.73 m’, t1 n=54
ULN : E#{E LR LLN : B2EE TR




MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
2JUNSUR HISEESE1100 mg/11 mL) A& UETH . SEEDEVRVEERT —5 (10 mg/mLEEIICLZBHD T,

=z
5287 —9hvbATHET
F—IHvhA THER R SERODRET4.078) LBV T BWERRIREIE(1E34.5% (20/5861) TUlz.
FRENERIFER MO BEERNS5.2% (F3/586) . U/ VEREAME. BD. Bt 7S ZV 7= /NSVATT
S—CEI. v-ZIVIZIVNS VR TS5 —T1EN. LSRR, A EN'E3.4% (F2/586) TUIc. EEIREE
ER(F336 (. BIIEHE 3B, RIS 3w T FRESERG, JEEAGAIM S REBEAEER ™ BESMEN'S
2073 &) [CERD BN ZFE LTz, #IHRFHI AR P (CFET-HY A6 (UIME 4 S 3w 0 261 KAXEDARIMALAE 16, BBEMH
m14) ([CEBHSNFE LN LIV U R EDBSHERUEHIRT S NFE Ul i FEEAR R DIETIFEBHSNFHA T
Ulc. BEBRICK DR ST ILEFE 36 (BECREE S MR M. S M/ WA LR, BEAREMAE T
BI) [CERHEN. S5 14 (e M/ WM SEBER) (& LU SURCEORRBEHRESECEE T ATUR,
F—I YA THOE  CREENERCRE DI S EHIF B A TUIEH . KBIDR ST K BERE N R
AEICH T DR BREAEN R T I 2 TJEEIN' D DT TFRLIET W

#1 MedDRADEAFE CIEIFEE S REIEIREE CH D,
#2 AHIDES - BRICGCHDEE I NEBRTH Dt Ur.
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letn

N<Jdr
N7 SN

=H

NS JUriREPYE
SaNC 7T

ER

1.
P
N
H

2
P2

B ARSIV 5%

( Z2EED10%U LICBRHSNIEBEER (52BF -5 Hvb7d THET)

584
JIVMSURCR SR GB) (F591E+SD) ‘ 67.97+34.374
EEEER 100.0(58)
GEbES 37.9(22)
T 32.8(19)
g0t 31.0(18)
DY 25.9(15)
e 25.9(15)
SimE 24.1(14)
FEE 20.7(12)
PREGREZE 19.0(11)
FROR RS 19.0(11)
R MEZEE 17.2(10)
X0 17.2(10)
(7 15.5( 9)
_FIREER 15.5( 9)
i) 15.5( 9)
fE%E 13.8( 8)
&l 13.8( 8)
& 13.8( 8)
L 12.1( 7)
FENEHF L 10.3( 6)
€AY L MAE 10.3( 6)
B EAE 10.3( 6)
R ERzIR 10.3( 6)
AARRHE 10.3( 6)
TR 10.3( 6)
MedDRA ver. 21.0
FIREIE% B
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

—BWEEANDRIEN SEFNDT—I N DIFETH EBEICFHASNIZER THIBNLET

2-2. EFHREIHEREER (18 AKHEDaHUSEE ZXWREUIESIRIEXER
5tER : ALXN1210-aHUS-312::ER)

1) #AER  FRHRAGEM I REEE R O/NEREZNR E U ERHEFSBIERER (ALXN1210-aHUS-312)
(RGBS SHEERD

A ERBIE

[(EZ2BW] HEESEIFEED/NRDaHUSERE ZXR (T, M/WRAME. BIR U BiEekE
B EHME T DMEN MR INEAE (TMA) Zi05] 9 372D 1)ULV DB M
ZFHI S 2o
[BIRBn]
MABAERIRBEDRES (AR—M) ETTUXR TEERDHHEE (Ih—HR2) [CBN T,
O ILNSUR DREUR VBB M ZRRT 5,
O VNI UR DEMHEZENDBE N MEHEIER K> T T 2.
© 1)UNSURCDPK/PDYS M ZHEER T 2o
O INZUR DRIBBSHOREMROBEMMZTTET 2.

18mABD/NEDaHUSEE
JR—K1 1 2181(3BBARAET4) . TR—K2 1 10681 (S B5EAAF4H51)

1. FE#EH 1 8 ARG CHARENDS kgl k-
a. IIR—M1  BABESEEIRBEDES
b. Ji—h2 11 2B 8mRim (HAMN DA AR RE) 31 8mkim (HA
DEBREREBERKE) ©. A0U—Z_277IC90BEMU LT IURRY TEEZEZIFT
WeEE
2. IR—=M T UTFOETHZEUL. TMADIE T VAN ERSNEE
a. AOU—ZV TN F AT U—Z T FEiAE128 B D /) W H 150,000/ ul
R
b. ROU—ZV T HEPNIFRIU—Z T FiaE128 BN DLDHEN B E M O
MHRIDEHEE LR (ULN) D 1.5 E T 2A7U—ZVJHEHN (G R7U—=2 05
YER128BMRDNANET OE BN HMZFE N ORI ICH (T DEEE MR (LLN) AT
C. MEIU7FZMENRIU—ZV T RDEHICHIFDEEEDI7.5/N—VI A
P E(BUEBEEDHICENNAERBEFMBEIL 7 F ZVBICHD DS T B
Eure)
3. OR—K2T.aHUSDEMEER D > BE (TMARIERDOLDHEDULNZ 0%
F.IU7FZUVEDULNZ LB EF. M/REOLINZ FE2E N 1R &R T
BEINTLEEEZSD)

6. FiERUHE (%)

GEHEAR M $PRSAEEIREE)

BE.STUIART (BLFEIER) LT EEDREZEZEL. 1@600~3,000 mgZRisFAE L L. #101#%52:8#%(21@300~3,600 mg.
LI 4EN [F8BTE(C1E300~3.600 MgZsimssEd Do

9. HEDERZHIBEBEICHT IR T

9.7 INR

GEMEYAM$PRSAEAEIREE)

9.7.2 1F85 kgRBDINEEENREVCEMNER U R 2 M ZIEIRE UTCBRREIRIFSEREL T LR,
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letn

<H

ANCJUr
SNC T

<H

%
iy
)

0 A
<o

BRPREIER

4. JR—R2TC RIU—Z VT BICUATOLTHEH L. BEUVIETMAREBICLY TIY
AR TCRI DRIGEDRARNIE T VAW RS NcEE
a. LDHEN'ULND 155K
b. M/\HREH" 150,000/ uliA £
c. SchwartzitEx#RB UL\ ceGFRA30 mL/min/1.73 m?Z_t@E>TW\

5. BBBEEDSS.LUTOVWITNMNCEZALCES
a. BEDBBELRICaHUSDELEREN B D
b. aHUSDEFEREN S NNIIR > TLRWNHY, CNIZIEMTORIIC K B R EHIHIESE™ D

L - AEZZE (DX IEHEDS) %48 EFFR IS TMADESR S NI

6. DIHEBICTMAZFIELICEBED DS . DirE3BZBA TRt g 2 TMAD TSRS NICEE

7. 1IN URCRESORIIBEIIELAN (FERECHEXNE DI F VA EEL TV EE,
2J)UNEURRSEIEAI2BRE LA ICBEERNE DI F U EER LB E(E. DO F ViEED
52BEH BT DF CRBUBIMEYEZFRHRS T 2BDEUC. LIVNSUR R SE
ARIICBEIRRE DI F U EERBL TN O IEBEIF. DI F U ZEEREd 2F ChUEREL
THo2BEL EFIMEYEZFHRS T 5D DEU, DIF VEEZEITONBVES
(F. 2R SHENURKIRS5E8HB-IE TIEYBD TR S ZZFIRFNIESRNT
e

8. AV IILIVHEDLE (Hib) DO F U RUMKIKE DI F U ZiZEL T\ EE

O. RO RE R LM BE R IR RE IR &M/ S— N —H N\ 2 BB E (FEBREDR SH
BN ORKIE 5% D81 BMIS. BEREMETESCR USRI T 5019V AUTHES

CNI: ALY Za—UVBREE . mTORI - BB /NN A Y ViZEN S N BRREE
¥ aHUSISH U TIF@tst

FIEL I HREIFERIE B R, 20U — V78l (Oh—~ F&RE7E8-. JR—h2(&

££280/) D%, Day 1ICHEICEIVTRELE LIV SUR PSRRI S L.
Day 15ROZNLIEIFE26BRIDSEELT FE20 kgl EDEEESBRIBT. 20 kgk
BDEEFLBERT. AEICE D<HIAEZEIRNIR 5 Uz, 26:8E OIS HliEARSL T
#® . ABREERASEB#MEL .

< AIWPSURCDIRS RSV 1—)) (26;BREEDOMGEHRHE) >

LSV ORSBMG | PERE | (o %nfﬁiﬁfim;@w@ SRS DI
{AES kgl H10 kg 600" 300 4RI
{AE10 kgll£20 kg7 600 600 4B
K820 kgLl 30 kg 900 2,100 8B
K830 kgLl L40 kg 1,200 2,700 8EmIE
(KB40 kgl F60 kg | 2,400 3,000 BRI
A860 kgl £100 kg 2,700 3,300 88 k=
A8100 kgl £ 3,000 3,600 8:EE kR

% BHICREUDOREE300 mgTaolht BEICHESNT W ME/IRPK/PDREAT (5 kgbl 40 kgkBOBEAfIH
Day 715 CIREEI T UIHITIToTe) [CRULT. 5 kgllE10 kgsRBDAEER Tl2600 mgh BB IOIE 5 E T 5&RIE
SN - BEEEELL.
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

EEfic=l Day 183F COTMARLE™ (OR—N DH)

FETIEEN TMATTE R WMER T COBE (JR—M D) . TMATTE R DOREFNHERE (DR—M D).
BITOERY  HEARKAEEE (eGFR) DAIEBRUN—T 1 UHSDZELL, 1B B iR
(CKD) RF—I*3 M2/ NS A —F (IR LDHIE. ANEZ OE VE) DAIEBER Y
R=ZASAUNSDELE NETOEMEDRN—5A V1520 g/l EDENI* (Tk—k
10Dd) . FACIT-Fatiguefs R 37 *° D=2 54 U5 DE(LE (Sl EDEE)

FETIEEN 52BN Y b A TS DTMATZEZ=* (AR—M D)

¥ 1 IRFH/NSA—F (MBI OLDHE) DIER(ER MBI L7 F ZMEDR—RS5A4 VHHE25% U EDETEIE TV RAET B, 48[ (288R)
D EDRFEZE 3 C2EAIE U REE (RO Z DBICEIE LB S NE. ZDRANE) T TMATREE D2 COREEE B TIEe LU,

%2 2JUNSURMRSRIERISBLNICBTZES T TOIEEBENREL, SFHIR CBTER T TOIZAIBERIT TOBH ST BIER O ZN50EIG %
fEERLIo

%3 FHIREUICBHDeGFRTEHIL, R—X 54 VEHEBU TR T RE (BERL)  UFBILICH%ELI,

x4 48[ (288 M EDER7ZES I3 C2ORAELIREE (RUZDBICHEL BN G NIX. ZDRAE) THEERLI.

%5 JNBFACIT-FatigueDEREZR L,

BTN RESSFAS (BRRDOEMNRER) EUTc. TRFHMIES (JR—M DH) T
$HBDay 183F TCHOTMATREENICDOVTIF. LIVNIUR DRSS EZR(FTEEBEICHITS
TMAREE=DAI DB S Z#ETUlc. TN LILNSURC DR EZR(FTZEEICHITDTMA
TEE=WHIDBNGDHEHEROI5%ClZEHU TERUI, 95%ClIEClopper-Pearsonix
ZRWCIE#RMEERFICE DV,

JR—M DEIRFHHIERICHEWVT. TMATEZMER E CTO B IC DV TI(E. mAI95%Cl
[CHE TKaplan-Meier REEH D MR ZIER UIc. TMATEE R DREFIIHER . X—X
SAVHNSD20 g/l EDAETOEV/EOEIIE. @mAI95%ClZHEE L TEHRSHRICH
[F2EINEIEEZ DEIEZRUTREFNICEN U,

JR—K1. AR—F20BIREHBIEBICEV T BN DGR SRR TENZZITTVIE
BERITTORVEEDFIHEZDEGZERUIC BMZEZIT TV BEDEIEDO@mAI95%
ClZERUce CKDRT =V (F AR=X5A4 VDCKDRAT—IEHBRUTE T B, L& (E1E
132L) DEBIMEZNOSDEEGZRENICEN U, AT —I BT EICENSDEIEG DA
95%Cl7ZRUT. eGFR. MAZEH/ VS A —9 (IR LDHE. NEZOE>VBE) . QOLICD
WCTIEREEDEEHT TUAILIREOFERBEDN—R 51 VEDQBETEERNREHE
SEEUTREATEICLDEGNRETILIMMRM) ZEWCHEE L. S5 R CRAE (€
O)AZFENTVWTHERTESLIICU,

2EMICINZ . BARAERICOVWTHEFIICRESNICY 77 )L —T@BFT N O THE =T o7,

6. FiERUHE (k)

(JEsRBYRIM 4 FRESAEAEIREE)

BRIV T (BaFEIRZ) ELT. BEDOREZZEL. 1E600~3,000 mgZhiisAEE L, 0% 5 28#(21@300~3,600 mg.
LI 4B IF8ETE(C1E1300~3,600 mgZzs@ssEd 2.

9. BENESEEITIEEICATIER Gy

9.7 INREE

(FEEREYAIN 4 FRESAEAEIREE)

9.7.2 {FE5 kgD NBEETNREUEENER UL 2 RIBIEE UTcBE R ERRIEEREL TULERL,
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=
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TER

( BEEREFAS)

1481 n (%)

S 8(44.4) 9(90.0)

Eogs 10(55.6) 1(10.0)
2)URSURCHEIR S DES, T (SD) 5% 6.4(4.51) 11.0(4.97)
AFE* n (%)

BA 9(50.0) 5(50.0)

TIT AN 5(27.8) 4(40.0)

BA&A 1(5.6) 4(40.0)

SEAXETITUART AR AN 3(16.7) 1(10.0)

TPAUAEERNE T S AHTER 1(5.6) 0

ZN:E 1(5.6) 0
A8, ¥ (SD). kg 22.2(14.6) 41.6(19.0)
BR. ¥ (SD).cm 111.2(24.0) 144.0(37.0)
AHUSTEIR DFIFBFDEE. F19 (SD) . 7% .5(3.6) 4.3(3.2)
BTN (%) 6(33.3) 0
E#541E.n (%) 1(5.6) 1(10.0)
M/)\iREL. 45 (SD) . 10°/L 60.4(32.6) 287.9(74.6)
LDH{E. F13(SD). U/L 2,223.5(1,321.1) " 219.4(56.9)
NEZJOEVE. FE(SD). g/L 74.4(17.4) 131.5(11.3)
eGFR. Ft5(SD) . mL/min/1.73 m? 26.4(21.2) 104.9(29.5)
CKDRAFT—3.n(%)

1 0 8(80.0)

2 2(11.1) 1(10.0)

3A 1(5.6) 1(10.0)

3B 1(5.6) 0

4 8(44.4) 0

5 6(33.3) 0

SD : 124 (RE

* WHONEZERT, T n=17
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

zEMH
52BF—9NYNA TEET
<JR—K1>

F—=IhvbA TBER (RSB OHRES2.408) ([CEWV T, BERRIREIGE47.6%(10/2141) T, F
REIERIFEIMETI.5%(2/214l) TUI,

BEERARIGE100%(21/216)) T EBREEBRISFEHA7.6%(10/2141) AL B, EIREER.
BREN'E33.3% (F7/216)) . Bk, SMENE28.6% (F6/218) TUIC. EEBREZERIF 1461 (D1 ILA
HBEBX. EEIE 26113 E) [CEROONF U FETIFROSNE B A TUIL. BEBRICK DR SPIEAIF1
Bl (EmEZU—EROEMN) TUI,
<J/R—h2>

F—=5HvbA TR (R SHBEOPRIES0.29:8) (CHWV T, BIFEAFERENG1320.0% (2/1041) TUTZ.

BEERAREIGE100%(10/104) T EFEEERIF EXERKZ40.0% (4/10641) . OFEREERE30.0%
(3/1061) . LIREER, PER. IRWEESR, DA VA EERENE20.0% (52/106) TUI. EEBHESERIF
18 (_ESUBRREL, Flisk, UESTK) (SRS NE U, FEL AL BEBRICK DRSSP UEHIEIRDONFEATUIZ.

F—S9 VA THDERR T, AM—M XEIR—P2(CEV TREBERERPE DHRSFHUFEATUR
Y AFIDIRSCKBEERERREICN T 2R EEREENE N I BTN H BT TERLIES L,
¥ ABDES - BRICEHDTEINEBRTHHHIRUI,

(2P LIEBHSNEEER (5287 —IHybA THET : Th—h1) )
| R—R1 (2161)

VMU SHAR GB) (F51E+SD) 64.96+34.757
2EEER 100.0(21)
FE 47.6(10)
A 33.3(7)
@0t 33.3(7)
LIREER 33.3( 7)
bR 33.3(7)
[i=0E] 28.6( 6)
BimE 28.6( 6)
X 23.8( 5)
LD 19.0( 4)
ED 19.0( 4)
= 19.0( 4)
R®Z 19.0( 4)
BhESTE 19.0( 4)
e 19.0( 4)
Bl 14.3( 3)
kR 14.3( 3)
ISERRR 14.3( 3)
£ 14.3( 3)
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ST
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BRPREIER

(2B ECRHSNEEER (5287 —FNYIATHFT : Jh—) (OTF) )

Jik—k1(2161)

E9=Digs 14.3( 3)
Rz 14.3( 3)
AR ERRE 9.5( 2)
1EEN 9.5( 2)
BER 9.5( 2)
T4 L AEBIER 9.5( 2)
TR 9.5( 2)
RIS 9.5( 2)
DA VA ERERRE 9.5( 2)
0% R 2 9.5( 2)
TRMEIZER 9.5( 2)
EMmE 9.5( 2)
&5 9.5( 2)
BUDOFEER 9.5( 2)
&lm 9.5( 2)
U~/ \NEfE 9.5( 2)
BARIR 9.5( 2
HEBE 9.5( 2)
FENEHFELN 9.5( 2)
FEEEET 9.5( 2)
RSB 9.5( 2)
R EREAZE 9.5( 2)

MedDRA ver.21.0
HIRE S % (150

( 2BIULIEBHSNAEER (5287 —I Ny TBET : Tk—h2)

Tik—h2(1061)

VSV RS HIR GB) (F9fE+SD) 52.69+4.019
EHESBR 100.0(10)
FREmR 40.0( 4)
IR IRGESE 30.0( 3)
_FIREER 20.0( 2)
hER 20.0( 2)
IREER 20.0( 2)
A )L A ESUERR 20.0( 2)
MedDRA ver.21.0

FIRE|E% (FI)
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MAFNTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (LS U R HIsTESSE300 mg/3 mLRY
2JUREUZCHIREEE1100 mg/11 m)H'eUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

3. 2 RREHEIE (GMG)

3-1. EEHRBIENEGER (HAFBEEFIRSEDOEMGEE ZWREVZE
%‘?ﬁ)?)yyld b2’ S iR TR B ER - ALXN1210-MG-306
s ER

NHAER  HEESHREROESNEEHRNHEDEZNREUCERIAFSBIERER (ALXNT210-MG-306) GRSRESHIERD

HIAESERIREBDHRAEMGEE ZRRIC. AFIDOBEMENR LR ZTHE T 2.
WAASEIFGE TN EFIILIVYSBRAAEBILED 18U EDgMGEE 1754 (2L
SURE86H. S tRE8IF. SBEARAELILNSUR BRI, TS REE7H)
FMB-ZER T VY ML SR B TR R LR L iR R R,
AEBF FRRAIBEORIU—_V T 26BED_EE85 VY LMELEH . &R2F-E 0
FEERIERIANSEM NS,
20— EARE D%, #hig] (6K RN, 7 Y7 KE#E BE) ZBRIRFEUTLIUNSUR®
BN(E TS ERECT 1D TT VS LBIFIFUT,
SUS IMEHERICB VT, LIV UREICIFAFBECEIYIEAE (Day 1) RUKIESHE
(Day 15, ZNLIEIFSBIE) D LIV UR R, FSEREECEFDay 1/RU'Day 15.F1
BIRIF8B T EIC TSz, 2608/ mEEE £ U,
JEERIERKITIE. Day 183 (26:8) DFHIHE T %, TIUNSUR BHIIFLILAZUR®900 mg
S EREICIIEEICED<YORED LILNSUREE®R T CruBgsEl.Day 197
(28B) LIEIF2 TOEECSETEICHEICE DIKHIFIAED LILNSUR A IEER T TR
BEEEUC.

< 2ILRSURDIE5E >

YIEHEZE (mg) HERAZE (mg)
40 kgl £60 kgFis 2,400 3,000
60 kgl £100 kgkig 2,700 3,300
100 kgl k£ 3,000 3,600

E L= Myasthenia Gravis-Activities of Daily Living(MG-ADL) #8237 DR—X 54 V526

BIFETDZEILE
FVETICEM Quantitative Myasthenia Gravis(QMG) 8 A7 DRX—R 54 V1526 BRETDZEIL
==yt
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( BEEREFAS)

PAAIt
(n=89)
PRI N (%)
B 42(48.8) 44(49.4)
i 44(51.2) 45(50.6)
MRFEAOIR S DFE. T3 (SD) % 58.0(13.82) 53.3(16.05)
A&, n (%)
BA 67(77.9) 61(68.5)
TIT AN 15(17.4) 16(18.0)
BHAA 6(7.0) 7(7.9)
BANEZ TUARTZ AUBAN 2(2.3) 4(4.5)
PAURFERNIE T SANEER 0 1(1.1)
Z DAt 0 1(1.1)
ABH 0 1(1.1)
HEZL 2(2.3) 5(5.6)
#8719 (SD) . kg 91.6(23.37) 90.9(29.45)
FEHT.N(%)
40 kgl 60 kgis 7(8.1) 11(12.4)
60 kgl E100 kg 47(54.7) 47(52.8)
100 kgLt 32(37.2) 31(34.8)
MGEEHRBS D5, 13 (SD) ik 48.6(18.54) 43.7(19.04)
R—254 VDMGFABEFRFE. n (%)
P PNIE] 22(25.6) 24(27.0)
IS5 A1b 17(19.8) 15(16.9)
27> XMa 22(25.6) 34(38.2)
27> X1b 19(22.1) 11(12.4)
J2ANa 2(2.3) 4(4.5)
J5ANb 4(4.7) 1(1.1)
NR—=254 VDMG-ADLEER 7. F3 (SD) 9.1(2.62) 8.9(2.30)
N=25A4 VDOQMGHR 7. F3J (SD) 14.8(5.21) 14.5(5.26)
MGERIISNTH BRI U— VT F TOHAR.
15 (SD). £ 9.8(9.68) 10.0(8.90)
N—=RS5A4 2V TERLTWIST. N (%)
JJLFIRXTOA D 20(23.3) 18(20.2)
J)LFIRTOA RYADIST 20(23.3) 16(18.0)
JUFARTOA REZDMDIST 36(41.9) 47(52.8)
AL 10(11.6) 8(9.0)
RIU—Z VT HIDBE2FE- TDIVIgh D
MR LB EDEST
»t) 44(51.2) 48(53.
2L 42(48.8) 41(46.1)

FAS : Full Analysis Set.SD : %Rz MGFA : Myasthenia Gravis Foundation of America.

IST : RHIHIZE, IVIg : eI O TV VA TREE
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

Z2
SV9 MELEE (26:8/)

BEBRORFINGFIIVNSUZEETIF90.7% (78/86%) . S REETIE86.5% (77/8961) TUT. E
BHEEBERFBERCHY. LILNIUREETIF18.6% (16/868l) . S MREFCIE25.8%(23/8961) (CFRHS
NFELUIc, BREBEZTBRORRIEE TIVNSUR B T23.3%(20/86%l) . FSEREET15.7%(14/894)
TH4 . EREEBESTERIFLIVNSUR B TCOVID-1950%, —B MM MFEIE (F 26, 2.3%) . Ftm
B CIFEEREIE (361, 3.4%) EERK (201, 2.2%) BERHSNKUIc. BEBRICEDIRSHIEAFIE LILH
SURYBEC2 (COVID- 190K, B M EEERENE16) . S emRBEC36 CEAICHES RG24, 3R
P16 ICBHSNFE LIz FEL(F LIV UR BET 2641 (COVID-19Rfik, BB IMAYE 141) (CERHSN. TS
MEECIFROSNFEATUI

DIV EURRSHIRE (60:BFETDF—9 )

BHESSORRAGFTLIVNSURIESER*T88.8%(150/1694) TUIc. TIRBEEERILTER (28
5.16.6%). THI (2361, 13.6%) CUIc. EERBEZEERDOREIRING324.3% (416) (CFRHSN. 261 EIC
SROONCBRIFEEHTESE (441)) . COVID-19 (341) . COVID- 19K, F155. fisk. —B MR MFE(E.
FE [FIRRE N OB FEE (F26)) TUL. BEBRICLDIRSDPIEFNIEIH] (COVID-1 90K BT &
BB BAEEIE) [CEROSNE U FETIFARICERHSN. CDS5260lE HRD S S MELEHEIC ST
2IVNSURCEDBHD T IFERIERICE U 2B TORTEICE>IEETERIFVLITNEHCOVID-19(F=
R/ )V UROEE, 2IUSSURY/ VRS URCBETE161™°) TUlz,

¥ 1 EERIERBICBITUCE2BEDS2BDFHIR TRICT—I YA TZEEEUIC. T—I Y A TR TO0BDFHIZL TUTWSEEDT 9D
1008

%2 SV BB EIFERIERIICIILNSUR M @ RS S NIEEE,

#3 WINDIELEBBBREERER USRS N B8 COMIC3BDIEEHRE SN VI NEEERREESER USRS Nz (COVID-19. S1&Y
BEMk. FRAHEOETEE14),.
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B
M B
[e) Bl
S AR
D

5 ARSIV BR

S5 LMELLBHDEREESEROAERRR

(ZEHOVITNH DETEAEDRITEISS5%LU L. XIFBEAKEOVITNHDET
BAEORIRZEN2RLUL) (REMFETIRE)

43%8(SOC) /ELAZE (PT) IILSUR®E TSthEE IILSUR®E TSthEE
(N=86) (N=89) (N=6) (N=7)
n(%) n(%) n (%) n(%)

BEER 78(90.7) 77(86.5) 5(83.3) 6(85.7)

RRAFED K UTFERAE 38(44.2) 28(31.5) 2(33.3) 3(42.9)
COVID-19 5( 5.8) 3( 3.4) 0 0
FRES R 5( 5.8) 4( 4.5) 0 0

_FIREER 3( 3.5 5( 5.6) 0 1(14.3)

HHERES 30(34.9) 32(36.0) 2(33.3) 2(28.6)

bz 16(18.6) 23(25.8) 0 1(14.3)
SFENMESHFL 8( 9.3) 3( 3.4) (16.7) 0

BEEE 29(33.7) 29(32.6) 3(50.0) 3(42.9)
N 13(15.1) 11(12.4) (33.3) 0
BiD 9(10.5) 9(10.1) 0 0
fi=2E] 5( 5.8) 0 0 0
HERRBLUESHEEES 23(26.7) 23(25.8) 2(33.3) 0
HEbE 7( 8.1) 5( 5.6) 0 0
RAETE 6( 7.0) 7(7.9) 0 0

—% - EEEED IR SIBAIOKEE 22(25.6) 21(23.6) 1(16.7) 1(14.3)
] 6( 7.0) 6( 6.7) 0 0

FEL 1(1.2) 5( 5.6) 0 1(14.3)
BE. PEBLCUBSHIE 6( 7.0) 17(19.1) 0 0
FEANCHIRIN 0 5( 5.6) 0 0

F A-ERNE—BECEMERELL
COVID-19: HEIOOF A JU RABHE

SEIFMEEU TRk . BEES RIEMedDRA/J version 24.0 #RWVWTERRUZ.




MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

(BE) Bt

(1) 26;BTOMG-ADLEER A7 DRX—R S5 A VDS DZE(LE (FZFHEIEE) (FAS)
26BTOMG-ADLRRAP DRN—R 54 VD SDELEBRTROESITHY, TS RBEETILAIUR®
BIRENETRHSNE U (p=0.0009. HIRRI EREAICEDIIMMRM)

BFOEICHREIFHICH

MG-ADL #2237

506388 (Lo
o 89+230(89) | 7.3+3.82(82) 1.4 +037
TS emE 9.0(6, 15) 6.0(0, 19) [=2.1. ~0.7]
_ 9.1+262(86) | 59+4.00(78) ~3.1+038
=) zZ®
LILEEUZ 5 9.0(6, 24) 6.0(0, 24) [-3.8, —2.3]

ELEY DA
[95%{EFEX ]

—1.60 £ 0.49

[—2.6,—0.7] 0.0009

LB TIOEHRAERE GHTAIED . TR hRIE (R/IVE, &RAME)

A)N—2 51 VElF EREDI DR SRS NCREDFHIES Uz,
b) &/ "R EHRAERZ [95% SR A]
Q)R BRIRF CH DM N—Z 54 VEFRUSRBEIR OMG-ADLES R O 77 BB X BRI H DR B EAZE#HHAAEMMRMICE DWW CTEH U,
d) BRI ERIDEICEIKMMRMA S5 N TepfE

MMRM: RERAIEES

MRETIL

(2Q)R=RS4 V526 BFTOMG-ADLEERA D7 DE(LEDHER (/N _FFIIE. 95%EFXR) (FAS)
W27 DELEDOHBFETRDES I THY. LILMSUX BT
TSERBELLRUTTHEETET (48&) iSRS N, ZDE TF26BE TRt LE LI,

N—=RSAVNS26,BF TDMG-ADL

~0— 1JLFSURE
-0 TSERE

MG-ADUER A7 DR—RS5A VhSDZE{LE

1Lh=URE(n) 86 83 86

T T T T T T
BL 4 10 12 18 26 (&)
EHRA
84 84 83 82 78
84 86 84 82 82

FStmEEn) 89 85 87

NR=25A UMBEIFEBREDYEHRSHIICES NI R OFHBMES Ulc HEEJEFE. BRIRTF TH 2. N—X 5 VR UHERROMG-ADL
A7 SEREGBR H DX B(ERZEIHAATEMMRMICE SWCEE U pBIFN—X 51 VDS DR B Z R SH B TR U EEiE D

B BUTIVER WV,

# p<0.05. %% p<0.01.*** p<0.001 (EAIDZE LpiE)

BL:RX—=R5AY
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NS JUriREPYE
QoNC/II7EH

IZ70o.—

2
a
H
U
S

=H

SNC]IT

RSB TR

k

BRPREIER

(3) 26 BTHOQMGHER A7 DR—R 54 S DE(LE (BIRFHEIEER) (FAS)

2608 TDHOQMG
DEICHRETZICE

===
=
I

% 5265805

QMGHER 7

Z{L 8

AT DR—RAS54 VDS DZELEBIEFTROESYTHY, PSERBEE TV UR R
RENERHSNEUIZ (p=0.0009. HIRH ERAECETIMMRM)

ZLE DERE
[95%(SFEX ]

o 14.5+526(89) | 13.3+563(78) —0.8 +0.45
2 14.0(2, 27) 14.0(1, 29) (1.7, 0.1] 204059 | 40000
T 148+521(86) | 11.6+6.16(76) 2.8+ 0.46 [-3.2,-0.8] '

= 15.0(6, 39) 11.0(2, 39) [-3.7.-1.9]

LR TOELREERE GHEHAIED) . TR  hR(E (R/ME, &RATE)

AN—Z S VI SEREDYOHR SHICESNICREDFHBELE Uz, 88 QUGH R I7 DFHTiDE5EH1 106 BLUNICIVY TR T S—EHEEAZ
BELTWVIEEGIE RIU—Z VT REROFHZEN—2 5+ L TREAL,

b) B/ —F B ARAERRE (95 %S X ]

C)JBER BRIETF CTHh it N—2 54 VIR OSRBEROQMGHR A 07 B X BRI H DR B EAZEHEHFHAATEMMRMICE W CTER LI,

d) FIFRN ERIDECE IKMMRMD SFSNTplE. L EHRHEZERL CRIREFIBZALV TEFHHEE et FHICER CohofefesdICEHE L.

(4) R=ASA VH526BFTOQMGHER D7 DELEDHR (R/\_FFIE. 95S%IEFXME) (FAS)

1 —0— LLRSURE
o FSuRE

QMGHZAIZ DRN—ZAS51 UHhSDE{LE

skkok
-5
éL 1‘ ﬁ 4‘1 1‘0 1‘2 1‘8 2% (&)
EERAE
1URSUZEE(N) 86 81 84 79 80 73 79 76
TSEREn) 89 81 84 76 77 72 72 78

R—=2 51 VEld. BBEEOYOR SHIICE SN R% DFHEIEE Uiz, 128 QUG R J7 OFHfiDXEERT 1 0B RBLMICIVUY T RF 5 —EHEER]
EREUTVB B RTU—Z Y I RES Dl 2 N—2 54 > EUTRAUICHEBF. B &E . BREF CHh i, N—2 51 VIR UFRR
BOQMGHR I7  aEE X RERRB O BEAZMEHAAVTEMMRMICE SV TER UTC. pBIRIN—2 51 VDS DE(LEZ R SHB THEL
T BRED BIH D BTN Z AL 2,

* p<0.05. %% p<0.01. *%* p<0.001 (MRIDBE _LplE)
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

(5) YT T IV—TEEFTDFER (FAS)

FEHHIBEE CTHDMG-ADLEER A7 DR—R 54 UH526BIFE TCOZELE ] [T L. AOFEH2 a0
(Hhig. AF&E 4R Fin. AE) BRI GZRTD S DRI . MGFARRIR D $E) MGICK I 2 AEE (N—X
SAVTHERULTCWVWEIST) ICRD Y T T I - EERUIcECD. WSNDOY T T IL—Th. S mEE
EHEUTIIVNSUR B COMG-ADLEER O 7 [Fe8E LIcC &N SRS NE LI,

Fiz B DOMG-ADLEE R I 7 DT RN S, LILNSURCOBEMEN 2 AREMEBAANERTAEL
HGDUENZERET DT —IFESNFHATU.

RINZFRFIIE

£EH TFStREE LILNSURCEE BERE pfE
(N=89)  (N=86) (95%{=HEXM)

24k 160 .~ 1.4 31  -1.6(-26,-07) 0.0009
thigg

JEsK 75 . ~1.9 -35  —16(-3.0,-02) 0.0217

B 58 Lo} ~0.9 27  -18(-36,0.1) 00584

PP AT 17 o 15 33 -18(-48,12) 02117

B 10 o 0.6 -37 -31(-6.7,05) 0.0806
TR

s 78 P 1.4 -31  —16(-3.0,-0.3) 0.0201

o 82 Py 16 32  -1.6(-3.0,-02) 0.0243
N

FITA 27 . 16 -31  —1.5(-35,05 0.1345

BA 117 @ 15 29  —1.4(-25,-03) 00134

Z0tt 16 — 0.9 68 —59(~10.4,—1.5) 0.0125
YOI S D EE

18~658 110 o —1.3 -30 -17(-29,-05) 0.0061

>65%% 50 Py -1.2 29  -1.8(-3.4,-0.1) 0.0370
ISTOHF

JVFIRFOARDH 34 o] wy —42  -21(-4.1,-0.1) 0.0367

IVFARFOARUADISTOH 36 o 05 -35  -3.0(-49,-1.0) 0.0043

IVFIARFOARHEDIST 76 P 17 23 -06(-20,08)  0.4089

L 14 — o1 32 -15  —47(-105,1.1) 0.1054
ZRThS DHAR

<choE 77 P -15 -36 —2.1(-35,-0.6) 0.0050

>R 83 P -15 29  —1.4(-27,-0.1) 0.0350
MGF ABGERS3 48

I 72 ol 17 24  -07(-20,06) 0.2705

I 79 @ 17 -36 —1.8(-3.0,-0.6) 0.0029

v 9 — e 23 -49  -7.2(-149,04) 0.0593
HE

240~<60 kg 15 PN -3.1 —44  —12(-50,25) 0.4676

260~<100 kg 89 Py 1.2 -33  —2.1(-35,-0.8) 0.0021

2100 kg 56 o ~16 33  -1.6(-33,-00) 0.0499

20 -10-5 0 5 10 20

IIVREURBHBAL TS RNEHEN

BHRE(E LIV SURCE DB RS RBEORBREVTELR U, [ZHHh S DR (FZ2HH D ATU— =0 J'E TOERDHRIE (F) &L, PRIEE
6.5 Tdholc,
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BRPREIER

ERERMCUTC FEFHRIEE CTHBDIMG-ADLEE A7 DR—=XS5 4 VD5 268X TCOZEILE] TR L.
HEFFME IMG-ADLEE X 7. QUG A7 DR—RXSA Y THDAAT  AIU— VT FI2FB TDIVIgh U

M EESADE R, ZRID S DHIR (24) 11L& DY T T IV — BN ZTole 25 LIV URCDEER

REVWITNOTTTIL—TTHROSNF LI,

R\RTIE

= FSwRE LURSURCE  BRE
(N=89)  (N=86)  (95%{SHERM)

2 160 ® 1.4 31 -1.6(-26,-07)
N—254 Y OMG-ADLERIT

<7 46 o 14 23 -09(-24,05)

8~9 56 o) 18 -30  -1.2(-26,03)

10~12 48 o 15 —41  -26(-4.3,-08)

213 10 P 0.6 37  —43(-7.9,-0.8)
R—Z54YDQMGHER 7

<12 57 I 1.9 27  -08(-23,08)

13~17 60 o 15 -37  -22(-38,-07)

218 43 o 1.2 ~30 -1.8(-3.9,02)
29— = TR TOIVIg/PE/PP

&) 83 Py 14 29  —15(-28,-0.1)

130 77 o 14 -34  —-19(-3.4,-0.5)
LSO

<2 30 o 14 -47  -33(-59,-07)

> 130 ! 14 27  —13(-24,-03)

200 -10-5 0 5 10 20

IIVNEURCBHBAL TS RNEHE

BRI, LIVSSURBORBR-SSERBEORBRELTHEEU.
PE/PP : RS LA
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pf&
0.0009

0.2155
0.1160
0.0046
0.0196

0.3191
0.0054
0.0783

0.0364
0.0085

0.0151
0.0126



MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

(6) IEERIERIDIER GEERIERER)

IFERERBRICBITUL SR/ IIVNSURES3Z (BAANSR) . LILNSURS/L)UNSUREE 784
(BAANSR) DEEZIFERIEREAELF U IFERIEREADEEN S 2BDFHEZKL T UIcRICT —
IHYNA TBEEBLEUC, 60BDT—I & F—I hvhZ TR TCO0BDHEEKR TULTWRBEDT —
9T,

60 BFTDIFERIERATDOMG-ADLIERA 7 DHBIETTRDBE TUIL. IFERERHDER. MG-
ADLFSR I7 (& S R/ZIVASURE TIE. LILMSUR DR 5RIE2BRE% ThDI%528BICIF 1)L
SURY/DIVNZUREEEREFTE T @) L. ZOE FE60BETHHHUEUc. £z, TIVhSUR®/ 1
JVNSURB TR S VS M EBHICROS NI EN 60BE TR LE L. BRANER T2 EREE
BICHBUE U, 1. QUGH A7 THEBEDIER T LI,

i AD (e I AD (2
AREERDONR—RS1 > 83 89217 78 9.2+ 264
2838 80 54+ 344 —34%£272 75 56+ 403 —3.7 £3.21
368 82 4.8 +3.50 —4.0 £ 2.96 77 53+ 3.99 —3.9+343
44;8 79 4.4 £ 3.27 —4.3 £ 2.81 75 53+£393 —4.0=*3.14
52;8 76 4.7 £ 3.64 —4.0 £ 3.04 72 54+413 —3.9=+3.17
608 58 51+436 —3.7 £3.88 55 4.7 £ 3.86 —4.5+ 2.80

THEHEERE

IFERERAICBITUCBE DS 2BDOFHIE TRICT — I Ny b A TZREUIC. 60BDT—5 (& T —I v h A Thim CO0BDFHIZ TL TV SEE
DT —ITHdo

FSER/TIVNEUR BT 26BN 5 LIRSV ER S U,
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(7)MG-ADLEER D7 DR—R 54 VHS60BRE THOR(LEDHR (/N _FFIIHE. 95%EFXME) (FAS)

[
‘I -
[
SV IMELEER [ FFERIEREA
[
I 1
N |
kéQ( [
Q0 ‘
A |
N |
N |
N ‘
X [
| [
<
S
XN
mn
X
e
_
)
<
g L
—0— 1JUFISUR®/IJUNIURCEE
=@- FSER/TIVNIUREE
T T 7 T T T T T T T T T T T T
BL12 4 10 12 18 26 28 30 36 38 44 52 60 (&)
EREREAR
lwiélﬂ\;ﬁgér;g 868386 84 84 83 82 78 75 75 77 76 75 72 55
:uwsuj;?a?g?s{ 898587 84 86 84 82 82 80 80 82 77 79 76 58

R=25A VElF GEBRBEOIERSHIITESNcRBOHIES Uiz, SR/ LUV R BT F IS RIER 2658LE) (CLILNIUREE
SUlc. SV IMELLBEIDOHEEBIF . 6. BRIR T Ch it N\—2 541 VBN ORI OMG-ADLBR O7  AEE XS HDRR A E
F7ZEEIAATEMMRMICE SV TEH U pERIN—R 54 VN5 DE( L BZ RSB CHB Ulc. S D B D 8T 2 AU e FEIRIER
HD#TEES. BRIRF CH it NA—2 54 VERUEREDOMG-ADLE A I 7 Z#HIHAAEMMRMICE SV TER Ul FFSIRER TS,
TSR/ LIVNIURBEE TIVNZURY/ L)V URCBECRIC DETILZESH TlEh iz,

# p<0.05. %% p<0.01.#%% p<0.001 (FEIDBE LplE. S5 LELEHDH)
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
2JUNSUR HISEESE1100 mg/11 mL) A& UETH . SEEDEVRVEERT —5 (10 mg/mLEEIICLZBHD T,

(8) QVIGHERI7 DR—RS A Q560 BRFTORILEDHR (R/\ —RTIE. 95%EFEXME) (FAS)

S9 LMELLEREA
0-@l

IFERIERM

QMGHR AT DR—RSA VUHhSDZE{LE

1 —o— LIURSURY/TIURSURCE o . ]
8- PSR/ TIVNSUR B
_6 -
BL12 4 10 12 18 26 28 30 36 38 44 52 60 (B
EETR
TR waia 79 80 73 79 76 71 64 73 62 70 69 51
J)DFEU§?§?:§ 898184 76 77 72 72 78 69 66 75 65 70 64 49

N—=R 541 VEF EREDYORSHICESNCREOIHIES L. 38 QMG 77 DFHH DM 1 0B —ELAIC IV T AT S—EHREE
Bl 5LTWEE1E ROU—Z Y T RIRFOFHHZ RN —2 51 Y EUTERU. SR/ IV SURCEETIFIESIRERE (2658LI) ([C 1
IWRSURZER S Ule. SV MELLBEADHTEBIF . 85, BRIRF TH 2l N—2 54 VR UREEOQMGHZ I7 . SHERE < H BRI
HOZEEAZHEHAAEMMRMICE DWTEE U pBEN—Z 54 V5 DELBZR SHE TR U BEE 0 BE BT ER V.
IEERERADHERES. BRIRT TH Mg N—2 54 VERUERFOQMGH A7 ZHHAAZMMRMICE DN TEHR U JEERIER
TR PSR/ LIS URCEEETIVNZ YRS/ TIUNZURCEHCRIZDET IV ES Tz,
#* p<0.05. %% p<0.01.**% p<0.001 (WAIDEBE LpE. 5> MELLERHBDH)
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4. REEFRERANT ;S LIEE (NMOSD)

4-1. EFFHERENBEER FHIFHERIR BBEDNMOSDEE ZWREUTIE
SRNER TSR TIEBRER | CHAMPION-NMOSD:ERER)

NHAER  BERSHREROFRBREHERA RIS AEEBEZNRE U ERAEHEMEEER (CHAMPION-NMOSDEER) (AR SHEE )

[EEBN]EAEERIFREEDHANMOSDEE ZWR(CIRIIFHIZERICKUHESN
TeRBRPEHE] TN T2 LILNSURC DR RETHET 5.
[BIRBN]AHBROBEEACHIFDLILNIUR DR LM, FRABHRR KREERE,
QOLK U #RE# s I I D& & DI PK/PDR U BERMDIFMEZIEEE T Do

EESEIR GE CHAQPATUAIZMEDALA (18 L) NMOSDEES8A (SBEHEA AR
F(FB) HNEB SN REEZ A7 (SEEANESF5H)

A A8 EE RN SR B sk ER R . AERIF AUV I (RR6E
). TBREHY ERRSHTEM SN, LILNSURCFBEDHFEICE DN T. Day 1
(CYIOAE.Day 15LIREFSECEICHIAEN AR IS N/c. Fo. ABBRELT.
NMOSDEE IR E U TIURY T DR (ECU-NMO-301:38) [CHIT2 TSR
BORBRELE T DT ENBHICHRES N, KRB TIFTREREY . ECU-NMO-301 58
ERIRDMBH ANELEE, fHRBE. S5 %, SHEEENMRVS N HBEO—S I RFS
nre*e,

%1 FERSHERIEHEZEER(ICKVHESNCHBDBER A 261 CROSNHR. BULLIFR TOEEN 26BDREZTE T
NIFRHDPIEUEEROVITNMNEVAF CEL 2EL 2 TOEBEENSOBDO R ZSE T XIFRHDIE Ui RE ClC IR
FHEZEERICKHESNCHBRPEFI D 2BICROSNBHSITBEICIF. ZORR CEERSHER T I 2Ll

%2 LIVNSURBENE TS ERBEOR—2A5 4 V5 HOED TR ZRB L. HE(CHUTBE R D7 (propensity score)
ZRWVWCEMMORERRZTOIT LU,

< AIWRSURDEBSHEE >

40 kgl k60 kg 2,400 mg
IE = 60 kgl £100 kg 2,700 mg
100 kgl E 3,000 mg
40 kgl £60 kgkKim 3,000 mg
HERFRE 60 kgl £100 kgFii 3,300 mg
100 kgl k& 3,600 mg

%3 BEUVIAVFEESNEERORERRFDOREICE DL FRBICHREZIELTHORSEXFAE T DIcH BRI DHE
[FZDRSEEFRODDTH 2. REENKZHRICGHARINDGEE. EEDABRRRFDOARELZEHRT S,

BH.AIU—_VJHICRENGIEE (JIVFIRTOA R ZYFA U =0T /—IUEE
ETIFILARNUFET—~ V7OZRRYYROIIOUALR, VIORAT7IRE) D HTH
NTVEE, REREBA D HATEESL. NMOSDOBRE X FEEERHIRELCESDH
S EDAECL YAV DEFEAB UL e, RBDICEEUES. AT0O4( RE
B5 U MBI TSR A F =T 50 S RO MERREAPRE O VETEA
(IVIg) P #7188, RBRIBLEMO LI T LIV SURCOMFIR S ETSITEETREE Ui,
) AFBTlE—EBD RN HIEE(ENMOSD DB F 7R L)

69



MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

W FHOEERICKIHIES NI LD ERPEFEE TOHARE

M FHEZEERICKVHE S NIRRT BFROFEBBEFEE (ARR)
Hauser Ambulation Index(HAI) DRX—=2 54 Qo DRRMNICEERE1L
European Quality of Life Health 5-dimension questionnaire (EQ-5D) DX—2XZ
AVHhSDELE
Expanded Disability Status Scale (EDSS) DRX—Z S5+ VHhSDERERNICEERR(E

ARPEADER | ABRERSHIBPICHEBUCRE T SBRIBAEMCKIHESN24B U LFHi T 2 @R AHRE LD
BENZL (RREIR) ZH SR ZIER DB RHEIRNERL

B S 5O FE#ETTREIFFUll Analysis Set(FAS) &EUTe. FESHBIEE T3 [MHI15T
MEERICKIVHESNALDORBIBEREICOHRB] D LILNSURBENL SR
BHEOE T, log-rankiRE (MAIBEEKESR) ZER L. IR 58 ZHF L Uz Coxt Al
NF—=REFIVICKINS —REROCUZA TR T ZEN U, [MIIFFHEERICKVHES
NIcHBRDEHE| DROSNBN LB GFFirthETN\Y =R URIET. 70774
TLEISWEBXE (C) ZHET DUl Fie, FFHIF R TR FHHZEERICK U H]
ESNEHBIBERINROONBH >l BE IS DHEBEZDISKCIZELL. mED
Kaplan-Meier#i#gzRUlc, B, 1)L URBEEANT SR E s Ol D1 %=
M3zt LIVNZU R BELIBHHBOREVWAE SSEREBDEZCDOVT, 2JLAIUR®
B COEMHABID LIRF CZFHIAIRE U T NLIBEDOBFEIFERENICZT ORIV LU,
D TolEFcEEHHEENRUOBIAFHIEB Z5HiL. B EFIE CLEMZHR/E U,

@ FRIIFHHZERICKIHIE SNHILIDHBRPEFK I COHAM

@ HITFHBIEERICKVHITE S NI ERTBEFEDARR

@ HAIDXR—=ZZ A Vh' S DERENICEERE(L

@ EQ-5D indexXIA7DN—RSA VU HhSDELE

® EQ-5D VASZOFZDR—RS5A VHhHDE(LE

® EDSSDR—R 54 VHh B DEERNICEBRREL

RERREZONSE@DIER TITV. MEtEMNIICERTRVEHEIER (p>0.05) i*ERsH 5N
035 OFHIIER FFREH ZNICER T RWL EHIFUIZ.

MY FHMBIZERICKVHESNZYIBIOMEBR P EFHEE CTOHAEC DWW TIE, i, Fin. 5.
AEEERI7 AT ERBEOHARICSITIREREEBRIRT. mEiG B EDERARK
RRIDT T — T & T ol o EENUEIRFHEERIC DWW A& BAANERIC
BT BN 21T o1

4. MEERIFFHER (%)

RPREWERARINS LBE (RPRESHEAESD) DEETF

5. MEERIFIRICEHET 3FE ()

(R EHERART NS LEE (REEEEREZ V) DBFETL)

5.8 £HF IRMREEA RTINS LBE GRHREEAESD) Y OBEIEHAT L.
%) [SFMBLAE - RS EREENS A RSA V2017 (BEAERER) #S8E(CTDETE,
5.9 M7 O7 RUVATUARBI DB EIIRE5 T DT &,
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B ARSIV 5%

( BHEERUQOLOFHIEE

FHIEE 237V T
A 2574 —h (8 DITITET SEBENSD | ORERI) ~O (RICTHT R 8588 | oo
TR < B DB R DR BTN TERLY)
index : SEEDRMIHUIBBARELI (<5
REBIEDEEDE (QOL) DAE (EQ-5D | DB D). AT REN 53] DIEIET
EQ-5D index2J7 T3 [BEY [RILIT 7] [EROD | BEL ZOEE/NT VLU 0CED)~1GE | ga
L), i/ AR [RE/ 5 DIOBIREIC | 273508) DRE(L U iEl R
SUTEHE) VAS : 0 (18§ T= 5@ BRI 15100
(BB TE BB OBV RBRE) FTORRRE
RTSEAS. SR, R 5. FRSEISAE, PR
S, SR, IR L\ T IS . £DSS
] ol 2 AL axh) !
EDSS ROBIER OB DRESEHROERIC L | 0 COMBFIREER ~06ED) | e
BBRERDNE

ERlEI=))

(ARt E]

I VU7 DGR ER (ECU-NMO-30151ER)
(B )] SEERSEAARINS ABECHT B TIUAY T OBEMEER DR B,

3R] FAQPATARE M DEMREHR RTINS LBEERE1434|

(5 &) I7URN TR SEAEICBEAEICN T 200 F VaEdLiz, T7UZY 900 mgldEEn Stz

BN EL 4EITEESEL. 7D 15ER% (IR 5D 4E/E) S TI7URY T1200 mglIFEED SRz
2BIC1 DD’ CREEEF U,

FEHHER  HIFHMERERICKVHESNHIBIOBHF TOH™"

FREREHBIER : JRIEHEESRICKVHES N ER—EFE (ARR)

EDSS.mRS.HAILEQ-5D-3L VASKUEQ-5D-3L summary indexMRX—2 o1 U HhoDZE(LE
ZOfDFHEIER : BXEICEEUCFEARE. BROSMHICHBIDXFIVIURZIY OVEFEADER
L HBHREOZMHRICHF D MR TR

* HYOEETHHES 3 [HEESERIC K HESNAIDDHBRPEHE OB Toolch' HBRPBFDERICEL TERE TIES DD
FHSNITENSBREISTES DLiE] 21TV TEBFHBIEE Z DRIFHIZSRIC K HES NI D DR PEF T COMBINEE L.

FEFHHIES OB RZEDFETICERlog-rankiREZA L e Ffo. NI —REEDHEICEVW TR SHEZHZS
EUIZERICOXEBIN Y —REFILZR L,

ARRDFEIT T, 1858 BEDARRRUEIERSIN T OBRNLEHEHEZELU T R? Y VAR D 7ZEhE
UTzo ARRUSADEIREHIIRB DB EE I N—RA 54 VA7 THRES N BIEREIM T DBRIMEZHIC L
TEAMES NIz BIERLICE D/ Y INS ANy I H BT (ANCOVA) ZR W o, RN FFHE95%
ERXBEN—RSA VA7 CHERODHZEZRAWLWTCEL U,

AABCEEETHHED IC DOV T BARABDERDOY 77 )V — T ZIT ol F o, BRIICRE S NIcRE
MR EZHALRVEEREDY JT)L— TBI7ZET o1,

HWEH  FEIET SRR SERIEERIRRAR (ECU-NMO-301) GRERBFEHEE )

71




MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

IIURSUREE NEFStREE
(N=58) (N=47)
PRI n (%)
St 6(10.3) 5(10.6)
oy 52(89.7) 42(89.4)
Ei&.n(%)
EZANZWIRNESTVHR 9(15.5 3(6.4)
ERINZWIRNIFST VRS 45(77.6) 41(87.2)
HEBL 4(6.9) 1(2.1)
BH 0 2(4.3)
A& n (%)
FIT A 21(36.2) 15(31.9)
AT IUAFRT AUAAN 6(10.3) 8(17
HA 29(50.0) 24(51.1)
B 2(3.4)
B SR D ER (%)
5B (RERE) 47.4(13.84) 45.0(13.29)
hIR1E 46.0 44.0
SUNER PN 18,74 21,75
YR SO EE D 1. n (%)
18 65T 51(87.9) 44(93.6)
65m 7(12.1) 3(6.4)
R—25A VBHFDEE (kg)
B (RERE) 69.85(19.343) 69.65(16.441)
thiRfE 63.80 67.00
SUNER PN 41.0,124.7 46.1,116.0
iz, n (%)
KM 21(36.2) 15(31.9)
RN 17(29.3) 19(40.4)
TITARIFE 20(34.5) 13(27.7)
R—2 54 VIO FRBNFIESES DER. N (%)
ald) 28(48.3) 34(72.3)
27O Redh 12(20.7) 11(23.4)
FHFF I 7(12.1) 13(27.7)
FHFA TR 3(5.2) 6(12.8)
FHFATUARTOAR 4(6.9) 7(14.9)
=07z /—)VBETTFIVF 6(10.3) 8(17.0)
SO0/ )VBEIIFILEM 2(3.4) 5(10.6)
SOz /—)VBEIIFILHRTOAR 4(6.9) 3(6.4)
Z DD ENHIE A 3(5.2) 2(4.3)
Z DD NHIET AR 2(3.4) 0
ZDORENHEE+ T OA R 1(1.7) 2(4.3)
=W 30(51.7) 13(27.7)
NMOSDz2#filF D kb (77%)
B (RERE) 44.2(14.48) 41.1(14.36)
thiRfE 44.0 42.0
SUNER PN 17,73 14,73
s AR

E) AFBTIE—EBDEHNHIEDEIFNMOSDDEIFTR L
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( mEEREID)

JIVSUR B
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BEOFEBHRE(RIU—ZTH1241BR)

(N=58)

(N=47)

FHE (EERE) 1.87(1.594) 2.07(1.037)
g 1.44 1.92
=UNEN=wN=| 0.5, 6.9 1.0, 6.4
BREZOWR(RIVU—_VTHI2418RH).
n (%)

RN 25(43.1) 22(46.8)
AR, iR 13(22.4) 10(21.3)
FERME. BiR 8(13.8) 11(23.4)
[E]icgies 6(10.3) 5(10.6)

AT BER 34(58.6) 42(89.4)
—EB 14(24.1) 24(51.1)
ESN 8(13.8) 4(8.5)
—EB. fea L EE 17(29.3) 19(40.4)
DA HfEHELEE 5(8.6) 10(21.3)

BXERIEIR 9(15.5) 15(31.9)

RBMAEIR 6(10.3) 5(10.6)

ZDAtDAEIR 0 10(21.3)

N—RSAVDHAIR7

B (R RE) 1.2(1.42) 2.1(1.40)

g 1.0 2.0

=UNEN=wNE| 0,7 0,6

R—2AZFAVDEQ-5D IndexA37”

FIE (FERE) 0.766(0.2203) 0.680(0.1961)

hRfE 0.815 0.706

SUNERSINE] 0.04, 1.00 0.27,1.00

N—SA4VDEQ-5D VASZ7

FHE (EERE) 73.6(14.81) 59.1(20.39)

e 77.5 60.0

SUNERSINE] 30,97 0, 95

N—RASAVDEDSSRA7

FIE (FERE) 3.30(1.584) 4.26(1.510)

B 3.25 4.00

SUNENSONE] 0.0,7.0 1.0, 6.5
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

Z2

TIVRZURCESHIFS8HI(SEEAANFIP)) THY INSEREUBTFREREL T FER SNV
RS ICHIT 2R LM ZETHBUE U, IR SHARI P RE () [389.9338 (2.0~131.158) [(HAAEM T
82.1438(50.1~98.1:8) I CUTz, BIfERIZ586I0h 2641 (44.8%) [CFRH SN EREIERIFEAICHIRIGA
151(6.9%) K U'SERE 3 (5.2%) TUTz. Ffc. BARANERICH T 2EMERIFIBIH5H] (55.6%) [CRHESN, ZD
PERIFU >/ VERECRIAN 21 (22.2%)  BEBER . EXUBERREE, BRfEZ . BRfR. ALBE &5 141(11.1%) TUTZ.

EEGTHSERIFS8HIH11461(19.0%) (CFRHS . T DWERIFBEIRKEMERN K B HERIIRK . B K E
PERUINE . Ffisk . EBSENER BT, B MEHEE. LR B M/ RO B XA EF. BRIE. FEI2IE.
RECBRIRIMASAE 5161 U REPUEICESICAZTBRIF I (RETK. BRRE UMK AT /MOT1E
FARR) [CROONF U AFBRICH VN THEEERICL DA TIFROONFEATUI,

¥ T—9NybATH 2022678158

( £EEANUCBFRAKHOEESRERROHE (ZEMFITWIRER) )
n(%)
BARAER
((NE))
BEER 54(93.1) 9(100.0)
EIfEA 26(44.8) 5( 55.6)
EELBEESER 11(19.0) 3( 33.3)
BSPIEICESICEEER 101.7) 0
T 0 0
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B ARSIV 5%

( EEETS%L EICHIRUCAESR (REMFTIRER)

BAAEH
(N=9)
BEER 54(93.1) 9(100.0)

COVID-19 20(34.5) 0
P 18(31.0) 3(33.3)
)] 7(12.1) 1(11.1)
HEbE 7(12.1) 2(22.2)
LERks 6(10.3) 2(22.2)
PRESREZ 6(10.3) 0
EEmER 5(8.6) 2(22.2)
FH 5(8.6) 0
=20 4(6.9) 0
FENESHEN 4(6.9) 0
s 4(6.9) 0
AT 4(6.9) 0
LIREER 4(6.9) 0
OREANJLRX 4(6.9) 1(11.1)
g0t 4(6.9) 0
BE 3(5.2) 0
AV 3(5.2) 0
T 3(5.2) 1(11.1)
HRPREREE 3(5.2) 1(11.1)
BRERMERER 3(5.2) 0
BmE 3(5.2) 0
U/ NERAE 3(5.2) 0
R 3(5.2) 0
FEEsE 3(5.2) 0
NP 3(5.2) 0
E 31 0h ] 3(5.2) 0
BlISSAER 3(5.2) 0
DOF ViR 3(5.2) 0
EEREISEI A 3(5.2) 0
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

(BE) Bt

(N WIIFHEZERICKVHIESNIYIEIORKERPEFHE TOHIE [FAS]

2IVNSUREDOEBHR S (CH T 28T H R & (8E6) (£73.50:8 (11.00~117.71:8) T
W IRIEHBR S R(ICIVHE S NB OB DPERIFBHONEE A TURE (0F) . —H . AW S M EE
DB s HA RS h o 1B (85F) £36.00:8 (1.86~117.7118) THY . MIIFHHEER(ICKIHIESNIZHTD
SEBRERE2061(42.6%) ([CFROSNFE U I FHEZERICIWVHES NI B DOHERPBEFE TOH
BICDVT, IIVNSURBENB S SR CREMZNERENRHSN (p<0.0001*%) . LJLNSUZEED
NER S IRBE TN T HEHURI DIE TFEKE98.6% T Uz [/\HP'—RH; (95%Cl): 0.014(0.000, 0.103)**1,
Fle. BAANERICHF 2 TIVNZU X B DB BTl HA R L E (8EF) (£71.8618 (53.00~86.86318) T
W ORN EHERER(ICEWVHIE S NHB DR DPERIFBHONE B ATURZ (0F) . — 5. AL TS SR EE
DIBREHiEA RS h R 1E (80 (£34.14:8 (7.71~86.8618) THY MIIFHEZRER(ICKVHIES N/ CIDE
ERChEF(E261(CRHSNFE LI,

BH. LIVAIUREOEBR SN OERE S CHS 2B MR ch R 1E (8F) (£90.938
(11.00~135.148) TH 4 IRIIEHAZRER(IC LV E SN EDHBPBFRESRHSNETATLEZ(0
Bl) o —75 . HEB TSR BE DB STl AR P SR fE (856) [$36.00:8 (1.86~135.14:8) TH Y. JRIIFHEZE
RATKIHES N DHERPEFFEIF 206 (42.6%) ([CRHHNF LT,

%1 F—9HvhA T8 2022638158

%2 log-ranki®E

%3 CoxtEBIN S —RETVICEDEFiIthiA CRE, 70771 VL ESERR
x4 F—IHhvbATH 20224678158

( BIFBESRCSHES NAEORRPERE TOMHM (EBHEED) )
10 {7 e+
t-s 100% 100% 100%
0.8 - e
gy
i e,
W 0.6 '+"'+"Jl++-+--+--.+--..
S 63.2% e
o 56.20 TTTTTTTTTTTT Y
i 51.9%  ‘eem-=te-—t
B 0.4-
2
| — ahsuzes
0ol NEBTSERE
I\Y'—REE(95%CI) 1 0.014(0.000, 0.103)
| (CoXLBINF—REFILCE I EFirthE CHE. 7077 LA E{SHERS)
p<0.0001 (log-ranki&zE)
0.0 -
T T T T T T T T
0 12 24 36 48 60 72 84 9 108 11768
SEEAOBEY: il
IJUbEUREE 58 57 57 57 57 47 33 17 8 2
NEBSSEREE 47 38 30 24 21 16 13 10 9 6

IBEREHMiEARICh IS (#EE) © 1)UNSUR®E$73.50(11.00, 117.71) B AE S ERE$36.00(1.86, 117.71) &
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N<Jdr
N7 SN

ANSJr
FrAS S X S R

NS JUrBECKH
S ARt FREt

NSJUr
bR o

b

=

z
£
fE
IS
)
0
T

IN
J
A
)

BRPREIER

( ITEHERERICKVHIE S NIYIE DA ERDBFRE COHIR (Y 77 IL— i) )
BHAAEH
IJLRSURCEE NS REE
(=) NE)
I EHBEESHIET o 0 2
SHERCPBRN RSN EE
JERFEHEARS GE) HRE (R/ME. RAIE) 71.86(53.00,86.86) 34.14(7.71,86.86)

Q) MIIFHERERICKVHIESNICEBRIBEROFEEBFEE (ARR) [FAS]

2V UR B DOEER S (CH(T 2 BB HMEA R E (85E) (£73.508 (11.00~117.71:8) T4,
IIEHEEERICKVHIESNICHEBRPEBEFEDARR (95%C) (BIZEHEIES) (£0.000 (NA, 0.044)* Ul
EFICHBENBEVTREUVEBRERDO.25(TH/4NE) EERNTHREIZHNEEENROOSNF LR
[(p<0.0001 (EHEMEERIRTE) 1. Fo. BARAERICH T DIV U R B D8 Bs i #A RS choR i (806) ($71.86
B (53.00~86.8618) Tart) IR FHER S RICKWHESNZHERPBEFHEDARR (95%CI) (B 77 )L— TR
#1)130.000 (NA, NA) T,

¥ F—9NvbATH 2022438158
* IEHEEZERAZ95%CID_LRRIFEHE1 DA ZRAMICE DT ANFHTIHRUC (BEOMH0DBEIFCIMRERELRL) .

( MEEEERICSVHES - HRPAERDARR EREHEES) )

<0.0001 (I ARTE
ARR(95%Cl) p (EfEHERIRTE)

0.000(NA, 0.044)*
2JVBEUREE (N=58) 0——

ARR 0.25
BRFRE DR [ )

ARR

* IEHEEZRWZ95%CID LRRIFBHE1 DA+ ZEHMICE DT AFKTRUIL (BREOMNODBEFCITRERELRL) .
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

(3) [BZ1E#R]Hauser Ambulation Index (HAI) DRX—X 54 U Hh S DEEFRIICEBIRE(L [FAS]

SITHEBEDSHEIEETH BHAIC DV T, LIV U RO T ER SH™ CHITF 2 BU Ml AR PR E
(&) (£73.50:8(11.00~117.7138) THY . HAIDR—2 54 U HSDEEKRNICEEHRE(L 3241 (3.4%)
([CERDONF LT, — 5 NS M EF DB ERETfhHA R oh 0UE (£86) ($36.003E (1.86~117.7118) THJ.
HAIDAR—Z 5S4 S DERREICER BRI 161(23.4%) [CRRHOSNFE Ul LILMSURBEOANER St
REEIH T BBAED A A (95%C1) [£0.155(0.031, 0.771) THY . FEFZHEREHBHSNF U [p=
0.0228(0YVRTawZ@RETIV) ] Fe. BRAEBICBIFDHAIDR =S4 VWS DEERNICEEGE
1blF 1)U M=U X B DB PR 2R ch R 1E (856): 71.8638 (53.00~86.8638) 1 R O ER SR E DEUREH
ARSI ORE (F8F): 34.14:8(7.71~86.8618) ] EBITEEHOHNF B ATUI,

¥1 F—9hvhATH 202243815

* N—=RSA VAP CHREEBEHDOIAT4vIORET IV

( HAIDR—Z51 Y5 ORI EE BB EIRFEED) )
Hauser Ambulation Index . .
(HAD 2IUSUR B NPT SR
(N=58) (N=47)
n 58 47
HAIZIZDR—ZSAVDBD [ o
Eenl AN o 72U n (%) 56(96.6) 36(76.6)
). (%) 2(3.4) 11(23.4)
BRERIN I CEERBIE DA v AL 0155
(LIVNSURCR/ S FSRED) '
AN
AR 95%Cl 0.031,0.771
ofig* 0.0228
* R=2SA YV AAT7 CHREEHDOOVRT1vIBIRETIV
( HAIDR—Z 51 U h S ORI EBBE(L (077 1U— i) )

BARAEH
Hauser Ambulation Index

(HAI) JVRSUREE SHE TS EREE

(N=9) (N=5)

HAIZO7Z DRX—=ZXS4VHh5D

BEFRICEE RS L 2L 9 5

&Hhn 0 0
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letn

o

=

ANCJUr
SNC]IT

BRPREIER

(4) [BZ1BIM]IEQ-5D index A7 DR—A 54 VH5DZE{LE [FAS]

BRI (BE). BIL DT 7  BEROEE. fBdH  NREK. A% H15D) Z5HEILIZEQ-5D indexX377IC
DVT. VNS UR B DT ERSH*CH (I 2B AR ch o E (8H) (£73.5038 (11.00~117.7138)
THY.EQ-5D indexXIAF7DR—R 54 UHSDZE{LEDRIE (85H) (. 0.000(—0.33, 0.50) TU.
—77 . N EB S R B DB BRET T 2R RS h5R 8 (20E) (£36.0038 (1.86~117.7138) Té").EQ-5D index
AAT7DR—=R T4 U HEDZE(LEDHRIE (&FH) [£0.000(—0.67, 0.41) TUTc, B CHRETZNEEZE
[FERHOSNEB A TUR[p=0.0567 (ANCOVA*) 1, Efc. BEAERICHIFBEQ-5D index 27 DR—
ASA VUHSDZELEDDRIE (BE) (£. 1/UZUR B CEPRSTI AR dhJuE (8E): 71.8608(53.00~
86.86i8)10.000(—0.10, 0.14) . AT S MEE BT R PR 1E (85E) : 34.148(7.71~86.86
8)170.000(—0.20, 0.29) TUz,

¥ F—YHvhATH 2022438158
* REPHZRF N—XS5A VDB ZHEEEUcN—ASA VDS DB IFZELEDANCOVA

w

=

%
iy
)

0 A
<o

(" EQ-5D index2I7 DR—254 Y15 DBALE (@I REHHIEE) )
EQ-5D index 237 2IURSUR B NE S S EREE
(N=58) (N=47)

n 58 47

T8 (FRERE) 0.005(0.1522) —0.043(0.2115)
EQ-5D index AO7DX—2X
SAUNSDELE thR{E 0.000 0.000

R/ME. &RKXE —0.33,0.50 —0.67, 0.41

plE* 0.0567

* BEBERTF RN—ASA VDIRUZERZEEE U= 54 VDS DB TEEEDANCOVA

(_ EQ-5D index2I7 DN—251 VS DEILE (977 )1 — T

BAAER
EQ-5D index 237 TJURSUR B NER S S EREE
=) (=)
n 9 5
EQ-5D index RA7D~R—2 | FIE RERE) 0.004(0.0615) 0.057(0.1917)
SAYDSORILE PRl 0.000 0.000
B/l BAlE ~0.10,0.14 ~0.20, 0.29




MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

(5) [BZBIRIEQ-5D VASROA7Z DR—RS54 U5 DE{LE [FAS]

BEESHEEREZFHEUZEQ-5D VASICDWT., LIV URBOEBR SH* (CH(F 28 usHlE
EcpRE (83H) (£73.50:8(11.00~117.7138) THYWJ.EQ-5D VASROTZDN—=RSAVNSDZELED
thoUE (&E) [30.5 (=45, 40) TUIC. —7 . AN S M B OB HA R P o i (F0E) ($36.0058 (1.86~
117.718) TH'.EQ-5D VASAOAFP DR—RSA VNS DZE(LEDFHYE (E3H) (£0.0(—28, 40) TUIZ,
Ffe. BEAAERICHFDEQ-5D VASROAT DR—2 T4 IS DZE(LEDhHRE (EF) & 1)U~ 2B
LEHRETihHA R o B (FE) : 71.8658 (53.00~86.86:8)1 T—1.0(=11, 10)  HEB TS EF LEHREThEA
BEch 1B () : 34.14:8(7.71~86.86:8)1¢10.0(0, 40) TUIz.

¥ F—IhvhATH 2022438158

(" EQ-5D VASZIZ DR—Z54 U hSOE(LE @l RHEEE) )
EQ-5D VAS 237 TIVRSUR B HNEBSSEREE
(N=58) (N=47)
n 58 47
EQ-5D VAS ZIA7DR—2X 516 (RERE) 2.6(14.07) 0.6(16.39)
SAVHSDE(LE choR{E 05 0.0
5/)\E, BAfE —45, 40 ~28, 40
(" EQ-5D VASZIZDR—254 Y 5OE(LE (577 )— TR )
BAAER
SRS 2307 LLASUR"E NPT SN
(N=9) (N=5)
n 9 5
EQ-5D VAS ZIA7DR—Z EHE (BERE) —2.8(7.66) 14.4(15.63)
SAUNSDE(LE g ~1.0 10.0
5/I\E, BAfE ~11,10 0. 40
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=
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BRPREIER

(6) [BZBIR]EDSSOR—R S A H S DEERIIICERIRE(L [FAS]

AT DI EAE (PR R R ODRERE R OB ENRE S B R ASEHIBRDIEIE) DEDSSIC DV T LIULAIUR®
BOTBERSHYCHIT2BEHEHIHIR PR ME (8H) (£73.5058(11.00~117.7118) T&H" . EDSSHR—
RASA VD SDEERNICEBRREL™L64(10.3%) ICBOHOSNE Uz, — 5. AEB TS EREF DB ER
RIch o (856) [336.0058 (1.86~117.7138) THY . EDSSDR—R 5S4 U HSDEERNICEERELIE1 1
51(23.4%) [CBHESNFEUIc. Fe. BAAERICHIFBEDSSOR—R S A VHS DERRNICEEREL(E.
1)U R B Bl HA RS ch SR E (856) - 71.8638 (53.00~86.8638) 1 C1HIICERHHN. A S S R EE
BEHREMMAARIch oS (80) : 34.1458(7.71~86.8658) I TlFZRHSNE B ATUI,

%1 F—IHwhA T8 12022438158

%2 BRNICEERBILER—RSA VICEDEREL. [R=2F54 VN0 M D2RLL B [R—=254 VA1 ~5. D1 R HEN] [R—=R 51>
W5ZBZ THY N D058 LDl & Ui,

(_EDSSDAR—Z 51 Uh5OERFHICEE LB BIRFHIED) )
EDSS 237 2IVRSUR B BT SR
(N=58) (N=47)

n 58 47
EDSSDONR—RSA4 V5D N ®
BEERECEE R 12U, (%) 52(89.7) 36(76.6)

ah.n (%) 6(10.3) 11(23.4)
BEMR AR (LIVSSUR B/ NB TS 2ES) 0.332
( EDSSDAR—RSAYD5OMRKNICEBREL (H7 7L —THEH) )

BAALER
EDSS 237 2JURSUR B NEFFSLREE

(N=9) (N=5)

EDSSDONR—RSA4 V5D

BRI BB RS 2L 8 5

ahn 1 0
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MAFTIE 10 mg/mLAEN (LIS U R sEEeE300 mg) £100 mg/mLASEN (2L R HISTESSE300 mg/3 mLRY
VAU HIETEEE1100 mg/11 mD A’ eBUET A EHOBVBRVEERT — 91310 mg/mLEEIIC LD BD T,

(7)EEHHIBEBICRE T Y 77 IL— 4T [FAS]
2IVNSURBOFER SH¥ BT 2 BBl AAR oM E (856) [ 73.5058 (11.00~117.71:8) TUI.
— 7. AE S R B DB IR ST HA S ch 9B (83 (£36.0038 (1.86~117.7118) TUlz. TEFHHEB D
HIFHEZEERICKVHIE SNV DHBPBRE TOHEICDOVWTY T I I — @i zRiEUlzc &5,
BANGET IURRT AIHANZBRL T T I—FICBNT. N F—REEDI5%CID _ERRIF 1 KE T Uz,

¥ F—9HvhATH: 2022438158

( BIEEERICSVEES B ORRTERS TOMMICHT 5977 L — @i )
BEH ANV NF—REE XE{EF
TILNSUREE AT SRR | (95%Cl) pfE?  piE*

FAS 58(0) 47(20) —e— 0.014(0.000, 0.103) <0.0001

Hhigl
KM 21(0) 15(3) ‘ @ ! 0.085(0.001, 0.877) 0.0250
FITPKREEF 20(0) 13(5) —0— 0.042(0.000, 0.378) 0.0013 0.9391
FRM 17(0) 19(12) —0— 0.039(0.000, 0.301) 0.0006

Fhip
<45i% 25(0) 24(14) -@— 0.021(0.000, 0.162) <0.0001 0.7756
245i% 33(0) 23(6) —@— 0.043(0.000, 0.367) 0.0012

151
oy 52(0) 42(16) — 0.018(0.000, 0.134) <0.0001 0.7751
Sk 6(0) 5(4) —0—— 0.057(0.000, 0.556) 0.0068

Aig
FITN 21(0) 15(6) —@— 0.049(0.000, 0.441) 0.0027
BANGT IUHNFR ‘ ‘
FRUAA 6(0) 8(2) w ® | 0.101(0.001, 1.463) 0.0665 0.6208
BA 29(0) 24(12) @— 0.022(0.000, 0.167) <0.0001

RN—RSA VD

RRIFEED DER
&4 28(0) 34(13) —@—— 0.031(0.000, 0.234) <0.0001 07648
NV} 30(0) 13(7) @— 0.021(0.000, 0.176) <0.0001

BETEUAD

VYo JERE
&4 20(0) 17(5) — & 0.063(0.000, 0.562) 0.0078 0.6774
NV} 38(0) 30(15) — & 0.019(0.000, 0.142) <0.0001

0001 001 01 1 10 100
LIVNSUZBER ST S REE
INP—RE(95%C))

*1 BEFHEHEBEUCoxttBINT —NEFIL(FOT74 )L EIERERFZEA UIcFirth £ THR%E)
*2 log-ranki®E

*3 REEAEZSUCoxtLAIN Y —RETIL

E) AFBTIE—EBDFEHNHIBEDEIFNMOSDDETIFTR L
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sk

*%20234F 5 AT (B7HR. %hA
*20224F 8 Atr] (556hR. 48

s (C5) E/2O0—FIVRBRA EMEENE

~ ® =iEERE300mg
ANEFIVYR fom 300mg/3mL
( 5 7 U Z % 7 ) HF#&HE100mg/11ml

—fgE : STV T (EEFHERR)
EYERBE - BIK - WHEERSR (TE - ERSONSECSIEETHIE)

B4
=0

1 AADBRESICEDHEERERPEZRIET DIELBD.FHTICES
BENEHBLH UTORICTHEETBTE,[5.1.9.1.1.11.1.1
% 5]

1.1 FRIOBREICE LTI, BEEA B R E O HABIR (8, B,

IBIEES) ICEREUTHEZ 2TV BEE AR RLEL SN
IBAIcIt BESKZEL. BRSSO BIHLEET> I,
1.2 BEGREZETIHAEERVWTC AL AFIRSRIICBEEAE
ICITBVIFUZFEET DL DEICRUTIVFVOEMEER
EZRIDIE,
1.3 BEAFRRME RSN RIRBELEZIELNBHZDT. BRI
THICHEETEIZEEEERVEMDOD E T, H2WIEBEERFERKE
FEDBRIRUAEN AR EREREDEE T TIRET L,
JABERSERPEDYRZICDOVWTEEICHAL. YKRBLEDY
HBEZRERICERIE. BREAREREEICEET ZERIFEE L
BRICIE. FREICERTILSBEITEREZS5ZX52E,
2 KFE BIEMREANEY OE VR, R8BSR M {4 R ESEERE.
SHEUSEHBENESHDVIEHREREHERXARINILEE (FER
BERAEZED) T2 RBAFZF ODEMDH ETORAE LOERELE
RlEE EEDZEHMESNBBRICORRET B E K AFIRE
BAtAICSEI . A Al SRR E A S BRI EAI TR BV EE S8 A
DENERVEREEZBEIEZFOREKICTIHBL. AEEETH
SIRE5TBHZE[5.1.11.1.1 BE]

1.
1.

—_

—_

—_

—_

—_

2. ER(ROBHEICFHZRELBWILE)
2.1 BEE A BEREICTRE LTV B EEREERL S T2 HENNHD.]
2.2 REIDR TS UBBIE DELERE D& 5 8E

3. #HR%- IR

3.1 #8A

\ EAEEBRNEES \ 876399 \
300mg HI 300mg/3mL | HI T100mg/11mL
A W FE 5 | 30100AMX00022000 | 30300AMX00316000 | 30300AMX00315000
EMEENHFA 2019494 2021118 20214118
ARFERIAREAR 2019494 20214128 20214128

Bk R R R, 2~ 8 CTRE
BREAE (VNSRS E300mg) 301 A
(L 2URHISEESE300mg/3mL& 01 100mg/11mLY 185 8

BIE R AAIRGICRL TR RRAREZET 2555 2RV RALAARSHRBODEE
S2BEB R CTICBERARICN I BT F B B &I NEANDFAPIR SR LTI, Al
AL AV 7LIVH RN T 270 7 OEERNEHRL REBOSBRICdTnZNDTY

FDEBEBRNTEHIE[1.1.1.2.9.1.1.9.12,11.1.1,11.1.2,17.1.1-17.1.6 B8]
(RIEMREANES/ OEVRIE)
5.2 KL 7R—TA XN —EZFICLD  REERENES OV RIECHEE SRS NCBEICHE
AddzE,

5.3 AFKSICLDPNHIRIMIR Y O—> NEELTWSIco), KFIZFRIEUBE ICEE R BRI
DNEUBRENNHDIED S AADENERVREEZ+HICER U LT ARFIR S ETIE
EZ5NBBHEICERTDIE[8.1 ]

(FEBRRUA M 14 PRETEREREE)

5.4 i AHIHRE S IC LI REE M M FREBEAEREE @ﬁ%‘t;@ﬂ?%;to
X)gfiﬁﬁiem&ﬁiﬂarﬁﬁﬁ(aHUS) LEAR2015] (BAEHEY R BRNERER) 22

cg3ze

55 :;'x'\émﬁ'&ﬁ%ﬂd \MEFEDEE IR T D2AF OB RO REMEEHEILL TR (ERRERD
72U o

(2%3&%&&%#73&(%&7 O7 VY REFERER FMBHEEEICLZEROERLRELS

BICR2

* 5.6 AAE M7 LFILIV Y ZRERABIEOBEICERT DI,
# 5.7 RAE, AT O RAIXIEZT O RAILS O R ENHIE A +DICEH LBRWEEIC U TICRS
BENOREZERTDIE,
- REIO7UYKEREREAX G RZ 1T UCHOERDEEN REREE
- AFFECEMERZICLD, REV 07 Y KEEEREX MBS LREORITH R e EE
(BEREBHEINY MSLREE RHEETHEAZET) OBRTFH)
*% 5.8 AAL RHRBFHWA IR MNSLEE (RAREHAZE0)VOREICERTZIE,
) TS FUEBUIE - R EMA BTN RI10201 7, (BAMRER) ESEICT DT L,
*% 5.9 TV TIRY VATURISEDBE IR 5T 52 &,

g 6. BIERUHE

(RIFEREANES OE YV RE, £ SRS RN (REJ 07 ) Y KEFNERIE XIS MBRHER
Eg.;%;ﬁ;i@%‘iiﬁﬁﬁti%ﬁt:m%) RUBHEBEEINY MSLEE (RHRERAZSD)
D

BB RACE ZTUXYT GEEFEEA) LT BEOREZZEEL, 1[6]12,400~3,000mg %z
%Fﬁ;& L. #l[E1i% 5 238 #I21[813,000~3,600mg, LUE8E & (211813,000~3,600mg% sk ##

(3Eﬂ1naﬂl'l$ﬁsﬁﬁﬂiﬁ)

BESTUART (BEFHEEZ) S LT BEDHREEERL, 1[E1600~3,000mgZFHMAEE U,
AEHR 5 2:8#(21E1300~3,600mg. U E4EX IE8E &1 1[E1300~3,600mg %z B FHNES %0

7. BERUREICEET BER

(RAEUERBENEY OEVERE)

W 4. FHEX (3R R

ORMEMRBANES OE VR

O RSR M FREBAEAEREE

Oiiﬂ%ﬁ)ﬁﬁﬁjﬂﬁf (&7 07 ) Y REFFEREX B MRHUBEIC L BERDEENHEH L
FRICRS

ORMEFRRANT NSLEE (RHEEHRAZED) OBR T

5. IRER IIFRICEEEY BiER
(aphestE)
5.1 FAll, BECSORBIBEME L. KKRBIEAHECE0-9DERENHIT HEEX SNBI0, Wl
REEIEUHET BRI AMEI S SBRER RIEL I < BB AN B ST ENS, AAIDE
MERORSMETHICRE L LT AR S DRIEMBICRE U B RN R EEICERT

LRSUR | TLRSURHAL | TLRSUZH H=aa iy P—
i planbey sy 7.1 @f_ro z;uﬁJ Z‘igm?%&,%t ¥5
0w 300mg 300mg/3mL | 1100mg/11mL 115720 DFHIDER S5 &
A7 AT AT *hE MNEREE 2EENEORSE
(Abhw/e—A) (ARw/—A1) (AbwIt—ft) 40kgl E60kgHH 2,400mg 3,000mg
30mLA+ 3mL T1mLe 60kgblLE 100kgK i 2.700mg 3,300mg
B | 77 VAT GBI FHEERZ) 300mg 300mg 1,100mg 100kgkl £ 3,000mg 3,600mg
BT NITL 263.1mg — — ooy o M= R SEME A R (o D
=R Rt S38me 137mg 503mg 7.@%%%%3&%%%’2:{1;5EF#LMHFM%B%%(LDH),’élib HETLTWALNSEICIE, ARIDR S
A ‘J:/Efé—*ﬁ?'I\UWL\t?Mﬂ%'% 53.4mg 13.3mg 48.6mg GRS M PR R )
[ heo 60mg | yomg ,0mg 7.3 1Bl h DFADR S BRUR S MR, TRESEICTBIL,
Ay - T50me 550mg 1Bl57- 0 DAFIO RS B R UK SR _
HAUE, F 11 =X/ \ s 25 5 (CHO) R DB BRI E L T N B, R VER5E | 2EANBORSE | 2EENEOR S HE
3.2 WHIOWR 5kg{ E10kg i 600mg 300mg 438
= — 10kgll_E20kgHRE 600mg 600mg 4R
o - o )L UZHISEEEE300mg/3mL - . N
B % & BILRSURRBIIEIOOMG | 1)) S0 2N A2 1100mg/ 1 1mL 20kghLE-30kgAE 900mg 2,100mg 88
P EENSDTMNCHEES O e~ MEED 30kg E40kgHiE 1,200mg 2,700mg 8
LFERDR EFERDR 40kgBl_EBOkgAE 2.400mg 3,000mg e
pH pH7.0 pH7 .4 60kg Ll _E100kgHE 2.700mg 3,300mg 36
SRBEL 01 (BREERERICLD 01 (AFEERERICLD T0OkgLlE 3,000mg 3,600mg EE
(BRI #IR#% (5mg/mL) #TRi% (50mg/mL)) (SHWEEHFNE (BT 07U KEHIREL MR R LSERO BN ERS

BICR3))
* 7.4 1EHIHDEFIDKREGEE. TREZSEICTEHIE,

1B1HD DAEIDR S E

#HE PERS5E 2EIBU DRSS E
40kglE60kg i 2.400mg 3,000mg
60kg_E 100kgF 2,700mg 3,300mg
100kgE 3,000mg 3,600mg

* 7.5 RAO LB BREFHENEBEETRE UVBRRHAR T, FEAEDBRRIGHI TR SR8
BRETIAEROBENE SN RS FIR 1 BBER I TITERDLEIBHSNBVEETIE UR
INR Ty NeBRU RBDRGPIERNTHIE,
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(RPREEMRANT NS LEE RMREHRAZET) OBRTFH)

**11.2 zotoaER

#% 7.6 1BHICDDAAIDRSBIE, TRESEICITBIE, 10%5L 1%L 10% 5 1% SRR
1EBbOAAIDR SR *| BipEE — =0, AL IR EIERE. B8 -
e AERSE 2EENEORSE *| —fR-2EBERLC — B R AUTLIOTR | EAE
40kg U E60kgH 2,400mg 3,000mg &5 SR DIREE KR BE
60kgELE 100kg % 2.700mg 3,300mg BRERLD — | tnERR tEEX B FAEUTER
100kgbLE 3,000mg 3,600mg FERIE _ _ (HEE)
s 7.7 FAIOMAEEETIC LD EROBZND GBS0, REHBERTT L, i U — |EAERSRID - -
% 7.8 RAE—EBMRS %, BROBEIOVURN L. BEOBEORIpROSNENBE TR, | | REEHHE
AADERE I AR T B, HHBRRRLC — BIEN. TR BT B _
(HEEE) BERRES LA
* 7.9 B0 07U ABEERE X RIS LEOEOIETIC LD, AR O MERREMETTH0T, EREE = EHEHEN - -
SE(C '3 & Z e JREEZEEIC Z N = =
TRESECAMDARRSEERT 5TL MARSRRREORBEMECMRTBZL. Tgge s T X P -
[10.2 28] B RRESE
*hE BEOFARSE | ARAORARE FADRAR
" IRF LR BIO7 U AR . v
ARIORIHE OB — | e 14. @A EOEE
14.1 ERFHUEDET
40kgl 60K i‘ggg:g 1@88:9 600mg @m;%g)ﬁ‘% R
Mg Mg 14.1.1 FIRFC. B BHT SEREN AW LA BRI TRRL. REH RSN S IEHEAL
60kgl{ | 100k 2.700mg 1.500mg 600mg BNTE,
3.300mg 1,.800mg 14.1.2 FEVVY YT/ A PADSREEERSID . DREBRERER N, S8/ \y VS TAA%E
3.000mg 1500mg FIRG 2. 271/ A PLOFRCDELOBERSEROE ROFREOAADRER TRES
100kgil b 5 600me T800m 600mg ELTBl,
*7.10 FEEREMBREDIETICLD . AADBMENRBE T HHZNH B 5, AN AN ORI BEORERRIEEORROBREOEAORS
wm | SREEL | #REo
8. EELEANIE (AT | Qyernprn) | FRORE
(RAEERBANEY/ OEVRIE) )L IR EENE300mg 30mL 30mL 5mg/mL
8.1 AAWE5IC L DPNHARIIRY O—>HEREL TWBTcth, AAlZF I UIciE A ICER LRI ERNAM 2JLRSURHIEEEE300mg/3mL 3mL 3mL 50mg/mL
DROENDEZND G 2. ARIDESEDIE LI BEICH LT IR B1E1 6B/, NERELROZ
NICHIBT SEREROZ (L E TR RHRL. D ECHU CENSABETS L. (53 SF] LRSI AHIRREET100mg/1imL__| 1 ImL 1l 20mg/mL.

(FESRBYRM | PRESEEIRRE)

8.2 FAR SFMBREM/IVMREEF 2 EHNICE=Y )7 U LERAD RO SNBWE R FHFID
BEMBOERZRITTEIE,

8.3 A FZFIL LB B ICERE DM MM NNEREN KRS 2EZNIH D FRIDERSEZHIEL
feBHEICH LTI $%®h§5%i%’m<ﬁ$b DEIISUTEYBLBEZTS L,

9. REDEHRZEIZREICEHIZER

9.1 AHHE - REEEDHDEBE
9.1.1 BEARERREDEEEDHDEE
AANC K DBEFRA R RERE ICREB LI RBAREMENSH 2. [1.1.5.1.11.1.1 BE&]
9.1.2 BRFEDBENSRIENTEDONDEE
IR AR (BEIRAE. A IKE. 1Y VLTV RS (LI RPEICREL LI RD IR

MBS, [5.1.11.1.1.11.1.2 28]

9.5 1w
EIRUFEIRL TV B A B D H B LI IC I AR L OB RN ERIEZ LOI2 TS 256
ICOMEETBHE,

9.6 &Am

,DJJ?L%JEE\E&U!#M%@EﬁIi%%Fb RO TR I ERET BT,

9 7 INR

(%ﬂiﬁﬁﬁaﬁf\%mzltzﬁzﬁ LHREEHENE (REJ/OTYYREFIREXIIMB LR
EICLBIERDEBENRHRIZEICIRD) RVEHBRERR AN NS LEE (BHEEHAEZED)

14.1.3 BEOELDEA (LILNIURSHFHE300mgE LU MU XHISEENE300mg/3mLKk
U1100mg/1 TmL) ZR&E U TER LW &,
14.1.4 FRRSBONTEE L IREBLENZ L,
14.1.5 ARE ZE HNFOLBREN BV EEZBRICTHERL. EEVROSNIIBRIFERLA
WZe&,
14.1.6 ARFBGRONCIERET DT E,
14.1.7 AFDINATZIUFTEEWTID TH 2. /\1 FILRORERERRIGETICFEET DI,
(LIRS YURHEEE300mMg)
14.1.8 AR UIE) TEEBLL—@}EH LIRWE S, 2~8 CTORE TIF 24BN, XIEEREET
[$6RFEURICERT BT,
(LMY RHIR#EEHE300mg/3mLKR Y 1100mg/11mL)
14.1.9 AR UCAREBESIERLURWSEE, 2~8'CTORETIE24BBLIAIC, BBEE T4
RREMUAICERT 3L,
14.2 FRIZSRKOER
(BFIFE)
*k 14.2.1 0.2X130.222 70V D7) F —EBLTHREG T B EAFNIMRIZ LTV LDIKE5T2H
DELMODESAL BRESRELABNIE,
14.2.2 FAIDR S HRICBHERHERUIHE E EMOYM TREREZECT X ER 5 2R 1E
L 5K TH BEOERNRETIETEECHRRT DL,
(LILRZYUZ R HEEHIE300mg)
*14.2.3 FRULCBROZSERE . UTOBRKRBICEIZ2RAREREEBRIANLSICL, 2EE
53 ThRRnT &,

OEHTH) BRARERICH 1 BB R U 2 B LURHE SRS DR AR 538
9.7.1 NEEERSRE LIEMEROREUAEEL U mRRBREEREL LA, EAEERE
GEMEEME RS EERR) R TEREE 2EELBEOR5E
9.7.2 hESKgRBDNEE R R E LB RO IREE U BRI L LR, AR SR I -
9.8 ElhE 5kgLl_E10kgFm 31mL/ 31mL/
BEDOREERRELGH S EEICRE T B —RICEIRBREE (B, IFREE. RREES) D 10kgLl_E20kgs % 63mL /B 63mL/kF
ETLTN. 20kgL | 30kgF 120mL/F 127mL/F
30kgbl F40kgsk 184mL/E 192mL/8
W 10. HE{EA 40kgElE60KgH 253mL /B 250mL/B
10.2 GHAEE (HRICEEIZTE) 60kgLlE 100kgH % 318mL/E 330mL /B
FHaE BRIMER -EEBAE W - fBERET 100kgB{ £ 333mL/kF 328mL/ks
*| NGy O7 ) EH ARETOT ) VEAEOHBERS | NG&T 07 > HA & DR RIS SN —— Sy
RUTFLYZUI—) | Lk TAROMRAAET B2 | B 5L, AN HHBE ARICBIEHIBGBEORIEGEE :
IIB NS0T )% | NDHBOT, HHRT B AICIE. A | MET T 2 AN B 2, t*hE BRER BAREEE
[7.0 28] ADBRZSEERT BT L, 600mg 240mL/B
*|TOALFEER P77 | RADHEIRET 2R HS| TIHILFFER FILTFICED A 40kgbl 60k 1200mg 240mL/F
(BETFHABER) DT KA & B REERRT 51 ﬁU%‘é‘{:ﬁéL%’lichc‘x‘ﬁﬂi(FcRn) 1500mg 250mL/F
B ITHLFEER PLI70|ICHEET 2EADMERRENE
PO B B BRER S5 T?éﬁ}ﬁ@l&b%éo 600mg 300mL/8s
BRI ST BN EE 60kgbl - 100kgk 1500mg 300mL /B
Ll 1800mg 328mL /B
- 600mg 300mL/k
11. BI¥ER 100kgblE 1500mg 300mL/B
ROBEFIDBEDNBZENHBO T ABEETH TN BENRSSNIBAICEES2RIET 1800mg 328mL /B
3LLBIBABETSIL, (2JV+SYZHISERE300mg/3mLRY1100mg/11mL)
1l gég‘éﬂgf—g- = (0.4%) * 14.2.4 BRUEORSEER MU TORKEEZELBIBVNES I L AERSRITOBNTE,
*+ 1111 BMEMEBRIEQ4%) = 2 e i N DERULEIE AR S OR AR SEE
B X I BUMIE 2 RAE U, SMICEEL T 52 EN'BB0OT, ARDR S ICH LTI, 43
DINEREIE (St T, AR, U, AR O Z b, B0 - B, 538, AIREME) Z0 . BARGRE
BRETDMITS L MBRABBRENRONIIBAICIE. BESCRR U MERIORSZEDEY] DER 5B 2EBLUEDIE 5K
BILBETSCE, MEAEICHT 5757 > 5 LT bR L BB THD . LI ES BrobLE 1 OKgF T L/ SmL/E
BENBHB.[1.1.1.2.5.1.9.1.1.9.1.2 28] 9 g - E
*E11.1.2 EBAESRE(1.9%) 10kg{ E20kgH 16mL/Kf 16mL/k§
%%EEWV@EZ E, ]Eﬁi&ﬁk%@%«r‘/m/l‘ﬁf FOEERBBRENBSDNBIENB 20kgEl_F30kgssE 30mL/E 33mL/E
%,[6.1.9.12 21 5 ; : 2
11.1.3 infusion reaction (38 AH5) 30kg;i40kg%£ﬁ 46mL/5 49mL/
VAV I TFIASFY—ENHSONZTEN BB, 40kg M £ 60kgA 64mL/F 65mL /K
60kgLlF 100kg i 92mL/B5 98mL /B
100kg2LE 144mL/6 144mL/i
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WBARERORKRSEE

*E HHRAE BARSEE

600mg 48mL /K¢

40kgLl EB60kgF 1200mg 57mL /B
1500mg 60mL/fF

600mg 60mL/fF

60kgl = 100ke ki 1500mg 83mL/kf
1800mg 86mL/kf

600mg 71mL/BF

100kgbl 1500mg 120mL /B
1800mg 127mL /s

15. ZDMDER

15.1 BRARFERAICED 1R

ERLRSIEHRICEVWT BEBIRESNTOIHARAICH T 2MEDEENRESNTND,

(1731 28]
15.2 JrERAREBRICE D <1EHR

NORADRE- FRIBFAE R (60mg/kgz BB TAEICEIRNIRS) ICE W T BIRTZ R ENTRDS

nice

19. BB IS SEEFHNAR

—RREIEHR: ST VAT GBI FHEEAZ)

Ravulizumab (Genetical Recombination) (JAN)

2 F IHIH  CooosHazreNs7906s1S1s
L8 CioieHis83N2710334Ss

N B STV T GBEFERZ L MEE /IO —FILIHETHD IR b MEERCE LK
DRRFHEREL, £ hTL—AT =88 RO MgGHEE B S105, LEDOE BLRIE
K BHICHRSE Y %o £fo, HEE B EOCH 1 8, > VB R UCH2ERD—ERI%IgG2 (r 284) M
5720, CH2ERD 7D ECHIERIFIGGA (r 48H) H 5755 . HIEDMet4 29 K U Asn435(FZ
nznleuRUSerlCBIRINTNS, 7T URYTIE F v/ Z—X/\LRY —INEfIc
SDEAESND STVAR TG 44BN T I/ BIEENSRDHBE2AR U221 MEDT 2
/RN SB L 2R TEBENDIEY Y/ E (5 F 8 1#148,000) TH B

20. BkW EDER

NERHBILEXLTRET DI,
2 .I . %G\%{q:

21.1 EERURVEBAHBEERED LGBEYICKRET B L,

(REERENEYOE VR

21.2 BN TORBIEANBH RSN TSI e S, WiEIRTTHR, —ERDESICRET —IhE
BEEN2ETORIE 2EAZNRICERREAEZERT 2L IcLD FAEREEDOERIER
ZIRETHEEBIC AADLR2EROENEICEI ST — 5% R HICNEL. AFIDOBIEEA I

BREBEEHELDIE,

21.3 FAIDESH FAFERBENET O RIEDZH

GREICEBL AFIDOURIFICOWTHT

DICEBTEBERM - EREEODE T BEARRBRRED LI RRICEBEUICEMEDEEE
Bofc ETOMTOND LS BIERFEICH > TR EBEBEHE LD,

(GEEBUR M RESAEFIREE)

21.4 EATOBRBREANMBO TIROSN TSI EH S, BLIERTER, —ERDEICRSET—IHE
BEENZETOMIE DEFAZNRICEBRERHEEZRET 2L IcED FAFEREEOERIER
EIRETHEEDHICFADLR M ROENEICEI ST — 5% RHICNEL, RF OBIEERBICD

BREBEH DI,

21.5 KENDKS5HY JFEENR M FREFEE RO DI

CREICEBL. ARIDYRTEICDOWTHT

DMNCERTEDEAM - EREEOS T BEARRREDCZI OARICHEEUCEMEDEHE
Hofe ETOHMTONS LS BIERTGICH > TR ERIEEZHLDIE,
(£HRSEHBNE (REJ Q7YY AEFERESMBHEREIC S DEROEEL RIS

AICR3))

*

21.6 BN TORBIEFINBH RSN TSI LS, WiEIRTEHR, —ERDESICRET—ohE

HENBETORIG DEPETRICERRBREEREI D LICLD FAEABEDOE RBER
ZIETHEEIC AADTRLEROEMEICET ST — 5% RHICNEL . AFIOBIEERA I

BIEBEZHELDIE,

*

21.7 FHIDZREH, £ 5 EFEHENED DT 5]
BTEZEM- EEEEOLE T BMIERERLEDD

L AFIDYRIZFICOWTHHRICE

CREICERUCEME DEEER ST

TOHTIONDEL S BUERFEICHI > TR ERIEBEH LD L,
(RAEERR AT NSLEE (RHEERAZET) OBRTFH)
*% 21.8 BN TOARREFNBHTRENTND I EMS, BUEIRT TR, —EBDEFICHRDT—IHE
BEENZETORIE DEAZNRICEBREHEEZRET 2 EIcED FAFEREEDOERIER
EIRETHEEDICFADLR M ROENEICEI ST — 5% RHICNEL, RF DOBIEEAICD

EREBEEACDIE,
*

*

21.9 FHIDBREN RHEFHEAANY MSLEE (BHEEHAZE0) OZMOaRICHERL K

ADURIZFCLOWTH+DICEERTE DEM - EREEDE & T SRR B RAIEO U BRI
BUIERMEDEREEN S /e L TDHRTONS LS BUERTEICH> TR ERBBEZHEUDIE,

(LIL YR RFEF#E300mMg)
30mL[1/xr7)L]

(LILMZYURHIRE#E300mg/3mL)

3mLL1/817)L]

(LILMZYRHIREEE1100mg/11mL)

1TmL[1/7)L]

HMEBETF R ECSRWIEE BRIICSERLIEE L,

BHERRSSTT [MEEERER UL E bR %]
PLOSAZDIT7—XERSH AT AV TAA—Y 3V BYH—
T108-0023 RRFHEXZHITH 1 &1 85 ANRAT—Y3vyT—N

JU—4547)L:0120-577-657

2AIERE 900~ 18: 00 (. B, MERUIHAERZR)
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Ultomiris™, )L~ ZYU X (FAlexion Pharmaceuticals, Inc. D& REE T,



BLEERFTT (XA RERVE VW EDE 4]
PLOIAT T 7N GRS

XFAPI AV TAA—S T T — K\* .
I — 54 7):0120-577-657 LEXI D N
R 9:00~18:00(+. H. AR O AEHZERL) AstraZeneca Rare Disease

ULT-001-2305-01
2023F5R31FR



