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2 JFHI, ARANBEGENCHERE IS T2V 7 F o aERT A L, BE
WKISLTCO 7 FroBENEREZETH2 &,
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P K QRS AT RE e R Mk & O T TR 5952 &
BERE IS B RRYSIE D U A 7 12 HOWTERFICH L, MY E O 01311
15 % e SR NS B S, AR g UL LS B3 S E R S R BL L 7245501
X, BERECEKT I LXOBFICEBEELGZXDLT &,
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DAENER MEEMEZ BE IEOFRBEICHoaB L, MEEZHETHhoEE
THZ L,
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5.1 AANL, L7 e TF =Y U FERGURGEOBHICHEN T2 2 &,

5.2 AHNT, MMk C5 OFIRZME L. KRMAEA I C5b-9 DA 2 Ml %
EEZDND T, MERE 21X T &3 2 TR 1 K 2 RGLE & 78
JELR TS R WEENDH D 2 b ARAIOANMER OVE 22+
fp L7 BT, AFERGORIFELEEICHRT L, WYL REEITHTT 5 Z
Lo Fio, AFEEICERL T, AL ARERERG OV < L 2 R AT
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KLYGEFA® subcutaneous injection

A HRBLT  BISE, AL SEEEIEE

E)ER - ERSFEONSTRICK VAT LI L

1. B

1.1 FEIDFESIC K BEERERMEERET D2 &N H Y T
CICEZBZNOEHIH. UTORICTHEETD &S
[5.2,9.1.1.11.1.180,]

1.1.1 FRIDESICEE U T3, BN ERGYE D YRR (Fe#.
5EE. [BEREES) [SER LU THRE T2 ICTV. BN E RS
ENRONIBEICIR . BESICE2EL. . AEFORSEDE
BFNBZETS T &,

1.2 AL AR SHICRENEICHTEDIF U EET D
CEMEBILGEUTIIFVDBINSEZEERT D &

1.3 SRR ERRERBGNRBEELED T LN BHDIDT.
BRBICTOICEECEIEEMERNUEMDDH ET. B30
(3 BERE N B RRE D SRR R BB TI AR IR EE R ISR & DI
TTE/REITD &,

1.4 BERERERBREDOY AT ICDWVWTEEICEHIAL . HE%=E
FEDYERBIR ZEECIER S B BRRERLEICREY B
RHFRUIBEICF. FEEISER T 3 L3 BEICEREES
ABT &,

2 AFIG 2 BRSEEHEEC T BAESEE OEMDD &
T aELOERENERMEZ LFh 3 LHENDIBEICO
HRET DT EF e AR SHIBICEKILS . AR RRZE T
BTERERTE BV EEZH . AFNOEMEROBREZE
BENRZOREKICTHHEL . AEZBTH /5T
&.[5.2.11.1.1888]
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HAE M0 HES
876399
F-MMyIzoy=]  TurY
S5 e
AR 72 B -
3.2 HFIDMEIR
R 754927 7 EFE300mgH — M Vx5 —

75417 7K ™ME30mgTY ¥

PR WEE~BOOBIHXIIEEHOWH

pH 6.4~7.0

2B 350~550mOsm/kg

2. FR(RDEEICIFRS LBV E)

2.1 BEEAHRYYEICRE LTV ABREEREZE(L S U557
s 5,]

2.2 KA ESH UBEEOBREED & 5 B

3. 48K - R
3.1 #HR%
754 Y 177 R ME300mg
F—=r AT H—
HR7E4 54T 177 K ME300mg
SyvY
1A 2mLA
ARGy |77 V)< 7 (BEFRER) 300mg
WAl |L-e2FT v 5.1mg
L-E 2F ¥ VIEREKA 1.5mg
ory, 15.0mg
B 136.9mg
ARYYVILR— 180 l.6mg

AANZF v 1 =—ANLAY —FI5(CHO) HR OB A fakk % A
WTBLES NS,

4. THRENIFFHR
EREEEMENE(RT O/ RFRINIZFRA T O4 REISNDRE
MHFBFN 2R LB VESICRS)

5. MEEXFFRICEHET FR

51 KFZ HL7 7)) »ZEEFEBEOREICHERT 22
&,

5.2 KHNZ HHECSOBH 2 HE U R MAEE S CSb-9DERK
ZMEIT2EZAO6NZ O MBREZ XU & T 2 REHR
MEICLDBIYELZRIE LRI B HRIEFH S5 K
Bl oAMER R EE 2 +FICHER L7z BT AR S0 2IER
EE IR UGBV 20 REZICFERT 5 2 Lo o ARHEIC
B LTI RRL AR SRR 4 < &b 2EMATE TICBEEA
WICWdT 27 7F 0 2BET S22 &,(1.1.1.2,9.1.1.9.1.2,
11.1.1.11.1.22¥]

6. FiENUHRE
WEUEACIE 70 v 7 (BIETHERX) & LT RRIORT A
B2BEIEETEY 5,

1AE e 5 208 H DR
80kgAi 600mg 300mg
80kghl E 900mg 600mg

7. HERUHEBICEHEY 338

7.1 MEEELRREOHEITIC & O AF O MFHREPMET S 5720,
TREZEILRAFOMAREG 21T T L MARGRIBEBEZEOR
BrEEICBEITS I L.

hE | waE WAL D R
SOkghil | | WHHEREETTE | i
80kgblE s (ome mmwir o | ARRILIA

7.2 REIOBEHED 526 HE TIEROMENED 5 s i
B AR ORGMIEOBEEE I TS &,

8. EELEAFIER

8.1 AHIDEEGHIAICH 7z > T ERMEERICHB W T BT ERIC &
AP EROBEZROEEDS & THREZ{TS 2 L HERSDEA
IZDWTIE EMAZ D242 HEICRE U 0 2 852
FME U 7R AFII ST & 2 il & EIC O W TR E SR
L BEESMEEICRETES I 2R Lz LT B0 B
HOH ETEMT D &ATAFEAH OSSN OTEH &5 2 BEH
LBVED BEICEEZR L RERERTNRICHT 2185217
ST &



9. HENERZRIIFREICHTI HER
9.1 GHHE - BHMEEEDH D EE
9.1.1 BRRERREDEIEDNH D EE

B R HREICBB LY T 2 DA HEML 5 5.[1.1.5.2,
11.1.15H]
9.1.2 BRYEDBEX FBRRAENFEDNDEE

R HERTERAN B (BERE A B i ABRET 1 > 7 LT 2 FHI%) I &
BRYFEICRB LT < B2 HEMA 5 5,[5.2,11.1.1,11.1.2

PRIE SUIRIR L T WA FREME D & 2 RIS X IRE Lo GRS
falEtE % LE 2 S MM SN IBHRICOREET LT L,
9.6 1&3LiE
BB LOARERORBARBOB M 2 Z R L FAO MR XX
FIEZMET 5 &b MELHTHRANOBITICOVTIEIARATH 5,
9.7 INR
INREE R E LT BRREBIIER L Ty,

11. BIERA
WROBWERABH DN ENHHOT BEEZHFIITLEH
RO SNIHEICI KRG ERIET 20 C#EY) 2 LEEZTS
&Eo

11.1 EXIREIER

11.1.1 BERRAERSE (SEENER)
BRI UL BUMSE % FE U BB ETE L T 2 BZ A H 5D T,
AR OBSITHE LTI 5L RRGYRE D7) A B (F63h. TR | JEHR
B EHEHREOZE L, B D - I, 55, SR NS) &
DOBRET73ITO T EMBEREBRIENE DN HHICIEE
BICBR LU MEAIOREEOMEY) 2 B 2175 C L JERICB W
T BEEAEICNT AT 7 F 2B L THLRELLZANPRD S
NTBOFHEKELBZNbH 5.[1.1.1.2.5.2.9.1.1.9.1.2%
]

11.1.2 EEGREYE (1.6%)
WERIRE A > 7 VT U EFICR2ERELBRPESH 5D
N5 ENH5.(5.2.9.1.2 HHE]

11.2 Z Dt DEHER

1% &

— - &5 | ESEARIS R OB RS (KL 35 iR, €
ER G| S FE . PR I 9 M 25 BB S BV
HLDIRE V&R TR )

14. BALDFR

14.1 ZRIRSEDER

1411 KFl 7z wEE» 5B H U7 VIMEIC AN 72 £ $4570 2
EHBL ERIIRL TR SHEGT S &z w5 HD
U722 24BN ISR 9 2 2 &,

14.1.2 BHERNTERPBEC~HEOBHXIIFERTH L &
ZHERR U ABIERY P W E 2 T 5 2 &

14.2 BRI S OER

14.2.1 HEEALE FHEER KBRS LS & 9 & Z & o [Al— &
ANRD IR LRSI 2 C &I R GBI 22X D Z &
PRI S H D 3 2 BAL (2 5 FE B KLIE S & 2 #Rr) 113 A
LxnZ &,

14.2.2 FANS IEEHOMATH O FHER LW &,

15. ZOtDFER

15.1 EREREERICE D < 15%

Wi FRBBR 1 5 CHUE RS AR & U BE DD 6 N7
EFH L BHRDE LS EEHR L ORBIEHD 5 Nah -1,

16. EYENRE
16.1 MigE
EIBS LA SIS (ALXN1720-MG-301) i2 51 T, 184k

D LB RV ENEMRTIIERE 13 1B (HARANTH %2 &) 10K 214

FEOkgA il FBE 121X WE600mg. I 1 EREIKC300mg

% [R5 U AE80kgl Lo B#FIC1E#E1900mg. DI 1% 158

MIEET600mg % K 5 Lz L &0 770V < 7 oliiEdh b

FTBEITROEBY TH 720,
SEHREERHBEIERZEICBT S5 7)) v T OMET b5 78E
(p1g/mL)

BERE| R 80kg A 80kghl I

EXIN LE  197.9+25.05 (7401)| 106.9+24.82 (54l)
83  |163.0£36.19 (756)| 212.6+45.93 (53f)
2638 |160.7+43.98 (70f)| 223.6+65.03 (491)

HAA 13E  |113.3£17.83 (6f1) 123.0 (1#1)
8 [194.6%£30.88 (5fl) 250.0 (1f1)
26;8 |192.4+38.64 (54) 309.0 (1)
oo fE £ FR (R 22 (1)
16.2 TRIX

FIN) T 2ETIRE L& ZOMFWNAFTRAFEY
T4 BN EMES NI EFHTNA A (- b1V 2y
F =) V) ROESTERAL (RER KRBRAR . _EREER) T3 A %
TRATZEY T 4 IKEBRNICEEROD 52RO 5Nk
HEAT—%).

17. ERPRRGHE

17.1 BSERURLEICET 255

17.1.1 EFERESENBKER (ALXN1720-MG-301)
(JRCT2031230019)
L7t F I a) O REGHAGIED 18R Ll Lo & 5 R fE A
THERE2606] (HARALSHIZ &) 2R E L B3R 7S
LRI T > ¥ AL EERAA TR BB A E N S N7z
RILEFEN40kgLl T Myasthenia Gravis Foundation of
America(MGFA) 38 M1 ~1V.Myasthenia Gravis-
Activities of Daily Living(MG-ADL)#& A 27 5D L0 BH
& Uleo 7e B BB S BAA AT 34 DI U3 B SRR AR IR i TR
RET T F o EEE QAL Ul JRBREER SR 2N £ TIC 8
ARET 7 F D EE ST TR WEF I IARER 5 iR
oIy T EEERBE THEME 2 THNICRET 22 &
&Lz,
AR TR 20 EBO ZEER & £ ICk < IFEROREHR S
W2 RE Lo, —EEMEICIIARRRICLH B ICHE AR I E#H
EJEDIR SRR FEIORTREICE S HECHEER
THE U7z i e S T II R S 268 R I ARAIRF IS I3 AER &
7T RBHIEEICE D S AHOMEIHE 2 B T TR TS
L. ZDRIZTRTOEFICAFOKEICE S SMFAEZES
MR CEIEE TS Lz 28 . _E5REZECCHEEZ &
&9 BHIEEIRE (AChEERE, A7 04 R R OGREIHIA) 20
FARREE SNz,

(o< ) Bl & MERPF =
40kgbl_80kgAiE 600mg 300mg
80kghl k 900mg 600mg

FEFMEE TH S R—AT A V6526 % F TOMG-
ADLB A2 7 DEALBIOBRIIFROEBVTHY . TSR
FEEARRIBE E OMICHETENICER R ZEZDRD SNz £ 72 Bk
FMEEHTHAIRXR—ZAT AP o&RE5206%ETTD
Quantitative Myasthenia Gravis score for disease
severity (QMG) A 27 DELBIDFERIITED LB TH -
722,
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£ BE26HBICBYAMG-ADLBAIT7DR—=A514 D5
DZE{LE (FAS)

K2 Z{LED
54y 268 | ZE{rE- D) | BEEZE | pfEd o
[95%CI]P)
o |9.0£2.03]6.313.41
AN -2.6%0.
7T R (129) (121) 2.6+0.27
. 19.0£2.29|4.7£3.56 -1.6
-4.2+0. <0.
KB (131) (125) 4.2+0.29 (24, -08] 0.0001

SEfE + AR 2 GHE ) JMG-ADLZ 2 7 DEH 7 A7 OVTNDD
HEARMLTWAEHAMG-ADLER a7 b RAET 5,

a) BN PE IR,

b) TRFERE. SRR S ISR & SRR s O R B /R A thig (AbkEEK RO
JAARE ST VT ARTPEIR) N — 25 1V BORE (80kg AR 80kg
DE)RUR=254 VEEOMG-ADLEA 7 2 EB L LI KEHERES
SHRETF I K D EH,

c) ARUKERMS%

£ RE20BRICBIEQMCHEAITDR—=ATA VP 5DE
& (FAS)

e ZtRO
s 263 Zrga. b | ERE
[95%CIIP)
14.7+4.39 | 12.4+5.21
5t RH -2.4+£0.
AR Y i (129) (118) 2.4+£0.34
149+£4.38 | 10.4+4.76 -2.1
1 -4.5+0.
AR (131) (124) 4520.37 [-3.1, -1.1]

P9 R GHIFIE) . QMG a7 D&Y 7227 OnT A DIEE

BRAILTVAHE . QMGHEAI 7 HREET 5,

a) RN + ISR,

b) IBIERE SRR R IRIERE & RBERE R OSIEAEF . gk (LK BER BN

JHA/RES 7 VTR R) R — 25 1 VEEOKER 5 (80kg Kl

80kgl L) RUNR—=Z 54 Y OQMGHE A a7 2 L ER & U7z RIEHIER

BMREFVICEDEH,
—EHEMRATORIERORBUEE SRR T27.5% (131436
Bl 7F & RBET27.9% (129617 3661) TH > 7z AFIBETOE
72 BIVE AN TSR ALALBE  BER AT EE A5 3. 1% (1314 Fp 445) T
o713 MR G TRBEOBENRES52EEET LIz
(2025411 H25H) ¥ TOXRAFERESEE2AETORIEH ORIF
FE1231.6% (253615 80%) T3 - 7z . F & BIfEH X LK EREGH
4.3% (25361 1 1{51) ST EBALALEE L B £°3.6% (2535 H 9 1)
TH-7z,

18. EMFE

18.1 {EFt&R
AAEN RS 237 COITRREMNICHES L.C5DC5a UFC5h
DA EIHET 5 Z & T .Coak UHRMIFE &4 (C5b-9) D&
Bz NS % o Z DIERHARMENTTENE DO FREA (B R E 2 1]
ER-E

18.2 #{AC5ICx g BPAEIER
AENZ & b ERR 2 O ZHUEBE= 7 ) RIMERICB LT,
MR BRERS 1 & 2 VB I & R L 729

19. BRI ICEET BIBLFRIZIR

— IR
TN =T (BIZFHEER)
Gefurulimab (Genetical Recombination) (JAN)

SFN:
C1230H1878N356039158

rE:
IV 2 TIEGBEFHIEZ AR EREET ) Ju—
FAFUR(VH-VH') TH D 1~ 123FHEHik bIET7TILT I
(HSA) HLlEA DRI EER 124~ 138FHIZY > 1 —. £7:139~264

FHIITHIACSHIAD R ELR ) & 72 2 SMHFHERERIT VTN D
TYHSERAE. 7 V=27 = 7#FIEFEICE MCEHR LU —EBIE T~
WCH®T 2.7 7L) <77 E.CHOMIC K DEEE S NS 7T L
VS TG 26MEDT I )V BBEREN S22 5 VIRV ETH %,

20. BRWL EDiEE

201 AL IRE S LanC &,

20.2 RS BT B 2 &

20.3 HIREBEEMT 5720 SMEICANTRET 52 &,

21. KEREEH

211 EERY A7 EHEE ZFED L GEYNICERT S &,

21.2 KR OHEH 25 RIBEREFH T IRE O M A% 1B L ARHI
DYATHEIZOVTH+HICEHTE 5 EAM - KEEREOL &
T BEE S R RRYYIE D I IR IS U 72 R & s 2 Bl - 72
ETconftbhsd &5 BERFICHI> TLELEBEZHELS
Z&,

22. @

(541 T7ETE3O0MEF—hAVITTT—)

JEN

(T34 I T 7ETE300MgIUVY)

[EN

23. FEk
DAAER : BREROBZE (xxxxExxHxxH&FR.CTD
2.7.2.2)
2)HENER L BRI AR EOME (xxxxFExxHxxH&AR.CTD
2.7.3.2.1)
) HENER RN Z2EOME (xxxxFExx HxxH&R.CTD
2.7.4.2.1)
FEANER 7712 BAT 535 (xxxxFExxHxxH&R.CTD
2.6.2.2)

24, XEkERERUEVSEhESE
TLIIVH YT 7 —vARE
AFALHN LTt A—=Yay vy —
T108-0023
HEEBRZH=THIES
HEf AT —3 3% 7—N
TEL : 0120-577-657

26. BERFTHEESE

26.1 BHERRSEIT
PLOIAD I7—XER&ML
T108-0023
HEEEXZH=THIFlS
HITAF—Y 3> %7—N
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