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5.3 BRI AAN S N2 BEHEDOT R (fFls. RITIRESE) 12
DWT, [17. BRI OHOWEZHIM L, RO F R O
TR T H L7z LT, BISEE OBIREIT) 2 &,

5.4 WMERNRE LZRFERITER L T,

6. AZERUVAEXIIERGE
M. RE10kg Pl E70kg Rl O BEH 12131 .33 X 1012 & — 4 )
2 (ve) /kgZ . RE70kgbl Lo H#12139.31 X 10%vg % . 6053 7°
5120520 THIRPNC RS 2 RfOFER S L awZ &,
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BHEOKEF (kg) | BELNA TV 58 (mL)
10.0-10.4 10 100
10.5-11.4 11 110
11.5-12.4 12 120
12.5-13.4 13 130
13.5-14.4 14 140
14.5-15.4 15 150
15.5-16.4 16 160
16.5-17.4 17 170
17.5-18.4 18 180
18.5-19.4 19 190
19.5-20.4 20 200
20.5-21.4 21 210
21.5-22.4 22 220
22.5-23.4 23 230
23.5-24 .4 24 240
24.5-25.4 25 250
25.5-26.4 26 260
26.5-27.4 27 270
27.5-28 .4 28 280
28.5-29.4 29 290
29.5-30.4 30 300
30.5-31.4 31 310
31.5-32.4 32 320
32.5-33.4 33 330
33.5-34.4 34 340
34.5-35.4 35 350
35.5-36.4 36 360
36.5-37.4 37 370
37.5-38.4 38 380
38.5-39.4 39 390
39.5-40.4 40 400
40.5-41.4 41 410
41.5-42.4 42 420
42.5-43.4 43 430
43.5-44 .4 44 440
44.5-45.4 45 450
45.5-46.4 46 460
46.5-47.4 47 470
47.5-48 .4 48 480
48.5-49.4 49 490
49.5-50.4 50 500
50.5-51.4 ) 510
51.5-52.4 52 520
52.5-53.4 53 530
53.5-54.4 54 540
54.5-55.4 55 550
55.5-56.4 56 560
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BFEOWRTI (kg) | BERNA TIVE 55 (mL)
56.5-57.4 57 570
57.5-58.4 58 580
58.5-59.4 59 590
59.5-60.4 60 600
60.5-61.4 61 610
61.5-62.4 62 620
62.5-63.4 63 630
63.5-64.4 64 640
64.5-65.4 65 650
65.5-66.4 66 660
66.5-67.4 67 670
67.5-68.4 68 680
68.5-69.4 69 690
69.50L F 70 700
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L. #0f, 4BE»IFTATOA FEREERST 25 £ TH

EOWIEERE 5o

F2 B GBRIFRRRRE ;BB L B IS 5 7L Fava y
O MR ET
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8.1 KOG\ 7o TE, BERHOGHRIZBIT D ARMOLEME
& BT KOG R R Va2 ORGSO #IE 2O 720
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SNHAIIE BET 2 FTRET 5 2 L. [9.1.2, 11.1.421H]
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J¥ ®Infusion reaction!Zfiff 2 CEEZAEH 14 2 RS D T & 4 #fi
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8.7 MIFHEATOA FAHEGT 5212k BYErEE(LT
LBENDD LD, BEIEL AP L T 5 EE TIEREIEE
HTEXDIREI L2 TRBOHEGTEZELN T L,

8.8 PHIEMAr Y a—id, 7L F=varog RIS LT
WENCHEST L2, L F=vo 59, Rbady i
WA T ARAEE, TV F=vu sy ErEE LT, TH#%
TOF MU ERIEE L5 LW S N2 556120 AHEME LY ST
BHDLIE BBET T VHBAOBE R L LI HERET 52 &

9. HIENERZH I 2REBICETEE
9.1 AHHE - MEEEDH 2 8E
9.1.1 YRMAT 1 VEBIEFDIVY AN-1TRY/RIET T 259-T1
DREREFYH8E
AmICEREINTwE YA 702 a7 1 Ve T, =7y
Y1-17. T2 ) UB9-TIR ST 7 ) YT HRER SN B 72, VA
a7 4 VEETOLS Y 1-1TROY/ A7 ) »59-T1 O fHE
WREATLEET. BEEORENEEOHRIEHRDO ) X7 )
BWBENDH D, (2.3, 11.1.35H]
9.1.2 DEEEEEDH 2 BE
T3 — TR E BRI ERAT09% A 0 B S OEREME O CFHE % H
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9.3 Fri¥peEERE
JFREE, BRSO BETEE (RO 1V A EYE)
AT AEFEE, BEELEETEERHOY A7 FEnwBZNn
Hbo Fro. BMTERBEET 2ELE TR IIEHTE SR
BRI CARBOEGRZIET 52 &, p-GTPA S LR
(ULN) o2f5#, 7 )vs 3 vglikFERES (GLDH) #°15U/L#
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[7.. 8.3, 11.1.2&M#]
9.4 4JEREEH T 5
B x 7RSS AR L v e v REIEAEERC
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1.1 EXEENER
11.1.1 Infusion reaction ($EFEASHHED)

SEECRE FOS K YT F 7 4 T F 3 — % & rInfusion reaction?SA
P G- i P G- B E DI S b, HIR, SR, CUSIER.
WP e, S BEDPIL ., FERRE . WIKL. TS Z 9 e, 5895, VB %,
ME:, LR OBBAEDIERN A SN DL Z EDd b, Ridkhh
\ZEH AR B N A IR O BURAEIRIZHE D W TEA T
FWXIIHFIE L, 7F 74 9% =D 5H L 225a10133% 5 2k
THI b REIIBLTaVFIATEAL N, ik A ¥ I VHFK
D2 DOMORLEIZ X BiEREBRE T 52 L, [8.65H]
11.1.2 FHEBEREE (6.4%)

B R (p-GTP. ALTE) KUY ) VY v oink if) mEg s
S BERE S 25H HbN D 2 EDHLDOT, BENRD SN HE
WIE7V F=vu r oL ik s 2 F 0@ 2 0LE %217 &
[7.. 8.3, 9.3&M]
11.1.3 BH% (1.0%)

RKRLIZZ 7 ) UPRREI—=RT 25 VNI EADHEBT 52 LT,
WLy X BT 2 RERISICERNT 2 £ E 2 5N D
RKBHLONDL DD, WA, TR, T TREE, 1T
WK B, SRR E R SR TS OBIE 2 41247, BER
RO LN E I A EEIT) 2 &, [2.3, 9.1.15#]
11.1.4 DBER (0.5%)
EMOFELROHREL LS baR= Y T O#ENEH S5b b
LD D K. BUNEOBEE 517w, BEFROLN
TeB BT 2 LB AT T &, (8.4, 9.1.25H]
11.1.5 BERUBBBE (2.0%)

Wiy, e, CKLEA. MR OIRP I 4+ 70 v EAFOB
22 ATV B SN A I EY R MERTO &

(At

o

D) R 2 AR R U8 (SRP-9001-3017U80) . /445 T h
HHERIR R (SRP-9001-1033 5% =2 -k — +1/4/5) . EFhes I
MR SR (SRP-9001-1023U8%) K ONHESL4E T/ T af iR
B (SRP-9001-10175%) LA CHied S M7zBIMEHIZ D W
TIFHEAR & L7z
1.2 ZOOEHER

10% DA E 5% L 1 ~10% A

Hibas Mt (59.6%) *2. M.l

(36.5%) ", FkB

(31.0%) ™. &5
¥R baR= 2 T8
JFF e JFtne A A4 (GLDH

B, y-GTPHEIIN. ALT

i, AST#n%) (39.9%)
IR} AN A
Z DAty FEB T

H2) BEHFEWICH S bNDE I ERHDLDT, B2 145170,
PSR U CHEY 2 MEZ 1T 2 &,

14. BALEDIFE

14.1 FARFDEE

1411 REIFERICHEST L2 &,

14.1.2 RETHEFER L THWwA 2 &,

14.1.3 WEE TR L 7246, BE L722ARK SN 7 )Vi32~8C Tk
EUHMZETH 5,

14.1.4 B SNARE N 7Tovid, BEREER2 S L TE
i (25CLUTF) i 72356, RI2B R T4 %,

14.1.5 BE SNBHBEONA TIVIE, B TR LA
DUN C24HEM & TRETH 5,

14.1.6 fRBBZEONA TIVZEPIRM L, BE D LanT &, R
L 722 S TSRS L v 2 &
14.1.7 AR ICARMOIREZ MER L .

BUERGMEEG LEn &,
1418 NATVRSETIAF v I7ET) v TFT7Fx v 724}
L. T2BxHHETLI L,
14.1.9 &34 7 HARMI0mLEFRNT 5 2 &,

25C

RE X3 AE OO Sz

14.1.10 RFGOFHEAFIZ T 4 V7 =2 FH L 22 &,

141011 BGRI R OHGHIEY) v OV B TRET A L,

14.2 B 5B0ER

14.2.1 REOFGRZ, F5ERM A JRFTFREEE O A6 % Mt 5
k.

14.2.2 FPHOTIRN S 57— F VB EE T 52 &,

14.2.3 REFEGHNIC, MEF 2 — 7R EHEERCTT 43I v 7T
5Tk,

14.2.4 K, 0.2umBLTOA >4 > 74 Vy —AF& ) v D
AR TEMOTHRG T2 L Ata~F 7R 74 M ORIk
DRT &L LD b,

14.2.5 OB EEF UFIRT 4 VIR mEZEAL NI &

14.2.6 Rahdx 54T 5, ABEER CHET 2 -7 %77y v a2
5Tk,

14.2.7 RENE D) v DICERIE, 128 LAMICHE S 252 T35 2 &,
DU Y DICERIR 2RI DL R L A, R R G T
#EYLZ Lk,

14.2.8 EHFEHDONA T, ROV ) ¥ P 8E, EGEREREY &
LC. SEFBEERBOFMIIE > THHEZITV, HE)ICEEET S
ik,

15. ZDMDEFE
15.1 BRER{EAICED 154K
15110 RFOERDSTHLTI VA POF Y ETFL/OVEN
7 A AT A NAT 4V ST R ST B IR i
TR Z T T BEEY AV Ach748 (BLF, R A L ANZ & —)
oW, [T AEMEOH RSO X 2 LM%
HEEORERIZBE S 2358 (IVv s AFik) | 12D RS NI
—FEHEHHBERTEOSNTVEZ NS, KOHIZH->T
LR ST 2L ENH DL IR ET L L,
15.1.2 K55, BEOPRIY S~ ISRy A L ARY & —
WEaEFEND, BE. BEORFE I mEE S, RiPeTG4AM %
Tl HEf S i 22 A2 TR E O ERE RSS2 &
15.2 FEERPRAER(ICE D 153k
15.2.1 RE D=7 ZADIEEADFA RO 5N T Do REDTE
FYAARNDHIAR Y 27 AN &, HE~ v 2 R T
\72in situ hybridizationFFAMli 12 3\ CTHAR S O A FEHIIE A~ O 55776 25
BHOLNTWREWI &, KUHE~ Y 22 BT 5 ARG H5- %248 F
TOREMBEANO T HEDS D I CWAEIICH L L E 2 5Nh/-2
EM B, BRI OBIE T HEAAR IR L 22 K R~ 20
WHEEERNEEZ 5N b, [9.4507]
15.2.2 MBI CORE - BRI RITTREIEFHE L T iavy, [9.45
el

16. AREIRE
16.1 Mgk

Ty ABGEY A M a7 4 —BHEIIARHL.33% 10%ve/kg (1K
HAT0kg % A B 139,31 X 10%vg) % B HIRX S L 72 &
EoMiEm o~y ¥ —DNAORERE (Figft) 0.561~1.53x
10Mvg/L. i EER S (FPgufl) (338 5-7%1.3~2 88K5H T
Holze MFFHFDHEEIHERT 2 E TORME (FRfl) 1341~
SBHTH-7 JHEATFT—%) V2,
16.2 HEH

Ty ARG A M a7 4 —BHEIIARHL.33% 10%ve/kg (1K
HAT0kg % A B 139,31 X 10%vg) % B HIR% S L 72 &
EOMER., JRB O 5Ny ¥ —DNAMEEDTEIHET S
F CORM O A I GR/MbEL ) 1& 2 2 N3 51472938 (4.1
. 51.18), 1138 (2.3, 37.138) % 025.073 (6.3, 52.4:4)
Thotz GHEATF—%) Vs
16.3 o

Ty ARG A M7 4 —BHEIIARHL.33% 10%ve/kg (1K
HAT0kg % A B 139,31 X 10%vg) % B HIR% S L 72 &
& O PG HRI12E OB L BRI B RGO § —
DNAWEE (FI9MH) 13, 1.61~3.44vg copies/FTdh o7z (44
ANF=%) Y,



17. EEERAIE
171 BHHRURLMICEET 2Rk
17.1.1 EBEXFEFEIHEERFRZE (SRP-9001-301:3X5)
4D ESEE R TH ) . HIAAVIhTAHUEZ A L v Bk
OHBATURER T 2 2 AMF YA +a 7 14— (DMD)
BELZFRE L TRMBOERME R &M% 5l 5 7
F e R EE R ILEGAER Z FEN L 72o DMDEET O
IV VIR EROSHDEH. AT —aRE A
VIV AEB L VBRNERZAHOERO D L B 5.
I VASICEEIIHEEINTWALERDD L BE LRI
SNz, 125@0AGhEE (6361 [AARN261]) k7 T+
AREE (6200 [AARN2BI]) 129 ¥ F A28 fHy Sz,
AR, 1.33%10%vg/kg? M CHEIEIRMTES L 720
(1) BHRDHEFEMG (73— R1) ¥
1. FZEFMIHE (V) — A - A% —H4T7ReJ5FM (North
Star Ambulatory Assessment (NSAA) #A27) :
N=2A T4 VORI GHE28 E TOEEIZOWN
T\ AEEFE T EORE # [95%CIL] 120.65 [-0.45,
1.74] TH Y. MEWICHEELZZTRO LT, K
mEED 77 LRI T 2 ERE IR SR 7
(F—=%% v b 7H :20239H13H ).

NSAAMA AT DN—=RAF A ¥ b G#528F O tE

NI e 75 b R
P+ | 23.10%3.75 | 22.82+3.78
PRI ﬁ%%% (6311) (62151)
i (14,32) (15.5,30)
(b, k) ‘ o
S fil + 2.52+3.31 | 1.86=3.18
402 F | (R (631) (6141)
ToOZEALE i pH
-8.,1 -5,8.
(b, 55 (-8,10) (-5,8.5)
T ARSI O
PEHIZ [95%CI] 0.65 [-0.45, 1.74]
0.2441
pfi*

*UEERAEMMS% . BGHE, AR, RERT, PG &R
DEHNEM, R—=AF 4 YONSAAEA T, N—2F
4 Y ONSAAKA T T LT O EER 2 4= L L,
TR s & LIRS A R L 2z BRI E IR A%
WEFN
2. BlKAETAE H

TEEEAEOSEMIE B 12DV, R & EASY) B,
10mAAT/FEATHE B, 100m A7/ 475 [ e US4 R B
HAOERON=ZAF A ¥ h SRS %52H F TO%E
LZIZ T B)ThHotz (F—=2 Ay b4+7H
202349 13H ) o

EEFERERHG I H DX — 2 F A ¥ b ARG G- #52H £ T

KEEE | 77 LA
(63%0) (62190)
K254y 60.67+15.55|63.01+17.01
(63%0) (59%0)
100m#:A7/ | 55208 % | —6.65+14.54 | —4.18+18.46
EFRE | ToZMLR | (5960) (5781)
@) | WEREATH
fEDHER 2* -3.29 [-8.28,1.70]
[95%CI]
N 254y 3.17=1.01 3.37=1.09
(63%0) (6161)
AP B A | 5125208 F | —0.41+£0.85] —0.12+1.28
I TofR | (6260) (60%))
) | WEREATY
fE DR 2> -0.36 [-0.71,-0.01]
[95%CI]
sl = B2

CPRGEEL G BRI, GRS OB A7) —
=V ZEEONSAARA a7 . BIRGHEEH ON— 25 1
U, BIREEHHIEE ON— 25 4 MEE W E O AN
IR L L. SO & LS A G L7
AEMEREGMEE TV

(2) & MEREmY

28— MORFHEG127 A th E T2 ARGHTET626) (98.4%)
IZHEFRAFEH L, 4861 (76.2%) \ZRITEMNAFBLL 72,
IR THR IS A10%LL ECTdh o 72 EIEA L, IEH:3445
(54.0%) . 02060 (31.7%). ERGRELI7H] (27.0%) .
TNy 3 ERBK RSB (23.8%) . FEE10M6I
(15.9%) . FIEEESHE (12.7%) TH- 7.

18. BRI - X H=X L
18.1 1EAEF

BRI ICHR G Sz AR E . B OB E & T E RS
MR K OV S L e Ly A B TR REE O
TIryIVANaTr Y EXFENVERY A 70T R
N7 4 28 R EERRIERT 52 LT, VAL
074 VEETEREET AT 222 AB”H YA MO
T4 =T A ERTEEZLONTWD, BB, K
i HEIR S N7 AR FEBURE A AL o G ik
IHAAENL B Y =28 LTREMNICHFEL.
TFTIryIVANaT Y EXFENVERY A 70T R
N T 1 v F N IR E L CRBT 5P 9,
18.2 ZEIE{ER

JAMOT 4 VEETFEREETAYTIARYT v bO
FERETVIZBWT, KRxERNICES 352 8T 7
FryIAMaTrY EFXHRINNVEAXRYT A 70TV XD
O7 48 X EOEREH L OGHIZ BT 258,

EiLR

ENTN S 75K
(6311) (62151)
. 3.52+0.81 | 3.60+0.68
(6311) (62151)
REEE #5528 F | —0.26+0.95] 0.39+1.39
A3 R TOZEALE (63151) (6141)
() TILFE R
fEDBEMAE* | —0.64 [—1.06, —0.23]
[95%CI]
. 4.82+0.79 | 4.92%0.73
(631%1) (6211)
10m#47/ | 514528 % | —0.34+0.69| 0.09+1.03
AT TOELE (6311) (614%1)
(#) AL A
EOREM=E* | -0.42 [-0.71,-0.13]
[95%CI]

HMUEIEA D AL K O RE D UGS D3RS S 720 O

19. BEAERVEMHHESF
19.1 EFEETE

~60C LT
19.2 HxhHE

2415 B (B AAEAE Lo ERMIRMICER S 2 2 &)

21. EFREMHRUHR
KRGS B O SNz BTh %o
21.1 EFREH
2111 et K O BR AR FRIR 12 CTAT 9 AR i o B I 58
KRR L TOMETIE, RRORMOHNER R4
HoRERE B & L7 BREBE A il 24
FEB & X R & L7z Sk e S i A 12 & 1) Bk 50 P KRR,
SRR AT 2 & o
211.2 Fadxy XBHEY A a7 0 —ICMT A5 % 5
WL OREER A AT B ERDS, AR5 O B RABRE  OYE
7 EHREOHMAE TICHBLALT, Tav o vy XH

(4)



YA ST 7 4 — OIBFIAR D KR AE o 72 EHEER I
BT, [RhEe. AASUEMERE] LN THERUHEX
FHHE] 2EF L CARmE v L9, HErERE
DWHIIN & Y VERE S N7zl A fe gt O B 515 L%
HEZ#TDLZ L
21.1.3 [@IR TR 2 AWEOHEHEFEOREN L 24D
SHAEOMERIZ B S 2 R CPRIGEERSEITS) | 12k
DERBSNHE AR EF L CAmE V2
£9 . ToMERBREOBMSE, LESEELZHT L L.
21.2 H#ARR
34

22. FEXH

1) ¥EYLE T bAHEER (SRP-9001-103) (202545 H A4 E2.
CTD2.7.2.2.3.3)

2) PG S BRERATHEE (SRP-9001-103745%)

3) [EIBR I A AR 3UER  (SRP-9001-301) (20254E5H 7k
2. CTD2.7.6.1.8)

4) [EIBSILE 4 AR R 3Bk (SRP-9001-301) (20254E5 A K
2. CTD2.7.6.2.1)

5) DMDMPX<w 2 % v 723808 (2025425 FH #KGE.
CTD2.6.2.2.2.2)

6) DMDMPX5 v | % FHva7- 308k (2025485 H K2,
CTD2.6.2.2.2.3)

23. XEERERVEVWEDEEL
PSRRI S AT AN T A= a Vi
T103-8324 HLTHERHIILIX H AMEERT2-1-1
G 1 0120189706
Fax : 0120-189705
https://www .chugai—pharm.co.jp/

24, BERTTRES
241 BGERRSET

M P BLREMRA = 5T

ERREPREEAEER 2-1-1

ova =7

® BERREE
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