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cBIRAAYFERLEDS. VUV DR THEEIEHL TVWBZEERRBLET.
- EEBRR CTIRE I 25613 BEIAICERESEHRDIERZHALELET. 77— LDEO/ZE. %5
ERAPAERICREEBRUIEE. T CICEMXIEB A IEREDIC, BEZAITGR TILE,

IO RVTTOREFOIEEE
B EBELHODPUDRE CEDRY T2 RBT DI EPHRESNET,
o EMLF ADF BT BTz DIC LIT OEEZERL T/ZE0,
VDRV T DRRET S — LIFRKICRELET.
HBEF1—TORIEBICMUTPEELNTT,
- 26GLLEDEHPF W e Y M ERL T/ZE .
VU IRYTERNT20mMUNA T O—EDRE TR MEEL TS0,
CRIZLTETAUNCKNBRETHEDEL  MDEEH] - ERFORAELARNTIZE0,
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O ERGRERJE

VAT =D E5ICEY. MFIgGREMET L. BEENECIRIIBATIETIADNHY. ik
BREDERLBBEEDHOSODNDIENHUET AR PR OAERKR T RISEMNICHARIREZ
TORE BESADIREETRICHERL TLEW, £o RIMEQBMBREERISERL. EEDROS
NS AICIE EPDICEFREREICHR T DL OBEZAICIEEL TZELY,

® YRF—IICLBERLRREN)RY
|gGIRBRIERS I EB L REEEOTVET, IgGE—BYICHO S € B AT — T DIERHE
BEBAEOBREEEHBUEENS Y ET . ERARFIAR MG0003HER) RUERLRR
HAkTIR S A BR (MGOO007:ER) DT — 42Dy b 7R E#TICEVOTMGO007HBR TER &
BRMEQHBDEHERRBINTOBIENS, URAT—IULBRBERT TV BRESAI
BOTHEBBREDY R EEHBETT .

o IV
DAT4—J°0D2HRSFEHB|ENEBREEIRELERLRFHEIEZER (MGO003:ER) RUE
PR R RIAFIZ S 5B (MGO007:4ER) DU AT 1 — I 5 (H &M RERPool S2:
18861 Tl&. T—&Hvh47H (2022%F7A8R) £ TICEELBRIEHLT7mg/kgtBZE133%+
250 (1.5%) ICHEBRLEL . ZDOB1BIIEFRICKIIET LR CREEEEERMICKYRRBERIE
BhERL CHITEN A JRBRIKIES (SREEE D E CERVEHIE . Ko BEEDHEERICEKY.
BB IERLREREDZR S HIEICES/ERIZ16 (0.8%) TL. BF. BMEREREIIHESNE
TATLE.
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[EERZETINTORIEDRIINNR]

MGO003K&U'MGO007:ERDY AT« —I® 5 EH (Pool S2: 188%l) ICH|F BREFENFER
E151345.2% (85/188fl) THh'). x5 IEICE D /=REEAEIL3.2% (6/188%1) . 7Tmg/kgiA A
(13361 [CHEW T BREED IR ENS1332.3% (43/1336) TH'Y). x5 HIEICE O/ RIEIE
0.8% (1/133f1) TU 7z, E/c AU A VIV EICHEDBREAEDFEIRE G DEIMIZBHESNELAT
UZe. BB BMIRBEEIEHRESNELEATLL,.

| TRAFESSUFTERE I NDEEBIR(DYRT(—I B TRIGIE2HILL L. Pool S2)

YRTF 1 — 31 EREFI YRAF 4 —3 SR
N=188 N=188
n (%) n (%)

L2HEER 85(45.2) e DX 2(1.1)
COVID-19 26(13.8) iR 2(1.1)
EMREER 13(6.9) FERE 4 2(1.1)
ERuERSR 13(6.9) Fii ¢ 2(1.1)
OFEANILANRZ 9(4.8) R e 2(1.1)
FRE&REZ: 7(@3.7) BE& 2(1.1)
IR 4(2.1) &S 2(1.1)
REXR 4(2.1) TA I AREE 2(1.1)
TERER 3(1.6) BEA% 2(1.1)
TA I AMESGEREE 3(1.6) TV AY ERGERESR 2(1.1)
BISAER 3(1.6) MedDRA version 24.0

#HAER  ERARSEIE - ESRERRER MGO003aER) &k U ERH R SEIERAMEERSHE (MGO007aER) DR &M AT (Pool S2)



________________________

R F 14— BT BEERABDEFIHRE

ERSHNOEGFIEBDS . ERRRRIEZLRDWKMEROHER . RRAZI A OBV ZNERORSFD
PHARRBOUBREDPRRINTOET .
VAT —d°ORFRRBRLVE S SN EERBAEDEBEETHLET.

EFIBIE (RIRE : 7 XUH)

- fh % (#n)%  FET)

- B0t Btk

- BER  EERHENE (VAT —I%R 58591 4E/NIC2ET)

- BHHE | BFEREE. BT NI (ER S INEBRMER)  HET . FIREEES. W ES.
E4I2DRZ . FEEE. CEME) . R =1 —0/\F— &M

- BUEFE | R R (BB RIREE) . BRIV B12RZ

- BERE V) (R4AERTICRIE)

- COVID-197 0 F > #5&E : &p') (3D

158 7Tmg/kgiiH

TERIEE

MGOO03EER Tld 7 T A%z 5. MGOOO7 BRI TL /2.
MGO007 548 TId AT+ —I°7Tmg/kghB S BB TS, Y1 2L 205 BEE TeH 0EHR 5 %% 7=,

VRAT4—J°R#KKkE KROBREORD. EHE. BREE. BSPNROBVERE OIS DK

5388 NREBDHD,

BEFBINERALD . I9FE. BD. BHIEEE.
R 557HE INA LIS A2 RERIST.6°C. IRdaE94. Wk #20. BR5REZF1E93%.
(FHBROBRBRERER WHMXIRECZEDRH/ AKX (Grade 3) ICBEEL 2RO TRELMAIMEDOBHA
%210H8) ROVEBLIDDETRBRER ZRBD 7.

ERLREDHEN. MEMEFICLDBEERA.
FERXHIRARE T/ ORISR DR IEZRE (R R DBRINLERE) OEFEFHOEED

B S50RH T SR, D EORKERD.
B AR A RO R B EEE R, hEE O E MO RSN
610G SRR Db BB R AR SAIES.,

FRA2EZEEMEEMAKROT7IF IOV OEAFREMBRBICLDEDE
EAbNz,

DII—IRE CTEZREHREDOHEEET . E=RHEA40%. /T FTHRRED
BRI GHROER TIRFREEE B RE) . AEDHFEILR. AEINEKAE
R 5630E DEEET. UEAEBABEROCDBHBRLESY . RELLDEBOHERKRT
WRIEEDAON . EREROTLERBDHONT,

HIgGIRE : 4.769/L (N—AZ1 ELHIETE)

BB 5758 WIREE A B . (CUIC .. SO SRS AR RSB DL,
RRBE578EE BEOMMENSBOSNI-.

. BEEECLGS FET. SO | Bk SRS, SEEEE SRR O S
B S85HH FRESEE R,

ERRIREEE

BRERIREL(E 1569343588 Biti851588 Bi8125630E
I9G (g/L) | 1.54 | 2.64 | 4.76

BEREE  7IAAO IOV /IR T EFILYUFILER ATV TURZY A XOF2 AL VALY
7xO—I U T ARV TFEF T

*ERRAR
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EEHENVEDBESAIR—REFALURL TEEXEERLRFED ) AIDPEL HNET.
BERRERROHEFE R UORMOZEIFIFESIEORKRAF THY . BIEICILEEDPBETT.
DAT4—T°DREICEVMAIgGREMIET L. REESECDIRIEBILT 2B TNDH D70,
BRI ICEEREBMBRIMELSHL TODIHER. VAT —I°0ORERITH T BIEDAE
=BFELTIZZLN,

AT+« —J%REEPR PR OTARIR T RIS EHMICMARREETV . BRIEDRRER R O#1E
BEDBESADRREZTHBHRL TZZL,

® Ak
BRERMICEEREHERPELZAHLTODBER. UAT—I°DRERTOT . EEEDA
BaBEL TV BREEDBRKERR OBIRDPASNIIZEICIE. MRRE . FERXHR. AR
CT. mHFEBRREFOREERREL. EZMZTOEEDIC. HARZA U FITHOTREEPHR
TANAE RREEERE T HREDBEYLLEEITOTLIZELN.
YAF+—I°DRHFICERKRIICEERESEBBE (B | BILFE. K. BE) SRS ZBE
(ClE BREDPBIRY 2ETYRT—I°DIREEFEL . BIEDRREBEL TEEL,



A7 4 —J°R 5% 0ORIgGREDHR [EFRERFENIHRE (MG0003:ER) ]
AT 1—3°7mg/kgiB L X% 10mg/kg L™ % 18R TOEKE T2 5 LD miE i gGErE
DHBIZTROESYTHY . MBIgGREDN—ZAS1 U HEDTIIR AR P EIE. Tmg/KgiELEET
71.1%. 10mg/kgiEM P BET77.7% TL 7. SAREARIR T . #1gGRE IXHBRBLIAICNR—2R
SAULACEELELS.

LE. KRB TIE. A7U—Z 8 RUOSARKEAR (1. 8. 15. 22,29, 36. 43HE) . B84/ (71. 99
HE) ISHmEFTO. BIgGEEEREL. UAT —I°DBREICH > TIRIgGEEDE=L2)> Y
HEERBLELT,

) URF— T ORBENERBIETM/AGHRETT
R EREIBIIET IR RES MGOOOSHEE (RRMFEER)
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20 7 BT RE
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_20 .
#2
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G 40
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=
E
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g —60
|4
¥ e

g0 4 —— 7 S5tR (671)

@ Tmg/kgtl 4 (641)
0= 10mg/kg#B™ (69%1)
_1 00 T T T T T T T
0 2 4 6 8 10 12 14 GB)
KENEY AT —dE THREDRRERTY .

6. AiERVAE

BE.RACROY/UFSXTT GEBEFHEER) ELTUTICRT AE21ERBRTORKE TS T2, ha1t 1Ll T B5%
BYRY,
& 1258 50kgAki - 280mg. 50kgl E70kg=iiE : 420mg. 70kgkl E100kg=iiE : 560mg. 100kgll Lt : 840mg
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[MGOOO3HER T D#EIgGRE DM : BREE - T8> J - KAEDHRE]

o EREZEBIUN—ASIVEDBREETR

MGOO03:HE Tl MEFMIgGEENS.59/LUTDEE FZBBEEISBAINELL,
REMBITIRERICH T BN—AS1 U EEOMEPRIgGRRE [FHE GZERZE) 1 1d. U
F4—d°7Tmg/kgtB4E (n=64) $10.1g/L (3.1g/L) . 10mg/kgt84™ £ (n=69) #9.7g/L
(2.7g/L) TL7=.

o TR JLE%E(E

MGOOO3HER TlE EA>~/ 07UV MEDFEEL . RIEDEEICHHHS T MEFERIgGR
EMP1g/LRBEDHZE T RBEERSZ—IFMNICPIELARITNIEERST . E#RIgGRED29/L
Pl EEROT R TREBEER S EMB TEHIEELEL,

Fle. A7) =22 TR ROVAERAR (1. 8. 15.22.29. 36. 43HE) . #1284 (71.9988) (<
RMAETOTHRIQGREZAEL. YUAT—I°DEREICH > TIIHRIgGRENE=Z) VI %
KfgBHIEELELE,

o YRF 11— 5RO

MGOO03HERICH TRV AT — IR 5% BRPEBICH T TOMBERIgGEEIX. VR
F4—a°7mg/kgiBLEEH. 3.1~8.1g/L. 10mg/kgiBL™ B, 2.5~8.8g/L DEFE TH %
LELE (R4 THR/IMEE TR AIE) .

SE) AT — I DERBENBRIFTMg/kgiEL TY .
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O ERMEIR R

VAT —J°OBRRRBICEV T BMEREL TEHIHREEBERAPRESN TOEY . EHIMEE
EMEADOREERERRICRAINTES T URATA—IOUCKDEH M EE M BAE A D REIC
DVWTHRALTICHFILBASHICEN TVE R A R SR FIE. EF M EREMEBEX OBRKER
(BB, RE.BEE. HER.ERHARE) RUHRISERL. BIRZT2IITV. EEPROSN
BEICIIREZRIET DR EBYRLEZEITOTILEL,

® YRF—J°ICLHBEERMITRDYRY

EEMRERIE. BERADOOSHAEE THE - EEPREShBVEDZN FEAED T
IWAREEZSNTVET D FNICECSRERBERDERPEFIMOREXEL THAONDIE
DHYVET .
EHIMEEEBERIIRAZH THY . FEATONNERRERE. REYE. 2BEITOT )T
(IVIg) . £/70—FIAFRLEDEF TRESNDIEIZENTT . BE . FHIMEEEBERIZ
FRREZEFHPHESNNUE. REPIETHIETTFRIERFICBRIET . 77 ATRBESNIERAIME
EEMBEEAI296| & T LR T BN LERRISROOSNT . 96 %P RFLEF TH.
TEREEX SO THREFERPRBOON-EMESNTOET ", £ BIBREATOARP
FRMFREORARFCIEVANINABREDBRED ) AT DPREL ERAMBEREECODHEDHY.
EFMEEEMRERX OB DPEBELSZEDHIET.
BLERFEAR BB AETIC. B RARABFRSHE (MGO007HE) OURT+—I8%
(10mg/kgtRH™ ) (161, BIBETHROMRITU A VIF Y ROY 1 MEB B ERARER R
(MOG-AD) *“ZH R ELET T EARMBROERHRFFEMABRER (MOGO01HER) ICHLT26ID
SIGICEAMNBEA DS EINE L/ MESNZ3FT X TOBEEBEXDSY AT —TR I
ERTHBAREDBEENBE TERVEHIESN. URTA—T°RIET 7RO/ SHIEICEE
L7z,

1)Bihan K et al.: Br J Clin Pharmacol. 2019; 85(11): 2540-2546.

) URT«— I DRBEN - FBRIETMY/KGIRSTT,
*ERRBS

6. ERURAR
BE.RACEOY /UEY X7 BETESELD) ELTUTICRT BEE 1 BEMB CORNK T35 T 5. CNE1H17LELT B5%
BYET.
thE 1R 58 50kgHiE : 280mg. 50kgLlE70kgasE | 420mg. 70kghl100kg3Ri% : 560mg. 100kgLlE : 840mg
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o RN

2 HUEEHENEREBEXNREVLERAZRICENT. ERARRB#GEHRSHER (MG0007
HBR) T157615 161 (0.6%. 10mg/kgHa™ &) ICBEAMBREAPBE SN ELZ. ZO1FIICIE
FATHER T H S ERLFEMBHER (MGO0035HER) ICEVWTTZEARPREENTOEL . &,
ZDAEFILIS T MGOO03FHERD7mg/kgtB L8 T6445F 1061 (15.6%) . 75 AREETE7HIH
4451 (6.0%) . MGO007HEED7mg/kgtBZiEF TO8HIH8HI (8.2%) ICEEMERR R DEHTHS.
FREHORA. BOELORBHPBOSNELIED . ENEDT N TOERIIEIELELE. D25
1PIISSERD/zHAEBREFRIEL KL ZDMOBE IIERRHABRZ ML . ZNLSOEIRDOFER
3% EEEOBLROONELATL .
e REETHORITI AT ROV A MERRERAEERSE (MOG-AD) “ZxigR el
275 AR ROEREREMERE (MOGO01HER) ICHWV T R TABAREDEEDITE
TERVEREMBRREAD26)ICHRESNEL . BEMRRA L. MOG-ADBARDENRIEIRTY
DY MOG-ADEE TEHIEBMEMRIE R T DBREMDSTEO TV DD R TRATT,
ERRD3FL. MEHRSET28FE LIAICER L REESL<EELEL .

1)Nagabushana D et al.: J Neuroimmunol. 2019; 333: 476960.

) AT — TN EBEN PRI TM/KGIBE T
*E PRGBS
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YRF 14— BT BEERABRDERHRE

E RSN DEGREDS . EEEEER 25 DMARIEIRDOMHER. R R OEV L LED AR ED TR
SNTLET,

iz

YAT+4—I°DIRFRABREVBESN A REEBEAOEMEETHBLET.

EFIBIE (RBE : k1Y)

EEMBERA (&R E1E)

- B0mE AR, &

JRER  BEHENE (AT — IR 5 BIRI23E /NI

CABHE LEHMETLILF— Ry 7L BRIV AL NSRRI )  BRRE. R E43
Bi12XkZ. BHEFAE. MEEMEIREE (R RIE. AIRED) . /bR . RS HIE (THBREMEER UK
EREMEE. )

- BHERE - BBREER. B OkRE. TS RMMAMIER (MR BREOMERL) (REBERE. BB (BH5
hREEH) . FERE MR (B, BEO#ELL)

%58 10mg/kgtaL™®

TERIEE

MGOO03 B Tl 7 SRR R E SN BEERDOERIERBHONBH DL,
MGO007 B TldJ A7+ —®10mg/kgtBS ™ BT BN 7z,

YRF4—T®
2 5RKRAE

& SR EEREAEICHLUAT—1° (10mg/kgii) B 5 R4,

#5288

#5368 R IERHIREI/100D = EDERDFHIR.

REPREE. TR BON OB 38.4COFEREHOTL e,
NFEEE-IVEIEHRGLDERIIHEL T B HEEZ2.
WEZITSNIBERERITTLE N 7F V2 P2 oabl T3 Y AR Va5 RA.
BERICHLEUN IR MO 7 EFIL T UFIVER KB 7 LI Z I A TALTLUILERR.
DT IAVROTENFI T VEREH] MFEF ROz F >4/ 12 5B,

FIH. BRI ERT MR E4/10IC8E .

#5388

SRERCTIRA CRBIIFRO T RE. KB AR OB IR MEFROBOED .

B & B8R (CSF) O£ EPCR#&&E TEscherechia coli. Neisseria meningitidis.
Haemophilus-> 7)Y Listeria monocytogenes. Streptococcus agalactiae/
pneumonia. - MXAOATAIVA L7 A7 LA BFEANILNAT1ILA1/2, Varicella
zoster 7 LA ERNILXZATA )L A6, Parechovirus X O'Cryptococcus neoformans/
gattife T o7z, BEIDCOVID-19. 1> 7L I K BN MR AL 7 ROT T AR
A2 N=TJAINAREENT B,

BHARR. €7 N 7FU > 7oA ROTHF AR > ik 5E,

#5488

&% CSFPANILF I AHUR. ErRBEARETAIILAZNThEE M,
REMHE AR E G (MR ARZE TRISRXIIMMER M O E 3= I BEIR DIBRMN R E R DT,
HHMEERMEREA CZITSh. AR RO IV AR OB S EHIE,

#58HH

SREITHERL. Bk,

#529HE

FEMEZERIC T MRS 2cell/uL (EEE) .
CSFEBEMUCSFALBIBICEBIIRO T 7L ARUCHEERLE O,
ERURERAIIETE.

HAFE EUNAFIIV T IIN TR/ TOAMERIVBI2. 7Y FFTU  TURZY RS ANRN
U AL A7 Ia—IL ISR TS =)L

) URT—TCORBEN BRI/ KgIRS T,

*ERRAR
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® fEX
40C<SELDBEA. B/E. BD - BEHO=#EHAHAOSNET . DREFICITIRIBEE (DRUHP DI
B> TEZRNCHITICKY) « Kernig# &4 EDBERRRIBIERDBHONET . £z FIFRUCIE
BHREEORHONET .,

S2a
®n

EEMBEAZR OGS REREAICURAT—I°O RN HNIE. URT—T°DR 5%
BPDICHIELET  EEMRRRDRRICHIoTE. ERRIERERSBIME~Y =17 )V [HEEYE
BIEK | VREEBEIL BYILRE. 2 5 BE. MEIREEREL TAE, £ BHEMHEAE
SEILIB A BABRCE DV T BEBICBEIRETT?,

1) EERMERRBRINIGY — 27 )L TEMEBIRA FR23FE3R BEF BE
https://www.pmda.go.jp/files/000143508.pdf

2) BESBER— L=
https://www.mhlw.go.jp/bunya/kenkou/kekkaku-kansenshou11/01-05-40.html

6. AIERUAE

BERACEOY/UF X7 BEFERA) ELTUTICR T BEZ 1 BHER TORR NI T 5. chE1Y (/L el T #5%

B)RY .
*HE REE

50kg=ii : 280mg. 50kgl E70kgRi - 420mg. 70kgd E100kgRi : 560mg. 100kgll E : 840mg




U

O =L EIFA

VA7 —I°DELBIEMEL T, 5% (BEfE. FEER) (36.7%) . THI (20.7%) . F# (12.8%) FHS

BEXNTOET,
10%LL E 5~10%=KiH B5%ii
BEEE TR (20.7%) D ot
- 2 AR, SN
e BB, AN
e RO s (12.8%) S8/ AFBATS

VAT« —°BFRX 5% (202543 HET)
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R ADRIRRT

EEH£RFEIEEER (MG0003:RE) IV TURTA— IR TREBICU AT« — IO T BHE
PROONI=BEIZTMg/kgHBXHEET2661 (42.6%) . 10mg/kgtBX™ 8 T224 (32.4%) Tdh').
ZDHBEHRAFUAIETmg/kgBLEET18M1. 10mg/kgtl™ BET8flIcROONELL,

SE) VAT — I DERBENBEIFTMg/KgIEY TY .

SEAEHARS (6:8R3. 154 7 JL) +ERERHARI (858R) 1 T i S DMK R U PRIk D 3EIR
1%:%2 (MG00035ER)

YR5—I° JRF4—3° YRF4—3°
7mg/kgtaZigE 10mg/kgtHsEs 7/10mg/kgtHE#

(n=64) (n=69) 24 (n=133)
MEYTUE 42.6% (26/6141) 32.4% (22/68%41) 37.2% (48/12941)
FRFITTA 29.5% (18/6141) 11.8% (8/68f) 20.2% (26/129%41)

#HAEH | FRRREIE "S5 REBER MGOO03aER GRRIFETHEE L)

6. ERUAR
BERACEOY /UEY X7 RETESED) ELTUTICRT BEE 1 BEMB CORMK T35 T 5. CNE1H1LELT. B5%
BYET.
thE 1R 58 50kgHi® : 280mg. 50kgLl.E70kgsE | 420mg. 70kghl100kg3Ri% : 560mg. 100kgLlE : 840mg




.

AH) . —EBABIDORIER U R EICKDERIREHE CAHMliSh. ABIh &Lz,
ED/H . ERBEN TV B [AEROAE (Tmo/kgtis) | EREDT —EHEENET,

O ERFHFIEIHE -SSR
(MGOO0035\ 5% [#RAERYE5%] )

HNER  ERAREIA—SERIEEHE MGO003: 5 (RRRHHE )
Bril V, et al.: Lancet Neurol 2023; 22 (5) : 383-394.
(ARFHB&IFUCB Pharmad& £t a2 1 THY) . ZFICAH KRR ESPHILEEZBEL L\ IEDEEND.)

| HERHE

B § £HREEHENE (QMG) BEETREL T VAT —d°DERIE . 2R OBENY
[CDWTEH 9 5.

st & FEEHPSEEDER KEEEHENEMEME (MGFA) AEDISAN~Nalz=E L. &

JO7V2ER0A (IVIg) XIE Mm% (PLEX) REICKDBINEENMETEN TLVDgMG
BE2006 (BAABE13FZED)
JRF4—T®7mg/kgBs : 666, AT 1—°10mg/kgst : 6761, 75tAKEE : 676l

HEFV Y BIM. SHREE DF 4. FIa 79— T5VA Ta—I7 RV N\ HU— A &U7.
BA.K—FUR OV 7 wIE T ARA Y ABROKE)  BEAL. ZEER. 75ARME.

3B, WM TREE LLBEBR
AR RRABEOAY)—Z>JE8AR. 6 AR OBERE (CEEHRT) . SBERF DO EHRREAM
BIRT) THERINE,
1HEB 43IIE|E
BT BT TR
. EEERS
YVYYVYVYV

. [EEFEAE] .
| 43EEIZBAMG-ADLIBRIAT DX—RAFA U HEOELE |

AEIO [RERORAE] LT OB (BFRXDSIRE)

6. ERURAR
BE.RACEOY /UES X7 RETESED) ELTUTICRT BEE 1 BEMB CORE T2 T 5. INE1H17LELT B5%
BYET.
thE 1R 58 50kgHiE : 280mg. 50kgLl.E70kgsE | 420mg. 70kghl100kg3Ri% : 560mg. 100kgLlE : 840mg
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# 5 # & MGEEMWECHE FIMuSKRAB Y X ISHAChRIAB ) BIICEBRIMLL .. &EE AT —3°
7Tmo/kgtEEE (LT . 7mg/kg®¥) . U AT 1 —T®10mg/kgtBE% (LT . 10mg/kg®¥) . 751K
BECT 1 1D TEESBICEYHT . URT—I°RUETSeRE BRI EICEET6E]. BERICK
THREL, URT1—T%7mg/kgiE. UAT1—°10mg/kgBCBFBUR T —T°DIR 58
IFTRICHEO AEHFTVRIOEERE (Tmg/kgMHEHXIE10mg/kgiE) £L7E.

JRF1—d°D5E (mg)
1) A7 1—3®7Tmg/kg¥ IJRF1—3®10mg/kgH¥
280 420

<50kg

=50kg~<70kg 420 560
270kg~<100kg 560 840
=100kg 840 1,120

il " B [FEFHERE]

-43BBICHE T BMG-ADLIBAT DN—AZ1 HE DKL E (IR EEITIER)

(BUREHEEE]

-43BBICHEIIBQMGIHAAT DN—AZA U HEDEE
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| R—254 Y DERERFME(RS)

TStk
(n=67)

4521a 11(16.4) 13(19.7) 13(19.4) 37(18.5)

£5Z1b 12(17.9) 16(24.2) 13(19.4) 41(20.5)
N=AZAVED  55A1a 28(41.8) 21(31.8) 26(38.8) 75(37.5)
MGFAYS 25 .
n (%) £521b 13(19.4) 13(19.7) 13(19.4) 39(19.5)

#5ZNa 2(3.0) 3(4.5) 2(3.0) 7(3.5)

55 ZANb 1(1.5) 0 0 1(0.5)

F918 (SD) 8.4(3.4) 8.4(3.8) 8.1(2.9) 8.3(3.4)
MG-ADLIAZT7

chifd (BB, B8  8.0(3, 16) 8.0(3, 18) 8.0(3, 16) 8.0(3, 18)
MG-ADL group. 25 57(85.1) 55(83.3) 61(91.0) 173(86.5)
n(%) <5 10(14.9) 11(16.7) 6(9.0) 27(13.5)

T918 (SD) 15.8(3.5) 15.4(3.7) 15.6(3.7) 15.6(3.6)
QMG#Aa7

chatfd (B/0ME, BB 15.0(11, 23) 15.0(9, 27) 15.0(11, 27) 15.0(9, 27)
BEOESEkn AChRE 59(88.1) 60(90.9) 60(89.6) 179(89.5)
K. n (%) MuSK+ 8(11.9) 5(7.6) 8(11.9) 21(10.5)
N—RS{VEED AChR+ 53(79.1) 56(84.8) 56(83.6) 165(82.5)
BSOS,
(%) MuSK+ 8(11.9) 4(6.1) 4(6.0) 16(8.0)

T918 (SD) 10.20(2.61) 10.16(3.18) 9.67(2.61) 10.01(2.81)
#IgGREE (g/L)

HhRfE (RR/)MiE, RAfE)

10.36(5.9, 16.5)

9.67(5.3,21.3)

9.27(5.9,17.0)

9.56(5.3, 21.3)

R—254 v DgMGIxF T Bi8E=E

N—RAZ7AVBHIERL TOWegMGICH T 2BREISRSHRB TEETREKRTHY . 24 TELE
REIN TV =EFIE. BIZRAERHH (17261, 86.0%) . BIBREXTOK (12961, 64.5%) RV
eI (10361, 51.5%) Tl

AEDTRERVAE] IZUTOBY (BFRXHDOHRE)

6. AIERUAE
B)RY .

BE.RACEOY /UES X7 RETESED) ELTUTICRT BEE 1 BEMB CORE T2 T 5. INE1H17LELT B5%
thE 1358 50kgiE | 280mg. 50kgll E70kgkE | 420mg. 70kgld E100kgski% : 560mg. 100kgLlt : 840mg
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EEFM@HIES : 438815573 MG-ADLIEER D7 D
N—2 54/ H DR E RGO L REHER)

FEFEEE ThHB43ABICH T BMG-ADLERAIT DR—RAS51 U HEDE( R [N FFH
f (SE) 114, 75t ARBTIE—0.784(0.488) . URAF1—T°7mg/kgB Tl3—3.370(0.486) . U
F(—T°10mg/kgB TlE—3.403 (0.494) TLUT. 75HARBEDRDE. URAF1—T%7mg/kg
B TlE—2.586 [95%CI : —4.091~—1.249] (p<0.001) . UAF1—®10mg/kgBE TI3—2.619
[—3.994~—1.163] (p<0.001) THW. URF1— IR ER DT 5 LREICH T HEMIEH BRI
chELE (MMRME RSB . URT+—3°7mg/kgBER U A5« —°10mg/kgEé
(BT 43EEDMG-ADLIA A7 IC 7 SRR E AN THREH S MICE BRESRDDONELL,

| 43B8BIZE13BMG-ADLIER I 7 DR—R 5/ V5D ZE{LE (RS)

77K YRF1—T°7Tmg/kg8¥ YRAFT1—3°10mg/kgd#
. (n=67) (n=66) (n=67)
—05 1
—104
—15-
—20-
251
—304

—3.5 A

IR RS U\ ANIN=),
ONUNErU>-OZHNSHAMDE

_4_0 -

RNZFFIfESE

—45 -

® B
O Ut

TS5 ERBEDE [95%CI] —2.586[—4.091~—1.249] —2.619[—3.994~—1.163]
pfE <0.001 <0.001

BEE N—2T(>DODMG-ADLB A7 . #rlF. EHIEF [HTACHR (+/—) RIFHMUSK (+/-) 1  FHliRS A R S HEO R AERZEENR . BEELEMHREL.
AT =Y ZEDODMMRMER N = H DB

BEAKH

43B BB BMG-ADLIBA 7 DAR— RS54V HSOE/L R [B/NZFFHE (SE) 1 1. 75+ K
BOBANEE (46]) TE—2.586 (1.277) . URF 1 —°7mg/kgBER U X7 1 —=®10mg/kg
DEANER (FhEH5H). 46)) Tld—1.251 (1.049) . —1.547 (1.113) TL 7.
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BREE@IEB : 438BIcHITE5QMGHERDI 7D
RS54V LNZELE

BIRETMIER CTHH43BBICHITAQMGHARAOATON=ZASA 5D ERE [R/N_FEFHE
(SE)Ji&. 75t REETIE—1.915(0.682) . URFT 1 —I®7mg/kgBE Tl&—5.398 (0.679) . U A
F4—3%10mg/kgB¥ Tld—6.672(0.692) TL 7.

TSERBEEDEDEE. AT+ —I°7Tmg/kgB TI1E—3.483[95%Cl : —5.614~—1.584]. U A
F4—3%10mg/kgB¥ Tld—4.756 [—6.821~—2.859] TL 7= (MMRM#Z R\ =58 DHT)

| 43BBIcB1T3QAMGHRIT DR—R5( v h 5D ZE{LE (RS)

77t FE# YRF1—3°7Tmg/kg8¥ Y AFT1—3°10mg/kgé#
(n=67) (n=66) (n=67)

0.0
—1.0
—2.0
—3.0 A
—4.0
—5.0

—6.0

BIR ST\ AUN=),
ONUNEOZONTHFIMME

—7.0

RNZFFHELSE

—8.0 -

YR F1—3°7mg/kgEt

T REEDZE[95%CI] ‘ —3.483[—5.614~—1.584] ‘ —4.756[—6.821~—2.859]

BEH N—2T11>OQMGHR A7 . BAIEF [FAChR (+/-) XIFHMUSK (+/-) ] FHli R A IR SR E DR BERZEAENR . BEZREMREL.
AT =Y ZEDODMMRMZE RN = H D BT

BEAKH

A3ABICHF BAMGRAT T DR—RS1 >V HEDELE [B/N=FF91E (SE) 1 1d. 7S5t ABD
AAAEM (4)) T13—1.983 (1.758) . UR T —T°7mg/kgBt R U A5 —T%10mg/kgB D H
ANEF (FRZN5H. 4)) Tld—3.375(1.356) . —2.904 (1.564) TL7=.

AEIO [RERORAE] LT OB (BFRXDSIRE)

6. ERURAR
BEBACROY/UFS X7 BETHEED ELTUTICRT BEE 1 EMMB CORK T2 5. ZhE1H /7L ELT. B5%
BYET.
hE 1358 50kgiE | 280mg. 50kgll E70kgkE | 420mg. 70kgld E100kgski% : 560mg. 100kgLlt : 840mg

| 37



MiFcRn €/ 7A0—FILiniRAE
Y /Uy XV 7 (EinFHERZ) BE

R T 4= mrzs80mg

RYSTIGGO®

EYEREE, BIFK. AHBEER (EE—EMFOLFEICLDERIZIL)

B RERROFES 876399

BR 5 &|URT—ORTE280mMs
& 38 & S| 30500AMX00274000
Bl B 2N H 2023F 118

R R M 2023F11H

IPE 1 2~8C TR  BAMER 35

2. ZR2(RDEEICIFRSUIENTE)
FEIDE D T UBBUEDEIHFRED D oEE

3. 48 - HER
3.1 #8m8
e A5 +— R F2280mg
EIRS 2R QOomLE) | 00Uy AT (BT ERL) 280m8
L-EXFIY 2.10mg
S0 (2.0mLeR) EAT SRR 53;;‘%2
RV ILR—K80 0.60mg

REIDEZMDOY /VFD AT BLFHEIER) (& F v Z—X/\LRY—0
KR SEESND,

3.2 BFEI DM
BR5T# URT—J8 ~E280mg
Eiicd g SN = SZ4AH A~
& - ,.‘\@\,A?%@R(;@%%fgﬁzﬁé,ﬁﬁﬁ
pH 5.6+0.2
EEEL (EBEBIERICNT D) #91

4. WPRENIFZHR I—
EHRBRFEHEIE (RT O REIX(ER T OA REIUSNDREIHE D+ (1C%
MUEVSEICIRD)

6. AERUHAE I —

BE RSOV /UFI XD ELFERA) EUCIRICRI REZ BRI
fECOEIK NERT 2. CNE1YATILEL T RSZRDIRT .

K8 ®B58

50kg it 280mg
50kglA_E70kg=KiiE 420mg
70kgl_E100kg =i 560mg
100kgll 840mg

7. BERUAZCEEYT 2R .
KU AT)ESDOHREMES BRIEREICEDE YT dIL. [17.1.1.17.1.2

8. EELEANIR I —

8.1 FHIDESICLD. MAPIgGREMME U BENEUDXIERILTHHBZNN
BB FAIDEEIABF N OARR T RIFERNICIMRIREZ{TOHLE BEDRK
BZETDICHRET DL T BREDBEMRERICERL. EENROSNIZE
BlICF EPICERKBICIAR T DR OBEICIEEITDIE[9.1.1.11.1.1,
16.8.1 2]

*%8.2 AEIDRSHMBICH IO TS ERMERICHWNT. M TERICL DD\ EEDERE

DEBEDHETERSZTICEBERSDBERICOVTIE EMNZDZ L%
BE(CREI U, TR BHBEIIRZRELIR. FARSICRDBRIEEMAICD
WTERENDERL., EEBSHRITIRS TEDT LML LT ERDERIEE
DHETREI DT EFe BRR. FAICKDEHERANRENDNDBETPECKRS
DD AR E LD RN D DB E(CIF BBICECRSZRIESE. R
EDEE T CIEEICHE T DIFEBYIFLEZIT O E EAEHDEHEH ROE
HERZBRALEVLDIBEIOIRZRL. R2FEFTAICE I HEEZ{TOC
o

9. HFEDERZF I 2ERECHITIEE NI

9.1 BHE - BIEEEDHDBE

9.1.1 BPMEZSHUCL\DEE
RAEZEHUCVDHEE BRREDRRZEL T DL BRENMERT DD
TNHHD.[8.1.11.1.1 =]

9.1.2 FRUA I AF U7 DEE
FFROA IV AFrUT DBRE(ICAAZR S I DHEF FIHEREE PR D)L
AN —H—DEZIVVIEATIEE BEFFR DA )V ADBEMEE PCRFFRDE
{EDBUERPIERDFHERICER I DL,

9.5 im
HEIRNIFEIRU TV DI REM DD DL EICIF B LB N BRI Z EEldE
HIISNBDBAICDHES T DT E IgGIAIFRREBBMEN DD ENHSNT
BOFHNFIIRA = A TFIVCBWN T BRIRICEITI DT EDMHRSNeh . ¥k
RICHEEFHESROONED DI Ko AR SZEZ S CBENODHERIC
BUVTIE B OBITIDICGHE FLU. BRDURIDEF DA REMD B D,

9.6 RAIF
BELOBERENUBIREOERMZERBL. KILDMRFHPIEZRET T DT
EAFDERLTHNDEITIEFRBTH DN EbeEdOTU V(R HICET
FHTELHSNTND,

11
11

11

9.7 INEE

INREE R EUCBRREERISERL TLIEL,

10. HE/EA I —
10.2 HAER(HAICERTBTL)

FH2E BRIRER - BBE HE - BRRT
AREZEIOTUVEE (RUL | TNSDEEIDBBEMELNE | A HTNSD
FLIUD— VB ARED | 559 DOl N DD, CNHSD | BFIDIERE
OJuU>%) EACKDBELZRIIBITDE | ZETIEDT
£/ o0—F JUAGERE (T2 |8 FEDYAJ)LIRSICHIT | BN 5D,
UZY D (BLEFHEER). S50 | ORIRENS2B/BERIEIC
UZYDBEFERR%)  |RSIOTENEFLL.

FefalEima sy ) OBERHE (T
THIVFFER ZILT7 B
TFHERR) %F)
MG bR AEIDBBEDRNEF T T | AFCLDAE
BEMEDYD D6, FHAZEE TS |FRICHETIT DT
CEDEFRLL, EICKDAEID
mfuREZET
TELOREMEN
DD
EDOFUROBHEEDIF Y |DIOFVDRBRICEDER | EDTIF U NIF
WRIFT MDD DI, |FBEETIF
RENCKDBRBERDEEZ B | ([CRDERER
[FBDTEMEFRLLY, BOUZTHE
AHNCLDBETDGEE AH | KT DBZTNH
DA 7IVREICHEITDREK| DD,
BENS2E/RELEICERET
BHTENEFRULL,
EDOFUROFEEDIF V| DIF VDRI S DT | AEIDIEREERE
SNDDOoF BEMEN DD, [CKD.DOF
DOFUEAEBIRSHBDD | (CHTDREM
BFLEDLBERIETICERET | BEES 0
BDTENEFLLY, AREMEN DD
AHNCKDBERDGE  AF
DY ATIERSICETERE
BENS2E/MELEICERET
BDTENEFELLY,

1. BIfEF I —

ROEWERN'GSONDIEN G DD T HEZT DTV REDRHOSNE
BlCFRE5ZPIETDFEBYFLEZITOE,

1 EXGEIER
1.1 EEFREVE(0.5%)

FRZFDEEFRBRAEN G SONDENH D, [8.1.9.1.1 BIR]

1.2 SEEMBEIEN (0.5%)

TR, FEAN TRERTE . M ER. IR S EDEIRZE A DEEH IR E MBI DD 5D

%8) (36.7%)

N&ZENDD.
11.2 ZOOEIER
10%L1 E 5~10%K;E 5%3R;

R R B AERE ERERRR, BN L
AR (AL
CIREAN)LARR)

BlElEE THI(20.7%) | B Mgt

HRREE FEACE N

KERU 5292 (B2 ALBMERZZ
R HEREE TBUEE)

[Hil=g=E N6 R, AhPNTE
EEERRES

—fR - 25EE F#(12.8%) |IZEHIEABRML

RURSEMIDREE S

14, BALOZFE H—

14.1 ZRIRRFOER

1411 AERSHIICODEED SEDHU. 300U LBEE . BRICRLUTH SRR T D
CEAFERHIENT &,

14.1.2 HRBNCABTY ZERICROMER I DT L NEYFRICIHSHFI T ORBX
FEBDEROHENBBEICIFEALENCEAREF vy THEWEE, XIFRE
FrvIICREGHSBEBRERALENTE,

14.1.3 BRAFE
(1) AP IVDREF vy TZHNL 7 IV I—IUETI\A 7 ILDie 7 BEL. 218

D



2) XA 7 ILDOARBEYZ T NTIUVIITIRERD )\ A 7 )UICERSTERE. B
FEIDEFC 2RBD) A 7 ) EERUBERIFH UL ER S ZER T
&
*%(3) YUVINHHENL ERDA SV I ZEE R Ty NIFEGIEHTED T
7%,
14.2 ZRIESROER
*%14.2.1 FERSRHODIR
BEICNBEREZUVIICTFCAU EEZERIRETDHE.BEDIRE
EERREUEDSFAREZRETH &,
*%14.2.2 YUV IRVTICRDBERDER
(1) BEEZHODUHHRE CETOHNY TZFRT O ENHEREIND,
(2) EYEANDTWZERHFDIZHDIC LU FDEEZEERTH &
VUV IRY DR S — LIFERKICEET o
CRE5Fa—TJDREF61TecmII IHEERLL,
- 26GRUIEDE ML eEIR Y NEER TS,
(8) 20mL/NrA TD—EDRE THREITDI &,
14.2.3 MU SA VICRDIRETHDDEL. DEFE - EEESRAELENT
&
14.2.4 FHEBAIFAXISED TIEERE I Do EEICER. ITH#. Fik. B, iR 52
RN D DENIFIRE UV &

15. ZOftiDEE I—
15.1 BRIKEAICE DB
ERHEFEMERER (MGO003FER) (CBV TARIK MR SEICAFICH I D
FOERHSNIARERE X7 me/kgtBZ B T2661(42.6%) . 10mg/kgtB= P B C
2215 (32.4%) T D DS BHFIFAFIFTme/kgBZ B T 1841 10mg/kgifzy
B C8pIICERHBN .
) FRIDEGRSNCAEFTmeg/kgtB = THD.

20. RV EOEE .
*20.1 FEZEHTCOSRECHRIFI D&,
20.2 AFNFHFEICWICRRECIESRTF I D&,

21, AR I —

21.1 EERUAEEEZRED LOEYICRET DS,

21.2 BN TOARBREFDBO TRENTVDTENS. BLEMRTTHE . —EHDAERIC
FDT—HINERINDEXTOR S AP ZNRICERANEREZREIT DT
ECRD AR DERAZEDOERBIRZIEEITDELDIC FBEDZEERUEMN
MBI DT — = RHICINEL. AFDEIEERICHETHEEZHF LD,

22 B —
2.0mL[1/)\177)L]

#2025 3F iG] (555HR)
*2024F 1284E] (F54hR)

BB F AN Z CERTES VL BFRX DU [CCHELEE L,

XEERERUHE EDES
BRI
A-Y—E=-IvI\VHREH’
RREBHFEXAEHESTEHITE S

TEL:0120-093-189

A—y—E—Iv/\UHFEREH
A—y—E—457—X AVIINEII—
T160-0023R REPHERAHESTHI7E 1S

SR TUNAXFTEITCS 1) \——r7ZgHd
RO ET BRIDBFRNFZHE CEET,

(01)04987700000324

Z{IHRE 9:00~17:30(£H -8 -2 ABZR<)
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