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X O ) ) 3. fkE5EEKH S PCRTJCV DNADRH GE3)
Possible o) @) X/ND @) 4. EERE 1 T R B R B BRI CRR 4
X X (Gx5) O O TE% (x4)
Not PML X X X X
o) X X X O: Bt X : B2,
X ) X X ND : IR B R EMEF 3 E R R

GE1) SBA2 (AIDS. FifEsl - REIEEIIRSEE) OBEFPTRER (EYHRER) (FYUIXR T UVFIRITE) ZERAPORECIHRERT 2D NEHFEEDLD D.
FE - BRMRIENNTE EDRAERINERE  FFEMEIR & U TR/ U, SRAMEREIRES. K58, RIEE. IR AVE. /| MAER S E SR IERIRIRIERZ 2T 5.
HRRDGE. 8y BCHEUHEHERECED. BEREDEEE. BEANICEPMLREEY XY DHHEMERZRH DOBEZNRET D,

(F2) MEDREICFEEEMRINERDEMAT. MEFFEBE - AP0 - RETRELEOBEBEREDFERTH D, REGFT 1 ERAEGR CRES. T2@BAERSIUFLAIR
B CRIESZEY d. IEGERABEGR CIIFULWREFEESZZ L. VWRERESEIDZ ULEDIH. UV TROEESREZET D ENELHD, EFH
IR R(FIRMZRBIE T DD REDFICTH<FRHDEDHH D,

GE3) WANHRICIFZED Z E DB D, FiBE EDICHFERNELEDD T, PMLORV D SNIEERET .

(E4) BERMES UCFRIEEEY A hOT 4 — - EDRBER. & hRERE DAV (HIV) BHE. T+ b XAODA)LA (CMV) BRIEE DRRPE. iR EIEE N D Do
AIDSHEEPMLAK K HH5NBDIREEICIF UIFE UIFHIVEME PP CMV R IE EDEH T D,

(E5) PMLEAED X0 D& 2 EREBZRHDEBE(ICHRICHRUICRERZET. (2) DX D HFHRANFEBMRIZRIEVDODD (BFM/IVRERE) . PMLOBIEEMEZHR
TEFVWBDZEZD,

PCR : polymerase chain reaction

[5E] EEFHBRFMRERNE FAMEESSRRMRBE FAMESTIRAREZE) TUAVRECERIEDA )V ARREICRT HRAEMRIN | TS EERBERE
(Progressive Multifocal Leukoencephalopathy: PML) 32&HARS51> 2017

31



32

TS EE R ERE (PML) &%

O ETHSRERERIE (PML) OZEEE (REFNIREICELSD) 2017
[Eiﬁﬁnﬂfﬁmﬁﬁﬁm AR RSBRARRE (%53‘&&%&%1’:}?%%%)]
TUT VRROBRED A VABRIEICEI T 2BERRIE 2017

* [REEALE RS BEFRMSEMR] OE
H. [8#@%M\\=JCV PCRI DIBEICH S
B[] DHER. TNSOBRBERIEL TR
HDBE, HBINFRENREENTLEL
BAEOVTNHZRIKT D

O: B, X a2tk

HAMGE  REEEEEEE

ETHMRR

HigERWE
JCV PCR
GE3)*

RIEFHAR
GE1) GE2)*

Definite

CE1) HEWEREFIRR | BER. EAUIRZEIT DT

el UdFY ROJU 7 HFRIEEZZT D7 A OYA

NZEZEN

(F2) RERBICKDICVY VI TBEDIRE UL IFEFIR
MERIC KD DA IV AKFDEE,

(E3) ##(CHIFHICV DNADELEEE,

Possible

(7#4) [Probable] T, BN OBEEAEICKD DOEEZ
RN TEIBES [definite] &2,

X |[X X XlO|0OOO

X |IX OOl X|OxO
X |O X O| X |x OO

Not PML

PCR : polymerase chain reaction

[8Z] BEESBRZHREME BAMKEERRMREE FEHRBRRMREE) TUF VRROBFRED A )V ARRECRET DAEMRI & TS R BERME
(Progressive Multifocal Leukoencephalopathy: PML) &2 HARS4/> 2017



O LESOREMF. ERERAREERTIIE 16161, BAERKREERTE8,3006| LD HMELEREZ
MRICHREFENF LI,

O EAICHITDMLESDREMIF. 6HADTSERMR - BERL- —EGREEAR (EASIEER:
D1201:#8) . RUZ DR S5HE (D120 1E1HER) [CRoTREENEH U,

OBABRKABRDT—5DS55.1, 7006 LA 125, BU LD KK ST —% (FREEDOMSE B&.
TRANSFORMSEHER) T3 . 45ICFREEDOMSHER(F. 2F(CHIcD TS EMKER - B|IEAL - —EERLER
HERCTHD. A LESORRBZEMD R EINI LI

1LESOEERL  —ETRIEEEER (EARRHER)

ERSEIERERD TS tERXE - BIEAL - :E‘affﬁtti?z%ﬁsﬁ
= A Ltz50.5mg 1576l
(D1201 588) H=& A LES51.05me*  5AB 618
(=p34 ) - ISR 574
B E MR R TSR - |/IEAL - :E‘%ﬁtﬁs‘é%ﬂﬁ
- g -ALE51.25mg* 1944
(D22015:88) b)) A5 5me* 94| 618
- 7SR 934l
((B5t s MR ER] TSR - BEAL —EERIKEAER . _ — e R
- = ; % ARHCHBITDA LESDRERU RS
FREEDOMS i#52 2 5 5 : jﬁg;?g&”ﬁgx : igggﬂ 248 1mimosme -

(D230158) .IStEk 4186 [FREEDOMS]

- — — — — Fingolimod Research Evaluating
[75%%1]1*&511@] ;ﬁéi‘:‘,ﬂ.ﬁ Eﬁ{’ﬁ%ﬂ: * _E'é__*ﬁﬂ.’.iﬁitﬁﬁ Effects of Da”y Oral therapy in MS
TRANSFORMSHER® | i 4t 1LE505mg 14294 1258  [TRANSFORMS]

(D2302:E8) ~ALEZ1.25me - -.4201§||J TRial Assessing injectable

: "IFNB-1a 30ugfhiE - 4314 interferoN v§ FTY720 Oral in RrMS

1)Saida T et al: Mult Scler 18 (9): 1269-1277, 2012
(AMRIFED=2Z8EE () & /) ULT 1 AT7—< (%) DXIRICKDEUIC, AN DEE(CIFEBE=2REE () OB 1 &, /)ULT AR T7—X () DHEM 1 &,
Novartis PharmaD#Eh'2#ZF N5, EEICHI=Z8E (%) KOMRZIEEZ(TTE. /)UVTA4 R T7—< () O TILY VN EHEDICENZFND. )
2)Kappos L et al: N Engl J Med 362 (5): 387-401, 2010
(FHFZEIENovartis PharmaDE(ICKDEUC. RAXDEEDDIHB44(F. Novartis PharmaD#tETéHd. E&I(CNovartis PharmadkbIVH)L5 VR
TRIA TR, EER, BREEEZIEDZFND.)
3)Cohen JA et al: N Engl J Med 362 (5):402-415, 2010
(KK (ENovartis PharmaDXEICKDERIELUTC. RAXDIRER URFBICBUVT. Novartis PharmaD X EEZ (e, RN DEEDSH6%(E Novartis
PharmaD#t&T&Hd. H&ICNovartis PharmadkDIV )L VAR PRI TR, BER. ESENEZRZIENZTFTND.)
[FDttRER

1LESOMGERSHER (ERASRRER)

ERSE IE#ERSHERY EREIHE (D1201) REROMEIR S ER,
(D1201E1588) D1201RBRO TS B %, 1 LTS5 0.5meB & 1.25me B CEMESICEID [T,
’ g% -ALtS505mg 476l
-ALt51.25mg* 464l
- IS5tER—>/LES05mg 276l
(s=p352ER) - IStER—-ALtS1.26me*: 234

1218

B E ARSI S ER BHEIHE (D2201) HBROMGR SRR, - o
(DR01ET S8 . b220! ‘;Zﬁ;ﬁ?)éfé\n?gj Bmeg BRU T S wREE. ALt S 1.25me BT, e
A LS EmgF—A iz S5 1.25me* 601 A
- IStR—A LS 1.25mg* £t 25061

TRANSFORMS TRANSFORMS (D2302) stER D1 SR

it g 5) TRANSFORMS:E BRDIFNB-1a 30ughhE 8 Z=. 1 Lt>0.5mgi & 1.25mg*
" 3 5 - (Lt>0.5mg 2418

- M1Lt51.25mg*

-IFNB-1a 30ugfhiEr——1Lt>0.5mg

-IFNB-1a 30ugfmF—1Lt>1.25mg* £t1,03041

M IARICBITDALESORERUAZF. 1H1E0.5mg

4)Kira J et al: BMC Neurology 14:21-31,2014
(AMRIFED=FREE (%) &/ ) ULT e AT7—X (%) DHEICKDERUIC, AFRXDEE(CIFEI=ZRE (k) DB 1A /IULTARAT7—X (k) DHEN 1 4.
Novartis PharmaD#En4&2=2F1N%.)

5)Khatri B et al: Lancet Neurol 10 (6): 520-529, 2011
(FHZEIENovartis PharmaDsZiBIC KD EEUIC. RFAXDRENUERTICHULT. Novartis PharmaDszigz5211c. AmXDEEDDH44(E. Novartis
PharmadtBTdhd. EEI(CNovartis PharmadkbIT )Ly VML EEE. REEEZITCENZFND.)

[FDttRER

33



.

B EREIEAER (D120158)
~EAABRUS IR LEREENRELT. 608 - 75 IR MR- —EERLRHS

(i]‘%] BAABREMZREECERE 17161
: (F#n: 18~60m. EDSS:0~6.0. ﬁf]EFEJ(dIEIL,U:RIJJ&%EEFT'.E@Lji@ﬁ%%?%ﬁﬂ(&
AOU—ZVTHDOGAERT 1 3@5mED 1 DU L. SHEBREZD M IR SOH™MICERZRERLTULIEL, Z
JU—_VIJHADT2%EH 1 DLUILE)

(Eﬁ] TSR E - E\EAL - —ETRESGTER, f
WREEZEERICIEICEIDMF. 1LES0.5meg. 1.25mg*. XIgTFStERD 1 E]]@f@mx%?gen
ABEfTV. A LESOERME IS tRERERST U, :

| [HBEEM] 2007595~2010%25

® HEER

BESEROFERIREXRE. 1 LES50.5mgdTO1.2% (5261 576l). 1 L1255 1.25mgiTt94.4% (5141
548l). TSERET78.9% (4561 /576 TUTC. EFAEERE. 1 LTS5 0.5mgi TRIREXR 244
(42.1%). FFEEEREERE 1261 (21.1%) THOH. A LTS5 1.25megB TRIFERXR2 14 (38.9%). T

HRERRERE 1861 (33.3%). RIR8%I (14.8%). THIGHI (11.1%) TLle. EELREEZRIE. 1LES
0.5mg§¥'¢'51§“ (FRIR3HIIEE) A LS 1.25mgiE T 116 (RIR8HI. FIERFE=ETOvD 261/8L) TUT.
BRERIEICESEBESERIE. 1 L5 0.5mgi Cofl FHEEREREEIMLEL). 1 L1S5 1.25mgs C6

Bl (RIR26]. FFEEERBERERE2615E) TUI, SETHIIFHDFEEATUI,

HIA=288% (1) | ENSEIEERARERICEINSER (D120 1 58R) GRERIFHmER)

Saida T et al: Mult Scler 18 (9): 1269-1277, 2012

(AARIFHED=Z 8 () &/ ) ULT 1 A T7—X (#F) DSHEICRDENUIC . ANRXDEE(CIFEI=Z8EE (1) DHEN 1 &, /) ULT 1 A T7—< (#F) DHEDH 1 &,
Novartis PharmaD#tEh22EF N5, EEICHE=ZRE () KOMRZIEEZITE. /) ULT4ZAT7—< () OO Y ILY VR EHDIcEDZFND.)

HBRECORENRDODNIEEER (BIFA) (RIRK: 2%LI L) (BASE TEEER)

—
(n=57) (h=57)
ast 43(75.4) | 46(85.2) | 29(50.9) BRED SV FERE 20(35.1) | 17(31.5) | 18(31.6)
MRBKIOV VIRES 2(3.5) 7(13.0) | 0@ SIRFRER 16(26.3) | 9(186.7) | 12(21.1)
BmERimAME 1(1.8) 3(5.6) 0O [EXK 1(1.8) 2(3.7) 0(0)
U ) EREAME 1(1.8) 3(5.6) 0O AVINWIVY 0] (o)) 2(3.7) 0(0)
DRSS 7(123) | 9(18.7) 1(1.8) MR 58 3% 3(5.3) 2(3.7) 2(35)
R 3(5.3) 8(148) | 00 BN 3(5.3) 1(1.9) 2(3.5)
BIEREIOVY 1(1.8) 3(5.6) 0O BRARIRE 14(24.6) | 23(426) | 7(12.3)
BERES 13(228) | 12(222) | 7(12.3) FHERERR 12(21.1) | 17(31.5) | 3(5.3)
T 2(3.5) 6(11.1) 1(1.8) U ) GEREURA 1(1.8) 2(3.7) 0(0)
BR 1(1.8) 3(5.68) 0O FSURA7ZF—EER | 0(0) 2(3.7) 0(0)
LSBT 0 2(3.7) 0O REBLURERE (0] (o)) 2(3.7) 1(1.8)
LD 3(5.3) 2(3.7) 1(1.8) =IUAFO0—/VMmE 0 2(3.7) 0(0)
&7 2(3.5) 0 1(1.8) miERES 5(8.8) 8(14.8) | 2(35)
B EE R 0] (0)) 0 2(3.5) GLE 3(5.3) 4(7.4) 1(1.8)
BEIR 2(35) 0 1(1.8) FHHHEN 2(3.5) 1(1.9) 0(0)
EEBESLURSEMEE | 3(5.3) 4(7.4) 1(1.8) 1&ER 2(3.5) 1(1.9) 0(0)
"’ 0O 2(3.7) 0O
F 0] (0)) 2(3.7) 1(1.8)
BRE 2(35) 1(1.9) 00
IEBIE (FEIRE%)

¥AFICBITDALESORERUAEIE. TH1E0.5mg
EI=25E (K) | EPSEIERRSERICEINDER (D120 158%) (RERHFRHMERD



B ERNSEIEEGIRSHER (D1201E1:58)
~BFABRESREE LEEEENRE U ENSIERROMGEIE SR

| [HR] ERSEIERR (608) CBRULAFABRESRMBILESE 1716

: (SHHFIRSHBRICOERUOD 1436

L[] ENSEIEERICBNT, 1 LS5 0.5mgBRU1.25mg B THOEEICOVTIE. A LESDR5% |

: ZOFEEEHAEMFEIZSL. TSR CTHOIBEICDNTRESICHRIERIC2BCRIDRADI %, A LtS |
0.5mgXl$1.25meg* ™ 1 B 1 MROKSICYIDEISN. ZNZN6HAMIRES L. RBRBAIE120A) |

| [SREERIRI) 2008E4H~2012548

@ HEER
I SHBRROBEEEROREIRRIL. 1 LES50.5mgiF Cc74.5% (3561 7476)). 1 LS5 1.25mgg T
89.1% (416 746641). TSR -1 LS5 0.5mgdT81.5% (2261 27#). >R -1 L5 1.25mg
B C100% (2381.7236l) TUIc. FFEEBRIE. 1 L1255 0.5mgEF CRMMEER 1661 (34.0%). FEESH
(10.6%). 1 Ltz5 1.25mgETRMEER 1961(41.3%). TSR -4 LE50.5mgBETRIAER7HI
(25.9%). Fr&eEREERE 461 (14.8%). BMEKEAMEAR] (14.8%). TSR -1 LTS5 1.25mgB T
FERRERE9(39.1%). RIRER7H1(30.4%). #3451 (13.0%). 1 2 T7ILITH 361 (13.0%). HIE
BZEJOv 361(13.0%) TUI. EELFHEERIE. AL 15 0.5mgB T 16l (ZRMBELIESRF). TS5tk
-1 Ltz50.5mgB T 1§l ((RBREERERN) TSR -1 LS5 1.25mgi# T4A% (FRiIR241. BERMAE 161, A
RE1H) THD. A LTS5 1.25mgHTIIEBDOSNFTBATUR SPLICEICBEERRIE. ALES
O0.5mgB T2 (FFEEERERRE 16l SFRMEBLERFRE 16). 75N -+ LS 0.5mgi# T 56 CRIEERIR
16 ®AR NP PS=2- P/ NSVATIS—EEM B PRINSFVETZ /NS VA TIS—EENM 16,
FFERERERR 1 6. REEEBIER 16, TSR -+ L1S5 1.25mgg ¢34 (M7 )IVAYRR T 75—t
MBI y-FIVEZIVNSVATIS—TEM 1 Fl. FAEEERERE 16 BERIE 16)) THD. A L5 1.25mg

HCIIRDOSNF B ATLUIE, FECHIFHDFEBATUI,

[HER]

Kira J et al: BMC Neurology 14:21-31,2014

(FRARISHEIB=2RF (%) &/ ) ULT A RT7—< () DZIRICKDERUIC, ARNDEE(CIFHEI=ZREE (%) DHEM 1R, /) UbT AR T7—< () DB 1 &,
Novartis PharmaD#tEN4Z=2FN5.)

BRELORENRDODNZBAEER (BIER) (EASE IEHRRIRSHER)

TSk A LESH
0 g ¥ g 0.5mg# 1.25mg*E
(n=27) (n=23)
ast 27(57.4) |26 (565) |20(74.1)| 23(100)  EEEE 6(128)| 5(109)| 3(11.1)| 1(4.3)
MEBLUUVZEE| 1(21) | 5(109)| 4(148)| 3(130) A 243) | 243) | 00 | 00
BIMERRAME 0(0.0) 3(B6.5) 4(148)| 14.3) Ok 0(0) 2(4.3) 1(3.7) 1(4.3)
U~ GRAAE 0000) | 243) | 0@ | 2@7) B 0(0) 1@2) | 00 | 00
U EhE 1@ | 00 | 0@ | 0 =Y 0(0) 1@2) | 00 | 00
DREE 0@ | 0@ | 301.1)| 7(304) . 0(0) 1@2) | 00 | 00
EIEE=JOv2 | 00 | 00 | 000 | 3(130) wER 0(0) 1@2) | 00 | 00
IR 0@ | 0@ | 0@ | 3130 BNt 0(0) 1@2) | 00 | 00
BHTOv 00 | 0@ | 0 14.3) TIEEE 1@ | 00 1@37) | 000
niE 00 | 00 1@37) | 0(0) FoHEORR 1@ | 0@ | 0@ | 0
AR 0@ | 00 1@37) | 0(0) TPy 1@ | 0@ | 0@ | 0
TSR 0@ | 00 1@7) | 143 A 00 | 00 1@37) | 000
DEREARE. | 00, | 00 | 00 D) =D 1@ | 0@ | 0@ | 0
e e es e as miﬁi - 1@ | 0@ | 0@ | 0
EIE 0(0) 1@2) | 137 | 000 et 0@ | 0@ - 0@ 14.3)
FULF—tm% | 1@21) | 00 | 00 | 00 == 00 | 0@ | 00 14.3)
BIRUSA 1@ | 0@ | 0@ | 0 "o 00 | 0@ | 0 14.3)
RN 1@ | 0@ | 0@ | 0
mmm 00 | 0@ | 0 14.3)
)

XIARFHICBIDALESORERUAEF. TH1E0.5mg [mEs]



36

TSER-1LES8#

TSER-1LESE#

0.5mg# 1.25mg*3 0.5mg# 1.25mg*#
(n=27) (n=23) (n=27) (n=23)
BRESIUSERE | 17(362) | 16(34.8) | 9(33.3) | 11(47.8) gzgggéﬁ e 122 | 169 | 0o
SIRTERN 10(21.3)| 9(196) | 6(222) | 5(21.7) =
IREES 1@ | 365 | 00 | 143) il mCBNRICON °© | YO
E— 5@ ez G e HERIRZRE 0(0) 0(0) 1(87) | 000
mEEN 0@ | 1@2 | 0@ | 0@ e, 2ea oo T —
BBk 121) | 122 | 00 1(4.3) (@RESSUR—TZAT)
BIEAJURZ 0(0) 1(2.2) 0(0) 0(0) B2 FE3L5ERE 3(6.4) 0(0) 0(0) (0] (0)]
AV IIIVY 0(0) 1(2.2) 0(0) 2(87) HEREE 4(85) 0(0) 1(3.7) 3(13.0)
raERn 2(4.3) 1(22) 0(0) 0(0) FENESHFL 2(4.3) 00 0(0) (0] (0)]
BRI 0(0) 0(0) 0(0) 1(4.3) B 3(64) | 000 0(0) 2(87)
BREE 0(0) 0(0) 137) | 143 BIERE 00 0(0) 0(0) 1(4.3)
MEEE 0(0) 0(0) 1(3.7) 0(0) SRUEBLERR 1(.1) (0] (0)] 0(0) (0] (0)]
CIREAJLRZ 0(0) 0(0) 0(0) 1(4.3) RREHER (e](0)] 0] (0)] 1(3.7) (0] (0)]
BRI 2(4.3) 0(0) 1(3.7) 1(4.3) AHEE 1(2.1) 0(0) 0(0) 1(4.3)
FRES LS 1(2.1) 0(0) 0(0) 0(0) 3D%% 1(2.1) 0] (0)] 0(0) 00
E:Eir:iv 121 | 00 0(0) 1(4.3) Eﬁﬁﬁ‘ég 0(0) 0(0) 0(0) 1(4.3)
WEEHE 1@n | oo 0 0 LBRBLUAREEE | 000) 243) | 0(0 0(0)
i 1@.1) 0(0) 0(0) 0(0) HREEF=HMm 0(0) 1(2.2) 0(0) 0(0)
ERRE 5(106)| 7(152)| 8(296) | 13(56.5) NS ERA 0(0) 122 | 000 0@
FrigsERE RS 3(64) | 4®7) | 4(148)| 9(39.1) gggéﬂ@m*w 364 | 1@2 | 00 3(130)
D) CEREGRA 1@1) | 2(43) | 137 | 2(87)
CIREIREETS 0(0) 122 | 0(0) 0(0)
EMER R 0(0) 122 | 0(0) 2(8.7)
P e 0(0) 0(0) 0(0) 1(4.3)
R 0(0) 0 1@7) | 00 e 1@n | 0 0(0) 0(0)
Z;;\;\;:;;@_ytsi:m S o) @) 0© TZ)‘I/#-"‘—"&%& 1(2.1) 0(0) 0(0) 1(4.3)
= IEEONE 1(@1) | 00 0(0) 1(4.3)
ﬁ?;’;ﬁgﬁi&m 0(0) 0(0) 1(3.7) 1(4.3) RESIUKRTHEREE | 2(4.3) 1(@2.2) 1(3.7) 4(17.4)
meEULEVEN | 11 | 00 | 0@ | 000 zilvigbERe)| 00 | 1ED i
SRR T 00 | 0@ | 0@ | 143 i 0OF | 1ES)
mERUZUEUREN | 0() | 00 | 2(74) | 00 AL 0O | 1ES)
e 0@ | 0@ | 137 | 0@ s 0@ | 00 BTN
Y-IWSELESYR | @y | 0@ | 0@ | 2@7) s e | 00 |09 |09
JIS—BHEM RIIGEIR 0(0) 0(0) 187 | 000
DI 0(0) 0(0) 0(0) 1(4.3) SRATBE 0(0) 0(0) 0(0) 1(4.3)
B LS 0(0) 0(0) 1387 | 000 £ 121) | 0 0(0) 1(4.3)
REBLURBRE 0(0) 1(22) | 0(0) 1(4.3) BT 0(0) 0(0) 0(0) 1(4.3)
SREME 0(0) 122 | 0(0) 0(0) 752 0(0) 0(0) 0(0) 1(4.3)
BRBIE 0(0) 0(0) 0(0) 1(4.3) M= 0(0) 0(0) 0(0) 1(4.3)
B (FEIRE%) SIE 0(0) 0(0) 0(0) 1(4.3)
% AHCBIFBALESOREERVAEE. 1H1E0.5mg
CHEPIEAY]



37



SRIEE LE oAl
T4 VJUERERIEA TV

1LTC 5®7371ZJIJO.5mg

IMUSERA®Capsules

1. 8%

11 FEDHEE. BABICHOMNECTEIEREMRICEVT, FFHORE
HROFEMECOVTO+S LM ESRUBLEDAERRE S OE
DG ET, REEPBEY EHMH SO IERCOVTDARET D &,
. AMRESOEESREBEIRETIEFHDIDT, +2ICxt
ETERBELEENS ENDIFEICOAERTSI L, [8.3, 9.1.8,
9.1.9. 11.1.38H]

1.2 ARIOBRERBE. BHABCHEY MEBOETERP #5035, HIC
BEMHEXZDEBPETIZZEPHDDT., BIRBEFMET
PEMEEETIAHE, BYLRBEFITAZ2EET CREERATSC
&, [8.1.1-8.1.4, 9.1.4, 9.1.5, 11.1.2, 17.3.2&H]

13EELRBEEIFHS DI, REICEZFIHEIATVS, £/ FH
EDEBEMIZBES » Tld &L H5, Epstein-Barr 7 1 JL X ICBEL - E
U, Vo NEEMRBORRABMESN TV S, FEDEEICH
WT, EEAZBEMEAICKY. BHHNABREZLEDIENFHBDT. A
ELOFHMEIPERMEE EAZ EHBSh2BEICOAES5TH L,
[2.2. 8.2.1-8.2.3. 8.6, 9.1.1-9.1.3. 11.1.1&H]

2 BZ(ROBEICEBELEVZE)

2.1 ARHN OB U B HBoE O AR 0 & 5 B

22 BIERIRYIED D 5 B E [1.351]]

2.3 TR IR L C W B W fetE D & % 2otk [95 5 1)

24T F Uy EREM LAV L, [101 2]

257532 Ta(F=y . 7ah4 7IFE XErI3AM(TI4+5ar,

v &0 — V) PIAEENRH 2 5 5-h o 83 1101 2]

3. HER - MR
3.1 #mk
FHN 5y 743 E IR 0.56mg
(14 72 (74v3T)EFELT05mg)
I D-vY=bt—, ZFTV VBT IV T L
& T HNKKIZE T F v, BlbF 4 v, =gk
3.2 WHEOHR
Sl F vy THWBIOVEELEY, KT 1 BEHGAE
PR D3t 7 e
NEW SIEA2YER
s £ (mm) :15.9
S &3 Q KI1E (mm) 5.8
(s o
G 1 — FTY 0.5mg

4. ZhREX (3%hR
S RMBLEDBR TR U S HIEE OETINH

5. RAER B ICEET BEE

5.1 HEATRI L FEVEREURE IS X3 2 AR O A MR O R APEITHE . L T,

5.2 —RVEMETTR 2 FEVERE{LAE B F A X R & U 723540 75 2 R TR R el 1=
in \]f‘ GIRRIBE ORI RN ke h 5 72 L O S 5, [15.1.3
%

6. BERUHE

S, RAIZIE 7 4 T Y ERELTLHLIE0.5mg % #0545,

8. EEAEANIE

8.1 KRAIOFE G PRI L OIS T, BEIEEOWRIEAE T 5 Z M b 5720
A G- BRG0P 5 PE LI P O ISHET 5 2 &

8.1.1 PNt Du<L &g GB*F'izizw ZOLH A4 VY OB EAT, PIEE Gl

Fe O P56 REH #1120 0B 2 e 5 2 &, 72, WIRS%
24 IR OB L CIE DWE IS A . SEGERIZDEREZT=2 —F5Z
EHYE L, [1.2, 9.1.4, 9.1.5, 11.1.2, 17.3.2 %]

8.1.2 AANEG- % I SR IRMEAILIRIZ B4 2 S UBIEIR D b & bh 72381213,
WY RMEETS 2 &, o, ROLEGM (B H XSRS ) 1280
BREE=2—F5%, [oaiE BgEr> 28, [1.2, 914, 915,
11.1.2, 17.3.2&1%]

813 HEWIMIZIZ, VF W, 25O NH6DNBEIENHZDT, HIFD
AR a2 E S M OFEEZ T ABICIEZ e 52, [1.2, 914,
9.1.5, 11.1.2, 17.3.2%M]

8.1.4 AFHIDSKYNRIEE 2VE HIRHEIZFIRE L -1 2B AW 2 BIK3EE L= 5d
1E TR RO AR R O S (5 iﬁé?ﬁﬂ% 25N B BTN
b 570, PR GHE FRROTE, BT 2 &, Kk, (REWIHH
2B LINDIGE & . P%ﬁﬁ?i+% IHETAI L, F AHIOHE
VIR 2 HEIRAEICENE T 2 REE L, 1252 BT 25613, 1254
IR RS & ZRE L, W5 & kOIS, BE 405 S0k
MTAHZE, [1.2. 914, 915, 11.1.2, 17.3.2%H]

8.2 ARANIANGILY ¥/ SERAE WD ¢ BEMEET S Z 06, KFOPELIZ X
DIEHYED ) 22 KT BB 2N H 5. AAEFEGFIREHT K& 0% 5-rig L
TORIZHEETZZ L,

8.2.1 ARG FRIARGIZ M A (MERE S 2475 & & B0, Il

o ¥R ANEFEIBRML£EL,
O EL - EBRESCEMLOITORETICHA IBEC LS,

RN MERA 2175 Z &, U ¥ SRS 200/mmd % Tl - 223540121
238 & HAUZ PR 2 920 L. e L C 200/mm3 K Tdb - 723551213,
JRHIE U b arillr L. ) v SERES IS4 3 £ THREDIRREAAEIC
BT B L L I0, BYYEDOMBITHEREEZ LD %, WY EEITS 2 &,
BHHEIZOWTIE, U v SERES600/mm3 YA EE ThlfE$ 5 Z L &2 HR
LU, B LA & M2 I EICEHE L 22 ETHld 5 2 &, [1.3,
9.1.1-9.1.3, 11.1.1 %]

8.2.2 ARANE G- FIZ ARG U RSB IS WIS % L FE LS 2kt hadid 5 7-
8. AFFE G- AT ANE A HRIRADE ORETE R VRO A 4 fifsd L.
RIZR LTI o F USRS 2L, BT 2581E92F V0%
RORFcBoh b ARG MG EER$5 2 &0 [1.3. 9.1.2. 10.1.
10.2, 11.1.12M]

8.2.3 IR L. IEYYEIR . ARRRE) 23d 6 bh 2L AICidE b I E

RisHfk4 2 kHfET 52 L, ﬁ%aﬁ%ﬁ@%ﬁbt“Azuim
OG- At L, @Y A0LEEATS 2 & 5 EMRICIOVL T, EYYED
E@&%ﬂb\mﬁioﬁﬁﬁkﬁﬁﬁéﬁﬁt%mbﬂkfﬂ%?5s

[1.3. 9.1.1-9.1.3, 11.1.1 &IH]

SBﬁE%ﬂééb\ﬁﬂ&%@%tuﬁ%ﬁ@ﬁ%%bhé:kﬁ%étm
Pe5-BH 3 ~4 » HHRICHSRA 2 GO IRFHEORA 2 I L. BEI R
FE 2 G 2 72 BB I S IRR RN M 2 4 5 Z &, BRI AR & iz
A, G AETPET L., EYAEETS 2 & ME%ORE-FIZDOW
Tid, EIF LOARE L a2 MEICAMi L 22 L TRl 52 2 &0 (1.1,
9.1.8. 9.1.9. 11.1.3%M#]

8.4 IFTHEEERE N H 5 b D Z L2 d 5D T, AAIG SR AFHREMREA (
FURATIF—X, EVLEVE) BT L RIC il 5w 3o g
R Z 17> 2 &, [9.3.1. 11.22H]

85 IMIE AL H bbb Z D278, Pe5HIZE M MU E % %175
Zr, [9.1.7. 11.25H]

8.6 AANIM IR AR (6~9HIMH) ., 5k #OARA DML A 5 DIk
ICIERE T2 H22 256085 0. 200 v/ SEREQRA 2 £ O3ET 1771
IR GFEHT 2720, BYUEORBFIZHE TS 2 &, [1.3. 102, 11.1.1,
16.1.1. 16.1.2%:H#]

9. HENEREZEIHBREICHATIER

91 ABHE -BIEEZEDH 2 8%

911 BEFED H 2 BEXIIBELEIFEDOh I EH
JEYENRES 252 hA e 5, [1.3. 8.2.1, 8.2.3. 11.1.1=H]

9.1.2 KEXIIHRESOHREE, <. FHEREEZ T TOAEVEE
ARF G AN ARG A RS IR 2 L EE LT A B T hddd 5.

[1.3. 8.2.1-8.2.3, 11.1.1 &:H]

913%@%&@&&L56§%

YHEE AT b T H 5, [1.3, 8.2.1, 8.2.3, 11.1.1&IH]
914%HEH$®E57D77~ﬁ*éﬁﬁﬁ‘EMﬁ®ﬁﬁiu50Mﬁ®
RLeDhdEE
PG5 FAIEICEE L) X LEERD DN EBZThA D 5,
8.1.4, 11.1.2%H]

9.1.5 DHBDEVEEISKHMOBEENSH 5 BE
PE5-PRIAIEICARFNC & 2 O 8UE F OB EZ T4, [1.2.8.1.1-8.1.4,
11.1.2, 17.3.2%HH]

9.1.6 EH YUY AIE. XM QTERERHEIQTERNSH 3 EBE
QTRIFRABIEICIER X35 Zhh b 5. [17.3.1%H]

91.7 sllEDEEH
SERDBBES 252 N0 5 5.

9.1.8 HHZEDH 2 BE
WHRTIE S 2 B2 hhd 5. [1.1, 8.3, 11.1.3%MH]

919 FERFRDEBERIET N IVBERDEEEDH 5 B
HREIEA BT 5 ) 27 RS 57280, AFIFE G- BRI IRRLE I M

EFEEL., FHHc e EIHnamE2EiET 52 L, [1.1. 8.3, 11.1.35H]

9.1.10 EENWYRBRELH T 5EE
ERBEEST S8 Thdd 5,

9.3 FripeEERE

9.3.1 FHREEEE L ZDBEEDH 2 8F
MR D EA SIS EIRIAPIER T 2 B2 d 5, 72, WEIRAEES

DBZhNH 5, [8.4. 16.6.251H]

9.4 HIEREEH T 2&
ﬁ%ﬂ%&ﬁ%tﬂbfﬂ\Kﬂmﬁ%%%#?émk BEITIRL T
BN L EERT 2 Z Lo BFITR U TARAD RSB 2 KX 3 6l
ﬁ@%:t%+%t%%b‘$ﬂ&5%ﬁ*&of%ﬂ5ﬁ2ﬁﬁﬁu@w
BRI ARIST 2 &0 ET 52 &, £z, AARRG ISR R < 7z
Lzl sic 5 ek a2 &, [9.520]

9.5 111
B XAAT IR LT 2 iR D & 2 ZMEizid, 5 LanZ &, AFIESHh
IR L 7212 W, A AT AR N OWERH 5, 8
WIFERIZ BT, IR RYSECROEN (7 v F RO 3 %) . AR (5 v
b AREYIRER HEEE K VD PR RS ROERZER (Y9 F) 2G50 ddE
HrRHEN TS, [2.3, 9.42H]

9.6 ZILIF
AL enEE Ly, BER (79 M) IS0 TILIPIcBTr§5 2
LARE TR TS,

9.7 1\

AN AR R & U 2 BRI T2 L T A,

[1.2. 8.1.1-

[8.521H]



9.8 &

20194F-12 HEGT (G 110 D13 HOARRRHERG o) F % T
Bk 25CLLFISiRAE 873999
ﬁs‘djﬁm"] 24 5 H .

BURIX S5 < RIS, U7 PR Sk i 1) RS | 22300AMX01214
) R —-EMEOR TR LT 5 2L 15 4 [ 2011411 A

5 b7 aid. MRIC & 2 BE{§ S I R O #2175 L L 31

REOREEBRE L AN SEEICIG T2 Z &, OKRE. TFRGER O 2 5z kL, ﬁﬂ]?&ﬁ%%ﬁ’) Zk
BEMETLTWAZENZN, 11.2 ZOMOEIEAR
10. HAEfFA 5% LI 1%-5% il 1% kil [
AANEINZCYPAF# 77 7 3 ) =GR & AL, HHI CYPAF2 0% G4tk & — - a
WEEZLNTWS, [16.45HH] IR AIPANIVIMPAL: S
101 BFRRR AL BV &) ({ﬁf;ﬁdﬁ
EAIG % W | BT eRE T | —
9o Fy G Ty 7 & | KA G| O 5%
(VIS mE LR LAY 2 F v | RS 2 L E T 524 | P IC/E AR SEH TFEIMED F O, fEiR i BE SRS
Y R Hb/u'773"/ BHEDTHEL NI L, | 5728, £ i 0. T
REOAER) AT o F v, Wl | KRG IE%EHET PR | v 2 M 5 AP W
BCG“‘S‘) SRR T B2, VY | EWAEL. IR IR 2 R D SIE, LA | BRI R
[2.4, 8.2.2%] NERMOMEATEXNS 4 b5 bT b [N S Y (7
FCREMAERTSZZE, | ThAb 5, BRI
27 2 1 afiAIEIRAl Torsades de pointes % D | A& F D% 512 & Nitla I b, HE B, 77
Fovv (=) EAREIREEC 2520 | D LB T SPECTN %6, FERE. i
TanAvTIF(TIVIN)F | BbS, ER RN [EEN ] P
2 7 Z MARAEARFA 12 &0 A Bk % -
;'37rguy(7>wuy) WMmT sk Eh JIFAEGE % TED) | T A% BE AR | o -GTP 84 I, AST#4
vaua—)L (Vra—n) % Bb b, A ZEH | . ALT#, €y
[2.5%H) (29.2%) | &5
10.2 BHAER (BHACEBT 52 &) Ll R, BBIE W | 75 FHE
A4 BRVIEIR - R 17 HIT - Ja bl 1 e ;%g AT
gL o F v AHNORE ROPEG-IE | A Al 572 %02 — - ~
[8.2.21] 20 Hi% & IR 2 5 V450 | 1000 21 TS S gIRIN GARRE, YT R |
DHRAWIITZZ Lhi | 5720, T5F - - — —
iy S g2 w3V 2T W — VU, | (RERAD WL
% f;}‘g;ifﬁfgﬁc M )2 ) R
b M. L 2
HORS A, Sl RADEGH RO | £ A ae | ED (842
e T rem T 2o Nk CORIAOM MBOATIT | 353) ibnh & comMBIRRAOIT & B L TRR L7, TR TR
- e 7”ﬁ%@l')xﬁﬁ;iﬁj:‘ﬁ’% ’ Iﬂ’fﬁﬁﬁﬁ&f‘%f&f)‘oﬁﬁ”fﬁmii\ KRB - R (1 H 1[810.5mg) % &
e I EIBERGR TREY & M 2z RIE A O RBUIIEI S JE D & Rl L 7.
- 13 BEBS
o ?ﬁgggﬁ?w SO S 4 131 BE
7T =L % DIFEMRPL 7 | ay o it BT AL AR 412 L ALK 0,
L L R Y I I S i) I e
N783I N5, 3. aprOER
By 14.1 FERIZHREOEE
[11/1 s PTP @D ANZPTP v — b 2 5D i LTI 2 L5842 Z &,
125K PTP ¥ — F OBEKIC & D, BEOGIAEA FEARARA L, HI2i328 L%
1. B1EF B U THERMESOREELEINEANET 22205 5,

DREHER 2 H 5D ZLNH 50T, Bl

=%t
1.1 EXEEMEA

R+ o5Iiro,
1235 A b 2 4 MU A E A TS Z &

HHNHD 5

15. ZDMOER
15.1 BRpR{ERICE D < 158

15.1.1 AH & OBIEYEIZI S 2> Tid Ay, gl 5% 6 RN S 4 380 37,

11.1.1 BEZE (45.3%) 55 24 IR AN /052 11 SR SR AR B D FELIZ & o 7= Mg SiE (il 23 et &
MR, FR, YA N ZAFICKDEGYEN S 5 bND I LN b D, BEYEH nTns,
BEDN DIERD GRS 5 NGB ITII AH O Ghili 2 BRES 2 & L 81, 15.1.2 PR TE MR 2 FEPE WAL -G & I R & U 7= Ui oh O AR 25 (L BRI
TN 2 E 2175 Z &, 7z, HEARGYENRRD 5N hE10iE FRIARGABRIC 5T A 0.5mg #5813 7 7 1 AR & o U ORI

AR REESI AR L, SEU A RS 21T S 2 & SRMEMEIRIEE, AL

AMERDFECHIAHE ST 5,

10.2 28]

11.1.2 FRARME AR (FRAR - 11.2%.

M :0.04%) %)
DA T
ks F oy,
AHEIRIZ

[1.3, 8.2.1-8.2.3. 8.6, 9.1.1-9.1.3.
BEJOY Y7 GBIE,SHEIE 5.0%. 5
JA BAREOBIEFORIRMEAENR 2 & 5 DA, MEIK ., 7%

JEI7, WIFFEOEREMNES &8 b D, KPS ZICHRIRNE
B 3 B SLUSHER A b & DA AT 1% 8 Y) 2 A 2 7L,

D L& TNS OB - SERPWI L, RENT S TREZBIZRT S
Zk, [12, 81.1-8.14, 914, 9.15, 10.2, 17.3.2ZI#]

11.1.3 HHZHE (0.6%)

FHE DD O NI RIRFPANMRA 2 FE Y 5 2 & SR iR

Iz
11.1.4 B 2 /\BE (HUE AR

maicid, P5arhlilire 5 2 &

11.1.5 BI04 O B R AEAE (R A (I )

SR,
=k B RN A 175 & &

PO, WA, BRMIEIR,

K BMGAW Z1TS & &I,

Tk, R, RHESEORIRS & 5 bl

[1.1. 83. 9.1.8. 9.1.9%IH]

Aid. MRI%

o, oAk L, Eﬂ&k“ﬁéﬁi: o
11.1.6 BILM RO RN R (B AH)

11.1.7 RAHBAREAZEIEAR R (0.04%)
VUL DR, LUﬂ%@F##?)\%Bbht Baicid, G EhiEs s al

WY R E AT Z &,

11.1.8 EITHES B R ERNE (PML) (JE AH)

7&??10)%"“‘5 RO G IZ B E OIRREZ -3 ZEE

JRRMLIEIR (PR, DUTLGIRRED) . = R

5

PR, SRR

S aEFESOTEIRY & 5 bh 5413, MRISH
B 52hibd % 0 S R B AT T &

DFBLE N EMEA 220D S Nz (KA 1.8% (14/783%l) . 77 &
AEE0.6% (5/7730) ] L DOWELH 5.
15.1.3 —RVEAMEAT R £ S8 MEMLIE B H A R R & U 72050 7 5 4 R xf e e fE
HAb T EE R AT O BGABR IS VT AAI0.5mg iE T T kKA1
H 136 » AR (5 HEM) FRI%S U2, AA10.5mgBiiZ B %
EDSS. 9-Hole Peg Test (_L/I%:E B O FEAMi 5 #2) } O Timed 25-foot
Walk Test (T EILAEDRTMISEE) & AL 7 BLE B RHA A 511 455 <
3 A9 2 REEIT A RBIT 2 £ TOMMIZ. 79 v REEE L T
ﬁuf?érmﬁ’*éé IR BN 5 7 OV — FEE:0.95. 95% 5 X [
0.80~1.12), [5.2%H]
15.2 JEBGHRAABR 1= 365 < 5 1R
15.2.1 7 v b & 72 26 88 X (5 5% 55 MR T 0.3mg/kg/ HEL L. L &
7= 52 B[ A P 5 ER C 1mg/ke/ H AL H B CAUE 3 - iAo
A A RS BTz, Fm, A X & 72 26 B A 1 5 R
T 1mg/kg/ H L o) FH 3t COOil oD IAS WS 25 (BIHREENLIE M OSHRAMEAL ) H352
bz, ZhEOpRICBL T, BRHE TORERIIMR S Thkn,
20. BEV EDEE
AR5 Z &,
21, A& M
BENE, —EBDIEGNZ A5 7 — 2 BERMI NS £ TORMIZ, A
AR L LR £ 96T 5 2 &Sk AR O S

EART 5L b Bis, KRR AM RO 5 7 — & & S8R
U A0 I 1= S B 2 S U 5 7 &

wypor, w22 2E i

B 5 g ?H‘Z"‘ 147X (147X (PTP) X 1]

EEAT IR LRI B 1)
HI=FREKARHT

KPR RXEEB3-2-10

HURERICEAITIBMVEDE
TEL:0120-753-280(K ¥ WABR >4 —)

BRSEIRRIBALERCRITA R R
TEL:0120-268-571

N




SUERRFETT (XAERERUBVEDESE) HRHRCEI3HMVEHE

/ S = == TEL:0120-753-280 (< ¥ #k &> %)
\/f HiI=ERERIATT SRR T3 B

KRR R XEEE 3-2-10 TEL :0120-268-571

IMU-303HL
2021 4 F1ERK
()21IV138




