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BECR S\ CEPIE S CREL TS,
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Velsipity®

& RS BT DB D LR 5T 258, 85
B BEEETRE O#sLEL | DH4T3 »  BROBKIESH7/OEERITT 34BN
AE ERUBBRHEEEHIEL TRV,
= = LBy
& o ST | g s | DpiT s = | FRORSERRCT. RETIE A
2
= =9, OEsLEL | (34T = fiu;_‘gin\p(;;%tmm:tbx%?bmtssﬂﬂﬁu
, it s | e INREEHR E U BERARIFRIEL LB
g " HESLEL | DESET8 2| o memumrlclze A
i s - p— X
s DB | s - SEPREETACARL RECESLTSE
£OOFVEROTE DL D&Y = FEORSERRTT, BETEFLA,

B ESRI0%RE

DERIRE DBRREZTV. DEERICEED RV HESEL T W,
MiEIRE Uy NIz S Tc 2 MR OBRBEBZESRL TEE L,
FHRERE BE6HBLUADFHESREE (ALT.AST, EUILEYE) ZHEZRLTIZE 0,

ST RIRN O EELEEBEDURINENEE

®BERIC, DEMREICIIA. IRIB. MEZAELTIZE0,
B, M. DEEIRE | {IORS2ARB I #EL CIRBROCIMEZAEL. 0RSH S4B %(CDERZ/EL

T<rEEL,
FEPRIR. BIESER. HREBRDHDEEN NS DEHEEDH2EE
RRIPHRE REREZSCRAMZIMREZREL CIZE 0,

¥ RIREAERMOBEZEGEEEDURIN BV DK SBES
- EERQTERDHZEE (B QTcF2450msec. @4 : QTcF2470msec)
- [AB NP MDA BIREIC L B8R EE T D AERDHDES
- AREBEMEER. DAL MEIEOBARE. HNEER, X(EIVM—ILESNTORVBIIEDH2ES
(BE6HBLNICOEIEE, RLEDE. BZEH, —BMEMEMFEE. ARZEE T SIREELAR NYHADEIE X ENVED DAL ZRIE UL BEZRRS)
- RERIDIBHN S 0bpmETBDES
- AEIRMEARAT. BFEMEDRMERE, XEFAEOEEEEFRRITIROMERDS2EE
- EEVYIREERE T OvI DEHEREDH HEE (R—AA—H—EREEZRL)
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RSICH > TDEEFHIR

W 2575%

AEDORAENUAE. BENUBECEET HEREUTDOESUTY,

RERUHE

. RAICE TS ERELT2me%E 1 B BRORS T 3.

FENMUBEICEET 52 [7.88]

- B EDURIT QBRI DHZNH GBI, ARIEHEBIHEIRI(IT7OUALR, PHFFTLUVE) EYFH
A PXZAFF—EHEEEEEDOHAZRITD I Eo ARIECNSDEFZHABUIRARTERIFERELTW
17U [2.2.8.3.9.1.2.10.2. 11.1.2&8]

- REIDIZSRRBEE 1 2BFR CEERIGHESNBEVESE. OEBENDYBZ HEEBIT DS,

fthFHESE D HFEL

FEIDFERICHTY. BFARIRECHR . BREVRUBRBMEOEEFM RN U OBEZSENL
E

RIRMEREIR (01 7230)

AEIDERES(CELY—BHED DB R OBEGEELED SN, HFICARI DR SIIHAICEUDTTEE
MHNBNTENDS. ERESZEFIE T DEMEEE T DE. BURNENTADEE NTCAF DRSS
ERIIBLTLIEE L,

HEHZE p1538))

BIDFBEOREZENHODNBIENHBD T, TR ICHINTEDRBESEENENDIHEEICDH
ERALTLEE L,
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Velsipity®

AA DTS PE U TDEBICOVTREZRHL. BEDREZHETEL TIZS 0,

Ny

EHMIC, UV Bz S Ic 2 MM OREBZESRL TEE L,
U2 ) SERED 200/mmeRiEE IR DIBEICIFRSZ P T BEDIREZIEEICHREL. &
MiFIRE ZEDHIRISERLTZE LY,
RSB U/ EREE500/mmBZBEREL. BE EDBRMEL BRI ZIESCFHE U
LU TS L,
FHRERE TEHARIIC, FFSRERREE (ALT.AST, EUILE V) ZHERULTLZE L,
RFIZHIRE EHNIC, REREZSORMZNREZRRBLTIES 0,

T OAERD HSONBEE BURAEZT>TIES L,

BEORE

| S8

EENRHONHEE. RERBEZSORER
FHNREZRBL TIES L,

L RIS A0 | R B HICTENEDS BB, ARDRSED
ELTLREL,

BIMASIR(EORSE0)CH . [y, FRORSERILTBBE, BB
TS BRI TLRE L

o : B GRAEN5 DI BA . HREL.
RRERIE g B WO MEER> TS,
EAT 3 S TR (PML) 1R
NBER MRIC & BRI OB IRIRE 2T 54
(BBEE. RABE. FEERIT 050 Do) LBIC. ARIDR S DI, BB AT
. TR SR, R T<RE L,
=)
e e MRIZE(C & BERBHZT5EEBIT. ARD
REONSER o e b=t ey 5EDIEL, BIREER TS
@B, BREE, T, #HEES) ‘ :
P ENEON SR B AEIRE L. AR AR N
(B L. B, B3, BRRR. (8L | 5 Sall. ARDRSEDLLT 3BE, BHG
BB, BERD) NEEG>TEEN,
IR OBL | DY B5ICRS5EPIELTEE,
B OsL | OaY PIESBAL. B RMEET>TEL,
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%
=
o
D
]
i
o




AR ITNEEUEFHEZDXIR

1. EHLEIE
W XI5/ ISP OFEEIR

O BWZEN G SHONDOREMN GBI, AR SPEERNICREREZ S CRPZIIREZ R
LTLIEE L,

O BWFEORRE. HFICRSHBER3I~41BALURICEIRIZUENHIE T BRMNREEFEHRE
(SmPC) Tl&. 1 5mIEE3~4n BUAICIRBIZIMRBEZ{T O ENEEINTLET,

O BEDELITERULTLET L, REDE(HRBHSNIIZE . REREREDRMZNREZ
KL TLIEE LY,

© BRZENHSONIGEIF. AFDIRSZPIEL TS0,

<HERRIR. HESEK, MREEBEN B DRI ZDEIEENHDEE>

© BHUFENRIRT DURINERT 578 . FEIRSHIGHIICREREZ S CRBZNREZ Xk
LTLEEE LY,

© FRRSDPEFERNIC, REGEZSORMZNREZREL CEE0,

O ERNRIRBIZIRBEDOBREATE. BEDRECHUTIRMESEEL TREL T EE L,

BER

FEZZSOS1PREFAMEL. BRLZEDOU A IENEORBEENMER SN TVET . S1PREAFEIZRC
KBAEMBICHIFBSIPI DI DY LFab—ravh, FICHERREBEEREDORSIBNU RS Z
BIRBBEICHNT. MFMREFIDOKEZE TS E. BElFEOREZFZRITHIEEIASNTVET,

W RBAE
2 CBNRUERERSIERR) | (857 —5]

PEENSEEDEHHICHIERERBREEZNRELCBHEMBHBRN U ERAEBSEIERRD
HEHEEHT (Pivotal UC Pool) *ICEWWT. BRLZEZERIREUCREBDEIG(E. AFI2mgaFc0.4%(2/52761) .
TS EREET0.4%(1/26061) TUT.

# BHEEMAEEER (APD334-301/ELEVATE UC 52:88) . ERHESSMABEER (APD334-302/ELEVATE UC 12588)

BAA (BFH£RFIEHERBEE AEER U ERERFREER)

hEENSEEDEEHRICHDEBMARBREEZXNREVCERLREIERRICS T 2ERAEEANT
EASEIEHER. ERNEIEHBROHEHEN (Japanese Placebo-Controlled UC Pool) *'[ZHWT. &t
FEEZRIBUCEEDISIF. ABI12mgEET2.0%(1/5161) TUK. AFI1TmgEN U TS hE ClEERTF
BEORIRFRHENFHATLR,

RHAKR S (528U L) 21T o IcEREH B ENBIEERMFEIRSHRICB T 2BAANER =S CTHSEN
(Japanese All UC Pool) *2[CEWT ., BEELFEZRIRUCEEDIEE. AF2mg8 c1.1%(1/936l) TUL
Teo REITmMgBNU TS EME CIIERFROAEIRIRHSNFEATL.
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Velsipity®

¥ ERHESBIERER (APD334-302/ELEVATE UC 1258) . B ME# R 555 (APD334-308/ELEVATE UC 40 Japansii) . ENFEIERERERR
(APD334-203558)

X2 ERHESIERER (APD334-302/ELEVATE UC 1258) . BRNZEME# iR 555 (APD334-308/ELEVATE UC 40 Japansiik) . ENFEIERERERR
(APD334-203558) . ERHEFMEIFERRGIR 558 (APD334-3035{5)

W EIAEGI DEF4H
20 (BARUVEEARASIERER) | 557 —5]

AHI2mg¥ Tl APD334-301/ELEVATE UC 52588 U'APD334-302/ELEVATE UC 128D 141,
TS EMEETIF. APD334-302/ELEVATE UC 128D 1BIICEBUZED RN ERHSNE Uz, AFI2mg
BICHBIIBBREVITNOIRSABE®RANAUAICRRLE L.

* APD334-301/ELEVATE UC 52588 DAFHI2mgiid 1641
B5IEHN5748B(CEBUZE (T U —R2, AF EDBHESD L) DRIFHERHSNEK U, 115160575
BBEICABIDSZHIEL. BEHZEDEEZITVE U, ABRIF66BRMEL. 12561151398
BIcEELF LIz,

* APD334-302/ELEVATE UC 12588 DFHI2mgsd 1641
’B5EEHN S86HBICEBUZE (T L —R1. REIEDBHERL) DFEIRHBHSNE LA, AFIITHT B
BERUBEZEDBEIITONEBATURL, BSHEENS73HBICRESRRZHIRL. 15618
hMS5121BBICEELE U,

+ APD334-302/ELEVATE UC 128D 7S EREE D 141
’RS5HIBH S4B B ICEBLZEE (L —R1) ORIBHRHOSNF LD KBRICHT BEEFITONE
BATUR, 85RIENS399HBERR T, BFIFERESFEINI LI,

BAEA (BRLESEIEERE 4 A LB N UERERRER)

Japanese Placebo-Controlled UC Pool* Tl AHI2mgBtD 15l CIEEDEFLZIE (T L—R1, KEl&
DEHERL) H'ERH 5N, Japanese All UC Pool*?TIXEIFEE C2OED&EBLFE (I L—R1, AFIEDESE
BL)HROESNFEUZ. WTNOEBEFED . RIBIFICIEEEDESER (AFI & DRSERL) ZHFELTL
Fllc, BRFEBRUSBESIRRICHUTARIDRSHIUERFAELEE R THNT. WITNDBEREOELE
Lico

*1 ERHESIEEER (APD334-302/ELEVATE UC 12588) . BMEIB# IR 555 (APD334-308/ELEVATE UC 40 Japanii®) . ENSEIERASRERR
Tt

(APD334-20355)
%2 ERHESMEEER (APD334-302/ELEVATE UC 12588) . BEME# R 555 (APD334-308/ELEVATE UC 40 Japanii®) . ENEIERERERR
(APD334-2035{8) . B HESMEIFE Rk IR 57 (APD334-3035{88)

6. RERUAE
BEBRAICRINSYERELTO2MgZ1B1EROIRS I 5.
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FRTNEEEREZ DR

2. FIREARER (IGERESZS D)
W X 75E/ ISP OFEEEIR

O BS5REEIC—EED MBI RUBZEREELEN H 50N B EN BB 6. BUIRLENTTAS
EE TN AR DRSS ZRIBLTIIEE L,
© AR SRIBAIICODERREZITV. MEERICEEDBVHERLTIEE L,

O FRRSRICKM, FEMHFEV. BUNBEDIERDN HSNTIHEICF. FEEISEE T DK SEHA
LTLIEE W, HICKRSTH(KERDOKRSBRIBZZO) F. DEHRET. BEGEDELENELS
OEEEEVES). THERL TS L,

O FRIREREZIRICEHET BURNISTERD B SONIIZEIC(F. AFIDIRSZHIET BRE. BYRUE
ZT2TLIEE LY,

¢ 7BELLERU THREURICARI DR S ZBR Y 21553, IDFHIDORR. ZEFEOEERT
AREHPBICHU T R—R S5/ VDL ERRERVTE=IVU YT DBERBEZEIRFTLTLEE L,

<FIREFBIRRUBELEEEDURTINFNEREDRE>

O FRZRS5T DI, BRGBZEFIE T IEMNEKL. FRIRSICL2BARIELBREZERLC
LT REDTUEZEEICHREILTLIEE L,

O AHIRSEEENIC, I, MERODERZAELTLEEW,

© YO SRARE I #EL TIREROMEZAEL. YOS HS4[EICODERZAEL TS
Lo BRE. MEXR(FDEHICEENROSNIHEF. OE T 23 Tt L CIRB. MERVOILENZ
AELTLEE W, RNENRERZSE—RAEZRIT. FED20BDKRSEICH. YOS E
BERICARIE. MERTDERZAEL TS,

O FHEARFEL BREBRTHBED. AROAEZT>TIES L,
O AR5 H(E BEORECIHNUT, kg, MERTDERDAEZRFTLTILEE L,

BES
AEIDESERIET B&. DEHHS RUBERSREN—HHICECTREMN BUET,
B EIRAE

2 (B R U ERHERSIERER) | U355 —9]

PEENSEEDZEHHRICHIEBUABREEZRNREVCBNEMBRBR N U ERLESEIEHRBRD
& (Pivotal UC Pool) *[CBWVT. DEEE (SOC) ICHEINBZIEEERORIRE S (FAFI2mgEt
4.0%(21/5278) . >t E$1.5%(4/2608) TLT,

RIRICBHET DHEEEREULTIE. AFN2mgB THRIRN'0.9% (5/52761) . SEMEFRIRH0.8% (4/5275l) .
FE—EREJIOvIN0.4%(2/5276l) . E_ERBEITOvIN0.2%(1/5274)) ICRHS5NF U,

¢ A SBIHEEER (APD334-301/ELEVATE UC 5258) . ERSEISIHARER (APD334-302/ELEVATE UC 1258
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Velsipity®

BEA (BRHFESF I RE 4 A KB UERERREER)

hEENSEEDEEHICH ZESEXBREEZRREVCERHBEIEHRICS T ZEHRAEFRT
EAEIEHER. EREIEHBROHSHEN (Japanese Placebo-Controlled UC Pool) *ZHWT. 1D\
= (SOC) [CHEEINBZIEEBRIIEEI2MgEE5.9% (3/5161) ICRHSN. BB mgBENR VO TS EREETIE
BHSNFEATUR,

RIRICBHET DREEBRELTIF. FEI2mgss CRIRM OTEAMSERITN'E2.0% (1/5161) [CEBHSNE LTz,

RHEES (528N L) ZT ot BREHEEIBIFERBFEIRSHRICS I 2BFAANER =S THEHEN
(Japanese All UC Pool) *2[CE WV T, iMiEfEE (SOC) [CH 3TN DI BESRIIAEI2mgE$5.4% (5/9361)
[CERHSN., KB TMgBENR VU TSR TIFRHENFEATLR,

RIRICRET 2EEERELTIE. FF2mgBf THRIR. AMRIRNUE—EEZEITOvIHE1.1%(1/9361)
[CERspHENFH U,

¥ BFRHEEFEIEEER (APD334-302/ELEVATE UC 12:8) . EBNSEIE#HEHR 5588 (APD334-308/ELEVATE UC 40 Japaniit) . BNSEIERAEREHR
(APD334-2035%)

%2 ERHEISMERER (APD334-302/ELEVATE UC 12588) . BNSEIE#FHR 555 (APD334-308/ELEVATE UC 40 Japani®) . ENSIERASRERR
(APD334-20355%) . ERHEFMBIFERikIR 558 (APD334-3035{8)

6. HiERUAE
BEBRAICRINSYERELTO2MgZ1B1EROIRS I 5.
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FRTNEEEREZ DR

3. BRiE GEITIEZ RIEBREIE [PML] 2= 0)
B HL5E/ARSPOFEREIR

O ERRBRRENFERUBER. AR ZAREL. BY)RLEZITOTIEE L,

© FHCKDUVNIRERA S REIRSHSH2BEER T 2O REMNH D, SR TERICENT
BHRBPECH T D ERZHIGEL TS,

AbE3
| AR

AEINS1P1ICHEET BEST1POREABICHE UV /N ERDBEENTH IF SN, MDYV /NEREDEAUE
g2, COfcsh. FEIGETHZRIEBBRIE (PML) ZSCRREDUR T ZEI S BTN BT,

1) H7ZEEMNTDHER In vivo(CTD2.6.2.2.2)
2) %#H%(CTD2.7.2.3.2)

W EBAE
2 CENRUEREREIERR) | (5515 —5]

PEENSEEDEEHRICHIEBUABREEERREVCBNEMBABR N U EREESEMEHRD
HERET (Pivotal UC Pool) *[CBWN T BRPES KUFERIE (SOC) [CHEINBHEEBRDHEIREISS.
AFI2mgE$18.8%(99/5276l) . S EMEE17.7%(46/26061) TUT,

BIES KUFERIE (SOC) [CHESNBZEEBBESERIE. £FI2mgf ©0.6%(3/5276l) . FSMNEHT
1.9%(5/26081) [CERHSNE UTc. AFN2mgBEDARIF. L —R2DCOVID-19fiR A 16l TL—R3
DCOVID-1 9Kk UHE MR A E 16 TUI,

* ES1EBIMAEEER (APD334-301/ELEVATE UC 52:5) . EEHESEMERER (APD334-302/ELEVATE UC 1255%)

B A (ESH£RFEIEHERBE A A KR U ERERFRGEER)

PEENSEEDEHHICHDIEBUERBREEZHREVCEELBREMERRCH I D2EEAEEARY
ENEIERR. ENSEIEREBROHSHEET (Japanese Placebo-Controlled UC Pool) *1CH T, B
ESIUTBFERE (SOC) [CHBEINBZEEBROHETAS(E. KFI2mgs$25.5% (13/514l) . > e
20.6%(7/344) TUTzo AEITMEBF CIFXE T BEEBRIIFRHOSNFEATU.

RRES FUFERAE (SOC) [CHEEINBZEEREEERIE. AF2mgBT2.0% (1/5161) [CEBHBEN.
AERIFCOVID-19 18ITU. FEITMgERU IS ERETIIZEITIEEREFEBREIDHONFEA
TUT,

REIRS (528U L) ZT > IcERHEASEMEFERBGER SHRICH T 2BEAANEHAZSTHEFEN
(Japanese All UC Pool) *2CBWN T, BREFEB XU FERAE (SOC) [CHEEINZEESRORIREISS.
AHI2mgE$65.6% (61/936l) . > RE$20.6% (7/348) TUTz., KFITmMgETIIZHE T 2HEERIE
BHSNFEBATUI.

RBRES FUFERAE (SOC) [CHEINBZEERBREEERIE. AFN2mgiT2.2% (2/9341) [CFRHBN.
AERIFCOVID-19, [IFIEESE 16 TUT,.

*1 BFHEEFEIEEER (APD334-302/ELEVATE UC 12:5) . BNSEIE#EHR S5l8R (APD334-308/ELEVATE UC 40 Japaniit) . BNSIERAEREHR
(APD334-2035%)

%2 ERHEISMERER (APD334-302/ELEVATE UC 12588) . ENSEME#FHR 555 (APD334-308/ELEVATE UC 40 Japani#h) . ENSIERASRERR
(APD334-20355%) . ERH AR MBI FERRkGIR 558 (APD334-3035{8)
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Velsipity®

EITIEZ R 1% B ERbidE (PML)
B X0I5E/ ISP DFEEIR

O ETHSEMBERLE (PML) AREDNSER (RHES. SRANEE. MEER [ FE. MERFE] .
SERESE. AERERE) [SERUTLEE L,

O T DRSPRUESPILRFBEDREZ T ICHRULTLIIEE L,

© PMLO"SEONDIERD' HBIZE(CIE MRIIC K ZERZET N OREHRIREZ{TIEEBIC. FEID
1’5 ZPIEL. BYBNLEZITOTIEE L,

BER

fthDS 1 PRBHAEEZZRS U ERMELEBRECHVT. PMLIBRESNTLE T . PMLEEICRERE
BETHRIRISIHNRRRT.JCUAIRICK > T ERIINZZH M DHERE ZE 9 2 PRI AU
TY . PMLICHSHEMBAER I Z R THY . RAMKEERS R FVE. BEREDEHD . BRI P EETH
BREDBHERPREREREDHSN. HEH SHBEBRTETLET Y,

1) BESBRA R EHEE BEMRTERIIREE TUF VRROBRIED A )L AREICRE T DRETFIE 7
TR B R (Progressive multifocal leukoencephalopathy : PML) 28 A1 RS> 2023:18, 2023

B REIRAE
2 (BARUERHERSEIERR) | U857 —51]

hEEN SEEDEENHICH DEHBUABRBEZRNREVCBASIERBRNR O ERLRASIEHBROHE
&4 (Pivotal UC Pool) *[CHE VT PMLOFEIRIFERHSNF B A TUI.

# BHSEMAEEER (APD334-301/ELEVATE UC 52:88) . - ESSMAEEER (APD334-302/ELEVATE UC 125{88)

BEA (BRLRF IR RE A A SKENR UERERREER)

hEENSEEDFEHICH DEBEXBREBEZNREUVCEREHREMERKRICHS T ZEERAEFRY
ENEIER. ENSEIERBROHSEET (Japanese Placebo-Controlled UC Pool) *'Z&H WL T, PML
DERIFFZBHENFBATLU .

K S (528U L) Z{T ot BREHESENBFERBFEIRSHRICHS T 2BAANER =S THESER
(Japanese All UC Pool) *2IC8E WV T PMLORIRIFERHSNEFBATUL,

1 ERHESIERER (APD334-302/ELEVATE UC 12i8) . BASSIHEHkES S5 (APD334-308/ELEVATE UC 40 Japanii®). BNEIEAEREDR
(APD334-20358)

%2 ERSLEISIABEER (APD334-302/ELEVATE UC 1255) . ENSIHBHkEIRS5E (APD334-308/ELEVATE UC 40 Japanitih) . BASIEARERERR
(APD334-20355%) . B RSB IBIF SRR 555 (APD334-303545)

6. RERUAE
BEWAICRINSYERELT2MgZ1B1EROIRS T 5.
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FRTNEEEREZ DR

4. U INBREGRIS
W XI5/ ISP OFEEIR

© FRIESEIGHIIC, UV NIRMZSH IR MR ORBEZHESEL TEE L,
O FEIESDFERNIC, VY/\RBZS O 2 MR DOREEZERL T,

© UV INEREN 200/mm3RKEE RO EICIFAFEL T, BEDREZIEE(CEHRRL. BEREDHIRIC
FRUTLIEE LV, B5B/IEUV/NERE500/mm3iBZEREL. BB LOBERM BRI ZESIC
FHIE LT ECHIBRL CTLIES LY,

© KR DORHEMY > /NEREUR AN 8 EDFEHZHRMEA . RIIRS D SH2B™FF T U EEMEN B S
Te®h BERTRICBVWTHRMEICH I DFRZMIEL TEE L,

A5E3
| =3

AEIDZEREAICKVBERIMP DU Y /NEREN A UE T .

B EIRAE
2 (BARUERHERSEIERR) | U857 —51]

PEENSEEDEHHICH B EBURBREBEERNREVCBABMBHBR N U ERLRSEIERBROHSE
f##fT (Pivotal UC Pool) ¥IZBWT . UV NERERIANCBET 2BEEERELUT. AFI2mgsi TU »/NIREUR
h*0.4%(2/5276) « U INERRIAMED'0.2% (1/527H1) [CFRHSN. TS EMBETIFRBHSNEEATLU.
UV INERED 200/ mm3KRiFE T H oI BE(F . BBREDREIE SR TAII2mgE# D 1.2%(6/51261) . X—
ASAVEBDOVWITNHDRRTERI2MgE D3.5%(18/51941) ICEBHSN. FSERETIIVITNHRD
SNEFLEATL,

UV NIREH'500/mmeKiE CHolcBEF . BREDREBIZSIHTARIBD22.9%(117/5126) . 5
TNEED0.4% (1/25161) [CRHSNFUTco R—ZAS5A VEDVTNHDERTIE, AFI2mgaD39.7%
(206/51961) . XS5 EMREED2.0% (5/25481) [CERHSNFE LT

X S EBIMAEEER (APD334-301/ELEVATE UC 52558) . ERHESEMERER (APD334-302/ELEVATE UC 128%)
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BEA (BRLRF I RE 4 A KB N UERERREER)

hEENSEEDEEHICH ZESEXBREEZRREVCERHBEIEHRICS T ZEHRAEFRT
EASEIERER. ERNSEIEHEROHSHRT Japanese Placebo-Controlled UC Pool) *'[ZHWT, U/Y
BRERANCRHET 2BEBREL T UV NEBRERA R UV NEREAMEDRIRIFSROSNFBATLUL,

U JSERERH 200/ mm3kiB Tho e BE (. ABEDBRIZ S AR 2mg., A7 mgBRU TSR
BEOVLWTNICBVLWTHROSNFBATURL. R=ZASAVEDOVITNH DR TIE. KEI2mg D 3.9%
(2/5161) ICERHBN. FEITMgBE RV TS ERBTIIRHOSNFBATU.

U2 INEREIHDY500/mm3Kil CHh oI BER . SAREDRILIZ S CTAREI2mgED44.0% (22/5061) . A&l
TmgBM11.8% (2/176) ICRHEN. TS ERETEHERBDONFLEATURL. R—ZASA/VEDODVLTNHD
R Cld. AFI2mgBD66.7% (34/5161) . &I TmgBED41.2% (7/178) . TS5 EREED2.9% (1/3481)
([CERHOENF LI,

REIIRS (52BLUL) Z1T > IcERHESEMEEERMGER SHRICH T 2BEANEHAZSTHEFEN

(Japanese All UC Pool) *2CBWT. UV NEREGEIAMNCEIET 2BEEREL T, AEI2mg# UV NIRE

AN 28.0% (26/9361) . U INEREAMEN'10.8% (10/9361) ICFRHSN., KFITmMgB N U TS ERET

[FERHOSNFTBATUI,

D> INEREID 200/mm3KiE CH oI BE (G, SBREDRIKIF SR CTARI2mga 0D 2.2% (2/9261) ICER

N AFETmgBENRU TS ERBECTREBOHSNFEATLUZ R—AS4VEOVTNH DR TIE. IﬁUng

B£(D8.6% (8/93%1) ICERHSN., AFITMgB R U TS ERETIIROESNFEATULL,

UV INEREIA'500/mm3KiE CHOIcBE S BBREDORICIL S TEEIEDA44.6%(41/9261) . AFI1mg

BD11.8%(2/176) ICERHSN. TS ERETEFRDONEFBATUIL. R—ZA 54 VEBEOVITNHDEFR

TlE. REI2mgaED74.2% (69/93fl) . KEITmga¥D41.2%(7/178) . TS5 EREED2.9% (1/3441) [

mHsNELUI,

x1 BERHEEEIEEER (APD334-302/ELEVATE UC 1258R) . ENSEIB#EIR 558 (APD334-308/ELEVATE UC 40 Japanii) . BNSBIERERTHR
(APD334-20355%)

%2 ERHEISIERE (APD334-302/ELEVATE UC 12i8) . BASSIHEHkEES S5 (APD334-308/ELEVATE UC 40 Japanii®). BNEIEAEREDR
(APD334-20355%) . B RSB IBIF SR 558 (APD334-303545)

6. RERUAE
BEBRAICRINSYERELTO2MgZ1B1EROIRS I 5.
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FRTNEEEREZ DR

5. FrEeERS
W XH0T5E/ ISP OFEEIR

O FRERENHSDNDTENHEDT. AR SERIBAICEZE 61 B UADFHEEREE (ALT.
AST. EUILEVRE) ZH#EE3L TLIEE LY,

© FEPKSPIFEHRRIC, FFEREREZREL CIEE L,

O FD. B, 8. B . BRTNR, BB, BEREEDHFEERENMRONDERIBROSNIBE
[Cl&, FrHEREZREL T<IEE L,

O RSN ERSNBEICE. REIDKRSZPIETIRE BYRLEZIToOTIIEE L,

BER
ftiDS1PRBHAEFELERIC, AR ZRSUCRBICSVWTHERD LENMRESNTVE T S1PEZEE
REENFERZ LR EIRFIFTATT,

W RIREE
25 (BHARVERFLASIERER) | (5579

PEENSEEDERHICHIEBURBREBEZNREVCBHNBMBHBRN U ERERSMEHRD
HEEE (Pivotal UC Pool) *ICHWT. FFIBERES (SOC) [CHRENDBEEERDOHEIRES(F. £E12mg
B#2.1%(11/52761) . FSEMRE#0.4%(1/2606l) TUT. FIIBEREE (SOC) [CHEINZEREEER
(2 ETHRIT) ELTIRE. AEI2mg8 THEEZH'0.6% (3/52761) . BB 50 R U BB N'E0.4%
(2/527%) ICEBHSNE LTz,

ERPRARE (SOC) [CHESNBREEEDEEERDRIRENGF. AFI2mgi#12.5%(66/5276) . SR
£#8.8%(23/2608) TUTz, BRARIRE (SOQO) [CHHMEINZERBEEER 2HAIU ETHIR) EUTIE. KH|
2mgB T S VTP I/ NSYRTIS—EBMN2.1%(11/5276) . 7 AINSFUVBEFPZ/NSVRATTS5—
TIENH'0.9% (5/5276l) . HFER LENRUNS VAP ZF—E LEH0.8%(4/52761) . PSRBT AN
SFUBTPI/NSURTIS—EEN1.2%(3/2606l) . PSZUFPZ/RSUYRTIS—EENMNN0.8%
(2/260%1) [CE3HSNE LTz,

BEERBEBRELT, FFI2mgB¥ CHEER LR HY0.2% (1/5276) ICERHSNE U,

# BHSEMAEEER (APD334-301/ELEVATE UC 525i88) . ERHESSMAEEER (APD334-302/ELEVATE UC 125{88)
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Velsipity®

BEA (BRHFESF I RE 4 A KB UERERREER)

S EENSEEDEEHICH DEBMABREEZNREVCERELREIEHRICS T 2EEFRAEEANT
EAEIEHER. EREIEHBROHSHEN (Japanese Placebo-Controlled UC Pool) *'(ZHWT. FFEE
BREZE (SOQ) [CREEINDEEBERIIAFI2MgEE T7.8% (4/516) ICSRHSN., KE1TmgBR T TSR
B TIRIRBROONFEBATU, MERIFATHEEERES5.9% (3/5161) . FFEE2.0%(1/516l) TUT,

BRARIRE (SOC) [CHEEINZHHEEDEEERIS. £XFI2mgBTr> V7= /MY R TS —EEN
3.9%(2/516l) . PRINSF VBT /SR TTS—EHENN2.0% (1/516) 535N FE U,

iR ENERRAZTERIFFEDOSNFBATUI,

REES (528N L) ZT ot BREHEEIBIFERBFEIRSHRICS I 2BRAANER =S THEHEN
(Japanese All UC Pool) *2[CE WV T, FFIEBEREE (SOC) [CHREINBBEESRIEAFI2MEEFT11.8%
(117936 ICRHSN. ABI T Mg R TS EREBETEIRHSNFRATUR. NERIFIFHEEERES.6%
(8/93%1) . FFP&EE3.2% (3/9361) . BERAAT1.1%(1/9361) TUTz,

BRARIRE (SOC) [CHEINZHEEEDEESERIF. £ABI2MgETr > V7= /SR TS5 —E1E1
5.4%(5/936l) . 7 ANSF V7= /S VA TTS—E18N03.2%(3/9361) IR EHERHESNFE U,
FHEBEDERBREEBRIIFRHESNFEATLU.

*1 BFHEEFEIEEER (APD334-302/ELEVATE UC 12:5) . EBNSEIE#EHR S5l (APD334-308/ELEVATE UC 40 Japaniiit) . BNSEIERAEREHR
(APD334-2035%)

%2 ERHEISMERER (APD334-302/ELEVATE UC 12588) . BNSEIE#FHR 555 (APD334-308/ELEVATE UC 40 Japanii®) . ENSIERASRERR
(APD334-20355%) . ERHEFMEIFERikGIR 558k (APD334-3035{8)

6. HiERUAE
BEBRAICRINSYERELTO2MgZ1B1EROIRS I 5.
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FRTNEEEREZ DR

6. 1R, iBIRICT BURT (EieFESH)
W X 75E/ ISP OFEEEIR

O FRT DTN DHDLMEICHU T, AR DRSS ZRIET BRilc. KRN IBRICERGERREEN
[FTTREMN BB EZTDICHAL. FEIDRSDRURKIRSE7BRESBYRB#EZTOHE
h'$% 3 ERUBYRBHIEEZSHEAL T IEE L,

O ERNEBEIRULTWVWSTREM DB D LMEIC(F. AF ZRS UV TLIET W,
© FERES DRI ERSNIFEICE, BESITIRSZHIEUTEE L,
O FEABICHU T EALBV T ENEF UV ESBALTLIZE L,

BER
STPIXERAEAICH T2 MEDBREUFEEICEASULTVET . AEIDEMPRERICSWVT. I - iBRFETED
BI(SYhRUDYF) RUESEE (SYhRUDY F) BERHSNTVE TV, FEIDERKRLIRTIFEREND
FEFTRIEHESNTLEEAN, BRICBEVTH., BIRFECXNEFEDOURINESE DTN HIET .
e BPRR (YD) [CHVT, A PICBITI 2 TRERNRESNTLET,

1) 4B BB (CTD2.6.6.6)

W XIREE

HREXNREUVCABIDFERICEET 2RIBEDFHEZVRTICONT., THICEEBSNCBYIREHRETHOHNE
BATUR, Fle. FRIDEMMISIFBEABITRIESBARBROUSEIAEENDTEICRHTET -5
HUFEB Ao

[EEZ] EEUXBERBEENRE UFIRRAR TERH SNIITRP DERE
25 (BARVERHAEIERR. BNEMERR) | U555 —IRUERT—5)]

PEENSEEDFHHICHIEBURBRBEZRNREVCBHEMBRER. BEERSBNIBEER. BN
SIBEER*ICH VT BIEREBRDEIRNE 1 16IICERHESNF LT

BB MXBXEBEICHITDERPDOEREIL. A 2mgZERSINTVDLHE6HIICRHSNE LI, TDS5.
16 IRz R T o L) 281 FBIRN B ZRIELE Uic. ZDMD3FITIE. EXELTHEERELTER
TREDT 16 RERH B, ERESHTIRN 1 HIICRHSNE UL,

LHEN—bF—DIFRIF. AF2MgNEFERTDBREZRSINTNSBHEIFICEHSNK LI, D
55 26| EHE LR, 16T RZ TP T I,

X ESIBIMAEEER (APD334-301/ELEVATE UC 52:5) . EREHEISBMBIFERt R 5558 (APD334-3035 %) . ENSEIEAEREHER (APD334-2035{5)
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Velsipity®

7. BIEEE

W XI5/ ISP OFEEIR

O REREERZSOCRUERDOURINIENT 3OREENH D16, BEBEBORRISTERUTLLE
AN

O BUHEBOREBENRHOSNIZEF. BFIESEREL. BUBNEZIToOTIIEE L,

A6E3
| =3

fthDS1PREBFAHEDIRSZR FCBECHVT KBNAZSOEREEIMRESNTVLX I SIPEE
FRAMBEORZREERE. BEERBOREY —NASUAKEICKEZRIFL. BEBEREOREVEITD
URIZIEME B ZTREMD HIET,

B EIRAE
2# (BARUERERSIEER) | U857 —5]

PHFENSEEDTHHRICHZEBMABRBEENRE VBN B MEHBR N O EREESNEKERD
HE#ET (Pivotal UC Pool) *[CHEN T, R, BESKUFHETHOHEY (BRBLURU—-TZZE)
(SOQ) [CHEEINZEESBRIF. AEI2mgaE c0.4% (2/52781) ICRHENF LTz, NERIGKIZIRER U'FLEE
fE (BREZFLEERE) ©. WITNHRMTLI,

# BHSEMAEEER (APD334-301/ELEVATE UC 52:88) . ERFHESSMABEER (APD334-302/ELEVATE UC 125{88)

BAA (BRH£RFIEHREE AEER U ERERFREER)

PEENSEEDEEHICH ZESEXBREEZRREVCEREHBEIEHRICH T ZEHRAEFRT
EASENIEEER. ENSEIEHEROHSHERT Japanese Placebo-Controlled UC Pool) *'[CE W T, B,
BB IUHFATHEOFEN (BIRBIVORU—TZZE) (SOC) [CHEINZEEERIIDHONFEAT
Lfco

REIRS (528U L) ZT > cERARFIEIFERBERRSHRBRICH ITI2BFAANETZSCHEEN
(Japanese All UC Pool)*2[CBWVT., B4, BES IUHFHENADOHEY (EBRBLURU—-TZ2D)
(SOQ) [CHFEEINZDEEBRIF. KEI2mgE  T4.3% (4/9361) ICRDHONF LT, WERIFAIFIESSHEE. FFiE
MERE. FLENIEBEMRE MU R EILEES1.1%(1/936]) T, ILENISEHRE FEELHIMINE U,

¥ BRHEEFEIEEER (APD334-302/ELEVATE UC 12:5) . EBRSEIB#HHR 55188 (APD334-308/ELEVATE UC 40 Japaniiit) . BASIERAEREHR
(APD334-203558)

%2 ERHEISMEEER (APD334-302/ELEVATE UC 12588) . BMEME#FIR 555 (APD334-308/ELEVATE UC 40 Japanii®) . ENSEIERSRERR
(APD334-2035{8) . B HtESBMEIFE Rk R 55 (APD334-3035{88)

6. RERUAE
BEBRAICRINSYERELTO2MgZ1B1EROIRS I 5.
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FRTNEEEREZ DR

8. oI % B ERMAEAEREF (PRES) . f=E
W X 75E/ ISP OFEEEIR

O . SRS, BRE, RAOBREFDERD GSONIIBEF MRIFICKDEBRZHZITOIELBIC,
FEIDIRSZDIEL. BURUEZITOTIEE L,

BES
DS PEEHRERER S U BE (LB T, FNICTE SO ENERERE (PRES) M BETNTNET.
PRESOAERIEIER. MEMNEENTNFT Y EIMREDPRIHMCERT 2T ENBUET .

W EBAE
2 (BNRUERHRSIERER) | [555— 9]

PEENSEEDEHHICHIERERBREEZNRELCBHBMBHBRN U ERABSEMEHRD
HEEET (Pivotal UC Pool) *[CHEWNT. PRESZRIFUCEEIFERDSNEIE AT,

X S EBIMAEEER (APD334-301/ELEVATE UC 52:58) . ERHESEMABEER (APD334-302/ELEVATE UC 1255%)

B A (ESH£RFEIEEHERB A A KR U ERERFREER)

PEENSEEDEHHICHDEBEXBREEZRNREVCERHREIERHRICS T ZERAEFRT
EAEIERER. BNEIBEROHSHENT (Japanese Placebo-Controlled UC Pool) *'[Cd WL T. PRES
ZRIFUCEBEBIITRHSNFEATLUR,

RERS (528U L) ZT > cERARFIEIFERBRERSHARICH ITI2BFAANETZSCHEEN
(Japanese All UC Pool) *2[c8W\ T, PRESERIRU BB FERHOSNF B ATUI,

1 ERHESIERER (APD334-302/ELEVATE UC 12588) . BREMB# IR 555 (APD334-308/ELEVATE UC 40 Japani®) . ENSEIERASRERR
(APD334-2035%)

%2 ERHESBMEEER (APD334-302/ELEVATE UC 12588) . BREMB# IR 555 (APD334-308/ELEVATE UC 40 Japanii®) . ENFEIERERERR
(APD334-2035{8) . ERHESBMEIFE Rk ER 53R (APD334-3035{88)
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Velsipity®

9. MEFALAE

W XI5/ ISP OFEEIR

O MERBENBSDNSZE S FFDIRSZHIET BB EBYRLEZTOTIET L,

BER
STPRBHAEMREICKLDMIEEIEIEDY A TIENDIERKFIIREATI N, DS 1PREMAKFEHRE TE Mz
EREORRENMRESNTVXT,

W EIRAE
2 (BARUERHARSEIERR) | Ue57—51]

PEENSEEDZEIHRICH I EBUABREEZERNREVCBNEMEBHABR N U EREESEIEHRD
HERET (Pivotal UC Pool) *[CHEWT. MLEREICREET Z2AETEREL T AEI2mg8¥ THEIRIMASIED
0.2%(1/5278) . S iNe¥ TREBFRARIMATIEN'0.4% (1/26061) [CFRHSNFE UL,

X S EBIMAEEER (APD334-301/ELEVATE UC 52:58) . ERHESEMEER (APD334-302/ELEVATE UC 12558)

B A (ESH£RFIEHERBE A AKER U EREEFREER)

hEENSEEDEEHICHDEBUERBREEZHNREVCEEARSEMERRCH I D2EEAAEEIRY
ERNEIERR. ENSEIERBROHSEHET (Japanese Placebo-Controlled UC Pool) *'[C8&WT, [Miz
ERECRET 2RETERDERIVOHSNFEATUI,

RHAKS (528U L) 21T oIt B A B ENBIEERMFEIRSHRICB T 2BAANER =S CTHSEN
(Japanese All UC Pool) *2[CBW T, MiEEIRFEICRET 2BEERORRIIRHSNFEBATLUR,

*1 ERHESIERER (APD334-302/ELEVATE UC 12588) . BNEIE# IR 555 (APD334-308/ELEVATE UC 40 Japanii®) . BNFEIERASRERR
(APD334-2035%)

%2 ERHESBMEEER (APD334-302/ELEVATE UC 12588) . BEMB# IR 555 (APD334-308/ELEVATE UC 40 Japanii®) . BNFEIERERERR
(APD334-2035{8) . EMHEISBMEIFE Rk IR 53R (APD334-3035{88)

6. HiERUAE
BEBRAICRINSYERELTO2MgZ1B1EROIRS I 5.

28

=
23
2
L]
fe
A
&




FRTNEEEREZ DR

10. IFIREERYESER
W XI5/ ISP OFEEIR

O FIRGBEESRNIGSODNIEEE AFDIRSZHIET BB SBUBLEZT>TIET .
O EEOFREEEZE I BEE TR AEDESICKVERDNBIL T 2HEEZNHH D1, BEICKRS

LTLRE W,
BESR
{01 PREHBIHRE TR, FREFESRORREIRESNTVET,
W XIREE

2 (B R UERHERSIERER) | U355 —9]

PEENSEEDERHICHIEBURBREBEENREVCBHNBMBHBR N U ERARSMEHRD
tHE®H (Pivotal UC Pool) *[C&B W T, [FIkEs. MIES KUHERES (SOC) [CHEEINZEEERDHEIR
BG(F. AFI2mgB T3.2%(17/5276) . FS5EMEFT3.8%(10/2606l) TUT:. FIKkEs. MRS K UHiRE
BE (SOQ) LRI NBERBEER 2FILL L THIER) EL T, AF2mgB THERE R U'RiRN'S0.8%
(4/5275) . ZHEH0.6% (3/52761) . FHIERFFIREE, BEAKRU 7 LILF—HBRHE0.4%(2/52761). 7
SEME CRBR U ORIEEEREN0.8% (2/26081) [CER$HSNE LT,

X S SBIAEEER (APD334-301/ELEVATE UC 52558) . EREHEISMER R (APD334-302/ELEVATE UC 125#5)

BAEA (BIRLRF I RE A A KB UEREREREER)

PEENSEEDEEHICH ZEBEXBREEZ/REVERHBEIEHRICH T DEHRAEFRT
EASEIEHR. ERNFEIERBROHEHEN (Japanese Placebo-Controlled UC Pool) *'ZHWT. FEIR
2. EHB XUHBIEE (SOC) [CHBEINBZEESRORIREGIF. AFN2mgsET2.0%(1/5161). TFS5€
MBFT2.9% (1/346l) TUTc, MERIE. FEI2ZmgB TRHM2.0% (1/5161) . 7S ERE# CORRERRR
2.9%(1/3461) TUTzo KEITmgaECIIIFRES. MZBH L UHRIES (SOC) [CHBMEINZDEEERORI
[FERHSNFEATUI,

RHAKS (52BL L) Z1T o cBEREH B E MBS RMFEIRSHRICB T 2BAANER =S CTHSEN
(Japanese All UC Pool) *2[CBWVT. [HIkES. ZRES KUHRERESE (SOC) [CH BRI NZEEERDHIR
S AFI2mgEET14.0% (13/936l) . TS EREET2.9% (1/3481) TUTE, [FIRES. MZBH KUHIRES
(SOQ) [CHFEENBZERBEEER (26ILL L THIER) £UT(E. A 2mga¥ COFIRERRN'5.4% (5/9361) . %
BH'2.2% (2/9381) ICERHONF LTz, A1 mgE TIXIEIRSS. MBS L UHRES (SOC) ICHEINS
BEERORERRDHONFEATU,

*1 ERHESMERER (APD334-302/ELEVATE UC 12588) . BNSEMB# IR 555 (APD334-308/ELEVATE UC 40 Japanii®) . ENSIERASRERR
(APD334-2035%)
%2 ERHESMERER (APD334-302/ELEVATE UC 12588) . BREME# IR 555 (APD334-308/ELEVATE UC 40 Japanii®) . BNEIERSRERR

(APD334-20355%) . B HEFMBIFERikTIR S8k (APD334-3035{8)
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Velsipity®

W XI5/ ISP OFEEIR

O QTERNIGSHNIBZEE. FEIDIRSZHIET DREBRLEZIT O T,

=HB
&=

AR DOZFIREAICKY . QTERNELSTREMNHIET,

W EBAE
2 (BNRUERHRSIERER) | [555— 9]

hEEN SEEDEENHICH DEBUABRBEZNRE VBN BIERBR N O ERLESEMEHBROHE
f##fr (Pivotal UC Pool) *ICHEWV T QTEERDEEERDERIEZRHSNEBATUI,

X S EBIMAEEER (APD334-301/ELEVATE UC 52:58) . ERHESEMABEER (APD334-302/ELEVATE UC 1255%)

B A (ESHRFIEHERBE A AKER U ERERFREER)

hEENSEEDEEHICH ZEBUARBREEZXNREVCERLBSEIEHRICH I ZERAEERT
EANEIER . ENEIERBROH ST (Japanese Placebo-Controlled UC Pool) *[CHEWVWT. QT
ERODAZTERORIRIIRVHONFEATLR.

REIRS (528U L) ZT >t ERARFEIBEEERBERSHRBRICHS I 2BEAANETIZSTHEHEN
(Japanese All UC Pool) *2[CBWVT. FEI2mga T OEBERIQTERN1.1%(1/9381) ICBHSNFE LT,
FEITmMgB MU S ERETRQTERDASERORERIIZRHONFEATLU,

¥ ERHESIERER (APD334-302/ELEVATE UC 1258) . B ME# iR 555 (APD334-308/ELEVATE UC 40 Japansiik)  ENFEIERSRERR
(APD334-203:5)

*2 BFHEEFEIBEER (APD334-302/ELEVATE UC 12:5R) . EBNSEIB#HHR S5lER (APD334-308/ELEVATE UC 40 Japaniiik) . BNSBIERAERTEHR
(APD334-20355) . ERHESMEI SRR 558 (APD334-3035{8)

6. HiERUAE
BEBRAICRINSYERELTO2MgZ1B1EROIRS I 5.
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BEA—58

HEFRDEIER—E

B £(F (BN N U ERRHFRERER) (CH1F S EIER

(&84 Placebo-Controlled UC Pool) iss5—1

X S EBIAEEER (APD334-301/ELEVATE UC 52558) . ERHEISEMARGER (APD334-302/ELEVATE UC 12588) . SBS 45 (APD334-003558)

NIVRAET«
2mgEf
(n=577)

NIVREF«

2mgRiiEt
(n=52)

NIVZAET 18

ONE.

Oo

(n=629)

FStike
(n=314)

BIEFAFEIRBI% 81(14.0)[0.32] 4(7.7)10.35] 85(13.5)[0.32] 24(7.6)[0.22]
HIEREE 20(3.5)[0.07] 2(3.8)[0.17] 22(3.5)[0.08] 3(1.0)[0.03]
SRENEDEL 10(1.7)[0.04] 0 10(1.6) [0.03] 1(0.3)[<0.01]
Ve 6(1.0)[0.02] 0 6(1.0)[0.02] 1(0.3) [<0.01]
(EL 3(0.5)[0.01] 0 3(0.5)[0.01] 1(0.3) [<0.01]
FRERANR 2(0.3)[<0.01] 0 2(0.3)[<0.01] 0
V=] 1(0.2)[<0.01] 1(1.9)[0.08] 2(0.3)[<0.01] 0
TR HIAEIR 1(0.2) [<0.01] 0 1(0.2)[<0.01] 0
FEARE 1(0.2)[<0.01] 0 1(0.2)[<0.01] 0
HREK 0 1(1.9)[0.08] 1(0.2)[<0.01] 0
ERARIRE 18(3.1)[0.06] 0 18(2.9)[0.06] 2(0.6)[0.02]
179;?) VISILMSYRTIS—C | ¢ (61002 0 5(0.8)[0.02] 0
=10
;;;]:” SASVATISTE L o001 0 4(0.6)[0.01] 0
s tR 3(0.5)[0.01] 0 3(0.5)[0.01] 1(0.3)[<0.01]
;f;\o_atf%é@’_}sj MIYA T 5 03)1<001] 0 2(0.3)[<0.01] 0
M7 )VAURZA D75 —8#80 | 2(0.3)[<0.01] 0 2(0.3)[<0.01] 0
D>/ INEREURA 2(0.3)[<0.01] 0 2(0.3)[<0.01] 0
“rEHH 2(0.3)[<0.01] 0 2(0.3)[<0.01] 0
IDEBENEHTK 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
IBEURA 1(0.2)[<0.01] 0 1(0.2)[<0.01] 0
IDBEUEN 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
FrgeeaRs 1(0.2)[<0.01] 0 1(0.2)[<0.01] 0
NSVR7=F—E LR 1(0.2) [<0.01] 0 1(0.2)[<0.01] 0
fHEiRERR 0 0 0 1(0.3)[<0.01]
BEEE 16(2.8) [0.06] 0 16(2.5)[0.05] 8(2.5)[0.07]
D 6(1.0)[0.02] 0 6(1.0)[0.02] 1(0.3)[<0.01]
REEBiE 4(0.7)[0.01] 0 4(0.6)[0.07] 0
BB MERER 3(0.5)[0.01] 0 3(0.5)[0.01] 0
B0t 3(0.5)[0.01] 0 3(0.5)[0.01] 1(0.3)[<0.01]
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NIVAEFT«
2mgg¥
(n=577)

NIVZRET <

2mgRiiet
(n=52)

NIVZRET 18

O
(=]

(n=629)

Velsipity®

TS5 tlEE
(n=314)

fEf 1(0.2) [<0.01] 0 1(0.2) [<0.01] 1(0.3)[<0.01]
TEEEBTE 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
ATF9Z DFEIE 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
I 1(0.2) [<0.01] 0 1(0.2) [<0.01] 1(0.3) [<0.01]
T 1(0.2) [<0.01] 0 1(0.2)[<0.01] 0
i 1(0.2) [<0.01] 0 1(0.2) [<0.01] 1(0.3) [<0.01]
ORIk 1(0.2) [<0.01] 0 1(0.2) [<0.01] 1(0.3) [<0.01]
REERRE 0 0 0 1(0.3)[<0.01]
BREFRMERSR 0 0 0 1(0.3)[<0.01]
EROAE B 0 0 0 1(0.3) [<0.01]
OREPREET R 0 0 0 1(0.3) [<0.01]
DEEE 11(1.9)[0.04] 0 11(1.7)[0.04] 0
R 5(0.9)10.02] 0 5(0.8)[0.02] 0
TR 4(0.7)[0.01] 0 4(0.6)[0.01] 0
EEREJOVY 2(0.3)[<0.01] 0 2(0.3)[<0.01] 0
F—EEEJ0vY 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
iz 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
AN EE AR 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
;ﬁ%gﬁﬁ%a*wﬂ%ﬂm 10(1.7)10.04] 1(1.9)[0.08] 11(1.7)[0.04] 3(1.0)[0.03]
I 2(0.3)[<0.01] 0 2(0.3)[<0.01] 0
] 2(0.3)[<0.01] 0 2(0.3)[<0.01] 0
E1STY. A e P 2(0.3) [<0.01] 0 2(0.3)[<0.01] 0
iR 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
B 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
BRI 1(0.2) [<0.01] 0 1(0.2) [<0.01] 1(0.3) [<0.01]
FEER 1(0.2) [<0.01] 0 1(0.2) [<0.01] 1(0.3) [<0.01]
08 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
AVIIWIVYRERS 0 1(1.9)[0.08] 1(0.2) [<0.01] 1(0.3) [<0.01]
HhE 0 0 0 1(0.3) [<0.01]
REBBLURERES 8(1.4)[0.03] 1(1.9)[0.08] 9(1.4)[0.03] 0
BIUVAT0—)UIE 3(0.5)[0.01] 0 3(0.5)[0.01] 0
[=yalieNiiitn3 2(0.3)[<0.01] 0 2(0.3)[<0.01] 0
ShUZ UL URIAE 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
6. LR UHE
B AICRINSYERELT2meE 1 B1ERORS T 2.
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NIVAEFT«
2mgg¥
(n=577)

RNIVAET«
2mgRiiet
(n=52)

NIVZRET 18

O
(=]

(n=629)

TS5 tlEE
(n=314)

BATUE 1(0.2)[<0.01] 0 1(0.2)[<0.01] 0
RERNREE 1(0.2) [<0.01] 0 1(0.2)[<0.01] 0
BAUENR 0 1(1.9)[0.08] 1(0.2)[<0.01] 0
FFEERES 4(0.7)10.01] 0 4(0.6)[0.01] 0
= 2(0.3)[<0.01] 0 2(0.3)[<0.01] 0
RBS+S0i 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
FHtkRERE 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
IRfEE 3(0.5)[0.01] 0 3(0.5)[0.01] 0
iRfE 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
Eeprioedicd 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
ZARAE 1(0.2) [<0.01] 0 1(0.2)[<0.01] 0
AR IR ZRE 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
RRES S UFERE 3(0.5)[0.01] 1(1.9)[0.08] 4(0.6)[0.01] 5(1.6)[0.04]
PRESRRZ 2(0.3)[<0.01] 0 2(0.3)[<0.01] 1(0.3)[<0.01]
DA VA FRERRG 1(0.2) [<0.01] 0 1(0.2)[<0.01] 0
AIPI=E 0 1(1.9)[0.08] 1(0.2)[<0.01] 0
ARG 0 0 0 1(0.3)[<0.01]
BHRERX 0 0 0 1(0.3)[<0.01]
FERRK 0 0 0 1(0.3) [<0.01]
BB 0 0 0 1(0.3) [<0.01]
IREMR 2 0 0 0 1(0.3) [<0.01]
fRR 0 0 0 1(0.3) [<0.01]
HEERBLURSHEES 3(0.5)[0.01] 0 3(0.5)[0.01] 0
ST 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
ESGlEES 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
fhE s 1(0.2) [<0.01] 0 1(0.2)[<0.01] 0
RESIUR MHERES 3(0.5)[0.01] 0 3(0.5)[0.01] 5(1.6)[0.04]
EEMmER 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
2% 1% 1(0.2)[<0.01] 0 1(0.2)[<0.01] 1(0.3)[<0.01]
BT 1(0.2)[<0.01] 0 1(0.2)[<0.01] 0
K2k 0 0 0 1(0.3) [<0.01]
i 0 0 0 2(0.6)[0.02]
SRz 0 0 0 1(0.3)[<0.01]
MBS LTV INRES 2(0.3)[<0.01] 0 2(0.3)[<0.01] 1(0.3)[<0.01]
&m 1(0.2)[<0.01] 0 1(0.2)[<0.01] 1(0.3)[<0.01]
D>/ ) SERRAME 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
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Velsipity®

RN)VRAET« N)LRAEF« NI)VAET 1B

: P FS e
(r?:?ﬁ) 2r?ng=5';,2ﬁ)2¥ (n:g29) (n=314)

EBLUARIBES 2(0.3)[<0.01] 0 2(0.3)[<0.01] 0

Hie 2(0.3)[<0.01] 0 2(0.3)[<0.01] 0
fRHEE 2(0.3)[<0.01] 0 2(0.3)[<0.01] 0

A 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0

NBRAE 1(0.2)[<0.01] 0 1(0.2)[<0.01] 0
[FIREE. R K UHRREE 2(0.3)[<0.01] 0 2(0.3)[<0.01] 1(0.3)[<0.01]

EA 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0

IFORPR%E 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0

[EZ A 0 0 0 1(0.3) [<0.01]
iR, EEDS JUEERDIRE 1(0.2)[<0.01] 0 1(0.2)[<0.01] 0

AT IR 1(0.2)[<0.01] 0 1(0.2)[<0.01] 0
EERBIUARES 1(0.2)[<0.01] 0 1(0.2)[<0.01] 0

PREEHBAE 1(0.2) [<0.01] 0 1(0.2) [<0.01] 0
mEEE 1(0.2) [<0.01] 0 1(0.2)[<0.01] 0

=IME 1(0.2)[<0.01] 0 1(0.2)[<0.01] 0

Fl%5(%) [EAIR]
MedDRA v24.1

EAIR : BEEROARFIMEHRUZIAF (BEREDESEROYVOFARE COHB [ESEROERENBVBE CREHBRBB] DG THo/cfE. EAIRIFTAFHIZY

DHEBERTU,

6. HiERUAE

BEBRAICRINSYERELTO2MgZ1B1EROIRS I 5.
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BIfERA—5

B B A (BFEESIEARBAALEN UEAERKRGIER) (CH1T3EI1EA
(iH S &, Japanese All UC Pool)

* ERHRESIEHER (APD334-302/ELEVATE UC 1258) . B MBH#tIR 5518% (APD334-308/ELEVATE UC 40 Japaniti). BABIERERERLR
(APD334-20358) . EF-HEBIEIFERHHR 575k (APD334-3035{8R)

RNIVRAET«

NIVRAET«

NIVZAET 18

2mgg¥ Tmgg# &at 2
(GEEK)) (n=17) (n=96)
EIfERFIRFIEL 61(65.6)[0.74] 2(11.8)[0.51] 62(64.6)[0.72] 3(8.8)[0.30]
ERRIRE 37(39.8)[0.32] 0 37(38.5)[0.30] 0
U2 EREURA 26(28.0)[0.19] 0 26(27.1)[0.19] 0
B MEREEA 15(16.1)[0.11] 0 15(15.6)[0.10] 0
P ERBUR A 5(5.4)[0.03] 0 5(5.2)[0.03] 0
g;]:”ﬁsj MYATIS=T | 443002 0 4(4.2)[0.02] 0
I%i[l) LISIVNSYRTTI—R | 555 1002) 0 3(3.1)[0.02] 0
ERERECEL 3(3.2)[0.02] 0 3(3.1)[0.02] 0
;z;\"_stfi‘;ﬂémvs/ MIYA L 2001 0 2(2.1)[0.01] 0
mep IV AT O—)UiEH 1(1.1)[<0.01] 0 1(1.0) [<0.01] 0
MmUY R8I0 1(1.1)[<0.01] 0 1(1.0)[<0.01] 0
DBRQTER 1(1.1)[<0.01] 0 1(1.0) [<0.01] 0
B EUREBED 1(1.1)[<0.01] 0 1(1.0) [<0.01] 0
TUZ ) SEREURA 1(1.1)[<0.01] 0 1(1.0) [<0.01] 0
MAERTVUVINRES 15(16.1)[0.10] 0 15(15.6)[0.10] 0
D> BRI AME 10(10.8) [0.07] 0 10(10.4) [0.06] 0
BMBREAME 4(4.3)[0.02] 0 4(4.2)10.02] 0
A 2(2.2)[0.01] 0 2(2.1)[0.01] 0
TAZ A M 1(1.1)[<0.01] 0 1(1.0)[<0.01] 0
BRES S UFERAE 11(11.8)[0.07] 0 11(11.5)[0.07] 0
COVID-19 4(4.3)[0.02] 0 4(4.2)[0.02] 0
mIRTEE 2(2.2)[0.01] 0 2(2.1)[0.01] 0
AIPIRRES 1(1.1)[<0.01] 0 1(1.0) [<0.01] 0
TR 1(1.1)[<0.01] 0 1(1.0) [<0.01] 0
MEHVITE 1(1.1)[<0.01] 0 1(1.0)[<0.01] 0
ZHfE 1(1.1)[<0.01] 0 1(1.0) [<0.01] 0
SIRFER 1(1.1)[<0.01] 0 1(1.0) [<0.01] 0
OFEANJLRR 1(1.1)[<0.01] 0 1(1.0) [<0.01] 0
BISRERN 1(1.1)[<0.01] 0 1(1.0) [<0.01] 0
FRESRAZ 1(1.1)[<0.01] 0 1(1.0) [<0.01] 0
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NIVZAET <

NIVZRET <

NIVZRET 18

Velsipity®

BEBRAICRINSYERELTO2MgZ1B1EROIRS I 5.

2mgg# TmgEt =1 j;?:z?:-z)g *
(n=93) (n=17) (n=96)

FrBEREE 8(8.6)[0.05] 0 8(8.3)[0.05] 0
FrtRERE 6(6.5)[0.04] 0 6(6.3)[0.04] 0
friEs 2(2.2)[0.01] 0 2(2.1)[0.01] 0

BEEE 7(7.5)[0.04] 0 7(7.3)[0.04] 2(5.9)[0.19]
BRI R 3(3.2)[0.02] 0 3(3.1)[0.02] 0
Wl=3 1(1.1)[<0.01] 0 1(1.0) [<0.01] 0
(EI=VE] 1(1.1) [<0.01] 0 1(1.0) [<0.01] 0
USAMER 1(1.1) [<0.01] 0 1(1.0) [<0.01] 0
PR 1(1.1) [<0.01] 0 1(1.0) [<0.01] 1(2.9)[0.09]
Z 0 0 0 1(2.9)[0.09]

;ﬁéggﬁgs;zyﬁggmﬁ 5(5.4)[0.03] 0 5(5.2)[0.03] 1(2.9)[0.09]
] 1(1.1) [<0.01] 0 1(1.0) [<0.01] 0
EER 1(1.1) [<0.01] 0 1(1.0) [<0.01] 0
B 1(1.1) [<0.01] 0 1(1.0) [<0.01] 0
pEdiE 1(1.1)[<0.01] 0 1(1.0) [<0.01] 1(2.9)[0.09]
FEE 1(1.1) [<0.01] 0 1(1.0) [<0.01] 0

IDEEE 4(4.3)[0.03] 0 4(4.2)10.02] 0
E—ER=EJ7O0v7 1(1.1)[<0.01] 0 1(1.0)[<0.01] 0
FRAR 1(1.1)[<0.01] 0 1(1.0)[<0.01] 0
SR EEAR 1(1.1)[<0.01] 0 1(1.0)[<0.01] 0
SEIPEERAT 1(1.1) [<0.01] 0 1(1.0) [<0.01] 0

IRfEE 1(1.1)[<0.01] 0 1(1.0) [<0.01] 0
RESHEER 1(1.1) [<0.01] 0 1(1.0) [<0.01] 0

FEOR2S. SRS KU HIRIES 1(1.1)[<0.01] 0 1(1.0) [<0.01] 0
S2Hm 1(1.1)[<0.01] 0 1(1.0) [<0.01] 0

REB LUK MHERIEES 0 2(11.8)[0.51] 2(2.1)[0.01] 0
B2 0 1(5.9)[0.24] 1(1.0) [<0.01] 0
FE 0 1(5.9)[0.24] 1(1.0) [<0.01] 0

(%) [EAIR]
MedDRA v27.0
EAR : BEBROFIRFIB AR AE (SBEOEEBRONEREE COMM EEBROREN BV EE T3 SRR DA TE-/ i EARIF AE oY
DiEEEERRUZ.
6. LR UHE
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AT4VAVY 1-UVEEZEE (S1P1.45) EHIEE

VelSipity ® raets2mg TrsvER LFILE=vE

BRI GEERDY

F) AR-EEONSZICKIERT DL

ESES 2 & | NLAET("52mg

L O mummm ® P4 | Velsipity™ Tablets 2mg
A ’ b z t 7- _{ fr‘-E 2 - % | ThovERLTLE=> | IR
U U mg ¥4 |Etrasimod L-Arginine g3

RS ARBER | 2025%68
EfmINE | 2025488
2025498
FRRE
BAREERMEES | 872399 BRHEARE | 3F
ERES 30700AMX00097

g

F-=3
1.1 FHDKEE. BRFKICHIMETERERERICEWVT, Kl
Db\'Cd)-l-ﬁfa%ﬂn&):ﬁrﬁﬁE@ BROAH - BRZHOEMOD

HET. FHlIcLZ2RBROARENBREZ LS L HIISh S
BEOHICHERIZIEL, RRRAKICEILSL., FAVKRKRETA

SEBERATBVWIELEHED, FHOEFMERVEREZEEFIC
oAV, BENERUCLZHR U LTREZMBIZ L,

1.2 FED/REICED—BEDODEERARUEZCEELEDHS5N.
FICEFOREMBPICEUZAEELIEVCEDL S, BRFEZEM
CIDEMEEEITDIRE, BYLBLABHITAZIEETTEHAOD
BEZRIBTSDE[2.3. 2.4, 8.1, 9.1.1. 10.2, 11.1.65H]

1.3 EZEEFOREELNHSDONZIIEDNHBIDT, +2ICHIE
CTZEIRPMELEENENDIEZERICOAERAT S &,[8.5.
9.1.3. 11.1.1&H]

1.4 FElDsEZTSRIC, BEER
[5.281]

ROFERZTAERI S L,

BRROBEICIIRELEVWIE)

.1 RBIOR A I UBBIEDBREEDH 2 EH

2 EERBRPEEDHDEE[7.1.83.9.1.2. 10.2. 11.1.25H#]

.3 AENKSFHRFI6 N AR OEIEE, ARELOE. MEEP, —iB
MREMFEE. ARZETZHFEREEOLALL. NYHAREIE X &

NEOLDARLZHRELELEE[1.2.8.1.9.1.1. 10.2. 11.1.65HK]

2.4 EEYVIRE2EEEJAVvIXIEEIEEE7AvY. BAE
FEEEE. AE/OV/OBEXIETBEDHDEE (R—AAX—H—EH
LEER)[1.2. 8.1.9.1.1. 10.2. 11.1.62HE]

2.5 £UUFERFEBLBWIE[10.158]

2.6 FRXIEFEIRLTWSAEEEDH 2L ME[9.55 K]

NMNNDNDDN

3. #88% - HER
3.1 R
18R
BMRS IRZYERELT2mMg
(TRZYERL-ZILF =2 ELT2.762mg)
DYV =h—Jb. EREILO—R, FYFTUI—LEFRIIL RFTUY
ST BYIxI UL RVEZILZIILIA=ILEDFALEY) . BIELFIV. XD
A OT—JL4000, §)LY, EE2EFILI=ILL—F, EBISFILI=IA
L—%, B&ISFILI=ILL—F
3.2 BAIOMR
S (mm) .
A ems
i) THE fAIE a—Fk
@ fxED
@ EER E2IIN
=TV 78R
Bf:6.4mm. B :3.6mm

4. FMEERIIHR
PEENSEEDRBERBAOEBR BIEARTHRATIRIBEICRS)

5. MEEXISHRICEIET 2ER

BEDBRICEWT, OEYEE (5-7I /Y UFILREH, 70O R, £ERIMEIF. £YFN
BH YXRAFF—EHEEES) ICLDBYREERZIT>Th, RBICER T 2HSORERRERD
KABRIKRETBIE[1.42H]

6. AERUAE
BEBARRBINSYERELTmgZ 1 HTEIROKREY %0

7. BERUBARICEEY 55

7.1 BREEDYRINERT BB ENHHDIcs), FRERERIMEIF (F/OY LR, FHFFATIY
%), EYFNRA, YIZFF—CHEBEZLOHAZEITDI L, FHRIEINSOERZHALI
EREREERIZEMLTULERWN [2.2, 8.3, 9.1.2, 10.2, 11.1.28K]

7.2 FEIORESRHR 2BER TRRRIGAEOSNLBWES G, OBRANOYIDEZZERT S
Z&o

8.3 BRREDURINBERT2EZNIH 2/, UTORICERTD2E.[2.2, 7.1,

8. ERREFNIER

8.1 —BHEDOLRERN BEGCERENHSONZIENH B, XAKRESRMKENIC, HDER

REZTV DMEERICEBDBVWIERITEIE, BEXRBZOREKEZFICH L. FAEKRSRIC
K FBEDEV, BUNBEDERDHSNISHRICIIEREICERT 2L HI DI, FiT
AE DR SN (RERDERESBRFZEV) & DEBET. BELREDEENEUSAREEN
BWeh, TEBTBIE[1.20 2.3, 2.4, 9.1.1. 10.2, 11.1.68E]

8.2 FEMEHFTVIMESINTNSIcH. BREDEGREBREMSBMERIET IRICIEER

IEBIE,

9.1.2,

10.2. 11.1.2-11.1.431K]

- REIRSRERIC, U/ GREE S DL MMBOREBERZR L. FARSHOERNICRE
ERET DI E U2/ EREHA200/mmiKiEE RS THHRICIFHREL T, BEDREZEEIC
BRU, BEYEOBRISEIR T DL, REBRIE. U2/ EREE00/mmiBZEREL, AR LD
Bt EREEESEICHEL ETHRT S L,

- REIDRBHMY >/ ERECR A2 E DN ZRERIE. RERENSH2BREFHEY 2 TR
HBIch, BERTRICBVWTORPEICN T HEREMT I D&,

8.4 FIRERENHSPNBIENH B, FAIRSFHRATIC. BZ6 » AN O HEREE

(ALT, AST. EVILE V) 2 HERBL. LIRS ERNICHBEREZERTS2E.[9.3. 11.1.5,
16.6.22]

8.5 HIFENHSONBIENHBIcH. FAARSFRIEHNICREREZECRMENREZE

KT DI L, FEURSHICREDOENBOSNIIBEICH, RERBEZECRNIANREZRE
TBIE.[1.3.9.1.3, 11.1.121]

8.6 RT7vIYV1-UVE(SIP)RAKBIMELER S ULBEICEWT, REBHESZS0EMN

BENHRESNTNRI NS, BUEBBORRICIIIRTHIL,
9. KEDEREFIZBEICHIZER

9.1 AHE  IEEEZDH2EE
9.1.1 RIMEFRERRVEZCEELED)RIAEVEE

UTOLSBEBHICAAZRS T 2RI, BRBEFMIETIERMNBARL. FARSICLDERIE

LfERiEEER U LT REDRAIREEEICRFNT DT L,

- BEELGQTIERDH 2 EHE (Bl : QTcF2450msec. & : QTcF2470msec)

- [aB X FIEONABIRE L DBBEEETITERDH I EE

CAREGEMMEEE, DARL2, OMELEOBRERE. MIOERE, XFIVhO—LEnTHEN
BIMEDHZEE CBEOHAURNICOHIHIERE, TREMROE. BEFR, —BHEMENFIE. ABRE
EYIIFRMBEORLD. NYHASBIE X GV EQOREERE U BEER)

- BRI OIAEH50bpmRH D B E

- FEMRMERRAR. BRI ORIERS, RISKAROEEZERFEFROBETEDHDEE

CEEVYIRE2EEETOVIOBERDH D EE (R—AX—H—ERBEER

RAR S BAARIICIRIA. MERVDE AET BT &, PER S HAR IS ML CIRIA RO

MEZREL, FEREHSARFBEBRICODEREZAET DI &, MiE. MEXIGDERICEENRS

ShicEad, OETZETISICHEL TR\, MERVCOEREANETZIE, LENDER

Bad. —BAEZRT. KFDO2LEEDKRSRICH. YEKRSRFERKICHKEA. MEXRVDER%ZE

BET DL, BB, AAEKEL, HEBHTIHEHD. AROREEZIT>TE,

Ffo, FEES PG, BEOREICEUT, Il MERCODEROAEERETIIL[1.2, 2.3,

2.4.81.102, 11.1.688]

9.1.2 BREDHZBE (ERGRREDHZDBEZRL)

[22.7.1.83,102. 11.1.288]

9.1.3 MR, RESRE. MREBDHZEEXRINSOREEDHZEE

BEINZEARRT B2URAIMIBEKRT 2o, FARSHHBIIRCRSHEERNIC. REREZE
SURMPNREERET 2. EHNZEHNZNREOHBENR ZBEDREICHU TR
EEERELUTRETHIE.[1.3, 85, 11.1.12K]

9.1.4 EEOWRBERBEHIZDEE

EEOHRFRELEIIRECRBRFAZHEEICREITBIE FERNE
[15.158]

LI2EETNHH B,

9.3 FkeERERE

BEOREZEEICHRRL. BMFAORRICHNERI 2L, IFTREN LR TEHEZNIHZ,
Eifc, FHEEBEENSSICBIL T 2EETNNHS.[8.4, 11.1.5, 16.6.28H]

9.4 LIEREERIZE

ﬁf%ﬁ?éﬂﬁﬁ’l&@ﬁ%ﬁ’l&t:t& FEDK S ZFMMT 2H1Ic. FADRBICERGBREEREFY

BEMNHHIEZTRICRBYT DL FARSPRURKIESRTERICEWTEITET 202t
&U@ﬁ]@)&i&%k?L\Tn’iﬂﬁﬁ'éut Ffe, FEREFICERDEREINISEAICIIES KRS
ERIETZTE,[9.588]

9.5 #HE

FERXEIFRLTVBHEEMEDOHZREICIE. RELBWIE, BIPRRICEWT, B - RIEFETE
DI (ZY MRVTYF) ROEFIAE (SY MRUTHF) HBHEN TV, v hTlE HRFF.
REHFHRORBERD. 79E TR RESH. BRFTRUBEERIHENTVS, Inb
DEALIE. BRAE(2mg) RE5KOEMNBREREDOWSHENU LORBETRHSNTNS,[2.6.
9.421]

9.6 Rilm

BAULBWCENERLW, BYRR (S M) ICEWTHTRICBITT SRR MA REREIN TS,

9.7 INR

INREZ W RE UTBRREBRIGEHEL TV,

9.8 =¥

BEOREEZBERULLBHISEEIRS T, —RICEBBEEMETUL TV IEN S,



10. HHEEH
INZYVERIFEICCYP2CE, CYP2CORUCYP3AIC k> TR #H SN2, [16.4, 16.7.1-16.7.4
28]

10.1 HtREERHRALBVILE)

EAEE BREREEIR - HEEHE B - EREF
EIOFY EDVFUEEETDE | KAIZRERICHIFB
(BRBBEMVAIIF Y, RIRBE | REIT 2R TNDH D, | I[CEAI B, £77
HRUVATIFY ROERIUADIFY, | EVIFVEHEET DN | FUEEBIDEETEL.
E1EBCGE) ENHDZHA. KRS | BRMEZHSDI AR
[2.58] FBAER M ERIICETR | 1'% 2,

IBIE, Flen FHDKRS

FRORSRTREESE

BilEsEZERa iyt
10.2 BHREEERBHRICERIRIE)
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CYP2C8.CYP2CIO9XIZCYP3A%Z | HAIXBEHROEADEA | AF DR PEES 1.
FEEY 25H BHEICLDCYP2CS. | BEEH T 2 ATHE
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EENROSNIBEICIRBZNREEZRET 2L, APLFEIEBINIBEICE. KEID
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(FrAREs, TOBRRE) . SEEE. BEEEZOPMLARLNIIERN BSbNIBEIR. MRICKS
BIRZ MR ONEERREZTSEEBIC AADRESZPIE L BYRNEBEITSZ L, [8.38F]
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- REI2mgZEHK S5SNI ARAZED10376 (6RER. RRIEXS5HIE163.0:8, & 5HEO
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13. BERS
FHEBERS UIHBEE. RIROBIRREROBRRZTV AR T TORBRELELIT DI,
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TIREMED B B0
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14.1 EHRRMROIE
PTPEEDEAIPTPY — M SEDIHU TIRAY 2L 58T B2 L, PTPY—RDBRICLD,
BWSARISEERBEARAL, BCREAEEILTHBRIXASOERRAHEEHFKTZIE
hH%.

15. ZOftDFR

15.1 ERERERICEDIEHR
FEREICLDBHMEEE L 1R EHTREDETHAHS5LNEIENHZ.[9.1.458]

15.2 FEERARFBRICE D 185K

15.2.1 2FEHDOV IR AFEERRICEWT, MEERCNENEBORRETIEMA RS SN, Ihb
DEALICEEY 2|EEEIT2mg/kg/HTHD, ZDEEDREEIZERRAE 2Cmo) IREFKFDOE N
IREEON19EFTH 2.

15.2.2 A XEAWRERESEMHRICEWT, FHEZT > IcRIEMBETHS 1mg/kg/Bh S0 HE
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