e,

2026FE7HMET (5E13hK)
*2026F6ANE] (E120R. FHEEH)
B REEERE
BEAR3E (38)

28 (NARBER)

YXRFF—t (JAK) PEEH]
NUYFZIR. RAKER

FIL=T bsseamg

HARERRIEES
87 3999

AIL=I Jk=s2mg
AIb=I kg 1mg
AU =1 =mEEsz2mg/mL

Olumiant® tablets

Olumiant® oral suspension

(—#8) ROEERHET A ¥ A o iRmE

ES $t4mg $E2mg $Elmg PR R TR
QE%E%%E) ARB= | 22900AMX00582 | 22900AMX00583 | 30600AMX00135 | 30800AMX00100
) FE-EMASoNGEICLVERTSZE BRFSRAME 20174E9H 2024464 20264E7H
1. & 2. 2 (ROBHBICIFBSLEVLWT &)
(GhgEHE) (GhaEHE)

1.1 AFRRSIC K, 5%, MR, BUIMAE. D)L AREREIC

FREERBMEDHIBERD UK EBEEHRESNT
B4, FEEDBEEEFIASHTIERWLD, BEESDOREIR
HBWETNTWVD, FENEREFTASEIERITEV T &
HEH. INSORBRESED [CHHHEL., BED H'E
BULEZEZRRLIELET, AELOERENERIEZ O
B EHMEINBIBERICOIMEETE &,
Fle, FRBREICLVEELEHERAIEIREL. BIEHNLGEE
Bz ESEFNRESNTVZDT. BREBEO[GH 5
ORERERESRRUEMMNERT S & Flo, FElRSE
ICEEERNRIELEIBESICE. FBEIGERIDLSE
I [FEES5Z5T &, [1.2.10 1.2.2, 2.2, 2.5, 8.1,
8.2. 9.1.1-9.1.3. 11.1.1. 15.1.1-15.1.388g]

) NROBEREERVIREEX G ZNICKD 2 ENGE

1.2 BRE

1.2.1 EERRGE
BUmAE. B, BERREZSCANRBRRESORIENG
BRENRESINTVD 2D, THRBEREITI 6 ERRPE
DEBFITEFETD &, [1.1, 2.5, 8.1, 9.1.1, 9.1.3,
11.1.1. 15.1.1888]

1.2.2 &%

BEREEE GRAER) RUImSHER (B, UV /VES)
ESORMDBESNTND, BROBBREETIIERDE
ELERUBEOSZNHH Do, FHIRS(THIT > THZ
ICRET BT 0 BREEZRUTEXFEREICINZ. 1~9—7x0
Uy EEEER G YARIVT U Y RISHEEZ{TL. EEHERCT
BEZETOITLICLY., BRBROFRERIID &,
EROBEEEZE T 2EERVEZOBREIRONZEEIC
(&, FEREOBEEICOVTRERREE T BEHEIEED
T. RAlE UCTHRRIRSRIICBY RIMEREZRS T3 &,
YRNILT U VRIBRBESZORENEEDEBEICBVT. &5
®EEBEEIRD SNEFbRETNTVS, [1.1. 2.2,
8.2. 9.1.2. 11.1.188g]

3 AFNCSDOVT D+ AIE & BERRE
ZHDOEMNERTZ &,

(BEV YT F. ZEHICEHEEE T 2 EF TR ERE

w)

1.4 FEIDBEZITORIC. PR EDHIFIDORY IIFEED
ERZTHEIETS T &

—_

BEORE; - &R

2.1 FFIDOBGTITH UBBEEOBHEED & 2 BE

2.2 FEERZORE DERPBMLTS2BENFH5.] [1.1.
1.2.2, 8.2, 9.1.2, 11.1.1ZH]

2.3 #5000/ mm3Ri O EF (8.3, 9.1.9. 11.1.3%
]

2.4 EXIIER L TV A AR D & 57 [9.55 ]
(BEiY UvF. 7 hE—EREX, SEEMICEREZET S

EEMRMREERN. ATRED

2.5 EELRYE (MIES) 0BF MERIEIZBZEN
BH5.] [1.1. 1.2.1, 81, 9.1.1, 9.1.3, 11.1.1, 15.1.1
S

26 EEOBHREREZA I L2EE (7.3, 7.12, 9.2.1,
16.6.1%]

2.7 Y NEREAS500/mm3Ri O EE [8.3, 9.1.104 11.1.3
2]

2.8 NEV UL VEA8g/ALRMDOEE [8.3. 9.1.11, 11.1.3
S

(SARS-CoV-2IC & BAtik)

2.9 ERBEXIKRABEARE (eGFRA15mL/43/1.73m2%k
) OBE [7.8. 9.2.2. 16.6.15H]

2.10 V) 2REREA200/mmARiOEE [8.3. 9.1.10, 11.1.3
2]

3. 8% - R
3.1 #88

&>

e [AVITUREALITY MEEA LIS
HR7E4

4mg 2mg lmg
ERRA 1SRN S F (18R N Y ¥ F | 18EHFNY O F =
7L T4mg 7L T2mg 7L Tlmg

WEREILO—Z, JOAAILAT—AF MY L, AT
FYYBY TR YT A, D-v = =)L, ZTELEE.

Al KELYF v, v7aT—)L4000. BRUEZ LTI I—

WER T AL LT BILT S




(NREER

HR7E4 FV I b NHBEER2mg/mL
ARy ImLFANY ¥ F =7 & LT2mg

Al

&1

FH U UHAL BRELO—-ZA, ALAT—ZAF Y
T by VBRI, JT VBT N T LK. B
B&E®BF NI UL, BEEKT A D-VILE b =LK,
RYVILR—180. A7 5u—2A, ¥YYa—rEE., X
FLELa—RA, VIVEVE, TulL ) a—),

3.2 EHIDMK

&

f7E4

FNLIT Y MEE
4mg

AN 3TV
2mg

FNLIT Vb
Img

iz 117

RIFHDDHBHHKH
BOMEDT 1V
La—=T 4 VT

L IFHD D B WK
HEOEHED
T4 NLT—T 4«
N4

LIEHD D B Wk
HEOMED 7 «
VLT —F 407

s
) (D=

w (@) () =@ (D =
4R+ %
migssmm | =T g g6 75mm
g8 EEAmm | B &:2.5mm
0.2 JE & :493mm EE90.1
B HE:#0.2g 8
il
;‘?‘_’D’L Lo, U (W) | Lo, 2 (D) |Loe, | (FIEN)
(NREHR)
HR7E4 FV I bNHBEER2meg/mL
FEIR A &0 EE

4. THEEX FZHR

OB FaBE CHRTTH B TeckE
BEU OV F (BEIDEENIBEDMLEZZS D)
7 NE—ERERND
ZRAEIICEEN T I S EE ISR RN

OSARS-CoV-2[C & DR (lefZL. BRRAZET DEEICKR

3)

OMMBREE (2L, RESUNLEREICRIEEDIBS TR

3)

) REERESA RS URR

5. MEEXIFFRICEET HE=
(BEEV DI F)

51 BEDHBICENVWT. AMMLFH -2 L0HETEDEL
EBIHIDOHY I~ FHEIC X B RIBE 2T T, KEIC
RS 205 P ERY RS/ ICRET S L,

(7 NE—RIERN)

5.2 2574 FRFIR S 70 L 2SN HBISOFKESRANIC X
Bt miagE e —EHRBEITL T, TOEHRSBONT,
WRAEZR LS B SAEEICRSBFEICHWSZ &, [17.1.6-
17.1.931]

5.3 FEIE LT, KRERERHICIZT b E—HRERDIRETADR
RBICIS U CHEN AR Z T 5 2 &o

5.4 AEF GRS RIBSHA 2 REFRT 5 2 &
(SARS-CoV-2[C Kk B Hhi)

5.5 BERMA . ATIFRERE AN RER A TH (ECMO) #
AZETHBEEZHRICAR T THRE21TH> 2 &, [17.1.10%
18]

(FERZRRERE)

5.6 RFIRSHARIC, HEB2AOBRS0% I LITHENRD 5
., BE6r AREERZICERFENIROONGEVWEEFICKET
52 &, [17.1.11-17.1.13%08]

5.7 MEBRBREMUNOBREBEICH T 2@EIE 20,

(SHEEICEE ZE 9 2 B SRR

5.8 BEDHBICBWLT, L LB IHOHRY T FHEEICLS
MY BE2T-o T, BRICERT 26 2 RERDZRL15E
ICBET5H5Z &,

5.9 HEMRFREEHRO S 2GR ERRREERHRICHT 5
BWHERORSEIHEILL TV aWD, BELZVT &,

6. IERUAE
(EEVYYF. 7 hE—HEER (RA))
BEHE. BRAIIEINY > F=27 L L T4mgx | HIEREO®RST %,
B, BEORRBIIEL O2mgllBEdT 52 &
(P FE—HERER (NR). ZHEICEENZE T 2 EFE IR
ERIENN)
WHE. 2BU EOBFEICIIEEICSUNY YF=TELTUTO
REBZ1HIEROKRST %,
- 30kgll EuEH . 4mgs L. BEORBICE L C2mglliBEd
5T &,
- 30kg KRB, 2mgs L. BEORREITE U TImgIlEEd
5 &,
(SARS-CoV-2IZ & BHfik)
BE. RACR VAT VELVEOHRICBLTNY Y F=TEL
TAmg# 1 HIEROKET 2. 4B, KESHBRZI4HBEET
E9 %,
(FHIRZBRERE)
BE. RAKRCL12EL L2 EE30kg Eo/NRICIENY & F
7 &L TAmgx 1 HIERARE T 5. A, BEOREITS
CT2mglliB@d 5 2 &o
7. BERUREICRET 2R
(EEIVOYF. 7 hE—HERERX (BA). SARS-CoV-2Ic&k B
i, FIRZAREIE)
7.1 FUNR Y FEOHRIBICIZAHZ2mg 1H1EICHET 5%
EHRICEERT S &, [10.2, 16.7.151]
BEEIV OV F. 7 bE—4RIEN (BA). FAFHEE
7.2 AHl4mg 1HIEREG THRBEHRPRD SNz BRITE, RH
2mg 1H1EHENDHBZMET ST &, [17.1.3-17.1.8,
17.1.11-17.1.13% ]
73 FEEOBEHREREDOH HEEFICIE. 2mgx |HIEEO®RS
5, [2.6. 9.2.1, 9.24, 9.2.6. 16.6.1Z/]

B RERRE HERIRE A E .
DFEE (eGFR:mL/%3/1.73m2)
EHEITB®E eGFRz=60 4mg#% 1 H1[E#:5
T 30=<eGFR<60 2mg# 1 A 1E#RS
HE eGFR<30 BE L0

(BEU OV F. SEEMITEREZEE T SEFE TR

7.4 SEMFEERAERES NS EBYGYED ) 2 7 HHEINT 5 2 &
FRESNBDOT, KB EHY 7 < FEMBH P OREITY X 2+
F—¥ (JAK) BHEAIEOHRHII LBV &, KFlE I 6D
Al & DO FREER I 2V,

(7 NE—ERER. MFIRERE

7.5 SEMEERAERE NS EBYSED ) 27 HHEINT 5 2 &
FHENDO T, RElL GBEFHBEYRA., tOROJAKEE
Al. 270 xR) VEORNLREMFIFEOMHAIELENT
Lo REIE NS OFAE L DMV,

(7 NE—ERZER)

7.6 AR X 2R BKIGIE. BERSHAB,S8EE TICIIBO N
%, SAZ TITBERIEFELNZWVIBAIR, KE5fIE2ZE T
5T &,

(SARS-CoV-2[C KB Ahik)

7.7 SARS-COV-2IC K BHfiRICH T 5 L AT T VLIS DR &
OHAICDONWT, B RCREMEIIHEL L TRV,



7.8 FEEOBREREDDH 5 EEICIEL. 2mgz | HIEEO®RS
5, EEOBRERE (15=5eGFR<30mL/%/1.73m2) #»*
H2BEICH L TIBE LOFREPEREZ LR 2 Yz s
Baicid, TRESZIKRETLHIENTE D, [2.9, 9.2.2-
9.2.4., 9.2.6. 16.6.1Z2]

B RerEE HREARIRE S BE w58
DOEE (eGFR:mL/%3/1.73m?)
EEXITEE eGFR=60 dmgx 1H1E#EE
g 30=eGFR<60 2mg#% 1 H1E#% 5
HE 2mgE 48 Z &1
15=eGFR<30 1[E$% 5. (% 5[ #0d 5%
K7[)
eGFR<15 BE5Lizn

(FRZBHERE)

7.9 RANCE ZBERICIE. BEREFBD? 536F TICIIES
N2, 36BETITHRBERIGVES N ZWEEIE, BE5HIEEE
BIsIZ L,

(7 FE—ERER (NR). SHEEICEREZT I 2 EF ISR

TEBIENN)

7.10 {AE30kg L EDFAHICAFIAmg 1H1E. AE30kgRHEDE
HICARAI2mg 1H1EHEG TIHBIRISRD S -BICE, K&
30kg EoFEEAKI2mg 1HIE, ABE30kgRHDHE A
Fllmg 1H1EHREANOFEEZHETT 2 Lo

711 a3z REOHFABICIAEEIOkg M EDBE I KA %
2mg 1HI1MENC, {RE30kgRHMDBFEIIAF % Img 1H1ENZHE
BT 242 CHBRICERT AL, [10.2, 16.7.12]

712 FEEOBBERED H S BEITIE. KE30kgM LOBAE
2mg#%. (AE30kgREOBE I ImgZ I HIEREORST 5,
[2.6. 9.2.1. 9.2.5. 9.2.6. 16.6.1%[&]

B RERRE HEARRE S E w58
DEE (eGFR:mL/%3/1.73m2)
EH I8 eGFRz60 {AE30kgll k:4mg
%1 H1E#%S
A= 30kgRH:2mg
% 1H1E#E
rhEEE 30=eGFR<60 {AE30kgll k:2mg
%1 H1E#E
{AEE30kgAlH: lmg
Z1H1EES
HE eGFR<30 BELZW
8. EEREANWIER
(haELhE)

8.1 KA. FERISICEET 5JAK7 7 3 —2HET 50D T,
RYME ISR T AR ERBREICHE 2 RIT T REED H 5. RF O
BEICEL T2 BE2/T0., BISEOREPHEBEICERT
5Tl Ty BED XL, BB BRESNHODNIE
A, HPPICEBRERICHKT 2L 5BETLIZ &, [1.1,
1.2.1, 2.5, 9.1.1, 9.1.3%M]

8.2 AFIE 512 He - TREKICET 5+ % M R OB X
IZMA. A% =7 zay yiEMRE YRV T ) U RIEE
2T, BERHCTHRES 27O LIk, BMBLOEE
EHERT 5 L. AHIREG TR XRRES OB L HREZE
HIZT D R EREBORBICI T ICERT L, BED I
U R EIERPRRLBE (BT oM. FEE) I
PP ICEREICEKET A XHORBET A&, [1.1. 1.2.2.
2.2, 9.1.2%H]

8.3 iFHERIEA. VU U NEHRBARUNET O VED B SDbNB
ZENHBHDOT. ARRGHBRITEHRCFRERE. U 2R
BRONEZOC MEEHRT ST &, (2.3, 2.7, 2.8, 2.10.
9.1.9-9.1.11, 11.1.3%8H&]

8.4 "NURATANABELTA N AOHEEE (HWEES) »
WESNTWVWD, /oo HEABESY Y FBETROONIE
BRRBYED D BEZAEELHIREE THh o7 2 & B
REZLEOOENTVBRZENPS, NURATA N AZEOHERE
{EOBIERPIERDFEIICIERT 5 2 & BEPIEROFREBEIDD
SNBAEICIE. BED IZBTHI5HAHL. AFOHKE%
Il LB 2 ICEY B LB ZTS 2 & /oy ALRAT AN A
DS D7 A VL ZDOBEERALICOERT 52 & [11.1.1BH8]

8.5 Hi ) v FAEMBANC &k BBRIFF R AL ZAOBEIEELSRE
ENTVWBDT, KAWEEIZHIL - T BRIFRY A )L ARGED
HEZERTHI . [9.1.781]

8.6 BYYEFRHNDY A7 2BETER VDT, AFFSHDOET 7
FUERIThRVWI L,

87 #aLx5yu—)L, LDLaLVA5u—)L, HDLalL xA5ua—
VRGN 7)) FOLREOREREEREE S S5DNSE S
EWH B, RRBRESHERIERNICEEREBEE2KEET S
Lo BREDEERDSNLIBAICR, BEEEESREORS
ZOMYNB2ERT ST L.

88 NI VAT IF—EHEOLANHSDLNZIEBHEHDT, K
ARG, BEE2TITS28. FIVAT IF—EEPSE
HIE FROS~ 10BN EIC ERLUZEMDHEES TV S,
[9.3. 11.1.4%0E]

8.9 E) VS, EEEOBREEOREISIRESNLTVS,
KAl E OEBRERIZAS A TIE RV, ENEEORTICIITEE
952 &, [15.1.2, 15.1.3%0]

(7 NE—ERZRER)

8. 10 AFIMPER & TR S B EF T2 < KAIHBGH S RIEIH
BlE2HHTA2LENHH I EE2EBED I LTHMEAL, B
B NEB LI ERERELLE)ATRET S L,

8.11 AAIIBMHEER2ET A &0 6. BN THRED R
TLTWA7 PE—HEEREBEANDOHRSICEL TE o5 BIg
2T, ERBIVEORBICER TSI &, 7 ME—HEHAR
EeNRE L-BERRBICBLWTEEZREBREESRESNT
Wb,

(SARS-CoV-2[c KB Ah)

82 KA ERICIE, RT2BLEVEEEZBRE. MBREEOKRS
FBICR2MBRERTHEITO L. [11.1.621]
(HERZBRERE)

B3 AFINTIRERIASEHEHITHVI L2 BEHD 1T LT
L., BED pHEMEL-E2HRELLEIATHRET A L.

F) NEOBAEIZEE R REE T ZNICRD 2B 2 E

9. BEDNERZEIHEEICHIT I ER

9.1 GIHE - BIEEEDH D EE

9.1.1 REEGE (BEEIV DI F. 7 PE—HRERN. SREICSESE
ZH I SEFEMHIFREBEN X EARREEDIRS (FEER RS
fiE. SARS-CoV-2IC KB iR DIZFEIFSARS-CoV-2IC KBk Z
BR<) DBREXIFRRELRRDONSEE
[1.1. 1.2.1. 2.5, 8.1\ 11.1.1=H]

9.1.2 {ERDEIRARE (FICRZDBEREEDS S EERTHEEL >
NPy HEGERATRDH 2 EBE) XIFREBRITONDEE
(1) EEOBBRE Tk, BE2EHLSE2BENF DS,

[1.1. 1.2.2, 2.2, 8.2, 11.1.1%ME]
(2) BHOMERELZAT HHAKROREZBERISEDNSHAIC
. EROBERBRS D SEMHEKT S L. LTFowdh
POBEITE. FAE UTARRIRGRNICOEY) 2 idSRE L2 RS
g5 &, [1.1. 1.2.2, 2.2, 8.2, 11.1.1=H]

- FERESERE CHIHEER ICERT 2 ES NI T ER

THEE

- EMORERE (MMVEREED) 269584

AUy =T zury BB YNV T Y VRIEEEZEOR

EICKD., BRI RGEDNSBE

- EMBEEOBREEMBELET 5 EE

51:\]1;1



9.1.3 ZRRMDRECH D EE
BIEZHB T LY AT PE L,
11.1.15H]

9.1.4 BEREDHDEE
HILEFAPHobhaBENNH S, [11.1.25H]

9.1.5 HEMMAXDEIEEDS D EE
EHNICHZZITS 2L, BRI &, MERMAYS Shh
2BENNH S, [11.1.55H]

9.1.6 FIRIMTIRED VXTI ZFT B EE

[11.1.65H]

9.1.7 BRIFFR U AN A F v+ U7 DEBRERIFEERRE (HBsHIR

B2, h DOHBCHIFX [EHBsH{ARE %)
JFEEREMESPHBY DNAOE=% Y 7 %2175 % &, BRIFR
T AN ADEEREOBIEPERORBRICERT A2 L. LUV
I TFEPEF e BRESNIBRFR T AV AF v ) 7 OEEXIX
BHERIEICB VT, BRIFR VAV ADOFEREPIHRESNT
W5, b, EBHEBRFROBEIZERRBE TR ATY
%, [8.52H]

9.1.8 CEUFTAEE
BRRBE TR STV 5,

9.1.9 IFhERiE (FFPERERS00/mm3KEZIR<) DHBEE
HFHREPEVEE (1000/mm3KiH) 2oV TEHRE %5
LRWZ ENET LV, FHRBEDPBICELT 280N H
%o [2.3, 83, 11.1.3, 17.1.102H]

9.1.10 UVNEREA BBV U< F. 7 hE—SEERN. ZHRE
ICEEMZR T 2 EFHISRERBA IAEHEEDESE U
> INEREI500/mm3Kif. SARS-CoV-2[C KB HRDIZEFY >
NERE200/mm3RiFGZEIR<) DHZEE
U UKD PEICET BTN H D, (2.7, 2.10, 8.3,
11.1.3, 17.1.10&H#]

QLI ANEJTOEVERS (BEYDYF. 7 hE—HRENR.
SREICEER M ZE I 2 EF IR RN (SFRAREEDS
BRANEITOEV/ESg/ALKEZRL) DHBEE
NETUEVEANEICELT BTN H B, [2.8. 8.3,
11.1.3%H]

9.2 BiHEEEERE
EREPSEFERBEICHAR, AR OBRZEVEMT 5720, BIfF
AP E<HobNEBENNDH 5.

(BEEY OV F. 7 bE—ERER. SHEEICEEINZETIEE

PEYTRIERIENN. FIEHERE)

9.2.1 EEDBHERERE
BELZWIZ E, [2.6. 7.3, 7.12, 16.6.1ZH]

(SARS-CoV-2IZ & B Rk

9.2.2 FEHBENIIFKEPETE (eGFRH15mL/43/1.73m2KiE)
DEE
BELHZVWI E, [29, 7.8, 16.6.15H]

9.2.3 EEDERKEREETE (BMREXEKEBET2DEREZR
<)

HEOEHKMERESE (15=eGFR<30mL/43/1.73m?) #H3E
FION LR LoB Ry a2 B2 S HET S B I551C
& 2mg 48R C LICRE 9 5 2 ENTE S KAIFRSGHIE.
BEOREZTIICBZEL, HEIIREISHZ L, [7.8. 16.6.1
28]

(BEEiV UV F., 7 FE—EREX (BA). SARS-CoV-2[c &3

k. FIRBRELE

9.2.4 hEEDEHKEEREERE
2mg 1H1EHBEGICHE L, BREICRET S &, [7.3. 7.8,
16.6.12H#]

(Z hE—ERER (MNR). SHEEICEEEZE T 2 EFEER

PRI

9.2.5 hEEDBEHRERERE
AE30kgll EoB&IF2mg 1H1EIC, (AE30kgRIEOHE X
Img 1HIENICEE L., HEEIHRET S &, [7.12, 16.6.1F

[1.1. 1.2.1, 2.5, 8.1,

]
GheEHIE)
9.2.6 BEEDEKEEEEE
[7.3. 7.8, 7.12. 16.6.1%]
9.3 FrisEEEEE
BlIERMM HobhEBENNH D, BEEOHKEREEZET
HEREFERBBTHRASNATVRS, (8.8, 11.1.48MH)]
9.4 LIiEEEER T %E
IEIRFTRE S ZHEICIE, AREBESHFRORFBREGHE THRD L ED
ARSI EY) 28t 2175 L H5HET 52 &, [9.58H]
9.5 #Fm
IR ALFR LT WA RIEEE O & 2 e Eicid w5 Lk nZ &,
B ER TIIETEEISRESNTEY., & MIAFIZBRE L
EEOMBHBEERELLZE &, BHEEICET 2 REEIX
Ty MR FTENFTN23MERV6.3ETH o7, Tz,
Zv NCRIGHE. RROFE, HEROERENOZEPRES L
TWwb, Ty FOZRERUAMFBEICET 2R3 4.1
&, HAERMKCHEROREICET 2LEHILE[BTH 72,
(2.4, 9.4%]
9.6 %IIm
ARBEERIIFA LW EDEE LV, T v b THITHFART
FTAHIEPRESNTWVS,
9.7 INR
(BIETY 9T F. SARS-CoV-2IC K BAHR)
9.7.1 NREEWRE U BRRFBRITER L TL7Z20,
(7 FE—MHREER. SEEBICEEEZE T 2 EE TR ERIE
nR)
9.7.2 EHAEMAKER., FER, FARIX2B RO Rz 0RE L
ToERRAABR I FER L Tz,
9.7.3 $EAlL. WYNROBRETEZ 2 LYW SN BEICOAHEE
T5I &,
(HRZBEERE)
¥9.7.4 125K XX A E30kg R D/NEE Z WR & U 7 EiR B
WEEL TV,
9.8 SEE
HA2IcHELT. BEOREBEZBE LSS, HEILKRET S
L, BEELEBEEHRORURDO LAFRDONT VWD, /2. AH
BEE LT, RSN, SRE CIEBERESETLTYL
BEENZ WV, [16.558]

10. #HE{FH
10.2 HFEE BAICIRTZTY)
4% BFRREIR - S8 71 W - falE T
Fa N Y| KAOMAEES LR 57 | OAT3ZET 5
K BN DD, AAlEFONG| 2 EICEDARAD
[7.1. 7.11. | ¥ RERARICARIOAUCH2 | MHBEN LFT
167188 | fEICHIL7, BETY v~ F. | THEMA 5 5.
7 OhE— R % (RA)
SARS-CoV-2iZ X B iR KO
MRS Tld2mg 1H
LE S, 7 b — R %
UNR) R O % BET 1 G B %
T % 25 e S B A 6 1R
FHTRAEIELTRES A
SR ERICHET 5%
r. ARICERT 5 &,

11. BIfER
ROBWERAPHSDLNBZ ENHBHDT, BEE 7TV, B
EORO SNBSS 2RI 5% SE) A LB LTS S
Eo

11.1 EXBEIEA

“11.1.1 BEE
wWREZ (2.5%). ik (0.6%). =2 —FY AT 1 Afifik



(0.1%K%) BUmAE (0.1%A0) 4% (0.1%KiH) FOEE
RRERAE (HNRBIEZET) Pdhobh., BN aiEE% -
EBZENDH D, KAKRSHICEELBYVEZRRLZEA I,
BYEA I PO —LTEAHEDICRBETRHREG2HIET S
Lo [1.1. 1.2.1. 1.2.2, 2.2, 2.5, 8.4, 9.1.1-9.1.3%8]
11.1.2 B{EEZFL (0.1%K0m)
BEVPROONIGEICEEEEZHRIET S & EHI1T, EIRXAR.
CTEOMERERT 22 E+HFICBRL, @IS NER{TS
o [9.1.43H)]
«11.1.3 IFhEREA (1.1%). UINEREA (1.0%). ANEZOE
Vi (0.1%)
TP REREC AR S5 RIMA% . fkHE L T500~1000/mm3Td %3
&1&. 1000/mm3%#BZ 5 £ TRAAOREG %2 Hlid 52 &,
U VBB ARG RG%. BEY Y vF. 7 ME—HERK.
ZEEICIESIE 2 E T 2 B EHEREREE R SR EERE
TI3500/mm3#KiH. SARS-CoV-21Z & 5 fifif % T13200/
mm3RiIC i - 7IBAICIE. KEOREEHMT 52 &,
ANEZOEVEBEESY R, 7N HEER. SEHIICE
BE2ET 2 A EEREES A UIHAERBERE BV T,
KA S5FIME%. Sg/dLRIEICZ > - BAICIR. E¥ILT 5T
KEOHREG BT 5 &,
[2.3. 2.7, 2.8, 2.10. 8.3, 9.1.9-9.1.1 1]
11.1.4 [FiggeEs. &8
AST (0.7%). ALT (0.9%) ®_LF%% Mk FikaERE,
BEEARR) #HobNsZEDH 5. (8.8, 9.38MH]
11.1.5 EEMAR (0.1%KH)
FeEh, HE, PRIREEE QIR SERICHHICER L. BESR
B 5 NZHBAITIE. EP P ICHERXRRE. WEBCTHRZE R UL
WHARESZEB L. FFloBkS52HIETsLEbIla—F
VAT 4 AR EDERIZM (B-DIVA Y OREE) 2EE
KANEY 2 MEZITS 2 &, [9.1.588]
11.1.6 BEIRINIREASIE (0.2%ED. 1.0%E2))
R R CIFRBIRIMES D S5bh b2 EhH 5, [8.12,
9.1.6% 8]
E1) BEYY~F. T hE-HEER. SESICESEEZET S
HEMSREBEH AR CHEREBERE 200 e LIZERR
BRIC BT B RREE
¥2) SARS-CoV-2IC X BfiBEZMRE LzBKRBICBIT S
FIE A
11.2 ZOfthDRMER

HIEH

1~10%KiE 0.1 ~

1%

BIfEFHE | 10%ELE A

BB EE B, BE

BIE R O
A RAE

FRERG (&
K. EWHEE %K.
HIRpER, 2tk
RIS RER. B
BIR R, O
EEV N EEEAN
MHSE R Ak %% . R
B2, MEEE
BHEBR, JE
Rreet). IR
EE . B
RA (NI
REZ . HEA
VRA, HRYD
KEMRFEZ ., IR
RN R A
OREANILARZ %
Elr). IRIGERG

FEER e

BHIfEFS 8 | 10%DL L 1~10%KH (0.1 ~ | SEEAREH
1%\
a3 a6y S ¥E. B
Bz T RE A T I IR .
= E iR
e PRAR AL LDLa VA |ALTER. AST
TH—I k| ER. M/RE
7 PIEE. bU TV
+VY RFER. CK
L7
ZDfth & = 18
hn

14. BRALOFR
14.1 ZEZFIZMBOES
GhEEE - 8
14.1.1 PTPEEOFEFIPTPY — + RSB H L TRAT 5 &S
1HE8I 5L, PTPY— FORAUC KD BOSAIRA BB
ANFIA L, BICIBEAE B U THRIRIARE O EE 2 & 0HE % Hf
HKITDENDHB.
(GhRELLE - NABRER
1412 KRz FmRLEVWZ &0 ARIRPUEROEERMNT ST
Lo Ty BE (MROBAREERVOREENIZNIIRDS
B E) L. AFNORN SN TWAERFHHAEZE L. R
REEEET 2 &,
1413 NROFOEPLVFRICRET 5 L5 ET S &,
14.2 ZRIESHOER
(GhRELLE - NRBER
14.2.1 AIRAICOMERESES Z &.
(SARS-CoV-2[c &k Bk - HFILLE)
14.2.2 sEFlOROKREVPRE RIS, T4« ME S - ETRO.
B, BRXIROFETORSZ2EETE 5, NABEBRORE
OREPRELBED . RARORRTOREZEETZ S,

15. ZDth0F=

15.1 ERAREERICE I <15

*15.1.1 BIfli ) 7 < FBEH 2 NRE LAR2mg 58K F4mg
580 H 5 _HEEMEBRBARBR O RPRBOMOREITICE
W, 100A - EH7- D OEBELBIEORKBE (95%FEKX
M) 3. AF2mgk 58 T3.55 (2.07, 5.68). 4mgik 58T
5.77 (3.77, 8.45) TH -1z
T INE—HEERBABREEWNRE LAF 2mgH 5B RS
AmgH 5B H 5 _EHEMHLEEARRO6EER O 1 6 AR LI O R
BratammicBu T, SRBROERER THE L2100
AN EHD OBEELBIEOTEFEAFIE (FBHEK95%F
FEXE) (& RF2mgik 58 T1.21 (1.48:0.6, 2.9). 4mght
3.1 (3.0:1.8, 4.8) TH»>7zo
7 PR NREREERRE LARRIFAHE (10K L
18 Kz 2mg. 2 E10KHIE1mg) B, ROEHE
(10m DL B 18 A d4mg. 2L E10ATIE2mg) B H
HEERHERBROS2ER Y 7 F—FI2BWVT, 100
A EH7DOBEESBIEORBE (O5%EEXME) 3. A
FHERTLO0 (0.0, 5.4). mARERTL.7 (0.2, 6.0) TH-
770
MEHERERABE 28R E LA 2mg i 58 % 0 4mg ik 5
Brd s _EEREERBRBROGEBLED T -5 2 &0
HRITICBVT, 100N - FEH 72D OEEZBREDKER
(95%EHEX M) & AF2mg 58 T0.5 (0.1, 1.7). 4mg
BT0.7 (0.2, 1.6) TH o7z,
12 BB 18R A D AE30kg L EO TR EBREEE 2 1R &
U7-ARI2mg#e 5B R U dmgik 5N H 2 —EEM LR O
S2EWEH Y AT T—% (FTEARME/ - MEIANTZTHIC
BTy OEEZ2ENE LTHAANINY VY F =T REeHE
8= bl66flz &) I2BWVWT. 100A - EHiz D OEE 2 RY:



FEOHBER (O5%BEEXM) 1. KH2mgk5870.6 (0.0,
3.2). dmg#58T1.0 (0.1, 3.5) TH-o7,
ZEEICESE 2 AT 2 EEERREEMREE R LD
BEERIGETR I & BEHHBOMEEITICB VT, 100A - £
H1- D DEBLBIEDOHKER (95%FHEXMAE) &, AAH (9
R Edmg. 9k 2mg) TL1.5 (0.5, 3.6) TH -7
[1.1. 1.2.1. 2.5%]

*15.1.2 Bfi) 7~ F BE MR E LAF2mgH 58 Kk OM4mgik
580 H 5 _EERHBERBRARBO 24RO RIHREZ &
LHABITITBWVL T, 100A - &7 0 OFEEEEOFHEEIL,
AH2mgix 58 T0.41 (95%EHXM:0.05, 1.47, RHREE:
0.4%. 2/479f) . 4mg#H5#T0.87 (95%EFEXH:0.24,
2.22. FHHEE:0.8%. 4/479) TH -7z,

BT Vv FBE 2 NRE L RIRR £ 2 CHKRBIRB D
PEMBITICBNT, RERESHTOER - A THELTHEEL
ToENEE GEReEREEERS) OSIR (FEH¥EREL) 3
0.96 (95%fE#iX[:0.67, 1.35) THh-7z. BEFEOHY IV~ F
ERETOMHY Vv FEETHRESN TV AEREE GERE
fERZEHEERR<) OSIR 1.05 (95%5EXM:1.01, 1.09) 2&
HEL., RELEBVWEFED SN L P -7,
FBREHENORFRRIROBEY TH o7z, [1.1. 8.9%
]

x1) BREMEPOERES GEREAEREEER) OHRHR
(BEETY 7~ F EBE 2R E LA B O &)

15 5 HAR sy | FEIEC100A - )
(BRI IS - MRS HR) 7 (95% (=X )

21K(349261 - 5233.3A - ££) |1.1% (38)| 0.73 (0.51, 1.00

0~2438(3492f1 - 1530.7 A - %) | 0.2% (7) | 0.46 (0.18, 0.94

24~48H(3114f - 1289.2A « £) | 0.3% (10) | 0.78 (0.37, 1.43

72~9638(1940f - 716.0A « ) | 0.3% (5) | 0.70 (0.23, 1.63

)
)
)
48~7278(2583f - 1051.9A - %) | 0.5% (12) | 1.14 (0.59, 1.99)
)
)

963~ (1167l - 645.4A - &) | 0.3% (4) | 0.62 (0.17, 1.59

TP HRERIABEEZNRE LARR2mg SHR T
Amgik 5N H 2 " EER BRSO 1 638K LI D KA
BraoHaminicbne, BEEE GERCEEREEEIR)
DEBIIBRO NP7z, £z SRBOWBRER CREL
100A - EH7-0 OIFBEERFEORAEFEAFBIEIL. KA
2mg 58 T0.14 (FBE:0.18. 95% FHX[H:0.0, 1.0, FHE&
EHFBIEA:0.1%. 1/584%1). 4mg#5#T0 (0/497fl) T
Holzo
7 ME—MEERRARE ZRNRE U RIARE % & OB RAR
SHERDIFETICE VT, RAWTDOI00A - FEd7- b EikfE
5 CGERGEREELIR) ORBERIE, 0.21 (95%EHXMHE:
0.1, 0.5, FHEE:0.2%. 6/2562%1) THV. JEECIELE
JFEOFEEIZ, 0.24 (95%EFEXM:0.1, 0.5, FKHEE:0.3%.
7/25626) TH -7z
7 ME—HEERNERE e RRE LRI HE (10K E
18R IE2mg. 2B L10&ARM X Img) B, RUOBHE
(102l L18/& R Ix4mg. 2R 10K X 2mg) BrdH
HZEEMREERBOSZER S Y b7 F=FIcBVT., Bk
% GFReEKMEEZET) ORREBDONEP 5Tz,
MR BER A EE 2 MR & Lz RB2mg#ik 58 % 4mgk 5
B2 H 5 _EE RSB O36ALED T — 5 2 &Lt
BREIFICBVT, 100A - E£H7- 0 0EWEE GEROEREE
<) ORBERIE, AHAmg587T0.3 (95%EEXM:0.0,
1.0, 3BEE:0.4%. 2/54061) THO . KEI2mgk 58 T3
RBowohiah o7, FREERBEEORBRRIT, AFH2mgik
E#70.2 (95%fF8HEXM:0.0, 1.3, FHEEHE:0.3%. 1/365
Bl) ThHO. AFAmgR SR THIIRD SN r o7,
MR BRER A BE 2 MR & U ERRB 2B O AT IC S
WT. AFIREGHTOI00N - o7 OEMHES GEREMEKR
FEERL) ORFERI, 0.2 (95%FHEXM:0.0, 0.5. FIHE

(6)

£:0.2%. 3/124441) TH V. FERCEREEOFKHERIL. 0.1
(95%fEHEXE:0.0, 0.4, FBEEIE:0.2%. 2/1244f%]) TH-
770

12 DL E185E R 2 DA E30kg Ml LD MR BRERE 2505 &
L7z RF2mgi 5B K% dmgih 580 5 _EERHLERBREO
S52BE A Y v AT TF—% (TR B/S— MEANTZETEIC
REWT -5 DEBZEANE LTHAANINY Y F TR
N—HF166%1ZET) IZBWVWT, 100A - £H7- 0 OB EE
GERGERBEZRL) OFRBERII. AH2mgk58T0.6
(95% EFX [H:0.0, 3.2, FHEH:0.6%. 1/16661) THD.
AHAMgE S THRIIIRD SNk h -7z, IEREER BT
HRIFEEDoNeh o7,
ZEEICIESE A6 T 2 EFEERRERSREE 2 NRE LD
EERIBETIERR E BHHBOMAERITICB VT, BiEEE
GEEGEREEEZ &) OFRRIITO NG > 7,

[1.1. 8.9%[H]

1513 DIMERBROV AT 2ET HHEV Vv FBEEN
KELURLJAKBEER N7 7 v F 277 T U BIEOEBIVERRBRO
R, FEFMEETCHA2EELZLMERESR (Major
Adverse Cardiovascular Events:MACE) K UEMEE (FE
BEBREELZRL) OFERRICOVWT, TNFHEERBICNT
BNY— R (95%EHEXME) kZhFn1.33 (0.91,1.94) &
U'1.48 (1.04,2.09) TH V. S%EFEXE LRI FTOREL T
WizIES v —Y V1.8 B A, TNFHHERIBICHT 2IELHN
MAESh Dol EMMESNTWS, /2. AFITH. BN
FRBOEFEREICBN T, DIEREROFEESTBO STV
%, [1.1. 8.9%08]

15.2 FEERFREERICE D < 1A%k
AENIJAKIAEEH 26T 5 2 & 6 RERRUBIMANTE S
RISTHEEMEA B D . FEERRRER TIX ) O SBREUR AR MEREL
BAFITIA ., SEMHENCER T 2 RN ER (BERERD
M FERERUCBROBYE) »abhiz,

16. F4EhRE

16.1 MEE

16.1.1 BERS
AANMERHERE 16H1ICN) ¥ F = 74K U8mgH) % ZEEIHEIRS L& EDNY)
VF =T OIMBEREE RSB RRTE— 7108 Uiz, HEFEHIIRHN6~7HE T
Ho7z3,

£1) BEEPERE TN O F = T4RK08mgE) ZHERE Lz EEDONY Y F =T OHY)

eI A —¥

Crmax tmax® AUCo-00 t1/2P)
BoR i (ng/mL) (h) (ng - h/mL) (h)
50.7 0.88 297 6.39
4mg | 1601 25) (0.50-2.00) a7 (5.19-7.94)
107 0.88 626 6.52
8mg | 166 (29) (0.50-2.00) 19) (5.05-7.59)
MEIME (EBERE%)
a) WoME (#iE)

b) #fAFHafE (HEE)
150

- NJYFZT4mg
120 T —o— NI FZT 8mg

7 (ng/mL)

mEgEsp/NY > F

0 12 24 36 48
5 %R (h)
1) fREFHEREICNY ¥ F = TARU8mgE) & HERE Uiz & EOMmEFNY > F=
TR (P R
*16.1.2 Rig#”S
(BEEIU DV F)
SEIMEARBR S OB IIMERER D 7 — & % A\ C R ISR B REARAT % EHE L 7o HAR ABA



U FREICNY Y F=TAmg# L HIERERSE L & E0ERRBICE T 5 EME)

BI85 A—% [MEME (EBRE%)] & Cmaxss#58.1ng/mL (21%)+ Cmin,ssh®

3.55ng/mL (73%). AUC< ss»*414ng - h/mL (30%). THKFEIEAH 10,98
(15%) &HEESshizd,

(7 NE—EREX)

(1) A

SEIHRRBR R O IIHRE O 7 — & 2 WL CREMSEM SRR 2 £l Lz, BARANT
ME—HEBRBEABEICNY OF = T4dmg# 1 HIBIRERS L: & E0EFHIREBIC
BIFHHEMERENT A =% EMTPEE (BE%EE%)] 13, CmaxssH'47.2ng/mL
(16%)+ Cminss?*3.54ng/mL (79%). AUC: ss#3368ng - h/mL (31%). THFREH
HH 114850 (21%) RSN,

(2) IR

BIHHRERD 7 — & & i\ T REFZEM B AT 2 £ L7co BHARAT bE—1ERE %
INREH Tk EOBAIENY L F = TdmgE ., (kE30kg RO B &E2mgE
LHIERERS Uiz & EOEFHRBICB I 2HEMB ST A —5 [FEAEHHE (ZF
228%)] &, Cmaxss®ENEN52.6ng/mL (32%) K51.1ng/mL (20%)
AUC: s 21 Z1333ng - h/mL (51%) % U228ng - h/mL (30%). IHA&FREHA
FNZNI3ARE (48%) KU10.58 (50%) &#EES N0,

(PIRZBLERE)

(1) A

BI/IIHEBE D 7 — % 2 F W CREEEEM BRI 2 i L7z HARANMEBEER
ANBEFIINY ¥ F=74megx 1 HIERERS Ul & S OEFREBICE T 2 E=WEHE R
FA—% [HATEHE (Z81%5%)] & Cmaxss?'52.2ng/mL (16%)+ Cmin,ss?*
2.63ng/mL (77%)+ AUC: ss7°356ng - h/mL (30%). {HKFEHI A1 2. 985
(24%) &CHEESNID,

(2) FPE (121 8%KiE)

SEIERE O 7 — & & v LR BB 2 % L7z 122 L8k A D
{RE30kgl D HARANFIEMBREREICNY ¥ F = T4mg# | H I BIREHRG Lz & %
DEFHIREICB T 2ENBET A —5 DRAPIEE (EHEH%)] 3. Cnaxssh®
55.2ng/mL (25.5%). AUC: s7°202ng - h/mL (11.9%). JHEERIAH7. 43K
(30%) &ifEES N9,

(SREICEEN ZH T 2B E SR MER)

SEIHRER D 7 — & & W CREEHSRM B BRI = ElE L7z, ZHEIOESELH T 2H

RNEEER R B A R B 1A E30kg L E OB AN Y ¥ F = T4mg %, {AE30kgH

WOBEE2mgz | HIEKERS L L EOEFHRBICB T 2EYEEIT X5 [#

fIFHE (ZBHHE%)] 13, CnaxssP®ZN2154.3ng/mL (21%) KU'58.9ng/mL
(33%)+ AUCt D Zn2h295ng - h/mL (15%) %0'302ng - h/mL (81%). HE

RIS TN Z 631 (34%) K UB.97HH (51%) &itES N9,

16.1.3 EYFHNEFE

AEANERBERE IS, 702X —N—FEICL N ¥ F = THABERAMg X3 5EH]
Amg R MR R ERR O#S Uz, $EAI4mgicxtd 2 WABERAmg 5 O Cnax R U
AUCo-1 D /N F A FIED D IS E X I X M RE ORI E L (0.80
~1.25) OHEENTH 722 &h 5. NWRBBRIISEA SEMENICRETH DN
R SN0,

SHENEREERE 156110 ) ¥ F = 78E8mght) % 2R R OVRIARN - MA oY) —R#E
I BERE OIS U7z SAENG - @i o) — B BEURICR S Lo & &, 2RI HA
AUC)-0 MU Crmaxld ENETN11% KV 18%IE T L 72120

SHE R ERE 18HIIC N Y ¥ F = T NABER4mg & ZEER R OREG - MA
U — B EEURICREREORS L. ®El - B o) —RERRIcRE Lt e &, 2
REICHANRAUC)-o X FIFEEE T 2 72 M8, Cmaxld32.5%EF L7219,

16.3 51
SHE N EBHIIC N Y O F = T4 pg® BRI ST L7 & 20O MERIE
76LTH o7, NI F=TOMEY V87 EERINS50%TH > 72 (in
vitro) 13,

16.4 (L&t
In vitro REEOIER . NV ¥ F=TORBICCYPIA4N LG T 5 Z &EAmanizlv,
HHE N R ERE OB 1ACTIERE L 728 ) & F =7 10mg) (100 1 Ci) % BiEES L
7ol &, METFRAETHED > B REAED o BEE1E95% L ETH - 7z. MEEHIIN
VY F T OREMIED Sz otz RPICKRESEOKS%ICHLE T 2 3BE ORI
Rt sn, BRICIRS5RON1%ICHESET 2 TEREOBLRE RS
7‘:15)u

16.5 HEiitt
SHE N R ERE OB 1ACTIZRE L 728 ) & F = 7'10mg) (100 1 Ci) B[S L
Jee & NYTFTET5% (RE(K69%) HRAEIT. 20% (RELK15%) A
PICHRE S 7219, F 7, BEHERE 2 0 R & LB RERERIC 5\ T AFI40mg
AHEREGLEZA, BHERBDIO% LIZ24BFNNICHt S s Z LA RBSh
7zo [9.8518]

16.6 HEDERZHEIZEE

16.6.1 BikEEEEE
EXZERELET HHERE (106, BE (106]) ROHEE (1046]) OB iR
EEETHEHREIINY O F =T 10mg) 2, BEEOSHERELET HHBE (8
Bl) 12N) Y F=T5mglh) 2BENRE L& &, SREREOEEEOE(ICHL
AUCo-old ML, N ¥ F =T OEMBREICHNT 2 EMERBEOLEIRD SN,
BEBTHIE L/cAUC) » ZIEH 2 EWMEL G T 2HEBE ICHA, BE, PEERUE
BOBMEREZE T 2HRFETENETN4L%, 122%. 305%HEHM L. CraxldZh 2
N16%. 46%. 40%HEML 7210 (AEAT—%). [2.61 2.9, 7.3, 7.8, 7.12,
9.2.1-9.2.6% 8]

16.6.2 FHEEREEE
EH e IR EE 2 H T % 487 86 K O'Child-Pugh /B O & EE AT RS REREE 2 5§ 5 1%
BR8N ¥ F =T Amg R B G L7- & &, EELBELE T 2 HBE
N, FEEOREERE2ET 2HEE TN P F =T DAUC)L«F2%E T L. Cmax
8% ML 721D (HEAT—4),

16.7 EMEEIEA

16.7.1 HEAELNNY Y F T OEYENREICRIFTHE
In vitro EROFER. N T F =T ECYPIAOEBETH > 7219, £z in vitro ilBi
DR, WY L F =T ROAT3, P-gp. BCRPEUMATE2K k5 > 24— —OHE
T 721820, EHENER % HET L2 BRABROMBR, OAT3MHEATH S TuN
FYROPHICE DN ¥ F =T DAUC) I K2R ITHIM L 7222 (AEAT—%).

70
[7.1, 7.11, 10.258]
S ol o+ o si#l4mg %£3) PHRSEANY o F =7 OB RIT S 822D
E i} o WABER 4 mg SIS X —
2 5l ] RN SR ATEO L
P s GRS | A (90%EHHIX )
T Bog | B5E 5/ B0
~ 404
| | AUCOrtxz Cmax
w50 FraFI—L 400mg | 10mg 1.21 1.08
Q (CYP3AFE) 1H1[E BE | (117, 1.24) | (1.01, 1.17)
T 2047 TNaAFI =
200mg | 10mg 1.23 1.05
+ (CYP3A/CYP2C19/
g ol CYP2ComH) 1H1ME mE | (1.18, 1.29) | (0.950, 1.15)
V77 Yy 600mg | 10mg 0.655 1.05
ol (CYP3AZE) 1H1[E BE | (0.622, 0.690) | (0.947, 1.16)
: 6 12 18 24 30 36 ZAEE DM 600mg | 4mg 1.29 0.990
5 15850 (h) (P-gp/BCRPHE) | BE | (1.23, 1.36) | (0.913, 1.07)
M2) EHBRE Y 25 = 7 NABEAME X SEM4me % 2R BRI L F 1000mg | 4mg 2.03 1.03
i XM Y S F = TR (T () (OAT3MHE) 1H2ME BE | (191, 2.16) | (0.940, 1.13)
£2) EEPERE N ¥ F = T ARBIBIRAMg I $ERI4mg % Z2IERE AR 5 L 7 FRAXT5 =) 40mg 10mg 1.07 0.774
EEDONY SF =T OHEMENT X —5 (BMpHL5) 1H1[E BE | (1.05 1.10) |(0.722, 0.831)
Crnax AUCo. AR RLFH— b
B4 e . _ _ 7.5~25mg | 10mg 0.9812)b) 1.008%-b)
(ng/mL) (ng - h/mlL) (BB b5 2A MIE | 1H1E | (0,933, 1.032) | (0.917, 1.108)
» —DRE)
$tfl4mg 2481 47.8 316
(25) (18) a) AUCrtssv Cmaxss
— 98 14 b) BATTHED K
P BB RAmg 24451 21 19) 16.7.2 NU Y F ZITHHAZOEYBEICRIFTHE

Rl EaE (EBRE%)

16.2 ORUN

16.21 NAAPRASEUF 4
SLE N ERE BB NY ¥ F = T4mg® BENE % 5 K% 04 11 g % B[l §E IR N 3%
i) L7z& &, N VY FTROZLEEOHINA T 7L S EY 7 1 138980% T
Ho 1z,

16.2.2 BEOHE
HA NS L6fIc/N Y > F = 7 §Edmg % Z2HE s % OMEAS A B 1B EU (C B mI% O
BE U7z, BEHAEIRZICEG L& &, BERICHNAUC)o KU Craxld ENZh
14% K1 1%E T L7=3),

In vitro RBOER. N ¥ F=T1ZCYP3A. 1A2, 2B6. 2C8. 2C9. 2Cl19.
2D6IZ BN TICsoM B FTREAFZE O RMIEE IZFBD 51F (ICs0>20umol/L)
72CYP3A. 1A2, 2B6%50 umol/LE THFHEH L &H >7228:29, In vitro REROFER.
NYTF=TEP-gp. AET =4 VEER)RTF K (OATP) 1BlicxtLTEnZ
750 umol/Ly 100 umol/LETHELLED» -7z £y NY Y FZTIXOATI
(IC50>100 mol/L). OAT2 (IC50=99.1 umol/L). OAT3 (IC50=8.4 mol/L)+
EWAFH > b AR=— (OCT) 1 (IC50=6.9 umol/L), OCT2 (ICs0=11.6
pumol/L). OATP1B3 (IC50=49.4 umol/L). BCRP (ICs50=50.3 umol/L).

MATEL (ICs50=76.7 pmol/L). MATE2-K (ICs50=13.7 umol/L) %#BHEFL
7-19),21),30)-33)



F4) N F T HHAEOEMBEIC KT T R E-39-30)

£2) 524 BBEOMTSSONR—=2 54 > 5DE(bE (mITTEM)

BRI ST A —5
/NSRS EO
CiiiES ARFl

DR (90% (BRI )
#oR | BeR A/
AUCo Crnax
DY 40mg | 10mg 0.853 0.706
(CYP3A%E) gE | THLE | (0759 0958) | (0.627, 0.796)
TFENEALTIA= 306 | 10mg 1.00 0.939

o Ba[m] 1H1[E | (0.959, 1.04) | (0.894, 0.986)

(CYP3AEH)

LA LT A R L 1504g | 10mg | 0869 0.995
(CYP3ASEE) wE | THIE | 0.770,0980) | (0907, 1.09)
BEESS 0.25mg | 1omg | 09009 0.8829
(P-gpAEE) LHIE | LHLE | (0866, 0935) | (0.819, 0.950)
()( @;;@1’:?:;; iy | 75~25mg | lomg | 10390 0.959)
ot AIE | 1HLE | (0941, 113)| (0.86, 1.05)

a) AUCT,SS\ Chnax,ss
b) MfaFafED
F) RAIOKRSNIZFE - ARG, BEiYy<F. 7 rE—HEE% (RA). SARS-
CoV-21Z & Bl % OB BIE IS ILEH4mg, 7 b E—HEER (NE) RU'%
BIEIICE B 2 A 3 2 A FER R BRI 210 1B % . (AHE30kg LoBHE IR
4mg. 30kgRilDBEICII2mgTH 5.

17. BRFRRREE

17.1 BEERUREMICET SHER

(EEIV DI F)

17.1.1 EEHEREISIEEREA(ELLESAER [RA-BEAM (JADV) HER]
ARMPLFY—F (MTX) CTHRATSIRHEED S HEOEB MM 7~ F BH
130561 (HAAN249l% &) 2RRE LTS ERROESRE (75 L T) HE
“EHERBRBEEEGE Lz, MTXOHHET. AFl4mg% 1 H1IERORS, 75V ALY
740mg# 22BN I ER F#E. X375t R %25 Lz, AARSHICE 5128
FOACR20#ER (EFEFMMIEE) 3. 77 RBERICHNTEL . KEtEnnE
FENRD 5N 23D38),

#1) #512;8BDOACR20, 50, 70e4ER (mITTHMH)

AHlAmght | THVLTTE | T RE
KRG A 42.46+50.11 | 44.35+51.02 | 44.64+50.05
(473) (312) (452)
42.88+50.21 | 44.64+51.12 | 45.48+50.07
3B B E6)
{'i; BS540 470) (312) (452)
. 0.35+1.59 | 0.29+1.47 | 0.84+2.32
-3 =254 P I 1E6)
R=254 U bOE{LE “70) (312) “52)
T RBEEEDE(ISBEEX -0.49 056
D (-0.73, -0.25) b —
PIEED HE8) p=0.001 (-0.83, -0.29)
KRR 44.66+51.60 | 31.17+31.84 | 42.98+54.02
H ©1) 61) (90)
e 45.01+51.45 | 31.28+31.89 | 44.29+53.67
RS 01£51. 28+31. 29%53,
{E 52458 ©1) ©1) ©90)
#
. 0.35+1.40 | 0.11%0.60 | 1.30+2.80
TN R=254 7z 1E6)
. R—A54 v oDELR 1) 61) 90)
T RBE D% -0.95 -1.27 .
(95% 1= $E X ) =7 (-1.52, -0.38) | (-1.91, -0.63)

SFEME R (B0

E6) #EIMEE

H7) H, R—2F A VM, R—AFA YOBUSARTT (1-2¥84615 D MK RKISH
e JWALLL) RUOBSHEFALHE LS ET IV

18) Graphical approachic & V) ZH % %

Fio. BE24GER I AFAMGE GANOEER I E TOSHICB I 2AEER. 8L
HEBER, BEFILCE > EEFROFABFEIIL TOEY ThH > 7z. EREIERHIE
AHAmglc B W T, EMWEHRIB (1.8%). Il 2 L7 F >R AKRFF— MM
(1.6%) TH-7z0

#3) #524ER X IARAMg EANDEERE TOHEHER

AAl4mghE 7YY LT TR 75 REE
71.3% 67.9% 60.5%
=24
& HEES (347/487) (224/330) (295/488)
s 4.7% 1.8% 4.5%
P AAE
g | TREHERR (23/487) (6/330) (22/488)
M| gk 5.1% 2.1% 3.5%
FohAEES (25/487) (7/330) (17/488)

17.1.2 ERHEISIBRERELEER [RA-BEGIN (JADZ) iH5R]
FU U< FEOMERRRD 5 B 5 BEOEHEREY 7~ 7 BE5846] (HA
A104fZ & L) ZRFRE L7 KENMBEERHBEAR & 525 L7z AH B 58
IZI3AAIAmgZ 1 H1El, AFH+MTXHRRSEICIIAR4mg 2 1 HIEIROMTX % 1A
B LE, MTXBMEBSHICIIMTX 2 LERIC LR OHRS Uz, AAIBMEBSHICS
\J %24k DACR20E#H R (LHFHAIHE) (3. MTXBMB SR ICHA TR
HEATRE & 1 723940,

#4) #5248 DOACR20. 50, 702EH (mITTHH)

AHl4mght TYVLAYTH | TR AR
. 69.6 61.2 40.2
SR
ACR20% %! (339/487) (202/330) | (196/488)
T ARBEEDE 29.4 210
(95% (S HEX ] 2 (23.5, 35.4) ) -
2| piEEves 9=0.001 (14.2, 27.9)
g TYVLTTHEDHE 8.4 _ _
(95%(EHEIX ) H2) (1.7, 15.1)5
45.0 34.8 16.8
HRIEL)
ACRSOS# 3+ (219/487) (115/330) | (82/488)
. 189 12.7 4.7
R
ACR70SEH (92/487) (42/330) (23/488)
. 66.7 60.3 34.4
I
ACR20S B3 (62/93) (38/63) (32/93)
B Fstrmenx 323 259 .
ES (95%({EHEX ) +2) (18.7, 45.9) (10.4, 41.4)
A N
Y FTEIVATTREDE 6.3 - -
;5 (95% FHEIX ) 2 (-9.1, 21.8)
# I 47.3 30.2 15.1
ACRSOS (44/93) (19/63) (14/93)
. 16.1 23.8 1.1
SR
ACR70 S (15/93) (15/63) (1/93)
% (B0

1) ) YV ARY Y —isek

¥2) Newcombe-Wilson#: (GE#HEEZ L)

*3) MR, X—ZRFA Y OBUSARTT (1282 D IMERISHEE. 38 E) &
URESHERAZRE Lia VAT ¢ v JERET IV

1¥4) Graphical approachic & v ZE M % FH%

¥5) AmgAHIRERE T YY) A TROLBEOESEY—T >-12%

F/o. 24EROMESRBEREFROBOXMA T (modified Total Sharp
Score. mTSS) THMli L7zAER. 7F b R EHICHAN, ARG TOMMA /NS
<\ MREMENRERZENRD 51723738,

AHl4mg AHl4mg MTX
BijdEE /MTX Gt BE B
\ 76.7 78.1 61.9
36 3R IE9)
ACR20ZBH (122/159) (168/215) | (130/210)
o | MTXWEBEO® Lus 16.2
%(E H10) © 7. 24, _
i | oo 65 2anzy | 77248
g | PEEDED p=0.001
I 59.7 63.3 433
ACRSOSH (95/159) (136/215) | (91/210)
\ 42.1 39.5 214
38 R TE9)
ACR7O#H: (67/159) (85/215) (45/210)
\ 724 718 69.4
38 3R IE9)
g | ACR20%E (21/29) (28/39) (25/36)
A MTX R 0% 3.0 2.4 B
f}; (959 (EHRIX ) E10) (192, 251) | (183, 23.0)
il
, 55.2 53.8 55.6
7 36 51E9)
g | ACROORERE (16/29) 21/39) (20/36)
i o 517 487 30.6
ACR7O##¢ (15/29) (19/39) (11/36)
% (BI%0)

H9) J Y LAKRY Y -5

##10) Newcombe-Wilsoni% (EAEEEZ L)

ELL) R, R—2F7A VOBUSADERERUCREHEFTALKE LTI RT 1 v
JER/RET IV

#¥12) Graphical approachic &V £ H % %

#13) 4mgHmE e MTX BB O KB OIS~ -2 »-12%

Fiz, 24EROEMBEERZFROROXHAITT (nTSS) Tl L5,
MTX¥BEE 5B HA, REHMTXGHR SBECOMMANE < | MEHFEm L ERE
B B3940,



£5) #E524AEOMTSSON—2F 1 > H 6 0%E(LRE (mITTHER)

£8) HE24BBEOMTSSONR—=Z 51 > 5DE(bE (mITTEM)

AHl4mg AHl4mg MTX
BijdE /MTXGFEE BipdE
ReRFA Y 13.32427.03 | 11.40£20.16 | 11.82+22.19
7 (154) (199) (192)
X 13.26%26.44 | 11.77+20.30 | 12.45+22.38
SE s iE14)
{5:; RG24 0N (152) (198) (191)
g | NmRIAYED 0.43+1.18 0.32+1.14 0.64+1.81
ZALEEL (152) (198) (191)
MTXBEE D% -0.22 -0.32
(95%1Z $E X ) E1S) (-0.52, 0.08) | (-0.60, -0.04) —
DpIEIELS) E16) p=0.158 p=0.026
KR4y 6.54+9.82 12.20£21.18 | 15.01+28.57
H (27) (37) (34)
*® 7.44+9.73 12.45+21.30 | 15.87+28.43
524 e N e
iE @7) 37) (34)
; R=ZFLVHBD 0.91+1.78 0.24+0.96 0.85+1.38
#“ Z5 (LR (27) 37) (34)
MTXEE D% 0.02 -0.62 o
(95%IEHAX ) E15) (-0.70, 0.74) | (-1.27, 0.03)

P R (B
¥14) M
E15) Hil, R—254 V. R=ZA54 VDBV ADERR KSR 2R E

Lizstn@anthies v

#16) Graphical approachic &V &M % %

Fio, BE52AMEAAAMg/ MTXHABEGANOEERE TCORBICB T2 HESR
R, EELAEFR, REFLCES>AFFRORFFEILTOEY ThH o7z E
ZEER L. AF4AmgHMEE <& EIRSEROH (3.8%). #REE., M7 L7 F 2k
AARFF—EHMEAB (2.5%). AAE4mg/MTXHHBETIZELLLF (5.1%). 75
VT3 NI VAT 2T —EHMI0F (4.7%) TH- 7z,

#£6) 552 AR IIAHA4mg/ MTXPHRBEANDOEERI L TOEEHR

AHl4mg AFHl4mg MTX
BhgE /MTXOtHIEE BihEE
71.1% 77.7% 71.9%

=24
& HEES (113/159) (167/215) (151/210)
& 7.5% 7.9% 9.5%
g |ERAHEER (12/159) (17/215) (20/210)
B ek 6.9% 10.7% 5.2%
o R HERR (11/159) (23/215) (11/210)

17.1.3 EFHRISEIERIEA(ELLEESR [RA-BUILD (JADX) X8R
MTX % &L iERBRBBMHES ) 7~ F3€ (cDMARD) 120t U CRHRAN+53 b
EroEEOEHEEE) v v FBE4 (HAN21H2 &) 2RRELETIE
ANBEERLBRBEZEBE L 2. cDMARDBRT. 77 X EEH (413
2mg) Z1H1EROES Uiz, 128BOACR20MER (FEFMIER) 3. KHI4R%
W2mgR 5HICBVT T T RBEHICHRTEL, HEt¥NeEaRE ROL N
7:41)'42)0

£7) #512;8BDOACR20, 50, 70i4ER (mITTHMH)

AHI2mght AHAmghE VA
. 65.9 61.7 39.5
S HRIELT)
ACR20%#:# (151/229) (140/227) (90/228)
T RBE D% 26.5 222
2| (95%EMEm) T (7.6, 353) | (13.2, 31.2) —
g piEiE19).20) p=0.001 p=0.001
i 336 335 12.7
5il 2 ELT)
ACRS02#H (77/229) (76/227) (29/228)
X 17.9 18.1 3.1
SR IELT)
ACR70%#% (41/229) (41/227) (7/228)
X 833 100.0 50.0
M HRIELT)
g | ACR20Z (5/6) (7/7) (4/8)
A Foerproz 333 50.0 _
i; (95%(Z AR ) 19) (-12.4, 79.0) (15.4, 84.6)
al
. 833 85.7 25.0
bis 2 ELT7)
. ACR508#% %! 5/6) 67 2/8)
: 50.0 85.7 0
SR IELT)
ACR708 % 3/6) s ©/8)
% (H1%0)

W17) J Y VARV Y —Hsek

##18) Newcombe-Wilsoni#%: (EfEIEZ L)
EL9) HI, R—Z2FA Y OBUSAOERKROREHEZHALKE LTI RAT 1y

7 EJRET IV

1#20) Gatekeepingikic & © ZEM 4%

F7o. 24BROMEEERE FROBOXMAITT (mTSS) %7l L #RISLT

DB TdH - 724042, [7.22H]

AHI2mghE AHAmghE VA
P 25.78440.26 | 23.71+40.01 |18.54+31.47
(212) (202) (197)
E ST 26.62+40.58 | 24.34+40.41 |19.40+32.19
& B5248K (208) (198) (190)
$IR—2510v»50%| 043%1.19 0.27+0.97 | 0.80+2.86
21 (208) (198) (190)
TS RBE D% -0.38 -0.55 _
(95%EHHIX [H]) 22) (-0.74, -0.01) | (-0.92, -0.19)
P 21.60+27.42 | 19.93+21.22 |29.63+39.44
H (5) (7) (8)
kS 21.60%27.43 | 20.71+22.09 |29.74+39.38
R524 D R o R
% 5) ) ®
; R=ZA5L2DED 0.00+0.35 0.79+1.65 | 0.11+0.66
* Z (LD (5) (7) 3)
H | 75vRBE D% 0.06 0.75 _
(95% (5 HX ) E22) (-1.69, 1.80) (-0.53, 2.03)

FHME R (BI50)

¥21) SFEs

F22) M, R—2AF A V. R=2A54 VOBV SADEER VRS2 HEEHE
U753 B E TV

/o, BE24EBE I AFAMgR ENOEEH E TOFICB ) 2 EEHR, HEL
HESRR, BEFILCESLEEHEROBFHERIUTOBY TH -7z ELEIER
&, ARFI2mgBE T ERGERSOH (2.6%). HRES, H 7 L7 F U ARRRFF—
CHEME4G (1.7%) AFAmgBETIXMP 7 L7 F ARk FF—EHMIOA
(4.4%) . LRGEREGH (3.5%) THoz.

#£9) #5524 B IFAFAMgR ENOEEHE TOHEFR

AHI2mghE AHl4mghE 75 R R

67.2% 71.4% 70.6%

& HEER (154/229) (162/227) (161/228)
& N 2.6% 5.3% 4.8%
g | BREHERR (6/229) (12/227) (11/228)
Bk 5.2% 6.2% 3.9%
o BB (12/229) (14/227) (9/228)

17.1.4 EFHEESIBEERLLLESENER [RA-BEACON (JADW) iHER]
[EEHEFER T (TNF) FEEAICHT UTHRR+3 ah S, 5 BEOESHEEE Y
v FBES27H (HAN20fIZEDL) 2RRE LTI EAMBEERHERRZE
fEL7zo cDMARDHFH TR, 77t RXIEAA (4Xi32mg) #1H1ERORS L.
RAAMgH SR BT 5 1 2B OACR20ER (FEHEE) & 75 REE5H
ICHARTEL MEHFNLREREIRD 5hizP4, [7.228]

#£10) #512:@BEDOACR20, 50, 70e4ER (mITTHR)

AAI2meht AAlAmgRE | 7T EAE
48.9 55.4 27.3
36 R E23)
ACR20# ! (85/174) (98/177) (48/176)
TS RBEE D3 6 281
2| (95%EmRR)EY 117 315 | (182379 -
g piiti2s).E26) (1.7, 31.5) p=0.001
. 20.1 28.2 8.0
ACRS502# 5! (35/174) (50/177) (14/176)
] 12.6 11.3 2.3
3 R H23)
ACR70egE Rt (22/174) (20/177) (4/176)
50.0 75.0 50.0
SH R E23)
g | ACR20ZH! (3/6) (6/8) (376)
B roermens 0.0 250 —
r}zE (95% 12 A ) 24 (-56.6, 56.6) (-25.0, 75.0)
5 3R 1E23) >00 o Y
. ACRS508# %! (3/6) (3/8) (1/6)
2 spi223) 33.3 2> o
ACR70EER (2/6) (2/8) (176)
% (Bl1%0)

¥23) J Y LARY ¥ —HligEk

¥24) Newcombe-Wilson#: (GE#EEIEZ L)

125) Huls, EVMRFOMBEAE (<3, 23) RUORSHEFHERE LY ZAT v
JERET IV

1#26) Gatekeepingi#ic &V LM %%

F/oy BE2GAR LI AAAMgRENOLERI L TORBICB I 2 HHEHR, EEL
AERR, BREPILCESAEFRORFHFEILUTOEY TH -7z EaEIER
&, ARAI2mghE T3 EIRERSH (2.9%) . ERGERSE. BOE4G] (2.3%). AH
AmgRECIRHPRIEETH (4.0%) . M7 L7 F v A ARFF—EHEM, ERGERG.
LIREEREAB] (2.3%) TH-1zo



#11) 52488 XIAHAmgR ENOL TR L TOHEEHR

#14) BE516HEKE TORERR

AHI2mghE AHAmghE A AN AHI2mghE ARHAmghE VA A
70.7% 77.4% 63.6% 56.0% 57.7% 38.0%
= =
& AEER (123/174) 137177) | (112/176) & AEER (61/109) (64/111) (41/108)
s N 4.0% 10.2% 7.4% s - 1.8% 3.6% 3.7%
g | ERTAERR (7/174) as7n | a3n7e) g | ERAHERR 2/109) @/111) (4/108)
Bk 5.2% 8.5% 4.5% Bk 0.0% 4.5% 0.9%
B HEHR (9/174) (15/177) (8/176) T HERR (0/109) G/111) (1/108)
17.1.5 ERAASIEMEIZSHR [RABEYOND (JADY) B8] 17.1.7 EFSHFEISEIAERAE [BREEZE-AD1 (JAHL) 5581

Mt SR E LT, AAORMOREWRUBEE LR L. ARBICHAANS
NIFEFID S 5. FATRBEXIARBICB L CHRATFEHES NS AHl4mgoD 1
H1E#E215% AU bRt s h, EREEEHM (Clinical disease activity index

(CDAI) =10) XI3%ME (CDAI=2.8) %L CLBFZNRIC, —HERT
TAAAMgikE S I AH2mg N OBER GOV A ICHEIR L. ERREES
SUSERRPHER S B H 2B L7z FEIT #2481 D CDATNIC D < EARBIEB
FfEE RN L - BEEAERUROED Th - 724, [7.221]

EaBEWERIE, FRIEZ686] (2.6%). LIRFAZ490] (1.8%) TH - 727,
#12) FEIM%2488 O CDANCED  BRBEB I, FFERRE

A R DR BRE B 1

BB ESNE
(RA-BEAM (JADV)#B&.

FLfR

HBAOBECTITA T L~A Ay 77 I AL RIS T 5 AT 04 FAHEICHLT
HRA+5 IR T d o 7o PEIED 5 BEEHT) 07 b & —HEEE R BE 6244
(HARALfIZ &) 2HRE LTI AN B - EE MG E M L7z, B
TT I REAA (4. 2Xid1mg) % 1H1ERORS LE8), KF4K O 2mgH
SEICBI 2 16ERICIGA (0,1) %R L 7-HEE O &R 16 ERICEAST-75% %
B L7z#BE 0dle (WIS EERHMEEE) 3. 77 e RREHICHRTEL, fEt
FNRHEBENTD 5Nz, [5.2, 7.28H]

37

%38)

IGAR a7 73LL L, EASIZa 7160 by ROERERKICHD 27 b E—HkE

ERREDEIE10% £

BEMEPIIREAOMHAEZBAL L, ROV 70 2KY v BROZTOA FE
DEGFRERUAFIEOH A 258k L.

£ 2EEHEFAGCHTHER) | RA-BUILD JADX)#E. | (RA-BEGIN(ADZ)HER) £15) B516HMOH LM (ITTHRH)
RA-BEACON (JADW)iE%) AHI2mghf AHAmght A A
AH2mght | AFAmghE | AF2mghE | AF4mghE 5 1539) 11.4 16.8 4.8
& | EBEEDE 76.2 85.3 91.3 95.2 (AR (147123) (21/125) (12/249)
& (CDAIZ10) (144/189) | (163/191) (21/23) (20/21) T RBEE D% 6.6 12.0
# P 376 445 69.6 66.7 (95% (= FX i) E40) (0.9, 13.7) (5.5, 19.8) —
(CDAI=2.8) (71/189) (85/191) (16/23) (14/21) FARplEED p=0.026 p<0.001
% (IR, > LAKY ¥ —HisEE & 75 AR A0 18.7 24.8 8.8
27) 2016F1HIAT =5y 47 1% EASITSIRRHET (23/123) B1/125) (22/249)
(7 FE—ERIER (FRA)) # T RBEDE 9.9 16.0
17.1.6 EIEHESEIIERER [BREEZE-AD7 (JAIY) HER] (95% S HAX i) 142 (2.6, 18.2) (8.0, 24.7) —
HAROBETITA T L~A MR YT I AP RICHET 2T 04 RAEEICH LT FRp AT p=0.026 p<0.001
MBEATDTH > - HSIED S BEIEE2S) 07 bE—HEEABRAEE3296] (HAA N =
6301z &) ZRHRELLET I ANBEEREBRBELEH L. 2701 P4 L;;?ifi;fuﬂy i 1 21/21‘(())0) (232/11'37) a 67/'2222)
FSEGHAT. 7 AEAH (4X1d2mg) %1 HIERRO#RS U2 E29, REldmgik =
SRICB 516 ERIOABRIEYERIC X 58 A&FM (Investigator's Global 7T AR EDE 4.8 14.3 _
Assessment:IGA®30)) 227 AB0XIE1. D, R—ZFA »h52H8EA >~ bl LD (95%IEFEX ) H44) (-1.7, 13.1) (6.4, 23.4)
# (IGA (0,1)) ZERLHEHEOE AKX C16ERICEczema Area and Severity 139) % (%) ) v L AE Y Y —HisEE
Index (EASI) A3 7 TR—=ZAFA VP 5D75% EodiE (EASI-75) ##R L7z 1#40) Hilk, N—2F 1 VRORBHEEE (IGARXI73XI34) RUBSH % HAZHK
WEBREOEE (WIFhLEEMIER) 3. 7S ARERICHNTEL ., KitEns LLcaY AT 4y ZEBETI
ARENRD SN0, [5.2, 7.28] ¥41) BRKEEH 5%&E LT V971 W7 Tu—FIc kD ZEH LR L /-pfE
728) IGAZI7 A3 L. EASIZI 725168 L. ROBERRIC LD ST b E—HR H42) i, N—2 A VHORBEEE (IGAZI73XE4) . BEHROR—2T 1
ERFREDEEH10% E YOEASIZ a7 ZHAEKE LZa VAT 1 v ZERET IV
29) HEHEPIIREAIOMHAZANEE L, BOS70AR) >, ROATUA FE H#H43) R=2F 4 >Dltch NRSH4RA > ML ETH - IERNICED < @i
DEHBEERONEEOMH 2L, H44) ik, XR—274 VROBRBEEE (IGARI73XIE4). BEHRUR—ZF1

##30) VIGA-AD™ scale (International Eczema Council 2017)
#13) BE16EROENENE (ITTHRH)

AHI2mghE AAl4mghE 75 REE
. 23.9 30.6 14.7
3 [ A E31)
IGA O, @R#IE (26/109) (34/111) (16/109)
T RBEDE 9.2 16.0
(95%(EHEIX ) #32) (-1.4, 19.5) (4.9, 26.6) —
FEEpIHEED p=0.083 p=0.005
& T, 43.1 47.7 22.9
% EASL-75RmBle (47/109) (53/111) (25/109)
% TS RBEEDZE 20.2 24.8
(95% (R HEX ) #349 (7.7, 31.8) (12.2, 36.3) —
SR IEIESD - p=0.005
Itch NRS 4Ll ko 38.1 44.0 20.2
BRI BT H35) (37/97) (44/100) (21/104)
T RBEE D 18.0 23.8 -
(95% (S HEX ) 1E36) (5.4, 29.9) (11.0, 35.6)
#31) % (FIE). ) > LARY ¥ —Hisek
T£32) i, N—2S5A VEOKRBEEE (IGAXIT7INIE4) RUBRSEZHAZH
ELIuY AT 4w VEIRET IV
133) AEKETR 5% LT, 7774 HUT FUO—FIC k) SEME L /-pll
W34) Hill, R—2 T 1 VROEBEERE (IGAZXI73XIE4). BEFHKIRN—Z2T A
YOEASIZA AT #HHERE Lizu VAT ¢ v Z7EIRET IV
135) N—2F A >»Dltch NRSHAHREA >+l ETH - 7= fEfilicH < @b
T36) Hig, N—254 VHOEBEREE (IGARa73Xd4). HEHRUN—-25(

> @ltch NRSZFHHEH L Lizu Y AT 1 v ZEIFET IV
BELIGANE TOSEHICB Y 2AEHR, ERGAEHR. REPLCE-SLGESR
RORFHEILTOBY TH o7z ERBIEMAIE. AAI2mgHE <13 LIRS H
(4.6%). EXGEBRG3HI (2.8%). AAAMgEE Tl LIRFERAH] (3.6%). LA
2301 (2.7%) THo1z.

(10)

> @ltch NRSEZFHERE Liza YR T 1 v ZEIRET IV
BE16ERE TOEHICBI2HERR, GAELAEFR, BEPFLCE-HESF
ROFKFFE I ROED TH oo EREWERIZ. AFI2mght TI3ERHAG (3.3%) .
LIREER 3B (2.4%) . AFAMgBETIRBEMANLRA, [F 7 VT FVRARFF—F
BN, BEE3M (2.4%) THot.

#16) #516AKE TOEERR

AHI2mght AHl4mghE A A
57.7% 58.4% 54.2%
=24
& HEES (71/123) (73/125) (135/249)
s N 0.0% 1.6% 2.4%
g | TREHEER (0/123) (2/125) (6/249)
M [ g5t 0.8% 0.8% 1.6%
T HEER (1/123) (1/125) (4/249)
17.1.8 EISHFEISIERER [BREEZE-AD2 (JAHM) BRI

HADSFETITA T L~A by 775 AL BICHNT 2 2704 RAFHEICR LT
WRART53 IR T H - 7o FERED 6 BAEES) 07 b E— MM ARABEO6LSH
(AARANLL202 &) 2RRE LTI ARMBHBEREBGGRRZ EM L. BA
T7 I RIEAA (4, 2Rk 1mg) %1 H1ERROERS L7EO) . REI4K O 2mgH
SRICE T 5 16FICIGA (0,1) 23R L7 OEla R U168 ICEASI-75% %
R L7 HBEOEE (WTFNLETFHHER) 3. 77 v RGN TE L, Mt
FMLEREFRD 5N, [5.2, 7.221]

1#45) IGARI7H3B k. EASIZa7 #1680 k. ROGBRERICED ST b E—1HK

AEEOEE 0%

46) BESHEPRAREAOMHHAZBEE L, BOP 70 ZR) ¥, RORTOA FE

DEGFEERUONARFREDOHH 22 L Tz,



£17) BE516EEOE MRS (ITTEH)
AHI2mghE ARAl4mghE 75 R EE
. 10.6 13.8 45
3 AE47)
IGAQ, D! (13/123) (17/123) (11/244)
T ARBEDE 6.1 9.3
(95% (5 HEX ) £48) (0.6, 13.0) (3.3, 16.8) —
FAREDAETESD p=0.041 p=0.002
% P, 17.9 21.1 6.1
* BASL7S@mAE! (22/123) (26/123) (15/244)
LS T RBEEDE 11.7 15.0
(95%{FHAIX i) H50) (4.9, 19.8) (7.7, 23.4) —
SR EE) p=0.041 p=0.002
Itch NRS 450 ks 15.1 18.7 47
R EEAD)-HES ) (16/106) (20/107) (10/213)
T RBEEDE 10.4 14.0 .
(95% (5 HEX ) #52) (3.7, 18.7) (6.7, 22.7)

BREIGERE TORBICB T2 AEHER, EELATHR, REPLICE--AES
ROFFFEILTOED ThH oo EREWERIZ, NV P FZTEHBREHTEE
SESH (4.2%) BRG] (2.5%). N T F=THARRSETIIERSH (4.2%).
SHE3M (2.5%) THoiz

#20) 516K E TORERER

N)vF=7 Ny vF=7 .
54k
R e 77eEH
52.5% 50.8% 50.0%
=24
& HEER (63/120) (61/120) 61/122)
s 0.8% 0.8% 4.1%
7 =
g | ERAHERR (1/120) (1/120) (5/122)
Bk 0.0% 0.8% 1.6%
B HERR (0/120) (1/120) (2/122)

(SARS-CoV-2IC & BAfi)

17.1. 10 EREEESEIMERER [ACTT-2558]

#A7) % (PIE). ) VL ARY ¥ sk
#48) i, N—2 T4 VEOBEBEERE (IGARI73XI34) RUBGHZFHALH
ELaYRT 4 v ZERET IV
¥49) HEAERM 5% LT, S T4 LT Fa—FIc kD SEEEFHE L pll
E50) Hif, NR—2 51 VREOBEREIEE (IGAZI73Xid4), HEHRUN—Z T
YOEASIZAI7 #HAEKE LI VAT« v ZERET I
#51) R—2ZF 1 > Dltch NRSH4RA > hLLETH - 7EHNICED < @A
152) iR, N—R 7 A VRROREBEEE (IGARAITT3INIZ4), BREHRIR—AT A
> ®ltch NRSZFHZER L Lizu VAT ¢ v Z7EIRET IV
BE16ARE TOEHICBI2HEHR, ERLAEHR, BEPLICE-SLAESR
ROFFHEEILITOBY Th 7o EREMERIZ, AHI2mghf TIIBHA L 246
(3.3%). EMHSER3M] (2.4%). AF4mghtTld LIRIEA, MAF7 L7 F o RARF

18I EDSARS-CoV-21c & 2 ilisc 8103361 (HAALBIZ &) 2MRELET
T ARMB o EEREGRERZ E L 724950, LAFTYEUBAT. 75 RAEA
Flamgz 1 H1EHEI4HMREO#RS Lz, LAT LIRS HIC200mg, 2~10
HEIX100mg% 1 H 1 E#IRNES Lz, 8. BB L2BEICIRRRERVCL AT Y
vloseRiEdsI e L,

Fio, AR CRBRMAEERIEO TR OEESHEIR S N, AHIFE4.3%. 77 KB
94.5%DBEITBVTANY ¥ (BFFANRY Y EED) BHAKESh TV,
ARREOERIR - RO ERIITROBEY TH - 720

#21) ACTT-2HBRDERIR - bRoLEEYE

F—LHEmE4AH (3.3%). B3 (2.4%) THo7.

%18) RE160M E TOREHR
AR 2mghE AHl4mghE AR i
57.7% 53.7% 56.1%
=
& HEER (71/123) (66/123) (137/244)
1k 2.4% 0.8% 3.7%
g | TREAERR (3/123) (1/123) (9/244)
Bk 2.4% 1.6% 0.8%
B HERR (3/123) (2/123) (2/244)

(7 bE—EREX (MNR))
17.1.9 EFFHEZINEER [BREEZE-AD-PEDS (JAIP) 5]

+ SARS-CoV-2IT & 2 BIEN R S N A REIR TABEH
- PCREEXIZ RS OB R TSARS-CoV-2IBG L2 LT b
CUTFOWThARI LU EZET S

- i 2E AT R (B XA, CTIRES)

- SpO2HS94%LL T

- BRWAEET B

+ NI 3 A AAS R A Tt (ECMO) 2 29 %

RIREE

+ ASTXUSALTA LM G _E RO S8

- eGFRA*30mL/minzAdi, IMPBGENT XISMKS@EZ T TS
- BFHREREA 1000/ mm3A i

) 2 SEREAS 200/ mm3A

- R IR

FRrob s

AADBETITA T L~A MY T 75 AL EICHYET 5 25704 RIHEICH LT
BRATZ ROSAALY =2 —) YHERNSE UTCHRAT3 IR TH > 72
SENEAD S BAEESY) D2 18RI T b C— R R BEA83H (HAAISH 2 &
) ENRELETITEARNBEERIEBRBE2ER Lz, TR, NV F=T
AR (10U 18 AN Ix4mg, 2R E10ANM E2mg) 59 XaNY v F=7
AR (10 L8R R IZ2mg. 2L E10M R IZ 1mg) 54 22704 FAH
EORAT. 1HIERRO#KRS L2ES), N Y FoTmARBERICB T 21681
IGA (0,1) ZERRUI-HEEOEE (EEFHMEEE) KU 16:ERHICEAST-75% 3 L
WERE OFIEIE. T RBREHICHARTEL, MEENLERESTD SNz,
[5.22H]

1#53) IGAZI7»3L k. EASIZa7# 168 by RUORERRRKICED 57 b E—1EE

JRREDEIE A 10%LLE

¥54) AFIOABSNIHE - ARG, 7 E—HEER (MNR) ROZEENIIESE
ZHY HEFEMRFEERBE R CIGER. 1H1E. 2B kD kHE30kg L&

FiZld4mg. 30kgRilDEHITII2mgTH 5,

ES55) HEHEPIIREAIOMAZMEE L, BOS70AR) >, ROATUA NE
DEGFEEROWAFEEO PR Z L Lz,
#£19) #516AROEMMERSE ITTHEMH)

NYTF=T | NYYF=T -
R e | CTE
25.8 41.7 16.4
p; [ A E56)
1GA(0, 1) 2mHlE! (31/120) (50/120) (20/122)
TR RBEE D% 9.4 25.3
(95% (S HEIX ) 57 (-0.9, 19.6) (13.9, 35.8) —
FHEDIHESS p=0.118 p<0.001
S
- 40.0 52.5 32.0
755 | A TES6)
g EASI-7SRIRBIE™ (48/120) (63/120) (39/122)
T RBEE D% 8.0 20.5 .
(95%{FHEX ) #57) (-4.0, 19.8) (8.1, 32.1)
Itch NRS 4550l b oss 25.8 35.5 16.4
%] 5 E56).HES9) (16/62) (22/62) (9/55)
T KRB E D% 9.4 19.1 -
(95% B HX ) E57) (-5.6, 23.7) (3.1, 33.6)

E56) % (BIE). ) > L ARY ¥ -5k

HES7) M, R—254 VBOEBEEE (IGARI73XIE4), ERIIL—TRUOES
BEFHPERE LD RAT 1 v ZERET IV

¥58) HEAKMERME 5%E LT, V'S T4 M7 Tu—FIc k) BEEEFE L 1-pll

#59) 10/ E18EAT A DORN—2F 1 > Dltch NRSHARA > b ETH - 725ERIC
oL @b

(1)

FEFMAEE X, BIERL%28HMRTOEE (SBMEDIEFREE® 0OS-1~3I
#Y) FCoMBEsh. BEE TOMBOFRRIE [95%CI] &, RAIBETT (6,
8] H. St AT [7, 9] HTH V. T ARBITK T % ARHIBE O BRI DR
Ehfz ZF—RH [95%CI] :1.15 [1.00~1.31]. J@#lLog-ranki&&. p (Wif)
=0.047. AEUK%E (MR 0.05. K1ZH).

1.0 |
0.8 4 S -
_:-J":-’-I ’
r-J":-I-
o
0.6 q _:_J
B i
& _d
@ -
0.4 4 d
—i
- G HR (95%CI)
0.2 4 — KAEB 433/515  1.15(1.00-1.31)
---- 7ItKE  406/518 Reference
= &5 Log-ranki&E : p=0.047
0.0 = T T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28
EERILPSDBE
FZBE R DR EHR (Subjects at risk © A)
AFIRE 515 497 418 270 186 121 84 30
T5wRE 518 495 417 284 21 156 118 44

1) (A% 28H K T OEIE % TOWI OKaplan-Meiertlif (ITTHH)
BIEHIEIEE T & 2 BIER(LHE 14H R R T O8RS DIEFF REEICE D < B AIRED Hfl
* v XM [95%CI] 131.26 [1.01, 1.57] THh -7z,

Fios R=AFA LB 28BN RER O EZFHIIEE . BIREHMIEE QR
BREDEBVTH-7. [5.5. 9.1.9, 9.1.105H]

#60) IEFRE [OS-LABLTHESTEBHHIMS N, OS-2AK L TWALHTE

BAHIRS N2 RO/ USELTORFMANBE. OS-3: AL T2 PR
FEIAE- RO 2 BEE L, OS-4: AR L TV 2 PBRFEMITIIRE-1A%
DR BEE TS (SARS-CoV-2BIVERE I3 Z LIS . OS-5: AbEH Tk
FWADBE, OS-6: Akt TIHRBIIA TR TS MERARB ZHEAL TV
%, OS-7: ARt CRBIHATIFEIFECMOIC L 5B E{T> T 5, OS-8:3E
]



#22) N—=2F A V2B % 8BIEDNAFF REER D EZFHEIRE K ORI I B O R

#24) B536:EAOEMERM (BEIHE/ Y— h. FASER)

NR=—ZAFA4 BT B

R=—ZAT7A4 BT S

OS-4iE61) OS-5iE61)
FARE | TIERRE | KHBE | STEAR

7081 7245 2884l 276/

WieRbs: | EEULBER | 676 694 262 2433
07 R Do

[95%CI] [4, 6] [4, 6] [5, 6] [5, 6]
INH— [ pE62)

[95%Cl] 0.88 [0.62, 1.23] 1.17 10.98, 1.39]
HERBLERIAHBERTO

NIAID-OSIZ 5 < BRIk & 0.58 [0.31,1.10] 1.19 [0.88, 1.62]
DRMIF v XHIE6 [95%C]

NR=Z2AFA4IBTB

N—Z2F7A42ILBTF %

0OS-6iE61) OS-7iE61)
AFE PAAE N AFARE AN
10341 11341 5445 574
HERLE | EELZEER 82151 7361 22451 2141
28HEFRTD BEETO
[0l & TR HRE o0tk fi 10 18 NE NE
[95%CI] [9, 13] [13, 21] [25, NE] [26, NE]
INH— ] pE62)
[05%CI] 151 [1.10, 2.08] 1.08 [0.59, 1.97]
MERLEIAHBETO
NIAID-OSIz %D < R RE 2.25 [1.39, 3.64] 1.67 [0.82, 3.42]
DA v X HHEEI[95%CI]

NE:Not Estimated

F61) R=2F A VIZB2EBREONEFREICED HER

62) HIERE (PHRE. HE) ZEART & LERICox NG — FEFIL, BEEE
IR QMR RER OFERIECox LHIN T — FETIL

*63) HAEE (hERE. HiE) AHERE LRIty XTIV

ACTT-2iBETid. 7L —F3LOBEFR, 7L — P2 ELOKFREG LBEDH %

BEEERIS. 7L — FZEEDLZVERNEREREMBEHRROAZIEL TV EED, ZH

KB 2AERFROFEFRRILTOEY ThH - /oo AEBECHE S N ELRIERIZ.

ASTESR (1.4%). U /S8R (1.2%). MiZERIE (0.8%). ALTER (0.8%).

FYAT IF—ELER (0.4%). b (0.4%) TH-o7.

*64) 7L — FO#HfiidDivision of AIDS (DAIDS) Table for Grading the
Severity of Adult and Pediatric Adverse Events, Version 2.1. [July
2017] ICHEL TV 2,

#23) BHICBI 2HEHROFEIEIAES)

AR 75 B
7L — F3IF4DHEFR 41% 47%
(207/507) (238/509)
RCICES-HERR 4% 6%
(19/507) (31/509)
HECHEER 15% 20%
(77/507) (103/509)
BEHIEICE > - HEER 7% 12%
(34/507) (59/509)
HRR IR AR AE 4% 3%
il AR (21/507) (16/509)
1% 0.4%
(5/507) (2/509)

E65) % (BI%0). F—HERE ICF—AERRAPEREFH L2 BE3 16 & UTHER
(FMIRHERE (BIA))

17.1.11 EFFHESEI/NAEEER [BRAVE-AAT (JAHO)

HER] (SBNIAE/N— 1)

#IE (Severity of Alopecia Tool [SALT] #66) 22750~94) XI3ffi® T HIE
(SALT23795~100) OMERBIEEET 2MABERD 2HNRE LT T AN

MR EE MR EGEER 2 Eh L 7.

IS — FTIR65401 (ARAZEEHV) ZRRIC, 7T RAEARA (4
2mg) Z1HIEFEO#EG L7z, 36ERFICSALT A I 720A R 2@ L7 BEF O EIE
(FEFMER) 3. AALARU2mgESBICBVT T I RESBICHANTEL . #
FHENLERENRD 5725052, [5.6, 7.25H]
##66) National Alopecia Areata Foundation® 7 — > 77 )L —7HF% L 7z %
DO EHFE %9 5V — )L SALTAI710032HOBE, SALTZAI 70l
BB LERT
167) HEIBOBERASFEIREAED50%LL E (SALTRAI 7508, 1) A»oid6» AUMWIC
ERICAARFESTEO SN B VEBENINRE SNz, 720, BRIESEN LA
DBESEMICTHMOBERDEEFENTD SN TR VWEFRRNA SN,

(12)

AFI2mg#E AAIAmg#E AL
SALTZ 37 20~ 21.7(40/184) | 35.2(99/281) | 5.3(10/189)
FERRE£r1E68)9% (%)
. (16.4, 28.2) (29.9, 41.0) (2.9, 9.5)
T ARBE D% 16.4 29.9
(95% 15 HIX fi]) 69) (9.7, 23.4) (23.2, 36.2) —
DIETETOLETD p<0.001 p<0.001
ClinROI & % BEME
. g 7;: : 7;0 ; “;;:,} 19.1(26/136) | 31.4(59/188) 3.2(4/124)
i | ) (134, 26.5) (25.2, 38.3) (1.3, 8.0)
| (95%(F R ) 6
T ARBEEDE 15.9 282 _
(95% {5 HHIX i) 69 (8.4, 23.6) (20.3, 35.4)
ClinROI & % BEHIE
g 7‘:: 7;0; ’j)l :u 13.5(15/111) | 33.5(56/167) 3.1(3/96)
ﬁii68)~if;3)f;(fmﬂz) " (8.4, 21.1) (26.8, 41.0) (1.1, 8.8)
(95%{EHAX ) 69
T RBE D% 10.4 30.4 o
(95% (R HEIX ) 69 (2.7, 18.3) (21.6, 38.1)

*68) J VL ARV Y sk
¥69) E L BEOHAOEEXMIEWilson®E GHEEBIEZL). It R0z
DOEEX M IENewcombe-Wilsoni% GEFEEZL L) ZHW,

¥70) BEAERH 5%E LT, S T74 N7 TO—FCLEREHY LIS XA TEH

BRERICOVWTRLE.

g, BEOERONR—ZF A VR TORFGMM (<44, 244F), R—254

UMl ROBRSBESAERE LY AT« v ZERET IV

ClnRO (BEEHFHE 7™ b H L) ICKBBEHEDZITHRN=Z51 252

ALY MU EBFEL, OXZLITH - BE (R—RAF A ¥ TCLnROIC X B EEM

FEDORIATHETH-72) OHIE

CHnROIC K BHEBRBO AT THR—2F 1 »H 628 A > M EHFEL. 0

1TH-7-BE (R—254 > TCUnROIC K BHBHREDO X a7 H2LL ETH -

72) OHEIE
B — FOR G536 EKE TORPICB I 2 HERR, EELEETHR. H5HIk
KBS AERROFEFFE LI TOEY Tho7zo EHREIERIZ. AF2mghclas
SETH (3.8%) LIREEAAR] (2.2%). ESEBG3H] (1.6%). AF4mght ¢l
TUTFUARARFF—EHEMI3M (4.6%). SHELLH (3.9%). LKEEmGE8H
(2.9%) TH-7zo

#25) #5536 R E TOREHER GBI —1)

E71)

E72

E73

AHI2mghE AHl4mghE 75 R
50.8% 50.6% 51.3%
=24
& HEER (93/183) (167/280) (97/189)
| " 2.2% 21% 1.6%
g | BREHERR (4/183) (6/280) (3/189)
ki 1.6% 1.8% 1.1%
Fo R HEHS (3/183) (5/280) 2/189)
17.1.12 EFERESENIMEGER [BRAVE-AA2 (JAIR) HER]

HIE (SALTH60) 23750~94) NIt THEHE (SALTAI795~100) DM
BEAHT SBABEED 54601 (HAANALGl2 &) 2HRELETTRANET

EREBRBREER Lz, 772 RIAA (4Xi32mg) #1HIEROKRS Lz,
36;:BRHICSALT 227 2000 F 23K L - & 0 dl & (EHFHHEE) &, FHARS
2mgBESHICBVWT T 7 RBERICHNTEL, RAENLEREFRDO O
725253, [5.6, 7.22E]

#26) #5360 EROERIERME (FASEH)

AHI2mghE AHl4mght 75 R
?ALTZ.j 7208 T 17.3(27/156) | 32.5(76/234) 2.6(4/156)
R 0% (%) (12.2, 24.0) (26.8, 38.7) (1.0, 6.4)
(9595 X 5] £69) o R R
T RBEDE 14.7 29.9
(95%({EHEIX ) 69 (8.3, 21.6) (23.1, 36.3) —
pEE70.E7]) p<0.001 p<0.001
ClinROIZ & 3 [BEMBE
. Z ij: 7;(); 'j)l:l} 11.5(12/104) | 34.8(56/161) 45(5/112)
i | &) (6.7, 19.1) (27.9, 42.4) (1.9, 10.0)
| (95%(BHAIX ) 69
T RBEEDE 7.1 303 o
(95% ({5 HEX ) 69 (-0.3, 15.0) (21.4, 38.4)
ClinROIC & 3 BEEE
g Xj : 7;0 ; 'j)l :” 10.1(9/89) 34.3(48/140) 5.6(5/90)
68,70 (2 (5.4, 18.1) (26.9, 42.5) (2.4, 12.4)
(95% (B HEIX i) H69)
T RBEDE 46 28.7 .
(95% 1= F X i) 69 (-3.7, 13.2) (18.7, 37.5)




HE3HBE TORHICB I 2AEHR, EECAFHR, REPILICE-LHESH

s 100
ROFEHBZL I TOHEY TH - 7o EREWEAIE. RA2mgH TIXSETH (4.5%) Z\E
D, EREEAM (2.6%). REEEGE, BRGERY., (KEHMNE3MF (1.9%). £Hl4mg W 80
BECIR ESGERESH (2.1%). LIETEZS. . M52 L7 F >k Ak 5 — LR, S
FEREA (1.7%) THo7z0 £ o
#27) B536:ERE TOREEHR = Pk
Vi —
AA2mgh | AA4mgh | TICAH s 4 pomer T T i
Q p- ===
68.4% 66.1% 63.0% 2
& % o==r
. AR (106/155) (154/233) (97/154) g 2 {
a0 4 —_——— TR
1 2.6% 3.4% 1.9% £ —— fvFom
g | IREHERR (4/155) (8/233) (3/154) i 02 4 6 810 1;{{;;}?: 18 20 g 24 26 28 30 32 34
- \|IEAELSDBE
5t 2:6% 2.6% 2:6% &5 0027 % (Subjects at risk : A)
EoIHERR (4/155) (6/233) (“4/154) B 0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34

(ARBRERE (12mU 1 8@RFEDEIE))

*17.1.13 EIFHESEIIHEE5R [BRAVE-AA-PEDS (JAIO)

{88, jRCT2051220189]

HEIE (SALTH66) 2 3750~94) XIdH® CTHEAE (SALTZI795~100) OMFEM
BREZAT HBHEET (1250 18K DIRE30kgbL ) 25741 (HAAN16H1%
E) ANRELETITEANBEERIBERBEEE L. 7R ERA (4
Xi¥2mg) #1HIEEO#RS Ulzo 36 ERFICSALT A 27 2000 R & 5& 5K U - Bk
g (EEFHMEE) 3. ARARO2mgHEEHICBVWT TS AREGRICHRTE
<\ MEHENRERESED 5N5Y, [5.6. 7.28H]

T7AKBE 81 77 70 58 55 49 47 44 42 39 39 39 36 35 32 31 18 0
NYSF=TJE 82 81 79 77 75 71 69 65 65 63 62 61 61 59 58 56 38 2

R2) #EfER{Lte. —EHERMBICERARD 515 F TofMOKaplan-Meier i
(ITTH#H)

F7o. AAEE TICHBPRD SN-HBREOH AL, T EABET50.6% (41/8141).
NYTFZTETLT7.1% (14/82f1) THo7zo

HE512ER GEEREAMME) FTOREFR, ERLEEFR, REPLICES 7
BERRORBSFEIILTOEY THo /2o EAFNERIE. FEF (1.8%). Am3H

#28) H536HROAEMNIERAE (FASHER)

(1.4%) TH- 7o

E74) M, N—2 574 VRHTOEREE (B [SALTRI750~94]. e TELE

AHI2mghE ARHAmghE A A B 5128 DIE44ER (CHEERARTILEM) $TOSHICBI2EEHER, HEL
SALT 227 20K FEHEHR, BEPILCE S AEBRORBMEE I TOBY TH -7z EHEIEA
SRR A 599 () 27.4(23/84) | 42.4(36/85) 4.5(4/88) NS F S TRTIRORIETER2G (2.4%). MARRHAG (2.4%). {KLE)
(OSSR (190, 37.7) | (324,530) | (1.8 1L ARG (2.4%). TR0 (2.4%) THo T
7_1 e oy - #30) %5 128R KOS AL EA4GER E TCOEEHR
TR R . g
(95% (B HX )69 (12.2, 33.6) (25.9, 48.8) - . #Eim CEERAR LI
DIEET0).74) p<0.001 p<0.001 AN
CINROR - BT NYVFZTB | NVVFZTR | TTEARR
5 " 57.3% 65.9% 46.9%
27‘; : ;0; Ljf:u 24.1(13/54) 50.0(27/54) 0.0(0/60) HERR (126 /2200) 54 /85) (38/8f)
i éi%w;z);/:‘mm) 1 (4.6, 36.9) (37.1, 62.9) (0.0, 6.0) A o a0 o
. (] . (] . (]
| (95%(E X ) H69) g | BREHERR (6/220) (4/82) (3/81)
T AR EDE 241 50.0 _ 5 RIEC 0.9% 1.2% 2.5%
(95%{EHX )69 (12.9, 36.9) (35.8, 62.9) o EEHRR (2/220) (1/82) (2/81)
ClinROIZ & 5 EHE 1¥75) RAeMW/PKEHMEICHAANS N2 2961% &,
DAIATHORIR]IT
25.5(12/47) 42.9(21/49) 14.0(7/50) SR
B o> BEHE O L 18. FEXhET
gw;),iws)% o (15.3, 39.5) (30.0, 56.7) (2.4, 12.4) 18 1’?7;%?;; é
(959% R HBIX ) 69 WL, SO, SIS T 28T A M A1 U PRERTFAZARICHET 2
S 115 289 JAKHATE LA S 7 F LGEA T OIS . MIHIP S 2 L GEREH O ¢ AKE
(95%(EHAIX 1) 1£69) (-4.4, 27.2) (11.2, 44.4) a ROV VBLE EBITNIET 2 ¥ 7 FIURERBEEEELE T (STAT) A YRk

N2, V) YBILENTZSTATIIBAICBIT L. ¥4 b AA VICRIEY 5 BETFHOEE

ETET 557, N ¥ F =T IEJAKIRUTAK2EE 2 HE L. STATO Y Y BILRUYE

[SALTA2795~100]). HAEDIERDR—R T 1 >R TORGMM (<44, . e L e g = 7 58)
Z46F), N=RT 1 Ul RUBSBERNERE LET VAT ¢ v S ERET PHLEAES 5 2 2iz 80> 7T MREEIET 555
y 18.2 JAKPEE &M

N ¥ F =T IRJAKL/JAK2OBRE 2 D RLEHEER TH 0 . BEREERE TJAKL,
JAK2, TYK2RUJAK3EM%2HE L. T OHEEERDICsoldEnZh, 5.9, 5.7, 53
KU>400nMT &% (in vitro) 58,

18.3 IL-6IC K WEEEENDSTATIU VELDEE(EA
N Y F =T b L BEHEREO2MER W7 v/ ICBVT, IL-6ICX D #HY

HEIGHRE TORHICB I 2AEHR, EECAFHR,. REPILCE-LHESR

ROFEBFLIUTOEY TH->7co BRI AH2mghE 13 SRl (7.2%).

LRGERGE, A 7 NI Y, RIEERE. RS20 (2.4%). AHlAmght T3 SIES

Bl (5.9%). B, HFEIREIVES4H] (4.7%). BD. BRA36 (3.5%) TH-o7 .
#29) 536K E COHREHER

. ENBHSTAT3IY VE{b % FARIKEFENICIHE U, ZOHEERIINY) OV F = TS5
A2kt AAlAme Rt 77 AE RIMICRAIC 2 0 . STAT3Y Y BEL AL 2ARIR I 1T IR — 25 1 Y ISR - 7.
HERS 60.2% 70.6% 53.4% IL-6 (JAKI/JAK2%Ar L7z 3 7 FIUER) i ba v RETF > (JAK2/JAK2%AT L
E (50/83) (60/85) (47/88) Y TFVEE) OEL L THMLZGEICLAKOREDNRIRD SN (in
00 o 00 o 00 [ 59)0
e N I I B
s 0.0% 2% 2% 19. BRI CRIT 2IB(ERHAR
T AEER (0./83) (1./85) (2./88) —M&FRN Y ¥ F =7 (Baricitinib) [JAN)

(ZBIERICEBIME £ H T 2 EFIEIFRIERIETIN)

17.1. 14 EREEREISENEER [JUVE-BASIS (JAHV) HER]
1R EDOcDMARD XU AEBAFNC X 2BFITH U TRIRA T2 IR T - 7
ZRIEICEBE A A T 2 HENES RS RE QR E18K) 2rRE LS
MR ZEER. EEAL. 7T ARNE, BRI R E L. JFEREA
21961 (HAA2561Z &) SAANSN, NYTF=T (98U L:4mg, 9%
Fi:2mg) #5421 H1EK 1 2BMEE RS Lz, KEY 72 FEERO/NRICBT S
30%ekEHEYE (PedACR30) %M L2 #B# X, 76.3% (167fl) TH - 725556),
ZEERAEP RIS AR 0 1 2388 51CPed ACR30 % &R L 7= 157 & 163
Bl (HARA14FI2E&T) 27T RBEINY Y F = TRIC L1 O TEMESICEND
J. ZEERBIEHEICERS A S NS F TRESZEMKSES L, kB, N YF=
TEIEE AR & F U A Lz, BT COMIRIZ. 7T e RBHCHANY
VFSTHTHREAENICERICE, 572 (p<0.001. NT— FH:0.241 [95%CI:
0.13, 0.45]).

{t % %:{1-(Ethylsulfonyl)-3-[4-(7H -pyrrolo[2,3-d ]pyrimidin-4-yl)-1 H -
pyrazol-1-yllazetidin-3-yl}acetonitrile

7 F RCisH17N7028

5 F 837142

i REBEOHRTHS.
IRAFNZNAFY FIEFR T, TP PYLRUAY ) —VICHE
FIZ< <L TH 7 =)L (99.5) IO THIFIC L, KIZIZEALET %
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B
il Ri213TC
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201 SIS AN IRECL T TIRET H 2 Lo
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22. 8
(FIW=ITY Mdamg)

288 [78¢ (PTP) x4]

(FIWZ T hE2mg)

28%E (788 (PTP) x4]

(FIW=TY ME1ME)

284 [78E (PTP) x4]

(MRS R)
7.5mL [Vfi. 74 7% —1l, HHEY F2MERA]
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