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FEBLEE RN BUET
* AEDBSDEIC. BEFAPREONZERPENZIBEENGUET, EPH CEREEZZZ L. TEEIC
BERLTLSEEL,
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FREE—RHPEHIKTVEE. KE. LUN
cFEEDBERASHTESUERAN, BEBEORBENIHRESINTVLET,
 BERADERSRERTT . ERFLFFRLTLZTEEDOHZLHEICIIIFSLBEVTLREE W,
 EIRDTREMED H B BENDIZS TIE. N— hF—ZZHBUGBEZIT>TIREE L,
 FERE7 NE—MRERETAT EIERTRIEL, INTOFETHRMESNZDITREISIEEA,
* R ZEERUTCOLRBVLWEFEHOBEICR., FHZRSDICYRENATIHZE. BETHRSICBATLIEE L,
* AERSPOFREN BRI ZHEERA T IVENGU T,
« FA& LT AFRESPICE T b E— SR EROREERIDIRREC I U THRNEN AR ZHAT 2 0ERH U XD,
- EEREERESZILETAHD EHNBE=I U VITDBUETH S L ZBEF I ZDFREICITA T EEL,

BEFEEZOFRKICUY T2 v IeDURTICDOVTHALTLZEL,

LToEEmIFA—RIUYIr v I ZRATNZDHNZ TERALEE L,

« AR DOTRSHT. BESFRUBRESRICBEICIFZORELN > THBANSERIAZHSINTLEY, BEOT
N—ROBEMZEBRETIFZOREICHAL TS,

« FENFRIORZEMERZER U L TIRAZMIBTE 3L 5. EiH SEEMITH— RICEESN TV S IRAERO
ARFEOABTZ BB XTI ZORIKICHALTLZE L,

s TEELNDODEMDZRZRTHBTICE. FHRZRALTVWS I TR, BEMITH— R ZEMFICIRRT S
&5, BEFEFZOREKICIEEL TS,
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COH—FERICHEFL TS,
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RSRICITOME - 1RE

Urd7 v IenigSmic,. UTOEBICDOVWTHIRE - RBZEEL TSV,
AEERER. EHEDHHUTDIEEFEELTLREEL, &5IC, UTOIEE#ESEU. AFIRSICRIENTR
W &=L TLEE0,

UV TSR SRS
ARERES PRE—MREN ARIEREELS | BOBRAE DRI R,
- . 125 LD D E30kg LD NRICED /ST Y F = TELT
’(11"2% iy | 15MEZE 1B EEOESUTEE V. KE30kgLE4OkgRAD IR
HEIOkgh D) | BT BEBICE WAL EEICRS LTSN, 1205078,
B AOKg KRB NFE R SR & U BRI RN TV E S A,
T BA BREURALCRONTYFZTELTI5mgE1B1EROKS LTS L,
BEH.BEOREICHUT30mgZ 181 EROKS5 I DT ENTEEXT,
. PRE— R EABE AR E U MRAR TR, 655U L DBE(CS
'@5"@1 ) WT.15mg 1 B1ER SR UT. 30mg 1 B1ER S CEEREEER
(ERGERES LUBRAES) ORREO LENROSNTUET,
AR SHIICHERT HEE RIE RS ERS
ARORAICHISBUEOREE & || H | AHopskzwcy.
EEOREETHBERLT. MECESLTIE,
BREOSH m | E | es. ERRERE (S M. BIRERS) 25T 2 EEAOKF
DBRSFFERTT.
BIRMERISEVRD | mI # | AEERORERCERULC<LEL.
BER=E | mIL B | AEERORERCERULCSLEL.
MRERROBEE | m f | AEERORERCERULC<LE.
SECERBH
1 a7 o] o
SHHE- | (1000/mmek) R|| 7 | FHomSERETI.
BOE s . . .o
) m -JU *& S
Goommm M T EEeRSERREs.
NETOEVERD (8g/dUkE) | M| # | AMomseEmscy.
— . | AEFRORRCIEUTRS\. SEORAEEEOSE CGFR
EEEE T T 15~29mU/min/1.73m?) 2l AN 5mez 1 B1BRSLTRE V.
BEF DS OB EDEE R ST BB SEERORR
AR E DS H m | B | ([CEELTREL, BEOFREBBOES (Child-Pughd 0 0.
FADRSRREETT,
Bt S OB m |\ | AERRORRCIELTEEL,
cem ® | A | sAomsewses.
B || B | AERSTOBLBTOROTIEEL,
R m 7 | AElogseRScy.
EROBER. SRR m B FARSHONZ. WHERRERUSKEREORRN S KENG
oy | EEEECORBEME ® | B | FHEEGL.ERERORVN5EEICE. SEOBEEROSS
R R R EERICEBL TR,
T DT TERRERR e mes | mRoBBRBECIAERSTBELE ABKROTFHESE
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, EICEEL TR,
EREGRE CORBILERAR & A | P13 ERRAIV-Z_VIRE
oy | FRSPIEC RO b IHUTL S,
o BR epispmEnzou-—voRE
oA IR Bpit | AFHRSATICHBY DNARRE (T 20 1U/mL(1.3 Loglu/mL) I £
HBciAZ T I3HBs A Bt (£55h | B FFEEPIECIHERD L HHULTIZE W,
—%5T6) WpP.14 BRIFFRNRIU—ZV I 1RE
YA, M OEDIAKEER,
SOOULZ DIOARUVED & = B | FAEORBFHTOBNTIEEL,
S5 SR (RATSEILISN)
L2 R A e FEIE CNSEHAT BHEICEEEL TSN, BOCYPIABER
E 3 ~ ~ IS - o [=]
CYPSRERISERTORES LRI 7| EmENESOBECE FRISMEEIBIBRSLTRS.
CYP3AE#FHET HHH | B | AR CNSORREHAT FEBICEEELTIRR,
D07V DREDTE | B | AAORSHEEENRURSTOETIF BEFHTORN TR,




RSRIDIEESEIA

W BRIV —-_VIRE

EYFNRANZSE OB TR (BE)

T 1eREE2S. FERXFRRE. lEBCTHRE. IGRA and/or YNILIVU Y RIMEE

!

l et B g 2 Fe G HIEHID

FEHULWLEULIFTEA SHi oI 5E

)

IFIRes/ MAHREFIE D@

5 L] ¢
|
\} ! 1
e B
BB BLESD) BEOBERE
! | BHSNTLY.
B0, D
SEBLR I AT R EESY
PSR T TR SR

* TNF BRI 5 (2 5637 D 338,
FIEAZEE (INHS) DI S 21700, TNFPEEEIE SR
M Et6~9H BT L TR S,

HE: BAFRGF S EYPNVREI LT RSER 2BROFSISHENZRER K EVPORE CFRSGHERER - 2BEOF51E:56, 2014

LTBI GETEMEIERER) DiakE (B5)

p—e =t BAE 13 S HARY B (TEFUR)**
mg/kg/B mg/body/H (R) HIV (=) HIV (+)

AVYZTFIR 5 300 9 A(ID) A(I)

AYZTIR 5 300 6 B() )

Uo7oEYY 10 600#% 4 B() B ()

* AUEE BB TEL U CGEIRD. C ABKUBZER S TERVES(TER,
Hok DEERINIRRERR. [ EEREIINTRL. BULE. FN OEM CEES N BRAREERR. I FFIROER.
T) AFEGREREN
HE BAFRGF = EPFORE CFRSER 2ROFSISENRER i EVPOEE ST RGHER-2ROF51E:56, 2014
B AR ZRTHEER IOREER BEIHEMEIME SIS Kekkaku: 88(5): 497-512, 2013

UI7VEY VAT RIVEFARN 2022838M45] (5B 1h) h S DR

(A% R O Z DI DFSIZAE]

BERAICR.UI72EY2ELTIEA50mg(Hil) 218 1EE8EROKXRST 5. /2L REHBRIDH 215G E2ERSTH LN,
[RAlE U CHBMZEERIRS LU, Fi ERICKVBEISRT 2. Ko thDFUHEZE S DHANEI UL,




B BRFFRRIU—-ZVTRE

FH (L 2EOEC KW RAE T BRI RMRAA RS 1Y (BE)

20U—=7 (£f) |*

HBs#1 &
|
| : |
HBsHIE(+) ™ HBsHE ()
4
HBc#i{#. HBsHi{A
|
I | .
HBe#E. HBeifk. HBCHA (+) FTcldHBsHtA (+)  HBCH (=) hDOHBsHA(-) =
HBV DNAEE + +
HBV DNAZE = EEORS
|
| |
20 IU/mL 20 IU/mL
(1.3 Loglu/mL) A E (1.3 LoglU/mL) it
: v
7£6) :E:9Uy7‘ E5)a. b. c.
HBV DNAE=Z 1@E/1~3HnH
22.9.9.10 [0 AST/ALT 1E/1~3h'H 7

CBENBZZEL CERE =% T )

|
| |
v 20 IU/mL 20 IU/mL
. 1.3 LoglU/mL) L 1.3 LoglU/mL) &;
BE7 F 0785 o (1.3 ogLIJ mbL) I E (1.3 LoglU/mL) i

R MABMRRICH T 238N LA HDWVFR T I HBSHUERZ %5 2 W FHBSHTURRRIEBID—ERIC B LW THBVE S LIS K UBRUFFR O FEAEL, Z D
ICIFBIE LT BAEAIN G SEENUE TH B F e, MRBMERFZEERE N T DBEED LB ED LU F RS BRFAEDECREEERICHT
I BRBINHIEAICB WV THOHBVEEHEDUR I ZZEEBL THINT DEN B2 B DIEFEED S UREIHIZACS WV TS HBVESE (L FERDFIE.
BIELDEEFBASN TIa . HA RSA VICET 2 IE TV A FE 9 TRV Fe 487 O R SICLDBME L BRI RETRICRIL T 20D TIFEW,

FE1) BEH] - AEREEARIC HBVF v U P B RUBERREZ A TU—227'9 %, HBsHIR. HBCHIAD K UHBsHUAZAIE L. HBSHERN PR 4D+ U7 H\ HBs
TURNIR M THBSHUA. HBCHTAD WL I NN 555V [FEE H BRI DBEIEREH E IR T D HBSHUR - HBCHIA S KUHBSHADRIE(S . SRE DRIEAZH
WCIRE T BT ENEF UL T HBsHIFEIHEGIE (HBSHURERIEN DHBCHIUAEE) BIICHB WLV CTH HBVESEIELIFHRE SN TS DI F VEREENHSH
THIBEERE A RSA VIR THRHEE UL,

2) HBSHRRRMAIFAFEEPIEICOVYILNT BT e le. TRTOEFICH UV TREE 7 707 DR SEIRRS T T ICH e > CAEEPIEIC IV YILN S B
DHIEELL,

E3) FEHEEEAR RIS ICHBCHTA. HBSHUASRAIE D8 EAIS OB CREINHE AN FIE S N T LS4 Tl FURAME FLTW21BE N d% ) HBV DNA
EERBELBECLDBAENLEFLL,

F4) BERREDRSF. U7 ILI A LAPCREICKUHBY DNAERIU—=20'F %,

E5)

a. UWYFIRT-FERYRAY T (ERTOAR), 7L SV ERANS LB EAD L OEIFHREE BERAEN SOHBVEEHEDOBUR I THh S ERNINE
THDIBBEPDBLOBER TR ED 1200 BDB. HBY DNAZB1 QT =979 . sl liaiEdld. BiEgRPBOTE =9V I NETH 5.

b. BREOILZEEADFURBIERAZE I 50 TENEEXEHAT 2156 S8ERADBVEBHIS HBVEFEHIEDOURINHD.HBV DNAZDEZI UV T F
1~3nAZEZBRELEEANT ZE R LU CRBRS LU ZR T 5, MABRMHERICEV TIFEEGHIGN LR L.

C. BIBEERT O N, RRlHZ, sltER G 2 L\ IR REMERZEE I 29 FRNAEREICLDREINGEIEE HBVEEMHEDURIN DD, Rz
A ClEEEREEDLOEBERASDOEER (PLEESD) M <EH6n A& B 1EOHBY DNABDEZIUVIHEBELV B, 6h BALEIE3NBT
EDHBV DNAZAIEZHER T 20 EEASICHU GRURZEI W T B REHBsSHURAIE (R 0.005 1U/mL) 2 W\ (FEREHB I 77 BETFAIE
(%E 2.1 log U/mL) TRAT 2T EIFTEETH B0

E6) Bl (LR ARG T DR, CEDRITRMAICKIE T T O REERIET B, ZEIC. I ILABN S VHBSHURBHAIICH WV TlE. B 7 O Bk S
PTHOTHRMEFRICRBETAINHRESNTH Y, il - (LB AZRIE T BRICOA IV ABZE TS B THLTENEFLL,

E7) oA EREEDSH D VIFERKE T &IC.HBY DNAEH' 20 IU/mL (1.3 Loglu/mL) Ml EICB el TE BB 7 F O R S5#EIA T 5 (20 1U/mL
RBBEDBREF. BIDMA VN TOBREEHEET D) . Ffc. BREHBSHREZIUVIICBN T IU/mLKER 4 (KBB4 52V IFSREHBI7EhE
TEZEDSE S HBY DNAZEBITEIELT20 IU/MUMETH BT ExHERUIE ETHEEY FOT % 5 7RG T 5. B - L 2B AR DS S, Bl
FPRBHIEM DS 3MERRGES(CRSERIET 2D TR L EFEEFIESANT 2.

FE8) #7707 (FFRIMIEDANEWVETV. TDF. TAFDERZ#ERET %,

E9) FEDON@DEM ZHIZTIBEICIIET OB SR THTEETH DN ZOREICDOVTIFATEEFESABHR U ETT3. ORIU—ZUJ BT
HBSHURBR M1 STERI TS BRUB AT R ICH S DB T F OISR TEER B LTWVD T E.QRTU— VT HEICHBC A M o IFHBs T AR M4
FESTTAEBITIE. (1) B (L 2EAR T8, A< EB 120 BREIFR S 2k T 5 &, (2) COfKEHIRIRICALT (GPT) AMER{EL TSI & (ff2UHBY
PIACALTERDRERN D25 EEFR) o (3) TOMGEEIRIPICHBY DNANRHGERMEELTWVD T E, (4) HBSHIURS LUHBI 7 BRI RRIE(E T S
TENEFELL,

F10) BB O RER THRABLED120 BRI HBY DNAEZY UV IS THEICRBER I 5. BRI AFESKE7 07 DEA EDOFEICE DL

BBEIZPICHBY DNAENH'20 1U/mL (1.3 Loglu/mL) LU ECTR- iR CESICR S # BRI %,

BAERS FEREZERNA RS MERZEESR RIBRAFXIGEA RS2 (554h) 1 2022468, P98-100
https://www.jsh.or.jp/medical/guidelines/jsh_guidlines/hepatitis_b (20234282 R)
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AZENUHE

(P RE—4HRZER)

< BHE. BACED T YFTELTISMgE 1 B1EROBST 3. BH. BEORECHLT30mMgz1B1E
B5TBTENTES,

o EE. 12BN DHE30KgU FDINRICEY /9 Y F =T ELT15mgz 1 B1EROKRS T 5.

ﬂ

AENUREICEET 23]

GhgeHiE)
o SEHIEWERN SRS NS EBEDY R IDIENT 2 T EHNFREINZDT, AFIEBEVEBDLEYRIFI, RO
PXRFF—CUAKQBEZEZ. 970ULRKX, Y70RRYY, PHFATUY, TVUEVEDK S EBEEHIHIF
(FRARAILISY) EDHAF UV & AFIE NS DEEE DHARZERIF R,

el

A

(7 RE—ERZER)

* EBUOICYP3A4REERIZ I ENICIRS P DEEICIF. FFI15mgZz1H10I%5T 5T &,

s BEDBKEEEEREICIE. A&15mgz1B10R5TDIE.

s ABICLDBERIGIE. BERSHIENSI12BETICIEESND, 12BF CITEERIGDBSNBVIGESEIE.
FEHREMXIFIRSPIZERI DL,

FRRRER U HR0ES

FENSREHNTH D NS, FRIBFFCHSRETHR LBV TLIEE L,
FBEICHUTHHFRVWTIRAZT 2 EDRBRVNEL DS, THEELREZETVL

o FFIFRREFDER
B UTER LV &

» FHIRIDES

* PTPEEROEAFPTPY — hHhSIUHUTIRAT 5L 5E8T BT & PTPY—FDRARICKY . BOHAESH

BIEMBEARAL. BICKEAZS U THRERNEDEERSHIEZHET DI ENH S,
e hHEWTIRA LWL S ICESITIBET D &,
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BEIDESEZRET D IcHODLEEE - BENEDIER
Al BAA %S CERSEERAR. ENERARR OB AR SES N BRICE SV TRRENE UL,
20Tt — 8. BN TR NI ARG RGHEMAN S FNTNET

B Z2%
FOPIKRIAME. SIREERUERIICEET ZHEEETONY Y F ZJHEKREFEEN RO SN TVE T,
D EE=SORIRCONTIZ.P.19~57% R 2T,

B B3 (AD UpitEg)

HEROTF YA FE. SV AL ZEER. SRR R

HEROBW: PHEENOCEEDEIFNUOBRAT ME— R EXREEOBECORIBRERT O M REHAT
DUNTIFZTDEMERVRE M ZE SSERELE TS

' 5 A & SSERONYYFIT15mgXIF30mg 1 B1E#RO

FEFMEB: 16BEDEAS| 75ZRE. £ 516BEDIGAS 1ERER (WD vs FSERE)

EASI 75 (FEFHEIEE)

B5165EIFDEAS| 75 ZM U BB DEIS(E. TS ERBEEHLEBUTAHH Smgid 5B R UAFI30mgit 58 TR
EFENICERICE <> TVE U (FAI15mgie 585 :P<0.001. A#|30mgiz 58%:P<0.001) .

EASI 753 (NRI-C, ITTEEH)

100 1 —o— FSthR+TCS
90 A IINF'YFZT15mg+TCS
—0— J/NF'IFZT30mg+TCS 79.5 79.5
~ 80 4 54 i 76.9
O 70 - 653 T 68.7 i
2 I J_ 164.3
n i
o 60
Q\i 50 A
B 40 A
B 30 i
W 20 A 26.8 26.3
19.4
10 A
0.0
0 Tlo.0” 0.0 95%Cl
FSER+TCS(n) 4 304 304 304 304 304
OINFVFZT15mg+TCS(n) 4 300 300 300 300 300
DINTVFZT30mg+TCS(n) 4 297 297 297 297 297
0 4 8 12 16 (@)
HARS

EASI(Eczema Area and Severity Index) : 77 SE— M ZERDIBRD1 DT F2AEDMENR 7 N —EREXRDEEEERT .
EASI 75[375%DegEZR LTS,



IGA (=ZE5HEIRER)

1251 6EIEDIGANNOXIF 1 THH hDR—R 54 YV ERBLT 2T U— U LREUHBREDRISIE. S5 EREE
B UTARE15mgik S#ENUERBIBOMgR 58 CRETZNICARICELBO>TVELR (KEI15mgik 58
P<0.001. AHI30mgiZ58:P<0.001).

IGAO/1:Z/ZE (NRI-C, ITTEH)

10071 —o— FSHR+TCS
90 A DINFVF ZT15mg+TCS
80 —0— J\NF'IFZT30mg+TCS
2
in 569 58.4
% }
(«]
% T40.3 T39.3
1 1
=
)
E'IO.O EH.Z
95%Cl
FSER+TCS(n) 4 304 304 304 304 304
™)¥9YF =T 15mg+TCS(n) 4 300 300 300 300 300
)9V F = T30mg+TCS(n) 4 297 297 297 297 297
0 4 8 12 16 (B
HARY

IGA (Investigator Global Assessment) :VIGA-ADZI7IC&Y, 7 NE— 4R ERDOEFERZ0MRA U~ (REBEREU) hS47RA U (EB1E) FCO SR CRMRMICFT
g %/ \UF — S NIZFHEL IGA 0/1(FIGAN'0 (REER L) X(F T (FFREEREL) THY D DOR=2S54 VEHBLTC2T U—RU HEFUIEBEDEIEZR T,

h W 3NRS (ERHVFHHEIER)

#516BEDRBONPHFNRSHR—R 54 U TAU L THOIRBREDSE . REBDNDHFNRSHN— 51 VH5
AL FIREUHEBRE DS, TSN SR U TAE Smgig SR UARI30mgig S CREtFIICERICEL
FoTWVEUTe (FAI15mgiz58%:P<0.001, AFI30mgi%58%:P<0.001) -

COWEMWRIIES ERNU 4B CTOHERH SN AH15mgik S8R AR 30mgik SE LR PH BRRFERZRU

3ELITCO
HpFHNRS 4L _EeiZ=ER (NRI-C, ITT £MH)
100 7 —@— FSHR+TCS
90 | %185y F = 715mg+TCS
o | o= DITYF=T30me+TCs
= 71.8
% 20 - 65.6 + fm -
[e) ‘{
& 07 T52.4 7528 l56'6 T51.4
0\6 50 1 1 1
ﬁ 40 -
= 30 -
!Nﬂ 20 1 Ai;
10 14.9 §W5-6 8.3 E14.9
0.0
0 70,0700 95%Cl
FSER+TCS(n) 4 295 295 295 295 295
DINTVFZT15mg+TCS(n) 4 288 288 288 288 288
9/\"’5"*‘/5‘:7“30mg+TCS(n) 14 291 291 291 291 291
0 4 8 12 16 (8
HARS

DD FHNRS: BENBEE 24 ICRUIREDN W H7Z20~100DFHERE (Numerical Rating Scale:NRS) CFHEILIENDHFNRSZ AP D NR—=25 4 UH5
ARA VR EREUCEBEDEIGZRLT VS,

ZA

FStridmk

r

SRS N U



AEIDRSHCEEBRRBPER EOBHERNRIR UESI(CE. BUIREENZIFOND LS. &L U TEES
DRPESFIE. FREEFIE. BIHREFIEENDREZERBLTLIZE 0,

~
~

FEIDRSPICERZRUBEICE. FPH(CEREE (F6E. FE60. FRIENE) [OEET B L5 THEELL LT,

. B




B BEER (ZFEEH)

g (SD) or %

(M16-0453£88. M16-04738. M16-0485t88. M17-3775188, M18-891 5ER)

1% (%) 42.1 40.5 40.0
Fim (%) 34.5(15.07) 33.7(15.01) 34.7(15.60)
K& (kg) 75.3(19.58) 73.9(19.44) 74.0(17.98)
BMIl (kg/m?) 26.1(5.81) 25.6(5.91) 25.7(5.62)
A& (%)
BA 63.4 59.7 63.2
BAFREETZIVUAZRTAUAAN 6.1 7.3 4.5
PIPAN 28.3 29.5 29.9
FPAUDFGER/7SZAHEER 0.9 0.8 0.5
NI TERFEF KT EBER 0.2 0.7 0.2
Z DAttt 0.0 0.0 0.0
JEelll 1.0 2.0 1.7
B 5555 OHE (2HEE)
9 0
n (%) 39
BEER 566(57.1) 625(63.1) 688(69.0)
EIER 196(19.8) 310(31.3) 391(39.2)
Grade 3L EDBESR 43(4.3) 45(4.5) 46(4.6)
ERERBETER 27(2.7) 20(2.0) 20(2.0)
BREDBRSHIEICESREESER 35(3.5) 23(2.3) 27(2.7)
BEERICELDIELT 0 0 0

ZA

S BrEIRRY O N O Rt StrTdid

a7 | HE ELO NN FRELCK ), bty

HEUCk ), I OFE O AN



H LWINHh DBETSHUERIRUCBEESER (2HKEH)

YINF'YF=715mg 'S 0
1’58 X5
n (%) (n=990) 99
BEER 566 (57.1) 625(63.1) 688(69.0)
B 25(2.5) 98(9.9) 155(15.5)
a5 RN 78(7.9) 91(9.2) 108(10.8)
FRERR 58(5.8) 73(7.4) 84(8.4)
B 41(4.1) 51(5.2) 58(5.8)
MeRT L7 F VRt F— 20 2102.1) 42(4.2) 52(5.2)
B FICEEITREFESER (2FEEH)
HINTIF=T15mg 5 0
1’58 i
n (%) (n=990) 99
BEERRRE 5(0.5) 7(0.7) 5(0.5)
BIIRRBRE (FIRBER. B 7ZR<) 4(0.4) 9(0.9) 8(0.8)
HIRERE 5(0.5) 14(1.4) 18(1.8)
EEN RS 0 0 0
EHES 0 3(0.3) 6(0.6)
IR EERERE (NMSC) 0 3(0.3) 2(0.2)
NMSCZz R < BHES 0 0 4(0.4)
U\ 0 0 1(0.1)
FFEE 12(1.2) 16(1.6) 16(1.6)
gim 4(0.4) 3(0.3) 14(1.4)
YFOPEREURI 3(0.3) 11(1.1) 30(3.0)
U > INERBURIA 3(0.3) 2(0.2) 3(0.3)
Mo U7FURARFF—ELER 21(2.1) 42(4.2) 52(5.2)
EikaeiEE 0 1(0.1) 0
DMERER" 0 1(0.1) 0
FHRIMASZEASRE " " 1(0.1) 0 0
HIEBEFL 0 0 0

*DMBRBR  ABFEOMIHIERER(ICK U HESN/ODMESRDMET. FEBEEE D EEE. IFBIEERED R EZ SO
* % BBIRIIS ISR S EP G DM HIER SR (T K W HE S N/ BEIRIMAS IS  REBES RIS R ORI BB S L OB ZZD) R EZZD



Eﬂﬂ%ﬂl*ﬁ{#ﬁﬁg*ﬁ (525@) (M16-045 588, M16-047 58, M17-377 58, M18-891 58)
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B E3EHER (2F&EH)
BAASSER Z2{F%H
2INFVFZT 2UINY 2UNTIF=T BESEIY
15mgiHE OmgiHE 15mgfHE OmgiHE
n (%) (n=177) 8 (n=1372) 80
45!
gog: 43(24.3) 38(21.0) 564(41.1) 563(40.8)
S 134(75.7) 143(79.0) 808 (58.9) 817(59.2)
i (%)
<18 16(9.0) 16(8.8) 181(13.2) 180(13.0)
218 ~ <40 82(46.3) 92(50.8) 759(55.3) 736(53.3)
240 ~ <65 77(43.5) 72(39.8) 383(27.9) 395(28.6)
265 ~ <75 201.1) 1(0.6) 49(3.6) 64(4.6)
275 0 0 0 5(0.4)
Nig
BEA 0 0 837(61.0) 876(63.5)
BAFIEFF TUHRTXUAA 0 0 89(6.5) 58(4.2)
FITA 177(100) 181(100) 405(29.5) 409(29.6)
T AU PSR 0 0 9(0.7) 11(0.8)
NOAFER 0 0 7(0.5) 3(0.2)
Z0it 0 0 0 0
I 0 0 25(1.8) 23(1.7)
A2 (kg)
<60 65(36.7) 59(32.6) 331(24.2) 309(22.4)
260 ~ <100 111(62.7) 119(66.5) 911(66.5) 955 (69.2)
2100 1(0.6) 3(1.7) 128(9.3) 116(8.4)
TER 0 0 2 0
BMI (kg/m?)
<25 111(62.7) 117 (64.6) 723(52.9) 704(51.3)
225 66(37.3) 64(35.4) 643(47.1) 669 (48.7)
T8 0 0 2 0
s 2K
R n w9 s | s | ml | mA
—_— 2YNIYF=T15meghts 1372 335 14.88 29.2 12 74
£/%5 TCl 1380 346 15.41 31.0 12 75
—— 2YNTYF=T15mghtE 1370 74.0 10.83 71.2 33.0 175
1380 743 18.0 72.0 363 151
B (kg 299 YF=T15meHE 1366 25.7 5.95 24.5 153 58.6
1372 25.8 5.52 24.8 15.6 55.7

HEUCK ), SR SFO N
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B 5ESROHE (BFRABOEH. 2FEH)

BAAZRERE
UNTIFZD £ S
15mgiHE OmMgiHS
(n=177) 3
1 (517100 A£F) (AFE=225.5) 8

BEER 140(166.5) 150(235.0)
BlER 67(39.3) 77 (49.8)
Grade 3 EFDEEER 14(6.4) 13(5.9)
BEERBEEER 10(4.6) 6(2.7)
BSHIECE>EEER 7(3.1) 6(2.6)
REICEEHEER 0 0

H LWINHDBET104/100 AFELI LRIRUBEER (HAAKEH. £(45H)

BAEASSER
2ONTIVFZT BE: 9
15mgiHE OmMgiHS
(n=177) 8
(/100N 5F) (AF=225.5) 8
BEER

Ay 39(17.3) 62(27.2)
IREER 77(34.1) 75(32.9)

ERuERRR 7(3.1) 2(0.9)
Mo L7 F ik Rk F—E1E00 3(1.3) 10(4.4)
TRE—HRERER 23(10.2) 13(5.7)
TINEE 13(5.8) 26(11.4)

2{FER
UNTIFZT £I\S
15mgiH& OmgfHS
(n=1372) 80
(ANFE=1407.0) 446
1001(191.1) 1086(254.2)
538(55.6) 664(77.3)
127(9.5) 156(11.5)
70(5.1) 79(5.6)
58(4.1) 63(4.4)
0 1(<0.1)
E=z=S
EIUNTIFZT £I\S
15mgiH& OmgiHE
(n=1372) 80
(ANFE=1407.0) 446
204(14.5) 335(23.2)
261(18.5) 249(17.2)
173(12.3) 169(11.7)
104(7.4) 145(10.0)
122(8.7) 83(5.7)
52(3.7) 84(5.8)




B FHICEEITNEREER (BFXARSEH. 2FEE)

X

)

Gl

O

(=111

2

BARAEREEH &
LIUNTVFT £INS EUNTIF=T 2D/\S

15mgiHE OmgiHS 15mglHE OmgiHS

(n=177) 8 (n=1372) 80

Il (151/100 N £F) (AF=225.5) 8 (NF=1407.0) 446
Eo- AV 20 5(2.2) 5(2.2) 30(2.2) 37(2.6)
BRI RBRE (FFIRTEE. % 7Z2FR<) 11(5.0) 8(3.6) 28(2.0) 29(2.0)
HINEE 15(7.0) 25(11.8) 56(4.1) 88(6.3)
SEEN MR 0 0 1(0.5) 1(<0.1)
EMES 1(0.4) 0 6(0.4) 11(0.8)

IERERER ERE (NMSC) 0 0 4(0.3) 6(0.4)

NMSCZRRL BitiER 1(0.4) 0 2(0.1) 5(0.3)

U )\EE 0 1(0.4) 0 3(0.2)
=S 8(3.7) 12(5.5) 51(3.7) 68(4.9)
& 4(1.8) 6(2.7) 15(1.1) 41(2.9)
YFRERECRIAME 2(0.9) 6(2.7) 24(1.7) 41(2.9)
U~ INEREURAME 0 1(0.4) 4(0.3) 10(0.7)
Mo L7 FURARFF—E (CPK) L& 3(1.3) 10(4.5) 80(6.0) 124(9.2)

BieEms 0 0 1(<0.1) 2(0.1)
DINERER" 1(0.4) 0 3(0.2) 1(<0.1)

ERR A ZEAERE ™ 0 0 2(0.1) 0
SHIEEERTL 0 0 1(<0.1) 0

* DMERBZ NP ELEDRIIHEEZERICK I HESNCOMESROMETE, FEEFEIEDEHIEE. JEBILEME PR EZ20
* ok FAIRIMSTRISE SN BEEOMITHERER T K W HIE SN EIRIMASERISIE R F RIS R OFERISE GRS KUEBIEZD) BEZED
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B EEEROHE (ZFEEICH T S FMHFIDFEIRER)

—12@h517m—— —18mN'564=% 65mLl E
YNNI VF =T LA YNNI IF =T EAEIA LYINTIF =T EBIA
15mghtE OmglHS 15mglHS OmglHs 15mgtHs OmgiHS
(n=181) 80 (n=1142) (n=49) 69
il (17100 A ) (AE=194.3) 97.0 (AF=1366.2) 0 (AEE=40.8) 69.4
g5EER 135(193.7) | 136(245.4) | 832(189.7) | 892(252.0) | 34(222.0) 58(325.2)
EIER 67(49.8) 76(63.1) 453(56.6) 559(80.9) 18(54.9) 29(62.0)
Grade 3 EDEEER 21(11.6) 14(7.5) 98(8.8) 130(11.8) 8(21.2) 2(18.3)
BEEQLHESR 9(4.7) 4(2.1) 57(5.0) 62(5.4) 4(10.0) 13(19.7)
BERIECESEAEER 9(4.6) 6(3.1) 44(3.8) 45(3.8) 5(12.3) 2(17.7)
RLICESCAEER 0 0 0 0 0 1(1.4)
B FICEETRNEEEERORIRE (ZFEEICH T 2 FimFIDOFHITEER)
125 175% 18mh 5645 65mLl E
YNNI VF =T A 2YINIIF =T LA YT VF =T EBIAT
15mghE OmglHS 15mglHS OmgiHS 15mgtHs OmgiHS
(n=181) 80 (n=1142) (n=49) 69
il (/100 A %) (AFE=194.3) 97.0 (\F=1366.2) 0 (AFE=40.8) 69.4
EERPE 4(2.1) 4(2.1) 26(2.2) 28(2.4) 0 5(7.2)
L L 2(1.0) 1(0.5) 26(22) | 27(2.3) 0 1(1.5)
TREE 1(0.5) 5(2.6) 54(4.7) 81(7.1) 1(2.5) 2(2.9)
EENEEZ 0 0 1(<0.1) 1(<0.1) 0 0
BHES 0 0 6(0.5) 7(0.6) 0 4(5.9)
IEREER ERE (NMSC) 0 0 4(0.3) 5(0.4) 0 1(1.5)
NMSCZRR< BB 0 0 2(0.2) 2(0.2) 0 3(4.3)
AV 0 1(0.5) 0 2(0.2) 0 0
frEE 9(4.8) 2(1.0) 41(3.6) 66 (5.8) 1(2.5) 0
=1l 7(3.7) 2(1.0) 6(0.5) 26(2.2) 2(5.0) 13(20.3)
YFhEREURIA 5(2.6) 10(5.4) 19(1.6) 28(2.4) 0 3(4.5)
U~ INERESORIA 0 0 4(0.3) 9(0.8) 0 1(1.5)
MEGLTTIIATET=E 1260) | 1801000 | 66(.9) | 1019.) | 2050 5(7.5)
Bitaeras 0 0 1(<0.1) 1(<0.1) 0 1(1.4)
DINERER" 0 0 2(0.2) 0 1(2.5) 1(1.4)
FRIRIMASZRASRE™ 0 0 1(<0.1) 0 1(2.5) 0
SHIEEZRTL 0 0 1(<0.1) 0 0 0
* DIMERBR: NBEEOMTHEESARIC KW HES NCDMEER. DML, SFHIEMDGHERE, FFREMRMED RS ESO

* o BAIRIMSIRAIE A BELHOMITHEZER(C K W HIE S N EIRIIALERISTE  REBES RIS R OIS BEEMS LU ZZ0) REZSD




BIEERA AR 7 bE— 4RI ER

EEITNZTENFAEZ DRR

B BE TR BEVE (4%, BN . = 21— BV 2 F R ik B . B S BE =S 10)

AKEF, BPEICHT DB RBEICHEZRIIUESENSDENS. MR, WIME. BEREOEHRLRH
FREN RN B TTREMN'SH X T,

FEIDRSPE+HBERE 21TV, BPEDFER. BRIOFREU TSV, EERRPEZRRUIHBEICE.
P TEYVRNEBZITV. BREN T FO—ILTED LS [CBRBFTRAFDESZPIEL TS0,

B P.28EMFIRAN JAKBESRIR SHICH T 2 RE. % FREHICH T2 T70—F v—h 2SR,

FE, ERR. BREORBRPECEET DERNRNIIZEICE. BEICHUTERLH ICEEKEICHENT S
&S THRELEE L,

BEROBREFRAETIF, FEHBRZHIRT HUEMNHZDT. WBEGIREZERNICRET DL EBIC,
BEDERERCHTDERZUL TS,

HIRERRAEFBADIEHIC, AV TIVIVYF DI FVSOIEERRYEEL. 65mL LD RS (CIFAhNRIRE
DIF 2 DEELBENICER U T IET L,

DEICIHU T, BRREDDE. BROHIC. BIEEFIE. HRSGSFFIEFDEEZIT > TSN,

B REREFSUICHRRINR

AFNFIAKZBIRNICBEE T BFEFTI A, IL-7.IL-15, GM-CSF FEREREIR IO - —RBEF) DT FILZEE
TBRUREEN DY . CDV T FIVEBEETBHIETRIMEDURITMENINT T ENFSNTVET,

7hE—RERENRE U RBIERATROHSETOBRBOSNICEEERD S5 EXRRRE . A
15mgiR 58T 2.261/100 A F. FEI30mgig 585 T2.661/100 AFE T U, Z DN EEBREDRSHILICELEER
RRREDFIRR(L AF1 5mgik 58 C0.314/100 AF (34) . AFIZOMgIR S T1.244/100 A5 (1214) TUTLTE
CICEcERRRRIEFROSNIEATUIR,

BIRBRPEDOEEBRDFAIREIL AF15mgig 58 T2.061/100 AF. AFI30mgz 585 ¢ 2.061/100 AFTUT,
ZOR.EFGENRRBIYED 100 AFH ) DFEIREF . AF15mgig 58 T0.314/100 AF (44) . AFIZ0mgiz 5
BTO.114/100 N5 (2ff) TUTz 2 A EFIRUTEBRIEN DR AMRRE (AE15mgie 5850.24/100 A5 (344) .
AAEI30MgIZ58¥0. 14/ 100 A F (214) ) TUTC /BBRFEDIRSRIEICE ST HAIRRERD 100 AN FH 1o DFEITRR(L.
FE)15mgik 58 TO.214/100 A (3t4) . KAIS0Mgig 58 TO.214/100 A F (3f4) TUTC. 2 LU ERIRUIESE RIS
FAEIBOMERSE TDNILRAMREZ (0.14/100AF 2f4)) TUIBEERBBEEEREVT. 22 —EVYAF R A
ORFARHI 1B TROSNE LI,

* ERGRLE  BRPEICE T 2HEBR%ZMedDRA MREREAE[FRZE]company MedDRA query L TFICMQD [CX>TEEL. 2Dk, EEE N EEETEREICEH
T DRRERE LI MedDRA RFEARAUE] CMQ 1&. MedDRA SOC DIBREB FUOFERIE]IDHE5T [EHFRIRE] [CEFN2DMedDRA BEEHEHENS.

7 hE— BN EEZNREUERARTERTO. X SHIEC EDERBRIYEDFRIRERN VIS5 %EEXM
(EMBEEATBRDBANESICH T DRBHSHTDBEEER)

11.0

~ 100 JNFYF=T15mg 1818
Q oo | ®UTYF=T30mg 1B1E T
gq 8.0 T
> 7.0
3 6.0
8 5.0
— 4.0
g 30 *
m 20
W 10 1 1 I

0.0 -

0-6 6-12 =12 (=)
R
FIEE/100A 5 23 35 3.7 1.3 1.7
AN 2 3 3 1 0o 1

N:2 87.0 86.9 80.2 79.3 55.3 58.7

MR © S84t Ot

AELO NN FRELCH ), il
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sE57-9

B EFRRECRIBUVCERBEREZESECETRV 1 —FIAF X A4 OXRF A itk (BAEALEH)
FEDT7 NE—MEERBEERNRE UERRERICEVT. 15mgRS58TIZ2a—EYRAFR - A OXRF A
KIMBIDRESNTVE T,
MTRIC, Z2a—FYRAFR - AORFAFIRD—EZRULF T,

FHEEDARBFENBETERBRV_A—EVRAF R A ORNF A iR ZRIEU-BEANESD—E

N i3 BiERIC " "
’ =1 I BHIAD'S TS 25704 #O%E N —= AHEID
No. &Bu Eﬁ% ;555 m'“'ﬁﬁﬁ% E%ﬁ %IE*? ﬁé?% &D }[ﬂfﬁu;% u/&ﬁ iﬁuﬁi ME
DHARE (B) e (R=254Y) (R=Z54Y)
1 2 50|15mg —a1—F | && 188 | HE.BRIR B5REL R5UL | WESCT: mE ok
AR YAF R+ FRAEIR TE. AUHS R,
AORFA SMmE. B INERFEEEDY
Fifi sk DERfERE E=
B-D-ZIVh>:
[l

W ERAREAER TR U ARBRZEE T E B LEENEREZ HEAES)

FEIO7 FE—MERERBEZNRE ULBRTRICBVT, BRAATOBRORERIFRSEINFIRBATLUR,
—75. 15mgi 5B TSR] 16, 30mgiRSH TIE% 1 BINAEES CRESNTLEFT,

LIFIE, EEE0—8ZRUET.

FEIEDHERBERNIEE TERVER G ERIR U BEANES D—E

AE EIfE ﬁfﬂfg
; | BIER e FRIEH'S
DHARE (=)

1 820 15mg | ffifsts =& 369 HE =3¢ &HY) | HIERXER: ROKME ik
AR mEEEE. (Bvhk
EEDE | 47
HIERCT =)
iR,

ZEHMTTARE
QFTHRE HH

_ - AVY—
BfERIC < BCG

METE joool ooFy  BE ER e
Bl (x 754y HEE .

c
S

2 5 20 »rY 30mg B @ EE 155 3L (243 BU  OERXER.EE  @E gk
Ao CTEHE. BK.
fepR Y > ) \EiRE
RS LUEKIE
HaRREEAR
RILIE AR




W ERAREAER CHRIE UL ARBRZESE TE B WVWARIKEREES (BRANEH)
HILTTiE
NRINERFBIER T N E—URERDEFES UTEIFRISNZBENS LD TITERL RSV, BE

PELREPOET DEHETDKE. TOKENEFPEHEEDRIBEICIF. EEHIOERTDLIBEICT
BELIEEL,

HARIKEFFE D FRIEUI-BFALEH

AHD7 PE—ERERBEZRRE ULBRKRHRICSVWTAHHE & DARBEFRNEE TERVARIKERFE
EZIh15mgig 585 Tofl. 30mgiR S T7RIRESNTVE T, WINBIEEDBERT U, LUTIC. ARIK
BB ZHR B UCBFANEAD—EZRULET,

ARIKBHREZDFEIRIC L BRFIDNEF. 216HIh8F|H . SHINARELE Ulco ARIDHIEICE > IAE
PlFHUEBATUR. Feo 2166 TEHRIIEEICED X Ul

AR EDARBRNBE TERBVARIKEFREZRIZU-BAEAESF D—ES

e ) AL SIS  ONKIKE e
No. #7l B 4o  BEAE  EEE poRmsc  RRSM  BREO ER
DRI E) (ARE
1| B 208t 15mg | HRUNERSE FEE = 493 | 1% | OME R
2 & AOMMY 15mg  ARUKENERE FEE 46 | A R EE
3 B 30K 15mg ARUKEERS JEEE 298 | A 3% | OfE | RE
4 B 208K 15mg ARUKSERE FEE 136 AES.LEs 5% OE @6
5 B 20K 15mg ARUKEERS FEE 0 68 | ® 59 | OiE | A
6 B 208 15mg ARIKEERE FEE 31 £ R | EHE R
7 & 208K 15mg ARUKEERE FEE 451 M 5% | DHE |
8 B 208K 15mg ARIKEERE FEE 419 | H 3% | OE e
9 % 10K 15mg AKVAEIEFS JEEE 105 | PAES 30% | OE W
10 B 60mft 30mg hRUKEHFE FEE 367 | IS % | OE
11| B 40t 30mg | MRUKERFE FEE 386 | 1% | OE R
12| B 308t 30mg | ARUKEHRE FEE 175 | @ 3% | OfE W
13| B 308t 30mg | ARUKEHRE FEE 0 322 | WEBSEE.EE 40%  OfE | RS
14 | B 308 30mg | NRUKEHRE ¥EE 51 R 4% | OE |
15 | 8 20t 30mg | ARUKERRE FEE 212 | @ 9% | OE |
16 5 208t 30mg  ARUKEHRE HER 477 | @ 3% | OE |
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EYFNRA JAKBEERRSPICH T D FHE. X, [FIRRHEICHITZT70—-Fv—b

FEEh, %, [FIRERZE (PaO2. SpODIET)

J

RaERX KR, CT. SAPT R, ERFRIRE
EYFHIRA JAKEEE—B it

l PRSI B SPIE DT l

SREMRER BB MRS

! !

repsEs maEs I NCEE ) mmgpojny(06)
RS IR HETRBSHERBEELL

W

- P BALTPneumocystis&E{k
0 VT NERESA RN ES shez. ~ ~H
Bt BOLEILT RBPCRAVIIWTIT.
FEARER RAIATPSAR.ISZI7.
LIF S DIEE
B MERm
Flol3 5%

B-DG.PCRBKV B-DGFfcld \ B-DG.PCREBEM
fEDIRIRIAT N TR PCRiZ % DREARE TR
FERIMERHR ZT1—-EVAFR PCPLISD

U FHifRE fifisk (PCP) FETERURHN

HHEIHAUDYFER BEHUDYF (RA) IS D TNFREEEEROF51E (202028 1845TM) 111, 2020



.Eﬂhil;:lﬁ;ﬁg *HEEBEHREE BRRErEEST

MLTTE GEREIR

FIREZ DIERH B VIFEIEDERINCIBSITIE. AFDZRSZhIEL T, YA IV ARDRSEDE
MBZTH>TLREEW,

HH5HUH. BEEICHREZICOVWTHIBEZT O TSV, FIFITIRMI?IEICKBESN ST EFE
SKEFEEFFRVEES., LUN, FEREZ#ESKE. REHBRNIKIBESICE. BEICHU TELH ICEERE
[CHEET D LS THEELEE,

BIREBOFHDIHIC, DIFVOFERE SRS EE WV, L. FERERICETIFUVORSZITS
ZEFTEF A

RIRKFIGSUICHRITINR

FEINFRBEZEDOU AT 2B BB EFEERETIN, A bHA VYT FIVICREZNEFTER THDI &
NS, FEIDANILRZ DA )V ADOEEMCICEET 2OREMN B F T, Fic, HFICHEARUBEDEETIIUR
INELIRD I ENRETNTVET Y,

7 hE—MEERENRE U REABRIZROHEBTOBRIBZD SNICESERD S 5. FHFREEODRIRE.
AE15mgik 58 T4.161/100 AF. XEIBOMgE 58 T6.361/100AF T LI, ZDAN. BEAEF TCORITRIZ.
AH15mgiR S8 T7.060/100AF. FAIBOMgIk 58 T11.861/100AFT LT,

2FREMIICBITZIEELGHTREZODEEERORITRIF. KE|15mgkS58 T0.34/100AFE 34F) . &AEI30mg
B58TO3H/100ANE(B) TUT. ZDA. BREORSHILICESCHFIRBEDORIRRE. FE15mgik 58
TFERBHSNT. FFI30MgE S8 TO.14/100AF (1) TU T,

1) Winthrop KL, et al. Arthritis Rheumatol. 69. 10: 1960-1968 (2017)

7 hE—MRERERRE UIERRHRTO. R SHBC E OFREZDFRIRE N U5 %SHX A
(SEMABEERFHERDBARNERICH T D RBHSHTDEEER)

UINS'YF=TJ15mg 1H1E
24.0 ® IN9YF=I30mg 181E
22.0 T
20.0
18.0
16.0
14.0
12.0
10.0 [
8.0
6.0 - L
4.0

FIRE/100 AL (95%Cl)
@
@

0.0

0-6 6-12 212 (A
HAR

FHIRE/100 AN F 58 129 7.7 122 8.0 96
ARV 5 11 6 9 4 5
AE 86.4 85.2 77.6 739 49.8 523
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sE57-9

W RAREER TRIE UL ARBRZSE TERVLWFAEE (BENESH)

AEIDT7 bE—EEEREBEENRE UTBRARERICBV T, FEIEDRARBHRINEE CERVL [FRAEZ] H15mg
5B TI106l. 30MERSB C20BIMEINTLE T, Fe. AHEORARBRINESE CERV [KEBEEFREEZ]
M15mgiRSETIFIRESINTNE T, COR. EXELHFRES (REBELEFRBEZZZ0) &, ZNEN15mg

’RSET26). 30mgik5EF T3 T LT,

LURIC, ERETHRNER (KEFELEFRERZZS0) D—EZRUET,
EELGHINEE (KEFEEHFRELZZS0) ORRICKDAFDONEF. =560 150, ABINARELE UL,
FEIDPIEICESERIEH W EFEAT U, Fleo £5FITEHREEEICED T U

FEIEDERBERNEE TETRVEEBHINES REBEEFNEEZ30) ZRBEUBFANEMD—E

N

1

5

®’58

20i%fX 15mg

20m%fX 15mg

50/% 30mg

40/%fL 30mg

20/%fX 30mg

EIfEA&

wHINER

REiEE
HIREZ

HIREZ

TR

HINEE

ENE SR
DOoREIREFTD
HARS ()

254

234

266

231

722

g BB

99F>
BT dem
ot TU
U T
U TU
iold) T
xU TU

PR

EEH SHEEHIC
DMI TR D KR
EHRIBE AR Rz
H5&RE

KIERH S EERIC
DI fefIbEZ
#S5KfE. Aer s
iz ICKkEE m”8

iREE ~BEEIC
INEEARDRERR

BAEICIKIA.
3]

BAE KA.
BhEHESER

L

oE

@&

miE

@E

&

FEID
nE

IREE

RE



AR (NtEFATAE

XTTE

BRI F|ISENERD SNIFTICE. AFDRSZDPIEL. FPNCEYRLEZIT > TLREWV, Fe.
TEDREH. FERPEER, BE. SREVN. . HFL. K@ BR. TR, EBFEREMmenEsEnn a8
RPAERMIBNIZSICIE. BOD CERBEZRZ2TDLD. BEICTEELZET L,

RITEFRZS UICRTNR

ME U O FRUREESZEEE . BEOE2BNBRNIEIC KD RERITEDTRREN S Do, IRz
EREDUYRIN LR T B ENHRESINTNET N2,

7 bE—MREXRENR E Ul REBIRRATKBROH SETORBREBO SNICBEETERD S5, FHIRMASELAEDFR
R, 2AFEMTIIAFA5mgig58T0.161/100 AE. FEI30mMgik 58 T0.061/100 AFET LT,

FIRUCASERIGREFIRMABEN OFMESIE GROREME. JEERN) GEEBES) E18TH Y. LWINHEHRE
DEEHIEICEYF Ulc, RERFRIRMARAE(EGrade 3L EDSEERMASAE & HIBENE LTz,

KEEINATEROEESESIHBAERE (NC-CTCAE) [CEIEGrade0~4(C95E

1) Kim SC, et al.: Arthritis Care Res. 65(10): 1600-1607 (2013)
2) Ogdie A, et al.: Eur Heart J. 39(39) :3608-3614(2018)

HIEEZFL

XTTE

FCEBICEAEEDRFANEL. BEICHND EEBHINEN. BR. [Ell. BRAROERNH SNBSS
[CIE. BPHICEBEREIOERT DX SBEICTEELLZEL,

EENROSNIFESICE. EHXFEEE. ECTRESEZER LTIV, BEEEFLNRD SNEES
[CIF. ABEIDH‘RSZRIEL., B ISERNEZIT> T EEL,

RIBEFRRSUICRRERR

HIL-6PAEFETIF. JHILEZFFHLDUR T EFNRHSNTHUV2, FEIFIL-62 T FILDTFRZEET S EHA
5NTVET,

FEIDO7 FE—MERBRZENR E U REBKRAHBROH ST DBRIBDSNIBEEBRD S5, HILEZFFL
DFERRE. FF]15mgik585T<0.161/100AF. FAI30mgik58¥T0.061/100AFT Lz,

FIRUCBEBREFBESZ (1) TH Y. Grade 3L EDERFHEEZFFL EHIRISNE Ulc. BBREDRSH
LEICE S IHEEZFAIFRO SNEBAT UL,

MREEIUNARRROEEERILEAFERE NC-CTCAE) [CE DEGrade0~4(C1 %8

1) Xie F, et al.: Arthritis Rheumatol. 68(11): 2612-2617(2016)
2) Strangfeld A, et al.. Ann Rheum Dis. 76 (3): 504-510(2017)
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E:F% Iz % R BEVIEVIME. 7SV 7S /bS5 ATIS—EIENEZST

HTTE

E5IEPAE UTERER. FHE HESEERE UTESR. B, B8R KEEREULTHERE., £5F. &E
FOERDHOSNTIZEICIF. ETEEISEET DL OBEFICTHEELLEETV

AEESDICHEERENREND CENG B, FSYRTPIF—EDLRICTHERULTLKEETL, EE
HERHSNTHZEICE. BYRLEZT>TLIET L,

FRITEFIZS UICRIRIRR

fthDJAKPBHERI THHEREREZE DU R I HRBHENTVET,

FRICSVTH, 7 PE—MRBRZFRE U REBRAZBROHSEBITOBREBO SNICBEERD S 5.
FTHRERRE DFIRE(E. AF)15mgiz 58 T3.761/100AFE. FHIZ0MgRSEFT4.961/100 ANET LTz,

BEERERICEET IHEEDEETERIE. WITNOFEIRSHTHROSNEFLTATUR, Fle. BERED
BEPIECESEAICEET 2HEZDEEERDOHERRF. KF|15mgikS5ET0.144/100AF(1 14:) NN -1l

30mgig S8 T0.414/100 A\ (44) TU T,
SKEEIN AT OEEBREERERE (NC-CTCAD) (LB IEGrade0~4I 54

B 7hE—4RERZERIREUIERRRTRDSNGrade 3L ED7 ANSFVBETPZ/ SV
TJx5—ENRUPSZUFPI/FSURTS5—E (BERANES) (EMBEREKRKERDBEAESIIC
H 17 3 REIHSEN)

DINF'VF—TJ15mg 1810 'S Omg 181
(n=177) 8
n/N (%) 9
FPANSFIBTP=/NSVRTTS5—E (U/L)
Grade 3 E 1/177(0.6) 1/181(0.6)
Grade 41 E 0/177 0/181
PSZUPE/RSYRTS—E(U/L)
Grade 33 E 1/177(0.6) 2/181(1.1)
Grade 4 E 0/177 0/181

MREEUNARROEESRILEMERE (NCI-CTCAE) [CEDEGrade 0~4 [C5%




sE7—9

B 7 FE—MRERENRE URFRTRBRTOEEAABRECSIZ7ANSFVE7Z/ S
JAITIS—ERUPSZVUPZI/SIVRTIS—EDR—-RAS AN SDELEDHTE
(58 MABERAREER D BAENES IC B 1T 2 REHASHET)

(/L)
20

Z{EE (95%Cl)

®/89'YF =7 15mg 1818 (n)
TV FZT30mg 1H1E (n)

(U/L)
40

30

20

Z{EE(95%ClI)

Y/NFVFZT15mg 181E(n)
Y/NFVFZT30mg 181@(n)

FPANSFUVEPZ/NSIRATIS—E

&X'y F=F15mg 181E
® YNFYF=TJ30mg 1H1@E

5.0
4.9

4 8 16 20 32 40 52 (8)
177 122 174 176 163 131 155
181 124 175 176 156 137 152

PSZUPEI/NSVRTIS—E

YINFYF=J15mg 1H1E
® 9NNFIYF=I30mg 1H1E

7.6
?6.8

4 8 16 20 32 40 52 (a)
177 122 174 176 164 131 155
181 124 176 176 156 137 152
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S EAhE

XTTE

FEUTEMEE. SEFIFREE,. FRREDERNFERUCIBECE. EMICERT DL EEICTEE
<L,
W P.28[EMZHIRF. JAKPEERIGSDICH 1T 2R, B FIREHCH T2 I0—F rv— ] Z2TSRIIES L,

HENRHOSNIBE(CE. BN CHEXIREE. WECTRERVUMRNARESFZREL. FHIDRS%Z
PIELTLREE WV, Flew Za1—EYRAF AR EDERIEZR (B-DIILAVEDAES BEEL T, YR
WMEZITH>TLIET LY,

BB MR OaEE. FRGEEFFIE. BEREFIEFEEEZEZERLU TITo TLIEEL,

RITFZS UICRIRKR

HEU OV FEOHRERZSOCECRERERG. BEMMRZGHT DI ENENTENMRETNTVET,
FEIDREEY O F 2R/RE ULBRRARICHV T, FFEDERBERZSE CEBRVBEEMMROERINT
W&,

7 bE—MREXZENRE Ule RESEERAZBROHSHENTOBRIBD SNICBEEERD S5, BEMHMROFLRIFER
HENFHATUT

SFREREURIAN U 2 NEREURIAD B KUNEZ OEVERS
ST

ARSI, FRIREUEL . U Y NRERDRUOANET OEVERDHRIRT 2TEMNH D FT . THN
(CIMRIREZIT > TLREV. AFIRSHH, IFPERE1000/mm3, UV /NEKE500/mmi. NEJOEVE
8g/dLOVINHZTE > IIBE(F. 'S5 7%Z T UIRBEED#R ZHEE L T EE L,

FOIRBURA. UV INIREGRIANE . BRREDURITNEFVE T, HE. BE, REEFEREDRPIZRESIE
KOBRNTABEICE. EMICERT DR IBEICEBLTIEE L,

BEENEL. BEHR. B BE. HFV. BUNBEDBMERNRENIISEICIE. EMICEFZITSELS
BEICEEULTLIEE L,

FRITEFRSUICRRKR

FEIRSEGCBWVT, tDIJAKBEER EERIC, FPIREEA UV INBRERAROANET OEVERADER
HENTVET,

7 FE—MERERENR E U REBIRRAZBROHSHETOBREBD SNICBEZTBRD S 5. IFFIREED. U
NERERA B KUANETOEVBERSDOFRIREF. AF15mgik 58 T1.761/100 A%, 0.361/100 AFESKU1.1
B1/100 A, AEIBOMgIRSEFT2.96I100A L. 0.761/100 NEH K U2.961/100AFT Ut

HIRUILBEEBRD S5, EEFC(FIEREORIEICE S FPEREAME,. U Y/ ERRAMNERCBIMEUTDES
WTY, ERRFRIKENMER. WITNDOXREIHGETEROSNFTEBATUR, BREDRSHPIECE > fiFhik
WAEDFIREF. ANE]15mgiR S TIFERH S5SNI AFI30mgig 58 T0.24/100AF 3#) TUT.

BERYV/EEAME. BREODIRSHIECE > Y/ KEMEFVL I NOFEIE S THRD SNERATL,

BEEQEMORRRIF. AE15MgRSHTIFRHSNT . KEIB0MgZ S8 TO. 1R/ 100 AF (14, NE
JOEVED) TUT, BREDRSHPIEICE S LBMDFERERF, AF|15mgikSE#ETIFFRH SN, AF30mg
BRE58TON4/100AE 2. NEJDOEVED) TUT



sE7—9

B 7 FE—MEERERR E UERREER TR S NicGrade 3L EDIFREREGEA . U 2 INERER
MARUNETOEVFED (BENES)

REULASTERND S5, Grade3LIEOFPIREL . U/ NREEARUNEIOE VA UTOEBU T,
§F IR MUR S (Grade 3L L) 3. AHI15mgiR 58 (1.7%) R UARI30mMgE 58 (1.7%) TRH 5N F LIz b
Grade 4l EDFHIREAN G, WINOFFRSHTOHROSNFHATUR, oo WINOHEHTHER
TSP PIRRAMNE X (35BS D IR 5P (CFE S ST PERAMEIF RS SNEFRA T Uz,

U > ) CEREGRA (Grade 3L (&, ZAI15mgiR 58 (1.1%) TRHSNF Uiz WINOHEREDU > ) CEREGH
LH30ELAITHALFE Ulz. Grade 4XEDY > /NERERANERH SNELAT UL,

ANEJOEVEME. WINBGrade 2UTTLR, ERBAMXISEBREDRSPIECESLAMIE. LN
DFFPRSHTHRHSNFLATUL,

YINFYF=715mg 181E ' Omg 181E
(n=177) 8
n/N (%) 7
YFoREREURA (10°/1)
Grade 3l E 3/177(1.7) 3/181(1.7)
Grade 41 £ 0/177 0/181
U INEREGRIA (10°/1)
Grade 3B E 2/177(1.1) 0/181
Grade 4 E 0/177 0/181
AEJTOE VRS (g/L)
Grade 3 E 0/177 0/181
Grade 41 £ 0/177 0/181

SAREEIUN AR OEEERILEMERLE (NCI-CTCAE) [CREDEGrade 0~ 4ICH%E
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B 7 bE—MRERENR E UTERREER COEEARABERE (CHIF BIFRIRE. U 2V /RN UNED
OEVEDR—RS 4 7 H S OE(LEDHT (55 MBIRRHERDBANES C 51T 2 REHASHET)

<§FohIRER>
(/ub)
12 O o — =
828 5){9YF=715mg 1818
200 ©® Y/¥9YF=730mg 1810
o 0
R -830.3
n 40 -954.0
@ 00 12227 -888.2 E %-900.3 -1028.4
% -1200 | -1292.4 -1039.0 -1010.1 E
W 1600 -1002.6 -961.3 -1040.0
-1381.4 -1232.7
-2000
-2400
-2800 T T T T T T T
4 8 16 20 32 40 52 (B)
YNFVF_T15mg 1H1E () 176 123 175 176 163 131 155
DNV F_T30mg 1TH1E(n) 181 125 175 176 158 137 151
<UZINERED>
(/L)
1000 . .
800 DINF'YFZTJ15mg 1H1@
® YNFYF=I30mg 1H1E
000 336.1 278.4
Q4 2700 2235 ' 174.9 1333
& 200 | 2991t T $ 53.4
o 0 257.0 - - < —
. 152.5 93.6
B o 1441 1245 18.9
K<)
B -400
-600
-800
-1000 T T T T T T T
4 8 16 20 32 40 52 (B)
BT YF=T15mg 181E M) 176 123 175 176 163 131 155
BT YF=T30mg 181E (M) 181 125 175 176 158 137 151
<NEZJDOEVE>
(g/dL)
15 Y9V F=F15mg 1818
1.0 ® YT YF=I30mg 181E
:\3 05
LN
o 00
- -0.63 -0.64 -0.53
ﬂmﬂn 0s | 0 273 g9 078 & & 4;
Bl -0.51 T e == s
1.0 -0.75 -0.76 -0.84 o
-1.06 -0.97 ’
15
-2-0 T T T T T T T
4 8 16 20 32 40 52 (8)
YINFVFZT15mg 1B1E () 176 123 175 176 163 131 155
YINSTFZT30mg 1EH1E (n) 181 125 175 176 158 137 151



BERERTRDUAIL ADEBEEL

XTTE

FEWRSRIDRAIU—ZV T &, BEDDEZI U VT ZTO>TLIEE L,
W P.14[%EHF L REAIC KW RAE T DBRATNIIRA A RS A V]| BTERIIEE L,
BREIFFNERNIRNIIBEICE. FEEMESEE L TERZT> T RE L,

RITEFRZS UICRTNR

BEUFFR DA AF v U7 XIcFBHERRDH D EEED U Y FBEICEYPZNRBEINMES S NIIRIC, BRFFRD
AW ADEEHENRESNTVE T, FFIDRETY OV FEBEEHZMRE UCEARNDSE I KU MBERKRHIRICSH
(72 REAHSEET CTBRFTR D A ILADEEH(LDOFEIRR(F. FEI7.5mgik 58 T0.061/100AF. FEI15mgiks
B CTO.161/100 N EFKiGC LTz

7 bE—MEBERENRE U RBRAKBROHEGETORBRIBD SNICAEEERDS 5. BEFRDUAILAD
BEEHEOHREFRHOSNFBATUR,

EEI5EEE

XHTTE

ERPRE[CERIFBEBIER LN ERD SNIBECE. FEIDFSZPRLIEL, FPHCEYBLEZIT > T EE L,
Fle. BEVCOBLG EDER. WRRE, EMZREEEBEENREONDIMEROERFMENZSICIE. EPH
[CEERREZRZTSLD. BHEICTEELLEE L,

FIRF RS ORISR

AEIDBHERREBEROTHREDHNEEERRS ICBVWTEERERE (FF 7« S5+y—. MEMWZES)H
WESINTVLFETD,

BT O F. BEEMRRE. MEMEHRRUT E—HRERDEMNEHEXISREERER (55 I & U IEERRR
B) Tld. SEMBEEORRIFZHSNEBATLU,
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IR

Popllyapr

EREEBREEORRENMRESNTNET, XIFFEORRBRIZFASHTIISHIXRAN. IFECERE
B, BREUVNE. BRESEOREESORRIMMEINTVIT . BEICTHHALL LTHEZERS
ULTLIEEL,

KREPRIEEOREZSH. ERNICRBEOREBZIHRUTLIEETV, T, PUTHERENG O IRICE.
EPDNCARETR EDBNRUEZ1T > TLIEE LY

RITEFRSUICRRERR

BEUEEOREAN-_ALRRZICHASHICRE>TVFERAD, 7 NE—HEEREBE TE—REFELRLT
URIENORE"DFHUE T, Ffe. REIGHHERZEIZEAE. U VNEZSCREEEOY XTI Z5H 5T
BEMEN' S . AFDERRHRICEVWCIERBEREEORIRENAF15mgik 5L H30mgik S TEN oI
CENBHENTVET, Ffe. DIERBRDOURIRFZHI HEHEU DY FEEZNRE LT tiDIAK BEEH]
TH3 T 7 I FZT DBIMGREER DR, BUEE CEREEREEZIR) DFIREICDONT, TNFRESHIEC
T B/\Y'— R (95%(SHFEXR) (31.48 (1.04, 2.09) TH . ISWIEFEXE LBRIFFHIRE L TLIEHHET—Y
V1.8%Z#8Z. TNFREERIBCHT IS MMRIAS NN 2 e T ENMRESNTLRT,

7 PE—MRERZNRE Ul RBRRIHABROHGETOBRBO SNICATERDS 5. BEUEBORREEES.
KA1 5mgiz 58 T0.461/100 A\ F. FKAEIZ0mMgiz 58 T0.861/100AFT LTz,

RRULCBEEBERDOO5. EELEUHEBORRXRE. EUEREGVLDHZSO) TRAHF15mgiR 58 T0.1%4
/100 A (248) . AEIB0OMgiz 58 T0.3/100AFE (58) TUT, Ffew WINDAFIKRSETH., EELGIEEE
BREERTU VNERFRODSNERBATUR, T, BREORSHIECESLEMEBORRXRG. BEES
EWVDBHBD) TIEIAAN5mgie 58 T0.18/100AF (248) . AFIZ0MER 58 T0.3%/100AE (58) TU T,

#* 1D EDDMEYRIRFZEET D50 EDANLFY —~ (MTX) THRATDGEEUD Y FREENRICMTX i N CRESNIoBATmREZ 2R T,

1)Hagstromer L, et al.: Arch Dermatol. 141(9): 1123-1127(2005)

7 hE—MREREBEERREUIERREIR TO. RS HIE C EOEMEERE D FEIRER U5 %S FHXM
(EMBEEARHIBRDBARANERCH (T DRBHSHENDBEEER)

0 @ ongyF=715mg 181E T
50 | @ /tgyF=730mg 181E
7.0 -
6.0 -
50 -
4.0 -
3.0
2.0

1.0 A
0.0 - J~
0-6 6-12 =12 =)

HARS
FIRE/100AEFE 1.8
ANV 0 0 0 0 1 0
UN-2 87.1 87.7 81.6 80.9 56.8 59.7

FEIRFE/100 AL (95%Cl)




8E7 -9

W RIREER TRIE U CARBERZSE TERWVWEMLES (BAANESH)
FEID7 bE—MREREEZNRE UTBRRERICB VT, 15mgik S8 TIREI MU SR 201 I RE
TNTVET,
FEIEDERBERNEE CERVEREEZRIRUBANEHND—E

~ aem e ARIESES _ e e
No. Bl &8 U BHFRE e pommET  oH || LA (R
1 | % 40 15mg| 2 RIGHE 407 i, BU  UEURH | ik
it (BEHBHIEDE I B AR
498 (SHETRE))
e 437 1, BL | PR —
PR

W ERAREABR CHRIR U RBTHIAR Y > /& (HEAES)

FHID7 FE—MREEBRBEETRE UBRARCSN T, BEATOIRETEIED >/ Bl ORRFHES
NERATUR. —7. 30mgiRSETAE & ORREFRNTESN TS [RETHEIAMD > /& HIDSBEAE
BICHRESNTNFET,

7 NE—ERERORE £ DERINER LHBICED I ENBUFRT. DLW\ EXIEEERTHREBZNRR
(EREANOU V) EREBEOBRG L) 2RI < RT 0,

FEIEDERBRNEES N TV B RETHIZMEY > NEZFIR U AEAEHN D—E

AR SHIE — -
i *ﬁ“ = O, . ot — = %\- E'Jf'ﬁﬁﬁ(u —-1= $§“0)
No- HEI:J"J Eﬁ ;Q[a—‘% m“ﬂiﬁﬁg I:I{#ﬁ ﬁﬁﬁ g%;ﬁ;)ﬁ*ta) o2 i‘]?%mﬁ EEI mE
1 % |50 | 30mg RKETHIRRMY EFEHES 194 REER ARIOLE ROE  FLk
= U INEE 7UIbF—
(RILLZILTER)

B ONTIFZJRREERTO. REETHE U LEMEROREIRIANR (2021488 158 R)
(ERPRELER CFERBIRVTIHRE S0) DHSHFOEEERELT)

7 B#

15mgig5EE 30mgir 58 15mgiz 58 30mgir 58
(n=6,948) (n=4,960) (n=417) (n=405)
# (#+/100.A5F) HREREE AR HEREEHARS FoERER AR #oIREEHEAR
(95% CI) 16,034.2 A\ 9,658.7\F 1,075.1 8 896.2 N\ F
169 (1.1) 159 (1.6) 11 (1.0) 7 (0.8)
(0.9, 1.2) (1.4,1.9) (0.5, 1.8) (0.3, 1.6)

64 (0.4) 1 (<0.1)

NMSC*

(0.3,0.5) (0.0, 0.5)
NMSC7ZFR< EI4IES 105 (0.7) 10 (0.9) 7 (0.8)
(0.5, 0.8) (0.4, 1.7) (0.3. 1.6)

* SFREEREE
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DIERER

XHTTE

KB EDRERBERIEBESHTIEHB I FEBAN, DEFEE. MEDEDDMERBERIHREINTVET, (D0
BEREROFHEIFEH D VIERIREDNHSNIEIBEICIE. FEPCEYRLEBEZ T > TS,

ARIDIRS(CEKY ., $£ILUAX5FO—)b, LIDLOVAFO—)b, HDLOLVZAFO—-ILRONU I UEYU ROER
ZDEERBEEERENREND CENGNF T, FHNBZREZTV. DOERBROFRICIFToITFRELTL
2E0.

FIRKLF 135S O CHIRIRT

TREMEREMREBEE G, EENBRNEREBICEVDMEREROUATDLEENROSNTVETN234, 5
B R EDMERBROFRRE OBERIARETIN, FEIDEARHABR TIFFRSBEEICHLIVZAFO—)b, LDL
JUAFO-)b. HDLOLZFO=ILRCMUT UL ROEIIHN RO SNTVET, CNSDIEEDIEIIHANTI
BEREROFRIREICHEELZNFINASHICHE>TOWERA, e, DMBERBEROU A TIRFZEHI HEE U D
YFEBEEENRE UDIAK BBERITH S b7 7 Y F 2T DBNERAER DR, TEROMERER (Major
Adverse Cardiovascular Events: MACE) DFIRZE(CDWT. TNFFEEFIEEICK T B/ \H'— REE (95%EFEXR) (&
1.33(0.91, 1.94) T ). ISWISFAXE LRRIFFTHEREL TVLIESHEY—IV1.8%BA. TNFEEESRIBE(CKT
DIEHUNREESNIBD 2T ENREINTVE T, Ffe. FEITH, BAHBREODBEREBSICEWVT. DIME
REROEENMRBHSNTVET,

7 hE—MEBRERRE UTCRIBBRAABROHSBENOERIBOONCAEERD S5, DINERBEROFEA
E(F. XE15mgik 58 T0.261/100AF. FFI30mgk 58 T<0.161/100AFT LT,

ERURDMERBROBEERIF. WINOHIEBIEMHMEDTH Y., IXTGrade 3ULETUE, Fleo WT
NOBRHBEGDMEBREHTSIN, BREOKZSPIECEDF U,

#*1 1D EDDMEYRIRFZE I B50mULDANSLF YT —k (MTX) THRATABEEHU OV FBEENRICMTXHR T CRESNOBNTIREZEMHBRTT,
*2 KEEUAAMRMOEESBRHABAERE (NCI-CTCAE) [CBDEGrade 0~4(CH) 18

1) Zegkos T, et al. Ther Adv Musculoskelet Dis. 8(3): 86-101(2016)

2) Agca R, et al. Ann Rheum Dis. 76(1): 17-28(2017)

3) England BR, et al. BMJ. 361:k1036(2018)

4) Castafeda S, et al.: Best Pract Res Clin Rheumatol. 30(5) : 851-869(2016)

sE7-9

W RAREER TRIE U ARBRZSE CERVDMNERER (HEANESH)

AED7 PE—MEREREEZRNRE UEBREERICE VT, 15mgig 58 CIEBBEMRIZRR [/ 141"
BREINTLET,

AR EDARBRNBE TERVDMERERZRIREUCBEANESD—E

) A 5 FEESHIENS = -
No. %5l Fin oA BERZ A 2R IR AEOUNE
1 8 | 20 | 15mg  /\iIm 65 BEERCT :/)\AxHiIm =15 thik

A SEEEMVIRI : 75/) B chSRE8 0D/ HE T



R ERRIARAE . S 4\ TF —

XHTTE

REWRSHIC, MBI L7 FVIRARFF—E (CPKEDEBIINMENS ZENHZDT, FELTLEE L,
BH. WRFERCIE. FHCPKEDENIFRSE4BF TERH SN ZNLEOCPKERZEELFEBATUT.

FEPEEOHNRE. LUN, ROBHAFREBBICIRDBE, BIEHREE. 4 /\NF—IRONDERDFEIR
[SEFRULTLEE L,

RIBERF2S UICRIRIKR

AERSEFICS VT, OIJAKBREHIEERIC, CPKIEDIENAERH SNTVET, BdE. JAKREZEIICKLD
CPKIEDIBNIIAFEE & IFBBRIF<ELD T ENMRESNTVLET Y,

7 hE—MRERZENRE U REBBRAZBROHSETOBREBO SNICASTERDS 5. BIEHREE. =7
INF—DHEIFRF, £EF15mgik 58 T<0.161/100 A F. FEI30mgix58£T0.061/100AFET LT,

RIREUEZSERSS,. EEGMP I U7 FURIARFF—CEMNEEF15mgiZSETIHRD SN, KA
30MgiE S CIIFBH SNF B AT U BREDRSHILICE S 12T U7 F VIRARFF—CEBIORIREE. AH|
15mgiR S8 TO. 1558/ 100 A (114) . AFI30mgiR 58 TO0.1#4/100AF (24) T LT,

1)Nash P, et al.: Ann Rheum Dis. 80, 1: 71-87(2021).

=1

8E57-9

W ERAREER THRIR U - ARBRZ T E T E &V EIEARIEFE (51 E AES)
KEID7 FE—HRERBEERNRE UTZERRHABRICH VT, 15mgiRSE CREERIRE 1 fIhSRESNTLE T,

FEIE DERBIRIEE TERVEN AR Z IR U B AR D—ES

’ v -1] [ AR SREIEDS = =
No. ™5l £Fin g SWER= SIRE O @) e R AFEOUE
1| 5 208t 15mg R 85 IUPFUEF—F @E ok
RUARAE 1682 U/L
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Ez -l-\ =
EREBEISE .o ramoLrrovsnssss

XTTE

FERRSHIC, III]EF'91/75"-_‘/1 DENNMRENDZENHBDT, FRULTLEE L,
BRAREIRE LT . BRRE. BRAFR. KEZSEEDERNHSNIBEICIF. ERMICERZTSKLD
BEICTIEELEEV

RIFKFIGSUICRITINOR

AR CR IS MRS EERUT, AFRSHTOMBET L7 F Z VEOFIENEDBIMECHNEEDH 5
nF Ll

BB JAKRREZERIC KB MET L7 F Z NEOREEN S BEREEREE & FREFRB<ELD I EM/EINTLETY,

7 hE—MRBRERRE U REBRAKBROHEFBTDBERIZD SNIEBEERD S 5. BREEEESORIFEL,
2!:%']1 5mgi& 58 T<0.161/100AfF., AHFIZ0mMg% S8 T0.161/100AFET LT,

REUEASERD B, WINOXFIZSH CHEBREDIRSTILICE > IcBREEEEFROSNFLRATUR,
Grade 3 EDMMET L7 F = VBMIFAEI15mgik 5B TIERH SN T AHIZ0Mgig 58 T2%(0.1%) TUT
Grade 4 LD T L7 FZ BIIEAFIZ0MgR 58 T14(<0.1%) [CBRHSNF LT,

MREEIN AR OBZERILBAERZE (NCI-CTCAE) [CEDEGrade 0~41C9%8
1)Nash P, et al.. Ann Rheum Dis. 80, 1: 71-87(2021).

B

Papllyapes
BHNHSDNIIZEICE. EBICEREEZREZT DL IBEICHEBLTI LTV

HIHSF RS U ICRIRIAR

SELGETEHNURIEURER :

RARSHBROHESFITRBRICBVNT, INT I FZT30MgRSEHTIIUNTIYF ZT15mgiR 58 B LT, B
DHREENBLBUELR. UhUBHS, BFRIRTHRESNIBRDEEAEH, SBBM. GEl. HULES
BEDRNBREFUTVIEENSENTNBTENS, BERBENURTELTRELE L.

2022688 15EBANRET — I ERE U™ /V9 Y F =T D30mgR UM Smgt BB S £ [CH1T BB
ARV NOBBEETHE UREREG, V/V9YF 2 730mgiR584(4,01461)T2.2861/100 AE. H/S9YF =T
15mMgiF 524(4,2246) T1.7961/ 100 AET UTzce 9/89 Y F ZT30mgie 5EZFBBREE. 9/N9YF =T
15MgiE 5 EB I EHBREELRUT, BHFANY MERRT ZTERN1.31EBh > EMBROSNELE
(N\P'—RE 0 1.31. 95%{S5EXRI1.08, 1.59. BEK¥ : 0.007), 9/NF Y FZTDLABRHSENETACHIT S
7 FE—EREA DB A RV FOBEEE CHEE UL RRREUTO LB TY,

7 hE—MREREBECHITZEMANY FOBRBETREUCRRERF. YNNI YFZT30mgiS58KR015mg
RSB TETNZENI 9661/ 100 ANFEH KUN.2261/100AEFET LT,

¥1 DINTYF =T 30mgR UM SmgE BRI R EDF, 2RI REFOBRNEL TH Y. 0/VFYF =T 30mgh U 1 5mgDmAEZ I TU CRERE(C
‘52 CORBRZESHFUIC (VDY T BEETE R, 77  E— R ER CEBERER. 70— VRDEBRNI SENET) .

#2 2EBRHGEINERICE. D/VTYF 2T 30mghU/XIF1 5mgZRIIR S UL NCOIFERERN U FER IR SHBRZSDRU (BEUD YT B
AEMEFZR, EE M BN OXIREEE R SR VAR B HERIERN, 7 M E— MR ERBBIEAIEN. 70—V ROABRN ZENET) .



BIEERAAA R 7 E—ERZER

BIfEA—&

RARGLER C BT B EFA—E (EFRIEEEER)

7 bE—MRERENRE U ARIDOE MEEREERR, SBRESN . BWEAO—BEZUTICRULE Y (BIRE

HARY 15mg:1,407.0 A£E. 30mg:1446.5A%),

SEIEA

(n=1372)
n/ (%)

538(39.2)

DINSIF =15l 58 ReJAv b s iclo]  f-c v

(n=1380)
n/ (%)

664(48.1)

MBS LTV INREE 25(1.8) 52(3.8)
=i 4(0.3) 14(1.0)
KEKIEE M 0 1(<0.1)
E9=UB RZMEM 0 1(<0.1)
SFESERIENIAE 1(<0.1) 0
IRIMERRIAME 0 1(<0.1)
HImERR 1(<0.1) 0
A A DIENIER 0 3(0.2)
BIMERIEAIAE 3(0.2) 0
BMmEREAME 0 5(0.4)
U>INEIGIRIE 1(<0.1) 0
U/ B 1(<0.1) 0
U~ ) \NEREE 4(0.3) 5(0.4)
U~ JNERRIAME 1(<0.1) 5(0.4)
AIRMERAE 1(<0.1) 0
BERRANE 0 1(<0.1)
YFPEKRIAME 9(0.7) 25(1.8)
SFRERIENIAE 1(<0.1) 0
RINERRANE 0 1(<0.1)
M| \HRRIAMAE 0 1(<0.1)
/| RIS AAE 0 2(0.1)
RER 0 1(<0.1)
ElES 0 3(0.2)
SRR 1(<0.1) 0

XM, RRESSCEIGHES 1(<0.1)

REZEH 1(<0.1) 0

BB JUREES 2(0.1) 5(0.4)
SHEE 0 1(<0.1)
HiE 1(<0.1) 1(<0.1)
ZRR SRR 0 1(<0.1)
Hig 0 2(0.1)
[ElEREsHFE L 1(<0.1) 1(<0.1)

IRfEE 10(0.7) 25(1.8)
ERERR 0 4(0.3)
BAE 0 1(<0.1)
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DINT Y F =7 15mgigS5EE

(n=1372)
n/ (%)
BB 0
fERREFE I 0
T UILF— SRR 1(<0.1)
RSA7A 2(0.1)

ERDNIE
BRRES
EREKFE
iR
ROEERE
BRZ SFAE
REREE
RETE
IRIGRZEE IR
BRI Z SFEAE
TURIEN
AR
ERFSm
BRI IRFAE
=
TRRRRIR
HELRMEREIR R
IRERRERR
B ERARR
R
ROEE
AR
HFEFED
EREREZIRIE
BEEE
ARERARE
AR ERE
L]
LAEERE
O/0OsX
ATFIEREAN R
7 IIMER
EBERL
=l Ak PN
fEhp
e
TR
B=
BR=
OrEzIE
111 2 =12 0=
HIERR
i NEE

(<0.1)

(<0.1)

(0.2)

(<0.1)

(<0.1)
(<0.1)

O - - OO0 O 2 0000 WwWouooooo — oo — o

0
1(<0.1)
54(3.9)
1(<0.1)
2(0.1)

1(<0.1)
1(<0.1)
2(0.1)

1(<0.1)
1(<0.1)

1(<0.1)
1(<0.1)

1(<0.1)
3(0.2)
1(<0.1
1(<0.1
1(<0.1
1(<0.1

—_ — — ~—

1(<0.1
1(<0.1
1(<0.1
1(<0.1
1(<0.1
1(<0.1
1(<0.1
1(<0.1
1(<0.1

—_— — — — — — — ~— ~—

1(<0.1)
1(<0.1)

ACw))
3(0.2)
2(0.1
6(0.4
5(0.4
1(<0.1
1(<0.1
1(<0.1
1(<0.1

=z T —

—_ — — ~—

4(0.3)

19(1.4)
1(<0.1)

3(0.2)

5(0.4)
1(<0.1)




DINT Y F =7 15mgigS5EE

(n=1372)
n/ (%)
BeE 1(<0.1)
BR{E 0
Bl 2(0.1)
BHEEEE 0
BR 3(0.2)
BEEE 2(0.1)
EEEEEnER 1(<0.1)
JHIE2sR 1(<0.1)
BREYREERS 0
SR 1(<0.1)
B#iE% 0
BEBE~NILZT 1(<0.1)
BEMERREIREY 0
OEkER 0
OfFAIT 0
ORFAERRZAR 2(0.1)
FERIE 1(<0.1)
=y 16(1.2)
AHBIEE 0
SRR 0
Ork 0
&0t 3(0.2)
—fi% - ERIEESSTIRSEHRIOIRE 39(2.8)
I IRE 1(<0.1)
BB AR 1(<0.1)
FaE 1(<0.1)
ER 0
TIRRR 0
RN 1(<0.1)
EAELZRE 1(<0.1)
EAETR 1(<0.1)
S 9(0.7)
UUK R 0
RREENH 0
AVIIWIVTEES 9(0.7)
Rk 2(0.1)
I\iEER 0
KA MEFE 1(<0.1)
&R 1(<0.1)
Fzh 12(0.9)
BREBBREDIAE 1(<0.1)
FERR 2(0.1)
EAERERR 3(0.2)
BB E 0
FiBERES 2(0.1)
FTHsaEEE 2(0.1)
BRRAT 0
FFR 0
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DINT Y F =7 15mgigS5EE

(n=1372)
n/ (%)
FHfaEe 0
FFiER 0
BEUILE VME 0
RERES 2(0.1)
TFI4SFIV—RIG 0
BY7UILF— 0
TBEE 1(<0.1)
BE7LILF— 1(<0.1)
BEYES S US A RAE 314(22.9)
= 0
TURZ RS 0
REEW 3(0.2)
TRk 1(<0.1)
HHERMEREE 0
NIV RSIE 1(<0.1)
LR 2(0.1)
[EXR 6(0.4)
AIITBER 0
o) 0
LS 3(0.2)
SRR 1(<0.1)
BRI 1(<0.1)
fERER 5(0.4)
A LA EERER 0
JOF9A VAR 2(0.1)
FEERER 2(0.1)
MR EN 1(<0.1)
REARIKEAE 1(<0.1)
MOEERIAEE 1(<0.1)
=y e 1(<0.1)
B 2(0.1)
fE 1(<0.1)
ANIVRZMIREE 15(1.1)
[=Hi 2y st 1(<0.1)
BRARMERE 1(<0.1)
I7ONTYT—Rk 1(<0.1)
Fis 1(<0.1)
KIZEE PRSI 0
SIEEHER 1(<0.1)
ARk 1(<0.1)
TRUIRE MRS 1(<0.1)
FARRAE 0
Eaw 24(1.7)
BHEIRE 1(<0.1)
e 11(0.8)
DA Z)VIEBR 2(0.1)
BER 4(0.3)
DA LA EBBR 1(<0.1)

’ <)

1(<0.1)
1(<0.1)
1(<0.1)
2(0.1)
1(<0.1)
1(<0.1)
0
0
359(26.0)
1(<0.1)
1(<0.1)
1(<0.1)
1(<0.1)
1(<0.1)
0
4(0.3)
7(0.5)
1(<0.1)
1(<0.1)
0
0
0
12(0.9)
1(<0.1)
2(0.1)
2(0.1)
1(<0.1)
1(<0.1)

3(0.2)
10(0.7)

2(0.1)

1(<0.1)
1(<0.1)

1(<0.1)
29(2.1)

8(0.6)

7(0.5)
2(0.1)




(=N w4
FEERERfHA LR
[ESAIAS

FEOR
NUVINVF—F
ANIVRRMERER
ANJURRARRRZ
BHHANJLRZ

ANILRRDA U R R

HIAEZ

REERRIEHINEE

BRETmRES
BERRaEs
ZHIE

=ity

TR
AT
HERIRA
HARIKEIRFE
B
KiFRES
IREERN
BIEREX

PR MR
TRUERR
HHEED > ) VER
ISEF RS
el 74
ENJLRR
_FIREER
BEHVISE
MEEE
EREREAMEA LR
IRFaEE
OFH>YISIE
OREAN)LRZ
FEERRN

HNER

hER

SR ER
TR

AV TSUNEBER
IS g SR
IHEEARE
IHEER

LY S IRE M IRERERN
IHEE RN

Z1—FVRAFR - AOXRFARiR

DINGIF =T 15mgiR S8 Lol A e eli] -
(n=1372) (n=1380)

n/ (%) n/ (%)
1(<0.1) 4(0.3)
0 2(0.1)
1(<0.1) 1(<0.1)
1(<0.1) 0

0 1(<0.1)
0 2(0.1)
2(0.1) 6(0.4)
32(2.3) 35(2.5)
2(0.1) 1(<0.1)
39(2.8) 67(4.9)
1(<0.1) 2(0.1)
2(0.1) 1(<0.1)
0 3(0.2)
3(0.2) 5(0.4)
13(0.9) 8(0.6)
0 1(<0.1)
4(0.3) 8(0.6)
1(<0.1) 0
9(0.7) 11(0.8)
1(<0.1) 0
1(<0.1) 0
2(0.1) 0
2(0.1) 6(0.4)
1(<0.1) 0
2(0.1) 0

0 1(<0.1)
1(<0.1) 1(<0.1)
5(0.4) 9(0.7)
0 2(0.1)
43(3.1) 37(2.7)
0 1(<0.1)
2(0.1) 0
5(0.4) 9(0.7)
1(<0.1) 2(0.1)
2(0.1) 5(0.4)
33(2.4) 51(3.7)
0 1(<0.1)
3(0.2) 1(<0.1)
3(0.2) 3(0.2)
0 1(<0.1)
0 3(0.2)
1(<0.1) 0
1(<0.1) 0

0 1(<0.1)
6(0.4) 7(0.5)
2(0.1) 2(0.1)
2(0.1) 0
1(<0.1) 0

47

af | e



48

B

XA DTSRRI
P&

=t

e w
BB R

RRZAE

old k]
RS™A JL A%
KUBRR
AR RE RS
A IV AMRIERRR
SATER

BUmAE

BISHER

7 S MBS
KEHVIS

R Rk

RMERE

TRORE MRS
T ROBRE MRS
T RORERS

T ROBRE MDA
TRURER SRS
R T HEfRE

R ER

B

paici{=F

=

IR
TR

LY D EREM R

B PRI RR

Kz
KIEFRBEE DA )V RER
A )L ARG

A4 )L AHIREER

DA IV AM LB
HESERIR A DI E
HIEEERRS
TROBRE RIS

DINTVIF =) 15mgik S5 UI\"9‘~>9;—:7“28)mg?§5§¥
n=13
n/ (%)

(n=1372)
n/ (%)

8(0.6)
0
1(<0.1)
1(<0.1)

7(0.5)
1(<0.1)

1(<0.1)
2(0.1)
1(<0.1)
3(0.2)
1(<0.1)
3(0.2)

2(0.1)
6(0.4)
1(<0.1)
1(<0.1)
3(0.2)
3(0.2)
1(<0.1)
3(0.2)

1(<0.1)
5(0.4)
1(<0.1)
3(0.2)
1(<0.1)
4(0.3)

4(0.3)
2(0.1)
2(0.1)

2(0.1)
2(0.1)
2(0.1)

1(<0.1)
40(2.9)
18(1.3)
1(<0.1)
1(<0.1)
1(<0.1)
2(0.1)

9(0.7)

1(<0.1)
1(<0.1)
1(<0.1)



B, PEBIUNESHIE
BN BB
R B EFEYS
S
EnfEl
FGHR
AREN
BR
REZRIS
DOF ViEEGHIE
BIBR
Iﬁﬁﬁ

SZUTVZ /NS VRIS —TEN
v7\/\°5=\=/@7:/I~7/1717 B1E

B U/ VEREEM
Meh7 JLAUKRR T 79— L1l
meeEUJLE Vi
Mo ZA 50— )LIEAD
Mo L7 F Uik Rk —21Ehl
meho L7 F = g
MohZEES R
mep 7" RERE
SEINh o' 07> E #10
MmehkiR
mchy g
mELS
MmUY RIED
MePFRESIENN
FROPIMAS
FELER
CDA4U /I NEREIA
CD8 U /\ERBE D Z=imA
CD8YU VKRS
DS
DER QT BREE
SFERTREL
SFEREREEN
YFBRERE 73 ZRIEND
r=IWIZIVNS YA TTS—EHENM
FREp T RFERS 14
AEZOE VRS
IDEEUEND
ANUINT I — 1B
FrEssRtEm

EESIEN0
TR R
TR EE LR
{KEEEUREBEN

(n=1372)
n/ (%)

122(8.9)
16(1.2)
1(0.8)
1(<0.1)
1(<0.1)
1(<0.1)
4(0.3)
45(3.3)
3(0.2)
1(<0.1)
1(<0.1)
3(0.2)

4(0.3)

1(<0.1)
3(0.2)

(@]

1(<0.1)
1(<0.1)

DINGIF =T 15mgiR S8 Lol A e eli] -

(n=1380)
WACH:

7(0.5)
2(0.1)

1(<0.1
1(<0.1
1(<0.1
1(<0.1
0
0
1(<0.1)
1(<0.1)
146(10.6)
19(1.4)
15(1.1)
1(<0.1)
0
1(<0.1)
7(0.5)
72(5.2)
1(<0.1)
0
0
2(0.1)
1(<0.1)

—_ — ~— ~—

2(0.1)

1(<0.1)
1(<0.1)
1(<0.1)

1(<0.1)
1(<0.1)

1(<0.1)

1(<0.1)

1(<0.1)
10(0.7)

1(<0.1)

1(<0.1)
1(<0.1)
1(<0.1)

3(0.2)

49

(=111

HBEDit S N U FF St

=
/A

XS

ail
S

HEEE O M4 it ant e S Hrdm

MEES NN HFELCH ), el

af | e

S\

FEck ), oty O&F



50

DINT Y F =7 15mgigS5EE

(n=1372)
n/ (%)
U~/ NEREURIA 1(<0.1)
U~/ NEREUEND 1(<0.1)
UV INERFZRERE 0
EOFRMERS RSN 1(<0.1)
BARREEND 0
BEERTFE 0
FFa3IFS—HiazE 1(<0.1)
SFORERERRIA 14(1.0)
SFOREREEN 1(<0.1)
YFPERE D RiRA 1(<0.1)
YFPERE 3 ZRIEND 1(<0.1)
/) \iREEEN 1(<0.1)
FRZEH 1(<0.1)
FRIPZERRG M 4(0.3)
IRIMERESRE 2(0.1)
TU > INEREURA 1(<0.1)
NSURAT7ZF—ELER 2(0.1)
BE~Y—H—Lt8 0
FRep S N RBS 0
RO/ —5"/#0 1(<0.1)
HERD 1(<0.1)
{REELENN 19(1.4)
BIMERER 4(0.3)
BImEREEN 1(<0.1)
FREPEMERRS 14 1(<0.1)
HBXUREES .
BAURIER 2(0.1)
FEEREE 0
TR 1(<0.1)
BS3JUAXF0—)VINEE 5(0.4)
BAYD LAIME 1(<0.1)
=S ME 1(<0.1)
B NJUD LMAE 1(<0.1)
EhUZ'UEYRITE 3(0.2)
SRESINE 5(0.4)
BATTE 0
xRz 1(<0.1)
RE 1(<0.1)
E9=DRZ 0
HEBRBSIURSHEES 14(1.0)
FalElEES 1(<0.1)
REEIR 1(<0.1)
R EshETE 0
] 1(<0.1)
BRaR 1(<0.1)
HERIRZRH 0
REEIOw D 0
RS 0

3(0.2)

1(<0.1)

1(<0.1)

1(<0.1)

1(<0.1)
10(0.7)

2(0.1)

1(<0.1)
1(<0.1)

5(0.4)
1(<0.1)
1(<0.1)

24(1.7)
6(0.4)
1(<0.1)

2(0.1)
2(0.1)
1(<0.1)
7(0.5)

5(0.4)

3(0.2)
3(0.2)
4(0.3)
1(<0.1)

1(<0.1)
20(1.4)

2(0.1)

1(<0.1
1(<0.1
1(<0.1
1(<0.1
1(<0.1
1(<0.1

—_ — — — — ~—




DINT Y F =7 15mgigS5EE

(n=1372)
n/ (%)
5/ipege) 0
HEERIRE 0
e 2(0.1)
PSR 6(0.4)
IEERRETE 0
T 2(0.1)
TuR s 0
TSR AL AR E 1(<0.1)
B, BESIUHERIHAOHEY (BRBIURU—-TFEIE)
7Z2703J)LRY 1(<0.1)
RIPIIEERRES 1(<0.1)
£k 1(<0.1)
fEiE 1(<0.1)
ER R 1(<0.1)
TSNP HUIN—T 0
BER A LAE 1(<0.1)
A 5(0.4)
KEEHaRE 0
HERES 33(2.4)
= 0
FIREAEIRES 1(<0.1)
J)\BsiHH I 1(<0.1)
AREE 1(<0.1)
FEhEHEN 5(0.4)
KERE 0
GEFES 20(1.5)
HE B 1(<0.1)
IBARAE 0
i3] 1(<0.1)
= 0
GEFES 0
Bk ZERES FEERE 0
LHEMUFELEBRR 0
=1 —0/F— 1(<0.1)
BRE 1(<0.1)
ANIVRR 1R 0
KT HIDIREE 1(<0.1)
tEER 2(0.1)
K 1(<0.1)
SRERMOERR 0
it 0
EHES 13(0.9)
RBRRE 2(0.1)
BNy 2(0.1)
RS 1(<0.1)
ARRRZEIMES 0
WiBEEE 0
5755 0
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DINT Y F =7 15mgigS5EE

(n=1372)
n/ (%)
S5DfR" 1(<0.1)
NRIE 0
WEOBETAH 1(<0.1)
UER—IR 1(<0.1)
UER—TTE 1(<0.1)
FEHfEE 0
EEEARRINSDES 0
e 1(<0.1)
INZwIFRIE 0
EHETDRE 0
lEiRfEE 1(<0.1)
ARV 1(<0.1)
BRE 1(<0.1)
BRTR 1(<0.1)
BHLURIBES 13(0.9)
TZIVT=VER 3(0.2)
BEPRAEEE 1(<0.1)
[MpR 1(<0.1)
B 1R 1(<0.1)
REYIE 1(<0.1)
TRRESERR 1(<0.1)
SEBR 0
ZIR 1(<0.1)
EHR 3(0.2)
REE 1(<0.1)
EERBSUAEES
AR 1(<0.1)
FLEEX 0
HEER 0
FEIE LR E 1(<0.1)
PR REHE 1(<0.1)
FiefE 0
B 0
FRFREAREIR 0
A% 2(0.1)
NSRS 1(<0.1)
mFEAR 0
BUTZRARA 1(<0.1)
tEERE 1(<0.1)
IFOR2S. HERE & UHRIES 39(2.8)
RETE 1(<0.1)
R 4(0.3)
A9 0
A 18(1.3)
IEZINESE: 5(0.4)
SHim 3(0.2)
fif = 1(<0.1)
S 0

1(<0.1)
2(0.1)

1(<0.1)

1(<0.1)
1(<0.1)

1(<0.1)
1(<0.1)
1(<0.1)
0
0
1(<0.1)
12(0.9)
2(0.1)
4(0.3)
2(0.1)




DINT Y F =7 15mgigS5EE

(n=1372)
n/ (%)
OIREIREER 6(0.4)
IREERERR 0
BtgzK 1(<0.1)
1) 0
i A 2(0.1)
FEEAE 1(<0.1)
FifETE 1(<0.1)
IR AEIA 0
FUILF -8R 1(<0.1)
2k 3(0.2)
EISMES-HMm 2(0.1)
RIS 0
InERFREER 0
IS 1(<0.1)
HES LUK THEEES 210(15.3)
B 132(9.6)
ERHSE 0
BREET SV 1O ER 1(<0.1)
HARAILAE 0
BH=ERE 3(0.2)
FMIRZRRTEIE 0
NFE R EAE 1(<0.1)
K& 0
AR 0
KEZERE 0
RZiER 2(0.1)
SEREER 9(0.7)
P UILF—EREER 0
7RE— MR ER 32(2.3)
FERNRZ SR 0
BRI R R 1(<0.1)
s 2(0.1)
b ZyNualil] 1(<0.1)
P23 6(0.4)
BT 3(0.2)
bk AE=ZEE 1(<0.1)
EERRER 1(<0.1)
THRRA 0
Eannd 2(0.1)
SEE 1(<0.1)
ERE 0
E=y il 0
TV 0
FRRIRE 0
FRETRER 1(<0.1)
BT 1(<0.1)
a8 0
RS 1(<0.1)

3(0.2)
1(<0.1)
1(<0.1)
1(<0.1)
290(21.0)
217(15.7)
1(<0.1)
0
1(<0.1)
2(0.1)
1(<0.1)
0
2(0.1)
1(<0.1)
1(<0.1)
2(0.1)
10(0.7)
1(<0.1)
19(1.4)
2(0.1)
0
0
0
4(0.3)
1(<0.1)

3(0.2)
1(<0.1)
2(0.1)
1(<0.1
1(<0.1
1(<0.1
1(<0.1
1(<0.1

—_— — — — ~—

1(<0.1)
1(<0.1)
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DINT Y F =7 15mgigS5EE

(n=1372)
n/ (%)
b2 0
OB ER 1(<0.1)
MEEERZE MR ER 0
TERREBIER T 0
NIERERTER 1(<0.1)
ZOFERE 4(0.3)
RETRX 1(<0.1)
E:35d 1(<0.1)
e 1(<0.1)
WREEKEZ 0
B4R E 3(0.2)
ZOFEMRTE 2(0.1)
I\OKFEMERZE 0
BE 2(0.1)
)4 0
i 2(0.1)
BERIERER 3(0.2)
HEZEE 1(<0.1)
REREE 0
R ERI 1(<0.1)
REEs 0
R FEfRZE 1(<0.1)
R ERERE 1(<0.1)
&R 2(0.1)
R ERERR 0
BXEF 1(<0.1)
hE 4R E 0
E77v2> 6(0.4)
SRMTaR 0
MmeEEE 5(0.4)
PRBR AR MNASTE 1(<0.1)
HHL 1(<0.1)
FTh 0
=mE 3(0.2)
L1/ —R& 0

1(<0.1)
2(0.1)

1(<0.1)
1(<0.1)

3(0.2)

1(<0.1)
2(0.1)
2(0.1)
3(0.2)

1(<0.1)
6(0.4
2(0.1
2(0.1
2(0.1

—_ — —

2(0.1)

2(0.1)

2(0.1)

1(<0.1)
1(<0.1)
1(<0.1)
7(0.5)
1(<0.1)
3(0.2)
0

0
1(<0.1)
1(<0.1)
1(<0.1)

MedDRA version 22.1



EREREERIC B33 B EIFA—8 (BAAEH)

7 FE—M4RERZEMRE U ARIDEARIERN STRESNTe. BFAATRRUCEBWERD—BEZUTICRUET

(KSRREEHBRS 15mg: 2255 A4, 30mg:228.3A%).

=EIER
MEHLVU Y NRES
&alm
U > INERJE
U > INERRIAME
YFRERIRAME
H& S URIBES
RFEENEHET

7 Db — SR

AEEBA IR
RSB

G

TR
HEANILZ7
FERIE

B
SRR
ORIk

—fi% - EREES SURSEHIOIRE

B89V F =7 15mgia e (2

F=7'30mgit 58
(n=181)
n/ (%)

77 (42.5)

A TAE
BER
RAYMRE
Fzh

FFRBERES
FTHERER S

BRAES &K UHERE
REW
)
s
Fan
jeae)]
DAL AEBBR
HEPIN
BN LR
ANILRA DA )D AR
HIREE
HEBEEEIRaEE
e ebyeiabes
BEREs
ZhifE
=2k
AVTIIVY
HARIKEERS

1(0.6)
0
1(0.6)
0
0
39(22.0)
1(0.6)
0
0
1(0.6
1(0.6
5(2.8

= = T

46(25.4)
1(0.6)
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DINTVF =7 15mgigS5EE

LB S UAEES

FFOREE. HIFRE & UHithRIES

’ <)

(n=177) 8
n/ (%) %
CR S ERE 2(1.1) 2(1.1)
_HIAEERS 5(2.8) 2(1.1)
OOEANILRZR 3(1.7) 6(3.3)
hER 0 2(1.1)
Z1—FIVRAFR - AOXRF AR 1(0.6) 0
Fifise 0 1(0.6)
=7l 0 1(0.6)
SRS 1(0.6) 1(0.6)
7' RO BRERRER 1(0.6) 0
EBHEE 0 2(1.1)
kA 2(1.1) 0
FRESREG 1(0.6) 0
EGHR 0 1(0.6)
BEFRIREE 10(5.6) 8(4.4)
PSZUFPZ/NSYRAT T S—PEN 1(0.6) 2(1.1)
PANSF BT/ NS VAT 5—E1ENM 1(0.6) 1(0.6)
Y =FILIZIVNS YR T TS—EEN 0 1(0.6)
ANEZOE Vi 1(0.6) 2(1.1)
FFERLtE 1(0.6) 0
U > NERFERERH 0 1(0.6)
BRERETE 0 1(0.6)
SFRERBURA 2(1.1) 1(0.6)
FRIEBRG M 2(1.1) 0
IRIMEREEA 1(0.6) 0
ReoOey /—4 v 1(0.6) 0
{REEEN 0 1(0.6)
B mEREEA 1(0.6) 1(0.6)
Rit. BESSUHERHAOIEY (BRESIURKY—TE22D)
ER 1(0.6) 0
1S 1(0.6) 0
A= 2(1.1) 1(0.6)
HHERES (N(X)) 5(2.8)
J)\Bp 1(0.6) 0
BV 0 1(0.6)
NIV R 0 1(0.6)
ftEAR 0 3(1.7)
fEMES 1(0.6) 1(0.6)
EBEEEDRE 0 1(0.6)
IEiREE 1(0.6) 0

IR 1(0.6) 2(1.1)
EAA 1(0.6) 0
KU 0 1(0.6)
= 12(6.8) 24(133)
BB 1(0.6) 0

K 0 1(0.6)
7 MR 9(5.1) 3(1.7)
T3 0 1(0.6)
Z SEHE 1(0.6) 0
BERIERZA s 1(0.6) 0
SRS 1(0.6) 0

MedDRA version 22.1
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ZDMmDER T NZEUER

¥

XITTE
[CET (B HHSNIIBEICIF. EEICERFET 2L IBEICTEESLLES L, BRLOBRELBREZRZ
LT hE—M4REBRDEEZIT> T IEE L,

SIS 35 DI RIRAR

ERIRTR S ERESHENBR LT, ABSHTOIEOREASOENNRD 5NE Uk, TS5 ERH
RHHSHITED (168 TOETEROIBOREES(E. AHI15mgR5HT10.5% (104/990%) . AFI30mg
581 T16.3%(163/9972). FStMEET2.7%(27/992%) TUT:,

*1e. BEEIEY/I9YF - IHABMED TOEEEROSBORRIS . A7115mgli 58 T14.5%
(199/1372%). AH30MgIF 58 T22.9%(316/1,3808) To 1. AFI15mgl 58 & HE L TARIZ0MgRS
BTEN L TY, EERIBERRHSNT. Grade 3ULORBEAFIZ0MGRSHOIMFICRHSNE U, T
NEOEROASHSACKEL, WEMES. BEXEEMERAVE U, EBENE<E5NEUZTEFE.
SEDEER (28.2~31.2%) MU'RIERE (25.3~28.6%) TU T, BEREDERSHIEICE > SEDEIRE (14/100
AS) (&, AH)15mgiR 58 T0.1#ERE/100A%E (14) . AFI30mgiR S8 T0.244/100 A E 3#) TUT,

7 E—MREREBEERREUIEEREHBRTO, IFS5HEC E DS EDFIRER U'95%SFXM
(SEMBERREKERDEAENEL CHB I D REBHSHENDOBEEER)

91.0 M9 YF=T15mg 1818
_ i;‘g ® »/t9YF=730mg 1818
z\é 70.0
s 2
ﬁ 49.0 —(
g
- 3
{%.;I- 28.0 l
B 21.0
& I ; T

7.0 1 ¢

0.0

0-6 6-12 =12 (S)]
HARS
FIBKR/100 N\ FE 373 719 12.2 145 6.9 48
A RN 29 52 8 8 3 2
AFE 778 723 65.6 55.1 43.6 415
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