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(A7) |

AR RESRE—EBREZSE(C.MBRED/NA 7 IV GEHREROESE (215 -2 275 =) ZERLTILEE L,
AR2) BSRICSEEN SIIHUERICRUCTLIZEE W Fio . N1 7 )VZER S EFZEBICLIRVTLIZE W,

(2) BBROFEFENDFEEITE Q) &5EE

NA P DF Py T B ERSI%. 27 oy
DHEHALT, T B — 9 DRI e
18857V~ SHALERIEND | 51, 5 |

R THEL T ERERIT | N
x, =,

ERBRAICHT D HBEE. NEICREZRSD
B BICRERLBNT RS,

RN ESTRERBIICIREULTIEEL

(SRl KBEERRTE. FRERF L) o

) ZSEICHUCHE ] IR OMEEGBADRSERIF TR,
BREE 215— @ EHIBAAFFICDO=1.0mL(AFFERTT
N ELT150me) LIFDBSEE LT RS
@;%%?g%ﬁ\%tw 0o 2B E D ESEE T BEEL (.
7E 7Y e % = BB 5 LB NESIC LT,
ER<EFEILET, QI NAFIFTBEDHDEREL. fERABD

ERIFERALBEVTLEE W,

AR CDEE MBREZIEEICIRINTED TS
BZANTLEEV&ERT.OMIZRINTED
KO NATZIVFHDKSITHIEIF TS W,

FERCAEN.OMLA AT F I T DIRSE150mg(C
HELET,
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2)5HEE—BR
A SUZDBANFFEAF IUKICH T 2% e, B8, hF 37 7 BEFHEHE) LT E
dmg/kgZ  SBBICE TRSY 3. | BRSABF300MgE T3, | ESNTVET,

BREHE =HELNI X BEDKE ~ R5EE

RELANIL=104mg/kg ==FMAE10300mg

(G fﬁgifﬂg% BE5RE RERE"
1ORSHE
8kg 32mg 0.21mL
10kg 40mg 0.27mL
12kg 48mg 0.32mL
14kg 56mg 0.37mL
16kg 64mg 0.43mL
18kg 72mg 0.48mL
20kg 80mg 0.53mL
22kg 88mg 0.59mL
24kg 96mg 0.64mL
26kg 104mg 0.69mL
28kg 112mg 0.75mL
30kg 120mg 0.80mL
32kg 128mg 0.85mL
34kg 136mg 0.91mL
36kg 144mg 0.96mL
38kg 152mg 1.01mL
40kg 160mg 1.07mL
42kg 168mg 1.12mL 150mg/mL
44kg 176mg 1.17mL
46kg 184mg 1.23mL
48kg 192mg 1.28mL
50kg 200mg 1.33mL
52kg 208mg 1.39mL
54kg 216mg 1.44mL
56kg 224mg 1.49mL
58kg 232mg 1.55mL
60kg 240mg 1.60mL
62kg 248mg 1.65mL
64kg 256mg 1.71mL
66kg 264mg 1.76mL
68kg 272mg 1.81TmL
70kg 280mg 1.87mL
72kg 288mg 1.92mL
74kg 296mg 1.97mL
=75kg 300mg 2.00mL

% AH I OEFRIRS IBFDIBRZZEU. 1N\ 7ILS 150mgZE T DICEDEETER T DIctd
[TEEFBEINTUVD. 1EHRSEN150mMgZBR 25HaIF. 2/\1 7L ENNEEED,
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(3) EINEEFREAERRR S (SE1I4E/G13025158)

(EHERT Y1)
X E B 1 3BRERTOREDEENEEINIRS5%ZY 2 L<8BEFmDAdapted ACR30
EERUCREDEGZERELC A SURDENEZFHDT 2.
FEFHERE SBRRDAdapted ACR30ZZER UIZREDEIG (REINATIER)
BIREHEIRE 28BIRORORAT O/ MROFEICHILICBEDES
15BELEOE il R cDAdapted ACR30/50/70/90/100%ZZR LIz EED

G F
iR 75 R FFERIENIR SRR
X & BEREGE : 216 GHEBIEL - 1441)

B 5 B E ASURIME/kgZABERTH MRS L./ SURDKRS1OHcUDRSHER
300mgEUrco 138, BELEIFROR T O4 FEDBEZRH .
RORT OA REEHROFIE (BZR) FUTDESIEU,
0.1mg/kg/BZBZ 2ROTURZVDOY (XIFFEMED AT O RE) ZFERALTL2HEIF 1ER—IC
DF0.1mg/kgd DRELI,
0.1mg/kg/BOROFUR=VOY (VSZHMBD R F O REP) #EALTLBEHA($0.05mg/kg/B
([CRELTCHBERRS U,
0.05mg/kg/BUTOROTIURZVOY (XIFFMED AT O FE) ZEAL TV HGIFRERS
(485 C DR 5) Z2BEEE LI DB’ S ZPIE UL,
BB 5t B SMMOFRTONRERFFAS-PEL. FBINET DN REMZFAS-SE Uz, A58
(&, EAREREZER I 2HIICHEI ANZERRTIELTHY  REPIEOHIRT DI D FHEEL TLR
MoleT =9 b A IR C28BDFHIZTE T XIFHIEUTWVEAIZFAS-POTIRE LT,
8EFFR CAdapted ACR307ZEMUCEEDEIGIC OV IEFOA ISR ZDEI G ORREZRAWL. LT
DIRERZIREE LT,
HO: Adapted ACR307:ERUIcBEEDEIE=0.40 vs. HA: Adapted ACR307%:ERLIcEBEEDES>0.40
EIREGIEIE. BN FIABRRSR T —9 25 E(CG1 302 TDO 8B smDAdapted ACR30%ER
Ure BB DEIEE70%EESARE L. Adapted ACRI0EER UIBEDEIGH40% UL THDT &%,
FRIBEEKEE0.025. /8 /180% TR TEN TEDIERIFE L T214IE 38 E LIz, Adapted ACR30%Z
ERUICEBEDES, OSBEEXRENU A AREDPEZEEL U, 1Bd. 95%EFEX B I(SEFIEIELI
WaldD#naEEXEZRRUc. FEFHHIRE DBTICE VT BIBRERAT O/ REZIEE UGS
BHULIFERNIR S UG RERADHZ G/ Y VARV T —EH R U,
KRR Y-

20U—-=V78:
(458) : fﬁﬁﬁ

‘i‘ii‘i“iii‘i

A4S5UR 4mg/kg
zs@ﬂﬁ;ﬁé)anaﬁwﬁ AR
' f f f
-4 0 8 28 48 (&)

‘ SLSUREBS

14)#HAEH | RAFIERATF)VRBEZNRE U ENSEIRIRREE (G1302) GRERIFsHI SR

15



B 5
O BEER
- 1 8~<454 6 ( 545 ) 7 ( 500 )
45~<65r% 2 ( 182 ) 2 ( 143 )
65~ 3 ( 273 ) 5 ( 357 )
FEHES.D.) 492 ( 17.29) 50.7 ( 18.23)
_ B 4 ( 364 ) 4 ( 286 )
kegis 7 ( 636 ) 10 ( 714 )
_ dh B (EBEH) 52.10 (41.0, 84.2) 51.95 (41.0, 84.2)
_ ho s (EEE) 22.20 (15.6, 36.4) 21.30 (15.6, 36.4)
_ EEE(S.D.) 2.49 ( 2.505) 2.31 ( 2.366)
_ Fi5E(S.D.) 140 ( 18.49) 135 ( 16.26 )
EE(S.D.) 135 ( 18.70) 13.1 ( 16.45 )
EHEE(S.D.) 42 ( 2.99 ) 41 ( 2.66 )
_ FE5E(S.D.) 689 ( 10.09) 68.4 ( 9.21 )
_ EHEE(S.D.) 712 ( 20.68 ) 699 ( 2262)
| BECSEEAWEVAS (mm) | THEGD) 612 ( 3092) 606 ( 3174)
_ EHE(S.D.) 1.13 ( 0.857) 1.25 ( 0.794)
_ Fi5E(S.D.) 374.61 ( 345.212) 399.33 ( 326.331)
| AosDsEmTEBY o) 11 (100 ) 14 (100 )
_ Fi5E(S.D.) 5.90 ( 1.045) 5.90 ( 0.954)
_ SEHEE(S.D.) 4669.84 (6247.292) 4237.81 (5622.888)
_ F5fE(S.D.) 45 ( 1.81) 44 ( 1.60)
_ n(%) 3 ( 273 ) 4 ( 28,6 )
- EHEHE(S.D.) 20.00 ( 6.325) 20.36 ( 6.924)
-- FEHES.D.) 0.37 ( 0.158) 0.38 ( 0.165)
C rouzeTREESY 0% 5 (455 ) 7 ( 500 )

a) ERXIFERN SN2 BEEEL

b) 0~10mg/LDIEREE IS BRE LU,

C) FEBTHEWVARDHOBAICHKIRT RN T —EVEVIBEERUR.
d) FURZvVOoOvieE

FAS-P: full analysis set-primary (GRADEENTH SR EM - EHEAT)
BREDRSEI1BL 2T M DORED IR OIEH DT —I NvhF TR C28BDsHlZTE 7 XIFHIELTWEE

FAS-S: full analysis set-secondary (AR D TN R ER - HBIIRHT) |
SREREEDIR S 1B EZ S D' D28 BN RN R C28BDHiIZET T IFPIEL TV RS
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@ FEFHHIER : 8B TAdapted ACR 30%&ERk UTc EE DS REINERTIER)
FAS-PICHITZBIBRERTOA REDEEN (FRBIKANKRSZT 2 EBF<L8BIKRT
Adapted ACR 3072ZR UIEEIE 1160661 (54.5%. 95%E#XE20.6, 88.5) TdHolz,
ISR IEFX B D MRIEFERIICHEEUICRIEENERTHD40%%Z FOW. MErFHFERME
(FERHSNED O (EFELUC LD EIGDIRTE. A RIpE0. 249, FEEHIFATIER)

SIERAEGI Adapted ACR 30% = . Frialpf&
FAS-P ERLEEEOS 9S%BMEM (ERBERIC & BESDRE)
N=11 6/11(54.5%) 20.6, 88.5 0.249

“EFHEIE LTcWald D EREX

<Adapted ACR RIHEHE>

Adapted ACR 30.50.70.90. 100D¥IE TSNS IV R—RVk

1. EENIC K BHEFEEN D 2MZETE (100mm VAS)

2. BEICFBEREEN D2 MEHE (100mm VAS)

3. BRFHIERR (HAQ) (KB Disability index

4. EBNMHRIEIR D SN S BAETES (6 SEIEN TR/ [T, O6RIEN CRBARZ5T o 5. &9/ [T, FEAR

DOVTNHHHSNBEIEZ EEN 4 RIEE L)

5. CRP(mg/L)

6. BE BB EREAN RV (FR38CLLT)
EEDEEI~S5DSB53EEL EAMRN—=ZASA VDS ZNZEN30% L. 50%LL E.70%LL £, 90%L £, 100%
tZEL MDA 1 E-LAICREN R (L526) B2 1 ~5D53530% U LOB(EMIEEU TN Chd55%7EJ,

@ BIXREHHIER : 28BEFm TROATO4 REDREICHIILI-EREDEIS (FAS-P)
28BIFR CRORT O4 FEDFEICARINUICEEE 116190661 (54.5%) THolc. RORT
O FEZR CETCRE I HFONIED DI,

28 EIFR CROA T O REDFHEICRKRIILIZEEDEIS (FAS-P)

MEETEER U REREENET

1
0 20 40 60 80 100 (%)

RORT O RFEREDZERELE)
Mg EBAdapted ACRIORMEER L. D D U ROV I NHAEREIE T HaEERUI.
C R—25A VEOREN FURTYOVBEET0.8mg/kg/BEBZ TLBE T, 0.5mg/kg/BU FETHEB TE188
CR—2S5A VEOREN FURZVOVRETO0.5mg/kg/BL0.8mg/kg/ BT CH-cBE TIE. R—2541 VH5
0.3mg/kg/BU ERIEZTEGG
- R=254 VEOPHBBEIChH ST FURZYVOVIRET0.2mg/kg/BU T E CTRE CEILES
c N—=RSA VEORAEN FURZYOVIRET0.2mg/kg/B N THOICBE TIF ZOEICHN DO TRECE LGS
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@ BIIXEHEIEE : 15HBLEOS = cDAdapted ACR30/50/70/90/100%:&Rk L1z
BEDEG
FAS-PIC$HIF2158EFR CAdapted ACR30/50/70/90/100% R LIcBEDEIGFZENZEN
72.7%.63.6%.54.5%.27.3%.27.3% &', LBLE28BFE CIFHD KIS (CHRE LI,

15BBLEOS 5Tl cDAdapted ACR30/50/70/90/100%ZR LI EE DEIS (FAS-P)

ERUBEEDIS
0 20 40 60 80 100 (%)
| | | | )
72.7%
158 63.6%
_ 54.5%
27.3%
72.7%

5 63.6%
(o211 >4.3%
36.4%

18.2%

E 54.5%
B 45.5%

27.3%

1238
(n=11)

1638
(n=10)

(52;%) 60.0%
50.0%
40.0%
70.0%
- 70.0%
50.0%
30.0%
70.0%
; 70.0%
(ﬁfj%) 60.0%
60.0%

40.0%

ACR30 W ACR50 M ACR70 [ ACR90 ACR100

|



® T2 (48BFR COPRIEFITER)
SI1ERIE 1480741 (50.0%) ([C5RD S NI, 2B EFIRUBIER IFHIKEZ 261 (14.3%)
ToHholce

FEBRICHBVWTHRTHFHRSENIED 0T,

FEBEEERF14HI064(CFRDESN . WERIE/NER. BZHIMAE 1 6. FR RO AF )L
SRON B (B —FEH)  BEEK . B REN. COVID-19fm & U B SRS T Bk A2AE A1 6l (B —iE
Bl)) . FEE RO #EEE N1 6 (B—EH) . COVID-19R U R FILIRA 16l (B—EEHA]) T
ool

BEBBEERDOE. MR EERX. BFEXR. COVID-19ftk. COVID-19(C DV TIFAH]
EDEEDIESNT .

BERIEICESIEBESRFINGR T (EEREEER) AFIVRIHEEREEER)T
dofc,

(RHREN SRR D—Z ARG & TDEET)
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G130258RICH 1 ZEIERA—E (48:BEFRDPREEENT)
1441

761
50.0%

BEES 2 (14.3)
FRERA PRI 1(7.1)
T 1 (7.1)
Ok 1(7.1)

—fi%- EHEEB LR SEDIRE 2 (14.3)
pad REEISIVEES ] 1(7.1)
Rk 1(7.1)

REREE 1 (7.1)
BEVE 1(7.1)

RPVES K UBFERE 4 (28.6)
HIRTEE 2 (14.3)
COVID-19 1(7.1)
COVID-190fi% 1(7.1)
HEERK 1@(7.1)
R 1(7.1)
ik 1(7.1)
PRESRRZ 1(7.1)

RREE 1(7.1)
BV 1(7.1)

KES IO MHEMES 1(7.1)
£ 1(7.1)




| GDEOITHEBRIFEEANDHERFHRNSFNDT— I TI . FERSHHERE LTS U AR BN LF T,
(4) B R FREBRALAE (S5 1148/GDEO 1 TEER) '
FHERF 1)

EE B KN FEHEAOSDEEZERRELT.DAS28-ESRDIBRMICERDH DK FEIBIZEELT
A SURDBEMEZERETT B, DAS28-ESROEERIIICERDH DK T E —EE51RHAR-
(R=XSA VN5 1 2BRET) TD1.2Z8BRBE FEEERU.

FEFHHEEE 1 286R(ICH UV TDAS28-ESRDERRIIICEZRDHHIE T (ADAS28-ESR>1.2) ZRUIc
BEDEEG (REENERITIEE)

BIREHEHIEE DAS28-ESR.EULAR E#(CED<EEEENE. ACRRILEZE, modified adapted ACR.
RIENY —N— (FRLME. CRP. T U F V) JEBNIEBIETRL RSB B RESEQOL
(HAQ-DI X U'SF-36) .. Z24%. PK/PD

R B G E VYL ZEER IS ERNER LR HE. R SRR R
x4 R BRSVILMUERE : 6861 (A SURBE34BI, TS EREE3461).

SHEBIEL - 3561 (« SUREE18%. S REE1 74))
5 5 % /—KNTRASUIGTFSEREIMg/kg. ABRIBTRE FR5 Uz, 1 28BS T
ADAS28-ESR>1.20D&8&EZ ARSI —, ADAS28-ESRE1.208&E %/ VU ARSI —EU /N—RIIC
BVTIF A SURBDLURARY T —ICBVNTIFER FTESICT1 28B4 SURDERS = EL. /A
MY —=TIFATURDEREZPIEUTe, S EREED./ VY UARY ST —(CDWVTIF A SURDKRSIC
ZEUC. A ZUAD1EG I DEREAEEF300mgs Uiz,
7S E AYEOEEHEBEE THd/\—H (1 2:80553) TDAS28-ESRDEEKRIICEZEDHD
KT (ADAS28-ESR>1.2) ZR U BEDEIE(C DV TIE RERE (f SURN TSRS U H
HW) [CRUT, FfEIFisher's exact test(BRKEEF S A10.025) ZHWNT. A SUREE S SRE =L
B UTC. BARAERIEIE. ADAS28-ESR> 1.2 RUCBEDEIGZEA TURE TO7%. M C25%&
REUEHBEFREFIN90%. 4 TURBET/0%. TS MEE CI3%ERTE UIEIBEIFEHTIH80% T,
BREZRH T DM E U TEE34B ERE LTS, | S— N OB M D T BT X OB AT FFAS-T
EWREUIC. e LIFOEMEHEER (CHU T ZEEHNOAHT I —BHOBIRE = KR &
[CEZLTEHU : DAS28-ESRA 7. DAS28-ESRICK D EEEEN . EULAREZE(CKDHDAS28-
ESRE4ZE=R, ACR20:ZRER. modified adapted ACRERLR. DAS28-CRPERN UHADER, —B
ZHIFFAIFisher's exact testz, HT TU—EHNUOIFZBEEHIFTAIFisher's exact testZAWT
fRTUTE . CNODZEHICBIL TR Uz,
HERR TV a—)L

2IU—=VTH —EE REMERSH
(7ER) /8= (12:80) | JS—RI(12;8R) (2410

lllllllllIlllllllllllllllllllll*

IIVARLT = % mpmn sia T 28EE TER (R )

A4SUR Amg/kg 4B

SV9nME
TStk 4EERE
A4SUR 4mg/kg 4BREIR

JIVARYST—

‘EEEEN

A4SUR dmg/kg 4BRIRE

15)HAEH | BAFIER T IVREEZNREUCBNFEIBERGER (GDEO1T) GAERESFHIER)
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& =R
O BEER

20~<40 (50.0 ) (52.9 ) (51.4)
40~<60 7 (389 ) 6 (35.3 ) 13 (37.1)
=60 2 (11.1) 2 (11.8 ) 4 (11.4)

T5ES.D) 411 (13.09) 40.5 (13.19) 40.8 (12.95)

E=les 8 (44.4 ) 4 (23.5) 12 (343 )
fegss 10 (55.6 ) 13 (76.5 ) 23 (65.7 )

T9E(S.D)  76.68 (18.652) 7248 (14.687) 74.64 (16.734)

T9E(S.D.) 26.289 (5.8084) 24.548 (3.6333) 25.443 (4.8846)

=61H 6 (33.3) 6 (35.3) 12 (34.3)
>6nA~<4% 5 (27.8 ) 7 (41.2) 12 (343 )
246 7 (38.9) 4 (23.5) 11 (314 )

F{E(S.D.) 8.9 ( 5.28) 112 (12.25) 10.0 (9.27)

FEME(S.D.) 58 ( 1.66) 8.0 ( 8.40) 6.9 (599
FfE(S.D.) 55 ( 1.50) 6.0 (2.12) 57 (1.82)
FHEME(S.D.) 6.9 ( 2.47) 6.5 ( 2.50) 6.7 ( 2.46)
F9E(S.D.) 6.6 ( 2.62) 6.4 (271) 6.5 ( 2.63)
FfE(S.D.) 1.31 ( 0.64) 1.29 ( 0.81) 1.30 ( 0.72)

T9ES.D) 453 (24.89) 437 (26.96) 445 (25.54)

F9fEE.D) 572 (59.35) 66.6 (71.75) 61.8 (64.86)

n(%) 9 (50.0 ) 8 (47.1) 17 (48.6 )
FEfE(S.D.) 54 ( 0.83) 53 ( 1.16) 53 (0.99)
FafE(S.D.) 5.0 (0.77) 51 ( 1.09) 5.0 (092

T9E(S.D) 64594 (1135.64) 471.33 (851.28) 561.13 (996.85)
F5E(S.D.) 48 ( 3.56) 6.3 ( 3.75) 55 ( 3.68)

n(%) 13 (72.2 ) 13 (76.5 ) 26 (74.3 )

NRS: numerical rating scale (0~10)

' A FHEESLIINER (Phkr) !
| BEAECHRRI O T RRS !
L OBARERF VR 5
| 5. SEEXIAFIRICRHES BIEE (i) 5
| (R EREEMEREBENRUBAREZ F LR !
' 5.3 BIBMERTOA RECLDBYECAEET>CEH IERTHIKBAICRSTHTE, !
' 5.4 EEHAHHECL TN IOT7—VELERE (MAS) EFAES DT EDDH. MASEAHL TLBEE TIIMASICH T B E B EARIDRS |
D EBALEV L F e ARIR STRICMASHERUB AL REEZEUGEPDICMASICH S 2Bt IEARE T3 T . |




@ FEFHMHER : 1 28EFRICHVTDAS28-ESRDEEFRIIICEZD H BIXT (ADAS28-ESR
>1.2) ZRUIc EEDEIE REIMFETIER)
1 2B CADAS28-ESR>1. 2 RUICEEDEIG(F. A TUREF T 18610712641 (66.7%) .
TOSERETI 76 D76 (41.2%) THHED  HETENEREFRDSNLGBN S
(p=0.1202. K filFisher's exact test. BE/K#0.025. FEFHIFENTIER) o

128 RICHVTADAS28-ESR>1.2%ZRULBEDEIS (FAS-I)

ASUREE 66.7% (12/18%l)

vt 2.86
%S & [—9.43, 55.
TISEREE 41.2% (7/1741) 9E/<>E§E|ZF3 [-9.43, 55.80]
p=0.1202

Fr8l Fisher’s exact test
BEKE 0.025

1
0 10 20 30 40 50 60 70 80 90 100 (%)
ADAS28-ESR>1.2ZRUICBREDEIG

FAS-I: full analysis set-l(EADFETNRED, T Tl SV MMESN, ZESRHAD/ V\—NTA SURFF TS RDES
Z1EM R DDLU T OBIRERE[AOSDEZITENT S, RIU—ZV T BDODAS28-ESRH3.2L F #iElc I EE
EEELIL)

<DAS28-ESR>
M DAS28-ESRDEHET

DAS28-ESR=0.56X,/ [Ef@RaEN%L +0.28%,/ FEAREAENEL +0.7 X LN (ESR) +0.14 X NRS

DAS: disease activity score (FREEENEZ T77) LN: BN
ESR: erythrocyte sedimentation rate (FRINERLFFEE) NRS: numerical rating scale (0~10)
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® BIREHEIER : DAS28-ESRICK B &EEEEN 14 (FAS-I)
438, 818, 1 2BIFRICE WV TDAS28-ESRA'2.65KH (B#E) L3 oI BEDEIGF. A SUX
B CTlFENZEN38.9%.38.9%.33.3%. SSERBETIFZNZTNI1.8%.17.6%.11.8%

Tdolc,
DAS28-ESRICK B EEEENEDHEFE (FAS-I)
A SUREE TS EREE
(%) (%)
100 100
0 SREEEEM
(=5.1)
I hREEEN
80 80 (3.25, <5.1)
(REREEEE
(2.6=, <3.2)
W E%(<2.6)
= 60 = 60
= =
D D
% 11.1% %
5 40- 5.6% 5 404
11.8%
20+ 20 0 17.6%
0- 0-
RN—R 478 88 128 N—Z 48 88 128
>4~ (h=18) (h=18) (n=18) >4~ (h=17) (h=17) (h=17)
(n=18) (n=17)

4. MEEIFFHR ()
EifF A CHRT T DI T RS
OBAFIEAF ViR
5. FEERIFHRICEIEYT BiER (=AY
(EHREFHFRMREEANUBAREZFILR)
5.3 BIBRERT O NEICLDBILERZTOCH. IRATDEHBEICREITDE,
5.4 EEFAMECLCIYIOT77—IEMALIERE (MAS) ZFIE S 2 EN'DH. MASZEHUTWVSDEBETIEIMASICH T DaEZ RS BAR DRSS
ZRIIRUIEVC Eo T AR SHRICMASHHEIB LTS G13 (REZZ R U OEPHCMASICH I DE/EaRE T E.




@ B2
IN—h1
BEERZRIBEUCEEDEISE. A SUREE2 1419019641 (90.5%) . S mEF 156142104
(66.7%) Tdrol,

10% LA EICHRIBURCEEZEERIE.ADURETIEAFIVLRSHI(23.8%) . LIRTE R 34
(14.3%). TS EREF Cld _EIREER. SBRHZNZN3461(20.0%) F8HEEH241(13.3%) T
oHolc,

EERBEZBERIFASUREED3A(14.3%) [CHEN. TDWERIF ETLEM U REALR
BIETRERET (161, B—2E) FEE1 8 ME 1 HICdHoTe.

ToENB CREEBESTERIEHONIEN DI,

A SURBDIFINEEER A RN RO RFIVK) Dfehir 5z Ufc, TSR
HCIFASERDEHICRSZPRIEUEBEFW RN OT,

JN—h1
BESRERREUCREDEIGIE. A SUR /A SURE1461241(100%) . ISR/ A SU
ABE70Ich66B1(85.7%) . TSR,/ FSEmEE 26124 (100%) THol.

2B EICHIBUIEBEBRIF. A SUR /A SURBFCIF _LIREER3H(21.4%) AF )R, BE
B A VI IV TRER NS VAP S —E EENE261(14.3%) . TSR/ A SUXE
CIFEESE. TOFEEN'E261(28.6%) TH oIz,

BERBREEBRIE ASUR /A SURBABIR 16 (7.1%) [CREBERIRIMASAED . TSR,/
A SURBE7BIP 161 (14.3%) ICEAZERIE TSROSO Nc. TSR/ TS EREEClEF B,
BTN UBEEKESIREN161(50.0%) ([CERH5NT,
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RO RS 1 (4.8) HETILAE 1 (4.8)
Ty TERIER 1 (4.8) PR A RREI BN E IR AT 1 (4.8)
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RIS 1 (4.8) fix Rz I 1 (4.8)

BipmE= 6 (28.6) B 1 (4.8)
T 2 (9.5) s 3 (14.3)

B 2 (9.5 RERLE 1 (4.8)

55 1 (4.8) AL 1 (4.8)

TEEsE 1 (4.8) RS 1 (4.8)
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5 1 (4.8) IMmER 1 (4.8)
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fiai==Ak 1 (4.8) PR HREHE 1 (4.8)
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_FIREER 3 (14.3) SEFERRR 1 (4.8)

&= 1 (4.8) FFIRES. MZBH KL UHitiRES 1 (4.8)

R 1 (4.8) 2 1 (4.8)

OfFEH> IS 1 (4.8) FESKIUR MEES 4 (19.0)

BE. PEBIOUNEEHIE 1 (4.8 B 1 (4.8)
FEREE 1 (4.8) B FEIE 1 (4.8)

BERIRE 2 (9.5) FSPERE 1 (4.8)
e R 2 (9.5) EOFEMERE 1 (4.8)

REBLUORBES 1 (4.8) MiEez 1 (4.8)
RESiE 1 (4.8) MEREE 2 (9.5)

L 1 (4.8)

[mpE 1 (4.8)
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Drug Information
b FEE ML-1BE/ 7 O—F Ltk
HFxXvT (BaFHEBR) FHE

"_ARI S®solution for s.c. injection 150mg
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AREAR 2018%28
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ENH Y, FEEDEERIFASH TRBLN, BEEREORIR
HREINTV S, FENRRZTETEIEF TN LBHE
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BESEBEEICERESADTE, [1.2.2.1.8.1. 8.2, 8.6.9.1.1,
9.1.3, 9.1.4, 11.1.1 8H&]

1.2 BUNAEZE O GHRBRENRESNTND o). THREBRR
BISRERPEDRRICERT ST &, 1.1, 2.1, 8.1, 8.2,
9.1.1. 9.1.3. 9.1.4, 11.1.1 &8,]

1.3 AR OV T D+53 135038 SBIDIRBDBEDHE - FRZH
DENERAT S &

2. B2 (ROBEBICEFEBESULREWLWT L)

2.1 BEELBMEORE [BYYENENT 28285 5.] [1.1.
1.2, 8.1, 8.2, 9.1.1. 9.1.3. 9.1.4. 11.1.1 =]

2.2 EEHEEKOBE FERSELT 2B2NHH5.] [8.3.9.1.2
BHE]

2.3 RAIDRGTIN LIBBREDBEEED & 2 BE

3. #HRE - R
3.1 #8m
WiE % A7) AR T EF#150mg
L% ImLH™ A > F X~ 7 GEETHRZ) 150.0mg
lmL;P[FI»
D-~vr=bt—) 49.2mg
g L-exFY ¥ 2.1mg
L-b A F ¥ v BRI 1.3mg
K1) VLR — 80 0.4mg

REOEHEATHANTFX 7T (BIZFHIRZ) & w7 AN 7Y F—~ififid Sp2/0-
AgldpoEESND e MIE ) 7u—F LA TH S, AANE, BETRICBWT, & M
BPLTIV, EMUEN TR T7 Y Y RUOTY MY TV (BElEER) 2ERALTVL S,
1) FEEERG EOELEZEE L. 1N TLA6 ImL 249 2 ICEABEHET 5700
BRTESN TS,

3.2 BEH DMK
W5t 44 A 1) AR T ESE150mg

2N S~ Rt OB UL L 7

pH 6.3~6.7
2B 350~450mOsm/kg

4. MEEXFHR
OUTDTUFEY VB EEMRM RS
* RIEERSECNEERE
+ YT - U TV RERE
- FERARES RIS RNEERE
O IgD fEREE (ANDOVEEFF—ERIBE)
OTNF ZB{FREERIEAEIREE
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OR IR TEE
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#(Y 12y Y S—EIRE)
5.1 [17. BRG] OHOWNE2#H L. BRRBICHAAN S N7 BE OB RER R Rk
JBe A+ IcHE# L7 BT MISEEZRIRT 52 &, [17.1.6 2]

(R MEMC3EE)
5.2 AV F VICEBHELIGEEIToCH, ERICERT 25 » 2 RERYIESHEIC
BE595HI L.

(EHREFHIRERENRURARER F LK)

5.3 BIBREATOA FREICL 2B 0BRE2T>Th, WRATDLBRIRET S &,

5.4 EELAHEL L Tv o077 — VBEE(LERE (MAS) 2RIET 22 ENHD. MAS %
BHLTVBRETII MAS 1IN T 2IaR e BESEARAORSG BV &0 F7z0 AFA
BT MAS DY L7583 REZZE L GEP 21 MAS IS 9 2l 2 it 2175 2 &o

6. AIENUHRHZ

(T UV VREFHAMAEIREE)
JEE. AEAkg LTOBHEICE A FF X7 (BEFHEBEZ) &L T1E2mg/kg %, &
#H40kg #BABHEHEIIE ][ 150mg % 8 EICK F5T 5.
+3 7 ERERIR (BEROREEROER) ARG WEEICIEENET 525 11
BEFRILAE 40kg LT OBEETIE 8mg/kg. (A 40kg %2 5 EE TIE 600mg &3 5.
EEARE CHEE L. GALNICHERS A 5N 2HEICd. BEEEE 4 B E CEETE 2,
B RIS U T ] ERESEOBREBET 2 &,

(= IgD fEIRE (XN\OVEFF—ERIBE))
BHE, KEA0kg LTROBHFICEAFF XY T GEEFHEZ) &L 1B 2mgkg %, &
EA0kg A A HBHEICIE 1 H 150mg 2. 4BFIETHEET 5,
FRRBERODRP A SN WIHEITIGEINRE IEEWE S 25, 1 RS IFE
40kg LI T D% T3 bmg/kg. 1K 40kg 2 5 B T3 450mg &9 5.,

(TNF ZEFRIEEMMERE R O RIRE 0B
JEH. AEAkg LTOBHEICE A FF X7 (BEFMHEBZ) &L T1E2mg/kg %, &
HAOkg 2 BAAHEEICIE [ 150mg . 4 BEICK TRET 5.
9372 ERIREVRIR A5 A 6 N WIHE GBI G EEEE T 575, | BREARI4FE
40kg LR D HBE TI1d 4mg/kg. 1A% 40kg =@ % % B TI1E 300mg &9 %,

* (Y1 v Y S—IERE)

EEL AL AT FRYT BIEFHEMRZ) & UTHRE40kg LUROBE T | E 2mg/kg
%, {KE 40kg Z#Z 5 BETIE 1 [E 150mg % 8 BEICE TGS 5.
R REERNDRS A SN VIHEICIGEINREG B EWE T 255, | RS’ FE
40kg LR 0 BE Tld 4mg/kg. (A 40kg A A 5 BE T 300mg &9 5.

(EHREFHTRERIN N UBRARER F LK)
B, HFERTT GRETHEER) & LT 1E4mgkg &, 4BHICEFREST 5, LE
AR 300mg &7 %,

7. BERUVHEICEET 3R
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7.0 RROEBARIIBEORERVOEFRERICE > TRELZD, HERIIBEBICHRET S0
B b,

7.2 AFEAMDENBADHRIC OV TR MR OEMEIHELL TW WO THAZEIT S &,

*(TUAEV VRERMMIERSE. & gD AEIRE (XN\DVEFF—ERIBE . TNF 2344

EEREAMEREREE, Y21y Y S—EREE. RikMEHCEE)

7.3 %513 1 [B] 2mg/kg X3 150mg DEAREL»SRB L. +aaRPHAs a0, b LLIIEHE
R HHNTAFEIRYD  TRASZ IR EGROEREEITS 2 &, [17.1.1.17.1.5.17.1.6 Z&]

THRERRIZIRD H S NIEWEE OFIEE
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2mg/kg X1x150mg% 1 IRz FH5-

'

e 01 g | MEFSAIE= 2 ng/kgR(%150mg
e ——| 1 F 2ng/kg L 141500 % §
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| ey D 8 LA )
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|
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v
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BRSO SR
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&
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b5 8 DA IS ERD)
v

HEFFR E= 8 mg/kg X 13600mg
BN S5% 7 BERISEMRS 1 Il 8 mg/kg X 13600mg % 8 5 5
4mg/kg L 1E300mg% 1 PG |7 | DK TR

<®EAE>

P 8 ELUA LS D)
v

4 B F TR R A AR T &
L5, 1SR 2 mg/kg LI
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DM THEEMES 5

R B BREROERE (LTD 1 ~3 23 XCiliZz335a

1. [ & % A CRIEER SIS EIE QR AR HYEERILT
2. BB O SRR
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3. CRP%*10mg/L (=1mg/dL) AKilliSIZSAAH10mg/L (=10ug/mL) il
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ORI SR L
LA AR >
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BHREBL L2V, MEENHEEICLD 7 AV ZADOHIEXE T A VR ICKT AP
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