% % 20264E9 H 23T (4584
* 20264E5 H ecg]

By % 2~8CIRHF
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D-OBEEOHEREITEN. EELTEIENAHBHDT. FE
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BHOEEISEEL. BEESEDONDHEICIE. BEHXE.
CTHEOREEERL. BYANEBEEITI>Z L. [2.3. 8.4,
aw 9.1.1. 11.1.2888]
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1.4 RXEDBEZITOFEINIC. 2B EHIFDHRYY VY FEDME
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2.1 WM OBEY DERYBALSIEL 8215 5.] [8.5.
9.1.3. 11.1.2&H4]

2.2 KAIOBS R LBBHEOBAE DS 5 B
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2.3 MELRYIEL G0 LTV BE [BRIESELT 2 B20
B bo] [1.1. 8.4, 8.10. 9.1.1. 11.1.2=HK]
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3.1 #mk
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e 4 FI400mg
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OBMEEREICHD U1 Mh A 2 HHAERE
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R 53 70 85
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5.5 MR G-, NP ERE B RS N T (ECMO) &
AERETLEEE N RICABE T TR E2T) 2 &



5.6 AV Il AR R BRI L SN SpO27392% At X AL G-
TCRPf7.5mg/dLLL EDSARS-CoV-2I2 X Bl B % wt R &
LCEBE N, BIBREAT T A NG T TRA O A D
BENTVDY, BEMBONEZ RN L. RAOFRMER V%4
Pea o cBE L 2 BT, IS EEORIREIT) 2 &,

6. AEARUVAE

(BBETY 7~ F RULEEICEEM 25 9 2 BFMFRMEEER)
WE, b)) AT (EETHIRZ) & L ClRl8mg/ kg% 438 i
THIEFHET %,

(2 BREEMRRMERR RAREXFIVRRVX v v ALY IRK)
WE, b)) A~T (EIaFAHIEZ) & LCl8mg/ kg% 238 1 i
THIMEET 5.2 BIERICE D LAM F TS MB% EiECE %,

(BMEEREICES Y b h 1 O REERE
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7.1 MEE N2 ) A TR AR S N IR TG A kT 4
ELPLN V) X THUADRBLT Bl EMEATES e B o, FE -
HExBYTHI L,

7.2 BH EAboP) v~ FAEWEA O A IZ oW TR R AR
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& L CIL-61EH OB R LA 5 L HIBF S N D HEICR Y« %
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(v AT

7.4 B 5HICCRPRMIE L SEIRCGEEAA 4 L HBr S B840
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BB TARFIE G & ) ST E A 255 e A EIARRO SV,

7.6 N F=TEDHRIZOWT, B LT L <
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8. EELEARIEE
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8.1 KA G HIETF 74 5Fv—Yavr, 7F745F -1
A MY YA (T RLF) v, BIBREA T O A R,
Pl Ay I V35 PRAMBAZEDICERTELLHICLT
BLZE, 700 HHRTHOIERO LW L E2HERT L2 L,
[11.1.1z1K]
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ICEIE L, BESROSNIGEICITE LIRS 2 IR L,
BY) R ALE (Pie A8 I V3 BESEREORSE) 2175 2 &,

8.3 PLU v~ FEWHHKNIZ X ABRITF 7 4V XA OFIEHEL S HE
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Zho T, MULERERGL D A B9 E e SR IS S 0 At
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9.1.1, 11.1.2&M%]
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FRIL . BIYE TR WA ER L CGHYIZLEZITH 2 &,
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BEEEETH L,
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BERGEDOFER LB L TV B 720 B2 1012479 2 Lo (1.1,
2.3, 8.4, 9.1.1. 11.1.28K]

8.1 MDHLY 7~ FLEWBFHI A S RANY ) B 2 DB, Y
DOV TEFEOREL T ICET 52 L,
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8.12 AFN &Ik - b3 BEICIE, IL-6D/EH ASBBENIC S8 LARHE
HEALT 2SR ETE R VO T, LB U TR RE A
FOA FEDBA - #EESEOMY R LEZ ZET 5 L,

9. HIENERZH I 2REICET2EE

9.1 &fHE - MEEEDH 2 8%E

9.1.1 B4E (SARS-CoV-2iC & B DIHEIFSARS-CoV-2iC &
DR ERC. ZOMOMEEDHZE S EELELEEILRL) 26
FHLTVWIBERIBEESREDN I EE

(xhEEHE)

BYUEZ G0 L TV 2B I ESHEDER Y BET 5 2 Lo &Y
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ER OB RN L fElEr B LGRS TR T A 2k,
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T OBIIFRERET A KT 4 ¥ % BE TR IF 45
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PHREENBRFSE Y AV AF v ) T O BEEIIEA G
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Z &, [2.1. 8.5, 11.1.2&%]

- MR A A CTREIH MR IS AT 2 e s
e

GHEART



CREEOWEE (YR &D) 245 588

AV =T xu =yl Y NV 7 ) v USRS O AT
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H BRI 3 BRI A | MR ST IEBAL T 2 B2 MWD %,
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9.3 FFipeEEERE
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9.5 1113
TR IR L T A T EEME O & 2 k21, iEE LB LD
falttx L2 L HEF SN 2B EICOA G T2 L, h=7 1
FVIZB W TR IGEHEM 2 W8T 5 2 EAE S hTw b,

9.6 RILIB
HELOFEER IR EOH M ZE L. BILOMKE LT
HIEEHET 22, KEOC MIT~NOBITIZARHTH 5,

9.7 MNRZE

(SARS-CoV-2IZ & B fiti % & B& < 2hEE)
e ARE N, HrEROIALB xS & L2 BiRRER I I L <
Wz,

(SARS-CoV-2IC & B i &)
NBEE AR E L2 BRHBUEFER L T,

9.8 SpE
HBEOREZ T ICBE LA SEEICRGT LI L, — &Ik
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10. HHEEH
10.2 ffREE BFRICEETS L)
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1.1 EX&EIER

MNAA 7F745%2—=23v70.1%).7F717%2—(0.1%)
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11.1.2 BEfE
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IV A7 U—)V¥ | LDH.EH. HDL#M. @&~ |y »
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il e, ZHNE . IREZMR, | B TR

il AL, BORIE, | Y.
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R MUAE, S50 SR
FEBEE) ., MARTEEIR %5
DNAPUERETY | (R
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14. BRALEDEE
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14.1.1 FREE R OFHRZIEILD L9 2 L WiIRE % 5 2
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14.1.2 JARFFABLL . ARRARIEIESPICHETI T2 8, F72.
B IBEET 52 L,
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15.1 BRER{EAICED <153

15110 KFFRGIZE DI L) A THMEPRHL2E D
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1.60/100A - 4% (95%f5HEIXH] : 1.04-2.37, #5-HH oH
Sl 0. 54 HEBRE R © 2, 64401 IEFR S 1 1,560 A - 4F),
R BSEP 58 (2 N L F%— b H 5 WIZDMARD)
TIF1.48/100 A - 4E (95%(ZHEIX I © 0.74-2.65. #5511
OFYLAE 0.5, PEREEL 11,4540, HEFES- : 743N -
) Tholo ZEERLBHARE & T lI BRI FiTX
BB BT 2 BSOS EIL, 1.62/100A - 4 (B
I o el 4. 64F, #EREEL 0 4,009, EAHES-
14,994\ - %) THo72? BEATFT—%).

15.2 FEERPREABRICE D C 15%R

15.2.1 B EE (= R) 12BWT, gpl30xfrLi=v 7
WAREDS LM OREER A AT 5 2 LG ShTw
29, gpl30& A LTy ZFMERICHET 2514 M A A~
IS TEY ., IL6LFD—D2TH b, AHIIIL-6
OIEMEIET 2 2 L0 0  LIHEANOEEITRETE H V.

15.2.2 RIIF e H =7 A FLVDIL-6L 7T F —IIxf L
TIEHAEE 2R, v~ ARYT » hOIL-6L &7
Z—12% L IR RIEE 2 R E v, 20720, BAKE
MERERIIFENE SN TV R0,



15.2.3 & MFHIIE % H 2720 vitroiBRIZ B\ T, IL-67°
JFEED RIS (CYPs) BHAMEIT 2 2 LA s
TWAZEMNHYY v MFILICIL-6% ~ ) A~ 73
FTTHRIMLZEZ A, CYPsOFEBICE LIRS N2
Mozl 72, RIERSEHT HBETIE. IL-60#
FIFEAEIZ L) CYPsOBEHPHH SN T 5 L oELH
299, WE) v FREERIRE LZBERABICB W T,
RENP 5121 ZIL-6BHE 12> TCYP3A4, CYP2CI9K O
CYP2D6ZB &IN5 Z EATRIEBEEI NI, 2D &
5. BREDIL-612 & o THHI STV 72CYPsD B4
FIF 502 L D \AE L Z0E BUS O TEE 2 - THHHEE D
RIRDNEET T B W REEIEEETE WY,

16. ZEHENEE

16.1 MARE

(BRERRA)

16.1.1 BEES
fRERERL AN MBI % %52, 0.15. 0.50, 1.0, 2.0mg/kg™" % Hi[a]
e b U7z (LR BGEIHE) o Coadl 3G ICHBIL TEA LD D
O, G EOHEINIPE S TCLwmld A L, t12l UMRTHIEE L
722 lmb. b2 XY T ORPEIEEICIERIE SRR Sz,

#1 HEEGEEOEDEE T 2 -5

5E Conax AUCst iz CLuotal MRT Vs

(mg/kg) | (ug/mL) | (ug-hr/mL) | (hr) | (mL/hr/kg) | (hr) | (mL/kg)
015 | 2.4%0.6 | 11%6 |17+16| 3.8%2.3 | 25+22 | 63.4=16.6
050 | 8.5+1.2 | 28573 |33+ 4| 1.3%0.2 |47+ 5 |58.4% 7.1
1.0 |19.5%2.7| 1009+222 |49+ 5| 0.8%0.1 |69+ 8 |57.3+10.9
2.0 |37.6+8.8| 2532+569 |74= 9| 0.6£0.2 |107+16|65.9% 8.3

(#1% - 5. “P9fii+SD)

D AFI QKRR 1E8mg/kg (7272 L. MKE30kg A D
TEPEREBGIRAE D A DA A U E X1 1 2me/kg)
THbo

(Y ~F)

16.1.2 BEIRS
BHEG ) v~ FEE3E Z RIS, Sme/kgZ WA S L7 (1H:H
RUREE) . MEP P ) A TREEARIRLZ, TOLED
SEFHE/S T X — 7 1ZAUCKe= 19852 +5749ug - hr/mL (F3gfl
+SD. MUTEKE) . tie= 133%25.7hr. CLww=0.4%0.1mL/hr/kg
FUVas= 78.5%16.8mL/kgTdH - 7217,

200
150

100

& b 2D X< 7 (ug/nl)

0 I I )
0 1 2 3 4 5

B A% GR)
B ) v~ F BB L B GREOME D ) AT
IRIEHER (PI5ME £SD)

16.1.3 RiE#E

(1) E1/148:88 (FEEBMEO®KRE)
Bag ) 7~ 7 EH 156 (1B 23512, 2, 48 5\ 138mg/kg™
% 2BHIICCHRG L e (KM AGHEE) o CLluwald #5280
WZEb o T L, iR L7z 2 L5 JERI ORI B) g
AR B,

X1

F2 BAET) U~ FEE BB R GO IR ST A — 5
% b Cir AUCest tie CLiotal MRT Vas
(mg/kg) | (ug/mL) | (pg-hr/mL) | (hr) | (mL/h/kg) | (hr) | (mL/kg)
1 2 43.6£10.1 | 3440+ 823 | 74=18 | 0.5%0.2 | 10725 | 55.0+13.0
4 49.0£12.6 | 4663£2185 | 9750 | 0.9£0.5 | 138=68 | 102+24.0
8 82.5£32.4 | 106614070 | 160+34 | 0.6£0.2 |227= 46 | 13731.6
3 2 201.9£12.3 | 30141070 | 8718 | 0.50.1 | 14026 | 70.713.5
4 49.5+10.1 | 6035£3200 | 14071 | 0.7+0.5 | 204£105 | 98.5+14.6
8 129.9£48.1 | 199398900 | 242+71 | 0.3£0.1 | 343105 | 90.9£29.9
(%% - 4-5. F¥fi =SD)
(2) SEMHMEEER

BT 7~ 7 BEL5TH 2 K RIZ, 8mg/kg % 4 H B TL3MH#% 5 L
7o (LWRER RUBENE) o M b 2 A= 7B ISR %5 DUk |
AL i b ) A~ 7RG B iS4 H % (i
#1208 FIgfi = SDULF AR T9.8+7.5ug/mL. 6] H#%
G48# R (R 5-24:8H %) T12.3+8.6ug/mLTdH 1), #IH
B 52008 R LRI —E O THER L 721,

30

20 -

10

Mg k) X~ 7 (ug/nl)

0 4 8 12 16 20 24 28 32 36 40 44 438 52
5% H ¥ G

M) v~ F BB L KRG RO MEh ) AT

WRIE (BeEHTE) R (P9 +SD)

(HEEEIEEN 2 B T 2 5 FE SRR %)

16.1.4 R{E#HRS
LA GBI & A 9 D A AR S B T 2 198 (3-195% .
oLl 127%) 2 RIC, 8me/kgw 4R K T3EER G L2 (1R
FUEHE) o WA G- B oM b3 ) X~ 7Y B ST 2 — 5
DA FRINIR L7ze TRAM O CIER ) A~ 7OH%E
FREE DK & VIEBIDTRD 57z,

K3 ZIEICIEENIE 2 5 2 BRI BT S B 2 B B R
HG DI BE/ T A =5

X2

i Civr AUCest ti2 CLuotal MRT Viss
(pg/mL) | (pg-hr/mL) | (hr) | (mL/hr/kg) | (hr) (mL/kg)

3TAN | 107.8£15.0 | 129702511 | N.A. N.A N.A N.A
T-15K00 | 158.6+34.4 | 208785328 | 912 | 0.3+0.0 | 150+ 9 | 43.0% 7.0
UL | 158.1£36.2 | 259546157 |143+43 | 0.3£0.1 | 20049 | 60.5+12.2
20 | 145.0£37.5 | 2527526722 | 123441 | 0.3£0.1 | 178246 | 58.3£13.9

(CFfE+SD, N.A. @ Sil)
(3= A5 - Cine L OAUChst © n=5. 7-15/ A © Cine S O
AUChst : n=7, ZOMD/35 2 —% :n=4, 155L : n=7)

(£ BREEMIFRMEERHR)
16.1.5 RE#®RS
S H BRSSP 28 (2-190%. L ESR) AR RIC,
8mg/kg % 208 HI R CIE AEHES- L (1R sliiie) . ZOmAR)
PEDFRD & N9 & 5 R Iz6la] (G EF9ll, Wk 5-1%183 )
G AT o 72
WA 514 K 03[ B G- o i+ 1) A~ 7Y EEE S5 %
— 7 B RMNIR Lz TRAMOBE TGS b)) XA~ 70
BEDOKEVIEBIAFRD 517z,
M b3 ) X~ 7R R 30 % 5-83 7 & 148 0 #iFH CE W
REE o E2 N, Mk b)) A~ 7k (Gk5ERIHE)
1357 4ug/mL (FIEIH% 5188, B4 13) TH -7z,
ARG ER RERO TP ORT 2 AT 2 EH BT,
ML b2 ) X2 TIREOHIERENIRE L 2D I D o729,



F4 B LTI S B ET S B 2 BT 2 ARG R O S B g
INT A—=%
e
i 5 Cuar AUCust ti 7 Clioa MRT Vass
(ug/mL) | (ug-hr/mL) | (hr) | (mL/hr/kg) | (hr) | (mL/kg)
2-7 | 1| 142.8+31.6 | 17677%5193 | N.A N.A N.A N.A
K3 | 17172502 | 23706+9704 | 100238 | 0.3+0.1 | 155460 | 45.47.6
7150 1 | 176.7£48.5 | 247017611 N.A N.A N.A N.A
Kilf | 3| 220.8£70.2 | 33333+11668 | 12726 | 0.2+0.2 | 18849 | 43.0£175
15 | 1 ]166.0£31.8 | 236533571 N.A N.A N.A N.A
Db 3] 214.0440.0 | 3333648115 | 13930 | 0.20.0 | 24921 | 43.6%11.2
(CFHfii£SD. N.A. @ HiliE9)

(2-THe A © n=19-23. 7-15sA i 1 n=25-28, 15l L : n=4-5)

(F vy RV )

16.1.6 R{E#HE
F vy AT B 2861 F RS2, 8mg/kg % 238 [H] B T8 IE K
B 5 U7z (1BER ST o
ML b 2 A~ 7B E8I0 H % 5B AT ©36.6+ 17.5ug/mL T
B0 WA LR ER LTz, ¥R S-5%60 B %5 F Tt
O'MRTIZIER L7248, #5600 HLIEIZIZIZ—EDE 2R L7217,

F5 F v v AN UREEIBU D KRG RO HRE T 2 — 5

5 L‘% Cur AUChst t12 CLl MRT Vass
<mg/kg)% (ug/ml) | (ug-hr/ml) | () | (mlekg | () | (ml/kg)
; 1| 11294247 | 1309243254 | 9.7£17.1 | 0.6£0.2 | 145+26.8 | 80.1£15.0
8 [ 192.3£38.7 | 284237410 |139+37.4| 0.2%0.1 |205%542 | 46.8% 8.8
(BI% - 26-28. *FI49MH =SD)
(R ANFERE X FIUIR)

16.1.7 RiE#KRS
JBAFESE A F VIR B 8mg/ kg 238 B C ARG L7 (1
R RA) o IR b 2 A~ 7B [ 4% 514 1 038 £ 5 1A
i C56.0+27.6ug/mL%& 7~ L, 10EDFEIZIZIE—EDOMEE R L7,

6 HAFIEA FOVIREFC B L MRS RoMEh ) X<

TR
i 28 48 [ 88 108 128
Crin 15.4£8.2 | 15.7+19.4 | 29.3£29.6 | 40.8+25.6 | 56.0£27.6 | 57.2+28.1
(ug/mL) | (n=13) (n=13) (n=11) (n=10) (n=9) (n=9)
(P = SD)

(EMEEARERICHED V1 Mh A U HHAEEE)

16.1.8 REE®RS
¥ A T PR MBS AT SRERE IS A M A v
e HE BEEEASHE (HARANLB) xR, RE3Okgl Eod&1F
8mg/kg. 30kg Al DY E1k12mg/ kg% 55 L 72 (LREI RUERHE) o
DGO MIF T b3 X~ T WD Cmaxld43.2~210ug/mL
(HAN :122ug/mL) Th o721,

(SARS-CoV-2(C & BHfi %)

16.1.9 1EIR (2% 5
SARS-CoV-212 X Bl Je B % % 5ic . BEHEAIEGEH T IZB VT b
) A= 7 8mg/kg & 1-2[0 TR EHE L 72 (L% 5122 & 1R
BHE) o M b)) A~ TIHYBIRE N T X — & # RKNIRL 722,

#7 SARS-CoV-212 X ZHli 4 EH 2 BT 2 HMBRE/ XT X — %

e Crmax AUChst tiz CLtota MRT | Vas
T (ug/ml) | (geheml) | () | (WAD | G | (L)
8mg/ke | 160+ 18700+ | 140= | 0.0285% | 195% | 5.22%
1S | 271 6090 59.6 | 0.00833 | 64.8 | 1.17
Sme/ke | 254+ 2400 | 177+ 264+

N.A. | NA
A | 54.3 18000 101 124

CFfE+SD, N.A. : 5ied)
(1% 5 - n=37-41. 2[A1#%5- : n=6-7)
#2) 2% 55O b ) X< TiREN S KD 2.
16.5 HEttt
TERER AN MESBI % %512, 0.15. 0.50. 1.0, 2.0mg/kg™! % 11
BAEEELZL &, WIhoRGRIZBWTd P ) AT
RACHEt SN, P )X TOEHEKS )T TV ATENY
VT I ATHAI EHmRENnY,

(6)

17. ERFRRRIE
17.1 BHMRORLMICET 3558
(g o< F)
17.1.1 ERFE D H_EESHRILEHR
AN MLFY— MIREART S RME ) v TFREENRE L.
AMPLFH— P 8mg/B+ b AT T F5EER (7T LKRE)
B A N PLFHF— T TR+ F Y X7 8mg/kg/4i8 (KH
B G8E) Z24BMH 5 L7 “EERILEBGARR & S5 L 7o, BRI
PTFDEBY THo722,
- FER OFRFN
FeABIER O ACRILHE 1200 0 1L, 7T L REE25. 0% kF
L. KA GHET0.3% L A @A - 72 (P<0.001).
#1:7 A ) wwFiEE (ACR) ORI OFFRLE

#1  ACREEHE200%6ELEHE

7T RED NI Savs
- P
B 64 61
ACR20 25.0% 80.3% <0.001

7E1) A b b L FH— F8mg/ MG

- BE4EEE (ADL) O%E

GRS B E Co O ANEE (ADL) ot
MHAQA 27 (&I & /o LB % 53§ 2 f5iE) <
AL 725 75 B ARBE0. OISR L. AR5 T0.328 A
Bl L 72 (P<0.001)s 723, MCID (minimum clinically
important differences) & L THEFKSN5H0.22% 2 TUHEER
L7ERNE, 75 R34 4% 1200 L. KA GHET67.2%TH
N, ARG EECTHEEILS o7 (P<0.001).

FIE I SSBUEEE 12, 6161H50%1 (82.0%) T - 720 EREITERIL,
M3 L A7 o — ) vEghn2260 (36.1%) . LDLESIL760 (27.9%) .
e kY 277y &) FEIN1061 (16.4%) . SEMKEEZ761 (11.5%) .
1A %561 (8.2%) . LDHESINAH] (6.6%). HDLESIN4H] (6.6%),
HEIRIMEAE] (6.6%) TH -7z
17.1.2 ENE I AEERSFEELERHER

DMARD® % Wt eIt AN SR A+ 5 2 BET ) v~ F BE %

EE L, by A7 78me/kg/HEY S B GEHR (DMARD

B B \CIZSEIEIIHIF O EHR) % 5238 R Mk 5 MEE 2 B BERT

R ER L7z, BEIIUTOEBY) Tho722,

- EEEIDEENIBSE ORI
P52 55208 F COMENEERE FROROXHEA T
(Modified Sharp Score) TiFAfi L 7zf&#:% F#I2R” T Total &
ITIZBWT, BEFHHETO. 128 L L2023 LT RFIF G-
132.34TH Y . FEICHEHHEOHEITAIHR S 7z (P=0.001),

F2  $5-5208 % DOModified Sharpi:l & 5% 2 27 DZE{LE

LA iR D eSS

- Pl
BI%% 143 157
BUS A 3.21 (1.0) 0.85 (0.0) <0.001
BRI ZSME | 2.91 (1.0) 1.49 (0.0) 0.024
Total 6.12 (2.5) 2.34 (0.5) 0.001

() MiErp e
BIVER S BUMRE (X, 15761913961 (88.5%) Td -7z, F7eHl

PERNE, i L 27 o — L Hne0%I (38.2%) . SIHIH 74751
(29.9%). LDL#IM4LH] (26.1%). I b 7Y &) F#20
B (12.7%) ALTHIINL7H (10.8%). ASTHEN14%] (8.9%) .
THILLE] (7.0%) . y-GTPHIMIIB (7.0%). WFhEREGRA10
Bl (6.4%) . HILEREGRA 106 (6.4%) . FE£961 (5.7%). I
PH5£9% (5.7%) T -7z
(SRR BB 2 B T 25 F TR )
17.1.3 BN MR
% BAER IR L & A 5 A ARV SE TR BB 4 B 1900 & 3 Bz
b)) X~ 78mg/ kg AEMFE T3MESG L7z BB RO
JIAZEHE#230%, 50%. TO%CLHEMHEEIZ TN EI. 94.7%. 94.7%.
57.9%TH 1) . FHEEOFWLUELRD LY,
#2 1 Glannini®V 12 & 0 $208 S N ARSI EI 8 (JTA) 12
x9 % SN T B 1) BRI R 2 FEAE

RIPERZEBUEEE (X, 19611361 (68.4%) THo7z. FIEAIR, -
SUBEIEGEH (26.3%) . SRIHBH 25450 (21.1%). THI261 (10.5%) .



kg, EREDO KA, LF 2%, Bl LNE, 5. 5895, 5E.
JRHMBE Y. ) 2 SEREGRAD S E N E NG (5.3%) Th o7z,
(& BRIEF SRR )
17.1.4 ERNSE DHEEE
& B R AE VR SR B R B B6 R R E LT R Y Y Av T
8mg/kg % 28 M W& T3 KAEH G- 3 % 4 — 7 VIS T, JIAZEH#E
#2309 DL g 2R L. A 2CRPA%0.5mg/dL A (283 L 72 f#
Wikt GEHASH % xt RIC, ZHEBRILERBICT ) A2 T8
2061d 5\ ix 7T RE2360 L L C2 M B TomxS L, JIAK
#30% L Loz, »DOCRP2ASL. 5mg/dL A O L3 O MR
OMEFRM 2 iR L 720 20858, F ) X< 7HOMRMERR
1380.0%ThH H . 7ILXK#E (17.4%) CHNTHEICE, -7
(P<0.001)o F7z. RFEHMEFEHE L M2 ) A THOFBT TR
BRI THEICEDP > 72 (P<0.001) %),
100 -
80 -

60

40 A

Herrg (%)

Log Rank Test: ¥*=19. 822, P<0. 001

0 2 4 6 8 10 12 14
MEFEIART GiE)
RAMEFFEOHERS (Kaplan-Meier i)

RIVEMSEBEIE (X, 5665361 (94.6%) Tdh o720 FEIEAIL.
BHEAJ156 (26.8%). ALTHIMML3GI (23.2%) . AGEEGH
1160 (19.6%). ASTHEMSHE (14.3%). I = L 25 01— L8
5 (14.3%) . WHEEZ7H] (12.5%). BH%661 (10.7%) . 661
(10.7%)« ) ¥ 235k 5m A6 (10.7%) Th -7z

(v v RIVT )

17.1.5 ERNE I R

(1) BE—ER
F vy AN VREBETHE S L L CR—BENTOMEEIZT
2. 4. 8mg/kg™ L ¥ L (% HE & OIS C3m K ER ) |
FHETOAMEEBE Lz Z D8R CRPED RAE~ — 7 — 1%,
2. 4mg/kg TIEHEHGLEBTET L2 0028EZ IO LA
L7 D A 572 8mg/kgTlElT & A & DIERNEZFR G- % 3@
U I M T 25 FRfE L 722,
#2) Fx v AN UIROKRMAEIX. 1M8mg/kgTH %o

(2) BB
F v v A~ UREEE % x5 & L C8mg/kg % 230 [t g C 8l i
G Lz, o8, KE~—7— (CRP, 7147 /=472,
ESR). 4 H#BEE (Visual Analog ScalelZ & % &Fffi) . £ IUIRGE
(Hb). &7V 7 3 VIMESEDS, W54 L ) 5% 58 %8 U T
HEICYE LY,

K3 AR E O (BB

H H Be 50 56185 51638
CRP (mg/dL) 8.7+5.0 1.2%1.7 0.9+2.0"
747 =4 (mg/dL) 639+ 188 356 +149™ 317+138™
ESR (mm/hr) 114+34 63+36™ 48+40™
SHERE (0-100mm) | 29.9%22.8 | 17.4x17.2* | 17.7%16.5"
Hb (g/dL) 9.2%2.3 11.6£1.9* | 12.0%2.1"
TNVT v (g/dL) 2.7£0.5 3.6£0.5" 3.7£0.5"

* 1p<0.05. * % :p<0.01. WIEDDH D thoe (Bl% : 24-28, F
il £SD)

(3) #prizs SR
BB BRI BV TRET SNz v v AN VEEO
9 B33 E R G L LT, FAI8mg/ kg% 2:8 IR T RIS 5 (h
F1668H . FI1I91H) L7k, i~ — 7 —%21d Lo s LT
BRI SN 720
B GHRERROMFEDA A5 T o 72701 TIE, 3% 5- B O FiE
(RFELAMEE C) 12X ) RIES — 7 — OUEEATFRD S,

RIVERISEBUSERE (X, 3563361 (94.3%) THholze FERENEMIE,
SRIEBH 2528051 (80.0%) F&951161 (31.4%). JEIFHEL0B] (28.6%).
UF P EREGR A 9B (25.7%) « IFEIREERE8B] (22.9%) . THi7Hl
(20.0%) . HERTH (20.0%) . BRIETHI (20.0%). M ho> e
> EHETH) (20.0%) . M U 7)) ) REE7HI (20.0%) Td o720

(R ABIE X F Vi)

17.1.6 ENFE IE-_EEHKRIERHR

(1) —EgRiE (12:8H)
RIEREA T 0 A NI L TR T3 7 N FEAE A F Vi B
266 % x5 L LT o) A 78mg/kg id 7' 7 R % 2T
5 L7z 4B ACREMES % LML b ¥ ) A~ TH G4
T61.5% (8/13f). 77 L HRET30.8% (4/136) THo7z (P
=0.238. Fisher®IEMENIE) o 720 120KEDO A7 1A F20%i%K
IR (ACRIEHESQ%IE A D FEEATRO 5T, »ORIE K
BATHA FORGERENR=AT A 2P 520% LT & 78
B oEE) &) A THEGH61.5% (8/1361) . 7T LR
23.1% (3/136) THo72%,

(2) FFERIAE (40EH)
CEERIIM T B, EERT TR N2 X~¥ 78mg/kgk 5
R2E R THEG- L 720 FEEMIARMAE TR D Z 711 4 Fomg/H Lk
THEME (ACRIEHESOWNLLE D FHBNRED 5T HOREIFE
HATUA FOfSwEH5mg/HUTOWRBEOEHE) X)X
N TG HET45.5% (5/1181) . 7T R»L P AT
A THET 81.8% (9/1181) Tho7zo “HEMMIMFILGR KO
FEE MR TR ORIE R EA 7oA MGE (P9l + R
LB 1E. YU X THETIE23.0+16.2me/H (1361) T
0%6.4=5.1mg/H (1161), 77 LR» 5 P2 ) A T8 ) &
R 72HECIE32.5+20.4mg/H (13f) K 0U3.3+2.4mg/H (11%1)
THH., Tz L7z®,

BRSBTS SHEBI 276 2361 (85.2%) T
Hotze EAWERIL, FAGEKG136] (48.1%). FI#E5E (18.5
%) FE53M (11.1%)  BREFHEE3B (11.1%) . B %360 (11.1
%) BEREIE3G (11.1%). MR E3E (11.1%) FTho72,

(BMEEAREICHED U1 Mh A D RHAERE

17.1.7 EEEFS I 5
3 (A7) ==V 7K ~21i% (FIiEhs) OBFEIEGREOB
MEYEREY ¥ SRR IEEE IS LT, Sy L v
—b N EHES T B IEERIET AR EE L 72 FH Lo r
=LV OEEEZT 200 ) b BIEESEWTA A v
M EERE (CRS) % 384E L 722861 (HAALB) 12, AE30kgH
MWOBEIZIZ N ¥ ) X~ 7 12me/kg. EKE30kg Lo EFIZIE b
) A=z 78mg/kg (e R800mgE T) % HAILIIREIE R EAT 0
4 FELOPATHRS L. EROUEDI DO SN2 WIGEIE. &
K3 F TRAEG L7ze EOFER. M 2) A THHE S 7228
4Bl (100.0%) AEAEL 720 » ) XA~ 7#45-7% 5 CRSHEH
Wiiks 2t F CoMB o P gL [95%EFHXH (CD] &, 5.0 (4.0,
7.0) H (R/ME~IKME : 2~29H) TdH - 72. CRSDAHIZ,
245 DB EADSRRGE L SR EEIR A DAL ZEA s &I L 72
[ 2524 R DL b Fifoe L 72 & SR L 7o
28FNB S ) A THEGHUBKICEO SN LG ERR
k. CRS* 2201 (78.6%). 5624, ASTHIM. AFhEREA ., K7
)y A ERSH] (28.6%) . ALTHINN. 2R RS, REEEE.
AT A7 (25.0%) £, B, ek, ey ov e > 8.
P EREGR A | w5 b | 56 77 v 3 7 2 e L BB L (I 246651 (21.4
%) HETH o7,

17.1.8 ERFEHFSE I 48R
18 VL E DTS S G D OV F A RMITIBAING ) >/ SE R A
B LT, FHF L2 VL — b V2353 2 EEMIERT IR
A FEM L7 FY 2 Y L VA — VO R 2T 721110 ) B
EAEEATEVCRSZ ZE L 72166012 » 2 ) A~ 78mg/kg (Fek
800mgF T) & HAIITHIEREATOA FELOBE TS L,
SERDUEEDFED SN WAL, k2l F TRIERS L. %
DGR, N A TG EN16610 ) B, 156] (93.8%) »°
45, 1B EEITIC L A D-0DFHIHTH W) TH 720 b
) A= 7 H 55 5 CRSALHI TR 27 F C OB o gefii (95%CI)
13, 6.0 (3.0, 7.0) H (m/ME~AKME : 2~14H) Th o7z,
166112B1F 5 b2 ) A 7 P50 UREICREO S B EHRIL,
CRS# AL %961 (56.3% ) « i/ IMRELRA8H1 (50.0%) VB BEE
BIMA66] (37.5%). THI. HIMERERA %4561 (31.3%). M+~ L
TFZ IR, EIAE, K CERINE, 4B VERIE, CRRYERE,
P74 TR BRI A 4B (25.0%) HTH o7,
#3: HERHRZOCRSIE, FEITEEEOBMAESMEY »/83E

BRVE 0% O B SE RS THRBRO 1 2R &, M) X<
7 A5 H BT 583 L 72 CRSAMk#HE L T\ 2 i CHERAEE D



ZICE D AEFERE L THRESNLZFERRI D) AT
WA G-HO b2 ) A THGEICEBR L FHRTH o 72,

#4: b2 ) AT TOEICOWT, KE30kgll FIE1F8me/ kg
fRE30kg A 13 1A12mg/ kg% %595 2 & L HE STV
7o, BRI AAN S N2 EE TV IS EE3kg R
BHETHY . 1M8mg/ kgt Sz,

17.1.9 ERE I/ 1R

I U HER OB IR % v ) D SERF I LT, =

Ta) y~7 (EETHIRL) 2559 5 EEMIERTIRHER % %

B L 720 R S— F UTHBEIEARS— McbBwTn7ay ¥

< 7O % %) 72666 CRSIZSTHICHEIR L. 5 BH18HIIC k

YA T RS (BIEREATOA FELOHL) Lz,

ZORER b)) A3 TG S NI B EIET R G O 1561415

(100.0%) PSEH L7z b3 X 745750 5 CRS * Olal B4 7 IEG 15

F oMM OFYLE (95%CD 1E. 2.0 (2.0, 3.0) H R/~

KMl 1.0~7.0H) TH-72

b ) A= T ORS EEONRIE. 1EAS106] (66.7%) . 20023361

(20.0%) . 4ELLEA26] (13.3%) THo7z

GG VEIRAT R SIEBILSBIC BT B b3 ) A~ 7#H 5 H DIEIZERO

LNz AERERIL, CRS1261 (80.0%) *7. ek 6%l

(40.0%) « ASTHGIMABI (26.7%). ) ¥ 7SEREGRA4H] (26.7%)

A ) 7 A MAEAB) (26.7%) ESFEBALATBE3F) (20.0%). ALT

BEm3el (20.0%) . MM A3B] (20.0%) « EIEREH 361

(20.0%) “Td 7%,

#5: b ) AT ORE - AEllonw T, OCRSEHAT A ¥~ A
(Biol Blood Marrow Transplant 2019:25:625-38) (1/8]8mg/
kg (& AK800mg). SEEMILL L#EEIC N o) A~ 7 % M HH
Beh+ 2 (4R CROK2M E T)) K @SR T
BRSSP ) CRSICAR B KGR S 7z - R ((RHE30kg
Al O BF 11X 2mg/ kg, AE30kgll F o #1110
8mg/kgx % 5) A BHEITRE SN, EROKG =TT 3~
8.5mg/kgTH > 72,

#6: ) A THGICE 5 720 B OCRS

#7: b)) A THEFRGHO k) X< THSREICERD S 7z
HER O D2 ) X~ T O %47 - 72CRSHMIE L 725 D ik
PO LT 21) 5~ TOHRGHIZERO S NIFH L 2R
& CRSHFHL L 72 ERNIZ261TH - 720

(SARS-CoV-2iC & B %)
17.1.10 ERHE

18/ LL L OSARS-CoV-212 & 2 fili e 35 & b G & L CAEHE G HR:

HFIZBWT YY) X< 78mg/kg (lRA800mgE T) #mA2lm

%595 (WG 8- 24F¢ ] #2 AR IR O BAL I YGEATTRD &

N WG IS ELE 50T RE)  EIP BB i L 720 AREER

DERIR - BIMEEEIZFADO E B ) TH - 72

FAd EEIR - BRyb
W OBE (SR, . TR, B, Fotho ki)
FIR | CPCREGMEDHER S, M XM IUICTAF ¥ 12 LD
FhiE 0 S 72SARS-CoV-212 L B lifide T Abe L7z &
- SpO27393% L T 313 Pa02/FiO275300mmH g A i
~ AST I ALT s A _FBRO 1065
BAb | - i ER %A1, 000/ n LA i
JLie |- i M50, 000/ wl A
- IR S L
TEFFMEE Th - 7245 528 A S 070 7 2 JHF R %
FH TRl L 72 BRIRIKEE ORI FED L B ) Th o 720

5 T ) N REE & CRFA L 72 BRI IRAE

7HF T 4851

e R N—2AF54 v (1HH) 28H H
1 0 35 (72.9)
2 4 (8.3) 3 (6.3)
3 29 (60.4) 2 (4.2)
4 8 (16.7) 0
5 6 (12.5) 3 (6.3)
6 12D 0
7 0 5 (10.4)

% (%)

BIVEFSEBUSRE (& AR SRERI486 1561 (31.3%) T
& o7z BREIWERIE ASTEN6H) (12.5%) « ALTHEIN6H) (12.5%)
HTH o7,

#8 T T MR REE (1 BEEIULBERRIRE, 2 ICUMAE
DIFHUZ AP THRFEAR G- IAE, 3 1 ICULALOFFIC AR
FCHERAL G- B, 4 0 ICUSLIXICU RIS Ot iz ABe s ©
IREIBS TSR EALE. 5 ICUIZ ABEH Tt
KON LW g3 63, 6 0 ICUIC AR TECMOAS L% &
2 VG AT g K O G i B O3B I AT EE, 7 1 FET)

18. EFPIEIE
18.1 1ER#F

KRiEixin vitrol2 BT, AR OIS TL-61L &7 5 — 124
HELTENSE N LIL-6DEMIEE OB 2 I L7227, F720 A
L, H =7 A PVIIRG ENz e NIL-6D0G IS E 2 I L 725,
18.2 BAEI XIS - HEMEA

RIWE, W= AN T—7 VFEAERICBW T, BFi%5S
FERI2 5 O G2 X 0 EEERO R AWH$ 5 & & b2, BE
RESTEL DT 512 L ) BAET O IR % tesg L 72505,
18.3 IL-6 T > XY 1= v U <) ATORERBMFIER

v AIL-6L 7% —§ifkix, IL-6F T VAT 2= /<7 R
TOEMIKAE, BHR, Sy 07 ¥ IS OFT RO JEH % Jif)
L. AfFHHZEE S S5,

19. BRIRFCEEY 2EIEFIFR

— gty ) AT (B IEZ)

(Tocilizumab (Genetical Recombination)) (JAN)

T3 B8 (CrosHisosN2rsOs3756)

T (CoisHs30sNss2O672515 © F21K55)
- #9148,000
Cr 7R ERIME TR T & 7 X TR44T, 448 (FHST)

449 D FEFH25T T B 7 D AEEREE

20. BHRV EDERE
HMRE I L TREFT 5 2 Lo

22. Ak

(797 L7 =iEssERA80mg)
4mL X 1N A T )V

(97 LT =AiEEeEA200mg)
10mL X 1231 7 )V

(797 L5 Sk EA400mg)
20mL X 1231 7 v
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