N3
*x 2026FE9HNET (3hK)
* 20266 RG] (B25R)

BF K :2~8CTR#E

*XEMEE . (YU XY TBSHEEEES0MgRU200mg [MA]) 30fEH

(b2 URXTTBSmEREE400mg [MA]) 248 H

B RERmIEES

876399

80mg 200mg 400mg

AERES | 30800AMX00104000 | 30800AMX00105000 | 30800AMX00106000

BRSSRME | 20264F6H | 2026%E6H | 2026E6H
E MEfTE ML-6L &9 —F ./ J0—F LK
MU RXYT GBEFEBRZ) [M) X THRE2] 3
HEYIHRBE 7=
5’]% " I—JU] vj Bs"n/ﬁﬂglisomg I-MAJ
L sz 1 1E) T
AR UV BSsmast 200mg MA.
T
UV BSHiEEaT400mg'MA |
Tocilizumab BS Intravenous Infusion 80mg MA
Tocilizumab BS Intravenous Infusion 200mgMA
Tocilizumab BS Intravenous Infusion 400mg MA
) EE-EMEOMSEICLVHAT S
s 3. #ERK - MR
a s 3.1 488k
1%”?;’#}%) (134 7 L)
ARIRSICEY . BIME. MAEOBEBBAENSS5D N hYVRYTBS | b YRYTBS | by ) XIS
N, BHNGESEEELET NS5, ARFIL-6DIERE s RUMESOg | RERIEI00nG | RIHEAOOmE
HIH UAENREEIEATH 5. IL-6BRMBRG (5 NP
#, CRPIENIZ) EH3|THYA MY THY, FRIBS ams | R
L&k t) T NS ORIGIHMEIETNBIcsh, BRI S FRH el I T 200mg | 400me
MElENB, ZOEHBAEORENEN, BELTBTE -
N ) VBZIKEF U LKA 6.8mg 17.0mg 34.0mg
N&HBDT, FRURSTEFEEOREE+SICERRUMNS —
50 & FERNERMTE Y 2RSS 5 N & % u*/m%_ﬂuw_m% 2.9225mg 7.306mg 14.612mg
TH. B, FPRBOEEICERL. BRENTEDN — R 2000mg | 5000mg | 1000.0mg
BHIESIC(E. WEXE. CTEOREEEEL. BYRNES Y Y <= 180 2.0mg 5.0mg 10.0mg
fi5C&. [23. 84, 810, 9.1.1. 11.1.2 SR ) B ikt
1.2 BERBICEUTIE. EERERESOIHERI HS5HN KEB(EF R U 4 R

%) CENBB T ERVARINRREZTESERFRTRENT
CHBHTEREBICTHHAL., EE bi‘;;t%ﬁﬁwbh
T, aELOEDENEIREZE L0 HEN 35S
HERRNERSTE L.

1.3 FHNCOVT DTSRG & BRVRROEEDRNE - #5%
ZHDOEMIERT ST &,
(BERY UV FRUSHEE TR 25 9 2 BEISRIERE

)

1.4 AEIDBEZTSHIIC. PR EDHIFDOHYIIFED
fiFﬁ’a’:'l’ﬁEhf?ég_to [5.1 2]

FAENE, Fv A = —2ANLRY -z THESNh D,
3.2 IR

e bYURTTBS FYUZTEBS _FYYATTBS
mERESOmg [MA] | S#E200mg [MA] | Si#E400mg [MA]
AR et~ WEEOW RHEEATH)
pH 6.2~6.8
BB 0.5~0.8 CEBAHEHICHT H 1)

2. 22 (ROBBICIFIBS LBV E)

(L@

2.1 BEHHREKOBRE ERAELSEIBZNDSH5,]
[8.5. 9.1.3, 11.1.2 %M&]

2.2 AFIOBS N UBEEOBRERED & % B

(SARS-CoV-2IC & B R 2k < SEE)

23 EEABRMER SN LTVSEBE [BRUWENE(LT 2872
had5,.] [1.1. 8.4, 8.10, 9.1.1, 11.1.2 B&]

4. FHEEXFZHR

OB aE CHRFTTA B TEERER
gV U< F FIEDBENEEDLEZS ). SEEICES)
HZEET HEFHFRMAREN. SHREFIERFRMREN

OF v v ALY VIRICH S BERRUREMRR (CRIGES VN
IRE. 747V /-5 VRE. RMFTFRETE. NET
OEVEE. ZILTZVEE. £2E2R%) OE. EL.
UV NERDIERROSER & 18 S 18 VWEE RS,

OEMEEAEICH S YA M+ VRS

OSARS-CoV-2[Cc & Bk (2L, BRRIRSZET 5 EEICIR
?)

5. MEERISHHRICEHET R

(HBEIY O FRUSREEICEE N ZE T 2 EF TR ERER

®)

51 BEDHEICBVWT, P EBIFOHY Vv FHICKS
B RBREZIT>TH MRATARHEAECRET S &,

[1.4 BH]
(ZSBIEFHFRMERIENRN)
5.2 BEDREICB VT, BIBRERTOA FEICK2EY) %R

BEIT>TH. RS LHEEIHRETLH L,



5.3 BELGAMELE LT ru7 7 — IEMHILERR (MAS) %
HIETHIENDHBH. MASEAEHEL TV 2 EBE TIEIMASIZN
THRBEEBESEARAOBREEZMB LRIV L, oo KA
BEHRICMASHRELLZGEE, #5201 L, #P»IC
MASIZH 9 2L 2 BB Z1TH 2 &
(BEEEAEICHS YA MhA VBEIREE

5.4 KROBEIZHT-> T ZEDHA RS54 VEORFOHE
WEBZICHCEBREZBIRL, ZOMOMEBEOEREE D
IHEHT 52 &,

(SARS-CoV-2IC KB fi)

5.5 B#E S, ARSI A REE A T (ECMO)
WAZET HEREZNRICAR T TREZITHZ &

5.6 5} R AT B R A ER L ENRSpO2A 92 %A L B %
i CCRPE7.5mg/dLEL_EDSARS-CoV-21C X B fifi s & =
WMHEELUTERSN, BIBREATOA FEFHA R TARIOE
MESHEREINTVWAY, HERBONEZBH L. AHlOF
MR OLEMEE I HE L BT, HISEEORIREZITS
Z&s

6. RENURE

(BEERY O v F RUSEEICEE N ZE I 2 EF TR IERE

*x)

WE. PURXYT BEFHEERZ) (MU R THBE2] &
U T 1[E8mg/kg % 4R T rl#HES 2.
(ESREFHSREBIRN U+ v v RILI VR

EE. FYUAYT (BEFHEBEZ) (M) A THBkE2] &
L C1[EI8mg/kg % 2 A MR € mili#iEd 2. &H. FERICED
DA E R ERREERTE 5,

(BMEEESREICHES U A MO« VEIRES

BE. PUXYT BEFHEERZ) (MU X THKE2] &
UC {k#30kghl |1 1 [E8mg/kg. {AE30kgsKifix1E12mg/
kgz RIGENET 5o

(SARS-CoV-2[T &K BHHR)

HEHE. RAIE, BIBEEAT A REEOFRAICBLT, b
VYRYT BEFHEEZ) (M) XvTHKE2] & LTLE
8mg/kg % MIMEEY 2. FERAHE L AVHEICIE. HEE
5T H58KMMU LOoRMEEH T T, MU AT (BETF
Mfez) [b> VYR T#HEE2] & LT8mg/kg# MBS T
&5,

7. BiERUHEICEEYT 332
(GhggdtE)

7.0 MEF ) A TRESHERS N VIREBTRE 2 kRS
e NIRRT THAESREBRT S HEESEL 55729,
i - AE%85F9 52 &

7.2 KElEMOF ) v~ FEMBFOHFHIC OV TREERVE
RIS L TV RWOTHEAZBIT S &,
(ZSBIEFIHFFIERIEIR)

7.3 EERHBELI AT THO . POCKIMEY > /%27 (CRP) %
BiEE UTIL-6/EFH OMFIRI R AR+ L S 255 IR
0., BERREZEHETE 5,

(F vy RILI VR

7.4 %58 ICCRPZHIE L. EEREE IS+ L HM SN 55E
IZRD . CRPZIEIEE L TREMBZ2ERETZ %,
(SARS-CoV-2IC & B hi)

7.5 SR EEERHKBE CIIEISREA T A FEZHHALT
WERWEHICBWTAFIREICE D 2ETEEDE L % A IERA
MRH 5N,

7.6 N)IUF=TEOHAICOVT, BRIER UK IIHESL L
TV,

8. ERREFRIER
GiREFE)

8.1 KHIREGHBT F 71 5F v —vav s, 7TFI15Fv—
IO 2 YRR (7 RV >, BIBREZATaA R
3, e 2y I VHEE) PRAMNBERZESICEMTE LS
LTBL &, Eoy BERTROEROZ VLI L 2MHET 5
o (1111 BH#]

8.2 AHIFEH X IFHE5 Y HIZInfusion Reaction (F#Eh, HIE,
Es. WM. SERE. 32%) PRATLEENH L7120, &
FZOREZTDFICBEL. BESRDONLBAICIIES I
Samik L, @ Aa0E ik 2y IV, BEEREROKRS
&) 2152 &

8.3 iU v~ FAEMBANC X ABRIFR Y 1)L ADOBEIEE(L ]
EHEENTWVWDLD T, AEIRGITH > T BREFFR ™Y 1L AR
ROFELZERT S &, [90.1.2 ]

8.4 AEWEICKD ., BMHKIG (FRE. CRPHEME). BYE
RAMH SN, BPEFKRIBNDAREE S D 5720, 2
KIGHFED SENZVEZ TS, HMERE. IFhERE 2 BRI
BIE L. NS OEFH KOS, B, HIEREOERDY & /&
YHENEEDN HIGAICIE. FEXER. CTEOME % £ L#Et)
BMBEITO Lo £z, MREIBERO A2 S T R R R
BRSO BMEERICOVTHERL, BEIRONZEE
Ik P PICHEYEMICHKT 2L, BELZBEETLIZ L,
[1.1. 2.3, 810, 9.1.1, 11.1.2 ]

8.5 AFI G5 - TREMZICE T 52+ 722 EOBHEE.

B EOREEMES) RUBBXBEREICMA. 1~
& —7x0 -y BEHRB YRV Z Y VRIEBRE 2TV, 8
BRHCTRES 2{TH 2 &I1I0& D, BEBEROGEEZHERT S
Z&,
ARG R, FERXBRESOBEY) 2 HRE 2 EHNICTS &
ERMEOHBIIIFFICER L. BEICH L. 255 E
ROFHHLIGHE (Bikid 2., HEAE) ICIEP»ICHYE
FICHEET 2L HIFHHAT A L. BB, BEOEHEIHERS
NERIARZHREET, BROWBELZELET L. (2.1,
9.1.3. 11.1.2 &I&]

8.6 KA EHIZ. £V F VERBICIVBERT IBZENANH S
DT BTV F VERIIITDEVWI &,

8.7 HERABRICB VW THER (BRIEPRETE R, 0D%
Etr) PMESN TV, REHMEPICHER (TR BKET
. MoERE. MIRRE#S) SR SNIBAICIE. FOREE
TAICER L, BPETEZWESLEZE L CHY LB ZITS
Z&,

88 BaLAFu—)Uf. U ZVUEY FE, LDLILV AT Ha—
VEOEMEDREREEREESHSDLNDZIENHHD T,
BERm3THKE BRI, DRBRIIHBEIS U TREMREEE
fEL. R EXREERD SNZBEICIE. SIRMEREREDRK
SEO#YI L NEL2ERT S &,

8.9 ERARBICBLWTDEENZEOONTVWAIEPS, BED
REeZ2+3ICHZE L, BEIIS CTOOERMRE. MBHRE.
WMIa—Z2EI 5 &, [9.1.8. 11.1.6 2]
(SARS-CoV-2[C Kk Btk =R < 3hEE

810 BRYYEEZ A L TCVWABHICARZ2RET S EICED, &
YENEBLT 2BENDH 5720, HEFBICEL T, i
REDBIVEDHELZERT ST L, &B. SARS-CoV-2iC
X B % bk < EINFEROBEHRER (F2. HE, BER. Y
VOSEIERSE) 1ZBRYEDIER &ML TWB Rz, EilE+
FIATH T &, [1.1. 2.3, 84, 9.1.1. 11.1.2 &#]

8.11 fhoH Y 7 <= FAEMEF » S AR 0 B2 BBIIE, B
EOBIEIC OWTEEOREZ+FICBET ST &,
(EEREFHIFRMEBEEARUF v v RILT VR

8.12 A&k - b3 BEEICIE, IL-6D/ERAEENCHIA UK
BAELT AU REEASTETCE L VDT, BDEIILCTEHIBR
BHATuA REDBN - HEFOWY 2 NE2EET S L,

9. BEDERZHIIBEICHTIER
9.1 GHHE - BMEESE NS5 BE
9.1.1 BHRHE (SARS-CoV-2IC & B DIZEIFSARS-CoV-2IC
KDMRZERL . ZOMDIPEEDIRSFER G RAEIFFRL)
ZEHLTVRBERSBPENEDNZBE
(FIBESE)
BYVEZ G0 L TV 2B G IBREO IR EET 52 & B
RENELT 2BZHH 5. [1.1. 2.3, 84, 810, 11.1.2
S
(BEEELEICH S YA M ha VHEREE. SARS-CoV-2IC
KB
R LEOFEEE fEREEZZR L. BETHZ T2 ICRRTT 2
s



9.1.2 BRUFFR A IR F v U7 DEEXRIFEHERRE (HBsHR
f2i. D DHBcHIAX IFHBsHLAE )
BHROBMFRIBET A RS54 » 2 BE I FHEREE P4
TANAT—H—DE=F ) T %2757 E, BREIFRE7 AL
ZDOBEEHILOBIEREROFERICER TS &, U ITF
AR 2RSS NIRRT R A VAT v ) 7T OBREIIE
FRREHEICBWT, BREFRY ALV ZAOBEEELSRESNT
W5, (8.3 BH]

9.1.3 ERDEIRKRE (FICEZOEBEREDSH S EBEERUIHERX
R EBEEFAIRDSH 2 EE) XFBRBELEIRONDEE
(1) EHOBRBEETIE, BE2EH LSS 2 EEIEET
X720, [2.1. 8.5, 11.1.2 B]

(2) BEOBMEREL2ET 2HAROBEBRIEDNSIHHEIC
. BROBERESHHEMICHKT S22 L, UTondh
POBEIIE, JRAIE UTARI OB SRGETICETIIC Fiibs s
5T 5 &, [2.1. 85, 11.1.2 BH]

- FOERE/ SR E CHIAEEZIC AT AP HEShIEREZE
I HEE

cREEOWER (MMt &T) 2679 28E

A V=T zur-yEERBL YNV YV RISHRES OB
TICED . BRI BEDN S BE
EERELOBEEMELEET 5EBE

9.1.4 ZRERMDIREICHDEE
BEZBIZENEET LV, BB, UV ISEREED AHEIE L
L7z5Ba (H&E L T500/ul) &, #E52HBLENT &,
BRI REG s & CRYE 2 FHT 2B TNDDH 5,

9.1.5 FIEMIMRDEIEEDH 3 EE
FEHRICHEZ 2T RE, BBIT S &, BEEMRHIHEEY
BEXTLHIENDH S, [11.1.3 BHE]

9.1.6 FEREDHDEE
[11.1.4 BR]

9.1.7 BMERREA. PRI, MIVMRESDSH S EE
HImERGEA . BRI /MDA EICELT 2B 21D
H5. [11.1.5 ]

9.1.8 DMEREZSHUTWVWIEE
FHIOODBRREZITVWEOEIICEET 52 &, BRRER
ICBLTDEENITDSNT WS, [8.9. 11.1.6 BE]

9.3 fFigEEEE RS
FSYUATIF—VYEERICERT AL EBREZHHITOZ
&, [10.2, 11.1.7. 15.1.2 ]

9.5 1FiF
R SUSIEIR L T W A ATREME D & 5 4otk ic i, B Lo BN
PlafE% LR KIS NI/ ICORRETEHI L, 1=
TAFIVICBOWTAREIIREEM 2 @82 2 ErMESNT
Wb,

9.6 F7LI%
BELEOAEREROBIARBOAEEZZEB L. ZAOMKEX
b2 RS T A L. KEOR FHLHTADOBITIIARATH %,

9.7 INR
(SARS-CoV-2IC & B ik =R < #EE
EHARER, FiERXIIILE2ZRRE U RGBS L
Tz,

(SARS-CoV-2IC & B Aiik)

NRE AR E LB R EM L T,

9.8 SkE
BEORELZ T DICHE LR SEBICRS TS E, —fRIC
ABBESEKTL TV,

10. #8E{EA
10.2 HRER HRICERTSIL)
EABE AR - BESE | BT - ARET
FERERERIE % 2 C 3 ATHENE O | FFRREERIE 25 5 b h | BT R
& B %A BIENDB.

#i) v~ 5% (DMARD)
[9.3. 11.1.7, 15.1.2 2]

*%

11. 8ER
WOEWERAH 6 bNB I ENHZHDT, BEZTDIITITWV,
BEEPEOONIGEICIIBRE2HILT 574 @Y 2 0E %2 1T
AT &,

11.1 EXRENER

MANTPFIT45FY—yawvd (01%). P7FI45FY—

(0.1%)

MEETR, FRIRREE, ZHEL. o0, B, B, EE
B, HIESHobNEHZIENDHEHDT, BEIPRDOSNIE
AlCRESICHEEERIEL, PRLFY v, BIBREZTOA
REE, b 2¥ IVEZHET AR OB ALEBERZToOEED
ICEERA RS 2 £ THREOREEZ+2ICBIRT 52 &, [8.1
]

11.1.2 BRRAE
ffize (3.3%). #REZE (2.0%). BMEBER (0.7%). &
B (1.4%). REARMEEEIZ% (0.5%). BUMAE (0.6%). FEFE
MMEBEE (0.4%). & (0.1%). =2 —F¥ R F Afli%k
(0.3%) HEOHMABRR2ECEELBRYIYEN D SbN.
W RERE-EDZENFDH B, [1.1. 2.1, 2.3, 8.4. 8.5,
8.10. 9.1.1. 9.1.3 ]

1.3 EEMRR (0.5%)

BETY v F BETIE. FE WHK. PRI S O FEIRESER
ICHFICEEL, BEDZRD 5N-HEICIE. HP P ICREX
. CTRUMBEA AREBEEZ2EKE L. AFOKS2HIET 3
LB 2 —FEVAF AR EDERIZME (B-D-7LH >
OHEZE) #EBICANBEY ZAEBEZTH>Z L, [9.1.5 B
H]

N4 BESHFA (0.2%)

AEFRGICE D, BEREOLMEEOER (B, FHE%)
PHEIE N, REPDEBNTEILICELAREED H 57-0. BHE
BROLNZIHEITIE. BEHXE. CTEOMEZEMT 54
EFAIcBEL., BUAAEETO L. [9.1.6 BE]

.5 EEERIBRE (0.1%K0) . BMERREIS (4.5%). FRERE
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[9.1.7 BR]

1.6 DFE (0.2%)

[8.9. 9.1.8 ]
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DT ENEL, BEHRIEB LB, R FHERESZOER
PERD B VIBIE LT 5 ENHHDOTERT S &,
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1%k 0.1~ 1%k 0.1%A

U YSERERAD Bl [HIERE | TATH#E
Wil 74707 VED, i
BB, 74 7 Y RREN
[FDP, D¥1 v =) #fl, ~~v
MUY MBS AETOE VR
NP2 11N IAY: 1 : =N
TFHREREENN, 7R MBRE D
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OM%. FA. 8 | B0, @0, B, BHFHE, | 08
Bk, M OE%. BB, L8R
BB — 7 R,
ik B WIRR, Tk, B,
A

R EENE S

i FHED T, BREBR, TR

i . KitE= 2 —0/5—

RER. KR, ERBE, SH | BARE
%. B

EIRDS, ZENIE, MREZAR. RERRHI | B (R, W

" I, TR, EREL B | i

®E (BE. B2, | VEE. ERE. (8. BER
L% REE. | 5. BRI KA S, K
ERE BERRRG MR KA AILE, RBIE,
Bk

B

FEE. B, BE (. R
20 M. BHERE, B
[ERCENE T N i
=

oy

BEREZE . IRESERG. BUNSEAN, | SRep A ERF
R RMEREE. BERER. R
B RER. BfA. NAGHH.
SR

WIRE

AFhE JEREGE, YhRHim TEHER) -7

MR, FEE HE. BEE, @E/07) VG| Vv FRTBE.
WA, Mo, RO, Btk | RiFREE

7 UV¥—, CRPHmM, EBE,
B, 7 LLE-HREBE, S8
Z0fth RIETYH, ESHARE (T
i, REAE. A, R, BARA.
FL%), MRHEEIRZ. DNAR
BT | REEI, Fiidi
[{%rﬁfil)

E1

BAERY ¥~ 7 MAH2RER CODNAFUADHER X, 2171 BV TR L
1061 (4.6%). BHELOBITH %o FHLEDHEBIX216H1ICH WV TR(L
246 (11.1%). FBHEAL186I (8.3%) TH%.

H2) BWEFHORBSEE 3 BERTRAEELET.

14. ERALOER

14.1 ZERRNFOFR

14.1.1 FREROCFRBIEAN OIS ZHMLWIE#H 252 201w
Lo RANZRYIYNR=P Z2EBELTVWAHDT, JENERT
(R

14.1.2 ARSI, FHEBIEESLPIHFEHRT L&, . BR
3FEEITDH &,

14.1.3 HWRAE
BHEIOENA TIVHOD b)) X~ T#BEZ20mg/mLTH 5.
BEOREPSHBE L - BLERZFE25kgM TOH AL
50mL. 25kg##x 515E1d100~250mLo HFAHE A ER
Iz w9 %,
<<BEDH7-DOBWER> >

o k& (kg) x8 (mg/kg) ™
) EHEBREICES YA A A VR R RS TRE
30kgAHDZ A1 2mg/kgE T %
14.2 ERIESHOER
1421 ARNFEE - 1Pz > T7V—DA U FA VT4 LY—
(R7HA X123 70 VPR) AWML LT A VICT#H

5952&,

14.2.2 oGl BRE LSRG LEWVWI &,

14.2.3 H5FERISBRICEEEE 21T, BEOREE 731
BZEL, BENS LV L 2HERR. SHEEEZHED | REEE
THE5T %,

15. ZDhDFE

15.1 BRRERICE DB

15.1.1 REBEICEVH P 2D X2 THAEDHKE L= L OMED
b5 (ENEKRRE - B, BEY 7~ F : 60164184l

(3.0%) . ZBfICEEEZET 26 FHERHRMERBE % 19

B (5.3%) . BB EER R ¢ 1284141 1]
(8.6%) [DIE. ZHEEBIME]. F+ v A< 9% : 35611
Bl (2.9%) [%&REE]).

1512 RFICBWT, RFEHY v~ F%E (DMARD) Lot
RBEICB T 2EMEROCLREEIIHELL TV, 2B, i
NOBEE) v FegE LEBERRBETIE. PSSV AT7 3
F — Bl _L 7 O FIFSEE A AR AR ER I L X TDMARD
HRBEERCEDP > 7z, AEED3EEZBEI2ALTH 50 IE
AST EF DO FIEEE X, DMARDOFAE R © A#I8mg/kg+
DMARD#E£103/1582%1 (6.5%). 75t AR+DMARDE:18/
117061 (1.5%). BADEE : AFI8mg/kg#f6/2884

(2.1%) MTXBHIEE14/28401 (4.9%) T ThE5DOEKY
B THRPFARALZICES DO T AP > 7. [9.3,
10.2. 11.1.7 ]

15.1.3 BN O KRB TI132.94F (BS5HARK0.1~8.1FEDHR
) T, OB T~ F2NRE LBEKRRBTIZ4.6
£ (BE5HM0.0~5.8FEnHhRfE) oMM TEBISNTSE
D, NSO EBAAF ORISR OZR M LR L
TV,

15.1.4 BE ) < F 2R E L= ABH O @IV RREICH LT,
AHI8mg/ kg 5 D B 72 RYYRE O FHAHE A A E 100kg %
B2 HBERTEVWVEAASRD SN0, BB T 51E
BE5EO LRIZ800mgE Eh TV 5,

15.1.5 EfiV 7~ F 2R & L ERRERICB W T, A&
DOREBREIAHTDH 2 HHiEREEE RO 5 - & ORE
WH5.

15.1.6 B OB 7~ FBREEZNRE L ZEEREEGERIC
B 2EEEEORERIL, AFIHRESHTIZL.60/100A - F

(95%(EHEX M : 1.04-2.37, G MM O FRYME : 0.55F., #
BRER 12,6440, NS 1 1,560 - ). HESHRERS
B (AFFLFEY—1+HS0IEDMARD) TIi1.48/100A -
£ (95%EMXR : 0.74-2.65. &EHBOHR{E : 0.54,
WRERE R 01,4540, ARG 1 743N - ) THholzo H
BB % & TS RIS 10 B ) 2 BHEEE O
FHEFIZ, 1.62/100A - F (BEHBOHIME @ 4.6, #iEk
EH D 4,000N, EANHEE D 14,994N - ) THo722) BLE
ANT—=%),

15.2 JEERARSBRICE D < &%

15.2.1 e (w7 R) IZBWT, gpl30&NLizY 7z
EPDHMEOREERAEET S EPMESINTVSI,
gpl30% LT 7 FIGEICEE T 591 N A A V3R
5NTEY, IL-6HZFND—D2TH 5. AEIIIL-6DIEHZIHE
THZENS, DEANDEEBIBEETE L,

15.2.2 K#EiZb b EHZ T A FULDIL-6 Lt T¥ —Ixf LTIEH
EEZRTA. YT ARV Y hDIL-6LE T —ITH LT
BHHNEEZRE TV, DD, PAFERBIIERSNT
Wiz,

15.2.3 b FiFMFaZ W 72 in vitro REZICB W T, IL-62FF 54
Ri#EER (CYPs) HEEMHIT A erFHESh TR &
M 546 v MFMIRICIL-6% b YU A THETR TR L
LA, CYPSORRICELRZRD SN G-, /. &
ERIGZET HBRETIE, [L-6DBREEICE D CYPsOFIHR
PIE SN TS EOREDNH 589, BV ~FEBEEZN
RELUZBRABICBWT, ARRESHICIL-6HEFICE- T
CYP3A4., CYP2CI9KU'CYP2D6RIEN MG 5 2 &7
RBEN, 2OZEDS, BEOIL-6IC K> TS TW
7.CYPsSOFEBHMAFHSICE D EE L. RERSOHEIC
P THRZEDORNR AT T 5 AT HEME I T E T E R W10,



16. Y&

16.1 MHRE

(A

(BERRREA)

16.1.1 BEEOHgS
RN A2 RIC, ARIULEITNA A ERHED 4mg/kgH) %
B[RS Ul (1R EEEE) . M - ) X< 7 REHR %
M1, BMEEIST A= ERNTIR Uize RAIEFRITNA FEE
i I U 7RO EM /)N T A —% (AUCinr) ORETHR/N"5R
SEHHOER0%EEXE X, 80.00%~125.00%D #HE N T
0\ A EFRITNA A BERGOENBEOFRSENS TR S hz!,

(ng/mL)
150

—e— A (63 151)
;i -0 JEATSA A ESREL T (64 1)

0 168 384 ‘ 56 84 126(hr)
BERT %R
X1 fEFERAICBIT 2 BEERSEO
MEH - ) A< TREHR (FEE£SD)

K1 EFERAICE T 2 BERSHROEMEEL ST X -5

AUC; B AUC5) Crmaxt) Trmaxt t12%)
(ug-hr/mL) | (ug-hr/mL) (pg/mL) (hr) (hr)
1.02

124001959 | 12400+2018 | 99.9+16.0 37.6+7.6

i (n=58) | =63 | (=63 | 0073 | “sg)

(n=63)

FAINA A 12830£1970 | 12820+1958 | 99.9+16.8 (1 0(1J'5§ 00) 31.7+8.1

B AED (n=62) (n=63) (n=64) .(n;64.) (n=62)

1) BINTERBS N M) X7 CGRIZTFEIRZ) 85
W2) ARIOKEFARE. 1H8mg/kg (772 L. KE30kg Rl OBILIEARI S
1R A S BHHEIRRE LE 1 2mg/kg) ThB.
*3) FHfE+SD
H4) Rl (BME. BRAME)
(P I57 LS®OEEEsTR)
(BERRREAN)
16.1.2 BEOZS
R A BB % K5, 0.15. 0.50. 1.0, 2.0mg/kg2) %3
E#25 U7z (1ER S EE) o Cnax3RGRBICHHAILTLER L
HDOD, FHESBOEINIAE> TCLioalld B Uy 12X MRTAEE
ELlZERS, bR TOENERBICIERIEEI RO 51
7-12),

K2 HERESROEMEENNT A —5

Eﬁ% Crnax AUChst t12 CLiotal MRT Vd,ss
(mg/kg) | (ug/mL) | (ug-hr/ml) (hr) (mL/hr/kg) (hr) (mL/kg)

0.15 24£0.6 11£6 1716 | 3.8+2.3 2522 63.4%16.6

0.50 8.5+1.2 285%73 33+4 1.3%£0.2 47+5 584+7.1

1.0 19.5£2.7 | 1009£222 | 4945 0.8£0.1 69+8 57.3+£10.9

2.0 37.6£8.8 | 2532£569 | 749 0.6£0.2 107£16 65.9+8.3

(BI1% : 4-5, “FHELSD)
(EEIVDYF)
16.1.3 BEOgS5
BIERY 7~ FEE3LIFIANRIC, 8mg/kghkBEHRSE Uiz (1R
RMEE) o MER MU XY TREEZRI2ICR LIz, COEED
B/ ST A —H1ZAUCIast=19852+5749ug - hr/mL (#fd]
FHEESD. BUREM) . t12=133%+25.7hr. CLtotai=0.4=%
0.1mL/hr/kgR% U'Vqss=78.5+16.8mL/kg Td - 721314,

200

100

A b 2D XX 7 (g /nl)

0 I I )
0 1 2 3 4 5

BH%AK (i)
2 BAERY v~ FREICBT S EORSREO
MiE -2 ) A~ 7THEEHER (FHELSD)
16.1.4 RS

(1) 5 1/0488% (AEAERMEORE)
BIETY 7~ FEBELSH (1BE5H]) 2RI, 2. 4521 1d8mg/
kg2 % 2EMMEICTHRE Uiz (2R ME#E) o Cliotall 358
DHEIMZEB > THD L, 1B ER L2 &R 5IERERDME
HEIRENRED b 7215,
X3 B U FEEICB L RERSROENEELI VT A -5

®5 | 58 Cinr AUChst ti2 CLiotal MRT Vs
% | (mgkg) | (ug/mL) | (ug-hr/mL) (hr) (mL/hr) (hr) (mL)

2 43.6£10.1 | 3440+822 | 74£18 |28.8+10.9| 107£25 |2921+576
49.0£12.6 | 4663+2185 | 97+50 |50.6+33.2 | 13868 | 55851441
82.5+32.4 | 106614070 | 160£34 |30.5£11.9 | 227+46 |6546£1852

27.9+12.3 | 3014£1070 | 87+18 |282£11.1 | 140+26 |3839£1290
49.5£10.1 | 6035£3200 | 140£71 |40.7£34.7 | 204£105 | 5421+1385
129.9£48.1 | 19939+8900 | 242+71 | 13.5£53 | 343£105 | 4355+1605

oo | & oo |

(fI%% - 4-5. F5fE+SD)
(2) HEMAAER
BEETY v FRESTH AR, 8mg/kg 4ERETI3EE5 L
7o (LRR ) o AR b > X~ 7 IR E 5 D R
L. I b2 ) v 7RG EREEE RS 4RRE (ERS
12:8#%. FHE+SD, LTEEE) ©9.8+7.5ug/mL, 6 H&54
ER% (WER G248 %) T12.3+8.6ug/mLTHY . #EES
20iB %LU E 1T —E D TR L 721617,

30 -

20 -

i s ) XX 7 (iug/mL)

0 | I I I I I I I I I I I I
0 4 8§ 12 16 20 24 28 32 36 40 44 48 52

1545 H 5K Gl
X3 BV 7~ FBEICB TS KERSRKD
MiEH b2 A 7EE (BE5ERE) #% (CF9EESD)
(ZREEIIC;EEN M 2 9 D EEMHIFRMEBER)

16.1.5 REKRS
ZEAMICTEEMEEZE T 25 FHERRIEESH R EZ 196 (3-195%.
FROE 1 25%) 2xRIC. 8mg/kgE LARE T3MEIES Lz (i
). WERSZOIMES N ) AT TEYFREIST X —F 25K
AR L7189,

F4 ZBEEICEBEEZE T 2 EFERABEEHIREEICBTS
RIEBGROEYEIEINT X =%

Cinr AUCuast ti2 CLiotal MRT Vdss
(ug/mL) (pg - hr/mL) (hr) (mL/hr/kg) (hr) (mL/kg)
145+37.5 20700£7130 123415 0.3£0.1 178+46 583+139

(F#5fE+SD)

(CinXU'AUCHast : n=19, ZOfhD/¥5 X —% 1 n=12)



(ESFBEF SRR
16.1.6 Ri&IES
2GRS R RS R B ESOH] (2-197%. FRESK) =%t
K2, 8mg/kgz AR CIEMRERS L (RERE). ZORE
WMEDRRD & NI HERE 2R RIC6M (AR, a5 188
) #%E5%217-7.
MEH b2V X~ 7REHER SER 588D 5 1 4B O HEH TER
KL EEZSN, MWER Y XY T7RE (B5ERIH)
1357.4ug/mL (FIEHR5 1884, HI% : 13) T - 72020,
BiAE, BEERVEEHOVWINPORTFEFT HEBREICBL
Ty MER YR TREOHREENREL RDIENH >
7-22),

#1 HEEE5128%DDAS28-ESROR—AF A 16 DE(LE

AHl SATNA F B BRI
eSS 182 185 [i195% = X )
R=2F4 Vi) 6.19+0.87 6.09+0.89
#5125 248%1.16 2.63+1.16
R=2AFA Y P50 0.21
EEE) 362 341 [-0.43:0.02]
1) 6-16mg/3E
H2) M TERESNLZ b I ATT GEETHEZ) 8
H3) BN RTE
*4) FHfE+SD

(FvvRILI VR
16.1.7 RE®RS

F v AT UHEEE28H AR, Smg/kg AR TSEK
BHRE Uiz (1R sisE) o

i b2 ) X 7 38l H % 5 EATE T36.6 £ 17.5ug/mL
THO., WEFESHUELRE LW, EZRESHKeEE®ES T
t1 2 OMRTIREER L7275, 56 B LI IZIE—EDEERL

BIfEFISERE L. RARGRETL8261 1004 (54.9%) TH-
Too EBIERAE. AMBRBORD17H] (9.3%). EIREHZ 124
(6.6%) AFHEREMREME LAOM (4.9%). FFEER LA, FaERE
WESHI (4.4%). M/NRBIRD7H] (3.8%). FFHEEEMERE. O
MNEE6H] (3.3%) THo7227,

7223,
K5 Fr vy ALV URBHEIIBTARERSRKD

(FI77 LSOimssErm)
(BEiY U< F)

17.1.2 BASE ME_EEREEEER

HEREIST X —

B5® &5 Cinr AUCast ti2 Clioul MRT Viss
(mg/kg) | [ | (ug/mL) | (ug-ho/ml) (hr) (mL/hr/kg) (hr) (mL/kg)

1 11294247 | 1309243254 | 99.7+17.1 | 0.6+0.2 | 145£26.8 | 80.1£15.3
8 192.3£38.7 | 2842317410 | 139+37.4 | 0.2£0.1 | 205+54.2 | 46.8+8.8

(B% : 26-28, FfE+SD)
(EUEEAEICHEDS YA MO+ VBHERED
16.1.8 RiEKRS
F A IHRZAMBEFEATHMIERREICES YA b hA VR
HUERREEA36] (HAALH) Zxtfic, (AE30kgH LoBE
8mg/kg.30kg R DG A1 2mg/kg & %5 U7z (1 RERSEE)
FEHSREOME R ~ > ) X7 THE D Cnaxid43.2~210pg/mL
(HAAN 1 122ug/mL) TH-7z29,
(SARS-CoV-2[C & BHHiR)
16.1.9 1EIX I3 2@ S
SARS-CoV-2Ic & 2 i BEH & XRIC, EEREFATICBEVT
byU X7 78mg/kg % -2 SEEHE L7z (1RGO X 1B R
THENE) o MIEH b2 ) A7 TEMBRE) ST A5 2 ROITTR L 722520,
%6 SARS-CoV-2IC & BliREBHICBIT 2HMEE/ST A —¥

AN UFY— MIRBEARAT LAY T FEEERNREL, X
b hLEH—r8mg/+ YA TSR (F5EREE) K
UANMLFEY =SSR+ X2 78mg/kg/48 (h)
A3 THRER) 2248EKRE L —EERHERBR 2 £l L7z,
BEIZLLROEBD THo Tz,
« FEIRDEEFD
B BIERFOACREME220%EHE L. 75 & REE25.0%2 %t
L. bR THRERTI03%EEEICE P> (P<0.001),
#2 7RV AV I FESE (ACR) OEERIILE O MR

#2 ACREME20%UGELE

75 1K) rY 2T
PfE
% 64 61
ACR20 25.0% 80.3% <0.001

#5) A b b LFY— 8mg/HRS

- HEEEEME (ADL) DigE
BERID» O REBERTTOHEEEHE (ADL) OfEE
MHAQA 27 (EEIHIR & MO MEE %31l d 216515 T&F
filiL 7. MCID (minimum clinically important differences)
ELTERSIND0.222BA CWFELMR LIDEMZ. 77 KB
344%I L. P XY TEEHTO7.2%THD, FURYT
BEHTERICZ P57z (P<0.001) 2829,
BITEFRBUREE X, 61B1H506] (82.0%) TH-7zo EaEIEH
3, MR VAT a— L Em2240 (36.1%). LDLIEAM 174
(27.9%). It Y 277U &) REANLOF] (16.4%) . SIHFEZE7 5]
(11.5%). EANZ5H] (8.2%). LDHHEMABI (6.6%). HDLIEM
461 (6.6%). FARILEAH] (6.6%) TH 7230,

17.1.3 B DEERF AR ML EEER

- Crnax t12 CLitotal
H5H (ug/mL) (h) (L/hr)
8mg/kg
|E&S 160£27.1 140+59.6 0.0285+0.00833
8mg/kg
IS 254+54.3 177£101 N.A.
(CEHEESD. NA. : HHET)
(1[E#5 : n=37-41, 2[5 : n=6-7)
16.5 HEttt

(FIFLSCEREREER)
TR A B S 2 /R, 0.15, 0.50, 1.0, 2.0mg/kgt2) % 1K
MEREELZEE, WTHLORERBICBVLTH b Y AT TR
FIcHEtE NS, P YRS TOEBKZIVT IV RAIEN YT
SUATHBH I ENRSNIZI2),

17. BRPRRGE

17.1 BHURUREEICET R

&3
(B8EIU U< F)

17.1.1 ERNE IHE"EERIETHRLERR (AFHER)

DMARD & % LI AN RA+ 3 2 i) v~ F BE %
ARE L. kU X7 78mg/kg/4i 5 LA BFAR (DMARD
H B VT REINHIF OGE) % 52BNk T 5 EIEBE R H
BB A ER L., BEIIUToEBY TH -7z,

- BAERDIEIEHIRE DRELE

BEHI»S552BF TOMMBBEREELFROROXMAIT
(Modified Sharp Score) T&Hili L 72453 % REICRT . Total
AATICBVWT, BEFEHRET6.12EL LI LT, b U R
Y 7HRE#HI32.34TH D HRICBEHEOETAME S h (P
=0.001) 3V,

£3 #E552E%OModified SharpiEic &K 5& 237 OE{LE

AP LFY— MRS LBEE ) v FEEENRE LD
HEREERBEZEBLZ, A b L3y — MEATED TARAIX
ZSBATNA A EFE D) 8mg/kg/4i % 52 S Lz, AU EL
TOEBDTHo7
FERHMHE B IS RE S N ENR BRI SR 1 28R ODAS28-
ESRFIDN—=Z2 5 A VI 6 DE(LE (BN Vi9fE) OBz
RUZ DISWEMXME 2 TRITRT o« 95WEH XIS H/TICHE
L7 HEFEEFEROHF (-0.6~0.6) ATHY ., WAIDERHED
FSESHER S i,
#1 28BHENIC B B/ - FERBIEIEL OERRBIAI £, ESR (7RI
FRUCREHE) JE ONCTHERE 1T & B EIEE T O 2R FHI % 2
FRELTHH LA, B Y~ F OREBEFHEOFMZ 27

B Ins Y R2T P
fil% 143 157
BUSA 321 (1.0) 0.85 (0.0) <0.001
BB IME 291 (1.0) 1.49 (0.0) 0.024
Total 6.12 (2.5) 2.34 (0.5) 0.001
() PiErpgefH

BITEFFBFE X, 1576113961 (88.5%) TH -7z, FE2EIE
i, a2 7a—LiEmeosl (38.2%). LIHEERA7H]
(29.9%). LDL¥EMA4LH] (26.1%). IH +Y 7Yty FEH20
Bl (12.7%). ALTHEM17%] (10.8%). ASTH#EM14641 (8.9%).
THILLB (7.0%). v-GTPHEMLLA (7.0%). HFHERBURA 10
Bl (6.4%). EMERKBBA106] (6.4%). FEEHI (5.7%). JIEH
R (5.7%) TH-717,



(SIS 2T T 2 E5F TR ERRER)
17.1.4 BASE MAEEAER
ZEEICESEE2E T 2 EE R EESAREF 16 20 RIC,
b2V X~ 78mg/kg % 4EEIE TG Uiz, BMEBEROIIA
HHEF330%. 50%. 7T0%WEBHEIITNZTN. 94.7% 94.7%.
57.9%TH V. FHEBOZFHLZEZ/E IR 5732,
#3 Giannini%33) 2 kK VIZIB S W - B EREHERBE R (JIA)
129 % SN T B D AR 7 RN Ak e

BRI, 1961361 (68.4%) TH-7z. BIEMIZ.
EREBESH (26.3%) . BRIFEA4H (21.1%). THI2H
(10.5%). Rk, FREORE. D%, Bd. ON%. B2,
®E. #BFEZ. RPMBE. ) O RREBD P ehehnlfl
(5.3%) TH-7z19,

(ERBIEFHISFMEREIN)

17.1.5 EASE MEHER
SEHRIEFEERRERSRBESOHlZHRELT VYR T
8mg/kgx 2R TIOREREGT 54—V HIBEIC T, JIAR
H30% D LowEER L. »DOCRPA0.5mg/dLAMIC N L
FRAT R RBEZEA3MI 2 MR I, —EEREBRBICT N Y AT
BE20B1d 2\ I3 7 7 ARBE2361 & UC2EME Colliks L, JIA
HHE30%LL LoehE. »DCRPAL.5mg/dLARm D NE DRI K
ORI 2 LB L7z Z DGR, R A 7RO RMERR T
80.0%TH V. I AREE (17.4%) ICHRTERIZEP - (P
<0.001). F7z. MREMEFHERD b2 ) X THOFD T TR
BICHARTHERBICE» -7z (P<0.001) 3435,
BIfEFAFEBUARE L. 56615361 (94.6%) TH-7. TREIEH
1. BIFSER 156 (26.8%). ALTH#EH3K] (23.2%). L5ERE
FALLIH (19.6%) ASTHEMEH] (14.3%). MHAITLZXTFE—)L
Hnshl (14.3%). WHEERT7H (12.5%). BER6H] (10.7%)
MEH66 (10.7%) U >/ SBREEA66] (10.7%) TH > 7220,

(FvvRILIVHE

17.1.6 EASE T1E5H5R

(1) SE—E&RE

Fr v ANV UREBETHZRNRE L THA—EBENTOWHEEICT

2. 4, 8mg/kg™o) LB L (RSB IC2HEMMIC TIERER

5), SHABTOENEEZBRF Lz, Z0MR. CRPEORIEY —

A1—1E. 2. dmg/kg TR S LEBTE TR L2 OD2A%ICIE

FO LR LAER S &5 7. Smg/kgTIEEE A L OREHIEHRS

AR % 38 U TR ER 2SR L 72300

E6) F v v AT UROKEHRI. 1E8mg/kgTH %,

(2) SETERRS

F ¥ v 27 HEEE28MZ R E L T8mg/kgx 2@ IE T8 K

BRE Lz, ZOMR. REY—H— (CRP. 747V /) =7V,

ESR). 28R (Visual Analog ScalelZ & 2 #Ffi) . EIMIRAE
(Hb)\ &7V 7 I Y MAESA, #EHE% L0 RS ZE LT

EICTE L 723739),

K4 AHEIEEE OHER GE_BE)

HH BT Be56if% #5168

CRP (mg/dL) 8.7%5.0 1.2£1.7" 0.9£2.0"
747V ) =%y (mg/dL) 639£188 357+149" 317+139"
ESR (mm/hr) 114£34 62£36" 48+40"
258 (0-100mm) 29.9£22.8 17.4£17.2° 177165
Hb (g/dL) 9.2+23 11.61.9" 12.0£2.1"
TLTIV (g/dL) 2.7£0.5 3.6+0.5" 3.7+£0.5"

*1p<0.05. ** 1 p<0.01, JHIEDHBUEE (HILK : 24-28. PHME+SD)
(3) firieSaER
FE—BRE., BEEICBLDTHREIENZF vy v AT UREBED S
533F &R E LT, FAI8mg/kg% 2:AME cRHMGERS (&
E1568H) L7zfR, REY—H—2I13 U & U TBRERSHER
Eni=39),
BB, BEDROMBEIATDTH - 27HITIE. BEREOEE
(FRAE1ABRET) KKDREYT—H—DOWEFRD 57240,
BITERFEBRSERE 1L, 35613301 (94.3%) TH - 724142,
(BHBERREICHES YA Mo VRBERES)
17.1.7 EFHESE 018558
3 (A7 V) —=V7HE) ~215% (Wh) omEFRIEGEOB
MfatEREY O RFREFMREZF ST LT, FHTr Lo La—
YRGS HIEERIENBHBEZEE L1z FHTr L7V~
T OEEZZTETSHDS 5. BEEFE WY A b AL Vi
FEMERE (CRS) ZFAE L 722861 (HAANLA) 1o, (AE30kgAIE
DEFHIIT b Xv 7 12mg/kg. FE30kgl EOBEITIT
) X7 78mg/kg (BA800mgE T) ZHAIIIRBERE AT 0
A FELOMHTES L, IEROBENDD 5N VIEEIE. &R

3EE TREHE Lizo TORR F ) X T 5 S N7-280]
2 (100.0%) »EHE LIz, bV A~ 7 #5755 CRSEIEH K
R & COHBOHRRIE [95%FEBXMHE (CI)] &, 5.0 (4.0,
7.0) H (B/ME~&KMHE : 2~29H) TH->7zo CRSOEIEIL.
24 L BB RRGE Uy SRR O E A 7 &I L 72
RIS 24 R DL EHfE U 72 PR EREFR L 72,

28BicBIT B b U XY TREHDEICRD S X BGEEFR
1&. CRS#22f1 (78.6%). &4 ASTHEM. MFrhEREEA. KA
Uy LMFEA 8] (28.6%) . ALTHNN., StEBEE. KEEFRE.
EIMES7H (25.0%). Al 8. WEr. MmPe ) L e 8.
HIERERA . SlbE, KAV AME, BE. KIILEE65
(21.4%) &TH > 7243449,

17.1.8 EFFHFEISE 148558

18 bl EOFEFSUIEIAME O O F A MR MIaZIBAIAL ) >/ SEERLA
BEICHLT, #9577V —v L2159 5IEEHIET R
BEERHLZ, FHTXY LIV I—LOEE2ZT 111605
5. BEENMHVWCRSEZRIELLZ16H1IC Y A~ 78mg/kg
(BA800mgE T) *2HAINIIFIBREAT A FELDOHH
THEE L, EEROWEDIRD SN EVIEEIE. BR2EF TRER
L7, ZOHKE. v I ATHEGEN166l0> 5, 156
(93.8%) »EIE. 1BIAREEITIC K DFET D0 OFHIEFT 58]

DTHolze b3 RTTHeE D & CRSEE IR M E TOHIM

OHYAE (95%CI) 1. 6.0 (3.0, 7.0) H (F/ME~HRAKME : 2

~14H) Th-7

16FIcBI 2 M) R TEREHUBEICRD 5N ELEERR

k. CRS*™., KMELB (56.3%). M/MREEEA 8% (50.0%) .

SHEREE. AM&eH (37.5%). FH. HIMBREREADE 56

(31.3%). I 7 L7 F=V#0. Sk, &Y VBILE. 25

PRI, KAEMEE, b7« 7)) 7R, iR EREEA %4

Bl (25.0%) ZHTdH - 724546),

#4 BEBROCRSIE. FREIIEAEOBMAEEEY /R
MR RO EFEA RS THERBRO A 2RE. b U X TH)
B4 5 H A FEI L 7z CRSAHERE L T W 2 CEREE O E(LIC
FDEEBRE L THESNLZHRRO MY X7 7RIS
HO M) RTTHEGHICHBELZBRTH 5 72,

#5 MU XY TOARIZOWVT, hE30kghl kix1E8mg/kg.
(hE30kgRMIE 1 12mg/kg 25T 52 & ERESNTL
7ot REBRICHAAN S NIz BFE TV I N EE30kg Lo
BETHY., 1E8mg/kghtE SNz,

17.1.9 BN 1/ T4EGER

HEIIEAEOBMBEEIERY XU VEREICRH LT, =7
2y~ T GEETHIEZ) 2H5 7 2IFEMRIEIREER & i L
7o AR S— P SHBEANN - MZBLWTTTa)¥y<v 70
5 %% F7-666H, CRSIISTHNICHKHE L. >518flIIc b U X
v 7RSS (RIEREATOA FEEOMABA) Liz. 20f
B bV T BESNIZEHEBIT RO 15624
(100.0%) »EME L7z btV X< 75 5 CRS*7EIE ik
RETOHBEOHRIE (95%CI) &, 2.0 (2.0, 3.0) H (F&/IME
~fKfE : 1.0~7.0H) TH-o7z
REMBITHGIEF LSHIC BT b2 ) XA THREHDEICRD
SN ERAEERIE. CRSI20] (80.0%). #FHEREHA 64
(40.0%). ASTHEMARF (26.7%). V ¥ ISERE B A 44
(26.7%) &A1) 7 LIMFEAG] (26.7%) « 15T EBALKLEE 341
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