%% 20264 9 AKET (53
% 20264 4 AET (52

fiz)
2

BPE 1 2~8CRTE
BYMHE 362 A

BAEER RO EES
876399

E MEfE bL-6LEY—F/70—FILiRiE

NUXNYT (BFEBRR) (MUY TEEET] 2HE
FYURX YD BS=wm25:80mglCT)
FUR T D BS=mas: 200mg[CT
FURX VY I BS=a#::400mg(CT)

Tocilizumab BS for Intravenous Infusion 80mg - 200mg - 400mg [CT]

80mg 200mg 400mg
E%Eﬂ%;ﬁiénu s AR ) ARES | 30700AMX00212000 | 30700AMX00213000 | 30700AMX00214000
) FE—EMEOMSBICIVEHT L& *| BRSTRAYE 20264 4 A 20265 4 A 20265 4 A
125 3.2 BAIDMR
Gheet@) F2Y X< 7BS| MY XY TBS| k¥ XY TBS
1.1 B HRFEf | ErE8Omg| R AR E200mg M F#IE400mg
FEFSCEY . BIME. FIREOEERBEEN 5 [CT) [CT) [CT)
DN, BGNREZELED T ENSH D, AFFIL-60D Al FEHA (ONA T7IV)
1’Eﬂfl€’?[ﬂfﬁu UBEBENRZEZERITH D, IL-6I324EH PR M~ PR E OB I DT 2 IC A E DR
Rt (2. CRPIENS) 2331920 A h( Y ToH o 5703
V. AEESICK YD NS ORIGIFIIFIESN D fzh. = BB E w1
REICHE SERDIHISND . ZDIZDBAEDFHEN = IR H T B H)
BN, E8tT3ZENHDDT, AFURSHFEED

REZ+RICRRUBRZITS & RN THY
SHHARMASRO SNIBVNEETH, BIMERE. TR
HOZFISEFEL. BPENFEONDIBECIF. WEX
R, CTEDREZRMEL., BYIGLEZITS Lo
[2.1. 8.4, 8.10. 9.1.1, 11.1.2 8]
BERBICIEL TR, BEERRPMEEZDEMERN G SH
NBTENG D ERUFENMRRZTESEREAIT
BV EHBIDTEREICTOHRAL., BRULI L=
AUl LT. BRELOFREN BRI Z EO2 HkTS
NBEEICOHRENZRST D &,
1.3 AN OVT D+ HHE S BEVREBDERDOAH « 12
BEODOEMMERTB &
(BEIU O FRUSEEHICEREZE I 2EF TR
RIER)
1.4 ARDEEZTORIIC, PRLEDHIFDRYIVFE
DERZE+IHMEI D L. [5.1 BE]

2. 22 (ROBEICIFZRS LBV E)

2.1 EELABPWEEZAHL VWA EE [BYWENSENT 55
FNNH5.] [1.1. 8.4, 8.10, 9.1.1. 11.1.2 ]
22 EEHEREEOBRE ERZELSELBINND 5]

[8.5. 9.1.3, 11.1.2 K]
2.3 KREI DRI UBBHRE DB ER D H % BE

1.2

3. 48R -
3.1 #8Ak

f7es

U X< 7BS
HIEEIE400mg
[CT]

)2 A
(20mL) & ¥
Y X7 (GEBET
Mz) [F2y
RAv THfl] ©
400mg

1 N 4 7
(20mL)

ARYVILR—+80

N> ) X< T BS
RIEEFE200mg
[CT]
N 147
(10mL) #H ¥
YAv7 (BEF
M) [F>Y
A2 THAEL] )
200mg
1 N 14 7
(10mL)
ARYVILR—= 180
5.0mg
L-XFH =V
89.5mg
L-exFT
7.4m
L-t X5 if
KA 10.9mg
L-FLA=r L-bLA=r L-bLF=r
76.2mg 190.6mg 381.2mg

F) FAENE, Fr A =—ANLRAY —IEMaE AL C#EShS,

MY X< 7 BS
RIE#ESOmME
[CT]
L N o4 7 Il
(4mL) HF Y
<7 (BEIETHE
#wmx) [FoU=X
< Tl )
80mg
1 N A
(4mL)
AU VIILR—=180
2.0mg
L-XFH=>
35.8mg
L-exFT v
3.0m
L-t 25T Vif
KA 4.4mg

ikl
Pl

7 Nz )z

NANA]

L-b 259 i
#HKHIY 21.8mg

/7

4. FHREXIFFHR

O BHFEECTHRA T3 PR
HEVOYTF (REDOBSNEEOMLEZST). SREIC
E%’Iﬁ%ﬁ?%%ﬁ'ﬁﬁ%'ﬁ%ﬁﬁﬁ%\ EEEFIHRIERS
Bk

O vy AR VREICHSHBERROTREMR (CRINES >
NOEE. 74TV /=5 V5B RIBEERETTE. ~
EJOEVRE, PILTIVIRE, 25825 ONE.
U UV INERDRERRDER SR SIRVEEICRS.

O BEMEREEEICH D UA b« VRIIERE

5. FHEN IFHRICEHET BF 2
(B UV FRUSEEICEE M Z2E I HEFE M FH LR

)]
5.1 BEDIBEIC hmf\b&<tﬁ1%®m077%%u$é
[ =

WY ZBEERIT>TH. WEATD S
[1.4 28]
(2B EIEF TR IERIETIR)

52 BEDBEICBNT, EIR&EXTufr FEIC X 23U 7008
BEIT-o>TH, BREATDRGEIEET S L,

5.3 EELGAMEL LT:771:177 IEE(LERRE (MAS) %
RIETAHIENDH S, MASEZEHL T35 EE TIEIMASIC
NI BRBEEBESEAROBREEZBBLEN L, F72.
AR EFRICMASHFIE LIZIGE 1, &E52FIEL. B
ICMASIZH T 2GR E21TS 2 &,

(BHEESEICH S YA MhA VRHEAERED

5.4 KB DEEIZHT->TlE ZEDHA RS54 VEORHFOE

%&%%ﬁgi@mf%%%mb\ ZOMDOXEREDER L &
I 5T e,

6. FiENURHE !
SE?E’I‘? U FRULEBMICER M ZHE T S E5F TR
K
BHE, FUXYT BETHEBRZ) (MU XY THEREL &
L T1[EI8mg/kg % 4R T RIRE#FFTE T 2.
(EHREFHFREEEHRAROF v v LI VR
BHE, FUXYT BETFEBRZ) (MU X THREL &
L C1[EI8mg/kg % 2;EMIR T RIMERE T 5. Lb. ERICKD
LAM S cREEREERTE 5,
(BMEEOEICH S YA bAA VRIBAEIRE)
AE, FUXYT (BEFEBEZ) (M) A TRk &
L CT{RE30kgbl Lix1EI8mg/kg. (AE30kg A3 1[8]12mg/kg
= RIEEEY %0

7 BARURRICHET 328

3 ﬁ AN

71m;¢r>Uf77%§ﬁﬁﬁén@uh%f&g&&%¢
HE, P VIR THEDPHEIRT AN EL B 5720,
Fitk - FR TS5 &



7.2 RE| Mo o< FEDHAOHHICOVWTREERVE
THEIZFESL L T W R WO THAZMEIT 52 &

(Z BB EIFRIMERIETIR)

73 EEREEPA TS THY ., POCRIGHESY > /827 (CRP) #
B & U CIL-6/EH ORI R SR+ LI s h 2541
RO . HE5MEEEMHETE %,

(FvvRILI VR

7.4 % 58ICCRPEZHEIE L, SEREES A+ & ¥ SN 254

IZFRD . CRPZIEEE L (R EHEREZ2ERETE %,

8. EEREARIER
(GheEE)

8.1 RHHBERITF T4 FF v —Yavy, 7F745F—
IZRtg BB R EYaE (Z FLFY >, BIBREATFaA
REE, fib 2y I V8%) PRANEBZEBICERTE S &
AL TBLZE, Foy BERTHRUVERO LW L2
BT BHE, [11.1.1 =HR]

8.2 AEIHFE R 354 HIcInfusion Reaction (FEh, HEIE,
ES. BH. 8E. #25%) PRBIZHEENH S0,
BEOREZ+DICBEL. BRESROLNIEAICIIES
IS AEFRIEL, YR AE (i A% 3 U3, BEERE
DREE) 752 &,

83 itV U~ FEWMEANC X BB R T A NV AOFIEE AR
EXNTVWBEDT, KAFRSIZHIL-> T BRIFFAT A LA
BROEEZTERT A2 &, [9.1.2 B8]

8.4 RFZEIZ XD, BHHMKIES (2. CRPHEINE). BKYE
RAHI S, BEYYERRE/ENS AL D 270, 2
HIRIGH D 6NZWEETYH, FIMBRE. FhEkEz E
FICEIE L. NS OEFHRCTEE. WH. WIERSOER
P 5 BYWENE DN AIEEITIE. WEXHE. CTEoMtE 2=
fE LB OB LT &, Fo. MIREREOARZ ST
RO PREEERE O B BEERICOVWTHER L. BED
RonzH5EIciE, #erIcHYEMOEKT LS. BF
#8845 E, [1.1. 2.1, 810, 9.1.1. 11.1.2 =H&]

8.5 AANR I - TREMZICET 5174z (R OB,

EZEE EOREEMES) MOWHXEEEICMA, 1~
& —7 xa -y ERRE LY NV T ) VRSB EIT O,
BEEBIRCTHEEZITO I EICED., BEBROEEZE
BT AHT &, RAFREFRIE, HXEREZEOMEY) 2 MEE
EHAICITD & EEBDEORKBEICIE+ICER L. BEICH
L. EZREERIPFER LGS (BT 2H. REASE)
L:Liﬁ’bb‘l:?ﬂ%ﬂ%ﬁﬁt:i@ﬁ‘\%@“éJ:ﬁ%ﬁéﬂﬂﬁ“é;to AN
EZOEEEDTERR SN BB IIARF 2 K589, BEOWK
BEEBLETHE, [2.2, 9.1.3. 11.1.2 Z&]

8.6 KA EHFIT, TV F UERBICKVERT H2EENNH D
DT BTV FUERIIITDOEWT &,

8.7 HERBEICBWTER (BYYENFETE A -odbD%
&) PRESNTWS, BEHAMFICHER (TR K
B . MRS, PRIRREESS) 23RO 65 NnBEICIE. TOR
Rz2+oIcER L., BEETHEVWESLZE L CGEZ0LE
BITHT &,

88faLAFu—)UE. FUZ UL F{E. LDLILAFa—

MEDEMEDRREREEEEFHS5DONHIENPHHDT,

BERIG3 7 A% ZBRIC, DBIIHEICS U CREREZ
EE L. BREREERD SNTIBEICE. SIS MEGESRE
DHREHZEOEY L NBZEEBT 5T L.

8.9 HERHAEBRICBWLWTDEENREOOLNTNAEI NS, BED
REZTDICBE L, BEICSCOODEREE., MKRHE.
Mo —%%2EMd 5 &, [9.1.8. 11.1.6 ]

8.10 BYWEA AL TVWARBEICAAAZBRET A LIckD ., &
YUENBEENT HBENDH B0, HEHKICEL T,
IREFEOBRIIEOFHAERT S & BB, Fr v ALY
Ry ERRUETERREREEK. ZEEIOEEEEET S
MRS, B YT, A N A VR
BEOEREER (FE\, H3E, SRR, VS EEES) I3
JUEDEREFL LTV B0, BRIZFDICTS 2 &,
[1.1. 2.1, 84, 9.1.1, 11.1.2 ]

8.11 flhdH U 7~ FEMEF » 5 KANYI D 2 BHERICIE,
EOEBEICOWTEEDKREL +FICHETH &,
(EEREF IR MERBETIRN O+ v v LY VR

8.12 KA & k% - kg HBEICIE, IL-6D/ERAA BRI FIE LK
EASENT HAHEEPBTETCE R VDT, BEITG U CEIT

B

REATOA FEDEN - HEFOHE)ZNELERT 5 &,

9. HENHRZEI DBBICRTIER

9.1 GHHE - BIEEFDH2HE

9.1.1 BYE (BERBRPERRL) ZGHUL TV BENIFRE
PRENFEON D BE
GgetE)

REVEZ B LTV EHBRIBEUEDIBE BT 52 &

BYYEPNELT 2B NP H 5. [1.1. 2.1, 8.4, 8.10,

11.1.2 ]

CEMERBEICHE D U M A VLRSS

?ﬁt?ﬁﬁﬁ&ﬁ@ﬁ%%%b\%ﬁﬁﬁ%+%w@ﬁ
BCZ &,

9.1.2 BRIFR DA IV AF v+ U7 DEERIFEFERRE (HBsHI
R, MM DOHBCHUAX IFHBsHUAR %)
BHOBRIFFRIBEN A NI 1 2 2 2E I REREES
FRIANAT—H—DFE=Y ) > T %757 E. BRIFF
RKIANZAOBEEELOBECEROFKIFIOEET 5T &
WY e FEYBA RS SNBEFR A ILAF Y Y
7 OBEEIIEEREEICBWT, BREFRYALADOH
EHEEPRESNTWS, [8.3 ]

9.1.3 IEXDEERAEE (FICHZRDEEEDD 2 BERUHEEX
REEERAFMRDH2EE) NIERBENIRONDEE

(1) EEOEBEE TIE. BEE2EE LS L2REESTET
X2, [2.2, 85, 11.1.2 =E]

(2) EEOMFRE*ET 256 R ORERIEDON LG
3. FERZORERERS S SHEMICHKT A2 L. DITow
ThhoBEEICIZ, FRlE L TARORSRIBRTIET]IC
TSR RE59 52, (2.2, 85, 11.1.2 A]

- BEESBRE CHEIBEERICERT A0 EES N EY
*HY HEE

- EEOWER (MVEgE2ED) 269585

A V=T zur-y BRSSP YNV Y U RIGHEE
EOMEICED . BEREE EDONSEBE

- EERBECLORBEERMEBLE T 2BE

9.1.4 FREMEDIREEICH D EE
BEZBIIAZENET L, BB, UV EREEDH»E
AL L7284 (BRELT500/ L) 13, HE52A L%
Wl &, HMRBRLZEURPMELFRTL2BENDPH 5,

9.1.5 EE MR DEFREDH B EE
FHICHBZEZITORE, BRI A &, HEMMAHHE
HEYIIHERET A DD 5. [11.1.3 2E]

9.1.6 BEREDHDEE
[11.1.4 Z&]

9.1.7 GMERREAN. FhEEA. MIMREADH B EE
HMmEREAD ., ek /MRS A EICEL T 287
nPdH 3. [11.1.5 ]

9.1.8 MEREZGHUL TV EE
EHMICDBERBEZ TV EOBLICEET S &,
ﬁ%tﬁwfbﬁ%ﬁ%®6hfméow9\Hl
it

9.3 FFt&eeEERE
FIUAT IF—VCHELERICERET AL EBREHSIT

Z &, [10.24 11.1.7, 15.1.2 &H&]

9.5 iiF
IR SUTAIR L C W A O & A LI iE. BB LoAR
HEAfEBMEE LR S EHEFSNEBEICOREET S &,
NZ 7 A HFIICB VW TAREIIRBREMZERT 5 2 ERE
ENTWV5,

9.6 il
BELEOBREROCEBAREOEREZEER L. B OME
%u¢¢%ﬁﬁ¢é:toK%@tbﬂ%«@@ﬁu$%v

Do

9.7 INRE

B IR
6z

2

Y

EHAEGER, ARSI R E U7 BRI I E
LTz,
9.8 S

BEORBEFTDICBE LAV EEIIRET I, —fi%
ICAEMBENET LTV,

10. #HE{EH

1

0.2 HAERE (HAISEEI DI L)

E SR ERAIER - EE5IE |7 - fERET

P REIR S 2 O 9 TR T BE PR 2 & & [P
D & % HH| PNBZEND B,

U v <7H (DMARD)
H[?:?]'S\ 11.1.7. 15.1.2 &

AN

1

1
1

1. BIfEH
ROBWERADPHoDONDE I ENHHDT, BEEZTTITTV,
REDPROOSNIHEIIIREZTIET 5 7% SHEY L LEZ{T
ST &,
1 EXFEIER
1.1.1 (77'7)—(54:9—93 v (0.1%). 7FIT45F+Y—
0.1%
MEET, FREZE, BEEE oF0v, B, B, &
R MEPH DN ENHLHOT, BREDPRDS
NEBEICIES IR zHhEL. 7 RLTY v, BIBR
HATFaA N, fle Ry I Vv E 25T 570 CSET) 540
BETOEEUITERPEEY 2 X TREOREZ 7712
BRI DL, [8.1 ]



11.1.2 R

11.1.4 &

11.1.5 EEBRIRAE (0.1%K)

fiE
fitie (3.3%) (2
e BA 4% (14%)\ BRGLERART 2 (0
JERER AR (0.4%) . #E%
F Al (0.3%) Ho AN REEA S LEE L BYENH
Sbhih,. B GRBRz2-E322E8H5, [1.1. 2.1,
2.2, 84, 85, 8.10, 9.1.1, 9.1.3 2&]
11.1.3 BEEMRHRN (0.5%)
BAET Y v FEBETIZ, FE. I, ﬂ?mlﬂ%ﬁ%@r@m%
MERICTHZITER L. BEPROONLEEICIE. B,
1 FgER X AR CT&U“M&‘ﬁMﬁﬁ%%%ﬁEL KEIDIZE
kg AL LB 2 —F Y RF AR E OERIZK
(B-D-Z VA > DRIFES) #ERICANET 2NEZITS
Z &, [9.1.5 ]

ZEF, (0.2%)
KAEFRSIZL D, BEREOSMEEOER (8. FHa
&) pE s, BESENCEILICES LS D 57
O, BEPRDSNIIEEICIE. X, CTEomE%:
ETAHETFICBEEL, BURNER2TH>Z &,

[9.1.6 ZA]
BmEkEL (4.5%). FPEkE
MRS (2.1%)

0%) . BEEEBX (0.7%).
.5%) . BRIMAE (0.6%) .

WiEZ
G
4 (0.1%). =2 —FT A

B (1.6%).
[9.1.7 2]

11.1.6 D AZ (0.2%)

[8.9, 9.1.8 ]

11.1.7 FF#EERRE (BEEAH)

AST. ALT. BV L EVED EFEMED K
B ENBH B, [9.3. 10.2, 15.1.2 ]

BEFDH S

w4 11.1.8 ZEIMBESEERE (HEAH)
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SO BEREOEELBBIERPH 5 DN ENDH S,

B, B IALRZTA L6 (HHV-6) D7 A )LAD
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MEREREES ONER A ER D 2 VILBIELT A LN DHEHD
THEET S &,

11.2 ZDfthDEIER

19%2LE

0.1 ~ 1%k

0.1 %Ki

R 2

NIRRT A )V

A TINVT Y, OES
VIFRE. BRARA. Al
R

i

—

et

=

WP I 2s

el

v

By

=X
o mim

. BB, Bk,
BiR, MRS, Wi, 18
B, THEE LR, TEIEAT

=y

. &, B

—~N

N

et
-xXQg

g\_.

e

Ngd

B U <R s
|
N

%vm}
=
g

Sl cm U | BANERT
=

|

—~
=

-

-

m[?ﬁv

d

LDH EH. HDL#EM.
=Y o) R RIMGE.
qu:mgtabu\ CKEF,
%"TEEI(WJ\ & PR

meE Y 7 LD,
Jﬂlﬂ%%tﬂ\ My >
n, g7 =V F R

B

&
U H
NG=
SRV
FSE

S

JiF A

JY-GTPER., EYLE

VI8N, Al-P EF. AEWG
FE. EELE

JEEReR

MBS MEET,
B, THadEs, TIRIRIE
b _EE AL E

)\ STERY L5

STHS T [
TiAR IR

M -
|

IDNEEHR I GHE

U 2ONEREUR A B,
HMEkEEMm, 7+ 7Y
J R TFBREREGE
i 7« 70 Vo REY
[FDP. D¥ A v—] %
s AN br27 0w ME
L. ANEZTOE VED,
DIDAY: 15 NIV IVIAN: il i1
IR IFFREREE. R0

TATHN

LS

‘Tm

fékiﬁ((lﬁ’)
A, MEM:, REER
DEA‘ fEER I
i ﬁﬁﬁﬂ—#ﬁ - B
J—7 lﬁ(/n‘ﬁ BEEAN
R, HILAR, &%,

BIEE., SRR

BEE. BRSE. SRE

F| 8

|
&

FEIED £ v BEE
BN REME

e = A

mEK, BRE., RHEHE
HE, SLER. BIR

AR

TR, ZRINE., BREZEH

1B, KSR, BRRIAE.
HMRE, AR

3/7

0.1~ 1%Kii 0.1 %K1

]

ﬂ'\’jﬁm E I REN %IB(}_

Ptz

WBPRER

PR 1 H I R
Rtk

REH. ﬁ%uE NAG
i’*b[l SRR

B

%

R, Phasiim

%

Ul

Z DAt

iE, BRI oo

79 G, K. B
%T% FHIET LIV
F—. CRPime[I HHIE
(ﬂfﬁl FLILF—HE
=N AN
fIOE RLBE, fE
VIMAE. &R,

m«cf«

g m
R
s
I

i
T

1)

*2)

BAETY 7~ 75 [AE2 B TODNATLADHER L, 217H41IC
BULTEMELI06 (4.6%). BAELOBITH 5. HLlHED
R 21661105 L TRMEL246] (11.1%). BiE(L186l
(8.3%) TH5. )

BEF OFRBSEE ISR RRE 2 &4,

14. BALOZFR

14.1 ZRIFRIFOFR

14.1.1 HREROFRBITNI DL B LWRE 2525\ 2
Lo KANIFYYLR=bZ2EFLTVAHDT, @5
ER2E

14.1.2 AR L, ABEBEIEPPIHERT AL, 2.0 BK
IFEERETH L

14.1.3 &RAE
AR OENA TR+ X7 7 EEIZ20mg/mLTH
%, BEDKEY SHHE L NER % (AE25kgl N DGA
1350mL. 25kgx A 55613100~ 250mLO H B AEHEE
|z, RS 5,
<<{EEH7- D OWHER> >

fAE (kg) x8 (mg/kg) ®

20 (mg/mL)

) BEHEEGEICES T A N A U HEREBERE TF
E30kgRMHOHEE L1 2mg/kgE T 5.

14.2 FRIRSEHDFR

14.2.1 KANZER - S0Pz T7IV—DA VI 2T 4 )LY—
(R7H A X123 7aVBR) ZHWHEINLLETA 12T
B5952 &,

14.2.2 fhOESHL EHRFE LIRS LW &,

14.2.3 F 5 FREIABR ICSMHEFE LTV BEOWREEZ 510
BEL, BNV E2HEREG. SEEE 2 ED 1R
BETHRET 5.,

15. ZDMDER

15.1 BRERERICE D IBR

15.1.1 RAMEESICEOH b2 ) X THEDPER L EORED
b5 (ENEFRRE - EER. ) 7~F  601FF18
Bl (3.0%). ZHEEICHESELET 2EEEFREEEH
2 01960161 (5.3%). &5 BZEEEESFREEE X -
128611161 (8.6%) [LLE. #hEEEMEE]. F+ v 2L
~ ¥R 35BIH 1A (2.9%) [A&GERE]) .

15.1.2 KFICBW T, AEIEHY < F#E (DMARD) & DOHH
BIEICB T 2AWEROCREMEIIHELL TRV, 28,
WBHOBEE Y v F 2N RE LZBERRETIZ. TR
7 I —VYELFORBFMEE N AT BEFIRIERICHENT
DMARDGRIBZERTELP > /-, BREMO3EEZBI 5
ALT# % WIZAST ERORBSEE . DMARDEAE
7% L AKHI8mg/kg+DMARDEE103/1582f1 (6.5%). 7
t AR+DMARDE18/1170f% (1.5%). HAIEE : AF
8mg/kgBE6/288% (2.1%). MTXHA#E14/2844
(4.9%) T, ThoOEREIZ—BETCHRLHFAZITLES
HDOTIE RN -7z, [9.3. 102, 11.1.7 ZE]

REWMVE (mL) =



15.1.3 BN OERHEE TIZ2.9%F (FE5HEO0.1 ~8. 1FE D FhJ{E)
T BHAOEE Y T FERRE LIZERRAKRTIZ4.6
£ (BEHM0.0~5.8FDHFR{E) FTOMBTERmS N
TBY. TINS5 2B - AR OENREREOR 2
WEHENL LT 72,

15.1.4 Y 7~ F 2R E LI ARKBOBIEERREICB W T,
AKAEI8mg/ kg 5 W D BB 72 BEAE O KIS E (AR
100kg%= 82 2 BEHTHEWERDP RO s i-/-o. B
IZBTB1EEEED ERIZ800mMgE ENT W5,

15.1.5 BffiV v v F 2R E Lz BiNERRBICB W T, KF &
OREEFRIINHATH 2PN EEENFEDO 5N ED
WMEND B,

15.1.6 B OB Vv FBEEZNRE L _E5RHEGEERIC
BUHPEHEEORBERIE, KAERSETIZ1.60/100
A - (OS%EHEXRE : 1.04-2.37. HE5HMOPRIE :
O0.5%., #HEEE : 2,6440%]. IENEE 1 1,560 - F).
HEHEEE SR (X b ML FT—dHB0IEDMARD)
TIZ1.48/100AN - F (95%(E5HEXM : 0.74-2.65. 5
RIOFRSRAE © 0.5, HEREL © 1,45401, EAEKS @ 743
A ) Thol, —EEHIHERR L & CE/N R
BEABRICB I 2EEEEORERIZ. 1.62/100A - F
(BEHROFRIE @ 4.65F., #HERER © 4,009 A, LA
5 14994\ - ) TH-H7z) BHEAT—%),

15.2 JEBRIRSERICE D < 1B

15.2.1 BEE (w7 R) IZBWT. gpl30% /N Lz 7 F Iz
EPDHMEOREEREZET A EPHRESN TV,
epl30Z N LTY T FIAZEICEST 251 M hA U I3E
Baontsn, [L-6LFD—DTH b, KREIIIL-6DE
HAEEET A2 LD, DEANOEEBIITETE 2,

15.2.2 K#EiIZ hEH =T AP LDIL-6 Lt T —Irt LCldsh
MEREZRT D, YT AKRTT Y bOIL-6LE ¥ —Iixt
LCIHFHEEEZRE R V. 2D-0. PAREREIZE
SN T,

15.2.3 b MR 2 FW 7zin vitroREEICB W T, [IL-6 Y
R#EEESR (CYPs) BEAMFEI T A2 &PHESN TV
ZENSI S v NFREICIL-6% ) A THERT
WMUL7:& 2 A, CYPSORRICELIZERD 5N ih o720,
T, RERSZETHEETIE. IL-60OBREELEICKD
CYPSOFEEASMEIESN TV B EDRENH BT 8, HEHE
Vv FEEENRE U SEERERANC K 2 RHERIC
BWT., RAHFEZICIL-6HEICHE > TCYP3A4,
CYP2CI19 U'CYP2DORIMEBHNEMT 5 Z EHWREB I
oo TOZENPS, BEDOIL-6ICK > THHI SN TN
CYPSOFEEAF ARSI I VEE L, REXKISDOSREIC
o> THRAEORDET I 2T ITEE TE L0,

16. EYEDRE
16.1 MEE
(KAl
16.1.1 fBRRA
(1) EEgs ‘

HARMNMERRA 2 S RICKRFN R O TN 4 EEED 2 b
Y Xv 7L T8mg/ kg% 1Rl 201 C U #ME CRLEIH
5L, ##ag (PK) 2ME L7z, PKEEIT SR (KA
A58, FEATNA AEEG, © 436]) 1B FBPKIST X —%
(AUCO—in[\ AUCO—lasl\ Cmax\ Tmax\ tl/Z) %ill:ﬂ—'\'jo
AUCo0-inf, AUCo-1astf% O'CraxD A F/N_3% (LS) FH1E
HoOO0BEHEX BTV I N b EMZNESEHFEE (80~
125%) OEEFHFHENTH > 7219,

£1 FEROCTITNA AEREREOPKIST A =%
AUCO—mf AUCOflast Cmax Tmax tl/Z
|(hepg/mL)|(h- pg/ml)|(ug/mL)| () | (h)
N N N N N
271516 | o | 270541 | | 1563 2.0 1168
AAL 145 (3786.3)| 42| (3825.6) | *°] (194) | *°] (10~6.0) | *°] (3L9)
AN
277608 | 4| 277500 | 4| 1587 11 1214
TR 421 (3764.3) | 43]37505) | 43] (20.6) | 43| (104 6.0) | *2] (343)
N : #EEER. PHME. Toaxld FRME (Tmaxld B/ ME ~ B AME.

Z DI FHERZE)

g 200 -

EC TS —O— AHI(N=45)

o 109 A FeTS A FEIRR(N=43)

o

]

®

i

pi

E 0 72 168 336 480 648 816 984 1152 1320
5 (h)

K1 AEIROFEITNA F EE GO ME YR E S

F) FATNA ABERT L BN TRR SNz b2 X~ T8

477

(PO F LS sumssEm)
16.1.2 R
(1) BEigs \
B ABHESH £ 5RIC, 0.15. 0.50. 1.0, 2.0mg/kg!
ZEOERE U7 (1FEBEREERTE) . Coxld5E2ICHAIL
TERLEBOD, HE5EBOHEANAE > TClivaldBA L.
2R OMRTAEE L2 ER S, U X TOENE
RRICIERER RO 5Nzt
K2 HEBESROENEE/ ST XA —%
&5‘% AUClast ti2 CLtoIal
(mg/kg) (pg-hr/mL)| (hr) | (mL/h/kg)
0.15 11+6 |17£16|3.8+2.3
0.50 285+73(33+£4]1.3£0.2
1.0 1009+222149+5/0.8+0.1| 69+8 |57.3+10.9
2.0 2532£569|74+£9]0.6+0.2|107£16(65.9£8.3

(Bl% 2 5. FELSD)
1) ARFIOAZAEIL. 1EI8mg/kg (7272 L. {£E30kg
R OTENEMEEREIFED A b AV IUHERERE
& 1[E12mg/kg) TH %,
16.1.3 BEIU OV F
(1) BOigs
RAETY v~ FBEILFIZ 65, 8mg/kgk BEE S L7
(1B S ENE) . MER M) A TBEAZR2ITR LT,
COEEDHEMEEINT X —%I1FAUCL:=19852+
5749 g - hr/mL (CFHEESD. DURERE) . t12=133%
25.7hr. CLtotai=0.4%0.1 mL/hr/kg&UVdss:785 +
16.8mL/kgTH > 7212,

MRT
(hr)
25+22
47+£5

Vd,ss
(mL/kg)

63.4£16.6
58.4£7.1

8.5+1.2
19.5£2.7
37.6+8.8

200

2

oo

= 150

=d

=

N

» 100

X

~ 50

'

i

= 0 ,
0 1 2 3 4 5

BeGAK )

M2 B Vv FEFICBIAEEREROMER ) X7

TREHR (F9E+SD)
(2) RigRS

(a) 5 1/M+HHER (FSAEREMEDRET)
BAET Y 7~ FBEISH (18561 2RI, 2. 4550
1Z8mg/kgtl) %2 EMMEIC TS L (2R SEEE).
CLonl3580#MIcE 2> TR L, eldEE L
Z & BIFREE O ENEREA RO S,

#3 A U FEEICB T S REFSGROBEYEREIST X —¥

#5| #58 | Cin AUCuast | t12 | CLiorar | MRT | Vd,ss
[a%%| (mg/kg) | (wg/mL) | (pg - hr/mL) | (hr) | (mL/hr)| (hr) | (mL)
1 2 43.6 3440 74 | 28.8 | 107 | 2920.7
+10.1 +823 |x18|£10.9| £25| £575.6
4 49.0 4663 97 | 50.6 | 138 | 5585.1
*+12.6| *£2185 |£50|+33.2| £68 |+£1440.6
8 82.5 10661 |160| 30.5 | 227 | 6546.0
+32.4| *£4070 |£34|/+11.9| £46 |£1852.3
3 2 27.9 3014 87 | 28.2 | 140 | 3839.1
+12.3 ] +£1070 |£18|x11.1| £26 |+£1289.6
4 49.5 6035 140 | 40.7 | 204 | 5421.0
+10.1 | £3200 |x£71|+34.7|+105|+1384.9
8 129.9 19939 | 242| 13.5 | 343 | 4355.1
+48.1 | £8900 |£71| £5.3 |+£105|+1605.0

(1% : 4-5, FHHELSD)
(b) SBIAEELER

BT 7~ F & LS7H 2RI, 8meg/kga 4R TL3
5 L7z MEF ~ ) A~ 7TEEIEHRSLE FF L.
MmiEH b)) Xv 7S ERIEIR3E B R S54ER % (F)E
B5128%, F9EESDLIRER) T9.8+7.5ug/mL. 6
O B 54EER (MEHR524EE%) T12.3£8.6 ug/mL
ThH Y. PEHE2008% LIEIZIE—E DM TR L7219,



30

20 -

I3 S 2 X< T (g/mL)

00 4 8 12 16 20 24 28 32 36 40 44 48 52
151545 H 2 Gil)
B3 B Vv FEEICBY ARERSHROMER Y X<
TRE (R5EAME) #E (F9ELSD)
16.1.4 LEAERICEENE 25 T 2 B F TR EEIEN
(P I 7 LSOEsER)

(1) REH"S
ZHESICESEE AT 2B FHER R K EE 196
(3-195%. HRME125R) ZXRIC. 8mg/kg% 4HEME T3
B 5 U7z (1R R ERE) . PIERSHBOMmE+H )
A TENHEEINT A — 5 OB ERUITR LI,

F4 ZHEMIOREME A AT 2 HEFEERBERBESIREZICB TS
REBSROENHREI ST A —5

ﬂfﬁﬁ% Cl hr AUClast t12 CLtotal MRT Vd,ss

(pg/mL)| (pg-hr/mL)| (hr) | (mL/hr/kg) | (hr) |(mL/kg)

2| 1450 | 25275 |123| 03 | 178 | 583

+37.5 +6722 +41 +0.1 +46 | £13.9

(*F3fE+SD)
16.1.5 =HEEFIERFREREN
(PO 5 LSRRI
(1) RERS
SRR FER R EE ZNRIC, 8mg/kgz 21AH

B—’C3[EU§{§&’:}L ZDREDEDRD & 1= RS %
gIC6m (BEFOEl. WIER S 18EM) #5217 -7,
{EWIS§\ {&%E&Zfﬁﬁﬁéﬁd)b\fh#@?%ﬁ@“%%%‘
IZBVT, MEF MY R TEEOHERENKEL &
BT EMH oI,

16.1.6 ¥+ v ALY VIR

(1) REES

F v v ANV UREHE28M1EMRIC. 8mg/kgx AR
TEREHRS L7z (1R samE) o
MEHR S ) X~ 7RE 8B B SBERET36.6%
17.5pug/mLTH 0, FEHFRSLREEF LTz, #IE#%
Eﬁﬁé@ﬁ?ﬁﬁifh/z&Z}MRT JER LM, 56EE
DRI —KEOME’A’:T btm

5 jv;xlb’\’/rﬁﬁ BB RIEHRSFROEYHE/ S

#58 |#5| Ciwr | AUCust | tiz | CLiota | MRT | Vs
(mg/kg) | B | (g/mL)| (ug - hr/mL)| (hr) |(mL/hr/kg)| (hr) |(mL/kg)
8 1] 112.9| 13092 | 99.7 0.6 145 | 80.1
+24.7| £3254 |£17.1| *0.2 [£26.8|+15.0
8 | 192.3 | 28423 139 0.2 205 | 46.8
+38.7| £7410 |+£37.4| +0.1 |£54.2| £8.8

(%% : 26-28, FHE+SD)
16.1.7 BHERSEICH S YA M1 VHEAEIREE
(1) RiE®RS
F X THEZEMBETEATHREERECES T A
'f/fJﬂl'cHFﬂ%EﬂSﬁ' (HARANLFD) #xtRic. {£E30kg
B D56 138mg/kg. 30kg KD 5 &4 1 2mg/kg% 5
L7z (IE#Faﬁﬁrﬁi%’%E) *Dlil&%ﬁt—?@ml(ﬁqﬂ YIRS
BEDCnaxl343.2~210pug/mL (HAA : 122 ug/mL)
TH-7:18,
16.5 kit
(PO F7 LASOrUEssER)
FRERRL A LS £ 612, 0.15, 0.50. 1.0, 2.0mg/kg!
I BREEEETEL-EE, WThADERSEIZBVLWTY MY
U R TIERPICHR S T b/U177@£ﬁ%707
FUREBHNT VTS UATH S ENRENTZ,

17. BRRRIAE
17.1 BMERUREECET 55
(FE
17.1.1 B8V DI F
(1) BHEME_SEREEREHER

D SEEOMEY Vv FEEENRE LT _ESHK.

EHG AT BB A ER Lz, A b FLFY—
NED R OVBEREED 2GR L. AR LSBT A A RS
m#) 8mg/kg (800mg/dose B2 \) & hv ) X~
7E UCARRRTA8A E T 5 L7z, 24ELIBEIE. 1T
INA F ERE B & AT N A A EER O M SR ST ARA|
AT B2 BICEIT o, EEFMEEICRES L
N=2F4 »H 512 EEODAS28 (ESR) #4 051t
BOMMERUZDISWEMXHEZ TEICTY . 95%EH
XEIFHEANCHE L RSEEFaRo#AE (-0.6~0.6) W
TH O, EROFESEEAHERR S iz LT L7210,

£l R—RFA4»512KEDDAS28 (ESR)

2TOEE
Al FATNA FEE R
BEH 221 225
LS*F45fE (SE) -3.01 (0.121) -3.00 (0.120)
LS55 -0.01
95% 5 #E X [ -0.26, 0.24

BERGD o REBRK T £ TRAZ RS LB ORIER
FIRSAE L2340 14141 (60.3%) TH-olz. EREIE
FZ. ALTHEM39F (16.7%) . fFFBkiE A RE 254
(10.7%) . HIMEREADFE236] (9.8%). LS EELE224]
(9.4%) BREEZL166] (6.8%). ASTHEM16H (6.8%)
ThHoTz0

FEL) AN bLFEH— (10~25mg/E. BOXIEIERD)
F2) #EEE (=5mg/E. &)

H3) BATNA FERS  INTERRBESNL ) X T

T4) FRIMBRICREEEE 1D < 28BFIE BIEEE 2 a7
(PO F LS sumssER)
17.1.2 B&EiY O<F
(1) BNE NE_ESREESEIER
A b b LUFY— MIEATS B T FBEENR
L. AMMLFY— 1 8mg/#+ YA T STER
(7S RBE) ROARNMLFF—FTITEAR+II YT
78mg/kg/4l (KA GHE) 2 24BMEE LI _EEH
H:%fc%ﬁ%%ﬁ@ Lo BERLTOEBY TH 7220,
- ERDFEFD
BREBEBOACREREID0%WEHE X, SR
25.0%1Zxf L. KRS T80.3% EFRBIZE P - T2

(P<0001),
#1: 7 AU AU T FESE (ACR) OBEKRISEDT
iEs
%2  ACREME0%ILEIE
75 RED rUXTT PlE
[ 64 61 .
ACR20 25.0% 80.3% <0.001

H1) A+ MLFH— ]\8m%ﬂ&5
- BRELEEME (ADL) DuiE
BEHID O BRKBREE COHEAGEHE (ADL) ©
E&%%MHAQZ\H?’ (EFHIR & N OB ENESE % 5T
i g 248ME) CTHHE LcfER. 77 2RI L. AAl
BEBHTERICHE L (P<0.001). %35, MCID
(mmlmum clinically important differences) & LT
BINBH022%B2 CTHELZRLUIDERNL. IR
E¥34 4% Ly REBEEHTO7.2%TH 0. KElHS
BTARICZ,» -7z (P<0.001),
BIEFAZEBEE L. 61FIH5061 (82.0%) TH -7z,
FEWERE, AT L A7 a—)UEm224 (36.1%).
LDLIEHNL76H1 (27.9%). IfiH ~Y 27ty REEH1046I
(16.4%) . BEMHEEA7H] (11.5%). ORRSH (8.2%) .
LDH#E 461 (6.6%). HDLI#EMAR (6.6%). g0
FEAR] (6.6%) Td 72V,
(2) B MABEIEREIM BRI BEER

DMARD & % W 3 I HI AN 2D RAT 7 2 BET ) 7~ F

BEEMREL. YU X7 T78mg/kg/ 45 X XEEE

8% (DMARDD % W3 RZHIHIAIOBHE) 2 5258 ikt

95 EBERES R BB 2 EE L7z, BiEIToL

;by)fg;)gf,zz)
- BERDEBEIUEEDRSLE
5 5528 % TOREEER © F R UTRDXHEA
a7 (Modified Sharp Score) TFHifi L7-#5H % T
IZRT, TotalRa7IcB VT, BFIRETO. 12k L
DI LT, AR EE132.34TH D BRICEAEH
BoTriElishi (P=0.001),

£3 B552H% OModified SharpiEIic KA E AT T OE(LE

BETFIBE YRR T Pl
(e 143 157
BUHA 3.21 (1.0) 0.85 (0.0) <0.001
B ZpESRME | 2.91 (1.0) 1.49 (0.0) 0.024
Total 6.12 (2.5) 2.34 (0.5) 0.001

- () PEhRE
BITEFFIRSEE L. 1576F1FR 1391 (88.5%) TH -7z,
FBIER . [T L 25 0 — LEHIGOR (38.2%).
BATEAATH (29.9%). LDLISMA1H (26.1%). I
) 2 £ ) K206 (12.7%). ALTHML 7/
(10.8%). ASTHEHIL4%] (8.9%). FHIL1HE (7.0%)
v-GTPHEML1A] (7.0%). iFFREREGEA 1061 (6.4%) .
ELEREH A 0B (6.4%) . Tl (5.7%) X9
Bl (5.7%) ThH-r2,



17.1.3 ZREEMICEEEZE T 2 EF R IERER

(M

17.1.4
(1

EAEE M55
ZEAMICIEEI M 2 2 EEER R R 28 B 1 9%
R, b)) XvT78mg/kgELARR CIEES L, &
RBIERRFOJIAE®E230%. 50%. 7T0%EHE I ZNZ
N, 94.7%. 94.7%. 57.9%TH V. FREBOEFERH L NE
MR 5Nz,

#2 1 Glannini%?> 12 X D 1ZI8 & N 7= GEER S LRI ET ¢
(JTA) 129 2B el < & D AZHE R 72 A E 2
BIVEFSEIRSERE X, 19611361 (68.4%) TH -7z, Bl
PERE, ESGERGESH] (26.3%). BEIREERAF (21.1%).
THI2B (10.5%). Wbk, EXEORE. OBK. B,
W%, B2, RE. SE, RPmEtt. ) > SERER

Layenenlfl (5.3%) ThH-oiz.

S REF RN

B ERIE RN

L HRIEERSREBEERBESH Z RN RELT NI YR
~ 78mg/kg% ;AR CIERER ST 24 — 7 VHIEIC
T JIAFEEER30%LL EoeiE 2 /R L. 2»DCRPA'0.5mg/dL
R SE U7 TN R B E 4301 2 tfRIC. ZEERHE
RERICT R ) X TE2000H 5 0 & 7T REE2301 &
L C2ARRECoEES L. JIAZEI0BL EoiE. D
CRP51.5mg/dLA I O 238 O M 3R % OER AR 2 Hsk
Lo ZOFEER, b X3 TEHOREMERRIZ80.0% T
HO. TITEAREE (17.4%) \CHRNTHERICE P72 (P
<0.001), Fiz. RMEFHHED N2 ) AT THOFED T
T RBICHRTERICEY? -7z (P<0.001) 20,
BITEFAFBUSEE 13, 5661536 (94.6%) TH-7z. E
ZEIERE. BIHEER 156 (26.8%). ALTHEM134]
(23.2%). EXEBEDS116] (19.6%). ASTHEMH
(14.3%) . MmAa L AT a— LIEmnsE (14.3%). IHIEL
761 (12.5%). BER6H6] (10.7%). EH64] (10.7%).
U 2 SEREIEA 66 (10.7%) TH o722,

Fv v ALY VR

ERE I 855

(a) HE—ERME

Fr v ANV IREETHENRE L CR—EBENTOWH
BEEIC T2, 4. 8mg/kgE? CHEL (FHEE HIC2EM
FRICC3EIRERS). SHETORMEE®F L, 20
R, CRPEDOIIEY—H—IF. 2. 4mg/kg TIEEHE]
BERTETLZLDOD2BBZICIIECER LEMNLAS
N7z, 8mg/kgTlEIF & A EDERFNIHSHR 28 U TE
TER AR L7228,

F2) Fv v 2L ROKRAEIR, 1E8mg/kgTH .
(b) BBTERRS

F vy ALV URBE286F MR E L T8mg/ kg% 23AENH
FBC8EIRKMERE Lz, TDOMR, RIEY—H— (CRP,
7479/ % v, ESR), 25#ER™E (Visual Analog
ScalelZ X 55Hifi) . BMUKEE (Hb). &7 L7 I VIMESE
2, HEEG# KV RSHR2EC CERICEE L2,

F4 AUFMIEE OHY (B _RE)

HH BE5HT | BE56EE | #516E%
CRP (mg/dL) 8.7+£5.0 | 1.2£1.7** | 0.9+2.0**
gg 7Yy (mg/| 639+£188 [356+149%* | 317+£138**
ESR (mm/hr) 114+34 | 63+36** | 48+£40**
2 BB EE (0-29.9+22.817.4+17.2%(17.7£16.5%*
100mm)
Hb (g/dL) 9.242.3 [11.6£1.9%* | 12.0+2.1**
TLVT3Ir (g/dL) 2.7£0.5 | 3.6+0.5%* | 3.7£0.5%*

* 1 p<0.05. * % :p<0.0l. HEOHHHHEE (fFflFK : 24-28,
FHE+SD)

(2)

e SR

BB, ETREBICBLWTHEH SN ZF Yy ALT VR
BEDSB35F1 MR E LT, RHI8mg/kg% 2:EKIE T
EHRHERE LR, REY—H—2R U & LTHRE
SRS SN 229,

BIEFAFIAEE L. 35HIFR33%1 (94.3%) TH-o7z. E
ZEMERIE. BWHER276] (77.1%) . BEEELOH]
(28.6%) IFHEREBDOB (25.7%) . HEERESH
(22.9%). WAMEEERE7H (20.0%). FFE7H] (20.0%) .
mer~ra v EVBEE7H (20.0%). MMHFENY 7)1 R
m7Hl (20.0%) TH o7,

EMEEAEICHS YA Mo U IHEAEREE
EFHESE O 185 ER

3 (A7) ==V JRE) ~215% (W2 OFFH L
B OB S Y VNEREQMEREZICH LT, F
B LoVt EEET BIEEHEIET R E Ei
Lize FHF YL ZILI—XLOEREEZIT-7560> 5,
EEESEWY A M A URHEEEER (CRS) ZHIEL
28%1 (HAANLIF) (2. AE30kgRIEOEHICIET N U X
<7 12mg/kg. AKE3IOkgML EOBEHFICIE M) X2 T
8mg/kg (FA800mg* T) = HAINIIEIBEREATOA
REEDHATHES L. EROBENRD 5Nz LIGEIE,
BA3EE THREHREG Lz, ZOHEER. v AT THE

6/7

(2)

(3

Baniz28fF124 (100.0%) HEELZ. FTURXTT
#5706 CRS[EEHI M S £ COMR O R{E [95%FHE
X (CD] &, 5.0 (4.0, 7.0) H (B/ME~HAME : 2
~29H) TH-7. CRSOEEIL. 248 DL _EFEHFE
L. FEEIRAOBEN 7 & U 72 SR AT 2485 DL
EREE LR EER L
28BlicB1T 2 b A TREHDBEICED 5N /-FERE
EHEL T, CRS*2201 (78.6%). FEh. ASTHM. #Fh
EREGA . EA ) 7 LMAESSH] (28.6%). ALTHEM. &
HERE, KBRFE. SMES7H (25.0%). &I, EHE.
Mk, MmAe ) Le . JmsRkEE>. S, K5
L LMGE. 5B, RIMER6H] (21.4%) FTh 7230,
EFFHEESE 14858
18l Lo EHERITE RO O A RHMEEIBMEEY ~
NERABZFISTLT, FHr L7l —tLzHkEd
HIFEMIEEREEER L7z, FH TS LIl —%
DEEEZ T 29960 > 5, EEENEWCRSEFIE L /2
156 b > X< 78mg/kg (FAk800mgE T) # HHIX
BEIBEEATOA FELOFATES L. FERONED
BOOLNZWVWEEIL. RR2MEF TREKRS L. 208
B, b U TSNS B, 144
(93.3%) »EE. 1HIPERETIC K AFET D2 ORI
B0 Tchotze bV XY THED S CRSEEH ki
METCOHBOFRERE (95%CI) &, 6.0 (3.0, 7.0) H
(B/ME~BKME : 2~14H) THo.
I5BNCBT S b ) A THRESRDBICRED SNz FEE
EHRIZ. CRS*8H] (53.3%) . /N E B D 745
(46.7%)« RIME7H] (46.7%). 2HEBEEO6H (40.0%).
5l (33.3%). FFISH (33.3%) . M7 L7F=>
\hnafl (26.7%) . BMERHECEDAF (26.7%) . =IE4
Bl (26.7%) . &Y VEEIMEEAR] (26.7%) HETdH - 730,
#3: BEHROCRSIE. X IZEAEOBMBaLEZMEY
> RZEERE A MR O EFE LSS TARGER O 151 %2 PR &\
k) X2 THEERS BRTICHIE L2 CRSAEkS: L T
WHFTEEEOEICLIDAERERE L THESN
TERREOC N ) A THEERESERD N ) X< TH
ERICHELIBRTH >,
ENE I / 14855k
BHEIEBREOBMAIEIER D% 2 ) VSERE ICH L
T, /a9y y<T (BErHz) 2859 2EEMRIE
SRR AL L7z, AEWEE S — FSUIAEI A/ S —
IKBWTTa) ¥ 705 %% /-66fF. CRSIX
S7TENCFEIR L. S BI8FNIC v U XA T2 K5 Lz,
ZFORER, N R THBRE SN BT RDLS
flafl (100.0%) EELZ. b XATHRE»S
CRS*[EIEHI Wik & COHMOFRIE (95%CI) X,
%O 752.0\ 3.0) H (&/ME~&AKME:1.0~7.0H) T
D /o
BRI RIEFSHICB TS F ) A TS HDE
RO N ERBEEHRIZ. CRS124] (80.0%). #FH
EREGEA 661 (40.0%) ASTHEIIAE (26.7%). U > ISEk
B A (26.7%) &H Y 7 LMEM (26.7%) . 4t
ERAIALEE3M] (20.0%) . ALTHE3MF (20.0%) IM/IMEEL
B3 (20.0%) BIMERECED36] (20.0%) FTH 7232,
#4: bV A TORE - BRICOWVW T, OCRSEME A A
4> Z (Biol Blood Marrow Transplant 2019 ;
25:625-38) (1[E8mg/kg (FA800mg). 8FFEILL
BB YR T2 BEBRRST S (24K[
TRAR2EE T)) MUOEBREEN T BRI
FESCRSICIRA AR SN FHE - HE ((KE30kgk
WOBEFEICIEIE]2mg/kg. AE30kgll EDEEIC
31E8mg/kgxi5) #2FEITRESI N, EEOHK
58137.3~8.5mg/kgTh o7z,
#5: M) AR THREICE 5 72 fIEIDOCRS

=

18. FESpFIE

(7 I 7 LSOmERER)

18.1 {EFAKRF

AFIZin vitrollBW\WT., ABEEROEZESHEIL-6L T
F—IHEE L TENS 2 LI IL-6D & WiE D IR 2 4]
L7233, F/o, REIZ, h=r7 A FLicES5 sz ML-6
DIEHEFEIE ZMH] L /239,
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