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1.

(GhEeLE)

1.1 REREICEKY ., . BMEZ2 SO EELRBLE
REREOBEErHoHhBEWHY. Kﬂ&@ﬁL
HIZEAS A TIEEVY., BEMHEBEORBEHLHRESh TV S,
21(%']73\“?%1’?@’&71:;.:‘éJd'%»,'feﬁll‘ctxtu‘_<‘:<‘6a&3s _hsdm
BHREBREICTOHAL., BEHIPEBRLUALZEERIBLLE
LT, AELOFRMIEHRMEE LEHI LHMEh 25
BILDOABETEE, £, FHOBE5ICEWVWT. EE
BEMERICLY . BHNERBRE/-EDZENFHDDT.
REBICHHICHEETE 3EERXRVEMDS & THRE
L. XEBEZRICEMERAARIRL LBEICIE. EEREICE
BIBDLOBEICEEEE5ABT L, [1.2.1, 1.2.2, 1.4,
2.1, 2.2, 2.4, 8.2, 8.7, 9.1.1, 9.1.2, 9.1.4, 11.1.1,
11.1.2, 11.1.4. 15.1.4 B8]

.2 RREE

2.1 EELBYYE
BmiE, EFEBLES S0 BMRBEES ORI 4 B
ErHOSbhBENHd-D. T9EBEZITIRER
REODREISEE TS E, [1.10 2.1, 9.1.1, 1111 &
]

1.2.2 ##%

BEMER (ERER) ROMMHE® (BEE. BE. U
NEiZ) 28CRBBIPIFEL. RTHDHBHON TV S,
BEROBBLE CIHERODBEELCRVCEBEOBZThI H S
728, KEREITHENL > TREXICET 322 5H2Z RO
EL 2 R URBREICMA, 4> 8 —7 t O -y BB
YN RIBHREEITV. BEERHCTHREELES1TS
ZEIC&Y., HERBEOFEEZER T L, £/, B
DEEBEE I, HEREDOHREE LLT, FAHzHRE
TBE, YN URIEEDREFSFEEOEREICEV
T. BEREFIEERZRIDBOONAFLIHBESh TV S,
[1.1. 2.2, 8.2, 9.1.2, 11.1.2 ]

1.3 AR EICEET 5 RIS

1.3.1 Infusion reaction
AERERH DV IIRERTH2EBEBUANICHKET
infusion reaction®> 6. EE&Z7F 714 7%7— (FEA
#., REXEE. ELFE. IEEKRT. MEZE. 77
J—t., BERE. 8. ERSE). BEErHo5HhsdC
EBH B, ABNIBREBCTAIERHENDTE3EHE L
ETHREERAL. BERTRI TP EBREEZITOIZ &,
¥ /-, EE &Kinfusion reactionHIE L =B & 1C1E. FFD
B5&hEL., BYARBEEITH> L, [2.3, 8.6, 8.8,
9.1.7. 11.1.3, 14.2.2 B8]

1.3.2 BRMERE (BIR5DE5E)
AFBEHIALULRBRICEEL DD E B ERMEBEE
(PR, ®5. R, SHESHE. €O, F - EEZE.
ETEES. RS, WiEE. BEES) rPdobhadled
Hd, BRECITEREABECRKBEICHA. ToLEBE

W

r-=%
[=]

[T

—_ -

ZIT5&o [2.3. 8.6, 9.1.7. 11.1.7 BH]
1.4 BRRBOBKERRY/XSEHRZET EOBEL. KA

ZECTNFIIHEHERZ AT 3EHTHODNB I P H B,
BigEARR (FRUBES) RUZOREEDNSH 5 BEHIC
BRELEWVWIEEL. REBRBERED BEPREEEZH
TH2REIIRETZHEICE. EEEGZHFOKREELZRE

BIdE. +9EBEEITSC
11.1.4 B8]

(BE&i ) o< F)

1.5 AFIOBEZITORIC, IEXTO4C FERREZ R UM
DRIUITFEEDFERETIMETE &, £/ KA
ICOVWTOHRHFBE YT FREORRE L DOEMD
FHYT S &,

*F(N—F v MRICKBHAMRERE SEL)

1.6 AEDEBEELITORNIC. BIEAEE O 7OXKR) V%)
DEAETMIETSI L, £/ X—=F v MRICEKS
HAMBESE S ERODAERREZ R OIRFE & AHICD
WTHSBH#EEE T 2ARSEOEMHF S & BEICHL
THoakEEEZEUFERT I &,

(5288

1.7 KEIDEBEEITOMIC. BEOLEEEX (KIMEELS
&) OEFERAETIMETEIE, £/, LEOKBERR
EFEROEMEARRICOVWT LR EH T 3 EEAEE
ZEVUFERTI &S

* REMEHER)

1.8 KEIDEBEEITIANC. BEBEE GEXF0O4 Kk
RIEFE) OFERAZTIHETZ &, £/ FHICOV
TOTAEMBEAEMBTHROBHMBRCAEOERE D
DERASERT I &,

(70—

1.9 KEIDEEEITIAC. BELEZEOFERE +OBET
528, £, AENOVWTO+HAEREEE 7 O— /A
BEORBRE L OEMMERTE &

GEEM X %)

1.10 AFOEEEIT I, RELAEZEOER+*+2HET
528, . AENIOVWTO+D RS EBEEREX
BEORERE L OEMIPERATIZE,

Eo. [1.10 2.4, 9.1.4,

22 (ROBHICIIESELEW &)

z1i%&ﬁmr<&mﬁ DBF HERZELIES B
FNDHBH.] [1.1. 1.2.1, 9.1.1, 11.1.1 ]

22 EHEEMOBRE EREEALSELBENDH D]
[1.1. 1.2.2, 8.2, 9.1.2, 11.1.2 &M&]

2.3 AHIOKGLIE~ 7 AHKROEHE (w7 AH, 25
B, b MEBUES) 1o 2 BBUEOBERE O D b B
[1.3.1. 1.3.2, 8.6, 8.8, 9.1.7. 11.1.3, 11.1.7.
14.2.2 28]

2.4 PigiE s (ZRMHLES) ROZoOBMEREOH 5 BE
UEER DB NEAL O BZNAH 5] [1.1. 1.4, 9.1.4,
11.1.4 28]

2.5 9 oMM UALEDEE [15.1.2 2]

3. fARk - MR
3.1 #%
s |1 Y7 F T (RFHIRZ)
HRBIT 00 5 % 3~ 7 s2] 100mg
= FEEEHE - 500mg
d§47 i) F1) Y LR— 180 : 0.5mg
wFEl |V YERTKFES M) T A 2.65mg
VY 3 &=t ull N By VN & 1L/
5.89mg

FHENE, F v A 2= ZANA Ry —JIEAIEE W THEES NS,



3.2 WEOHERK

PR FEOBUIMER (SR — %)

pH 6.9~7.5 (HJEEEHHAKIOMLIC M)

BB I . -
(EE§E%K%T%%>(HSOJ(H%EW%*NquﬁM

4. REEXIIHHR
B AE CHRAR+ 2 4 TR&kE
OB#i v ~vF (BEHOBENREOMLEEZET)
*ON=F v MRICKZEAMEBEIE SRR
OFEMzE. HEEYZE. REUZE. ZBEMILRE
* OMBEMEHER
ORDVWETFhDPDREERT 7 O— 2 ROAERCHEREE
(BB THRA T2 LI5S ICIRS)
hEELSEEDEHRICH S BE

NEEET2EE
OFEELSEEDEBUHRBRDEE BEAECHRESRT
DEBEICIRD)

5. ®BEXIIHRICEET 2EE

(BAEs) o< F)

5.1 WEDEFRIZBWT, FEAT O A FUEPURER L OMhodty v
T (AN PLFES - MK EED) FICX 5D RHEEREY
ToTh., FERICSERT WS 2R BRI 556 S %
o2 ke F/20 A PLFF— MFNIAR %2 FRET L L
DYVAT - X3 T4y bEHW L LTHATSZ L,

¥ (N—F v MRICK BHAMRESNE 5 EL)

5.2 WBEDHEHRIZB VT, oYL (7 uAR) V5) Fo
WY 2GR 1T- Ch . BRI T 58 5 22 BREIR 2% 5
BECARR OB G 5247) Z &,

(8z8%)

5.3 BEDWHRIZBWT, BEfFoegiitdt: RiViREz&L) &%
DB R R ET> Th . BHEIEERHEDLI0%LL LT 5
e, b L IREHEE O RS, BEERUIEZ T 25612
REN OG- #1TH 2 ko

* CREMEHERX)

5.4 WEDHEBRIIB VT, oYL GEA T o4 FEILLEA
%) oMY R EEEITo TH L ERIGER T 20 5 2 4 B RAE
RDFE LG EVAFN OG- %479 Z &,

(7a—%R)

5.5 WMEOHEBRICB VT, FEEE, hoEpRd: 6-73 /%)
FOVEREK], AT7u4 N, 7THF4 7Y 0%) So#El)Riigsr
ToTh, RERICKRKT B 5 2% BERAEIRDTR 5 56 12K HK O
WG ETH 2o BB, B GIER LT TRM % B2
LG Hird) 2 e,

GEEMXREE %)

5.6 WEDHEHIZB VT, MmoZEYHEE (-7 3 /) F )VEREFA],

A7aA N THFAT) V) FOMYPREREEIToTH, B
BTN T 2 W 5 2 BRRAEIR D5 2 B 8\ 2 AH O35 2479 2
&o BERRMERFN ISR STV AR/ FERRE A A1 IEARA]
DG J-OBEEE R L MOBERENOYHR ZERT 5
Z&o

6. BERUHEE

(BEg) o~ F)
WE. A 7)F YT (EnTHiEz) (170 F0<T7H
fi2] & LT, AElkgM472 0 3meg#x LA OFxS8 & L AiEEET
%o WG4, 28, 68IZH5- L. DESEM oMM CTi5 %
792 ke BB, GHOEG LR, FIRA T IR R 25655 L
T, S EOHECE S MBS TH L, Ih
5 OG- m O R G- R O MM LB REIZAT ) o IR ORE
lkgd7- ) oG LRI, SEAMOMETHINIZ10mg. %5
IR 2 586 L 723 ChEemgr 54, /2. REOKGRHR
348 &35, RENZ, A B ML FH— MEFHNZ X B EHBIH
JALTHWwAZ L,

¥ (N—F v MRICK BHAMRBESNE S EL)

WBE. Ay 70F Y7 (#EETHERZ) (1r7)F 0~ 7%
fi2] & LT, AKElkgX472 0 5me#x IR OFxS8 & L AiEEET
5o MAFEG%, 28, 6:EIZHS L. IEEM O M 5 %
192 &,

(&5
WE, A 70F 2T BEETHEZ) (170 F < 7H
fi2] & LT, HElkgX472 0 5me#x 1A OFKS8 & L AiEsEiET
Ao PEFEG%. 28, 6185 L. DIESEAM oM 5 %

1928 BB, 6GHEOEET LR, BEAT5 TR F ARG L
A, G EOMECHE S HBOEMESTRETH D, T
5 OFe G4 O MR L G- Mg O i 13 B OIREEIZIE U BRI
12AT9 o 1D EIkgM 72 1) O 5-E 0 FRIZ, SHEMOMET
HMX10mg. 5% 8 Lo E ThiEbmgt ¥ 5. %
7oy WO MR IZ4EN & § 5,

* CEEMERER)
WH A T7)F T (BETHRRZ) (170 F < 7%
W62l & LT, fhE1kgM472 ) bmg#x 1 oG58 & L AiEEiEy
Lo MEFG-%, 28, 6EIZHES L. LiiA6~8H M o i@ Tk -
219 2k,

(ra—%)
WE. A7) X7 (#ETHIRZ) (1 7)F <7k
%e2]l & LT, hAF1kgM 7z ) bmgk 1l o5 & L AiEEEd
%o WIEPEG%, 200, 6:EICHS L. DESHAM o ME TG %
1928 BB, GHEOEG LR, BRI L2121, &
HEoE %G MB OSSP TEETH b, HGEL RS2
WAL, RElkgX 72 ) 10mgZ 1R OFKGEET LI ENTE L,
PG 2 MM 2. KE1kg7- ) Smg# 1RO 55 &
L. REGHBOMBTHRG 356220 TE D,

GEEMREE %)
WE. A7V F v~ 7 (#EETHEZ) (7)) F o~ 7%
W2l & LT, RE1kgY 72 ) bmgx 1m0 Gm & L HiEEHEd
%o PIEHEG-H. 208, 6145 L. DS o MR ck5 %
/?5 : <‘.’. o

7. BERUOHAZICEET 2FE

(hBEEE)

7.1 AH) & Ao AWy 09 3H] O B I D W TR A K O R
VL TOWRWOTHHZEITL Z &,

(BEEiY < F)

7.2 ENR OHBAORBERRERIZL ), X b N LS — MG T
DR R EMEDPHEREN TS, ENEERRICHIT S X
L FY— MR OFHEIX, 6mg/HLUETHY, A ML
A — MEAROERFNI T HPUEOEAFIT, A N ML FY—
FIEGERAE L D QAo 720 B, A N b L FH— MK DO
P < FEIEHOA Y. L Ty, [8.8. 16.1.3 &
18]

7.3 WML 238, 6:¥%S £ T1X10me/kgE~ DR E 51317 7% \»
ko Fo WEICL)BRPMEORBHEEN S T ARNDD 72
O EAHEDSBIZIE T ERET A 2 8. 10mg/kgFomHE%
WA G2 5179 2 L2 L ), EERBIIEOEBHEN ST -
72 DOIHEDH BV,

7.4 RENZ L Bh5E. EEEG-HGES S AELDNICE S NG 2 &
DPHER SN TV D, 14AUNICELREIE SN VAR, B
B GHBOME 1T > THOREPES ARV, A
ORI O X HEIZHET L2 L,

7.5 RFE TNy 2T b BETHRILZ) ORI fTbEwI L,
WYV CERL 72 7T REWNEE L22BRRERICBWT, AH %
GEUMTNFRA & 7Ny 27 b GEEFHIRZ) Ot HEEE
ZUF - BE TR X 2R ORRIITR SN TBH 3, BYiE
T OB 7 BRYIE DR BURE D AH % G LI TNFRA OAKIZ L S
ERE ST BETORMUEL N TE» - 720

(%%

7.6 WML 238, 6:¥%S £ TIX10me/kg DR E% 51317 % \»
ko Fo WEICL)BREEORBUHEEN S T ARNDDH B 72
O EAHEDSEBU T TR T A 2 b AN L B EAEL
RO b N VAR, WMECHKGHIBO M %17 > THIEROYL
NI SN WAL, BAEOGIRET O fk i & [H I (2
j_z.) :. 2:0

(7 a—%%)

7.7 AHEZ ARG, 208, 638 &5 Lotk BRARAEIR R AR ST
AR X D IEBEDR TS S 2 &0 RO S NR VWA
121, SO ICHEER G 217> TORIEMIE S N WITREM D D 0 |
DGR EZZET 5 L, 72, 10mg/kg DB 35 R
DOFEHEIL. Sme/kg SHMIFEHEG 12 £ B EHFIC L D RRIEED 5
N72b OO, MEFHRIH IR FEAEES L. SEIROFRF0 S
BB LTI 2k, WME LS EEOERH 1T TL%)
ERRD LN VA IZIE, MoOBHEEEETLZ L,

GEBMKE %)

7.8 AH| E WA G-, 2308, 638 &35 Lo, QMM A CTRIRE
IRIBIEE AT RS IS L DI R 5T 5 2 Lo RIRIRD S
NHRWEAIIE, S HIHREE T 217> THRIEPES NI
HEMEAH ) . MOEELEYEEBTH 2 L,



8. EERERNIE

8.1 AHNXIM PRI D720 Fifed 5720 (5mg/kgk 5-H;
347 < L H8~12HM) . ZOMICIZEEHORBIIEE ST A 2
Lo Fro, MOAYHHNE DYV EZOBOEET LI L,

2 RENFE A - THEBICE T 2 T BB RO L >~ b7
VEBEICINA. A vy —T 0y R LE Y NV v
PO Z 1T, BMEMHCTIMES 179 2 L2 L) K&
ROFMEMERT 5T o o0 KEFGH L, WEL > by
TRASE O W) 22 A & BT ) 7 ERIE DO FBI 1155712
WEL, BFICH L, 28D ERPBIL 206 BT 5
. ZEEVEE) ISR IS FEEISERT A L) BT I L,
[1.1. 1.2.2. 2.2, 9.1.2, 11.1.2 =H&]

8.3 AH % & LI TNFEHANC X 2BEIFA Y A )V 2 OFEMAL A
HEENTWDEDT, ARG o Ty BREFFL™Y £ )L A ki
OEMWEFEZST L, [9.1.3 BH]

A KFN R G U7t FEE WEWk, R R S o0 R RPN 45 O
KB 5 bNIGAIIGER I EREIER TS L) BEICH
BH3+52k, [9.1.5. 11.1.5 =H&]

8.5 AFNHH L, AT F rEMEITDbEWI L, 2. KHID
BH BT F OB EOBBIETICHITE I EDPET L,
RURHTEY 7 F YR O AR OG- F TR &
LI EWRTERVEEIIE, YRAZ - XA T 1 v b2 EEIHE
L7z bETHATAZ Eo BT 7 F 02 X B IRGEFBLO W k)
METE R,

8.6 AHI% 5 hidinfusion reactionlxf§ % L) 7 dHIHEE (7 F
L) v, BIRFBERVE AL, te X7 I FIE7E b7 2
V7 x ) RBEEMBEEAELICERTES X TasEiob

©o

©o

T, BEEMIGL, IR TR LBEZIT) 2 L. T2,

EFEMREGE BHU EE#®R) do5bNs 2 eddbDT,

BEASHML, 5. S8 LR F - HIEE. 3RS,

SREDRHH L7206, EREIGERT S L) BRT 5 7% L)
LR E &AL, [1.3.1, 1.3.2, 2.3, 8.8, 9.1.7. 11.1.3.
11.1.7. 14.2.2 &)
7 BERERERIZ B A ¥ G- BIER 0BT, ) ooVl
OEMEESG O TG SN T b, BURERREDD L EE
R OGRS 2 5 L7720 a . BRIAYEREME ) » 3 ED 5
BOBBRENEE L Z LG SIN TV D, /2. BAZ G4
TNF#HF 2 L 72/NERHEFERAICB TS, B 3 E
EOEMERESHE SN TV D, RFNSRRT 2 2252 Thwv
B EMESEEORBUCIIEET A 28, [1.1, 15.1.4 ]
8.8 ARHNI~ 7 ABHBE KT G DD 5720, b MIAITRMEHTH
D, 5%, RANS T PP EESNDL T LD L. HRR
BRI B CARFNIH§ 2 PR A DR SN EBH T, ik
WA SN o 72 BB R, infusion reactionDFEH A%
WEANZH 1) . F oy REIO M AR OE 2 < 7 D AR
St MHREAME T L2 EBE CIERI RO O D 5,
[1.3.1. 2.3, 7.2, 8.6, 9.1.7. 11.1.3. 14.2.2, 16.1.2-
16.1.7. 16.6.1 =H&]
8.9 ARHN 2 G L2 BB IZBWT, N EL TS L2 &
DIRED D %o TIELRGEIIARAZGOTIEEZET L L,

9. HENEEZ2EI58FICHTER

9.1 BHHE - MEEZEDH 28E

9.1.1 BPEDBEENIBLEIEDONEEE

WY 2R ALE &+ R BEPLETH Ho AFNIIEFIC % 55T
UEM %A L. IEW 2 RENEIEEL 52 2 REND 5.
[1.1. 1.2.1, 2.1, 11.1.1 &H]

9.1.2 BBROBRBLE (FICHEBROBEEDSH % BERUKEERL >~
M ERERABRREDH 28E) VIBRBEIEOIhZEE
(1) BEEOBEREE X, M ROTHML v 7 v %S x 2 iy
(BeG-BMatR2 7 ABNIATREZR R D 1y AIC1E, DIREIZ L
JELT) 12479 222 & ), BBIEROFEHIZHEET L 2
Lo MEEIEILEELBZNEH D, [1.1, 1.2.2, 2.2, 8.2,
11.1.2 ]

(2) WEOMMERELE T 25K UOTEEPEDLNLLAIZIE, %
DLW HEMIAFRET A2 o WTFOWTNDDBEFHZ

=]

1, BRI E LT oG5 %2 L7z BT, AR eHG 352 &,

- MBI G TN IS A E T 2 0B SN B EEE AT
Vaysea

CREEOWERE (W 2 &D) 263 588

Ay =7 xuy-y BRSOV 2 ) Y RIBRAR R &
MAIZ L0 . BEESH  SEb N 2 B

B & OWRITHMEY AT 5 EE

(1.1, 1.2.2, 2.2, 8.2, 11.1.2 1]

9.1.3 BEIFR VAL ZAFx+v U7 DERERIZEEERESEE (HBsHER
fetk. »DHBcHild % 7= (3HBsH A M)
JFHE BB AR IT R I A WA —H—DEZY ) VT HhATH T &
BT 467 A )V A O FEALOBAE R EIRO B EE T 5 2 &,
KA % & OPTNFEA D 5 S N2BRF R YAV AF X ) 7O
BE IR 12 BT, BEFLY 4V X DTG AL HR
HEEINTWD, 2B, INHOHMEDSL 1E, o spEinHfEH
% L OH E S L BREICREETw 5, [8.3 2]

9.1.4 RERBIPEDNIBIREET T IBRERVREEDH 3 BE

(1) BigiRESEEDLNDLBIE L AT 5 BEIZOVTIE, MR
MR W R B WIS OB & AT, EE IS G & AR % R L 72
LCRBIER OZL ARG L, SR aIBRET) 2 L,
iR ERHOBENDT D D, [1.1. 1.4, 2.4, 11.1.4 BHE]

(2) BB EOFRED D 5 EFIT, BMEBGZ I ESEONE % £
L. T3IcEET L8, BB OBENSH 5, [1.1.
1.4, 2.4, 11.1.4 8]

9.1.5 MEMMRDEETEDSH 5 EE
FEMINCHZ AT B & FETH 2 & MMM AHE 1
HIHTHZ DD D, (8.4, 11.1.5 ]

9.1.6 EELRMARE CAMEKES. BEFRRHENSE) OBEX
I3 ZDERERDH 2 BE
MEREENEAST 2B N0 H 5, [11.1.9 2MH]

9.1.7 AEIBRERROH 2 BH
Infusion reaction. EFEMBBUENFER T LW REETDH 5,
[1.3.1, 1.3.2, 2.3, 8.6, 8.8, 11.1.3, 11.1.7, 14.2.2 B]

9.5 1113

9.5.1 IR AZITIR L C W A etk d 5 iz id, R o
WafalttEz b s LM SN IGEIIORKGTH L, K
FIPe 512 & B AT EEERBIEER S L TRy (KD k
TNF o S B CTEHWERPERTE R V2D), $7/2. Y72
TNF a % I3 256% 51250, w7 2% Tl sns:
MERTIEL MR, BAREE. BIREEEEO SN Thiv,

9.5.2 AANI B AENED D B & OMED D B, fEo T AH D%
H52Z 72885 OHERIZBWTIL, EED) A7 EE S
WHEMEDSH B 720, T 7 F v T HBICIEEPLETH b,

9.6 BILB
B EOERIER ORI BEO A I Z ZE L, 125 oMk LE
HIEE R4 2 &,

9.7 NRZE

(70— R RUEEEKEX)

9.7.1 6RERMOYBE LG & L2z EWEHRRERIZFER L T
W, TS OBEIIZIEE LGRS GBI LS b
WS aE oA L, BIEHORHICT5EET A2 L,

(RS DRHEE

9.7.2 PNREFEZ IR & LBRRRERITFEM L Tz,

9.8 B
BHSESFORIEHOFEBUICHE L, T0%BE21T) 2L, —#
ZAEERE R (RERESE) 2MKT L Cv b,

1. BMER
ROBWEHDH S5bN D I ENHHDT, BEE 51 Tn, ®
HATRD NI A3k G- 2 kT 5 7% S R LE R 1T 2 &,

1.1 EXAEHER

1.1.1 BREAE (3.5%)

Helmie, Wik (ma—F v A7 1 AMikE &), B IEGEE.,
fxde. Bl () A7) THMHBEREEL) . BHEASEORE
LEGE (HFABIYELX &) 256 bN b2 e b, 4B,
WCIZE S 7EB DL {Id, BPEICL 20D TH o720 [1.1.
1.2.1. 2.1, 9.1.1 H]

11.1.2 #& (0.3%)

M OFREL, KGOS HSbN TR D 5. 72, Jili
MR (BB, B, ) 2 REiSE) ddHobNb I e hHiH I L
PHFOWHERS +oEB LSBT 2. (1.1, 1.2.2,
2.2, 8.2, 9.1.2 ]

11.1.3 EE &infusion reaction (0.6%)
vavy, TH74 5%y — (MR, &
MERT, MEFE, 57/ —¥, KBEE,
FEEGAER) ., KE83Hh6bNbZE0H 5, [1.3.1. 2.3,
8.6, 8.8, 9.1.7. 14.2.2 =]

11.1.4 BHEERE (0.1%)

ZASVEALRE . SRS, MRIT PR 2%
ENRHSDONDLET EDNH S, [1.1. 1.4,

P

2.4, 9.1.4 ZH]



11.1.5 EEMHE (0.5%)

FER WK, PO PRI SR O B SRR R SRR L
D HNIZE I, ER I L > bR

TV

MR CT A

Te O AT ARRAT S 2 FEf L. ARFI KO A b b L FH— KO
WHemIET 2L Il —F Y AT 1 Ak L OENDK
(B-DZ VA v OWlES) #EEICAN, BIBERERLVECFHO

FGEOME) 2B 21T

Lo FELTRABMLFH— M

BERERIZBWC, R %% B LS el %z 72 & o 72E
B SN TW5b, [8.4, 9.1.5 /]
11.1.6 FFH#EEREE (0.1%)

AST. ALT,

[EENHSDbONDLZ EDNH 5L,
11.1.7 ERMEBRBIE (0.6%)

NG, 395, B ZBAETE. T O, T HmEE. TR
&S, WHEUE, BUSS 2D BRMEEMGE (3H D LEE
%) BHobNbs I EvH b, [1.3.2, 2.3, 8.6, 9.1.7 ZHH]

11.1.8 HidsDNAREDREME L& 5 )V — 7 ZHEEREE (0.4%)
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i hE, IR | ER. ERAIE, &
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14. BHEDEE

14.1 EFIRAMLFOEE

14.1.1 SBEH*

AANIHBERE T 52 &0 (BBRIRH DN S-fiGE 3 5
Zko)

(1) Takrrsy ) — VS THER LK, 21-GH DL VIT S 51
HIOTESST 2 VT, 1N 7V 24720 10mLo H R ESHHK (H
B EE D A HITT) 2 EIIEAT A 2 & TORRIZIEEIR
FETRWNA TIVIZEH L 2w &,

(2) WA TIVFE EIEE SR D SBECPIER L. B IX55
BToZE, AEAPBRETLBZNDH L0, L THEL
CIRSHT. BRFEIR D BER W &,

() HEMBEOMIRI, L SREM T, bFPIFLE My S i
BT E LT\ h, Zfh, 8, 2o %0721
DIFFHL W &,

(4) BEMBEOFERBOFMLARLRFEIITbR VI &,

14.1.2 FRAE
BEOMEKE YY) TR L A LEE % K AIL9250mL., AEAS
25kg A /N AZFIS0mL. 25kglh F /MR I12#100mL o H R4
FAYEHRICAT 52 &0 REA100kgx 2 5 EHIHKGT 5
BAICIE, BARBEOA 7 )X~ T GEETHIEZ) (07
) & U< 7 HRAEE2] EIENdme/mLE B hvwE ), HEAERA
WORm2 BT L2 80 7 KBRS % &0 R A A

LT OITEFHEIZH VW2 & HIRAB AR TR T 2 B,

IR AR ICTEA L. RO 802479 2 Lo BRBEDA
YINFIYT GBI [ 7)) F D~ T ki) RE
1, 0.4~4mg/mLE 352k,

14.2 EFBREBFOEE

14.2.1 #5388
AAENER - A0V 2y T ) =D TA T ANY— (KT
P4 X123 70 PF) 2HOTHEGTLZ &,

14.2.2 HE5EBRRUOKBRERE
KANIHZ L7294 A THRE 2508 L, MoEgH]. il
HFERAELRVWT & 720 FHLL 20FH DL E % 200 TR
HEET L2 &,
B, 6EOES L, FNE TOHKE Tinfusion reaction?h zled
SN UL, EEERESY U COER S 2 AT A 2 e AT E

bo 72721 X TIEE X 1R 2472 V) bmg/kg & $%5-5 5 HUE
EBZ W L (BRI BV TS REDN 2\v) .

F 7o, AR % S L 72BS12infusion reaction SRR S L7z
AliE. RIBPIBEOFG-ClE. SR % e 9IS 35 2
Eo [1.3.1, 2.3, 8.6, 8.8, 9.1.7, 11.1.3 ]

15. ZOMOEE

15.1 ERER{EA ICE D 1B

15.1.1 Ao FRREIL. ENTIE62MH (145) <. #yhcid
10281 (24F) FCTOMMTHEBS N TS, /20 KEIORM
fEICBE S 2 B R AA I324E M F CoMM cEB SN T
Voo ZH O A2 7oK K O BT SR 2 PRI L
TV,

15.1.2 150BIOMEEED B EED 9 o Mk A E O EH (LR
H35%LLT T, NYHAOHEREHIM/IVEE) 12, 77 2R ROAR
#15. 10mg/kgz @Wl, 208, 6JEZIZ3MFR G L 7z #EIL C ORR
AERZ FH L 720 Z ORGSR REFSRE, F#1210me/ kg 2B\
TOAREFERDEAL L O CAEZRICRD SN2 OMENDH 5,
W54 28 S 212 BT, 10mg/kghf T361. Smg/kghf Tl
BOLEDRO SN, I RETIZESL o7z, Tz,
SERIEALIC & 5 ABEIE. 10mg/kglE5161H1 1161, 5mg/kgfE5041
36, 7T 2 REEAIBIFFSHICTH - 720 S 512, HER O
BIFHIEEHNL. 10mg/kglET8BITH - 72Dk L, bmg/kghf
BT T RBETIEENEIUBGTH -7z, [2.5 ZH]

15.1.3 2R EE 2 BT ARHF & RAMEIREE U BEAF O & B G
E OB 2B & eI LTy (T REERDS
),

15.1.4 50 O B AR FABR B OV R SR T 2. 34F ] JUAX54E [ o0 18 Bk
AT B LT, B o8, FUE. BOlE. R REE. B
B RECHTEHE L OV R JE R EAT169BNIC IR ST w5 o ARH)
5 L EEEG B O B R RE T 5 70 ERIEMWEE
FRSD BN BV N KB 72 77— & RX— A S0 L 72—
FEET DL RERD S OTFIBIEEFL~3IIR L7ze ZOTill
BRI, EEVEOME, Fkn. B SE X ) NIH SEERT— %
~N— 2 (National Institute of Health (NIH) Surveillance,
Epidemiology, and End Results (SEER) database) %55 L
T E W7z, RO 70— ViHBE TORETIE, RAEGH
2B 2 EIES O FRIE B 14 . 4960k L BIE B Sx 216 T
Holze —Hy 7T HREEIBWTUE T L0 . 2060120 L Bigg
BEIIIBITH - 720 [1.1. 8.7 ZH]

#1. 70— haalR T OENEIEL OBl G107 R

77 2 REGB
7 u—EamaiEe | eLargE | EEE AR A5
(A - 4F) BIEBIE TR
a MY V3R 97 0 0.01
b IR AR 9 1 NA
c. FRE Do T 96 1 0.19
PSR (atc) HP 96 1 0.20
L 37— P56
o —opamaiEe | RairE | L AN
AN - 4) BIEBIE T £
a ) >N 4094 2 0.65
b I I 1R 5 T 4085 8 NA
c. RRLLASL O AR 4055 19 13.85
EEESE (ate) H0 4055 21 14.49

Ma : BEICIRT L7z o — 2 akBR o sRBRI I i R OV34E i o 22
SVEBIRRA T OB £E

b : NIH SEER databasel2 & F 1L T\ W IR 7 B 122
WX

F 720 BET) v~ T BE T OEMIEE OB H R O s i x
F2UTIR L7z RHFGHETIEFIEIEG2 . 37610 LB B
5060, 77 ARBETIE, FMIBIELS. 616 % LEREBIEUEZ 1061
ThH-o720



FE2 BETY v < F el T o TR IE S O B EIEUL O £

77 1 R GB
BaE Y v~ F et | A plapriin | CEES AR A
(A - 4F) BB T £
a Y vV 1626 0 0.46
b IR A IE LR 1611 6 NA
c. FREDAL o I 1604 10 13.16
EMEES R (ate) *P 1604 10 13.61
L 37— P56
BaE Y v~ F o | aplaprne | EEE TN
A - 4) el T £
a B PN 6391 9 1.79
b . R R P R 6357 24 NA
c. RELLASL O EAEIE S 6343 41 50.80
EEESGE (ate) #0 6331 50 52.37

a o BRI T L7z BEE ) v~ T 3R o0 BRI I P % ON34E 8 3L1E5
AR O B B ERA T OIS B L & £

b : NIH SEER databaselZ& T WIER@AEMERZ S E I
WA

T7z, ERRFERIC BT 2 EIEES OBSEHIE N TS E 3k

90|
80 | -@ AF

i -O- Remicade” X ISREMICADE" (K&, HAX E8#ET
70 ARBENLALTUXITT (BEFHEERL) HFH)

607
507
40|

30|

MiERSFEWRE(ue/mL)

20 |

T T T T T T T T
Pre4896 168 336 G(K 1008 1344
Z#) % URemicade® X (FREMICADE® CK[E, HAIIIEETER SN 7 F
7 (EETHIRZ) B A HBIERNES L7 L & ol h B EiEs CF
Wil = B )

(LIF—FKe)
16.1.2 70—29%
(1) RERSICHT 52 EMENRE
EN 7 0 — IREEICA 7 ) %<7 %5mg/kgd H&T3E (0. 2. 658) Fbiiik
% 10BFFAF 2 Zh SR AT & N7z B & ook G2 1438 LRSI R b T - L 721
DIEMFE % WS L7z SEMREEG-FIOR SR OMIEH A > 7 ) ¥ < Tl (22
T V) RS

IR L7zo AFIFZ GEEO T HIBIE105. 18F11C K L EIZE 5 %12106 % 10000

B, 77 L REETIETRBIELI . 46611250 L TBIRBIEAT156] T C o

Hol, 4 '

™ ..
- " NI " 100 e , A ¥
#3. AT OB O BB FUEL T IR 3 v Q\\. Vv 'J\
7 F 2 REEGB PN
Gt SERERN | CEPEREE | B < .
(N - 4F) B F %L " 02 6 14 2 3 38 46 54
a B~ 2906 1 0.72 = LR A
b I B 2 B 2887 12 NA MEREEER (veek)
c. LRELIAL o B 2877 14 18.75 . . N , )
~ . 70— REHEIZ LV 3 7 — F 5 mg/kg & BRI R HIRINE S L 720 8
BV R (ate) * 2877 15 19.46 ﬁﬁ%&q%@mﬁm4>7U$>i;%&&ﬁ<Y§7>,Fm~%ﬂo
LI — R 22, 46X GHIB & O GHT IHMEL IR 1 LIr— Pk
e BB | IR B T A= 0i#HC1H | 1438Cpre | 30#8Cpre | 543
A - 4) el T B i; Smg/kg | P EERE |80.4216.9| 3.122.4 | 2.622.1 | 2.051.6

a HEYE) osE 17852 14 4.13 | (0=31~38) AVT Y 78.9 3.1 2.6 2.0
b IR A B P9 17721 67 NA Cill: BG4 T IR, Cpre © B3R (ug/mL)
c. FRE DAt o NG 17720 92 101.30 e ) )
%‘I*ﬂ@f}%é‘]— (a+c) %h 17707 ].06 105 . ].8 (2) isEE%Lﬁ” 6%%3%

¥a o BEICHT L 72 3R o U 1 v ON34F I S54RI o B i %
VBRI T OIHBI R 5T

¥b : NIH SEER databaselZ & F 1L T 7 WIEE M 7 12
WX

15.2 FERRAREER (CHE D 155,
RENTE PR F 8 YV —DTNF a DAIZHEERRET A L.
T v MRH =7 A FNEO— AN B TR S 2 Bh AR
DTNF a EfEG LRV SO, BPAFRERBIIER S T
W72\,

16. EMERE

16.1 MuARiRE

€S-}

16.1.1 BB A

(1) EREIHEHR
FAS A BE e A B VBB % 1b R, AH (n=48) % Remicade® L IZREMICADE®
CRE, HAXZBETRESNA 7Y F <7 GEETHIRZ) WA (n=48)
% 3mg/kg D & THEFIRNIE S L7 & X O 3EWBIRED FSEEE BEE L 720 ORI 2
O B ERE M (B G- 8 IF E)  F TR R AR TR (AUCH) @Remicade®
MIIREMICADE® CRE., HARMIIBECTKRBEINIA 7 ) F <7 (EIETHIR
Z) BE) BT 2 ARBEOE RMFIMoL) O0%EHX X, MEEEOHE
HHETH 50.80~1. 250 HPANTH V) . WHNISEWBERLNICHETH 2 2 LATRS
N2,

A#) J 'Remicade® X IFREMICADE® (CRE, HAIIZ@ECER SN/ 7)) ¥
~7 GEIAFHIRZ) BAD % HEEHRNSS L7 & EORMBIEE ST X —5 (CFgfli+
TR 2E)

. AUCt (0-838) Cmax
P (ug-h/mL) (ug/mL)
gSill 48 14225.5+3085.2 56.1+8.08
Remicade® &
REMICADE® (K[, H
AL FHECTHEGR S N 48 14866.9+3160.1 56.9+8.58
1r7)F%y~7 (Hiz
TALR ) B

5mg/kg S [ FEH G- TRIBANERF T & 20 WEE O5mg/ kgt 58 H DI H A > 7 )
FUTTWE (ATT V) 130.30ug/mLThH - 7208, THHDOBEHEIZ10me/ kek %5
L7846, 10mg/kefk 58RI A > 7 ) F v 7E (XY 7 ¥) 131.29ug/
mLETEA L7,

10000

1000

100 p \ \
0 4 8

1.0

0.1

&R > 7%~ TiRE (pg/ml)

12 16 20 24 28 32 36 40
t t t t t

HEEIRE (week)

5mg-kg 8MMMEHG CHESMIFCTE LV O—RBHIZL IF—F
10m g kg % BEIAFFGE RN G- L 2B O I 1 > 7 1) F < TSR

(XY 7>, n=26~39, 0, 16MIZHEG-HIB L ORGHET 1R 305%)
[

[ e b W e b
S EHRE/ N T X — . . | N R
IR A= 034Cpre | 0Cin | S#MCpre | 16#Cpre | 4038
B[ omerg | TOEE | Li6= [19.23+ | 3.24% | 3.73= | 410+
5| s | EOEEE | 2.67 | 4171 | 510 | 5.8 | 558
# AVT 030 | 19124 | 129 | 131 | 2.8
CiH : $e5-# T 1M 218, Cpre : #5-HifH (ug/mL)

() HSEFREREFICE T 2 EMEE
5mg/kg S HIFEHEE S CRRAHER T & 20V IRF 19612 5me/kg 4EME G 21T - 72 L
& OATZOMFE PR BT MM & LB LTl L 7o E72, s el
4058 F CHEFF S 1720



MERA > 7 1) %<3 TEE (ug/ml)

1000

100

01 + 1

4 BRI S BITERE (week)

70— UHEEICL 37 — F 5 mg/kg % 438 B THEESTEIRNE S L 720

Mg A > 7)) o= 7TiREHER (VT Y, n=4~

19, 4 EMRERG%

RS L) 1 L3 MRS
e ] o aw | | e S
E-3 TENT A —F % . . . | N
RN 17 4 -5 038Cpre | OMCIH | 43Cpre | 8#Cpre | 403
% FHfli= | 1.83* | 85.50% | 6.49+ | 8.96= | 14.73%
A 5mg/kg ot p N P .
b omETe | m 274 | 865 | 6.15 | 7.25 | 9.20
B RUTY 0.8 | 86.75 | 4.90 | 6.90 | 8.70
ClH PG IR %0, Cpre @ $25-1i it (ug/mL)

L PG RS ATIR 2 08 & L CHEEFL 720

(4) BRIRCRERSICE T 2ENHE

5mg/kg® H[A$ 5 TR S MFEE (Cmax) OHYHEIZ118 4 g/mL.

i) o YLfEix3. 0L, HHFEYNZ9.50 TH o 720
ity AR, UH)iUmﬁénEAVD%EV}W)l%?ﬁEE’J7”‘
FIVE CHI R R LR

AMER L 72 R & H 2 Bz, Smg/kgD Hilnl# 5% %

SRR (Vd

n:‘xtﬁ BWT, BEOM, £

BOONLH o7,

WY b2z,
% 7‘7120%’(!;&21%

B]IJ 3 g

L ZWEE ?J LTVdﬁ_ﬂ)ﬁ?‘*f B4 (17%
AR LTS, El ‘&’E‘!‘)V% CHRIDSTEIRENT ¥ AN

ESictisn:

MRS

TR T HPUES I S BEHLETER L TW A REDEFICA 7 F v

75mg/kgFx #2314, 6HEIC
77@7')7’7/7\£i

S ERRRE - FRRREREE if B BEIREOZE

AR G- L -tk oM otz A 270 XY
%@7 L7 F = lid 5 WIZAST. ALT L HBIERE0 S
ZFB0 N o720 Smg/kgD AEHE

%32 F23BITIEIBNCA » 7 ) F o~ 7§ ahihaii s v BHEACBIT S
i) . [8.8 2]
o
£
21000
™
£ 100
™
X
AR
~
A
<
&
01+ T T T T T T T T T J
€ 0 2 4 6 8 10 12 14 16 18 20 (week)
tot 1
trLIs— RS SRR ET A7 U — UaEEC
: Bmg/kg (n=28~30) L 34— FARIMFHLFIRN G L 72
1 10mg/kg (n=29~32) EEDMLIEH A > 7) F 2~ TR
WA (X 27 > = DS )
SEWENHEINT A — % 0:8C1H 238 Cpre 63Cpre 1438
" 5mg/kg ATV 168 33.7 21.8 5.4
'J}X (n=28~30) 7Y 5o I 113-206 | 26.7-46.4 | 13.8-33.3 | 1.4-10.6
o 10mg/kg ATV 359.5 75.1 50.6 17.6
- (n=29~32) 19 537 ] 274-419 | 54.1-93.7 | 31.7-69.1 | 9.3-23.6
CIH © $5-# T 1RRI M. Cpre @ 3% 5-Hi i (ug/mL)

16.1.3 BRIV V< F
(1) RERSICH T 2EYBRE

AR MLFF—MEHT (6mg/#Pl ) T 471 F 2~ 73, 10mg/kgk FIE, 2

B, 6B IS L7z & & O PREE L AR
MBS o £ 72, . e, B

BEIC L B

HEHTBEE

IFpLCHNLZ: (CEE
FEARIVECHDDVIZIEAT A FHEHL
FH O EFED LI SN %D o 72h5,
T P BEDSHEINS BAH T A A & L7z, H?xz;t%%ﬁééﬂé

FIEFH|

MG (BMI) oIzt -

JHEY B

DEDFAET D 0EPIEIAHETH 5o 3mg/kgdD ARG % %) 724960 T1E261. 10mg/
kg® FAZHE - % 52\ 725080 TLEABI, A > 7 ) F 2= 7100 B it Sz,
[7.2, 8.8 2]

o

E

% 1000

i

s 100

™

X

AR

nN

A

o

+

£ 014 T T T T T T )

g o 2 4 6 8 10 12 14

t t t 5 %R (week)

t i LIfs— iS5
—O— : 3mg/kg (n=49)
—@— : 10mg/kg (Nn=48~51)

i) v F BBV IS - FE
AN MLFH— AT (6mg/MLLE)
BIEFEBEHIR N5 L 7= R0 i
A7) XU TREHR (X VT V)

SEMENE T A -5 0;HC1H 23HCpre | 63HCpre 1438
g | Sme/ke [T BEGE [47.0211.3[ 115541 56241 [ 0.8+1.1
; (n=49) AT 475 10.8 4.8 0.5
| 10mg/kg | TN = FEEE(R 2 168.4=48.6]35.6+15.2]22.3+13.7| 5.4%5.8
* | (n=48~51) AT 168.3 33.7 20.6 3.6
CiH © e 5-# T 1Rt Mi. Cpre @ $£5-wifil (ug/mL)

(2) HEBIHREICH T 2EYENRE
ARMLEFY— R EHT bmg/#LlE) T 4270 F%F 2~ 73mg/kgx WAl 258,
6B I FERL IR S L. 51 &5 2 3mg/kg. 6mg/kgd b\ 1x10mg/kg % 83EMIE T
RS L7z & & O P BRI LTl L7z (B itBi) o 3me/kg
e 5% 0T 729961 T1k2761, 6mg/kgdi G- % 51 7210460 Tix246). 10mg/kgfi 5 % %
7210400 TIX13BII, A > 70 < 7I2x AP A Sz, [7.2, 8.8 Bd]

SHEWYBE T A — 5 03C1H 1438C1H | 223 Cpre 5438
+ +
Sma/kg | Pl | 0077 | 00825 ) on0.08]0.90+1.13
(n=86~99) XUT 14.23 1 13.60 0.50 0.44
58.14 | 60.3 : :
% + +
B omgkg | e pegz | 0800 | 1092 ) oo 50)2.8842.50
| (n=01~100) XTTY 1174 ) 23.83 1.81 298
£ 58.52 | 113.41 : :
23+ | 18870+
lomg/kg | P« pmigge | 202 | 188105 on 4 78]6.50+6.26
(1=95~104) | AVT > 11.34 ) 39.61 3.13 5.47
" 57.16 | 186.12 : :
Cltt : 545 T IR MIF (A, Cpre : #5ifH (ug/mL)
427 %5~ 73mg/ked 5\ 26mg/ kg% SN TS L7 & %, % 'izzﬂﬂu»ﬁ:
BCACRIENE20% B 173 L7 40 o 7 HEB R LC e 5 A 4381 S L 753 2

HERMFER A > 7 ) F v~ THIE CEF

fii]) THhotzo

D) BERBROEE (32761, 51045) MR E L 7o BHERHIEEY B

version VI) (2555 < SEAEHE
(3) RIEHEICH T 2 EMENRE
Wk 45 MATEER (ATTRACTHER) 12

REDILIET - 5 7#EE) FD 1%,
3.35 [0.83~10.46]. 6mg/kgT7.19 [1.27~21.62] ug/mL (el [FH/Miti~

EfFAT

3mg/kg“(
LN

(NONMEM

ENSGA—F WY I 2L —Y 3 VHER

BWT, AMMLFHF— AT (12.5mg/H

Pb) T A4y 70F =73, 10me/kgZ M, 238, 6 EICFERHIRAES L.

5 & 5t & AR & %\ (38 M B C L0238 [ S A4 - L 7 MERFIG B 12

b B <

58 L 72 ML P 2 BN D72 0 i3 2 & L AE SN 7o 3me/kgd AR5

(4 FE) %52\ 727300 CIx 1061, 3mg/kgd KAEE S (SMIMKHE) %21 7271HITIx8
Bl 10mg/kg? FAZHS- (4BHNE) %52\ 727400 CI216). 10mg/kgd KAEHS (818

l"ﬂ(ﬁ) BZATITIBITIROBI, A > 7 ) F 3 7T BB S (GHEIA
B D). [7.2. 8.8 ZHH]
‘JJ:Z) 4270 % V< T ORBRAMRIZIA0me/kgTH % o

%16.1.4 X—F 1 v MRICK ZEAMRERE S ER

(1) REH#RSICH T 2EMERE
47 F <75, 10mg/kgx MIAl, 205, 6K IHT L, 5] & & 8B
W E TR L7z & & OIS 3 580tk > TE L), ZELL
ML i % RIS 72 ) MRS 2 & EABlg S e, RRBETIES, 10mg/kgd X
PG % 2728 BVTA ¥ 7 ) XU T T AR S e o7z, (8.8

i T46

01+
02 6
Tttt

38 46 50 54
i

MmiEFA > 7% < TRE (ugiml)

i
ERS %R (week)

IR N=—F v MRIC & B HRMERER

—O— : Bmg/kg (h=3~4) REIERBEICLIFT— K%
—@— : 10mg/kg (n=3~4) RHEIFHEAFRARS U 280 Mg
12TV XRITTRERE(XDTY)

SEWEIHEIN T A — 4 0;4C1H | 2:HCpre | 6:8Cpre | 30:HCpre | 5438
y| Bme/ke [PHSEERE 119220 3]15.9+9.914.3+7.7)6.7+4.5 ] 6.8+4.7
7| (n=3~4) AVT Y 119.0 15.7 13.3 6.3 7.0
[ 10mg/ke |l + ki 1931217 2(32.522.7]26.0517.6| 5.9%6.3 | 4.8%6.1
=3~ | V7 185.9 | 32.9 32.1 5.2 2.6
CiH : ¥e5-# T 1M 218, Cpre : #5-HifH (ug/mL)

H3) A ¥ 7)) F = T ORKGRAKHEIE1A5mg/kg ThH % o

16.1.5 2

(1) REZEICH T 2 EYERE
SRR & BIEEMERZRER S S 7 ) ¥ ¥~ 7hmg/keE WAL, 2314, 6%
WG Ly Bl & e & S MBI TO2:B ik & TG L7z & & G L7 M i B & AR5
B2 EABIRE SN (BEEMRER I UHESese 5-588) o Smg/kgd AEE S % 5217 7235

BIRSHNZ. A > 70 F 2= 71T BHUES RN S N7z RS . BEENE
MR DRV N ORI R E R 2 A 2 7 ) F 2~ 7 5mg/kg & AL

2%, 6IMRICHEG- L. 51 &bt X8R T46HE F TG Lz L &L 142 5548
#FE COEGHABO MG PR (hYLfi) 120,39 u g¢/mLA*52.27 u g/mLO i i T
L7 (RMEEGRER) . Sme/kgd ALY % 21T 7264F1 196, 4 7 ) Fv~
TURF Bk S e, (8.8 BE]



1000

=]
S

o

e e
02 6 10 14 18 22 26 30 34 38 42 46 50 54 58 62 66 70

ot i 1 t i t i i
A5 EEER (week)

MERA > 7 1) %< TEE (ug/mlL)

0.1

SRR L WEE RO IC L I - F
5mg/ kg & BERFHEEIRATE S L 72 & & ol d
4270 % TRENER (X Y7, n=27~35)
trLIs— P

SEYENHEN T A — 8 0:4C1H | 148Cpre | 30:8Cpre 7038
i,;‘ Smg/kg | FIME MR [97.18+19.40(3.34%+2.95|2.162.18|2.22%2.26
2| (n=27~35) ATV 98.33 2.45 1.48 2.09
H
CiH @ G T 1R B, Cpre : 451l (ug/mL)

(2) HEBRE5ICH T 2EMENRE
Smg/kg SHEMFEIE G TR AR T X 2 VEF TR, SRR, Bk,
WAL R B O5me/ kgt G8MB OB A » 7 ) F < TIE (XY T V) &
ERMRS (0.1ug/mL) RiiTh o725, SNHBHEIZ10me/ kg% #£5 L7Hié,
10mg/kg#k5-40i8 1% (SEHFHKS) OULEHA > 7 ) F T TiE (2T T ¥) &

1.10ug/mLE T LA L7

3

E 1000

B

2

i 100

L

~

>

x 10

A

N 1

A

o

# <01@® L g

#r 0 4 8 12 16 20 24 28 32 36 40
= t t

HBEERE (week)

5mg’kg 8 B BTG TRIRAHERFT & 20 Rz S
FIZL 37— F10m g/kg & B FEGE IR 5 L
FEEOMEN A 7 ) XL TREHR (VT
v, n=44~51) t L3Iy — NG

Wi Wi B Wi Wi

SEWEHE/NT X — . . . . .
HUMES A~ 0#8Cpre | 0CIH | 8#Cpre | 165Cpre | 403

B ome/k 1.45% {230.99% | 2.70= | 3.18% | 3.60+
G| st 223 | 5177 | 4.05 | 430 | 4.6
& 0.00 | 237.99 | 0.00 | 047 | 1.10
CiH : #5544 T 1 Ml Cpre : $e5-Hifl (ug/mL)

A7) %~ 75mg/kg SHEMIEIRT THRIHERTE 2 VCIZBEEA I LT, A~
71) % ¥~ 76mg/kgk AN TRARY L 2B A 0B R A 7)) F v T
FE GEFIREEQ MG b5 7R 4 13, 4.63 [0.00~37.69] wug/mL (Hufi
[R/ME~TKH]) Th o7

4) B ERERO B (58K, 790m) AL LA BHEHISEY B AT (NONMEM

ver. 7.2.0) IZEDHYBENT A =S 2oy Iab—Ta Uk
% 16.1.6 MREMEEHR
(1) REHRSICH T 2EDERE

4270 %~ 75mg/kgh Al 2088, 6MRICHG L, 5 &bt & 638 H 428
FCHRG Lz b & 0 LM il % M 2 2 L B S N 7ze Sme/kgd AR
5% 272330 TIR2ENC. 4 v 7)) F U T ARk &S h, [8.8 &

|]
)
E 1000
b
X
i
-
™ 100
>
N
4+
N e L Sl el S
.
H+
4
g
02 6 12 18 24 30 36 42 48
Tttt t * t t
MEHRS%EE (week)
HMEMEHABEICL IS — Komg/kg & EHEE
A IRAIES L B0 MiER S > 7 ) ¥ 27 TiRE
W (X7, n=32~33) t:LIF—-FH#E5
SEWBRE ST A — ¥ 0ACIH 2438Cpre 48;8
™
; 5mg/kg Pl = EEERE |91.76=21.10| 7.40+4.33 | 6.96=4.48
o | (h=32~33) AT 86.28 7.01 7.37
H
CH : $5-# T 1R M. Cpre : #/5-Hifid (ug/mL)

16.1.7 WBMEXEL

(1) RERSICH T 2EYBERE
4 7)) %~ 75mg/kgx WAl 28, 6:EZRICHEG L. 5] & fi & 8IS C22:8 %
FCHG Lol & 58 L7zl pi I & RS 5 L 0BIg S 7z, Smg/kgd UAE

5% 7210400 TEL0BINC £ > 7 ) F 2= 713 AUk Sz, (8.8 &
]

21000

2

> 100

=

~ 10 ,,I\.
>

PN >

o

2o

$ 02 6810 14 18 2 2 3
" tot i t

4 MEREHEIE (week)

BRI 22 BB L 3 7 — Fhmg/kg & B
HEEHIRN A G- L 720 IiER A > 7 1) F 2 < TR
W YT, n=62~104) t L 3I7— K5

SEWBIHEN T A — ¥ 034C1H | 63HCpre |143HCpre | 223HCpre | 3034

B, FHfii= | 95.88% | 11.09= | 3.45% | 2.52= | 2.46=
G| ooy | PEEE | 2150 | 709 | 3908 | 273 | 2.7
0 Av7v | 9372 | 1088 | 231 | 146 | 146
CIH : $£5-# T 1K #2Ml. Cpre : ££5-Hifl (ug/mL)

(2) RIEHEICH T 2 EMENRE
ACTIABRICB VT, £ ¥ 7)) F ¥~ 75mg/kg% #Al, 2%, 6% SR
HL. 5l & & QMMM TA60  F THG L7z & &, 58 LA M Pk & LW b
7o) MEFES B & L AMBIEE SNz Bmg/kgD RS- & 2 7211660 TIEIBINC A » T )
F U TN T Bk S BRI B 210 . [8.8 B

16.3 A

(LIF—FKu)
L FTNFa b9 Y AP 2=y 7=y AR RRMRE AR~ 7 212, 35Sk A > 7 )
F 3~ 7H#10mg/ kg% HHIRINFE S L7z & & OlEEs - MR T BERE 370 b Ol
Fiti, BB < R, BB IR ORI PR TR TR I o 72

16.4 R34

(LIF—FKu)
L NTNFa b9 Y AT 2=y 7w ZIBSE#AA » 7)) %< 7#10mg/kg & #lk
WG L7z e 2 A, MiFEFICEE L L CRZED I S, R Emm sz
hotze 7z, & MgGLE FARICHAEN R RIS X ) RN T RIS S b
DOEHEM S NG,

16.5 ittt

(LI —FKw®)
L RTNFa b9 VAV 2=y 7~y A2, BSEMEA » 7 1) ¥~ 7#10me/kg% i
MRS L7z & & A, #5:14H H ¥ TORKOEPNIHGBUTRER O 2 2 111.5%
T U2, 2% A5k S Av, ARHEIERI323.7% T - 720

16.6 HENEEEHT5EE

(LI —FKw®)

16.6.1 /\R

(1) 7u—=295: 470 F <7 %5mg/kgd i T3 (0. 2. 638) FEBEHIRANE S
. 10FFFAGRE 2R R AT & N7z B & 5 G 14 LIRS H R FE TS L 7z RE 0 3
BREZ A L 72o SISO G HOMEH A > 7)) F o< THlE (V7 V)
IHERE S N7z Smeg/kgD KAEHE S % % 2 14BIC BV TA ¥ 7 ) F 22 7125 29
RIERRI S o7z, (8.8 BIH]

2 100

E)

X

w100

e

10 d \‘ '\ y

P g

2 .

N 1

A

5 <ol e /

2 02 6 14 2 30 3 46 54
Tttt

EES %R (week)

AR v — YREBFICL I — F5mg/kg 2 BEBIRRRBIRNES L 72k
DMERA 7V F I TREHERE (A7, n=8~14, 0, 22, 46
AL GHB L OBGH T TR FOR T 1 L 37— FiEh)

SEWEIHENT A — % 0:HC1H 1438 Cpre | 303Cpre 5438
m
; 5mg/kg | FIME + IHEMRZE 191.19+10.60(4.71+3.36|4.28+3.32|4.19+3.69
| (n=8~14) AT 91.48 4.54 3.75 3.62
i
CIH © %5 T IR i, Cpre @ 3251l (ug/mL)

(2) 7a—i: A4 ¥ 7%~ 75mg/kg STMFEHLG TRIAAHERF T & W BESHIC
4270 %2~ 710mg/kg® %5 L7z & & OSMBH O MUH PHLEE I, Bif T & ik LT
WL 720 10mg/kgD P 5% Z 3 72582 BT A » 71 F ¥~ 710k 2 Hiikid it
ENidrolz, [8.8 BH]

B T L it

0:8Cpre 0:8C1H 83 Cpre 1634

el

Y TE T A — 5 %

i,;‘ 10mg/kg | “FIfil = EHE(R2 |2.85+3.74|173.87+8.44|4.57+5.11|7.82+6.93
| (n=3~5) ATV 0.38 173.20 1.16 9.61

<N

CiH : G- T 1M B, Cpre : #5111l (ug/mL)

% 1 10me/kg# [ G-k 2 038 & L TR L 720

(3) WU % - A > 7 ) F ¥~ T5meg/kgx Ml 2%, 6EBICHES L. GlXHEAS
MR C220 % E TG Lo & & %08 L7z MU h e 2 MEdE 9 % C L g S iz,
5mg/kg?D BN 5% S 122180 Cld A » 7 ) F 22 TR ki i s vk 2o
7zo [8.8 ZHR]



3

E1000

S

2

# 100

-

S )

N .
oo L4
L

P

AN

2

#+ 01+

#T 0 2 6 8 10 14 18 22 26 30
g ottt

MEES HEFR (week)

INBO TSR R OWER# 2L I 4 — F 5mg/kg

% BN R IR G- L 2B o i 4 >~ 7 ) ¥
TN TREWR (XY T, n=14~21) tiL 3o —
F5
SEWEIHEIN T A — 4 0:4C1H | 6:8Cpre |1438Cpre | 22:HCpre | 3038
% P fE + 96.18% | 12.34+ 3.30% 2.68% 2.74=%
5mg/kg N
5 (n=14~21) AR 22 15.65 7.51 3.03 3.02 3.52
= ATV 97.17 10.35 2.58 1.54 1.34
ClH © 54T 1R M, Cpre @ 325 i (ug/mL)
17. BRERRKIR
17.1 BEHERVURLMICET 5H5%
€S-}

17.1.1 gV < F

(1) EREIHERR
AR MLFS— ML CHREAT G2 HARAME ) v FEHEERIC, A ML
F4— M T TAK K ' Remicade® L IZREMICADE® CRE., H A i i T&E
ENFA 7)) Fov 7 (BETHIRZ) #BA) %3meg/kedHE (14:8LF10mg/ kg
T CHRTT) TRIEHIRMNIES- L 720 DAS28-ESROF5-FilaH: 0 & 1438 ¥ TOZ{LE
oW, %GB ODAS28-ESR % 4E 2t & L 7z 4850 Wi & v T ARHIBE
(n=123) & Remicade®XIZREMICADE® CK[E, HAIII@HETERES NS ¥ 7Y
FUv 7 GEHETHIRZ) BH) B (h=111) OFHMEOELHIN Lz, ZOME. %

5. B#E 14388 25 TDODAS28-ESRDON— A F A ¥ 706 O LR OFIgMl (BEHERFE) (.

ARFH|#ET-2.13 (0.106). Remicade® XLIFREMICADE® CK[E. H A IdmE THER S
NicA v 70 %<7 (BEFHEZ) WH) BET-2.16 (0.112) Tholz, WEOD
FMEDHEIE0.02, ZDISUIEMEXE1£-0.280~0.328Td ) . HFRIIZHIE L 77l ik
OIHEZ 72 LTV D 2 EDD, WHIEASOEMEZ AT 5 2 EARENI),
3038 % TOEIMEMSEBUEEE . AFIBET45.2% (57/12661) . Remicade® X 1%
REMICADE® CKE, HAMNIEZ@ETERBINI A 7)) %o~ 7 GHIETHIRZ)
PH) BETA2.2% (49/116B1) Tdr o7z RABED E2RIERIE, HIETEH10.3%
(13/12661) . FEAIAED RUE8.7% (11/12661) ROTF=rT I/ NIV AT 2T —
CHN4.0% (5/12661) TH-7:3),
F 7o, B4 E CORIWEHSEBIHE L. ARHIRETE6.3% (7T1/12661) TH-o7:4),

(LIF—FKu)

17.1.2 70—-29%

(1) EREIHERR (BERS)
S 7 0 — B EBE AR L, 4> 7Y <71, 3, 5. 10mg/kg#k Bl
Ll7ze 4270 %2~ 75mg/kgk %5 L7280 ) b, I0IBDIRE (54O HA
FeGRI L D28 LA S L IELSBUT) TlaskH4nl, CDAREE (5480
G L D TR A > S PR TRABIRBIS AR TH - 725),
HIE RSBV (BRRMAT M E AT <) &, 4 ¥ 7 ) F ¥ <% 75mg/kgik G- # T
71.4% (5/7BI) Tdh-7:0 ERFENEMIL. ]R542.9% (3/781) Th-7:0

(2) ENEMHERAR HiHES)
A7) F Y~ 75mg/kgk Ml 2%, 6:AM%ICHES L10iAF Tlodk® (CDAED
25% L LA OT0HRA ¥ M ULEOWEA) F B ENSEED 2 10— i EESTHIC6
T8 DL X8 IS T4638 F THA- Ly BRANE R L 723613 2 DL RE4E I s T508 %
TG L7. SAABOUHERIE82.5% (47/5761) . EEHE (CDAMEATI50A4M) 1&
61.4%TH > 72 (LHEIREES Z1To 720 b &) b, AHBITHOREEEO
Y E1383.3% (15/18f) FEff=I355.6% (10/18%1) TH o7z,
EIVEFSEBUBIZ X, 89.1% (57/64B1) Td -7z, E4EINEMIX. DNAFUARTESS. 1%
(34/6481) Td -7,

() ENELHERAR (HERS)
1 ¥ 70 %2~ 75mg/kg SEEFETES TIEIMBEDHERTE vy 0 — LiREE396 %
e L, 4270 %2~ 710me/kg ST TI208 F THY L7z, BEMEELIZE
1} % 10mg/ kgt 517> 5 OCDAUB DA (H I O H1H = BEHER %) 1295.0%
U°103.5+87.2 (3361) TH Y, 4058155 TIX95.0% U°109.7+98.8 (26%1]) T
Hotzo
HIPER S BIBE X, 1 > 7 ) F 2~ 75mg/kg S HIFEH5-HTI1.5% (65/7161) KU
4270 F 2~ 710mg/kg ST M 58 T53.8% (21/3961) Th o720 FREIEM
1&. 5mg/kgl CDNAHLARE25.4% (18/7161) . HIHEE422.5% (16/71%1). 10mg/
kgl T HIRTT410.3% (4/3961) . DNAHLARYEL0.3% (4/3961) Tdh -7z

(4) BN EEHR5EE) (MR)
A7) %~ 75me/kgZ Ml 238, 63845 L10H £ Tlotk# (PCDAIA15
A FULEBA . 2030 T) & B0z h SR S EAEO/NED 7 1 — 2B E14
BN 68 LU X8 I C46:38 F T G- L. #HAWES L 7235613 L DU 10me/kg % 8
AR CT46H F TG L 720 5AEHROLESRIFI1. 7% (11/1261) . TfE=R (PCDAILfiE
AL0LLT) 1275.0% (9/1261) Td-7: (10mg/kg SHMFETR G- ORTAL G % 4T - 72
BlbE&L)e 470 %~ 75mg/kg SR CRHRI W L 72562 BT, 17
¥~ 710mg/kg SEBE TG L7z & &, WERSHEMBOTEMHI60.0% (3/561) T
Hotzs
EIVESEBUHUE E, 64.3% (9/14B1) TH - 720 1
50.0% (7/1481) Td -7z,

17.1.3 hEELSEEDEHHRICH S /70— KEE

(1) MBS T/MERR (BERS)
PEAE R CRVRAT 5 % PR FEA S BREDINTINICH 2 7 0 — VBRI, 7T 1R
JOA ¥ 7)) %2~ 75me/kgk Al G L7z, 2O, AR (FE54R%ICB10
HCDAMEAFEG-HI & V7084 > PULEWA) 1375 wRBELT% (4/2460) 1% LT,
5mg/kght TIE81% (22/2761) TdH ). HEANTHED HNTz6),

SREERNE . ZARSIDNABUR R

_9_

HIMERSEBUREE L, A ¥ 70 F 2~ TG T44.4% (12/276)) ROT 7 KRBT
24.0% (6/2561) Th o720 ERBEMNIZ. 4270 F v TEHGHETD 1T .4%
(2/2781) . KT 4% (2/276)) TH -7z,

(2) BHFEMAEARR HIFRS) (ACCENTIHE)
427 ¥~ 75mg/ kg% Bk G L, 281283% (CDAIfEA25%LL EAD708 1
FULEGA) 58 N IEEI 7 v — IR EE D, Z 02, 638, DUEIZ8HEEIR T
4650 F TT T RLEA v 7 ) F 2~ T5mg/kg X 10mg/kgZ $£ 5 L 720 & DiEH
DB G2 SN EDPHEET 2 ETOYMIZA > 7 ) 2o~ THEFETHE
1R (p=0.002). ZOWIMIE 7 7 & ARHERF19EI2K LT, Sme/kg. 10mg/kgfiF:
HTIRENZN3SHE (p=0.002), 54HLLE (p<0.001) TH-7:7,
FIVERSEBURIE X, £ > 7 ) F ¥~ 75mg/kegfiFi#E©65.3% (126/19361), 1 >~ 71
¥ 2= 710mg/kgHiFEET58.9% (113/19261) . 77 & RHEFFRETE3.2% (100/18843))
Tdorze ERENEMIZ. 5mg/keghf THi14.0% (27/19361) . AHAEL0.9% (21/193
B1) . 10mg/kght TH16.1% (31/19261), 1Hk10.4% (20/19261) TH -7z,

17.1.4 MEZHT B 70— U iREE

(1) BAFETERR CEIES)
PR TR RA T D oM ER2 G A 70— ViBEIL, 7T RRUA 7 2
~ 75mg/kg& 3 (WM, 2085, 6#fR) 5 Lize TofR, AR Gl L 72200
DB EOBALAEISH) 137 T L REF26% (8/3161) (A LC. Smg/kght
TIX68% (21/316) TH Y, HEENEDHNIz8),
BITESSBUEEE . 4 > 7 ) %2~ 75mg/keft 5-8:T48.4% (15/3161). 1 > 7)) %
2~ 710mg/kg#k 5-HET53.1% (17/32B1). 77w K T45.2% (14/314) Tho7z.
FRFEIWEAI. Smg/kel THi16.1% (5/3161) . 10mg/kght THH71%12.5% (4/32
Bl) ThHotzo

(2) BHEMABRER (HRFRE) (ACCENTI RER)
427 ¥~ 75mg/kgw WA, 208, 6AKICIES L. 1008, 14T G,
EOBEILDPIE) HRRO S NIAMER AT 20— CRBEIC, £ O%SHEM K T463E
FTTTRRLIIA v 7)) %~ Tbmg/kg e #5- L7zo T ORE, 1HLEO RN
KFTOMM (F9E) 1375 L ARHEREIAGERIZR L C. Sme/kgHERERE 124041 %
2. Smg/kgMiFFIETIX 7 T LORMEFE & LI L THE ISR R 2 M ca sz L
AR ENTZ (p<0.001) 9,
BIVERSSBRIE L, 4 > 7 ) ¥ 2~ 75mg/kehEFilET47.1% (65/138%1) K175+
RHMEFFEET60.4% (87/14401) Td o720 E2FIEMIZ. 5Sme/kgh THIHS. 0%
(11/138f) . 9£557.2% (10/138%1) , #(06.5% (9/13861) T -7z,

17.1.5 B#Y v F

(1) ERE I/ IHERR

AN L FY— MORER TG RME ) v~ FEEENRE L, AN LY — M

JAT (6bmg/#PLE) T, 792 RKOA »7) ¥~ 73mg/kgx ¥IAl, 2%, 6%

BERG L 7 (CEEMILERER) . € OfH, 1438% O ACRIEHE20% L. Eirs=1t,

75 R M23.4% (11/4761) 12 LCT. 4 > 7)) ¥~ 7H#58H61.2% (30/49%1]) T

HY) . AEEDPBD SN (p<0.001),

Fro, COZEEMRILEGRBRICSIN L 288 I LT, SHEERILERBO I

b5 $5] & & 3mg/kgk ST MR TG L. #1254 F CRHilT L 7z (R

GRBR) o FORER, A G-8 5 D ACRIEHE20% L 183 5:1353.3% (24/4561) T

Y HREOHERA D btz

HIVERISEBBE  (BEREAEIR) (X A >~ 7 ) % ¥~ 73mg/kefk 55 T49.0% (24/49%1)

FO7 5L ARBTH.1% (24/4761) T o720 ERFIWER (BEEEEIR) 3. 3me/kel

THEI2.2% (6/4961) TH -7z,

(2) ERELERAR (EERR)

AN RMLFH— AT (6mg/#LlE) TS > 7Y F 2~ 73mg/kgz W, 2%, 6

SERICHES L. 51 &6 X3mg/kg. 6mg/kgd 5\ 10mg/ kg SF I TR G- L 720

EHUI T O EBY TH- 72,

BRI X AP 54RO ACR-NELH (TP +SD) 133mg/kgh (9961) 51.3+
32.1. 6mg/kght (104%1) 53.8+34.4, 10mg/kgh (104%1) 58.3+31.3TH Y.
10mg/kghf T133mg/kght 1% L THEAED RO b7z (p=0.024) 10#8#IZACR
FEHE200 DL O3 & il 72 & 7o 0o 72 R D54 O ACRIEHE20% LA F 2k # 5 133mg/
kg#%15-37.5% (9/24%1). 6mg/kg$%5-61.5% (16/26%1). 10mg/kgi%5-61.5%
(16/2661) Td -7,

- IR O AR IE - PAETBEAE R 2 TR OJEDOXHA T 7 (Sharp Score) TaFil
L7, 4 v 70 F 2 7HGBOVERM O A 27 %4LiE3mg/kghf0.00. 6mg/kg
#0.48, 10mg/kghE0.00 (W§iLd hsfE) THh o7,

BIVE I SE B 1. 86.1% (179/208B1) THh o720 ELEIVEM L. DNAFUKEVE

53.8% (112/20861) Td -7z,

(3) BHEMMEHAER (ATTRACTHER)

AN R LF = P REANHEAT SR v FREEMRE L, AR ML F—

MEAT (12.5mg/# L) T, 7T ERROA 7)) %2~ 73meg/kg® MIA, 238k,

GG Ly 51 &t & 8B P CHBI S - L7ze BiIE TRED L B TH 72100,

R OB, 54D ACREME20% DL LER L, 77 AR E G (MTXHMEE)
17.0% (15/88%1) (2L, 4 > 70 F 3~ 7HGHTIZ41.9% (36/8661) TH Y .
BN S (p<0.001) 0

- BEIIE O R IE ¢ 5070 55408 F TOMBIIEERE FROROXBA T
(Sharp Score) TaEfMi L 72458, 77 £ RKEEH4.00 (hdefli) EALL -0l2x LT,
4270 F v~ TH5EX0.50 () Tdh 0. A BIIRGIE O 4T A S
N7z (p<0.001).

- HIRKERERE O BT 55408 F TO HEAEGEE (ADL) 02 HAQA
a7 (EBYHIBR & S LBk & FFES % $845) CRFli L 745 R. 77 R#0.1
(Fgefi) (xtLCA v 70 F = 7H580.3 (hefll) THEENBO O (p
<0.001)o F7-. fEEEIHEQOL (SF-36) O HfkiERY <) — 227 OZfbiE, 7
TR ARE0.6 (HRfl) W LTA 7)Y Fov7HEHL2 (hiefl) THY. H
FEFEDRD 5Nz (p=0.002) .

BITEZEBUEEEE, £ > 7 ) F o~ THGHT62.5% (55/88%]) RUT 7 A#ET

44.2% (38/8661) Tdh o720 EREWERIE. 4270 %2~ 758 THIH14.8%

(13/886) TH o7z,

%17.1.6 X—F 1 v MRICK DEAMRERE S ER

(1) ERSEDEHR

N—=F v ML 2 HRERE S L) BEEBEE TR E L, 127 ¥~ 75mg/
kgZ WAl 2081, 6B SERSG- L7z, ZO/E, 148 & 72 ) OIRZEER S (F
B =SD) (&, $5110.17 10,600 7 5 4% 5-120.66 0. 98] & 7 V) . A EIZ A L
72 (p<0.001)o F7z. 14872 ) OMRFEERIEIL, HGHTTRIBVCL260H116) T
WAL, 209 BTBITHK L.

BITE BB 1L, 100% (12/1261) Td -7z FREIEMIX. DNAPUARES8.3%
(7/1260) . K2R %:41.7% (5/1261) TdH -7z,



17.1.7 &5
(1) ERE IERE
SRR L R R R SRR R D 10% 2L . 2 OPASI
(Psoriasis Area and Severity Index) A2 7723120 Lk) ZxfE L. 77 R RS~
79 ¥~ 75mg/kgk M, 20 H., 6% L (BEEHER) . ZoHH, 10
JBHOPASIA 2 775% R HHR L, 77 L ARE0.0% (0/1961) 12K LT. 17U FY
< THRGHE68.6% (24/350)) TH Y. HEANRD St/ (p<0.001).
SEERRE (RSO ERIEO10%E . 7 DOPASIA 27 A31200 F) . RIS
HE RS (AR BB 2O O R B B 4LAs5 DL b, 72D CRPAS1. 5mg/dL L E 12
DT DX AA55 L) . IRk N O AT RO R E AR E L, A 2T
F ¥~ 75mg/kgx MM, 2%, 6EKRIHET L, 5] & S 8EM R T46:8% £ TikS
L7z (BRI G3E) . 208, REGEHiics v T, SH MBS OPASIZA a7
T5%ULEHX54.1% (20/3761) . B Hi i Mk iz g 28 % O ACRIEHE20% L 3% 521483 . 3%
(10/1260) MR PR B 3 & SRV AL A B 0 R U BE DS 5 0Sddas ] odl
FlEENENET.1% (4/76)). 87.5% (7/8B1) Tdh -7z,
RIERZEBUHIE X, A > 7 ) ¥ < 74 G58T85.7% (30/3561) U7 7 £ RMET
36.8% (7/1961) Th-7z0 FREWERIE. 1 > 7)) % v~ 7# 55 CDNAFUKE
68.6% (24/35B1) TiH -7,
(2) ERELHEHAR (HERS)
427 ¥~ 75mg/kg STMFER G TIIAEAKERFT X 2 VIR E16) (G
BRI, PR PR R R 8 MR R B TR, SR AL A RS R) %
WHE L, 4270 %2~ 710mg/kg 8B T32H £ T4 L7z PASIA I 7134
v 7)) %Y~ 75me/ kgt GO A 3T & MR L L7z BSR40 A2 381 HPASIA
37 T5% UL FN LS VR T340, 7% (11/270) . BASE VEVZ IR T lE42.9%
(3/761) . DG MERZHE B H TIx33.3% (2/661) . HEEVERL R A 8% T1340.0% (2/5%1)
Tho7.
HIVER SR X, 74.5% (38/5181) Th-7:0 FAEIERIZ. ZASMDNAFIKE
49.0% (25/5181) T#H -7
(3) wBHEMABHER (IMPACT2:ER)
P R e R IR B 480 O IR BA i 82s5 80 L. 2» > CRP2°1. 5mg/dLEL X
BFEOZDIXY D455 L) ERREL, TIRRKUA v 7)) F < 75me/kgh ¥
], 20, 6IHEICHEG L. 5l & HESEMET46A% F TG Lz, ZO/E, 148
%O ACREEHE20% G H1L 7T L ARHELL.0% (11/10061) LT, A7) F ¥ =7
P 5-E58.0% (58/1006) TH Y . HEAEN D LNz (p<0.001), BIHIRIEMERE %
FROEOXMHEATT (Modified Sharp Score) TaEAli L 724538, 2450 A 2 7 21L
(CFHME £ EHERZE) 1379 RH0.822.6212x LT, £ ¥ 7)) Ty~ 7#H58
-0.70£2.53TH V) . HEAENFDH SNz (p<0.001) 11 12),
BIVEHISSBUBE X, 4 > 7 ) %2~ 7HGHT48.2% (92/19161) R U7T 7 KHET
26.5% (26/9861) Th-7z (2HETIETILK, 206HMBEEA > 7)) X~ T %%
HULERZE D). FRREREZ. 427 ) F v 7H5H T ERAEKRE1L.0%
(21/19161) TdH -7z
k17.1.8 MEMEHR
(1) ERE IARHE
AR ERECR R o i R E 20 R E L. £ 2 7)) F 2 v 75mg/kgx )
[l 208t 6BHEIZIKG L, &R E6AMETRG Lz GEERT). 2o#R, 24
%, 48 HEDASAS (Assessment in Ankylosing Spondylitis) F£#20% L e ix
FNENIT.0% (32/3361). 96.9% (31/3261) TH -7z,
EIVEFZEBUBIE X, 87.9% (29/33B1) CTd - 7z. E4EINEMIX. DNAFUAFTE48.5%
(16/33%1) TH -7z,
(2) BHEMEHER (ASSERTHER)
BEAFIRIR CRIRA T R R R BB 2 I RE L, TIRRROA 7)) %
75mg/kgZ M, 2381, 6B L. D1 &6 6 AN CHT Lz, €O/,
24715 D ASASHEHE20% L. FEEHRIE 7T L REEL9. 2% (15/7861) 12K L. 41~ 7 1) F
T THRGHETIE61.2% (123/20161) ThY . HEAEH RO LN (p<0.001) 13),
EIVERSEBUBIE X, £ > 7 ) F < 7HGHT64.9% (131/20260) K77 ART
48.0% (36/75B1) Tho7-0 EHREWERIE. A ¥ 70 F ¥~ 75 H THIET. 9%
(16/20261) Td -7z,
17.1.9 EBHXER
(1) ERFHDHEHR
PR (A70A4 By 7HFAF 7Y %) CRRART5 4 il R 5 852080 %
WHE L, TIRRROA > 7)) F 2~ 75mg/kgx Il 28, 6:EEICKS L, §l
ot & QUM T2 b £ TG L. 30 THMMEFHINL 220 F O, B
PEEHAIIE H T A 8% DMayo A I 7RI, 7T L ARMS5.6% (37/104%)) (23t
L. 4270 &< T7H5854.8% (57/10460) ThHYH, 41> 7)) F o< TEEIHE
WiER AR L7 (p=0.005),
RITERZEBHEE L, 4 > 7 ) F I 7HGHTI3.1% (76/1046]) RV 77 R BT
59.6% (62/10461) Th-7zo EREWEMIZ. 1 > 71) % ¥~ 7 #5558 CDNAFUKR;
1E51.9% (54/10481) Td > 720
(2) ER/NEHER
BRI (AT a4 B, 7THFT) 2 5) THRAT5%/NEO R ERE %85
2B E R RE L, A7) F 2~ 75me/kgk Wl 20, 6ARICHESG L. 5lEHEX
S BIFE T2 % F TG L. 30MB T THMMEZFEIIL 720 ZDiE%. CAIR a7 H
L, P5-2:HT60.0% (12/20%) L7, #5456, 8iH3L1280.0% (16/20%) & ¥
L. $#4510~303 F TORMTix64.3~87.5% T L 7zo PUCAIA I 7 TEfi,
P52 T35.0% (7/20%) L7, 56, 8i#H3L1240.0% (8/20%) LML, 2o
. %510~30# F TOM TIF28.6~42.9% THERE L 720 £ 72, MayoA I 7 DU
B OSSR, #2530 TENENA2.9% (3/761). 14.3% (1/76]) THh -7z,
FIVEZE BRI, 71.4% (15/2101) Tdh -7z FRENEMIZ. ZARBDNAFURR
57.1% (12/2181) THh o7z
(3) BB MAEHER (ACTIHER)
B (RA704 By 7HFA 7 %) CRHRART5 4 il bR 5 B 2426012
L. 7IRREOA ¥ 7Y %~ 75mg/kg% Al 2085, 6BEICHES L, 55k
S QMMM TA638 T THG L, S4Bk T CHMEEIML /20 £ oMK, TEAREIF
i H Td 58 HEOMayo A I TELEHIE, 75 L ARHES37.2% (45/12161) 1ZxF L. A
Y7 U TEGH69.4% (84/12161) TH Y, A v 7)) F U TIIHEIIEHVLE
#aR L7z (p<0.001) 14,
BIVER S X, £ > 7 ) %>~ 7H58T48.8% (59/12161) KU 7T RHT
42.1% (51/121B1) Tdh o7z EREMEHIE, 1> 7 ) F ¥~ 7TH5HTHEIEI. 9%
(12/12161) TH -7z,

18. FEhFEIE

18.1 TEFIHRE
A Y7 X770 VHERMEN) U~ T ORI EREICH S L TWw A TNF
a DVERZMES 5o O IETEETNE o OEWEEZ BRI 5 & &b, B
ERITNF o Z3UMI % CDC G R MR ) & 5 W IZADCC (B RAF
BEATIMIIAEE) X 0VBETLI L. oI EAERICHAE LZTNF o % iS¢
HZEIZEDTNFa DIEHZET 2 L EZ BN TV 5,

€S-}

18.2 FIIBMTNF a RUERASRITNF a #E&1ER
AHNE. TTHEPETNE o L OBEHEATITNE o 125 L T, Remicade® X IZREMICADE®
CRE. HAGEETRRBENZA 7)) F o~ 7 GEETHIRZ) BH) »FEEE
DiEETE 2R L7215 (i vitro) o

18.3 A kEFMHMIGEE (ADCC) EMRUHFKIFMMIaEE (CDC) Eit
A, & MgGIOFCHMZEA T2 2 &5, PRI ® (ADCC) K UH
RRAEERI 2 (CDC) 12 & ) kS A TNF a % 539 5 TNF a BEAMIE % 2 L,
%D ADCCIEM: & 'CDCiE M 1ERemicade® X AFREMICADE® CK[E, H A 2T
KBEINTA v 7V F o~ T (RETHIRR) BH) LFEBETH 7215 (in vitro)o

18.4 BEHATITNF o HEMICH T 2 7R b—> XAFEEMH
KA DS ATITNE o BB 2 7 R b — ¥ A5FE G IL. Remicade® 1%
REMICADE® CKE., HANIZBHETER SN/ A 7 ) FI <7 GEETFHIER)
BIH) L FRRETH - 7215 (in vitro) o

18.5 TNF a £E4EMIC3E 3 5 hFER
AFiE, Remicade® LIZREMICADE® CKRE, HAXIZHEETEB I NI, 7Y F
U7 (BETHEZ) BH) EFABEOL NTNFa FI Y AT 2=y 77 AR
3 % B BAEATIIRIVEH 530 5 17216)

(LI4F—FK8)

18.6 B TNF a #EA1ER
HVAETNE a ~NOFEAEIZL.04 X 1010M-1Td - 7217 (in vitro) o

18.7 IL-6EEAEMEITER
TNF a #3402 & 2 #EHEEEHIIL 2 & OTL-62E 4 % 3] L 7218) (in vitro) o

18.8 FEFEAEITNF o REMEZICH T 21BE/ER
b MgGIOFcHlsiz 35 2 Lh 5, CDCRUADCCIZ & V) Ak & RITNF a % 5813
% TNF a #EAEMIL % 53 L7217 (n vitro) o

18.9 ZEGHEETNF o BREIER
TNF a ZFMBIHEEG L72TNFa & A L. TNF a % 50460 O S, 855 T
(ICAM-1, VCAM-1) O3B EIHEIL 72 (n vitro) o

18.10 TNF a £#EMH IS % PFI{ER
L NTNFa b5 AV 2=y 7<) AT 57218,

19. BR2ICEAT BEBILZRIZNR

—MH A TR T EETHIEL) (1279 F v~ 7 #H#2] Infliximab
(Genetical Recombination)
[Infliximab Biosimilar 2]

X H: A7) F 3T (GRETHERZ) 1270 F 3 7HE2] &, @mTFH
WZFATEI 7U—FVHAETHY . ¥V ABik MEGEEHN T a €/ 2
O —F RO ZEF R O MegGIEHE» SR b, 1 7)) F <7 (it
EFHIRZ) [1 27 ) F o2 7THE2] &, Fr A4 =—ZXNAR5 — IR
JalZ DRSS NG, A v 7)F VT GHETHIRE) (A7) Fv~<T
Beie2] 1d. 45007 3 ) BEEERIE DS 2 HHER (p 181) 2K R U14ED 7 3
IR O R DL (k) 2RTHR SN LMY v 87 | (5T
149,000) TdH %,

21. A& H

PEE L) A 7 EBETE & HOED by BYUNCERT 52 Lo

22. A%k

100mg x 1234 7 )V

23. XEX#
1) Westhovens,R. et al. : Arthritis Rheum. 2006 : 54 (4) : 1075-1086
2) HWABIE (Bk) HLNER - ENE T HHERARRER
3) Matsuno,H. et al. : Mod Rheumatol.2019 ; 29 (6) : 919-927
4) HOAHPIE (FR) AR - EINES AR AR HER
5) Asakura,H. et al. : J Gastroenterol Hepatol. 2001 ; 16 (7) : 763-769
6) Targan,S.R. et al. : N Engl ] Med. 1997 ; 337 (15) : 1029-1035
7) Hanauer,S.B. et al. : Lancet. 2002 ; 359 : 1541-1549
8) Present,D.H. etal. : N Engl ] Med. 1999 : 340 (18) : 1398-1405
9) Sands,B.E. etal. : N Engl ] Med. 2004 ; 350 (9) : 876-885
10) Lipsky,P.E. etal. : N Engl ] Med. 2000 ; 343 (22) : 1594-1602
11) Antoni,C. et al. : Ann Rheum Dis. 2005 : 64 (8) : 1150-1157
12) van der Heijde,D. et al. : Arthritis Rheum. 2007 : 56 (8) : 2698-2707
13) van der Heijde,D. et al. : Arthritis Rheum. 2005 ; 52 (2) : 582-591
14) Rutgeerts,P. et al. : N Engl J Med. 2005 : 353 (23) : 2462-2476
15) »WAHARIE (BR) A% in vl
16) HWAHABIE (BR) FATEHL 0 il
17) Scallon,B.]. et al. : Cytokine. 1995 : 7 (3)
18) Siegel,S.A. et al. : Cytokine. 1995 : 7 (1) : 15-25

24, XWBFERERUVEWEDESE
B0 KSR S
T104-0061 HETHRA UL X SRIEDY T H 127155
TEL : 0120-137-413
<ZATHERT>9 0 00~17 1 30 (£ - H - #LH - BHARH %2R <)

26. BERTEESE

26.1 BEERRFETT

DDA B ERAEHt

RRARXIREMTEHI2EISS
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