20234 3 AdET (36 5 h)
*2022F 1 1 HEET (58 4 W)

B 1 2~8CITRTE

BAEERRIEES
87239

AN : 607 1 ik NTNFa €./ 2 0—F LHiFsesE
AVTUFIUTT BEFERZ) [V TUFITTRE] 8E|

€ J IV IFIIV I BsamesizA100mg [CTH]

Infliximab BS for I.V. Infusion 100mg [CTH]

APHRER, BIZE, WTEEHERD
F) ER—ESFONTEICKVFERT LI L

&S | 22600AMI00001000
BR5ThHIE 20174124

1. 88
GpetiE)

1.1 FEBREICKY . 5% BINEZSTCEEBRRREEENRD
HEEREBOEEZEN HSONZ T ENBY .. AFEDE
EEFASH TIFBEVD, BEHEBEORIEDHREINT
W3, AEDERRZETEASEDER TRV B,
INSDERZBZICTIHRAL. BENEBRUIET &
ZERUIELET. BELOERUENBIREZ LEHD &
HMIESNDIBEICORRETRE, Fle. FRIDZRS
[CBNT. EEREMEAICKY . BaNREBELED
TENHBDT., BERFICTHHICRBECE 3EEMS
UEMDDETHRS L, FRIRSZICEERNRIRU:
BEICIE. BEEIOERTDLOIEEICEIEES5ZXDT
Eo [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.

REENHSHONBENH DI, THRERRZET
SIHRERRPEDREICERT S & [1.10 2.1,
9.1.1. 11.1.1 8]
1.2.2 #&5#%

WELEZ RN MOMSNERZ (BIR, KRS,
UV NEi%) ZSOREHIREL. ETAIBHRHSN
TV, BEROBIRRE TIIAERDBEEERORBILD
BEZNDH B, ARFRSICTIL > TRZICET S
THRBEBZRUERL Y NS URBICINA. A V5—
JxOV-y BEERNIEYNILI Y YV RIGEREZT
V., BERBCTRESFZITS C&(CKN, BRERR
DERZHRT DL, Flo, BROERREICE.
TEREDESZE U LT, FRZEI/RSTDE, VY
NILI U Y RIGEDRENEEDEZICSNT. 85

2.2, 8.2. 9.1.2. 11.1.2 8]

1.3 XERS(CEAET D RIn

1.3.1 Infusion reaction
KEIZRSHH DV RSETE2IFELUAICHKIZRT
infusion reaction®>5., EER 7 F 714 >FV—
(PR, SESEE, MELR, MERT. mE
2B, F7/—F. BREBFRE. R EMEE). &
BAGHSHNDTENGD. REIEBREFIC TN
D TESEFZ Ulc LTRSS ZRIB L. B5&8TH#
HTHRBRERETS &, Fle. BEERInfusion
reactionh"HIBUIEIBSICIE. AFDERSZHRIEL.
BYIRMEZITS &, [2.3. 8.6, 8.8, 9.1.7.
11.1.3. 14.2.2 28]

1.3.2 ERMHBEE (BiR5058)

AR SEIHU BB RICEELGRDODZSVEREM
BEUE (BN, RBE. RE. SEERB. T 5FE.
¥ - EEEE. BTNEES. EME. [WEEE. BRES)
NHEEOHNZTENG D, BIRSICIHEREBEUED
RIRICHA. THBHEHRZETS &, [2.3. 8.6,
9.1.7. 11.1.7 &H]

1.4 FREEREBORKRERR O/ XISERZE EDELA, &
BZZSOTNFIFERZE I 2ERITHSHhND &N
HD. REEE (SRMUB(LES) NOZOBREREDS
DEEBICEFHBEELLBVWTEEL, HEEREZREDS BEP
REEZE I DBECKRS T DIERICIE. BEEGRZH

2.4, 9.1.4, 11.1.4 &8l
(EEIU DN F)

1.5 REIDBEZITSEIIC, FERT OA RIEFIRAERI N Ut
DRY ONFEEDQERZTDIMERI D&, Flee K
BAICOVWTDTHBA0EE Y O Y FaEDEERZ D DE
BINERY 5T &,

(N—=F 1 v MRICKDEEMERERIE SER)

1.6 RE|DaFE =T S81Ic, BiFaEE (Y J0RRY Y

%) OERZTOMRTSIE, Feo R—=F v MR

BEERMEBZOIBH SNEFlDHRETNTVD, [1.1.

EDRBZRMI DRE, THBERZTS &, [1.1.

[CKDEEAMRENE SBERDBERREF ORERES
AEIC DWW T+ ZE I 5 NRIEDERN S &
é%ﬁwﬁbt+ﬁ@ﬁ%&tUﬁmﬁé:to

i

1.7 RBEIDBEZTOFIC. BEOSEBEEL (RIMPEEZ
SU) OERAZTOHERID &, Fle. BEOLER
BREFDEMEARFICDOVWT TR RBAREZE T DEED
EEEEDERTS S,

GEREMEHER)

1.8 AEIDBFEZ{TORIIC, BEAEE GEXT0O4 R
NEEEIE) DEFERZTIEIRTD &, Fleo BREICD
W T DT HIEE & BB HER DZRIN OTEEDRER
ZEHDEMNERT DT &,

(ZO—2iw)

1.9 REIDBEZITORIIC. BEAERDERZTIEIRT
BT E, Ty FFNCOVWTOTHDRBAEE T O— VK
BEDREBRZ D DEMIMERTD &

GEBMERER)

1.10 ABIDBEZTORIC. BFaBEROERAZTIIRY
BT &, Tl FEINTOVWTOTO A & BB MRS
KNBBEDEERZ D DEMMNERTD &,

2. 22 (ROZBEICIFIZS LBV L)

2.1 EELBRE (RNESE) 0BF ERE2ENSESB
TN H 5.1 [1.1. 1.2.1. 9.1.1. 11.1.1 =H&]

22 EFHHEMOBRE DERZESEE2BFTNTDH 5]
[1.1. 1.2.2, 82, 9.1.2, 11.1.2 ]

23 KEIOEAXIEV T AHROEHE (v RAE ¥ X5
Al v MEFUAZ) 1o 2BREECRERED D 5 EE
[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 BiBRE (ZREB(LES) RUZFOREEOH 2 BE
DEROBREUOENOBENDSHS.] [1.1. 1.4,
9.1.4, 11.1.4 ]

2.5 5 - M OALDEE [15.1.2 BE]

3. #Hnk - MK
3.1 #HR%

| A7) F YT GREFHEBZ) (1>
AR | 50 % < 7#E1] 100mg
By - EE SRS © 500mg
UA%?»¢)?ﬁmﬁuzﬁuynﬂf—b80:05mg

8 U VERTIKFEF MU LA—IKEIM : 2.2mg

Y VERKEZF MU AZIKEIY ¢ 6.1mg
KAN, <o 2 BHEHRMEEZ AT ES N5,
3.2 A DMK

BRI DR HEOR (HEEZRr —F)

H
(A LOmL i am) |69~ 75
BB ~ .
(Eﬁﬁimmﬁ%%)as07(¢@ﬁﬁﬁuﬁ¢é&)

4. MEEX SR
B e CHMRA 078 Faoik®R
O EEUOYTF (BEDBEHIREDLEZS D)
O R—=F 1 v MRICKDEAMMIRIE SRR
O SEitem, FHEEUR. REUE. SRIEIRE
O BEMEHER
O ROWVWITNHDIREEZRT T O— VRDEEN OHEREE
(BIF B CHRA T DRIHEICIRD)
hEEN SEEDEIHICHDEE
SEZHTDRE
O hFEN SEEDBEBEAERDEER EIFSETHRSR
THIFBEICIRD)
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5. FHREN (FFNRICEET BiFR
(BEEIY O F)

5.1 BEDBRBICBWT., FEATOA FERRERKROMOH Y
TYFHE (XM MUFY - NFEED) FICXHHETTR
BERIT->Th, BEIERT 2805 »RERERDP KRS HE
W5 2TH 2, /2. AN ML FY— MUANCARA 2 B
FHITHIEDI AT - R T 4w b2¥W LA ECHERT
5L,

(R—=F T v MRICKDHEEAMHEEI E S EX)

5.2 BEDHBICBVT., MOEMEE (V7 u AR V&) &
DOBEYIGEEIT > Th. ERIERT 58 5 272 lHRER
DEHGEICARROREEITH T &,

(B2

53 BEDHREICBVT. BFEOL2HEE (RIMEEEZED)
EOHEYBIRBEEToCH. KEMEREHEDO10% Lo
ET 35S, b L BEAORE. BEERIIEBEZE
THEEICABNDEREZTH T &,

GHEMEHER)

54 BEORBICBVT, thoFEYEE JERAT 04 NERRE
Fl%) oW 2BEZT-oTCh. EERICERIT W6 24
BRI B B A AR DR EZ1TH T &

(ZO—2iw)

55 @BEDIRBICB T, FEEE, thoFEWEE 5-73I /9
UFILVEEEA, 2704 R, 7HFA T %) ZFoEt)i
WEET-oCH, ERIGERT 25 22 BERERYE 515
BIAROREEITH &, aB. BREMERFRSIBR LT
DIRBEHEELLEN LT &,

GEBMEXREA)

5.6 BEDRBEICB W, thoEYEE (5-7 3/ 5V FILEER
Al 2704 K, 7H¥FX7Y V%) Z0#EY)EEET-
TH. ERICERT 285 » LB RERDTE 2 B EICAF O
BE5217H> &, BERERPDBRIERESNATLARNVZD., &
RS AT I ARE DR IR 5 OB 2R L. oGEE
ANDOYIBEZ #EETHT &,

6. BiENUHRE
BTV O F)
WE, A7) FTT (BEFERZ) (17 )F0<T
#ifEl] & LT, AE1kgH7z03mgx 1[EOFE5E & Uik
9 5. AEEES%. 2. 66EICES L. DBSEMORRET
BEEZITO L, &HB. 6 HOEKRELE. RN 7 IR
MET LB AICIE, BEBOEEBLRSHEOEEISEET
HbH. INoOBREGEOERL RS MIEDEMEITEERIZIT.
lEAEEIkgH - D OFRE5ED LRIZ. SEROMETH L
10mg. #E5MREZERLZBETHNIToMgET 5, Tz,
REOHREMEITGEMET 5. KA. X ML FH— b8
AN K 2IBIBICHA L THWD Z &,
(R—F v MRICKDEBMHEMREIE S ER)
WE, A7) FVT (BEFEERZ) (1o7)F0<T
#fEl]l & LT, AE1kgH - 0omgx l[EOR 58 E L skt
¥ 5, FEEESE,. 208, 66EICES L. DESEMORRET
BEETH T &
(RZH)
WE, A7) FTT (BEFERZ) (17 )F0<T
#ifEl] & LT, AE1kgH7z0D5mgx 1 [EOFE58 & U iikEh
9 5. AEEES%. 2. 66EICES L. DBSEMORRET
BEEZITO L, B, 6 EOERELE. RN IR
MET LB ICIE, BEBOEEBLRSHEOEESEET
BB, INoOBREGEOERLHESMREDEMRITEEORREIC
JE U TEBERICIT Y. 1EOFEIkgN -0 0xREGED EIRIE.
SHER DM THNILI0mg, BEMEEZEHEL-HBATHN
iXomge 95, 7o, BREOKRSHRII4EMET 2.
(REMBHER)
WE, A7) FTT (BEFEBRZ) (17 )F0<T
#ifiEl] & LT, AElkgH7z05mgx 1[EOFE58 & U iikEh
95, MEEES%Z. 238, 68ICES L. D6 ~8EM DM
fRETHREEITHY 2 &,
(I O—9R)
WE, A7) F VT (BETFERZ) (1o7)F0<T
#fEl]l & LT, AE1kgH - 0omgx l[EOR 58 E L skt
¥ 5, FAEEESE,. 208, 66RICES L. DESEMORERET
BEEITH T &, B, GEOEBELE., RSB LGS
121, BEEOEBYIEIRSHBOEEIAIETH S, HE5R
BT HIEEIL. AEIkgH -0 10mgz 1EHOFRS5EET S
ZENTES, BEMRELERT 55513, (FAE1kgH720
&g%l@@ﬁ%étt\%ﬂ4@ﬁ@ﬁ@?&5?é:aﬁ
T& 5%,
CEBMEXREZR) . \
BE A7V FVYT BEFHEBZ) (170 F0 <7
#fEl]l & LT, AE1kgH - 0omgx 1 [EOR 58 E L sk
¥ 5, AEEESE. 208, 66RICES L. DESEMORERET
BEETH T &

7. BERUREICEET %38
GHReE)

7.1 BHI A O EMLRRA O G IO W TREER AR
ML TOWR WO THAZEITSZ &,

2/9

(g o< F)

7.2 ERROIENOBERREICE D, A b U FT— N BEIGH
TOEWEROREENERSINTWS, ENERREICS
FBA b LFT— MUFOMFARIZ. 6mg/sBLETHD.
AN LFY— MEEROERANIN T SHADEERIZ, A
b hLUEFY— NEHRHBLD O ELP 572, 2B, AP LF
H— MRS DT T~ FESHOFAMEIIRELL Tk
WV, [8.8. 16.1.3 &H]

7.3 #1El 28, 685 E TlE10mg/kgEADEEEL 537D
W&, o, WRICKVBIVEDORRBEN S £ 54N
BHB0, BEEORHKFIIE+2ERT S &, 10mg/kg
LEOBERBENERESD? 51T T EICE D, BEELEERED
HEHEEVEE -1 EOREDH B,

7.4 KANC X BRI BEREHED? S 14ELANITESNS C
EPERSN TV S, 14ADNICELBRPF/ S NLVEE
®. BEPRSHEREOEMEZIT> CTOHRPELONLVES
121, BEDREETEOMG 2 EEICEET 52 &,

75 RRET NS TN GREFHEBR) OfRIRIThEN &,
WNTEMmL T T RERMBE LBRABICBLT, K
Bl ECHTNFEFIE 7Ny 7~ GBETFHREZ) O
BEAZI-BETCIMAICLA2MROERIIRINTES
T, RYYE R O 7 BYE O FH IR OAK % & I TNFRL

(gﬁ&t&6%&%%”t%$?@%ﬁ$tﬂNT%#cto

7.6 #1El, 2, 6/ 5 E TlE10mg/kgBE~DEEH G IX1TD
W&, £z, WREICKVBIVEDORRBEN S £ 54N
BH 570, BEEOHBFICIEIFAEET A L. RANCK
DMRERPELED SN VIFES, BESLBRSHROEHEE
fTo THEROBENRD 5N WIHEICIE. REDBERT
B QMG A HEICHET 5 L.

(00—

7.7 KRl QR 5%, 20, 6 LG Lz, BRERS AR
FMRFICKDIENREZFET 52 & RPREDO SN
WIBEITIE, &5 IS E21T > TORPE SN WLA]
REPHD ., thoigRiEL2ZET 5L, /2. 10mg/kgn
DOEELREHBOEMIE. Smg/kg SEMBERSICXSA
BICEDHREBD 5N72H DD, MERHEEF SRR ET
L. SEROBFRPROSNIBEITHLTTH I & HEX
BB ESHEROEMEZIT> TOMRPRD S5 NLVHAITIE,
oRREzEET 5 &,

GEBMERER)

7.8 REIZ 5%, 208, 6 LG Licth, SRS TR
FERPCHRER REIC K DIBREIRCEHET 2 2 &0 RN
ROOENZVIBEICIE, SS5ICHERS 2T THRENE
SN VITRENH D, thOBEEEERT 22 &

8. EEREARIER

8.1 AN M EE N ERIC DI DT 5729 (5Smg/kgiks
BR3P EH8~12E[) . COMICIZENEROFERRICER
?i:&oit\@@$%%ﬁa®w0§imﬁﬁﬁﬁﬁé

8.2 ARG LN - THRMICEAT 2 +0 2B R OREHL >~ b
FUBBICIA, 4 Y& —7 280 -y BB Y Ny
) U RIGHEEZITV. EERBCTHREE 21T &IC&D.,
ERROEELERT A L. £/, KEHRSHS, WL
LY N UBES OB G HRE Z2 ERNICT S 2 ERZIED
FHIICIFZFHICEE L. BEICH L., B2 EDERSHE
L7258 (Ffiid 5%, FESE) ICIEEP 2 ICFIREICHEG
ié]i;)@ﬁﬁﬂﬁ'éito [1.1. 1.2.2. 2.2, 9.1.2, 11.1.2
ZHg

8.3 KAl % &t H TNFELANIC & 2 BRIFFA ™ A L ZDOFIEHLA
WMESNTVEDT, REFLEGITHEIL - T BRFRY AL
ABROEEZTERT S &, [9.1.3 ]

8.4 KHNEIEE Uicth. FE. BB, IR %O R E MR A D
TERD S & bN7GEITITEPPICEREICERKTHELO R
FHICHET A5 &, [9.1.5. 11.1.5 ]

8.5 AANAEHRIX., £V FUEEEZTOREVWI L, F2. KFH
OEEEET I F U EEEORIRIEHDICHTEEPEE
LW, RUGEBITETIF U EEDP SAFORSE THA %
BfRZEHITAHIENTELRVIESICIE. VAT - R T 1 v
FNAEEICHRT L ETHERT A, ATV FUICK B
FHERBLOREESBETE L,

8.6 A## 5 iZinfusion reactionlZ it 9 2 @) 2 FEHIEE (7
RLUFU v, BIBRERLEVAL ik 24 2 VEIIET &
NPT IVE) RRENBEELICERTESLO TS
TEEIOH ET, BERFBL. BRERTRO D RBEEE
o2&, 72, BREBBUE QHMLERBR) bbb
NBZENHEHOT, BEICHIHBEL, BB, . 75
FE. T HAEZE. ERZ. ERESEE LA, FRE
IEET B EHTERT A4 EE At E E D2 &, [1.3.1,
1.3.2, 2.3, 88, 9.1.7. 11.1.3. 11.1.7. 14.2.2 &H#]

8.7 HEFRRBRIC B 2 5 ®/I3EROBHHAE . Bt >/ E
SOEMBEBBEORASMES NS, BEKERREOH
5BHICRHOGEMHR A5 U5 a, BYVECESEY
VISEOHEROBEENIE LS EPRESNT VD, £/,
AEl % &I TNFRE 2 HH L/NEREERAICB N T,
ERY UNEZ0BEREESRESN TV, AFICERT



LZ2PHASP TRV, BEBEEORIUTITERT L &,
[1.1. 15.1.4 ]

8.8 KA~ ABHBRKE S FH A0, & MIIIEEEAT
HO., BEH. RENSTH2EPEESNDZZENDH S,
FEREEE IC BV TARANCH T BHADEENTER SN B
B, AP EESNZDY > 72 BERBICHA, infusion
reaction RS L WERICH V. Fo. BHOIMFEED
BimrEL naERAA LN, MAEESET LZEBETIX
WROBE ORI EEHELNH S, [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 =]

8.9 KA ZHE LI-BEICBVWT, WENE(UIFHHEFAIR L
EOMENH B, BEEZBEIIAFERSOFRIEZERT S
Zé&s

1@mr ﬁﬁ?%@ﬁé*%

117 ;g(E%Ber%ﬁ<)®$%2Hmmrmﬁbn
%.’>
B R NEBE+DRBEPIBETH S, ﬁ%i%r&m%
BHETAEAZE L. EEGREBLEICHEL 52 HAH
WrHs, [1.1. 1.2.1. 2.1, 11.1.1 =f&]

9.1.2 fERDEIRREE (FICHEKDEMEED S 2 EBE N UL

%hg%tﬁ&%ﬁﬁﬁwﬁé%%)RH%&@%ﬁﬁb
BE

(1) &M OBERYE X, Bk > N7 s 2 E

(B 55t %2 » ARIEATEEZRIR O 1 BIC el DR E A

BIZEUT) K752 &Ik, BEROFEFICHICE

BIHI L, EEEESLSERBENSDH B, [1.1.

2.2, 82, 11.1.2 &M&]

EHOBRERZET 2HAROBEEIPRDN DB EICIE.

BOBBERBENSHAHEMEHT S L. LTowTnro

2% . REIE L THREEDRS R L BT, AEIZ#%

THES

'@ﬁﬁgﬁﬁfﬁﬁﬁﬁﬁuAﬁTé#%méﬂé& ]
%

- FERORER (S Eeat) 269 58%F

AV =T zu -y EHERBEP YNV VY RISEERED

BEICED., BEESm DN S EE

c EEBELOBESEMELET HBRE

[1.1. 1.2.2, 2.2, 82, 11.1.2 =#&]

S BEFFRIAIVAF v U7 DEEXIFEFRLE (HBsH

2. DM DHBCHUAE fIFHBsHUAR %)
SR EES RIS VAT —H—DE=Y Y ¥ T 55T
D 7% & BRIFF ™ A L 2 OFEIEHEL O BAEPER DO FIR
ICHEET 5 2 & RAIZ GORTNFYAS RS S n7-BE
FRIANZAF+ ) 7OBEIIEFFEEEICBNT, B
BFRTANVAOBEER(EPRESN TS, 2B, Ih
5DMEDZ E. MO REMHIER %2 & DA% HFH &
BEL-BEICEE TS, (8.3 3E]

A FREBRENTEON B HURZH T 2EEBENUOREEDH D EE

REGRES DN A MIEEET HEEZEICOVTIE, HRFEN

SR E G SEOME 2TV, BEICHEE - EREE T

L7z ECAREROZ L2 L. #5213 DICEHE

1O &, MWERRBEOBZNFH S, [1.1.

11.1.4 =H8]

(2) MBEREEOREREDH 2 BEIL. BEEEBZHEORELE
L. +ICERT AL, MEEBRROBENLDH 5,
[1.1. 1.4, 2.4, 11.1.4 =I&]

9.1.5 MEMUMRDEEREDSH DEE

FHMICEZ 21T 2E, ERT AT & MEEMR
BYIIERITHIENDH S, (8.4, 11.1.5 =HE]

9.1.6 EERIMFEERE CNMEKEL. BEFARUEBME) OEH
XIFZDEMHEREDSH B EE
MEEEPBET 2BZNDDH 5,

9.1.7 X SRERDH D EE
Infusion Reaction. EFMBEEN R T 20 fELN H
%, [1.3.1. 1.3.2. 2.3, 86, 8.8, 11.1.3, 11.1.7.
14.2.2 28]

9.5 1w

9.5.1 IR NILIFR L T W A ATREE D H A 4ctEIcid, BB EDA
WD EEEE FE DD LRSI NL2GHICOHEET S
&, REEIC KA EERESERBIIES ATV
v (KA FTNF o BEZWCTHYERPERTE 20
D)o F7zv vIATNFa ZFflT A2 AEKEICLD., <
7 AW SNER T, BHEE. RHMEASHE.
BRBEIIZED SN TR,

9.5.2 AHAl %ﬁﬁﬁﬁ#&ét@ﬁﬁﬁﬁé > T AAED
&Eémft$%#6@m$ BLTIE, B0y 2T

BEE AU D B0, ivﬁ%/&gﬁﬁé@uu
E%ﬁ%%f&éc

9.6 FH .

WELOERERUBAXRBEOASEEZZE L. ROk

Xk BEtd a2 &

9.
9.
*9.

(2

~

9.

N

—~
)
.

[11.1.9 2]

1.2.2,

1.4, 2.4,

9.7 INRZE
(70— VIRRUEREXRER)
9.7.1 65 ARIMD I R 2 R & U7z E N ERIRFHER I3 ZEM L T

BWich, N5 DRBEICIIRE LOBREPEREE b
H5 s HHEOAES L. BWERHOFEBRIC 0T
Bdb5Z &,
(LSS DREE
9.7.2 /N %%ﬁ%ﬂ: U 7 BRIRRRBRIZZEE L T Lze b,
9.8 &

BEVEFORERHORBUCHBE L, +o4ABEZTI L.
—RRICAETERE (REMREE) PETL TV S,

11. BI{EA

WOBWERABH 6bNBZENHHD T, BEETTITTVL,

BENDRO OSNIIGEICIZRELEPIET 5% @) 2 0E % 1T

3k,
KIGEIVER

1 BRERE (3.5%)
BIMGE, iR (Z2—FY 257+ AfigzE&t). EHE
YUE, MY, BEREZC (U ATV THEEMELEED).
BERZOEE ZBRYYE (B R %F%a@)# 5H
BT ENDH D BB HEILESEMDZ 1L, g

ICEBb0THh-o7, [1.1. 1.2.1. 2.1, 9.1.1 7?53]

11.1.2 ﬂ%& (0.3%)

W OFIEIZ, BRETHPOH6bNATREESH 5, %
7o BSNERE (BERE. BORE. U L SHIZ) vhHobNB T
EBHBIENSZONERL T IERULBEELTHZ
Eo [1.1. 1.2.2, 2.2, 8.2, 9.1.2 H&]
% 11.1.3 EERinfusion reaction (0.6%)

vavr, TFI745F Y — (MRMEE, [ERE, M
FELERE. MEET, MEZE. 57/ —F., KEFRE. &
B, EREE0EELEER). BEREPHobNE LN
H5. 7z, infusion reactioniZ5| ke MM, MiFEZE
BhHhobhbdZENH5, [1.3.1. 2.3, 8.6, 8.8, 9.1.7.
14.2.2 i8]

11.1.4 BigERE (0.1%)
ZRERLIE. HHiER. BIETHR. 5> - N —
Eﬂi]ﬁ?}:ﬁ‘%fpbﬂéltﬁ%éo [1.1. 1.4, 2.4, 9.1.4
28

11.1.5 BB MR (0.5%)

FEEN, MK, PEIRR S ORERESERIC o IcER L, &
ERDSNIIEEITIE, ERPICHER L >~ l\#/’fﬁﬁ\
MIESCTHRER MK T AMESE 2 EMH L. AFIKU X b
MUFY— bFOBRSAFRILETAELBICZ 2 —-FETR
T4 AR EDOERIZE (B-DIVAYORESE) 2EHR
ICAN, BIBRERLEVRIOFRSEOEY) 2 ME %175
Tk, FELTANMLUFT— MUAIBERBICB LT,
B2 % R LRGN 2R R 7o & o TOEFI ARG S
TW5, [84. 9.15 79‘53]

11.1.6 BFHEEEREE (0.1%)

AST. ALT. v-GTP. LDHEODZE LW ILAZHESEER
FHERESH S DONEEDDH S,

11.1.7 ERMEEEE (0.6%)

MR, 2. X, ZHEHE. €58, F - AEZE.
WEREE, FRZ. WIERE. RS 24O BREREUE
(BHDIERZEE) PbobnbdZEeErdH b, [1.3.2. 2.3,
8.6, 9.1.7 &g]

11.1.8 FidsDNAFADZIE L& S IL— T RREREE (0.4%)
FdsDNAFUAASBENL L. BEEE. HINE. KEE0E
MBHEDONZEZENDHDH, ZOXDREFEEIZIE. BE5%
FiEgAHT &,

11.1.9 EERIMREE (0.1%)
PLMERED . /MR B mBkED . FERBREAD . MmER
ERERER., I/MUBRDEEIRS D 5 b ENDH 5.
[9.1.6 BIE]

11.1.10 +&IERRIRAE (B AFH)

BEAR. SR, CKER. M RORGTIA 7oy kB
FICEBR L. ZOXIBIERY D 5 DNIGHICIZEREE
Rk L, EEAMEBEITS Z &

11.2 ZOthDEIEA

sl

%‘kiﬂ‘ﬂﬂ]ﬂ@

y

S%LLE | 19%0 5 ~5%i 19671 SAEEAE
& f - |BEm B o X BN RE, (A2 S

TR Vo RCE B0 F W, AEGEE R R E
R BERE R, REHER, ﬂ* —a1—u
HEE, #FE. K~y —.
%Eﬁﬁkﬂl‘ﬁ H‘“‘E TAMPA
ﬁ PREL . E )8 FE

%, JAF R ./'—
MNfEZE. fHamEE R
ﬁ\ Z<EE€E\‘ Z:ﬁ\

%EEL ﬂEEE (
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1%LE~ 5%k 1% HEY 5%LLE [1%0E~5%F 19%F1 SEA
fibd B (BT[> SEi%. I, | m iR RAR. REEE,
PEBI., A0 | EEEDE. ) S MR D A, BRES, #
BRI . 7|BREAE. U > SER| TR BiEE. R, R
U LD BT, BEER 48 AT NN
H/MEECHENN [JE . (3 I ERAE AE s, ARPARE, BRFE E
IFFRERBEE , AR NN TN
HHE, 7 MR E EEAm. BER
LA g PN, BZAJIEIl i, AR
IE KELD
B, 7 3 = Hrgug@ﬁﬂgﬁiﬁ‘ﬁ%
Z—vHNN. BEH (EPARL) . H BT
HEREAN musaElimtlD\ (AEH %. EF‘E;A\
7»7‘Tﬁ¢ RS
DR PR W B | B S EO .| 0
PARKCAW 3 [ FEGEE. BE K. 2%
. U SHER TRMER. ¥ 2
# (R v ISER) . BEETSS, B, |MEATR
1 j//%ﬁ’ﬁyfé fﬁﬂ%%ﬁ ﬂ@/}é\ ﬁﬁjﬂ&‘F\ i)
BRECR N . R B g, CKIEM,
INEREZS TR WA
CRPH#M, ~= - R | B O S GE 0T ) =1 E
4 3 3 DR L JEREREN IE
e FRETEA TN et E 55 LR LT
TR B e, SR, DS 2 LS NS R N
/. Il FE |50, KO, D e . HERA SR
T M ER RS, D i G
R |G B R ARG, & e, T 5k B T AN
e WRWR\E A WEL B, i A gypay<
EIEPAd B, OEROEL B BK. R R 4L AR g (JEiE
B B R, H@uBX"f? uo(ER WM
(CT) 5 . PaOs H5. M N
& N, KL-6%00. FA LA CD AN
Ttk 2, A Iy Hh R
FPl AP |FAGRARF. FF%. Mm% A :
5. FFEA. mEY + R R
LU Y e B.A
WRE (MR (R|REER, REBZEBA. LR s
W) | R MR . R R O 3R B ) _ _
t. REEQA|E. HR. 2LTF et Bl AT ERR. BIE. 5
B, BUN|= VM. RA~o O —)VIMAE | FIFRAILE O ANEE
B, Rk | C Y ) — 5 > s, HW. TLAFO—
BEBEA VL, T
WikE [BO B, R LH’E%F\ T e | BT
BEE . (EAL. =, b AE R ZoM |[HE  |BE. AR EER, DESL,
B FENg N BRE. % EEL, BEGH
WERE. ME. 5 %o W, |5 NRAIAR, K
B, R, 5 . TIE ORI, S 5
%, FFIEERE. 8 RMEENE, | (B%T). B,
%, WG, 8 EIERE, 25 MR, K E b
E) =7, BRI VEVRIE, BRE|RR. PEfa, BACR
BERE G L R A R FEEZE, M. S8TE. B
B, B, HAR HighE, W . (FEEm, (ke
B E. WE I R
CIA%%. 8| EFRETEN, & =) M Ve R,
7 W OBz, O AHIEAR
. BADE. DR
5. B, &% 14, BRA_LOER
HE 2 (B[S, EEEEHE ¢, EE 14.1 SAFBESOEE
e B R H R W2 1411 BERE
N R BZI%%E FAIGFRERE T 52 &0 (BRI ICIRSME
I NITRZ2 N 299 1) JLfez1y ) — L#HETER LK. 21-GHr 0T 5
&%\dW$&E%ﬂ:%E\%ﬁ\m%& ()uﬁm&%ﬁ%mmf\1N47»%t@1%ﬂ@5%&%%
AR BT, € L R, B K (BREBAERSEAT) 2B ICEATEIE, 20
s AR E R tgéﬁﬂﬁzl&% BICRRFERREC 22 LS 1 7 LI L2\ o &
z R EE U L ERisitR (2) N1 7 LRSS B4 5 @0 IR L. AR IX55
AR Al A s BETSZ L. NBEAVRET 2BINIHB0. RL
s ra THLUES T, REERDEEALI L,
?zE*E‘B*R/*‘ (3) EBRHEA DT, BEBOMRE LT, Er»rS5HRERT.
s . R DEPICAAED SHABE LT\ 5. B, B, Z0f
B, e DREEZDDHLLOFEALZV &,
%M R (4) BREOBROBHEASRETDEVI L,
2] 112 Egﬁﬁt‘:%f D TR L7 REREHAIZAI250mL, 1k
L R IR RS (RS BED H72DTF - NEE } # mbL.
HEl BRI B 25kg R0/ MREASOmL. 25kg Bl ED MR
KR MRS AR 100mLo HEABEIERICHIS 5 C &, FEN100kgZ
IR, EATECAIHm. BAAHBEIHET 5HAICE, BREDA 7 FIv
TEETER (2 > FERR) 7 GBETMEZ) [ 70F v T%EL] BEY

dmg/mLEBALWES . HREHARERORZHET 5
&, TRUERSRSE A ED HBEEAERMI O FE
WIEAWE W &, HREAEEBER THIRT 213, G#
WEBRIEAL, BNOBLE»IITO L. HRED
A7V F <7 (BETHEBRZ) (17 0F < TH
Bill BEZ. 0.4~4mg/mLET BT &,
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14.2 BRI SIHOFR

14.2.1 %5838
KENZEE - A0V 7V—DA I T 4 ILE—
(R7HA X123 70 D) ZHOWTHEET A L,

14.2.2 BESRBEMUBRSRE
AENIHL LIz TA VIS THRET S0 L L, MOESHE]
HRECREAE LW &, £/, JBEL 2B EZ2 T
TRARICEMEET 52 &,
B, 6EOKREDE. FnE OS5 Tinfusion
reaction#e Sk T U, HEEE 2 B¢ SEERE
T A ENTE D, 72720, FHEEERE TR
L7-05mg/kgx 5T HHELBAI LW L (BBRHER
IZBWTHERSREED 2\,
/-, SRR % 5 HE LU 72 IZinfusion reactionv 2% 5
NG EITIE. RELEO®RE T, SHEFEE2EEE S
;ZJ%]‘%_-T%)C&O [1.3.1. 2.3, 86. 88, 9.1.7. 11.1.3
S8

15. ZDMDEFR

15.1 BRRERICE D 15K

15.1.1 RAIOE KRR, ENTIZ62EM (14) T, @4 T
F102;8 (25) FToOHBTERIN TV, 7z,
AAIOEHAMGERICE Y 2R EEAREREII2FE- & TO
HETERSNTVS, Zheofif%2BAARAORER
B GREOREMEIIFELL T,

15.1.2 150B10HEENP SBED S >MELALEOBRE (L=
HER35% LR T. NYHADMEREATEN/IVE) 1. 7%
AR OARAS, 10mg/kgZzE, 2H%. 6% IZ3[EHS
L7z BN COBERABEZ EfE LTz, ZOFER, RAIKGE.
F1210mg/kglfIC B W COOARTEROE(L R U T E R
RO SN EOREN D B. PIEIRSH28ERRIZHE N
T, 10mg/kg#E 36l Smg/kglET1IHIOETA D 5.
T RBETIETHNL o7z, Fz ERBEICES
ABEld. 10mg/kgBES 1611161, Smg/kgBES0HI 34,
T REAFIFSHITH 5720 S 51T, 1EBOFHIC
B BHFEHNIE, 10mg/kgBET8HITH > 7z DITHE Ly
gg%mﬁ&UfitﬁﬁT@%h?ﬂMWﬁﬁotoDB
2

15.1.3 Eo@EF 1T B VT, KAl BARIE IR O 2 5108
EDHIRICNT 2B EZEMIIHELL TV (EA
REEED 2\,

15.1.4 A DR REER K OB REAERAE 142 35 M XS SE/ DB
BHEICBWT, B oS, R, REE. RV LEE.
EfRIE. EEME R CREEENP1696ICHRE SN T
Wb, ARG & EEEERFOBEEZEET 5700,
ERICEEEE SR 5 N fIEE NI KRR T4
N=Z2P ot LIzFA—ER2E 9 5—kEAD» 5D TFH
Bl xRl ~3IR Lize ZOFRIFIEIL. EREOME. F
iy, BEARS X Y NIH SEERT—#% X—2Z (National
Institute of Health (NIH) Surveillance, Epidemiology,
and End Results (SEER) database) 7> &#E L7-fE%
AW/, Rloru—VREZFTORETIE, KRAKZGH
1B 2 EHEEE O T RIFIE 14,4950 U H1321
BlITH o7z —H 7T ARBEICE W TETHIFIE0.204)
W LB TH 57z, (1.1, 8.7 Z]

#1.7 0 — L R2HE T OREEE OBEFIHK O T HIFIE

77 £ R 5
7 u—RERE | 2FEHEE| EES EENET
(A - 5) BEHI THIFIE
a By »NE 97 0 0.01
b.FF Bl 1 5 96 1 NA
c. LR DS OB IR 96 1 0.19
B (atc) *° 96 1 0.20
L 37— FHEH
70— RERE | pLEREE| BHEE EEEE
(A - ) BEHIH T HIGIE
a By >V NE 4094 2 0.65
b IE R R 4085 8 NA
c. B OB IES 4055 19 13.85
ERESE (atc) * 4055 21 14.49

Ma t BHICE T L7 70— VIR BR O s B H R R R O 3E M O R
TARMEBIRE TORBEHH 2 EET

¥b @ NIH SEER databasell&F N Wiz WIEREEMEL FEIC
SV TIERRAE

F/o. B Vv FBETOEEEGOBELLOTHE
BlEG 7z R2UTIR U Tzo ARIFRGRECIXTRIBIELS2. 376112k
UBEAIEIIS0F, 77 RBECIE, FRIBIFL3.614C
X UBEBIBUZL0BITH - 72,
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2T ¥~ F 2FER T O BRSO BRI O T RIFIE

7'Z L R 5 A
BT v~ F 2B 2FhapE| EikEs B
(A - %) BEGI T HIGIE
aJ B VINE 1626 0 0.46
b IE BB R R 1611 6 NA
c. LRI OE M IEE 1604 10 13.16
BHESR (atc) *° 1604 10 13.61
L 3IF—F&ERSH
BaE Y v T 2B 2GRN | B
(A - %) BEAK T
a B > NE 6391 9 1.79
b IR EE R 6357 24 NA
c. LRI O E M IEE 6343 41 50.80
BHEEE (atc) * 6331 50 52.37

BEICHT L7z FEET Y 7 ~ 7 5Bk o 5l B A ] P N OV 3RS S 1
SER O RIAT BT CORBEFE > E£5t

NIH SEEBgyiflatabase IZEEN TR WIERGENREEEIC
DWTIEFR

T 7z, EERFHEIC B T 2 BRSO BEFIH K 0T B
e RIITIR U7z, KAKRSREOTHIFIZ105.18F1K L
BRABIL066]. 7Z & RBETIITRIFIEL9.465112 0

*a

b :

L CBIEBIEA 156 TH > 72,
#3255 T OEMEEES O BRI T RIFIE
77 AR5
Eobit 2B EEEE B
(A - ) BRI TR
a BN >V NE 2906 1 0.72
b Ik R EE MR 2887 12 NA
c. EELIL O EHEEE 2877 14 18.75
BEEEE (atc) * 2877 15 19.46
LI — F&EEH
Xt 2fHBHEE| B B
(A - %) BRI THIGIE
a B 2NE 17852 14 4.13
b.IE B G R 17721 67 NA
c. RPN O EHEIEE 17720 92 101.30
EEEEE (atc) *0| 17707 106 105.18

a @ BEICH T U7 BR 0 3B HA R i I OV 3R SUIE SR O R HH
REMBIRE CORRAIE £t

b @ NIH SEER databaselc & N T\ 7z WIEE @ EM R BEEIC
DT

15.2 FEEREREBRICE D < B3R
AAENIE NROF ISV —DTNFaDAICKEEHEZ B L.
Ty FRNZ A FILNEO— BB ERRICER S N 28
MEOTNFa EfEALEV, T, BARMEREIZE
ENTVL,

16. ZEENRE
16.1 MPRE
(KA
16.1.1 BBV DY F
(1) BRRERSHER
iYY< FEBEIC, A MLFY— AT (6-16mg/#@) TR
Al (n=51) ROFEfT/N\A AEHERE (n=53) %3mg/kgdD & TH)
|, 2:8%, 6IARICHREG L. 5] &t & 8RR CS4HMRIERS L.
MEFREZRE Lz, FoN-EWHFEICTX—% (AUCT
(6-1438) K O'Cmax (6i8)) OREFHHDI0BEBEXHEIL,
NG FIEERFAIEH80%-125% D HEHE A TH D . HAID R TER
SNize Fio, RAIKROEITNA ABEERD OMFFEEL, W
N BBORIAEICEFRREIGEL., S4BX TICE L N EYFE
T A =3, WEBCRKTH 57z MEVTAEOBERIZ, KA
FOFATNA A EELD BHREFH T, 14 TI1320.0%%0V16.3%.
30 TI328.9% K% U'31.8%. S4ETIE31.0%K%V42.5% TdH > 72,
RAHINIFATNA FEERE 06-14EI1CH 1T 5EYEREIST X —¥
(AP 1E)

. w« | AUCt (6-14i) Cmax (638)

A i (g - hr/mL) (ug/mL)

AE 39 27600 115
FEATNA F EEE T 39 24700 111

X ERBIOS S, FIEL 25EE, GERICERIUISETNA A EFERD 2
(6-143#) KU'Cmax (6i) Ak ohi-EE%
TR & Uiz 5% 14EE T, ARIIILITNA FEERE (12

EBE5sh, AUCT

XY BHUEA RO 6 N7 BHFIIBITNRE DRV 720



b -
140- X1 (n=50)
3120 o gg —O— SEAT/NA A RS
%100 ?EEH_E gg 3 mg/kg(n=50)
= = 2
i 80 = o 2 4 &
2 ol 6 MOBHMAEH OB (br)
20{ |
o
0
6 8 10 14
o A (week)
%4
BAR S FATNA A EERE) 06-143ICH T 2 MIEHIBENER
(PE + 1RERE)

¥) BATNA FEES,  EUTKR SN > 7 F 2~ 7HAE
(LT — ROIEEEER100)

16.1.2 70—2%%

(1) RIERSICHITDEYENEE

EN 70— REHICAAZ5mg/kgDET3E (0. 2. 6:8) #
GeEEIRN I 505, 1OEFHERS ICRI RN R SNz BE 2 WRIC1I4E
DIp&SERIIE TS L 7B OBy B e & 5T L7z, QMERIIRZRS61 0
BESHIOMEBEFRA V7 VXTI TBE (XVT7 V) E3HEFshiz3),

BT X —F 143ECpre | 30iCpre 543
#
5mg/kg SN
g o5 8| AV 3.1 26 2.0
Cpre : #5HifE (1 g/mL)

(2) IBERS(CHITDEYENE
Smg/kg 8iAMIMRIZS TRIEAIHER T E 2V EHEOSmg/kgit 58 %
DOIMEFA > 7)F < TBE (AVT7 ) 13030ug/mLTH-o7z
. IS DEEICIOmg/kg 5 LzHE. 10mg/kgi 58H%
@Eﬂ‘?)ﬁ‘*"f VIRV TRE (AVT7Y) E1.29ug/mLETER
L74,

£ £S5 A — HE HE W
HBIREIST X — % OCpre | SHCpre ol
#
10mg/kg e
g (n=26~39) ATT > 0.30 1.29 2.18
Cpre : #5HfE (pg/mL)

(3) ‘S EREREFICH T ZEYENE
Smg/kg SRR S THRMPHEFF TS 2 W EE1HICSmg/kg 4
MRS %17 - 72 & EO4BB O MEFEE X, #5ERERETE
BMUCHEM L, F7o, MEPREIZ40E F TR S h iS5,

T, am | om | om | om
TNBIE/ ST X =5 * 03ECpre | 43 Cpre | 8#HCpre | 403
2| sme/kg | iEr | 18+ | 65t | 90+ | 147+
= (n=9~19) 1EHEfRZE 2.7 6.2 7.3 9.2
Cpre : #5HifE (pg/mL)

X B ERREEBITRZ20EE LTER LT,

(4) BONURERSICHIT2EYEEE
Smg/kgDBEH LG TR REEMFAEE (Cmax) OHFREIXII8 g/
mL. HAAERE (VAE) OFREIX3.0L, HEEERIZ.5HTH -
7oo BERRBICBWT, BEOWE, £, HE, FRUOSHESZDY
BRI OEY BN IR 5NED >, BIBREKRLE S HIZHE
FALzBETIE, FRLZVEZFICNLTVAEDHE 28N
(16.3%) »WRDS5NT=H, BIBEERVEVRIPERENT VAL
BT 500, (REIFEANMER LR EEZ 5Nz, Smg/kgd
HEHS % Z1F 722000 ClE2flic AR 3 A st s iz, B
FLEFER L T 2EEBOBEICAHSmg/ kg2 W, 2:8%. 6:8#%IC
REHRS LI BOERBEZ R o7z KRIOZ Y TS 2. BED
LT FZUMEBD B VIZAST LAHBIZERD 5T, SHEAE - FFHEEE
[EEHICBF2HEOERIRD SNLP 72, Smg/kgD RIERS %
ZF 23T IBICAF NN T BHds RS h GHEACBY
28 . (8.8 BHE]

HEMEREINT XA —F 0;ACin | 2i#ECpre | 6iCpre
| Smg/kg X7 168 337 218
Z‘ (n=28~30) | MU (rREEE 113-206 | 26.7-46.4 | 13.8-33.3
5 lomg/kg AIT Y 359.5 75.1 50.6
(n=30~32) | M5hrfEsEiE 274-419 | 54.1-93.7 | 31.7-69.1
Cin @ 5T 1% ME, Cpre : 2 5H{E (pg/mL)

16.1.3 BEAU DX F

(1) RERSICHITDEYERE
A b PLFY— AT (6mg/HBLLE) <. ARAI3. 10mg/kg%#)
[, 2:8%. 6EBICKERS L EoMEFEEIIAREICIZIER
FrocEmLz (ZEERHERR) . £7o. W Fip, BIBERES
IVE VEID B WVIZIERT O A REFRERIGHIC X 2B RAI O )
RDZEIEH SN o7, EHE (BMI) OIS CIEFRR
EAEMT ERPH SNz, FXIIBREREEZET 5EEICEY
BEOEDPHEET 2PEPIEIRETH S, 3mg/kgD REHSG % %)
724901 CIx 26, 10mg/kgD R ERE % Z13 72500134z, A
g AT BRIE SNz, (7.2, 8.8 2E]

6/9

FEREST A —F 0ECiH | 2iECpre | 68Cpre | 14
FHfE+ | 47.9% | 115% | 56+ | 08%
??é’ﬁg% et P 11.3 4.1 4.1 1.1
E = AIT 475 10.8 4.8 0.5
A FHEE | 1684+ | 356% | 223+ | 54+
B [Omekel mgmz | 486 | 152 | 137 | 58
AVF 1683 | 33.7 20.6 3.6
Cin : 54T 1% ME, Cpre : & 5HiE (ng/mL)

(2) BERS(CHT2EYENE
AR RLES AT (6mgsELLE) <. AFI3mg/kg & E, 2
A%, 6IEBICFHGEIRNIES L. 51 &% &3mg/kg, 6mg/kgd 5\
1310mg/kg % 8B CRERS L- L 2O MEHREIIHAEICITIE
HBILTHEML: (GEERR) . 3mg/kgis % 21T 7299611274,
6mg/kgi¥5 % F\F 7= L0 CIE240, 10mg/kgits % %13 7= 104f]
TIE13FNC, FENCK T BHE s S h 8, [7.2, 8.8 BHE]

EMBREST A~ OMCi1 | 14¥C 11 [2208Cpre| 540
ame/k T+ | 57.77+ | 60.82% | 0.85+ | 0.90+
(n:8§~9g9) g 1423 | 1360 | 098 1.13
XY7y | 5814 | 6035 | 050 | 0.44
Bl on L | 58.86% | 11094+ | 218+ | 2.88=%
5| ooty EEEE 11.74 | 2383 | 2.30 2.80
&7 XY7Y | 5852 | 11341 | 1.1 2.28
FHE+ | 58.23% |188.70% | 473+ | 6.50*
lOmerke| mgmE | 1034 | 3961 | 478 | 626
Y7y | 5716 | 18612 | 3.13 | 547
Cin : 54T 1%, Cpre : & 5HiE (ng/mL)

AHIB3mg/kgd B\ id6me/kg % SR CRERSG Lz L &, HER
FABNTH LT FeE R 2 4B I8 LS A O EmET A > 7Y
FUTTRE (EEREBOMET T 7BEOFRE) 02—
¥ a URERIE, 3mg/kgT3.35~4.15. 6mg/kgT5.08~7.19 ng/mL
TH o729,
RIEBRSICHIF 2 FYERE
PR MAERER (ATTRACTHEY) ICBWT, AP MLFF— b
AT (12.5mg/EL L) T, AFI3. 10mg/kgz=#E. 2:E%. 618
BICFHEBIRNIS L. 51 &S 4HERRS 5 W IE8ERRE T 10280
REBE LT MERRaBIc b ERE I 2 < BELMEFBELR
MRS D7z VR T 5 2 &P ENZ, 3mg/kgD RIEHRS (4
BifE) 2577361106l 3mg/kgdREHRS (SRR 2%
F71BCIZ8F. 10mg/kgn RIERS (4BRIE) %213 /-7461C
F 160, 10mg/kgD KE®RS (SEREME) %21F7-77HTld6f6lic,
Kﬁﬂ;{;?ﬂ‘é’éﬁm?ﬁ“#ﬁ.ﬁént (SAEANICB T 2 5548) 8 10, [7.2,
8.8 M
1) RAIOERRAHARIZLEI0mEg/kgTh %,
16.1.4 R—F v MRICK DEGAMEMRESE S R
(1) REHRSICHIFDEYENRE
AAIS, 10mg/kgz#E. 2%, 6EKICHRES L, 5]k S 3EHR
TA6A% E CRERSG L & EOMETRE SR SBOBMI K-
TE<ny, BELMERREZRAMICD VERT L &S
REINTz, AREETIES, 10mg/kgD RER G % Z1F728fIc B\ T
RENCRT B HE R S 57210, [8.8 BE]

(3

=

EMERE ST A —¥ 0iEC1u | 2 Cpre| 6:8Cpre | 30#Cpre| 543

Sme/k PHfE+  |114.9+| 159+ | 143+ | 6.7+ | 6.8%

GoEB| mEREE | 203 | 99 | 77 | 45 | 47
{,_;f A7y | 1190 ] 157 | 133 | 63 | 7.0
=1 FfE+  [193.1+ 325+ | 260+ | 59+ | 48+
. %Sﬁggf 1}‘;’ EEEE | 172 | 227 | 176 | 63 | 6.1

XU7y | 1859 | 329 | 321 | 52 | 26

Cin : #5# T 1R E. Cpre : #5HifE (pg/mL)

¥2) RAIO&REHRAMEIZIESMg/kgTH 2.

16.1.5 ¥

(1) RIE/RSICHTDZMEE

SEEGRRE L BIEETREE ICAHISme/kg A FE, 258K, 6
BRICHEE L, 5l &AM TO2EGE TR LIzEE, BEL
T MEFBE MRS 2 C EPBRINL (BRIERRBE K ORI S
#HER) o Smg/kgdD RIEIRE % 2\F 72 35FIF8HIIC. AFICH B ik
PR ENnz, SEEEEEE. BEEETEEE. BEtEEY
K ORZ R IEAL R RE B ICARISmg/kg & I, 23, 6EBKICHESG L,
&M EQEMR 46K E TIRE L &, 14B% > 554R% F
TO®RGEHOMEFREE (hERME) 120.39 ng/mLir52.27 ng/
mLOFF CHRE L7: (RSB . Smg/kgd RIE#ZSG %%\ 7-
64196, AANTN S BHiES B S N7-12 19, [8.8 ]

FEMERETRA—F 0ECin | 14#Cpre|30;ECpre| 703
# Sme/k EfE £ 97.18+ | 3.34+ 2.16% 222+
5 (n:2§~ 3%) fE 1940 | 295 2.18 2.26
2 ATV 98.33 2.45 1.48 2.09
Cin : 54T 1%, Cpre : & 5HiE (ng/mL)

(2) BERSCHIS DEYENRE
Smg/kg SHEMERS TRV HER C S aWEFEHEE, BEELR
. REE R, RIEAAREREICI0mg/kgE 5 LIZGE,
10mg/kg#540E% (8EMMRIRS) omEHA 7V F <7
EiE EF LIS,

HE

038Cpre| O#ECin

HE | HE

8iHCpre

EE

16;8Cpre

HE

st E)95 A —
HMBIEEIST A — % 408

2.70+
4.05

3.18+
4.30

3.60+

B lomg/kg| T+ | 145+ | 231+
2z 4.56

B (n=44~51)| 1R 2.23 52

Cin - B E#TIRMRME, Cpre : % 5H1E (rg/mL)
KHISmg/kg 8BRS CHRPSHER CE L LVEBEREFICTL T,
AKAlomg/kg % 4B CRERS LB OHEMESR 1> 7 ) F
Y T7RE (EEREOMES N7 78@E) #3) 13, 4.63 [0.00~
37.69] pg/mL (FRIE [FH/ME~FHAE]) TH-7219,



F3) EEHBROEE (58F). 7905) EXRE L BEFEYEE BIMEFFEBUBERE L. AAIRE43.7% (132/302f)) KOFEAT/NA

it (NONMEM ver. 7.2.0) ICED EMEREIT X -4 % REEFE) BE45.0% (135/30061) Tdh o7z, EuEIER (KA
BAw/izyial—va ViR BE - AT A EEST) BE) X, BREE (7.0% - 6.3%). FEA
16.1.6 MEMEHNR ICPED RIS (3.3% - 3.7%) . UBBEUE (2.0% - 3.7%). BIAEE

(1) REERSICHITDEYERE % (3.6% - 2.0%). b5EREG (3.3% -2.0%). REEEE
AAISmg/ke 2 W], 2B, 6MBICHES L, 3| X6EMETA2 (2.6% + 3.0%) T 7.

BHETHRE L& BELULMEREEZHERT 5 EHPBES ) BATNA ABESES  EUTKRSNIZA V7 ) F o< T8HA
N7zo Smg/kgd KIERE %% \F 723361 Tld2flic. AFNRT 25 (LT — ROEERER100)
AP SN 7216, [8.8 B 17.1.2 70-V5%

16.1.7 BB MERER (1) EBNE TEHER (BEEsS)

(1) REERSICHITDEYERE EBH 0 — REFE2SHl R E L. AFIL, 3. 5. 10mg/kgx
AFSmg/kgEAIE. 25B%. 6:B%ZICHKRS L. 5| &k = AR T22 B[O 5 L7z, KRAISmg/kgx 5 LB 0> 5, I0IBDIERE (5
EBRETHRE LIZEE, BELZMETREZMRT A2 ENBES 4B OENPEERTL D28 EED S U IE1TELT) Tldks5F+4
N7zo Smg/kgdD REHE % % 72 10461 TIL10FIc AFN R 2 Hi B, CDAHERZ (54 E%OEFHEHIL D70 A > b ELEREAD)
B E NI, [8.8 BIE] TIEABIF3BIAH RN T dp - 7225 26),

(2) RIEERSICHITZEYERE BIfEFARISHE (BREEEEFEZEHIIRL) &, AFI5mg/ kg5
ACTIERERIC BV T, AAISmg/kg 2 WIE, 238%. 63 IC AU EIR BT71.4% (5/70) Thoro LREWERIL. RK42.9% (3/74)
WG L., 5|6 & QMR TA6EKE THRE L&, KELKM THolz,

FEHRELZREBICDA DR 5 2 EPBESI N, Smg/kgdD K (2) ENSE MR (HERHES)
EHEG%2Z 721166 TRIFNI AR T itk s (4 AHSmg/kgEFIE. 2385, 6:EZICIKES L10EE TIcdE (CDAI
EAICBT 2E) 189, [8.8 ZH] E25%LL EAD70R A > MY EDREAD) 2RO LHEPSEED
16.3 H7 70— U REBESTHNC 6L X SERE C46E % TR 5 L, R4
(LT — ROEESER100) HELIHEIEZNLIE4ERE TS50 £ TR 5 Liz. S4E%OE
ERINFa hT YAV =y 2oy AROEARKE LR < 7 2 RIX82.5% (47/5761). HEMEEIZ61.4%ThH 7 (AAMKRS%
12, SSEHEAAL 7 ) F v TH10mg/kgE BIRNIES Liz & &0 TolERbED). 2B, ABEBITH ORISR O WER I
B2 - MBS E X VI N DB, . BIEICEL . SR A 83.3% (15/18f). EfEHIX55.6% (10/18fl) Tdh->7z3) 5,
fif, B OBRICHRE, HILE ClE BRI, 5 7219, BIfEFARBSEE X, 89.1% (57/64%l) TH -7z, EEIEAIE.
16.4 {5 DNAFURGES3.1% (34/64f) TH -7z,
(LT — ROEESER100) (3) ENSEMERR (B8RS
ERTNFa bV AV 1=y 7w RIS > 7Y F 27T AHI5Smg/kg SAMRRS TRIEIERTE 20—V REE39
¥10mg/kgZBIRMNIE G Lz & 25, MEFICIEEE LTRE(LE R E L. AEI1Omg/kg SIEEME T32IE % THEG L7z, HES
PRI n, REMImEShaD» 7, £z & MgGrEFERIC AR EIC BT B 10mg/ kgt 5/1H 65 OCDAHEO A& (HhJfd)
MR AR IC L D AN THRERINENS b O Ll s n 520, 1395.0 (3361) TH o727,
16.5 #Ettt (4) EBNEER (BERSZV) (R
(LT — ROEESER100) AFISmg/kgxz@E. 28K, 6 EKZBICKEESLI0EAE CIClE
E FTNFa h IV AV x =y 737 AU, 3BSIE#AA > 7V F o< (PCDAIA 1SR A > ML EEA, 2 D30LIR) %2RDI-HFEENP S
T410mg/kg % BIRIIRE L=k 2 5, #5140 B CORKUHE FEO/NED 70— R EE 14112 638U XS BRIE TA6E T
FARIE SRR D 7 W21 1.5% R 01 2.20% 5k S n, Gkt 5L, ZEAE L5 a1 2 LU 1 0mg/kg % STERIE T468 £
RF23.7%TH - 1221, THE LU, S4EBROWERIZI.7% (11/120]), BERE
16.6 BEDEREHT 285 (PCDAIfEA10LLT) 1475.0% (9/12f) T -7 (10mg/kg 88
(L= — ROSEEsERA100) BRI S QMR G 44T > -5 b &) . AAISmg/kg SHERRT
16.6.1 /IR WEAEF L5 BT AHI10mg/kg SERRCHRE Lz s &,
(JO—2R) HEREKOEMEIZ60.0% (3/56]) Tdh->7:22),

(1) &AlZ5me/kgDFIET3[E (0. 2. 6i8) FGAIRMIES%. 108 17.1.3 hEEHN SEEDEHHICH DI 0—ViRES

FHEEE ISR R AER D & N7 BE & RIC14ELESERIE TR 5 L7 (1) BASLI/IEER (BERS)
RO EREZMEET L 7. SERERHRESH OB GHIOMERA > 7V BEFRE CHRA TS EEP S EEOHEHHICH 2 70— iRk
FUTTBE (XVT V) RSNz, Smg/kgD REHR S =%\ FHIZ. TR ROARASMg/kgx BEE Liz, ZOMRER, BHR
o 14BN BV TARICHT 2HEI B SN A 57220, (8.8 & (1% 548112517 5 CDAHEA B SH1 £ D70R 1 > FDLERED) &
B2 75 REELT% (4/240) 1o LT, Smg/kgBETIE81% (22/27
BRI ST A — OEC1n 1438 Cpre fl) THD. BFERESRD 51228 29,
% BIEFRTSERE S REIREEET44.4% (12/2761) ROT T KRB
L|  smg/ke 2Ty 9148 454 T24.0% (6/2501) TH-7zo EREWERE. FAHEESHETHEL
g (=8~13) : : 7.4% (2/2701). WEHRT.A% (2/276]) TH-71ze
" — (2) BYEMAEHER (HERHES) (ACCENT I &ER)
Cin : BG#T 1 REIR(E, Cpre : H5H1ME (pg/mL) AAISmg/kgx BEES L. 20818 (CDAMEA25%LL E#D70

(2) BERSICBIF2EYBNRE . ) RA Y NULEED) RO NG 0 —VREHIC, Z0H2,
AHISmg/kg HEMMERE G THEMNHMER T & 2V EBESHITARA 638, DIEIGSHERBIE T46BE T7 F AR XIEAHSMg/ kg 1
10mg/kgZ 5 Ui & ED8EBL O MIFEFIEE L. HEFTE LB LT 10mg/kgz 5 Uiz, ZDFER. WIEIHRG£IZFO 5 2R HE
# U7z, 10mg/kgDi5 %213 125611 B TAAIC T B Hilkid K92 T COMMEIARMEBBECHRICEL (p=0.002), ZOHM
B ENED 57220, [8.8 B X7 ARMEREEL IR LT, Smg/kg. 10mg/kgiefsBEiTlaz

EHBIE/ ST A — 5 B 1B NZN38H (p=0.002). 54ELIE (p<0.001) T 730 3D,

B 0jECpre 8iECpre BRI, AAISme/ keiErEE ©65.3% (126/1930). =&
= #110mg/kgieFRET58.9% (113/19261). 75 2 RMEFEET53.2%
5 10mg/kg RIFY 0.38 1.16 (100/188%1) TdH -7z
AR 17.1.4 NEZEY 37 0—VREE
T o (1) 'BASLMERR GOiRs)

Cpre ) (p1g/mL) BT A LIRS 30 S EEL. 7o E

B K UAFISmeg/kg % 3E (FE. 2%, 6518) 25 L. ZOME,

(3) &ASmg kg2 A, 28f%, 6MRICHS L. 5| =i Sl C22 i A C Bl B B LR (3o o
W ETRE L &S BE UL METRE 2459 5 C & ABgs B26% (8/310) 12xf LT\ Smg/kgBETI68% (21/3161) T&
Niz. Smg/kgdD KBRS % % 1T 722 1B CIEAFN RT3 2 Hiikidf D, HRENSTD 5732 3,

ENah 72, (8.8 B BIEREIBEE L. AHISme/ kg 5B T48.4% (15/31f1). #FH
EEIREIST X —F 0;BC 11 |6:8Cpre | 14BCpre | 22:Cpre | 303 10mg/kg# 58 C53.1% (17/3261). 75w ARBET45.2% (14/31
% Bl) THotoo EaEMERIL. Sme/kgBECHER16.1% (5/314).
5| ome/kg |y ey | 9717 | 1035 | 258 | 154 | 134 10mg/kgBf THEHRE12.5% (4/326) TH -7z,
kil @ %QJ?M/H]? %%ﬁ%ﬁ%? (Ag %ENTEX@? 1058, 1438 ks
: . R m . 2%, 6 MBI . 103E. 14ETHEE
Cin  BSHT 1IRHR{E. Cpre : B HIfE (11g/mL) CERULLORILATRRD #5005 ABEHT 55 01— FEE
e 12y 2 OBSERIECA6EE T 7Tt A ULAHISmg kg#125 L,
17. BRERRREE ZORER, 1GANROMENEE TOMM (FRE) 375 R
17.1 BMERUREMEICET 25 FEBE AR LT Smg/kghERiEf I340EM 28 2 . Smg/kghER
(ED i BT 77 RS B L CEBICR R TE 22 e n
17.0.0 SBAsIEsss " RENT (p<0.001) 34 35),
AR LY - MCHRATD LAY VY FEEEGREL, X BIVEFISETUSARE 13 . AAISmg/kgHEREBETA47.1% (65/138f1) KU
FRLUFET— AT (12.5-25mg/i) T, AFIROEATNA S5 b R TC60.4% (87/1440) T& 170
BT 3mg/kgZFIE, 2%, 6EZICKRS L, 5]k £3EM 17.1.5 BEEIU < F
& CSABMRERS L7z, 0B HDACR20%FERELEICED (1) ENE I/ MigER
WERI, KAKROLATNA A EFERE) FETLZNZN60.9% AR PLFH— MABERSEGY v FEEARE L, A b
(184/302fl) T1r58.6% (178/304%) Tdh 1. BMZEOHEM FUFH— AT (6mg/iELlE) T, 7R RRUAFB3me/kg
DISWIEMEMIL, FSMFFAR [-15%,15%] OHFEAMICEZ, 2RIE. 2%, 6ERICRERS Lz (CEERIERE) . 708
A DV ROFISFHEAHEE S 720, B, 14EBDOACRERE20%L EHBERIE, 75+ KBE23.4%
RARSELT/N A A BRI O0BIRFICH 1T 2 ACR202EH (chE# (11/470) 120t LT, AAIRER61.2% (30/4901) THY. A&

I L BB BIEe) EZrRH oMz (p<0.001),

AH| FATNNA A EEE T o, COZHEERLEHBRICSM UL BE N LT, —EEmHiE

ACR20 60.9% (184/302ffl) | 58.6% (178/304f) AREROM&ICED 5 95| = fi & 3mg/kg & 8ERIR CAMK S Lz, €

. DFER. BRI E8EHDOACRERE20% L FiiERIX53.3% (24/45
xR EIARERIR ) THD. AHEOMRENRD 5N 7230 37),

7/9



(2

(3

17.1.

(1

(2

(3

=

BIVEF S BISERE (BAER) &, AFIB3mg/ kg 58 T49.0%
(24/4961) "ROT I RBET51.1% (24/4761) TH -7z, Fixgl
PEF (REPEREIR) 1. 3mg/kgBETHEL2.2% (6/4961) THo7z.
ERE AR (B8R

AR RLFY— AT (6bmg/HblE) TAKI3mg/kgxME. 238
%, 6JA%ICHEE L, 51&fi&3mg/kg. 6mg/kgd 5\ 1k10mg/kg
% 8RR CREHRSG Lize BMEIZLITDEBY T -738),

- BBRICK AR | SAEBOACR-NEE (FHE+SD) 133mg/kght

(99f1) 51.3+32.1, 6mg/kghf (104f) 53.8+34.4, 10mg/kght
(104%1) 58.3+31.3T» V. 10mg/kgh Tl1E3mg/kghtlcxt LTH
FEMIRD LN (p=0.024). 10 ICACRE#E20%LL FikE %
fifi7z & 720 o 72 BE OS54 KO ACREHE20% DL EEiERI1E3mg/kg
#537.5% (9/2461). 6mg/kg#561.5% (16/26fl). 10mg/kg
#561.5% (16/2661) Tdh -7z,

- BEIBEROERVL | BEREERZ FROROXHEA T (Sharp

=

Score) THHMIi L7-#5HR. AARSHO LEBD 23 72{Lid3mg/kg
#0.00. 6mg/kgh0.48. 10mg/kgf0.00 (WFnbrhdfE) T
HoTze

BIPERIFBSEE 1. 86.1% (179/20861) TH -7z, EHBIEMAIZ.
DNAFUARZE53.8% (112/20861) THh -7z,

BHOEMAEAER (ATTRACTEER)

ALY — MBENCHRAT S LY Vv FEEE AR E L,
ANMLUFEY—MERAT (12.5mg/BEE) T 75 RROAA
3mg/kgaFE. 258, 6EZICESG L. 5] &k & 8ERME T54EM
REBSG LTco BUEIETRDOEB D TH 57239 41,

- AEROER S4B DOACREMRE20% L EWER I, /IR EE5H

(MTXEJHREE) 17.0% (15/88f1) 1Zxt L. KAHRGEH TI1341.9%
(36/86f1) THH. AEENED SN (p<0.001),

- BEBIEOREN L - B E5R» 5548 COMMREERE 2 FRS

RBOXHEAT7 (Sharp Score) TFHii L 7z#5HR, 77 £ REEAH4.00
(FRRfE) BALL7z0ICK LT, REABESEIZ0.50 (FERfE) THY.
ARICBEBEEOMEIT SR S M7z (p<0.001).

- BEEREONRE K5/ S554EF TOHEETEHE (ADL)

)

—

-

=

DOWELZHAQA T (EBHIR & /1O LEEE %l 2 15E)
T L 72455, 77T 2 AREE0.1 (FRoRfE) 123 U CARAIREH0.3
(hRfE) THEEZPRD SNz (p<0.001). F7-. RREEQOL
(SF-36) DEAMEREY <) — A3 7 OE(iE, 7T 0.6 (F
?%{E() ZZY\TL)TZIK%J?QEEM.Z (FRfE) THO., BRESZDOHN
~ (p=0.002).

BIfEFARIRBEE L. AAIB SR T62.5% (55/8861) KU Tt EE
T44.2% (38/86fl) TH -7z, ERBIERIZ. KRHISEE CHER
14.8% (13/88#l) TH -7z,

6 X—F v MFICKDHEEMEMESNE SRR

EASE ME5HER

N—F v MREICEHEEEMEAE S ERBEZTRE L. KA
Smg/kgZFIE. 2%, 6ABICRKERS Lz, ZOMER, 148K
70 OIRFEEE (FHfE+SD) &, #%5H710.17+10.60[E2 5
#5#0.66+0.98E & 720, HRICHEA Lz (p<0.001), F7z\
14%&;?&7‘:0@5&%1’?@%&@\ BERIBICHE W TL261H 114l
L7z42),

BITEFAFIHEE L, 100% (12/1261) THh o7z, EREIERIZ.
DI;IZ/%}?{M%’&%S% (7/12f51) . EeREi#¢41.7% (5/12) Td -7z
7 Fof

EASE DE55%

SEEVEES CEMETEZRES (RENEEPEEREO10%
BIE. »DPASI (Psoriasis Area and Severity Index) A7 %12
Dlb) gL, 7o RROAASmg/kgZxHIE, 2i68%. 6:8%
IS G U7z (FEERVERER) . £ DGR, 1058 DPASIZ I 7 75%EL
FRIZ, ST EARB0.0% (0/1941) 1o LT, AAIRER68.6%
(24/356) THO . BEEMFRD SN (p<0.001),
SEFRELERE (REMEZEPEREEO10%L L, »DOPASIZ I
TA120 L), BEEEEERE (ERBEAK ORI A5l
by 2 DCRPA1.5mg/dLE EXIZEHD 2 hiX 0 #4557 1) BB
TR BB E N OSBRI R & 2R & L. AAISmg/kg & #I[E
2%, 6MZICHE L, Bl &hiEEMB C40AK T THRE L
(REIBRGHE) . ZO/MER, RE&HiICB LT, FFEZERED
PASIA 2 7 75%c#H£1354.1% (20/37#1) . PAEREMEE@EEE O
ACREME20%CLFEH1£83.3% (10/124) . MRETEER B E & gt
AEERFEOLMUWEEN MHEIHE] 0F&IZznEN57.1%
(4/761) . 87.5% (7/8(1) TdH - 7z43). 44),

BIEFARBBEE L, AR EET85.7% (30/35fl) KU T REE
T36.8% (7/1961) TH-o7. EuBHERAIE. KA SE CDNAHL
KI51E68.6% (24/3561) TH -7,

ERFIEHER (BERS)

AHISmg/kg SEMFHREG CTIIMRSHER CE 2 VIZREESLY (F
HiERREE 316, BEEEEEERESH. REEREETH. %
BEALEERESH]) ERE L. AAI10mg/kg 8iEMMRE T32E &
TH5 Lize PASIZA I 7 IdARAISMg/ kgt 5RO A 37 % BHEE &
L7z, HEE24ERRICH T HPASIRA I 7 75%NER IS F HEEE
FHTI340.7% (11/72761) . BAEREMERZ®E R E T1342.9% (3/71) .
fR7E MR B T1333.3% (2/6f) . FeREALEE B T1340.0%
(2/5fl) Td o715,

HIVERFIBEE 1L, 74.5% (38/5141) TH-7z.

BHEMAEEER (IMPACT2:HER)

MEER R RS (EREEKR OEREE KPS B, »DCRPAY
1.5mg/dLEL EXUEEAD 2 biZ 0 2845551 F) #/REL, TIER
K OARFAISmg/kgzAE, 28%, 6i8%ICESE L, 5|kt SEMRE
T468% F CHE Liz. ZO/RER, 148%OACREE20%HERIL
772 AREELI1.0% (11/100f) LT, AHRE5H58.0%
(58/100%1) THv. BEENFRED SN (p<0.001). PIETREEE
ExFRVOCROXHEATY (Modified Sharp Score) Tl L7z
R 24BOZ a7 (FHEEERE) 1377 2ARR0.82+
2.621C/ LT, KRAIFHEGEH-0.70£2.53TH D, AEESRDOLN
72 (p<0.001) 45 -47),

8/9

BIERFBSEE X, ARIRSREET48.2% (92/191f) BT It R
BET26.5% (26/98f1) THh -7z 22EFTIETTXAR, 24:HLIRE
AR Z#E LIDEM 2 &), ERENERIZ. ARRSETERE
BEE11.0% (21/19141) TH -7z,

17.1.8 BEMEHER

(1) BN M5
BEAEIEE COORA D R REEBHEREE 2 MR E L. AFISmg/kg
EZOE. 28%, 6EZICKRE L, §5lEREoERRTRS L GFE
M) ZOMRE, 24H%, 48EHDASAS (Assessment in
Ankylosing Spondylitis) E#20%LL FeiERIZENZN97.0%
(32/33f) 96.9% (31/32%) TH > 7:48),
EIVERFBUSEE 1. 87.9% (29/33%l) TH -7z, ERBIFEMIE.
DNA#UERGH48.5% (16/33f1) TH-7z.

(2) B MAEEHER (ASSERTEER)
PAIEE CHRA TS 2 mEEEHRAEEEHRE L, I RRD
AAISmg/kgx Al 2%, 6EZICIRS L. 5| &< oEHE TR
5 U7, TR, 2485 DASASEMEI0%L. LHWERIL T T L REE
19.2% (15/78f1) 1oL, REEERETI361.2% (123/201641) <
B, BEEPSED SN (p<0.001) %) 50,
BIEFRBSEE X, AR SET64.9% (131/20261) RUT I+
ARBETA8.0% (36/75(l) THo7z. EREINEMIZ. AFIRSEETHE
JE7.9% (16/202f) TH -7z,

17.1.9 BEMEREGR

(1) BN M5
BEFRE (R70A K, 79547 V%) THREAHSREBER
IR R BE208HZMR E L. TS RROARASmg kg2 #WE. 238
. 6ZICKS L, Bl & 8EMRT22EE L T 5 L. 30i8%
FCHEMEERFML . TOMRER. EEEMEFMEEE TH 58E%
DOMayoR A7 WERIE., 7T AREE35.6% (37/1044]) 1oxfL.
AE5854.8% (57/104%1) THV. RRIIHERICHEVHEER%
TL7 (p=0.005) 18,
BIfEFAFBUEE L. ARIRSETT3.1% (76/10461) RUOTTER
BT59.6% (62/104%1) THo7z. ELBIEAIL. ARIERSET
DNA#UERGES1.9% (54/10461) TH -7z,

(2) BYEMAEHER (ACT1HER)
PEFRE (R7uA K, 79547 V%) THRRHSRBBEEKR
IR RBE24261CK L. 7T AR OAASmMg/kgZFE., 258H. 6
BEHICEE L., 5l &R EQEMBTI6RE TRE L, SOR%RE THY
Mg L7z, Z0/ER, TEAMEHEEE Td 28E % DOMayo
27 RERIE. TTEAREE7.2% (45/12161) 1xt L. KEIES
B69.4% (84/12141) TH ., RARERIIEVWHBFEREZR L
(p<0.001) 18). 51),
BIMEFARBUARE L. ARG T48.8% (59/12161) RUTTEAR
BT42.1% (51/12141) TH-7z. ERBUWEHAIZ. RARSETHE
789.9% (12/12141) TH -7z,

18. FESpZEIE

18.1 {EFtERE
A7 )F v TIE 70— VFEPHEE) U~ F ORREERICEFEICE
5 LTWATNFaDERA%ZHEET 5. ZOKFIIANAETNF a DE
YNEMEEZ T 5 & &b I0, BHEATTNE a #HMAa 2 CDC (&
RFEMRGE) &2 WIZADCC (Fiif ki fa N B R ig =)
ICEVEET B & BOTITZEMEITHEE LTNFa 2 BEES &
(%)I:ﬁEKCk DTNFaDEflZEET 5 EEZX 5N TS,
|
18.2 T84 TNF af&S1ER
AYEMETNF o R OSSR TNE a 1o LT, 1751 A ESRE &
FEIEE O EHMME AR L7252 (in vitro).
18.3 BHESEITNF o HIFMRICW I 2 IEE1ER
18.3.1 & MgGIOFCHEEEZRT A &5, ADCCKRUCDCIT &V LG
ABTNF a # %89 2 TNF a EEMEZEE L. £OADCCIHEHE
&U“(‘;DC‘E'TE WBRATNAFEERE ERBETH 7252 (in
Vitro) o
18.3.2 EAEATITNF o HIMAITH L Creverse signalingiz &> T 7K
F—Y2AZFEL. ZOT R b= AFEHEEIIETNA A EE
THE) EREIFREETH - 7252) (in vitro).
18.4 TNF a =M E T T 2 HFI{ER
< ARIEM R WEHI-1644fifa1c %19 % TNF a i HiifaEE % H
E L. ZOTNF a FHANEEIE T NA A EHEFE) CEEETH -
7252) (in vitro).
) FfTNA A EREE  EUTER S NIzA v 7 ) F 2~ 7T8H|
(U= — ROIEEEER100)
18.5 AAMTNF afES1ER
EH@‘%TNF ANDIEETERILL.04X 1010M-1TdH - 7253)- 54 (in
Vitro) o
18.6 IL-6EEEHFIVER
TNF)a FEIC K A RRMEZF AR, & OIL-6 A ZHNH| L 7255 (in
Vitro) o
18.7 IBHESEITNF o HIFMARICW T B EE1ER
b MgGIOFCHEEBAHT 22 &N 6. CDCRUADCCIC & 0 kS &
BITNF a % #H 9 5 TNF o EEMAAZBE L7253 (in vitro).
18.8 ZBAFESTNF o fERHER
TNF a Z&EICHEA L2 TNFa &b A L. TNFa 2 280Eh 5
%ﬁét)\ BEST (ICAM-1. VCAM-1) OFBEEIMH L 7-54 (in
Vitro) o
18.9 TNF a £¥EMHIC KT 2 hF0(ER
E FTNFa b T YAV 2= 77 AOFECREFIER A0 517255,



19. BRI ICRE T 2IR(EZHIFR )
B A T7)FIYT BEFEBEZ) (179 F 7Tk
Infliximab (Genetical Recombination) [Infliximab
Biosimilar 1]

K B Ar70FvvT BETHIRZ) (127 )F < THEL
3, BEFHEBIFATE) 70—F A THD, <7 A
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