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. — _____[G) 20mg/02mL | 23000AMX00187000 | 2018465
%Zm%%” & -F ,%20mg 40mg/04mL | 22800AMX00410000| 20164114
. — >3 0.2mL 80mg/08mL | 22800AMX00411000| 2016411

40mg~<> | 22000AMX00636000| 201846/]

t W — 74 T I40mg 80mg~> | 22900AMX00995000| 2018465
J — JUJ’ /0.4mL
:— JUJ‘“O.SmL
:— ~N J 0.4mL
: [ ~N 20.8mL
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EhTW3, FEPHERETESEIERTEN LHED.
ZhoDEREBEICTIHBAL., BEIPEBUALZLEHE
BUALET, AELOEREE,P EHRMEE LO 2 X h 3
BEICDHBRETH L, £/, AFOBEICHEWVT, EE
REMERICE Y., BIHHNERBRE/L-EDEPHEDT. B
SEOMICH TR EEFEBRRCEMOEEREEDS &
TEAL. XERSZICEMERASRBL HFEICE. ERE
BRI DEHIBEICEEREEZD 2 E, [1.2, 1.30 2.1,
2.2, 2.4, 8.1-8.3, 9.1.1. 9.1.2, 9.1.4, 11.1.1, 11.1.2,
11.1.4, 15.1.5888]

.2 RRIE

2.1 EERBYE

BmE. R, ERBREZECHMABREESZORGH L
BEEFRE SN TVE D, THEBEEITO & EBLIE
DOREISEETSIE, [1.1, 2,10 8,10 9.1.1, 11.1.15888]
1.2.2 ##

BREMERE (BNER RURHER BE. U2 /NEE)
EECHEBRIPRIEL. ETHEHEROHON TS, ERXROBERK
LETIIEROBEELCRVBROSZhD H D728, KHIKR
B> TRIZICET 21962 RO RERXERE M
Z. A2 2—7 2O -yBEERBIE YNNIV > RICHRE
TV, BERMCTREZ#1THEICLY ., BRBEEOR
EEMRT DL, £/, BROBBEEEICIE. MBEKED
BE5&ULALET. KFZzwETEIE, YNV U RIEE
DREFPEBHEOBEICEVT., REXITEURERIROHON
HHHMESNhTVS, [1.1. 2.2, 8.3, 9.1.2, 11.1.28H]
3 BRERR (SERMBILES) ORKER - EfRZSE LO#H
BFEESHLIEBLRY, FFHEECRTNFREITAS Q]
EDHRENH D, HEKRE (FRUFELES) RUZORKE
BOH32BEFICEBSELEVEEL., BEREZESBE
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DHREEZERTI2EE. THBBREEITIE, [1.1. 2.4,
9.1.4, 11.1.488]
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1.4 RENI OV T O+ LHH EBICRBOABOE - 25
L OEMAPERTAZ &, [5.1. 5.3-5.5. 5.7-5.11, 5.13
BHE]

(BEE Y 9~ F &b <k

1.5 FEOEBEAITOMNIC. BERBOBREAEEL THMET
6_toB2\5&5]5ﬁ~5w%%]

(BB < F)

1.6 FEIDEFEEITOIRNC. PELL EHIFORY Vv FEED
FERETIMETE L, [5.188]

(BEMEE. BB, RAEMEE

1.7 XEDEHEAANDHIBIC OV THR EMEEE T HEEM &
DEEDS EFERTE &, [65.58H]

GERLMORREEE. BEBMXULARE S ELR)

1.8 KENCOVWTHR % S OAREDOEL & LR VA
ML THa6EEE EUERT S E, [5.1358]

2. B2 (ROBHEIZEHBELLEVNIE)

2.1 TR ORMES) OBE DERZELS 257
nhdHs.] [1.1. 1.2.1, 8.1, 9.1.1, 11.1.1=MH]

2.2 WHMEEHOBYE DERE B S BZAYH 5,] [1.1,
1.2.2, 8.3, 9.1.2, 11.1.2&MH]

2.3 RAOWSH LBHIE OREAED B 5 B [11.1.581]

2.4 BiBEPIE (B RYETLES) ROZOMAEEDDH 5 B
UEROFRKE B/ OBZNDEH H.] [1.1. 1.3, 9.1.4,
11.1.4=H1]

2.5 5 o MALAEOBE [15.1.4580]

3. ARk - MK
3.1 f8Rk
I I
P 20mg 40mg 80mg
R A PR AP IS IR DY IV R
0.2mL | 0.4mL | 0.4mL | 0.8mL | 0.8mL
P THV AR T GEfETHRZ)
ARG - 20mg 40mg 80mg
R
JiD-¥>¥=h=n | 8.4mg 16.8mg 33.6mg
]
§>J< ARYVIVR—180 | 0.2mg 0.4mg 0.8mg
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KANTF ¥ 4 == AN 225 =PI W CiESh b, v X
G — ko NV T OBAFRFREPS, 7 T O W K OV LI T Rk
SERMEHALTWVS,

3.2 WA DOMRK

W 5% % oI5 (et
#l 2 WHH (FL 74V EY ) » I UFARY)
) . M FR L DT AR ERGOI L 2
&3 I
Ry
pH 4.9~5.5
28 1 CEFREIR O % k)

* x4, RHAEIIFHR
Ea13ITRFE20mg>)>0.2mL
E21IFKRTFiF40mg> > 20.4mL
b1 I TR TFE40mg~N0.4mL

BFEEETHRA T2 L TRER
OZEMICERMEE T T 2 BFEMFRMERR
Ea13ITRFE20mg>)>0.2mL
b1 3IFKTFiFE40mgo)>0.4mL
Eax3IJETE80mg> ) >>0.8mL
b1 3I5ETiFE40mg~N0.4mL
b2 I T TFiE80mg/~N>0.8mL
OFFENIEFEDEEMABRDEE BFAETHRERT
2 iEEICPES)
b1 3IFKRFiFE40mg> ) >20.4mL
Ea23ITETFE80mg> ) >20.8mL
b2 I TR TFiE40mgN>0.4mL
bt a3 FKTFiE80mg/N0.8mL
OFsiY v~ F (BEEOBENEEDHILEZED)
OfLRRMETRR X
OFEEMREE
BFEaETCHRT T2 L TRER
OFEMEE. TEUERR. BEMEE
OBEMEHER
OBERMN—F 1 v MR
OFERBEMEDOPREE. BEIEARE S BER
OFFEXIIEEDEHHRICH 2 70— ROBEHFEARUHE
HEZ BEAETCHRT T2 LIHEICIRS)
(%)

b ITETE

40mg¥ V) ¥ ¥|80mg¥ V) v ¥
20mg> V) ~ ¥|0.4mL 0.8mL

0.2mL 40mgNX 80mg X ¥
0.4mL 0.8mL
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5. ®BEX I RICEET 5 ER

I~ F)

5.1 AF oM, FAIE U TR CRIRA T 2 i) v~
FEEICRET S L, 72720, BEiORENIEE O ERIH W
EPRENZBEITH LT, i) o F RIS DHHEN W
WETOMHTE LN, HOFA K4 V2B L7z LT,
BHEORELZFM L., FAOFHOLEEZEEIHB 55 2
Lo [1.4, 1.6

AbRRETAR %)

5.2 Y1 - PERE O RFTHEER. WETBICAIET 5 BRI T %
PRSI GANE & 2 5 BEICIE. SRS DEBEEIT-> THERE
FERDFR B Y64 595 2 Lo [1.52H]

5.3 ARH OBE OILIRET RIS EE 2BV 2 A5 K OV 2 3 FE
LT ARV, [17. BRI OBEONEZBAIL. KHDOHR)
Ve OV 4x Wk % 40 (S BR U 72 L Cllis BB IR %2479 2 &,
(1.4, 17.1.6-17.1.8&R]

GEHEMIREE)

5.4 BRARRERICHLA AN S N B ORI, PR S 73875
oW, [17. BRG] OTHONEZ BRI L, RHOH R
Ok % 40 IR L 72 BTl g OIRE 1T 2 Lo (1.4,
17.1.92M1]

(BEMEZE. TEHEEHR. BEMEE

5.5 L% LOIHE OB ERE RIVMREEZETL) <
GBI ST, B AMEERE (BSA) D10% FI A
WA Y52, [1.4. 1.5, 1.781]

5.6 HEEVEORNE, BEEIR IR E F T 2 LA kT2 L,

(BEME#R)

5.7 L OHEHIIB VT, BAEEE GEX 7 o4 FEHIRIERE
) A2 X B R EMREITo T FRBISRRET 20 5 h 2 Bk
SERDIR DA G552 8, [1.40 1.58/]

(SEEEICERM 2 E T 2 EEMIF RN %)

5.8 WBEOBRIIBWT, Ll LH1HOIY v~ FH (AR
FlEER) FIC X2 MU REREIT-> Th. REIGERT 25
B2 BRAERDFR B W P55 5 T & o AR R
HiJRIZDWTIE, RIS 2 A5 R OV &5 L C
Wiz, EEIRDEE L. £ BB RS TR OSSR S-
THZE, [1.4, 1.58H]

(BEEAN—F 1 v MR

5.9 MEDHEHTB VT, BAAAEHEE (A7 04 NI e H
) X B R EREITo T FRBIGRRT 20 5 A2 FiH#
SERDE DA G552 8, [1.4. 1.58H]

(7a—>%)

5.10 BEDHEHRICB VT, KIWLE, MoEYHE -7 3 /4
UFVEBEA, AFaAf R, THEFE ) V) HICX LY
BEEIT> T, BRI T 25 5% BRI 2 Y &1
B535Z 8, b, MG ZEREITDTREBEBIEL
BAHET) Tk, [1.4. 1.58M]

GEBMXER)

511 #BEOHEMICB VT, MoEYHdE: (R7a4 F, 7HF4
T UE) HICX DR ERETo Th RBIGERT W] 5
P RARIERD IR B B A e 595 2 Lo 72720, BAICBWT
. AH LY B BIMOPITNFRANC X 2ERELET L L,
WNBE 2t G & L7z BN ERR RS B W CEEFHIEH 01>
THHEGSGHEBOEMRETII TS LRI L DEIFIFED ST
v [1.4, 1.5, 17.1.212K]

5.12 MR G IR ETOTRBEBBEL 2D HT) 2 &,

GERLM ORI, BBXULARE S ER)

513 BEDHEHIIB VT, BEAFHEHE (R—F v MEICLZ R
EIBEETIEY 7 u AR V& ZOMOIEEGERE ) KT
RO AT T A FHRISE) 12X 288 27> Th, BARICHE
K3 % B & 2 lERAEIRD TR B 5o 555 2 Lo [1.40 1.5,
1.83#]

6. AERUHE

(g o~ F)
W, KAE T FY) A7 (GEfE TR & L T40mg% 28
W1, ETEHT 2. BB R TS REE. 180mgE T
WRTE 2%,

AERRMETRR %)
WHEL AT S AT (EETHEZ) L LRI
160mg% . #H$%5-238 M5 I1280mg % K T4 %, #Hnldk5-408
I# DAL 40mg 2 M 10 3 1380mg & 22 1l i T s 3 5.

(EHEMIRREE)
WE, KA 7 57) A~ 7 (EiaFHEZ) & LTyl
160mg% . #E5-28H#%1280meg % B2 F k3 5. k54
SR DRI, 40mgZ fEdalE, TS b,



(SEMEE. ERUEEL. REMEZER
WE. AT YY) AvT GEETFHEZ) & LTwmi
80mg% f FiESS L. LAR23EIZ108l, 40mgZ & FiEsN 35, 7%
B, FEA T 2YE1E1M80meE THETE %,

(BEHE#R)
WE. RACIET ) A7 (@IsFHiRz) &L T40mg%x2
LB, FETEET 5. B, RATH LA 1080me F
THETE %,

(BRAEIEBIM 2 H § 2 S E TR R)
W, 7TH)ART (EETHEEZ) & LT, kE15kgDl
30kg ARl DA 1X20meg % . AKRE30kgDl D45 1340mg % 2.8
WZ1EL R 5,

(BEEN—F v MR)
WME. AT F) A~ T GEfETHIEZ) & LTymic
160mg% . #5528 M #%1280mg % K FiEgt3 %, #Mlx54
LR, 40mgZ 208121, BT EST %,

(7 a—>4%)
M. KA T YY) A~ 7 GEETHIRZ) & LTyhi
160mg#% . WIM$% 528 % 1280mg % B2 M N3 5. #Im¥x 54
WEZ LI, 40mgx 2081210, K TFES T 2. b, RERD
WES L 72 % 4121k 1 n80mgil =T & %,

(EBMXEBER)
BN
BHE. TV AYT (BETHEZ) & LTHRIZ160mg % .
Wz 528 [ #£1280mg & K MG %0 #5408 B #4 DL R
3. 40mgZ 2321, B TIERT 50 B, MnlfG450E M %
DIBEIZ, B ORBIZIS U T40mg % fE 1 L 1380mg % 238121
b, ETEHTHILELTE S,
NI
AREAOkg EoGAZ. @F. 75 A~ 7 (GEETHIEZ)
&L CTHNNCI160mg % #5158 [ % Je OV238 1 % 1280mg &
B FEST %0 Wnl$b-48 B % LI, 40mg % f3E 1Ie 3
80mgZ 2:HIZ1M, T3 %,
RE25kgl FAOkg R DA, BH. 75 A7 (BT
Mz ) & LTHRNII80mgE . #Im$%5- 18 1% K 028 M 412
A0mg% BZ FiHEH 3 50 Wik 548, 20mg% fFE1
B3 1340mg % 28121, B2 TS %,
RE15kgbl F25kg R OW &L, @H. 75 A~T (BT
Mz ) & LTHMNZ40mg% . #Im$5- 18 R4 K 028 412
20mg % B TGS 50 Wl G4 DL, 20mg% 208121
bl B TFHERT %

GEREEMO RS, BMXULAIE S ER)
WHE. WA T 5 A7 7 (BIEFMRZ) & LT
80mg#x. WG 1A% IZ40mgx K FiEs 3 5, #IREES-3
LR, 40mgZ 208121, BT EST %,

7. BERUVREEICEET 32

(GheEE)

7.1 A PLEYF— MEOH) v FHEE T 25412, 80mg
B GO LR &,

7.2 AFH| AL AW RF OO T, HRIE R a5
VLTV WwWoOTHHZ#ITEZ L,

(AR 7~ F. SEMICESMEE T 2 EEMHIFHRMEREETR)

7.3 RAL TNy LT GEETHIEZ) oftidfTbienak,
W CTHEM L2 7T R e & L22BRABICB VT, AH
B GPTNFEA E 737 27 b (EIETHRIRZ) OPFH#E
R T BE T L 23 ROM IR SN TE ST, K
Yo i OV I 75 IR YYIE O T BIR DS ARHA % G LU TNFRA 0 12
LB AE S BECTORIE L HRTEY» > 72,

(g~ F)

7.4 RANC X 2 EHBOS L, @G EA S 128 I S h
Bo 12BLINICHEE OS2 S N WA, BB
OB HEICHET LI L, T2, W27 THREIE
SNy, BIEOBREET MO A HEICHET S 2 L,

ERRMETRR )

7.5 BRIRFERTIE. %5528 LT IS AFKI80mg 238 [ 12 110l Bz i
FHIW D B 2 2B oA R M REREIRETI S hTwinwa &
25, AHIBOmg D28 M1 K TS % Bis 3 2 FEIZ oW T
I3, BEOREZZE L, HMEICHKT5Z &, [17.1.631]

GREMREE)

7.6 AFN X ZWEHSOGIE. WE G- BGH 5260 NI S
%o 265 LIPIER RIS b N WIGE X, AK O WGHEETHE
OMFEAERICHET L 2 L,

(BEMHERER)

7.7 AFNT X ZWEHOSE. BERG RG> S 128N S
%o 12D OB 255 DN WIGAIL. BAEOHHET
OWFEHEBEICHEZET LI L, T2, WEEZIT-> THRIRI
bzt BIEOBHETH OB 2 HEICHEZE T2 L,

(BEHZE. TEUBEEA. RAEMEZE

7.8 AHN X ZWEHOS . BERG-FG» S 16ENICH S
%o 16 LIPICIRI R 255 D N WIGAIL. BAEDHHET
OWFEHEEICHET LI L, $72. WEEZIT-> THRIRI
bzt BIEOBHEETH OB 2 HEICHEZE T2 L,

(SRR 2 H 4 2 BEMISRMEBER)

7.9 AHN X ZWEHOSE. BERG-FG» S 128N HE S
%o 12D R 25 D N WIGAIL. BAEOHHET
ORkFE 2 BERICHEZT D L,

(BEBN—F v MR)

7.10 128 LI FRARIFEIR 2 PIBLER AT FLAF 12 X 2 B PO 28 H
WA, AR OGS OLER A EEICHET L 2 L,

(7 O— %)

7.1 RFNC X BHHELOSE, WERGEE? 54D SR
%o 4B R TRRARTEIR 2 I BLEEAT W55 12 X iR B AE 61
WA, RA ORI 5 O LB EZRET L. o EseE~
DYHEZE#ERTHI L, T2 0mg DI E X, 40mgll &
LB TARIEAED ON/2d DD, MEFHREHIIRIRANEG L
72EEICH L TIT) 2 o 80mgll®E L CHRIREIESN LW
Yitr BRI OG- OV R EEIIHET L &,

GEEBMHXREBR)

712 RHNC X BEHROBE, WERG R S8BT S
%o QIR R TEEIRREIR 2 I BLEE AT WA 12 X 2 & B L s 2t
PO VAR, AR ORGE2RIET 528,

8. EELEXRNEE
8.1 AHN&. MMk BOG & PHi§ 2 TNFa (MEBFEIEN T-a)
DEFIEYEZ I 2 O T EKGE SRS A 5 TR
ZRIETURMEDS DD, TORORKORGICEL TR, +5
HBIREIT V., BYYEORBLPHEICEET L2 L, o4y
R EOYHZOBBITEETLIE, $720 BETHLTY,
FEE. BRIBREND O DNYEITE. Ee IS BHEICHZ
THEIEETL L, (1.1, 1.2.1, 2.1, 9.1.1, 11.1.1BH]
8.2 AH % &L HTNFRA OR R T, MY i
W5 OIS BRI L, Eho 2 OGN DH D, F
7oo BEIY v~ F O X ) RSN B O B B BE I E
i 2 RIS L a, BIWE Y v ooy 2 2
MET LI ENREIN TS, T2, PITNFEHA Z AL 7
AINBREAERANCB VTS B TS o PR AN S
ENTWD, KA ORFERRIGIATE TR VDS, BV
DORBBUIIEET S L RAELGICET > TaToEYE (I
Wy SRR O R 3 SRR A D B BE IPUVAK L %
175 7288880 & HHHERE) (BT, FERANE L E oA
AL, BSPbEREMET S 2L, (1.1, 15.1.58H]
8.3 Wi DM YH TIER DA K BB ZNADH % 72
B REN O GAZINT > THEZIHE T 2 15 2 W K O X
WA A, 4 vy —T7 0y Iz YNy v
FOBHAEZ ATV, SR HCTRAES 2179 2 LIk D, Witk
POFEERAT LI L BT, EEREED L 3B YR
ROBFIIBNTIE, YV ) Y RUSTHEYE & 7% 5 REE
BHLOTEETLI L, 72, AFOWIHICH 72> TIEAFA



TGOV A7 NAT 4y M EREEICHRT 52 Lo RAERGHIC
VRNV ) YOS SEOMAESEEOBZE BT, RGH%ITEH)
PERAE DS HDND 2 e H 5720, AFESG T IS H XA
SO A & BIIICAT S & B ORISR T A C
Lo BB L. BRI EEDN LA (Fibid 2, AE
WA FEEE) RIS EREIGERT S X0 HTL L,
(1.1, 1.2.2, 2.2, 9.1.2, 11.1.2&H]

8.4 KK % & LHTNFEANC X 2BRUF-257 4 v A O FIH LA
HHENTVDEDT, RFEPEGIE. > T, BEIFL Y 1 L R &G
DHMEZRFERT S &, [9.1.3, 11.1.88]

8.5 AHIEGIIBWT, ET 7 F v OFMIEHET 2 KE % 58
L7z ofHid vy, BREERIOV A7 2 BETE LD
T Ty FUBRIIITb R VI kL [9.5.2, 9.7. 18]

8.6 TSIV THLBE, Fok. . TR, 29, Mt
LZHBEDONTVWEDT, KRHZEREICHG T 5L b, FI
WHEFE L, LIS U CHEY 2B ZIT) 2 L,

8.7 AH 2 HHLITNFBIEICB VT, HiokHEYUE (Filkbifk)
DFBABHE SN Twb, [11.1.3, 15.1.38MH]

8.8 AKX A LIMTINFREICB VT, MEOEBOELD L {I1d
PR B (BREEEEEZ E0) PG I Tnd, TnHn% L
& MO RIEIIHIEN % A3 5 38H &2 00 L7 BF IS8 WOl
ENTWB, %L OREGIIPITNFRA OG- k12 X - THE
L72%5, oM TNFRA OGS L > THERBAL 60D H
%o FERPEEDYE K ORFHEIC & ) Uk L e WE 1A
OPIEEEET LI L,

8.9 AKANZHBWT, oA F—y 2AnBEAL (OFH. Wi SOEIEAE
R PWEENRTVS, LIl F—Y ZABFICARK Z2HET 5
WA, FORBEETO, YL af F—Y 2A0EALICEET
5Tl P K=Y ZFERAEAL U7 B A0 1E, 88 7 AL
i B R

8.10 ARAIOH LA X V. FANIK T 2P EAE SN D 2 L 2D
%o BRRBICBUY 2 OARNTOREAERIE, B v~ F44.0%
(A b ML FH— MEHTTIZ19.3%) . (LIEPETFIR2£13.3%,
JHPEIE R RE0%, S VENZMELL . 6%, DI PERZHE30.0%. Rt YEHF
HE4£16.0%. FAEPEAE SR 4620.0% (X N M L9 — MEH
TTI15.0%) BN —F = v Mi5.0%. 7 T — 2 3§6.1%.
B ERIG 223, 7% K OFRIESME R &9 i k12.5% TH - 725 [
IRAERIZ BV CTARFN T 2 Pk DA DR S N BZITBW
TIE, KA DML P HEEA T 2 WA AR Sz MR MK
TLZBHE TR OBENLD 5,

8.1 KA DK EGHIBIZH 72> T, EHRERICBVT, LFEM
WX B, EMOEBEOEEDD ETHE21TH) 2 &, HOHRYS
DBV TIE, ERiASZEOZ U2 HEICHRE L.+ %
BFilhia g Lz b, REFE G X 2 EBE & sHidiicown T
BEDHRL, BEH SRS TELI 2R L ET,
FEEiOEMIGED D & TEMT L & Tz, WIHB, RYRES
ARAENC X ZEWE BN 560, B OHS ORKGEAN R k72 IR
W& BUHEMEDS D A YA, EHICHCHR S 2 k& ¢, &
MOFEM T CEEICBET 22 LB RLELZITTIZ L, Y ¥
VIR Y OREREFTFEICET I8 AT LR,
BEADY) vV VIRV 2 BERT 2 Eme i3T5 2 &,

9. RENEREFIHBEICHT 2R

9.1 ABHE - BEESEDS 8%

9.1.1 BPE (EBGBRPELRC) OBERIBRESEDNS
B
1.1, 1.2.1, 2.1, 8.1, 11.1.1&H]

9.1.2 BROBBREE (BIHROREENDH 5 BERVMWHXR
HEERRROS 5 8%) REHERBEIEDONDEE

(1) FROBERYHE Tld, MR IEELS ¢, SRD BT 55
ENDHDHo [1.1, 1.2.2, 2.2, 8.3, 11.1.25H]

(2) WHOBIRESN D 2 EMIAHT 22 Lo DTFOWFhpo
BEIIEL R & U CAH O BRI WY R YU R & 45 5
Z&o 1.1, 1.2.2, 2.2, 8.3, 11.1.22]

- B R SRR BRI AT A EE S B B AT
by e
CREOGHRE (Wb &) AT 288
A Y F =Tz v -yl Y NV 7 ) Y OB O A
WD, Bt Sebh b B

R L ORIERMEL AT 5 BE

9.1.3 BRIF R AL XX v U7 DEERIIBEEREE (HBsHE
fatE. b DHBciifE X IIHBsH ARG M)
PSR EE R R T ANAY =D — DTS Y ¥ T %47 &
&L BEIFZE A VA O FHG AL OB LIEIRDFIUFEE T 5
Z &, FHEEGITNFREA % %5 SN 22BRFRY £ VA S %
V7 OBFH IR T BT, BEFFE Y 4 V2O FENE
LsBD B, W EBHMESINTVD, BB, I
B x, MoREIHIER % b o35 2 x5 L2 B
BETWD, [8.4, 11.1.88M]

9.1.4 HBRBIREDLDNIBREF T IBERVKIEEDH 5 EBE

(1) BB B BEDbN L HEE A3 2 BHE IOV T, MREFIET
i R0 W 155 W S DA AR & ATV I fE Rtk & A7 3 & SR L 72
ORI OR MR BRE L, G5 RIECHEERT) 2 L.
BB ERBOBZNAH S [1.1. 1.3, 2.4, 11.1.451]

(2) BiBEROFIERED D 5 BF 1. WL WSS WS O % F i
L. HiEEd a2 e, RMRESHOBZNYD %,

9.1.5 EEAMKAER (MBS, BERRMHAEANSE) DBEEXR
2 ZOBREROH 5 BE
M EATEAL T 2 BZ N0 H b [11.1.651]

9.1.6 MEMMRDEEEDH 3 HE
EWICHZ AT R EIEET 5 2 Lo FETEM 2750 5 3
BYDIEDND D, [11.1.781]

9.5 1143

9.5.1 MU L TV B R D @ 5 P IE, A Lof i
PEASEBtk %z B2 &I S MDA OREESTH 2 L,

9.5.2 KA DKL % Z - BE»SOMAERISH LTET 2 F U %
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M. TE PRI, AR Fo U=, BEEAB R R OB EIEE R e Lzl
& BR. BERTE. KE B IR R O — 7 Gk (BRG] 0 o S 49 0. 648, Bt
R H 23,036/, HEAHE534,000AELLE) 12B VT, ) >3
HE 3 PEIE HE?J\(Z\%\ JRpH DFBIE, $90.11/100NETH o720 T OFBIRIL, —%EN
E5t BEARL KLY B SN SN B PIRO3ETh > 720 BIETY < F BH RO
e SN O BE (FISIEBITEO B B IR ERE O
A B ELMEN WO BHE) T, ) YO Y A2 Ao 72 TR
NEIRHE, Af 3 LR gE, H%)EHE‘ JEE Rz B HE LS DWW TUEL #90.7/100 N 4ETH - 720 1) v 28 E K OV
e SR e A AR O PR & LTS, FUA. KB, TR
i i B, REMEREDS CWESRT V. ShEORS
R | FE B BRI, R REE WA E, A4 7 REJEMIE, —BAO2STFEENE DO EHP L T2V ~10,
N MdE. | ARG, IR, WG LR | v R (1.1, 8.2z&H]
il B gEYr. MR BEIG 2 e
BNV K, B BT LV E— = 2 15.2.10 KHFNE, v 7 ARG T v PEF o lICRG 55 &0 Al
Bk UYL e, 7 ) 7 b FUBPEAL & ST IO W AR B, 4 1 e S
v B AE e R, WE i v, O -~ N i =5z NN
5. BN, CTEA. Bohwv, To7ed, PARERBIIEBE N TV,
IBXAREE . RN R sz Be
B AT 7 b—F A, 16. ’%4@ =
BAEIE, 7L53 > LR A, 16.1 MARE
FLEG . FLEO . R (B8E Y < F)
St i, SIS, 16.1.1 BEES
LR KRB % B ) < F BT ) 2% 7 20mg. 40mgl 080mg# Ml
i M BT BG L7z b X Ol i iR R OB S5 2 — ¥ %

PUMIOR o MiE iR B HEICHFA L THEmML, 759 4%
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5)o

16.1.2 R1E#&RE
i) v~ F BT 5 A T40mgZ FEE THE- L& &
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BT bT 7BEIIHIS~17ug/mLTH > 72 (HARN K OHHE
ANTF—=%),

GEREMOREE. BMXULAIRE S ER)
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ofEra 7)) v EEBRICEILE NG LI NS,

16.5 Btk
FNZT 7Y 5= 7214 .8mg/kg & LAEFIRNEG- L& & IR
X7 5 A= 7T 5 A< THORR R I3 S e ho
720

16.8 Z Dt

16.8.1 FLit#&1T
BT 7Y 5= 740mg % BN TP L7 RE o FLiT i
W HH5-6HBICkKEME (3lng/mL) 2R LYW (JHEAT —
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Score (BAF. [mTSS)) THHili L7z#H. R—=ZAF 4 b0
AL I ARAN B GHEDT 7 v R GRICHARTHERICS R B
IR IE O MR B IR R SR S 72,
72 mTSSZELE

76 1 mTSSZALE (MTX CTRIERA 55 2 B #)

77 £ K+MTX 40mghElE+MTX
N—2F4 ¥ (V) 66.4 72.1
52 D% bR CF¥MiE) 2.7%6.8 0.1+4.8%

77 £ KR+MTX 40mgha+MTX
N=274 ¥ (FHiH) 13.76 14.22
26381 DAL CT351H) 2.38+£3.19 1.48+6.065°

$p<0.001 X7 L ARE
F 72, 26081 DACR20IZ. AFFLGHEDT T £ R GREIZ AN
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23 1 2638 D ACR20:E B B Dl 6
77 £ R+MTX
56.4% (92/163f1)
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§p<0.001 *} 7 F KR
GAVEFFAM R 171 BT B E A EF R, SINEE %266
(15.2%). JFBEREFH 14060 (8.2%). ALTHEIMI3H (7.6%). AST
WAL (6.4%) . FEGHERIRUE. F8B 41060 (5.8%) HTH -7z
17.1.3 B B MHERER
1#1 2L EODMARDSICRN A 145 % B ) v ~ F %5445 % &
R L7277 BRI HEMREGAERIC BT 5 263814 0 ACR20
& AREE GBS T T £ RE GBI THEICERL T WY,
4 1 2638 D ACR20ZE R EH D E &
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$p<0.001 X 7J L REE
ARHNBGREAIBN B 5 F A7 EFHLIL, ATE Y8211 (19.6%)
EAHBALIEIRTAB) (17.7%) SARTIB (16.9%). &5 HE 564
B (15.3%) HEIE55H1 (13.1%). HE.L4561 (10.7%). T Hi436510
(10.3%). F&&4260 (10.0%) WREGEG38H] (9.1%) FTdhH 72,

ERRMETRR )

17.1.6 ERNZE MHEER
HEERE A & TAE O H AR AMUIB MR R BB 2 MR L L7223k E
WeakERI BT ¥ 51238 % 12 Hidradenitis Suppurativa Clinical
Response (BLF. [HiSCRI), N—RF f VI & elg U ClEgs oY
RAEVERG T ORELA A 72 L & D50%IRA Ly 2D IEE5 5N OV HEE
LB L CW AR E BRI ND) %E L7 BERE O#
£1386.7% (13/1561) THh - 720 $£5-5238 L T80m g % 5-
WU B 2 7R (W) ) B AT 577 ~1133) 2BV T,
B0 % 2 OHISCRIEE K 1366.7% (4/661) TH D, 80mghsH
P51 0 % 2 %128 $66.7% (4/661) THEFFS LTz, [5.3,
7.5%MH]
RV RGP BIT 2 T FEFRIE, 1 ¥ 7 VT V6
) (40.0%). FIRSEZES5H] (33.3%) THh -7,

17.1.7 BHSE AR GH8R 1)
FRAE 7 © T O LI T IR LB E 2 R L L2 7T 2 R
CHEEMILEGERIC BT 5 1208 OHISCR % 3E 5 L 72 3B O
B TERIRT 128%OHISCRERFRIZ, AHIFREGHN TS &
ARG THREICERL WY, [5.358]]

#7128 OHiISCRIE K3

75K 40mgfE:H
HiSCRI % 3 26.0% 41.8%"
(1258) (40/154/1) (64/153%1)

$p<0.05 x 7T b REE
AVERH A 15360 O T 2 A7 FEHL L, FEIRA1460 (9.2%) .
GEFE1451 (9.2%) . FINEE 96 (5.9%) . FAREEASHE (3.3%) .
JREGIEGEB] (3.3%) 45 TH - 720

17.1.8 B/ ELIHEER KB I)
FREE 7 S T QLR T IR LB E 2 R L L7727 T 2 R
CHEERILBGABRIC BT 5 128 % OHISCR % 3E W L 7-BEE D #
HETRIORT, 128H%OHISCRERZIL, AR GHNET I
REGHICHRTHEICER TV Y, [5.35]

#8 1 12 # OHISCRIEM 3

AN 40mg i
HiSCRE B 2 27.6% 58.9%%
(12:8) (45/163%1) (96/163%1)

75 £ R+MTX | 40mghEiEH+MTX 40m gl 8
NR=AFAL v
CrfE) 21.8 18.1 18.8
523 R Db s
(SRR ) 5.7+12.7 1.3+6.5 3.0+11.2

§p<0.001 MMTXPEH 79 RHE
R E A 5 BE2TABNC BT 2 E A EHLIE, RIRF K616
(22.3%). UEHES661 (20.4%), H046%1 (16.8%). RO JidE
4161 (15.0%) . EA5GEKG2361 (8.4%) %TH->72e MTXHE
JHEE268BII2 B0 5 E A EF G, BIHIERS2H) (30.6%). ¥H
5361 (19.8%). EAGHEIEGS06) (18.7%). L4560 (16.8%).
B 232161 (7.8%) S5 TdH -7z

17.1.5 B ETHARR EHFREOERLE. MTXSHRERT450
BE)
MTXFRA TGO 7<= F BE61F 2R & Lz, MTX
PEHTO7 7 AR EE R BT 2528 % OXHA a7
(mTSS) THAli LR E TRIORT, R=2AF L v nbDE
(LR IEMTX & AH OB EEAS, MTXHMB GBI R TH IS
A7 (p<0.001), PBHMiBEE AR IR AR S 72,

$p<0.001 X} 75 L ARE:

RV 163610 £ 2 A EFHG L, Som21e (12.9%). 5

MHEE 22961 (5.5%). FHIOP (5.5%). LAEREGSH (4.9%)

ETHoT,

96 J1 RN & 2O ILIFEFIR IR E A7 L (RAMSBRTLE14E DL
RTCALIR PR IR S & B S ) MRS e O PR B O R A3 LA E
TR AR 5 7 2 29 BT L BACALBR T IR SR EAFAE L. €D ) Bl
A Hurley ESE A 7T — Y T (AL ED)E 55047 L 725810
BT, M CREOEHE ) SUSTL (5RO I s L 7o
BRWRE T, SICHIET %) TH Y. [LIEETR Lo O AN S
3 LTS AT & L (BSMRBACHRS 1 ] DL LRI
WK U CTRIRA T I BB R W) FEOS&M a3 B,

GREMR R E)
17.1.9 ERNE MR

JIFTGIE CRIRA T USRI FR I S R w T S 7z,

Bk oy GRLBE O3B AR O FRM I B W TRl X % RIE

Bl A T 7 ASLEL 1) & A 9 2 TR R P N R R R 22450 & sk

G LAEERRBICBW T, 74 A< 72 HI2160mg.

P 5-208#1280mg.  #)H$% 548 % L3 40mg & J81 [ i F

BehL7ze $526%ICZPGAR100 (Pyoderma Gangrenosum

Area Reduction100, FZ[ & L 72 BB VDR R RE BB O 58 4 7 iR/

PASH) 238K L7-#461354.5%5 (12/226) TH 729, [5.4%

18]

—8—



GAMEFHG R G 226012 B 1) 2 oA ERGE, LRI 54050
(18.2%). Al 7 v ¥ ¥ ZFRHEIR, 895, AUGE, ZIENE R
JE3B (13.6%) %TH o7z
B2 7 a4 Mz 7L F=va S8 10mg/ H LV T o — & JH & Tt )
feE SN, TOMOBHHEIE R ERRZ HE L2z35H/#: (Y2 n
AR VEEOGRIEPIRAE) (IO & Sz,
$p<0.001 BIMEA R E20% & 02 L TEEAR Y M08 & H o 72 I E
(I B A 52 A7 7K 5% )
(SEMEE. TEMBEEHR. REMZE
17.1.10 ENE I/ DHERER (BE4ER
PERRE VL FEE O s B PR R (12 RS T2 R 95 A3 2 T A
(BSA) ®10%bLLt. 7 DPASI (Psoriasis Area and Severity
Index) A3 7H120 L) 16961 % x4 & L7z24 4 5 — EHE M
AEC BT HAPASIREE (1634) #iR%E FERIOR T AFIRG-H
DOPASITSRIRHIE 7 T £ R SRR THEICERL TV,

9 1 16345 DPASIT5BUS

75 kR 40mg 40mg+12 80mg
PASI75 4.3% 57.9%% 62.8%° 81.0%°
(2/4681) (22/3841) (27/434)) (34/4245)

$p<0.001 #F7 7 & KEE

a : 80mgWal faf ¥ 5-5
LAEVEFM A S 123B1C B 1 2 E A EHLIE, SIRE 456
(36.6%). It b1 7Yk FEEIN2461 (19.5%). liHCKEEhn
1761 (13.8%). TESHERALALHE, I rb R BEHS 1441660 (13.0%)
HTHo72,

17.1.11 BRFEIHERR (REEEE)
ARG (T RLFF— b, Y70 RE) %) TRHIREARTG 2
JaMERZEE () BE1I0PE IR e LI EMaERIc B 5%
H16HBICEIRINEEE (N=2F 4 ¥ 5O IR A 3 7 A58
OLEER) K L 7R O #I51370.0% (7/1061) Tdh-7:19,
FAERGL, BINFL, € HHES3M (30.0%) FETho7,

17.1.12 BHELARR (ZEMEEHX) (38)
FPREE SV T OO Ui B I R B A g B (NG B S A S 3 BE
Pk, FRBEEASMEE U Lo X F u A FRKIESIRET
MR G YE) 313 &R E L2245 75 & [kt
M EERABRICBT 5128%DACR20% TERIRT (BHD
#150%EMTX & ) o AR 58D ACR201E 7 T L REEIZ AR
THBIZERTWY,

#10 : 1238# O ACR20:ZBUEE DO HI G

7I R 40mgh 18
14.2% 57.6%"°
ACR20 (23/162f1) (87/1511)

§p<0.001 *7F L KRHE
7o, 20HOBEINELHER A FROROXHA TT7 (mTSS) T
S L 72  AFEGHONR—2 54 b0 LRIE T T
RN TEEILD B ho Tz,

F11 : 24 HOMTSSZEAL

75 R 40mgh
N—2F4 ¥ (Vi) 19.0 22.6
24RO LR CFIgMH) 1.6+7.50 1.0+8.62%

$p<0.001 X7 J t KRB
VI R 151 B 5 Ea A EHFLIE, LA E G196
(12.6%) . SIHGEI15B] (9.9%). JFEHFBA G106 (6.6%)
OB (6.0%). MILESHE] (5.3%) %ETH o7z,

(BEMHERER)

17.1.13 EIRNE MHEGER
1AL EONSAIDs TRIRA 155 AL AL O 7 o i Bl 1 5 e
THERBHAB 2R & LI EHABRIC BT 21 5-12:88% 0%
#H (ASAS (Assessment of Spondylo Arthritis international
Society) 20) &, 40mgha#$z5-T73.2% (30/4161) ZmRL
72200
FRAERRI, RYUEL1H (46.3%) . FFHERERRE1161] (26.8%) .
S SOS6H] (14.6%) TH -7z

17.1.14 @5t MAHEER
G RIE B HE SR (NSAIDS TRIRA T2 7% E) 31541
ERRL L7 T v AT EE BB BT 5 1288 oW

A (ASAS20) & FRITRT . RAEGHIZT 7 R EGHIC
HARTASAS201ZE L7 HIEDH EICERTWY,
12 128 D ASAS20 It

7R 40m gl

ASAS20 20.6% (22/107%1) 58.2%% (121/208%1)

$p<0.001 X 7F L REE
LA VEFRAM O 5208611 B U 2 E AT EHELIL, IR S2646)
(12.5%) HEJa2060 (9.6%) HFTH o7z,

(CEEMAFHRMERERR)

17.1.15 ERE DHEHER
BEAE R CH RIS B D o > b o — L 2SI 72 6 B A L TG B
A B AAEV RV B R 250 & R b L 22 E R
2B 5165 #EE (ACR Pedi 30SUGE) IIMTXBEH
$190.0% (18/2061), FEBEHBIL00% (5/561). 4K TI1292.0%
(23/2561) R L7220,
FoaERSE, RIHEETH (28.0%). 5. HHKIH
(16.0%) %ETH -7z,

17.1.16 BSE M AR
A CR BTGB D 3 & b a — U 2SR 8 7 25 B E TR B
AT AHEEMS MM RERITIAE R E LEEREA
W B T 516 %W RS (ACR Pedi 30BUEH) IMTXHE
JHBE94 1% (80/85M1) ., FEGFITHETA.4% (64/86f1). 4xfkTlx
84.2% (144/17161) %KL 720
F7o. EEHEAN (1638) TACR Pedi 30BUSIZE L2
BRRE LT EERIICB VT, 54888 £ ToORBFBRR
T RITRT,
KRAPEGTEL T T & R 5B AR TR BRI A 5K -
f:22)0

13 : 481 F TOBBFMR

7I R A 75 R+MTX| AKAH+MTX
71.4% 43.3%°% 64.9% 36.8%°%
B R AR
IRIBFIE | o008 | (33080 | (a/37i) | (1473860

$p<0.05 X7 7 & KR

1638 (ZRAVEEHIETR1716]) O EAAEFLIEL, TEETAERE
3261 (18.7%) JEGTIRALBUG276] (15.8%). T ERAL I BIR17H)
(9.9%). 1661 (9.4%). FAGHIEG156] (8.8%) & Tdh -7
48 (M R686]) DTG EHERIT, THHIBAIER,
AV ARG 1260 (17.6%) LAGEERG1160 (16.2%). EEHED
PLROER106 (14.7%) . #4596 (13.2%) FTH 72,

(BEBN—F v MR

17.1.17 EREDHERER

WEAREHE (AT a4 FIOIREREHD) CHRAN T REERAN
—F v MRBE00 20 & LI E M IR B B
24% OFEILGER GHILEHE IR O A EHI & SN BLSERT Rt
ERCT LI T (FHGE. e & ko 2 RE 0
&) 13, 45.0% (9/2081) %R L7222,
FAAEFLRIE, BINEEIF (45.0%). FH, X—F = v ME
BdE (R OEAL) . 5. S35 (15.0%) TH o7z,
PGB E R —F v MRS 2 AN RO B X 5584
B RARIUTER & SIS AL, I E IS AR Lem BLE 0 SR i
DD SN BEHHG & Sz,

(7 O—>¥)

17.1.18 EXNE I/ LARR

(1) BASEE

o EHEE (AFa4 K. 7HEFF 7Y 0, RGRERDES)
TR 5 b EIE T EIEDTEEIICH 5 7 0 — VIE
(CDA : 220~450) 901 Z xR & L7 T LR3I M _EH MK
HBGABRIC BT 2408 O %EfF=E (CDAUBIS0AM) 1k, ARH#I$%
WM T T 2 R G R ARE Do 722,

#14 : HBEO B

TR 160mg (#E) /80mg (2:87%)

G 13.0% (3/23%1) 33.3% (11/33f1)

LAVRHERO7HIC BT 2 A EHE Bk 13, EHHEE
RO, FAGEESeRAB] (6.0%) SFTH o720



(2) #EFesEk

AL R T, 4H#%ICCR-70 (CDAUBTOLL FiiA) %R
L7z7u—UBa82hlzxg e L7 7Rl _HEMRIL
WEREBIC B 2, #5520 H% O MBS FRIRET. 528%0
BEERIE, AR GEEDT 5 R GBI NE - 722,
15 1 52 D FEfER

77K 40m g

FEfRR 9.1% (2/221) 38.1% (8/2141)

RAVEFEA S 256012 51 2 EfERES (52H%) 3. BIF
BHA1460 (56.0%) . S:iR4B1 (16.0%). 27 11— 45, Hliski% 360
(12.0%) %TH -7z

17.1.19 EIRE TR

HERS
MEFRRRE A R DNIRGS L7227 v — VR8BI i g & L7
IFEBERBRIC BT RABE RS 512 X H5CR-50 (CDAIiEiA50
Vi bliRA) 1383 T75% (21/2861) THh o7z,
FEofERGIE. BIHERI3G (46.4%). 70— VK. BB&
40 (14.3%) 5Th -7

17.1.20 #5108

(1) BASE (B I/ LHARR)
foE#Ed: (Aruf N, 7HF4 7Y V%) TRHREA 5%
HhEE R ERE OIS EIIC H 5 2 v — Vs (CDAIfE : 220
~450. PUTNFEAIRGEHE) 2990 23R & Lz 7 IR
HEBILERBRIC B 2 40R%O%EM#E (CDAUEIS0AM) % T
FITRT . GRBOEMRRI, RRAELGH?T 7 LR EGHICI
NTHBIZERL TV,

#16 : 4O MR

77K 160mg (¥IE) /80mg (2:8%%)
TR 12.2% (9/74%1) 35.5%"% (27/7681)

$p<0.001 H7F L RE
FA VR 2256012 1) 2 F A EHERIE. FEGERAIBUR
306 (13.3%). MLI7BI (7.6%) JEGHERALOS, B & 1461
(6.2%) 1EHEAEIEL3B (5.8%) SETH -7z,

(2) BASE (B5EE IHERR)
A7) F T TRHREDHER L 7z I 70 v &5 9E 3
OB 5 7 0 — Vi (CDAUE : 220~450. 1 »7)
FUXTARRBIEREL) 3250 &5 L LeT 7 R _EE
BGRB8 24 BOEHRFRE L TRITRT,
LHB OB, RHARGEED T T 2R GRICHNTHEIC
BERTWRP,

17+ GAB O TR

77K 160mg (¥ /80mg (238%)
FEfFE 7.2% (12/166/1) 21.4%° (34/159f1)

§p<0.001 %7 T & KB
GRS R 159612 31 5 E A EH5E, B, RN %
ofl (5.7%). TG, TESHBANEKSSE (5.0%) HThHo7z,

(3) #tfEEE (BSELAERER)
o EHE (A7F04 F, 7THFF7) 0 5%) THER D%
HEEE T FIE OGBS 5 7 u— Vo EE (CDAE : 220
~450) 854FIIZE A (MMI80mg. 2:H1%40mg) %17\, 4
HBICCR-T0% R L2 BB ENRE L7 I AR HER
JEBEGAER T B\ T 2634 1 U568 % O FEfRRIL, AFHI40m gk B4
H#ENRT 5 2 REGHIC R THEEICERL TV Y,

18 © 26315 1 UV563 O L ¢

75 R 40m gl
soppse |20 | 17.1% (20/1706) | 39.5%° (68/17261)
e 563 11.8% (20/170%1) 36.0%° (62/172f1)

$p<0.001 &7 7 KRB
KL (85461) 2B 5 F A ERRLIE. FUHS1H
(6.0%) L4581 (5.3%) FThHolzo ZHEMMIM (40mg
W JTE26000) (2B 5 L ERLIE 7 v — V51 (19.6%) .
SRS 252901 (11.2%). PASIRE2761 (10.4%) HFTH o720

GEBMHXREBER)

17.1.21 EAE I/ M8 (BA)

o iEHEE: (AFa4 B, 7HF+ 7 V5) THREA 5%
R S T O B K 2B (Mayo A 2 76~12, PI#L
BEMAS 7 A 3 72~3, PUTNFEFRER) 27360255 & L
7277 AR IR EE ML BT B EEEE (SRR TE
H) 3. SHEBETREAARGEHLE 7o LXK G5HEE DEITED S
N o oAy, 2B TIE, KHBEGMHAT T £ REGREI I
NEDo Tz Tz, SHBRICB HekERY (RIREHIEH) &,
7 F bR EE35% (34/96%1). 160mg (fI]) /80mg (2:E#%) #f
T50% (45/90B1) TH 0. KHLGHLRT T £ R G5H I
B2, [5.1151]

BDMayo A I T HNR—Z T4 ¥ 2 535030%U Lo, o, wT
M7 A2 27 AT F LER— 2T 14 22518 A,

19 ¢ 8 I U523 2 0 B fif 5

160mg (#)Inl)

77X /80mg (2:H%)

i g 83l 11.5% (11/961) 10.0% (9/90%1)
(EZEEFIEE) | 52:8° 7.3% (7/9681) 20.0% (18/90%1)

a: MayoAR I 7H2UUTF, 222, WINOHF T A7 1T

bt SHEWFLARE, BhARA 53 A SR EHN AT RE & S v, BATH)
[BEIE R R
RN RITTENC B 2 E oA EFR (5281%) & B
FET6H] (42.9%) . FEFEAROG18H] (10.2%) % THh -7z,

17.1.22 BHAETHEFER (KA)

(1) BAESE
PUTNF#EA KGR T, MoEHEE (A7a4 F, 7HF4+7
UV E) TR 7 v S O EE O 5 TR R
(Mayo A 2 76~12, NHEEMHAET 7 A a72~3) #%E& L
77 R I EE ML (57661) BT B EERIE, A
FIPe GHEDT T 2 RGBT AR THBITENRL T2,

7220 : 8B O EMRAR

AE 160/80mg

TififEe (8i) 9.2% (12/130f) 18.5%° (24/130%1)

p<0.05 X7 T LAREE
a:MayoA 272U TF, 22, WIENDOH T 237 H1UTF
160/80m g A#E223FIC BT 5 E A ERLIL. BB %
1361 (5.8%) 5798 (4.0%). SEME7HI (3.1%). SIHBHI6
Bl (2.7%) THo7z
(2) BARUHEIFEE
PUTNFRFA O HREBROA I hb 53, onHd: (A7u
AR, THFATY ) TRERA T % b SHE AT FRE DS
PRI 9851861 (MayoA 2 76~12, WSS 7 A3 72
~3) ARV L L7 T RN IE  mERILEGRERC B 2w
ik, REPLGHEDT T2 R GRC AR THEICER TV 2P,
BHTNFEA TR L L7z (SRER) XA ZEHF TR
Too 72721, MBICPITNFREAN OGS L2 » 72 (—kIER) BE
ERAL S 7z
621 ¢ 83l TR I U523 2 0 B fif %

7IkR 160/80mg

o (84) 9.3% (23/246%1) 16.5%% (41/248%1)

P (52:8) 8.5% (21/246%1) 17.3%% (43/248%1)

$p<0.05 X 7T LR

a:MayoA I 722U F, 222, WTNOY T 237 1L

ZEEBIIENC BT B Rl R 257HC BT B T A EE
SUF, BRI JE8BI (22.6%) . SHIEBA 45610 (17.5%). B
22kl (8.6%). MW, BHERA2060 (7.8%) &THh o7z,
17.1.23 EMHERRER (KA. HIFHSHAE)

PLTNFEA O RHE O A I h b 59, o iEfes: (2
FuA N, THEFF T V) CTRIER 5% dh SEE O T
(Mayo A 2 76~12. WHEEMREY 72 3 72~3) OEEMEAE
KEBED MG EERARSERBS N, W TEBS N
7o B (85261) RUTEWNTEMmS 4 7R Ek (10061)) 12
B B52:HBOEMEY & FTRIORT, H5-8H LRI AAI40mg
ZE1EPEE L7z b & 0528 %O EMHFIL, 40mg% s L
7oL EEHEL T, FRBOSEANEF TRMEENICH s
FEDTRD LN o 7205 H 7 RERO HARNER & ERrERo s
FENEF OB AERTIZEEICER TV Y,



22 : 52 DI

40m gl 40mgii 1|
A E N ER 29.0% (42/145%1) 39.5% (60/152%1)
G S 30.1% (49/163%1) 41.1%% (72/17561)

§

1

p<0.05 XF40mghaF$E 54

AW (83 FT) 9526 BT B E A EHELIE. FIHTLE

(7.5%) . WEMEAEE 46360 (6.6%) TH o7z, HEFFL (SHELL

F52:8 F ) 846BIIZ BT 2 EFERLIE. BB RIER1706]

(20.1%). EIWRDEZ£104%0 (12.3%). PAERE5460 (6.4%). L4

G505 (5.9%) . FHEA7TH] (5.6%) TdH -7z

BHTNFEA] T LB B R AT S, BREEELEIRME L 7>

TBEDEEN, 72720, BECHTINFEANCKE L o7 (—
waERh) BB s vz,

a: P58 ICMayo A 2 72 & 283 (MayoR I 7 AIR—=RA T 4 V)
53RA ¥ MULEAD30%LL EiEA, BICE YT A 2 7 2SI
HHVIEIILLEORAD) L7zBED S B, 52l Mayo X 2 7 H%2LL
Ty 222, WIhOY 7237 10T,

7.1.24 FMHEHAR (IR

PUTNFEA O ML HRBOGMIC 20D 53, oB#E (A

FOA R, 7THFF 7)) %) TRIBEAR 5 % S RE T EIE

(Mayo R 2 76~12, WHEMRAY 7 X3 72~3) O5~17%D

B TE R BED 2 xf g & L R E MR % 25 L 72,

WAL TN S - FRABR (9361) M OTEINTHEM S Wizt 7

B (7H1) 2B B 8IAB K OS2 M B D EMHHRY T RIRT, T

ARERDOAE N J O 73R R0 HARNEF & FRABRO/E A E

FOMEHEINTIB W T, SRR & B R % fF & L 72,

FHEIEICB T 2% L Ub2: %O EMHRIT, BMARIEE

NTHBEIZE o 725,

23 : 8T U528 0 TEfRER

1.0;
0.8%
# 0 7
£
e 0.4§
0.2%
E O HIHYY
0.0 e
0 2 4 6 8 10 12 14 16 18 20
W (7)
WE D, 0 | 2 | 4| 6] 8 | 1012|1416 18] 2
77+ K |0/115|38/72/69/37(82/20|86/15|88/12| 89/9 | 89/8 | 89/6 | 90/5 | 90/0
A#|0/118|19/87|45/57|56/42]62/35(65/29|68/20|68/17 |68/15|68/12| 68/0
(PR BB/ TR E)
%45-638 LLFE O F %k O Kaplan-Meier i (4xfR4R. ITTHEM)
7225 256D LY £ ToMM (ITTHM)
gl 75 ER
IR E T L
Fik’f..ifoz,}ijig'ﬁmhwﬁ 43 30
Fison T 0.56
[95% 15 JEIX ] ™ [0.40. 0.76]
pfiE» <0.001
T E oM o g 94 98
H AR N 5-4E M (") ) ’
(1641) NF— R 1.20
[95%fZHAX 1] © [0.41, 3.54]

a) : OFROWBTED SFHEMEHL, QOuiEANMIEO 7 L — FOEfL, O
TARRED 7 L — FOEL, ORESFERDOETOWFhrs R
SNTE TR &SR

b) :
) :

BGBER O HARN OISR Z FEIL R & L 7zCox BN — FET IV
PGtz PIEE L L7zCox LI — FET IV

HAR NP DRV R 1198012 B 2 B FEFHRIT, &
WHEE 22160 (17.6%). SEFEL36 (10.9%). 57, R& 9 Wess
1260 (10.1%) FTh -7z
17.1.26 FESEEMESR E S EL

bre B | B R

(R FR D + B D ) R R

i ff e 53.2%°% 59.6%° 43.3%

FAYEDN (8:4) (41/77%0) (28/4761) | (13/30%1)
BN | e 37.1%*¢ 45.2%° 29.0%
(523) (23/621) (14/3141) (9/3141)

i i e 51.8%* 58.8%° 40.6%

wa (858) (43/8311) (30/5140) | (13/32f1)
FE | e 35.8%% 44.1%% 27.3%
(5258) (24/6711) (15/34%1) | (9/33f1)
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ML7 (ICsofiti : 1.4~3.5%10""mol/L)o
18.2.2 7# ) LX< 73 FTINFa bV AV 229 77 A ETF
WAZ BT 5 B R OFAE 2 BRI L7230 G vivo) o

19. FRIEAICEAY 2EB(EZAFER

— AR T ) A= T GEIG TR Z)
(Adalimumab (Genetical Recombination)) [JAN]

1 £9148,000

AKE e Mk FTNFaE /) 27 0 —F VHRTH 51gGi1o> H
(p18H) M ORESH (k) 23— F35cDNAOFKHIZL ) F v
A Z—=ZANALRAY —PIRMETEA S NZ451MHO T I/ Wik
(Cz197H3306N5810678S15 5 431 : 49,318.95, CHUGD Y ¥V FRILAHS
R¥EL T 5 D DOCuaHssiNss20677S15 5 3T - 49,190.78% &)
67 HEGH2GT L 214D 7 I FEFEIE (CrozrHie06N 252033256
Grfa 1 23,407.82) 5 % HUESH20 O % B AR AEE

20. RV EDEE
SR ERIGGEE L CTIRIFS 5 2 &0

21. ARG

211 RGN A 7 EHEH 2 K ED b, EYNCHEETH I &,

22. ‘A

(235K TFE20mg>)>20.2mL)
Y UYXIER (5= 1 29G)

(B2 I TETE40mg> ) >20.4mL)
VY YIUXIA (5= 1 29G)

(£ 235 &TE80mg U >20.8mL)
V) UIUXIR (=T 1 29G)

(&2 37K TiF40mg~N>0.4mL)
NYXIE (F— 1 29G)

(b 237 & TFE80mg~N>0.8mL)
NRYXIK (=¥ 129G)

23. FEX#
SCHKE SR
1)Breedveld FC, et al.: Arthritis Rheum. 2006; 54: 26-37
HUR-0005
2)Keystone EC, et al.: Arthritis Rheum. 2004; 50: 1400-1411
HUR-0004
3)van der Heijde D, et al.: Arthritis Rheum. 2006; 54:
2136-2146 HUR-0008
4)Colombel JF, et al.: Gastroenterology 2007; 132: 52-65
HUR-0011
5)Weinblatt ME, et al.: Arthritis Rheum. 2003; 48: 35-45
HUR-0002
6)Furst DE, et al.: J. Rheumatol. 2003; 30: 2563-2571
HUR-0003

7)Gladman DD, et al.: Ann. Rheum. Dis. 2007; 66: 163-168

HUR-0006
8)Gladman DD, et al.: Arthritis Rheum. 2007; 56: 476-488

HUR-0007
9)Hanauer SB, et al.: Gastroenterology 2006; 130: 323-333

HUR-0009
10)Sandborn WJ, et al.: Gut 2007; 56: 1232-1239  HUR-0010

11)Ben-Horin S, et al.: Clin. Gastroenterol. Hepatol. 2010; &:
475-476 HUR-1559

12)Miyasaka N. The CHANGE Study Investigators: Mod.
Rheumatol. 2008; 18: 252-262 HUR-0013

13) Takeuchi T, et al.: Ann. Rheum. Dis. 2014; 73: 536-543

HUR-1588

14)van de Putte LBA, et al.: Ann. Rheum. Dis. 2004; 63:
508-516 HUR-0001
15)Kimball AB, et al.: N. Engl. J. Med. 2016; 375: 422-434
HUR-1284

16) #EPERL © BEVENR R IE IS & B IEE R 2 A 2 B A R
& L7-EPEE AHRER (20204E11 927 H KGR, CTD2.7.3.2,
2.7.3.3. 2.7.4.2)

17) Asahina A, et al.: J. Dermatol. 2010; 37: 299-310 HUR-0259

18)Morita A, et al.: J. Dermatol. 2018; 45: 1371-1380 HUR-1623

19)Mease PJ, et al.: Arthritis Rheum. 2005; 52: 3279-3289

HUR-0148
20)Kobayashi S, et al.: Mod Rheumatol. 2012; 22: 589-597
HUR-15%4
21)Imagawa T, et al.: Clin. Rheumatol. 2012; 31: 1713-1721
HUR-1595
22)Lovell DJ, et al.: N. Engl. J. Med. 2008; 359: 810-820
HUR-0050
23)Tanida S, et al.: Clinical Gastroenterol Hepatol. 2015; 13:
940-948 HUR-1175
24)Watanabe M, et al.: J. Crohns Colitis 2012; 6: 160-173
HUR-0443
25)Sandborn WJ, et al.: Ann. Intern. Med. 2007; 146: 829-
838 HUR-0055
26)Suzuki Y, et al.: J Gastroenterol. 2014; 49: 283-294
HUR-1074
27)Reinisch W, et al.: Gut 2011; 60: 780-787 HUR-0477

28)Sandborn WJ, et al.: Gastroenterology 2012; 142: 257-265
HUR-0479

20) A LNERE - A OB RI KB E G R E LcmHETO
[EIBEIE [ 2 T AHRRER  (20214E9H 27 H KGR, CTD2.7.3.2,
2.7.3.3, 2.7.4.2)

30)FEEEL : ANB OB R S E g & L7z EIRR LR S I
HERER (202149 H27HA&GE. CTD2.7.3.1. 2.7.3.3. 2.7.4.2)

31)Salfeld J, et al.: Arthritis Rheum. 1998; 41: S57 HUR-0016

*24. NEFEKERVEVEDESE

774 gREEt (MR
7 1) =% A4 ¥ 0120-587-874

#26. HERTHREF

26.1 BLERRATE
7yvi/SREtT
RR#AEXZHE3-1-21



