712000/R45

%k 202549 H ST (H 70

* 20254E2 H SLET (B60. RhBE SRR, MR O HRZEH) F A 2 T
Brik : 2~8C CIRAF b b E FTNFa €/ 70— FJLiniEEE] 873999
FREN < 247 ] 74 LT (EinFEEZ) ®E K e

. — _____[G) 20mg/02mL | 23000AMX00187000 | 201846 H
%Zm%%” & -F ,%20mg 40mg/04mL | 22800AMX00410000| 20164114
WA P — >3 0.2mL 80mg/08mL | 22800AMX00411000| 201641111
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
W) EE-EMSOUAEICLVENTLIE ®FERIGHE

&
H3E)
1 $m&5cxu B, MR, RIMEZ SOEE L BREE
RUBRBRBOFH - LRED L EBEErHESDTHY.,
AE & DOREMIZBES A TIREVD., EUEEORIELRE
EhTW3, FEPHERRETESEIERTEVN LHED.
ChoDEREBEICTIHBEL., BEIPEBUAZLEHE
“btifs"ﬁi@ﬁﬁﬁﬁf@ﬁ&i@ét%%éhé
BICDAHBET B L, Tzl FEDOH|EICHEWVT, EE
&ﬂﬁﬁk;” BaNEBBE-E2ErH2DT. B
SEOMICH TR EEFEBRRCEMOBEEREEDNS &
TEAL. AERSZICEMERAPRBL ZHFEICE. ERE
BT DEIBEICEEREEZD 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 RRZE
2.1 BEE L BYE
BmE. R, ERBRREZ SO HMABREESZORGSH L
BEEFRE SN TVE LD, THEBEEITO & EBLIE
DREISEETSZE, [1.10 2,10 8,10 9.1.1, 11.1.1588]
1.2.2 ##%
BREMER (ERER) RUHAER WE. U 8%
EECHEBRPRIEL. ETHEHROHON TS, ERXOBLRK
ZETIIERDBEELRCBILDOE ZhD H D28, KEIH%
SCHM > THRIZICET 2 T9 B2 RUBEBXERZE(CM
Z. A2 2—7 2O -yBEERBIE YNV > RIGHRE
TV, BEBRMCTREZ#1TILICLY ., BRBEOF
MEERT DL, £/, BROBRERELEICIE. MEZKED
BEZUAELET, XFE/ET I, YNNI U U RIDE
DREFPEHEOBEICEVT., REXIFEURERIDOHON
EBIHMEETNTWVWS, [1.1. 2.2, 8.3, 9.1.2, 11.1.2888]
3 BRBERER (SRMBES) OBRKER - ERZHLEOH
t&%i%b(u%ﬁﬁ\$ﬂ%aﬁhﬂﬁ§ﬂ?&6ht
EDHELH D, BMBEKRE (SHRMUBLESE) RUZOBE
BOHDBEHEICEHRE LAV EEL., HEREZRESBRE
PREREZFTIBREICRETIHEICIE. BEEGKSHE
OREEERT 5L, THEBEETIE, [1.1. 2.4,
9.1.4, 11.1.488]
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1.4 RENI OV T O+ LEH EBISRBOABOE - 25
L OEMAPERTH &, [5.1. 5.3-5.5. 5.7-5.12, 5.14
BHE]

(&Y 7~ F & bR < hEE

1.5 FEOBEEITOMNIC. BLKRBOBREAREE THMET
6_t052\55~575m~5mﬁﬁ]

(BEEY < F)

1.6 FEIDEFEEITOIRNC. PELLEHIFORY Vv FEZED
FERETAIMETE L, [5.15H]

(SEMEE. LEMEHL. REdER

1.7 XHDEMHEAANDKMIBIZOWTHA M E T3 EEM &
DEEDS EFERTE &, [65.58H]

GERLMORREE. BEBXUILARE S ER)

1.8 KENCOVWTHA B E S OAREDOEL & LR VA
B LTHA6EEE EUFERAT S E, [5.1488]

2. B2 (ROBHEIZEHBELLEWNI L)

2.1 TR ORIES) OBE DEREE{S 257
nhdHs.] [1.1, 1.2.1, 8.1, 9.1.1, 11.1.1=MH]

2.2 WM OBYE DEREEL S BZAYH 5,] [1.1,
1.2.2, 8.3, 9.1.2, 11.1.2&MH]

2.3 RAOWSH LBHMIE OMEAED B 5 B [11.1.5818]

2.4 BiBEPIE (B RYETLES) ROZOMAEEDDH 5 BH
UEROFR KL CEfLOBZNDEH S, [1.1. 1.3, 9.1.4,
11.1.4=M1]

2.5 3 o ML AEOBE [15.1.480]

3. ARk - MK
3.1 #Rk
b2 I I
P 20mg 40mg 80mg
R A PR AP IS IR DY IV
0.2mL | 0.4mL | 0.4mL | 0.8mL | 0.8mL
P TH) AT GEfETHBRZ)
ARG - 20mg 40mg 80mg
R
fD-¥>¥=h—n | 8.4mg 16.8mg 33.6mg
]
§>J< ARYVIVXR—180| 0.2mg 0.4mg 0.8mg

) YT AIR VIR



AHFNIF ¥ 4 == ANA A7 —IIEMEEZ W CEEI NS, v A
F— - N7 OBAFREAER IS, 7 Y O PR O IR SR K

BERMEHLTWAS,
3.2 WEDOHIR
W 5 % b2 I TR FE (RN IGE)
#l 2 HHH (FL 74V EY ) yIUFARY)
P % MEBEILEbLT LI ANEEEOL I R
ey
pH 4.9~5.5
kIt 1 CERAIERICN 3 5 10)

x4, FHEER (EZHR

Ea13ITRFE20mg> ) >0.2mL

E21IFKTFiF40mg> ) >20.4mL

b1 I TR TFiFE40mg~N>0.4mL

B aE CHREA AL TRAR
OZEMICEEIMEEF T 2 BFEMFRIMERR

E13IF5EFE20mg> U >20.2mL

E21I TR TFiF40mg> ) >20.4mL

Ea23IJETE80mg> ) >20.8mL

b1 I JETFF40mg~N0.4mL

b2 I FREFiE80mgN0.8mL
OFFENIEFEDEEMRBERDEE BFAETHREST
P iI5EICRES)

b1 3IFKFiFE40mg> ) >20.4mL

b1 I TR TFE40mg~N0.4mL
BFEaETCHRT T2 L TRER
OXIBEXEE B /- S BV FEHMEEHEER

E21IFKTFiF40mg> ) >20.4mL

E213IFKTE80mg> ) >20.8mL

b1 3 TR TFE40mg~N0.4mL

b2 37 TFiE80mg/N0.8mL

OBV ~F (BEDEENBEDILEEED)
O1ERRMETRR ¢

OFEMREE

B aE CHRA AL TRAR
OREMEE. TEUERR. REMTE
OREMERER
OBERN—F 1 v MR
OFERELMEDREER. BEBULARE SER
OmEERIIEEDEHHICH S/ O0—- RO EBREARVH
#EE BREAECHRTT2EI5EICRS)

(%)

b2 I J R FE

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

0.2mL 40mg<NR VI80mg X ¥
0.4mL 0.8mL
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SR VEIR B E -
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2% IR
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SR B A 5S -
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AR AR
PRSP RS0 5¢

BERIN—F = v M -
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ESSTERIE % o*

TERRITE O RS, Bt
RIS & L

|
O [O[0|0] O | O |O] O |0/0|0
|

O |0|0|O

PN I P

5. ®hBEX (I RICEET R

EEEY I~ F)

5.1 AFlowH I, Al E U CEAAREECRIRA T e 8T w ~
FERECWET S L, 2720, BEEHORENIREG OMEE RN
EFREINZBHITHF LTI LY 7~ FHIC X B HEBED 20
WETHLMIHTE B2, BFOHA FI4 V%2R L7 LT,

BAOREEZFML. AHOMH O LIS 2 EEICHIIT2 2
o [1.4. 1.63H]

AERRIETRR )

5.2 GIBH - PRI IR, WA RIS A PRS2 YU IS T 5
PO S5 250 & 72 5 BB, NS OREEE - TH K
SERDFE D Y A 5§ 5 T Lo [1.521]

5.3 ARHNOEEE OILIRET RIS EE 2BV 2 G50 K O a3k
VLT ARV, [17. BRI OBEONEZBAL. KA DOHR)
PR O 4% T CBR L7 L CHRlIS B E ORIREITH 2 &,
(1.4, 17.1.6-17.1.8%H4]

(EEMIRREAE)

5.4 BRARRERICHA AN S N2 ORI, PR S 738755
oW, [17. BRI OTHONEEZBA L, RHOHRER
OGN % 40 I BR U 72 Gl B E OmIREIT) 2 L. (1.4
17.1.92/1]

(BEMEE. TEHEEHR. RAEMEE

5.5 L LO MBI OB B RIVEEEZEL)
GRS NT, BEAMRERRE (BSA) D10%2L I K5
B xST52 k. [1.4. 1.5, 1.72R]

5.6 #EATEO RS, BIEHEDOUIIE 2 A5 25515 T5 2 L,

(EEME#RK)

5.7 MEDHEMIIB VT, BAEEHRE JEA T 04 FHPURIESE
S) A X DY R EREAIT o T EBISRRKT 20 5 h 2 B#
SERDE D YA G552 8, [1.4, 1.58H]

XIRREE - & O KB EHEIEX)

5.8 WLEOHEHFIIB VT, BAEEE GEAT oA FEDURESRE
) ICX B MY REREE T o Th. RBICRE T 25 h 7k
PRAER B O JAE DB BRI EAEDTRD SN DA G TH T L,
(1.4, 1.52MH]

(MR 2 F T 2 S E ISR %)

5.9 BEOHFICBVT, LA LHIHIOMY v~ FH (R
FlEER ) FIC X2 MU RERET-> Th. REIGERT 25
B BRRAERDTR B 55 5 T & o SRR AETERR TR
EiJRIZD VT, BRI 2 AP R OV 57 L C
Wiz, EEIRDEE L. £ BB RS TREROY RS-
THZE, [1.4, 1.58H]

(BEEAN—F 1 v MR)

5.10 ML OHEFICBW T, BAEHEBRIE (A 704 FXULREMNE
RS 2 B 2GR To Th, HERITRKE T 285 A2
WAIERDFR B B 15§52 &, [1.4. 1.58H]

(7 a—>%)

511 ML OHFICBWT, WL, oy H#E: -7 /%
UFVEBEA, ATFaAf R, THFF ) V) HICL YR
BT - Th, BERBICERET 28] 5 2 2 lHRAEIRD S 5 Y412
B35 8, b, HERMFERGZEREITDTREBEBIZEL
RS Tk, (1.4, 1.58M]

(BEMAER)

512 #BEDOHEMICB VT, MoFEYHE: (R7a4 F, 7HF4
T E) HICX DR ERETo Th RBIGERT W 5
P RARIERD IR B Y B e 5975 2 ko 72720, BAICBWT
3. AFE D BLICMOPTNFRANC L 2ERZZRETHI L,
WNBE 255 & U2z ENERR RS B W CEEFHIIEE 012>
ThHHGSEBOERRTIIT 7 LRI L DEIFED SN T W
v, [1.4, 1.5, 17.1.212H)]

5.13 MR GIBAETOTRBEBBL 2D HT) 2 &,

GEREMORREE. BBULARE SERX)

514 \BEOHEHIIB VT, BAFEHE (R—F v MEICLD R
EIRETIEY 7 u AR V5 ZOMOIFERGMER L) kT
FREOATTA FRISE) 12X 288 202 T-Th, BARICHE
K32 B & 22 lERAEIRDFR 2 5 512535 2 Lo [1.40 1.5,
1.8%H]

—2—



*x6. FAERUVHE
(BEERY 7 < F)

WHE. AETF) A~ T (BIEFHIRZ) L LT40mgE2
FNZIEL ETESHT 5. B AIRA TS 2E. 1H80mg %
THRTE %,
ERRMETRR R

WE. RN T a~7 (EEFHRZ) & LTHmEI
160mg% . #E$%5-2:E M %I1280mg % K F g3 5. #alk 54
JARI % LI, 40mg % A1 iX80mg % 238121, Bz T4t
T 5
(EEMIR R AE)

WE. KA T YY) Ax T GEETHIEZ) & LTymi
160mg# . WMl 5-2:8 B %1280mg%x [ FiEd 3 %, #nlfk54
M ELIRE L. 40mgZ ALl K MRS %,
(BEUEZRE. TEUBEEHR. REMEZE

WE RAIZEZT ) A7 (#aFH#z) & LTI
80mg#x B Tk L. LI#g2IC1ml, 40me% i T3 5. %
B, EAT YA IIE1IH80mgE THWETE %,
(BEMEEHR)

BE AT S A7 (ETHIEZ) & L T40mga2
W21 R T 5. BB RA TS EEE. 1H80mg F
THETE %,
IR EEZ i 7 & B WAER M B HEBT R %)

WHE AT ) A7 GEETHBEZ) & LT40mgz2
S, TS T %,
(SRAEIEBIM 2 H 4 2 SEMHITRMEBEER)

WE. 7 AT (HETFHBZ) L LT, KEIS5kgll I
30kg KM DA 1X20meg % . AHE30kgDL DA 1340mg % 238
1A, B TS S %.
(BEEN—F v MR)

WHE. BAICRE T YY) A~ 7 GEETHIEZ) & LTyl
160mg# . #Il3z5- 28 B #£1280mg%x 2 TS 3 4. #lnfkh4
LR, 40mgZ 208121, B FiEST %,
(7 O—2148)

WME, AT F) A~ T GEfEFHIEZ) & LTyl
160mg% . #5528 M #%1280mg % K FiEgt3 5. 54
W B LI, 40mgx 28121, L TFES T 2. B, RN
WG L 7285512131 RI80mg i T & 5,
(BBMXBER)

BN

WE, TV AT (BEFHIRZ) & LTHEIZ160mg% .
Wz 528 B #21280mg & K MR 3 % ol -4 [ £% DL R
3. 40mgZ 210, B TFHEFT 5. 6. WS40 0%
PIRE, BB OIS U C40mg % 4538110 L 1380mg % 28121
b, ETEHTLILLTE S,

/J\LE .

AREAOkg EoOgGAI. @F. 75 A~ T (GEETHIEZ)
& LTHIMIZ160mg 7, #)n$5- 18 B 14 e 0°2:38 B % 1280mg &
B2 RS %0 WP b4 Bt DL, 40mg % i 1Ie 3
80mg % 2:HIZ1Ml, K FiHsd %,

RE25kglh FAOkg KDY AiZ. BH. 75 A~xT7 (BI&T
ez ) & LTHMNII80mgE . #IIn$5- 18 1% K 028 1412
40mg% B T3 %0 WE$S54M B %L, 20mg% 1
[\ 3 1340mg % 228121, B2 FiEgY9 %,

fRE15kgbh F25kg R DAk, WE. 75 Av T GEIET
Mz ) & LTHNRNZ40mgE . #)In$- 18 14 K 028 1412
20mg % B2 TS %0 #Ilde G4 #% LRI, 20mg% 208121
bl B2 FHERT %,
GEREEMO RS, BEMXULAIRE S ELX)

WME, AT F) A~ T GEfEFMIRZ) & LTyl
80mg% . WG 1AK% IC40mg % B2 LS9 5. #IEHS-3
LR 40mgZ 208121, B TFEST %,

7. BERUHAEICEET %R

(RhBELEE)

74 A PLFF— VOB v FEK LT 58413, 80mg
FBERE G~ ORI L w2 &,

7.2 KA Ao LW EHN OGN T, FRE R % a5
VL TWRWOTHHZ#ITSZ &,

EEEU vy~ F. SEHICEENEE T 2 EEHIFHMEEHR)

7.3 KFE TN T b BETHIIEL) OPFHEfTbEVw &,
WAV CER L7277 2R et e L2zEBRRBICB VT, KA
ZECHTINFRA E 75 €7 b GEETRIRZ) o gD
T BE TR L 2R ROM RTINS TE LY, K
YU [ OVEE 1% 70 IR YUIE O S BUR D ARFA % & LI TNFEF O A 12
X BB EZ I BETORBIRE LRTED > 70

Y I~ F)

7.4 AN X B HEB OGS, WER GG S 128D N ICHE SR
%o 12BUNIIEB OB S N wWiaid, BAEOHB R
O EEICHET L2 &, T2, WREET-> TORELH
Shaws, BEOBNGIH Ok HMEICHEET LI L,

AERRMETRR %)

7.5 WAL CIE, %5523 LLRT I AAI80mg o 238 I 1 Wl i i
SHIY D B2 2B O AR O REEIRF ShTuianZ k
5. AAISOmg D2 B LInl iz T4t % Bt 3 2 Bl ow T
. BFOREZZE L, EEICHKT S &, [17.1.631]

GREMIREE)

7.6 ARANC X 2 HEB OGS E, WER G BG2 5260 DN SR
Bo 265 LI IEBIE A S N WIEAIX. ARHI O BT
ORI HEET LI L,

(BEMEERR)

7.7 RANC X ZHEW PO L, A@ER GG S 128D NICHE SR
%o 12BUPICIHEBUEATE SN Wiaid, BUEO RS RTTE
OB EEICHLET S &, £, WREZT-> TOWEIE
Shans, BEOBFGIH Ok HMEICHET S L,

XREEZ M- & O FEMEERREEX)

®7.8 AAN L B POSIE, WHERG G S 12HDMNICHE 5 h

5o 12LIICIER IS 5 N e WA 1T, BUEO B
ORkFEAMEICHET 52 &,

(BEMTE. RMEmg. Rakem

7.9 AHNC X 2 BB T WHERGBIES S 16HLMIE SR
5o 16ELINICHER LD S N e AT, BUEO BT
O EEBEICHET L Lo T2, WRZT-> THRIENS
S, BAEORFEIHOMEZ HEICHET L2 &,

(ZEEHIESNZE T 2 EFMHFRMBEH L)

7.10 AHN X B HEFSOS L. WHBG-BED 5 128UMICE SR
5o 12LINICIHER IS S N e WAIE, BUEO BT
Ok R HEICHET 52 &,

(BEBN—F v MR)

711 123 DL BRPRAE IR 2 N BT A1 X 2 i RIS 25 b h
VAL, AH OSSO LB A EE ST 52k,

(70—

7.12 RHNC X BB BUGIE G B A S AL SR
%o AAIRE R CRAE IR NS RS & 2 OB 23 % 5
VAR, AH ORI G O W B AT L, MR EA
DOYHZZEETHI L, T2, 80mg~DHEIZ, 40mgll &
LEFETRRIZED SN2 OO0, HEFFRETICREDIRIY L
7oBEIIH L TAFY T &, 80mgll i LTH RS S
Yotr. BRANORFA G OB R EEICHET L L,

GEEMXBR)

7.13 KRHNC X 2 BFSUGIE, WHE G BIIGEA S8 S
Do SR N TR AR IR REEAT AR IC & 21 & 7 7 e b 4
PEONBWEEIX. KAloOGE2PIET5Z &,

8. ERLEXERE
8.1 AHIIE. MNPk o SIS % IS 5 TNFa (WS5HE M T-0)
DEMEE % P 2 0T ISR 5 T E IR I



RN MDD D0 TOOERAOTEGITE LT, +47%
B R ATV, BYYEO BRI R T 5 2 & oA RH)
LD DOBBIEETHI L. T BEICH LT, JE8,
BRIBSEN D S5 bNEICIE, ER NI EBEICHZKT S X9
By sk, [1.10 1.2.1, 2.1, 9.1.1, 11.1.1=MK]

8.2 K% L PITNFHEA O ER R T, Bk ¥l ok
N3 D FEBUBEASKF IRBEICIL L, BWh oL OMERH L. F
7ov BT v F O &) BV SENER B O B 2 BE SR E R
#l e BEIM G L2, BIGESRESE ) v ESED ) 27 055
FLTENWBENRT WD, Tz, PITNFREA Z M L2/AE
REERANIBNTH, T v S EEO TR SHE S hT
Wb, ARHE OREBRIGIHRECIE 2 VA, EEEESORHIC
EET A Lo ARG LT - TETORE Bz, g
7 o LI B Pe 5283 & % g IPUVAFRIE & 1T o 7= 85D
»BHEEEE) ITBWT, EROEREFEOAEEZRE L, &5
AR A 2 ko (1.1, 15.1.58K]

8.3 Mt% DMK H TIER DAL L AL D BZENDDH 5 72
B, REIOPL GG > TR T 2+ 55 7 W35 T O X
WA Z, 4 v 5 —7 =81 r—plElEiBR gy v 7 ) v s
BAEAZTV, BEMWBCTHRESZ17T9 2 L1I0L ), HBRGED
AFEWARERT AT Lo RIS, EERRERD L IS BEYIRED R
HIZBWTIE, Y2 ) VOB CTHREEE L 7 2 RS 5 D
THEETHI L, T72. AHDOWEHICH 72 o TEIAFES D) X
I RAT 4y NEEREICHRET S L, ARGy V)
VB OMENEEOBEIIBWTY, BGBRIGHME
HOobNE I LDH DD, RIS AL X AR5 0 #E )
A2 BMMIAT ) R SR ORI rEET LI L, &
FIH L, wEMOREIRDEED N A A (B 2%, REmA,
FEEAGE) MR IS EREICERT A LT A L, [1.1L
1.2.2, 2.2, 9.1.2, 11.1.28&]

8.4 AH| % &L PITNFHANC X 2 BRIFS ™ 4 v 2 DFHGEEILATE
DOENTVEDOT, KFKGITHEV.- T, BEIFLEY 4 L R &G
OEMEFMRT 52 L, [9.1.3, 11.1.8%H]

8.5 AHIEGIZB VT, LT 7 F v OFMEIRET 5 RYE % 5
L7z O E v ds, BYERHDO) A7 EBETE VO
Ty T F BRI R VI L. [9.5.2, 9.7. 18]

8.6 TEFBAICBWCHLBE. 5%, . M. 293, M)
RO LN TNLOT, RAFIZEEICKG 5L E b1, B
WHEE L. B U Y 2 LEEIT) 2L,

8.7 AHI % LI TINFBIEICBWT, Hi-ACHA (Fubik)
DFEBAHE EN TS, [11.1.3, 15.1.38K]

8.8 AFH| & &L HTNFHEIIBWT, MEOEMOELD L {1
FEEH (EEZREE50) PG shTwuid, ZhHn%l
& O RIERIHIER % 43 5 3/ & 0RH L2 BZ 2B WOl
ENTW5H, %< DEMIHTNFEA o5 d kI X - T
L7225 MOPTNFRAOFHEGICL > THERHLZMD B
%o SERDEEDYE W OTRFTHREIC X D UGk L WG IEAH
oOPIEEEET LI L,

8.9 AHNZBWT, HivaAf F—y 20EAL (BeF. MiSUEIRE
W) PHEEINTWE, Fvaf F—Y ABHICAH 25535
Wik, FORBIEETV, Pl af F—3Y 2A0BEICEET
58, A F— v ARERPEAL L7 BA100E, 88 2 i
i) 2 &,

8.10 AFIOFGIT LD RANK T HPURNHEESINS Z L 05DH
%o BERABRIC BT B HARANTOREERIZ, B v ~T44.0%
(A b P LFF—FEEHTTIZ9.3%) . ALIEPEIT IR 413.3%, 1
JHPERR R AEO%, ZHPEGZMELL. 6%, BRI PERZHESD. 0%, R MY
ME4216.0% 5 AEPEREFEMERII 420.0% (X ~ b L ¥ — MEA
TTI15.0%) BN —F = v F5.0%. 7 00— 2456.1%.
TEBTE RN 23, 7% M O FR & etk 53 &9 I 4612.5% CTdH - 720 il
IRAERIC BV CTARANH T 2 PR O EADHER S N BFITBW
Ty AA O MA BT 2 @ EASA SNz, MR MK
TLZBETIMRBIEOBZENLD %,

8.11 AFNOTGRIAICH 725 Tl FEHZRIIB VT, LI E
X B0, EHOBEHOEBOD L THE%21T) 2 &, HOkS
DB DOWTIE, EMiAEORLEZEEICHRE L. 5 7%%
Hilhia i L7205, REFEG1C X 2 EBME L xHLdicownt
BEPHBL, BEAHOHEICRG TEL I L 2R Lz LT,
FEEi DSBS S L TEMT A 2 & T 72, Wk, REss
REN X 2 A BN LB 60, H OG- OMKGEAT I #E 72 Ik
WME R BMEEVED S YAk, WhICHEHR S 2k s8, &
MO CHEICEHST 240 LMY 2 0LEZ TS L, V) ¥
DINIR Y ORAERBEFEFFECH T 218 %179 L FRC, i
BAOYY) v VIRV R EFET RGN 22 L,

9. HENERZEIIEBREICHT I EE

9.1 AfHE - MEREZNH 5 8E

9.1.1 BLIE (EELBRELIRCS) OBREIBRLEIFEDN D
B
1.1, 1.2.1, 2.1, 8.1, 11.1.1&R]

9.1.2 BROBBLE (HICEBROBREEDH 3 BERUBWIBXE
LIEARFIRDH 3 BE) RIHBZBEIEDONIEE

(1) WEBROBEERYE Tld, W2 IGEL S &, JERP BT 2B
FNAH B, [1.1, 1.2.2, 2.2, 8.3, 11.1.28H]

(2) WEBEOBWREEA D HEMICHFET L2 Lo UTFOWTFRLO
B, FIE U TR O BIIERNCEY) 2 P 2 553 %
Z&o (1.1, 1.2.2, 2.2, 8.3, 11.1.2&8K]

- B ER T RRA CRUR MRS IS AT A I E S B B AT
by e

CREOGHRE (Wb &) AT 288

AV F =T zu -yl Y NV 7 ) Y OB O A
WD, Bt Sebh b B

R L ORERMIE Y AT 5 BE

9.1.3 BRIF R A I XX v UTDEERIIBEEREE (HBsHE

fatt. b DHBcifEXIEHBsHARGME)
PR R IANAR— A —DEZS ) VT RATH
&L BEIF 2 A VA O FIGEALOBAELIEIRDHIUFEE T 5
Z & RHEIEGDHTNFRA Z 5 S NBRFRY A VAF v
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16.1 MAHRE

(BAEY < F)

16.1.1 B[E%E
BT o~ FBEIIT ¥ A~ 720mg. 40mg M M80mgZx Hiln]
B F#eE L7z & & oG i EHE R O EE AT A -5 %
VIR . MiEHREIHEICRA L TmL, 75 4%
T DY E)EIZ20mg~80mg D HEHIPH THIEME IR L7, &
720 HARABE Y v~ FBEIZBUT 5 MG R ) O3
BIRE/ ST A — ZIIRCR AR ) < F % L FU L Tz (HAR

AF_ 9 )o
10 -
= —e— 20mgh¥ (n=12)
E 5| —o— 40mg#¥ (n=14)
® —a— 80mgE¥ (n=14)
iﬂ (FEHEERZE)
B 6
™
>
Kt
>~ 44
®
5
e 2
g
0 T r T T T T )
0 100 200 300 400 500 600 700
515850 (h)
20mghE 40mgH 80mgH
Crmax 1.805+0.833 4.265+2.411 6.390+1.504
(ng/mL) (n=12) (n=14) (n=14)
Tmax 206 +92 204 +82 210+85
(h) (n=12) (n=14) (n=14)
AUCo-336h 465.8+217.8 1039.1+530.7 1697.2+455.8
(ug - h/mL) (n=12) (n=14) (n=14)
AUCo-672n 740.0+324.7 1620.8+814.9 | 2864.1+735.4
(ug + h/mL) (n=12) (n=14) (n=14)
tiz 339.3+186.6 298.0+88.9 265.6*64.0
(h) (n=7) (n=9) (n=9)
CL/F 18.0+6.2 22.1%£13.9 24.1+8.7
(mL/h) (n=7) (n=9) (n=9)
CPIgMH = B )

TN BRB ST 7)) A% 7 40mg % Hill 2 T 5 L7z &0
Crmax L O Tmaxld Z M2 H4.7+1.6ug/mL % U131 56/ H T -
720 T LR T40mg % B TG L7233 b b7 8
) AT OEYSFFIHE CPI9MH) 1364%Th o7z GHEINT—

y)O
16.1.2 RE#HS

MEiY v~ FBEICT ¥ L~ 7T40mgx g TG L2k &
DEFIREICBITS b7 7REIIH3ug/mLTH-72 (X b b

L% — MIEGFHIE) o 20mg. 40mg K O°80mg D JH = CTH A ik
TG L2k XOEFREICB T AIMET b7 7 e IZ RIS
FIFBILCHIMLZ: (HAATF—%),

ERRMETRR R

16.1.3 RIS
ALIRMEIFIR R B EZIC T 7Y A< 7160mgz Mz 5- L. 28 H 12
80mg. 438 H LIREICA0mg & 1M MG L7z & & o wik
BEIZBITS bT 7EEIZNI6~18ug/mLTdH - 720 80mgl@lik
GACEE L7RE BT 2 A ERI %O b7 7REZVWIND
#13~14ug/mLTH -7z (HAANTF—%),

(EHEMREE)

16.1.4 REH/E
BEHVEDR Y RS T 4 A< 7160mg % A %5 L. 208 H 12
80mg. 48 H LIREIZA0mg % 1 B T H G- L 72 & & o ik
RICBITS NI 7HEIIR18~23ug/mLTH -7z (HEAANT—
5o

(SEMEZE. TEUBEEHR. REMEZE

16.1.5 RS
VR EIT 7 A= 780mg & IS L. 28 H DI IZ40mg
ZRRBEE TG LcL EOEFIRBICBITS b T 7RERZH
4pg/mLTHo7z (HEATF—2%),

(BEMEHR)

16.1.6 REEIRS
SREMETHES R EFIC T ) A~ 7T40mg T B TG Lz e &
DOEFIRBIZBIT 2 MT 7#EIX. X M ML 3Y— MEHET
#12ug/mL. A b ML ¥4 — M IEGEARFCTH8ug/mLTdh o /-
(HAANF—=%),

(CEEMAFHRMRERR)

16.1.7 REE®RS
HOEE ) o< FBHECA N ML= MEATT Y A
720mg e M40mg & FEHE TG L7z & & b 7 7RIS
168K THT7~10ug/mLTH o7z (HARAT—%),

(BEEN—F v MR)

16.1.8 REEIRE
HERAN—=F = v MREHEICT 7)) A< 7160mg% M5 L,
2 H1280mg. 4:M HLLREIZ40mg# FaE THG- L2k & 0%
WIREBICBU S b7 7iERAIug/ mLTH-72 (HAANT—
5o

(7 8—=29%)

16.1.9 RE&®E
su—YHEZICT ¥ A T160mgxk MlFL L, 28 HIZ
80mgx L FHG Lz &0 bI 7iEIR. 4HHIZBVTH
12ug/mL. 438 H DIBEIZ40mg % Pl T4 L7z & 2 ok
RIZBITS b T 7IREIIR5~Tug/mLTHh - 72,
MEFRR SR R DSRES L7272 0 — Vs (R—=ZF 4 v b
J 7R #3ug/mL) 27 ¥ ) A= 780mg% M TS L
e ZOEFIREICBITS b 7REIRHNT~9ng/mLTH - 72
(HARAT—=%),

GEBMHXEBER)

16.1.10 RIE#H®R S

(1) A
BRI R BEZ ST 5 A< 7160mgZ FIEHES5- L. 28 H 2
80mg. 48 HUBEIZ40mg % R T G- L7z & & o @ wIRREIC
BUIAH T 7EEIHN6~%ug/mMLTH-72 (HEATFT—%),
EEMERBRBEICT 5 4~ 7160mgZ W5 L. 28 H I
80mg. 438 H K 063 H 1240mg. 88 H LARE1240mg % i 1 0] K7
THE L2 Z0EWREIIBITS T 71814~ 17ug/
mLTH o7 (HRARPHEANT—%),

(2) MR
S~1T DRGSR EE T 5 2= 70.6mg/kg (iR
A, ®K40mg) ZFBEIBE TG L& & 0w EIREIC
BT 7REIZRNI5~1Tug/mLTH -7z (HARA KOS
ANT—=%)0

GERLMOREE. HBXULARE S ER)

16.1.11 KEHKS
PR L ) BERBFHICT 5 A= 780mgzx MG L. 1
JHH D2 40mg % BB MG L72 & E O HIREICHIT 5 b
T 7 I8/ mLTH o7 (HARAT—7%),



16.3 9%
BIET) o= FEEICT 5 A~ 72 RS Lo e & W
W7 7 A~ 7 IR E D31 ~96% D FiPHTH - 72
HEANT—%),

16.4 R
T5) AR TIE, e MgGEBEROPATHLZ L b, o
RESOTY) v EERICIMEEI NS RSN 5,

16.5 Bkttt
PWNZT ¥ A< 7214 .8mg/kgx KAEFIRAL G- L7z & &, R
HIZT7 7Y AT UET 7Y 2= THERB 3 S e b o 720

16.8 Z Dt

16.8.1 ZLiteh#&iT
BT 7)) A~ T40mg % B TS L 2o I iR g
. %560 Bk (3lng/mL) ZmRL72YW (EANF—
%)o [9.62H]

17. BRPREXIE

17.1 ARV RLMICEET 2 HER

(BAgrY o< F)

17.1.1 ERNE I/ IHEHER
1A 2L EODMARDSICRIERA T4 BE ) w7 ~ 7 B3 3526 %
MHRE L7727 I RN EERIERRARICB 5248%0
ACR20%ck355# (ACR20) &, AHIBGHEA T T & RPe5-H
WCHARTHEICEL TV,

%1 : 2438 D ACR207E B F O E &

75 kR 40m g A 80mg A
ACR20 | 13.8% (12/87f1) |44.0%% (40/91%1) |50.6%" (44/87f1)

§p<0.05 & 7T kR EE
LAEVERFA B 26502 BV % T A EREGE, IEGHBALALBE.
DNAFUAKRBPEA5451 (20.4%) . SIHE 54260 (15.8%). HitZbt
RBEVE33BI (12.5%) EFHFALZ 9 FEIR19B1 (7.2%) ZETH -7z,

17.1.2 ERENERER (FAEiFiEOERALL)
WEZA N MLFRF =1 (DUF, TMTX)) v 7v/ 3 Fo
fEARERA R < BEm I M AS24E LN O BIER V) 7 ~ - 3 33441
Zargee L, EEEERE L LTMTXZ HWi2 79 R ik
EHMILEGAERZ BT 52608 OXHEA I 7 modified Total Sharp
Score (LLF. [mTSS)) TEHMIiL7z#E R, X—=ZXF4 U250
ZALR I AFN B GHEDT T b R GBI HARTHERIIA R W
iR O AR IR R R S Y,

2 : mTSS& 1Lt

17.1.4 BHENHEEER CIHWEOERELE. BEICMTXOER
BERFHVEE)
HFIMTXOM AR < MR 2SERG ORI ) 7 < F
BTG E Lz, “HEERILEGREIC B 5528 % O XH
A7 (mTSS) Tl L7 RE TRIIRT R=A54 V5
DEALREIIMTX & RFOPEHHEEAS, MTXHMPGHEICHRTH
B2 (p<0.001). BIMimEO MR 1D AR Szl

#5 : mTSSZ bR (MTXAEHEERD 7 EE)

77 AR+MTX | 40mgh+MTX 40mg
N—=AFA4
(T34 21.8 18.1 18.8
52 DAL N g S .
(PH1H) 5.7+12.7 1.3+6.5 3.0+11.2

$p<0.001 HMMTXPHH 75K E
RFN AP 5 BE27TAPNC BT 5 E e A FEFHLIE, HINEIL61H
(22.3%) . HEFES6H (20.4%). L4660 (16.8%). B8 E
4161 (15.0%). F5GERG236] (8.4%) 5 Tdh o720 MTXHF
JHRE268BIZ B 5 E A FEF LI, RINTEZKS26] (30.6%). ¥H
J53H (19.8%) . LAGEEGS0H] (18.7%) L4551 (16.8%) .
BH RIGIE21H) (7.8%) S TH o7z,

17.1.5 BOUENHEHEE FIHEOERLE. MTXHER 2D
BE)
MTXRRA TG OE ) 7~ FBE6LIB 24 & Lz, MTX
PEH T O 7 7 2R B EERGRERIC B 5528H%OXMA a7
(mTSS) TRl L7z e TRIORT ., R=ZXF54 Y HD%E
ALRIIMTX & RA OB BEA, MTX R SRR THEIC
Bied (p<0.001). BEEIREEE e BI 1L AR AT S hz?

6 mTSSZALR (MTX THIEA 57 BE)

77 HR+MTX 40mghEE+MTX

N=2 74 ¥ (FHH) 66.4 72.1

528 DAL (CT351E) 2.7+6.8 0.1x4.8%

7J £ R+MTX 40mgh@A+MTX
N=254 v (FHH) 13.76 14.22
26 A DZEALE CFIfi) 2.38+3.195 1.48%6.065°

$p<0.001 %7 J £ KEE
F 720 26J8%DACR20I%. AF GHEAST T & R REICHAR
THBEICER TV,
3 1 263 D ACR20:E KB HZ OH &
75 £ X+MTX
56.4% (92/163%1)

40mghrH+MTX
75.4%°% (129/171%1)

ACR20
§p<0.001 * 75 REE
AWM RI7TIENC BT 2 E oA EFLE. RN KL2665
(15.2%) JFBEERH 1461 (8.2%). ALTHINI3H (7.6%). AST
BBl (6.4%). FEGHIA UG, FE 51060 (5.8%) S5 ThH -7z
17.1.3 BHE M AERER
1KLL EODMARDSIZERAN A5 % BT V) 7 < F 54460 % %)
G b L7277 R i EE BRI 81T % 26381 D ACR20
& RAEGHEDT T e RE GBI THRICER TV,
4 : 2638 O ACR20:EIKBF D FI 4
75K 40m gl E 40m g
ACR20 |19.1% (21/110%1) |46.0%* (52/113%1)|53.4%° (55/103%1)
$p<0.05 *F7F L REE
GEVERFAM R G434 B U A B A ERLIE, FHRHSTH
(20.0%). 597581 (17.3%). F&568%1 (15.7%) 4L
5465 (10.6%). & 9 FEIEALHE (9.4%) FTH -7,

$p<0.001 xt7J L AREE
ARHNBGREAI9BN B 5 T A7 EHLUL, R EKGE8211 (19.6%)
S EAEIRTAB (17.7%) . S57160 (16.9%). &l 51k %64
B (15.3%). BE55H1 (13.1%). HEL4561 (10.7%). T #4350
(10.3%). Z&3&4261 (10.0%). JREEEG3861 (9.1%) FThH-720

AERRMETRR %)

17.1.6 ERE DHEFER
FREEE 2 5 FAE O H AR MEIRETF IR B R 2R P e LEE
W2 BT 551238 % IZHidradenitis Suppurativa Clinical
Response (BLF, [HiSCRJ, X—Z 5 4 VWL g U Tl e of
FAIEPERG W OREA A 7 < & DB0%IHA L DN Bk O HEE
PEEFLBAIN L TW AR W e EREND) %ER L 7B E O#
1386.7% (13/1561) TH -7z, $%5-5208 LI TOmgl@ i 5
WU B2 7ok (V)0 B R A 4R 577 ~11338) 128wV,
Y B 2 W OHISCRIEK #£1366.7% (4/661) TH Y. 80mghaH
P54 0B 2 #1285 566.7% (4/661) THEFFS LTz, [5.3,
7.5 ]
MM RSB B 2 B A ERLIE. 1 V7 VT U6
B (40.0%). FIHEZSH] (33.3%) TH o7z,

17.1.7 BHETHERER R I)
FRASE 7 & TE O LR MET IR LB E 2 R L L7727 T 2 R
CHEEMILEABRIC B 5 128 OHISCR % 3ER L 7= 85k E 0 H)
B FTRITRT . 128BOHISCRERFIZ, KA SR T T 1
RPEGRIHERTHRICER TV, [5.38H]

#7128 OHISCRIE K #

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

$p<0.05 xt7 7L ARBE
LRV G 15360 0 T 2 47 HEHGUL, IR EL4E (9.2%) .
GAF1450 (9.2%), FMNEEZE9B] (5.9%) . FAREREGSHE (3.3%).
JRIEEIEGSH] (3.3%) ETH o7z,



17.1.8 BHEMERR (RERI)
FREE D O TAE O ILIRMETIR R EH 2 R L L2275 L R
TEHMULEGERIC BT 5 1208 % OHISCR & R L 72 i o)
HETRIORT . 12BHOHISCRER KL, AHEGEHAT 5+
REGHICHRTHERBERL TV Y, [5.35]

<8 1 1208 OHiISCRIE K%

75K 40mgfi
HiSCRE R 3 27.6% 58.9%°
(12:4) (45/163%1) (96/163%1)

$p<0.001 X7 L AKREE

LRV 2163610 £ 20 A EHGE, m21el (12.9%). 5

THEE S0 (5.5%) THI9B (5.5%). FAGEIES8H1 (4.9%)

ETHo72,

65 HLL RN S 20 OILIR IR JSE R 2 A L Gy ilBrcld 14 D
HNCAUDRETF IR 5 & BT S A0) RS B ON SAE PR T O AR ATILL L
R NS 50 B2 TR AL IR ERIF IR SR A DA L. 2D 9 Bl
7 i Hurley BHERESHA 7 — Y T (MALLEOIE < 537 L 7= T30
% W PRHIR 2L ) UG (S IO AT A L 72
HRMRE T, EMICEET 5) ThH Y. ALIEMEITRE O OPUEYH
W L CHa iR SNy (bR T3, A U ERR e
WEIZH U CTHEA T L RABEED ) FEo5tb2i 3 B,

(REMIREE)
17.1.9 ERE D HEHER

JRFTIREE CRIRA T3 OTRFGHF IE#E & 2w Il S /e, IF

Bk i sy GRLBE B R BEHE O R 38\ TEERRIC & % SAERE

fili 2 2 7AILAE) %A 9 2 i RS M M B i A 2200 & ik

Br L2FERRBRICB VT, 74 A~ 7 &MH12160mg. #)

¥ 5-28 % 1280mg. ¥l 5-438 % LR 1Z40mg & B 1l fz

W5 L7z, #5268 %IZPGARIO0 (Pyoderma Gangrenosum

Area Reductionl00. FERY & U7z B PRI R RE 5 O 58 & 7 th ./

PASH) %3EML 72 #141354.5%° (12/2261) TH -7z, [5.4BH]

ARG G 226012 B 1) 5 oA ERGE, LRI J4050

(18.2%). Alfl. 7 v ¥ ¥ ZFRHEIR, 85, AUGE, BN

JEA3B] (13.6%) HTHh-72,

BROATOA FIZ 7L F=vu v #510mg/ H LT o5& H 5 T H )
& S, TN EGRZ HIY & L2zdkH/#idk (Y 2u
AR VEFEORILHRIFE) TOHAT L Shi,

$p<0.001  BMEATRYHR % 20% & 58 L VREA M % H o 72 A Bk
(M B A K HE5%)

(SEMEE. TEMBEEHR. REMZE
17.1.10 ENSE I/ IHERER (SE4EE

AR AL FEE O s R PR R (12 RS Y R 95 A3 2 T A

(BSA) ®10%bLLt. 72 DPASI (Psoriasis Area and Severity

Index) A3 7H120 L) 16961 % xt5 & L7z24 45 — EHE M

AREC BT HAPASIREE (1638) #iR%E FERIOR T AFIEG-H

DOPASITSISHIE 7 T v R GREIC AR THEREICER TV,

9 © 163 OPASITS IS %

7T R 40mg 40mg+12 80mg
4.3% 57.9%% 62.8%° 81.0%°

(2/4611) (22/381) (27/43%1) (34/42%1)

§p<0.001 *}7F L REE

a : 80mgWal fafi e G-
ZAEVERFHMRN 123001281 2 B FEHRLIE. HINETL4560
(36.6%) IMLH bV 277Uy FEM24%1 (19.5%) . IfirhCKIE N
1760 (13.8%) . 1ESFERATALEE, Hrp R ERHE 441661 (13.0%)
HTHo72,

17.1.11 ENETHERER (BEMEE
ARG (ZRLFF— b, Y70 RE) %) TRHIREARTS 2
SRR (PLFER) BEI0BIZ G e L7 MBI BT 5%
H16HMBICEIRNYE (R—=A T4 VOO EIEIRA 27 258#
OLEER) K L 2B O #I41370.0% (7/1061) Tdh-7:19,
FfERGL, BN, 29 FERES3B (30.0%) FTho7,

17.1.12 BAETHERER GZEUREEHR) (BF)
PR S A OO B Ik 2 B S R (IR B 6 R s 3B
PLb, BB EASME L LD JEA 7 u 4 KR EIEERLET
RIRDAT0545) 313B & MR & L7224 8% 57 7 1 R xt
W EERRARICB T 5128 0OACR20% FTHRIZRT (BHD
F950% I EMTX %2 ) o AR GO ACR201E 7' T £ REEITHA
THEIZERTWY,

PASI75

10 : 128850 ACR20:ZREH DHIE

TR 40m gl
14.2% 57.6%"
ACR20 (23/162%1) (87/151%1)

$p<0.001 %77 kKB
F7o 20HOBEIREAERE F R OEOXMA 27 (mTSS) T
S L 72, AR GEEON—2 54 U Hh b0 bRIE TSIt
R THBIIA Do 72,

#11 : 248 HOmMTSSZE L

7T R A0m gl
N—=2 54~ (FiH) 19.0 22.6
24K D% bR CF41E) 1.6+7.50 1.0+8.62°%

$p<0.001 X 7F L KEE
R 15161 B 5 B A EHLIE, LRERG19%]
(12.6%) SIHEHZK15B0 (9.9%) . FEHHRABIS1061 (6.6%)
RO (6.0%). EIMESH (5.3%) ZTdH -7z,

(REMEEHR)

17.1.13 ERE MHEEER
LTI LA E.ONSAIDs TRIEA 55 AT A 0 73 o 3 Bl P 5 e 1k
FHERBHANG 2 MR L LIFEHERBIC BT 2% 512085 0w
F#HH (ASAS (Assessment of Spondylo Arthritis international
Society) 20) &, 40mgf@l$x5-CT73.2% (30/4161) %R L
72200
FRAERGIL, BYE19B) (46.3%) . FFHEHERE 1161 (26.8%).
SR ROR66] (14.6%) % Tdh o7z,

17.1.14 @5 E M HEHER
TEEPERR T E M B (NSAIDs TR A 4572 ) 31561
EXRE L7277 v R EERILBGARIC BT 5128 0
EF (ASAS20) % FRITRT . KHBGHELT T L REEGHC
WARTASAS20123E L 72 HIGBAEICER TW Y,

%12 1 12080 ASAS205UE

A A 40m gl
ASAS20 20.6% (22/10761) | 58.2%° (121/208%)

$p<0.001 %7 J kKR
GV S R 52086112 B U 2 E A EHLIE, SIFEHJ266]
(12.5%) BJa2061 (9.6%) %TH -7z,

(EEMAFR MR R)

17.1.15 EAE DHEER
AR CRBIEEIME D 3 o b u — U SR 8 7 25 B E TR B
AT B EEVER S B R B 256 2 0 R & L - IR E MR ER
2B B %5160 %R (ACR Pedi 30GHK) 1IMTXPEH
$190.0% (18/20%1). FEPEMBIL00% (5/561). 4K TIX92.0%
(23/2561) wR L7z,
FofaERLIE, RWNEETH (28.0%). &, BHKIH
(16.0%) FTH o720

17.1.16 BHEE MAHHER
BEAE TR ORISR BIPE 0 2 & b 1 — b A8 PRk 7 25 B 3\ 36 B 1k
AT HEEME MM RELITIOE R E LEEREA
WcB U 285160 %% ER (ACR Pedi 30BUSE) 1EMTXH
H#E94.1% (80/85%1) . FEBEMEETA. 4% (64/86%1), &R Tl
84.2% (144/17181) %R L7z,
/-, FEEHOEAM (1688) TACR Pedi 30BUSIZE L 72
ERRE LSEERINICB VT, %5488 £ ToORBFTSRE
& TRITRT,
ARAPEG L 7 T & RGN TREBFRRIIAZ K2 -

=%,
13 : 481 F TOHBFIRE
75 kR A 75 R+MTX| RAI+MTX
S R 71.4% 43.3%° 64.9% 36.8%*
o (20/28%1) (13/30%1) (24/37%1) (14/38%1)

$p<0.05 X7 T L AREE
16381 (RAEVEFHIXTR1716) O A ERLRIE, TEGHALERN
3261 (18.7%). TEGHRALEUG276] (15.8%) EGHBALIBIELTH]
(9.9%). BEIH16B1 (9.4%). LAEIEG156] (8.8%) FTdho7z
48t (REVEFHNXTR686]) DT A EHRIL, EHEHRAEN,



AV AEGR1260 (17.6%) . LEGEEG11B] (16.2%), JE5HE
PEROS106T (14.7%) #8596 (13.2%) S5 CTdh -7z,
(BEBN—F v MR
17.1.17 BN DHEHER
AR AW (A7 04 FIUIREREH]) TR+ 520
N—=F = v MEEF2060 R & LI E I AR B
V%248 % OFWHYGES QHALEHER O R A 5l S OSIN AR SR
REBEFNCTNO LT CGEHKGE, eatift) Lo
ZOEE) & 45.0% (9/2061) #RL72%,
FFERLE. BWEEIP (45.0%). FH, X—F v b
SEERE (B OEAL) . #45, W36 (15.0%) THh -7,
DIEAEGHE X —F = v MRS 2 AU O S IEIC X 5584
B OARERUTEE WS, S EBICE R lem DL E o SRy
DRD SN BEDH R L Shz,
(7 a—>m)
17.1.18 EAE I/ TH#HERE
(1) BAEE
oG HEE: (AF04 F, 7HFF 7 v, R
THRIEA 50 7 P U FAE DG BIMICH 5 7 0 — VG
(CDA# : 220~450) 0Bl ZxdH & L7z 7T L RxFE mEM
HERERIC B U 1A% O PR3 (CDAMEIS0ANM) &, AHH%
BN T T 1 R 5RO Ao 722,
K14 1 LBHEO T

LB OTEMRIE, AABEHEDT 7 R B G RHNTHRIC
B TW®,
RI7 © 4EBOTEMR

7I kK 160mg (@Hl) /80mg (2:E#)

RS 7.2% (12/166%1) 21.4%% (34/159%1)

$p<0.001 X7 F L REE
RV R159FC BT 2 F A EHL L. . BENS
9l (5.7%). G VESHEARIEUERSSHE (5.0%) HTH o7,

(3) #FrEEE (BHEMMERER)
foEH: (A7a4 8. 7THFFT) V55 THEREATS 2
FRERIE S EE OIS H 2 7 v — Vo (CDAE : 220
~450) 854HI1ZE AP (FAI80mg. 2:8#%40mg) Z1T\w. 4
HBICCR-T0Z R LB 2N R E LT 7 R HER
FOIGRERIC B\ T 2678 X U568 1% D fEAR 1L, ARAN40mghs
DT T R GBI R TEBICERL TV Y,

18 1 2638 2 I U568 i 0 i 3

77K 40m g 8
e 2638 17.1% (29/170f) 39.5%° (68/17211)
- 568 11.8% (20/170%1) 36.0%° (62/17211)

AN 160mg (#1a]) /80mg (238%%)

B 13.0% (3/23%1) 33.3% (11/33f)

RAVERHIEXN R67HIC BT 2 T HHEE (k) &, T
RS, FAGEIESRAB] (6.0%) SFTH o720

(2) HEdFEE
BAFLEOREE T, 4#%IZCR-70 (CDAMETOLL Lig4) %R
L7z a— iBEepla g s L7 7 e R mE kit
BERBRIZ B B, 5528 DTEMR T T RITRY . 52H%O
WIS, RABEGHEDT T 2 R G R AR E - 722,

R15 : 52k DT

77K 40mg

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

RAVERF A 5256012 51 3 EfrEHS (52H%) 13, HIF
BHZ1460 (56.0%). SRiR4B] (16.0%). 27 10— 45, Hiliski% 360
(12.0%) & TH o720
17.1.19 EIRE IR
HERRS
MERRR SR R SRES L7 2 O — IR’ R R e L7
IEBERBIC BT ARABE RS 512 X 5CR-50 (CDAIiEAS0
Vi) 1383 T75% (21/2861) THh o7z,
FEofERGIE. BIHERIZG (46.4%). 70— Vi, BB&
40 (14.3%) 5ThH -7
17.1.20 B4 ER
(1) BASE (B I/ MHARR)
B (Aruf N, 7HF4 7Y V%) TRHRA TS5
A ESE I TIEDIGEIICH 5 7 0 — U iEH (CDAIE : 220
~450, PLTNFEF KGR 20961 2 R & L7275 LR —
HERILEGRBRIC BT 5 0R% O SRR (CDANEISORG) % T
TR o MEBROERIRIE, RARGENT 7 R G-HIC
NTHBEIZER TR,
#16 : 48O TR

77 R
i fEEE 12.2% (9/74%1)

$p<0.001 %} 75 & Rk
LA MEFHA R 522562 B 5 E A EF G, GG BU%
3061 (13.3%). HEL17H (7.6%) FEGIEBAL B S 41441
(6.2%) EGHBAEAI136] (5.8%) FTH o7z,

(2) BAEZ (BHELHERR)
A7) F T TRHREIER L 72 I 72 i85 E 3
DOIWEENIC S 5 70— Vs (CDAUE : 220~450, 1 »7)
FUXTARRIEREL) 3250 &G L LicT 7 R _EE
BGRB8 2 4HE O EFRE L TRITRT,

160mg (#m) /80mg (234f%)
35.5%"% (27/76%1)

$p<0.001 X} 75 b KE:
WAMENIE (85451) B2 ELAHEESRIL. FH51H)
(6.0%). ELA50 (5.3%) HTHoleo “HEMMM (40mg
W JEEE26061) 1B B EARAEFRIT 2 v — LIES1HI (19.6%) .
BIHE 2961 (11.2%). BAEHm2761 (10.4%) %TH - 72,

GERBMXER)

17.1.21 EAS I/ DHEHBR (BRA)
oE#G: (A7Fa4 K, 7THEFFT) V5% THEATG R
I S TEAE O S K R EH (MayoA I 76~12, DI
SMAYT 7 A 3 72~3, PUTNFEAI KL 27360 %255 L L
7275 b RN B EERILEGABIC B 5 SR (3Bl
H) &, SEBETRAFZRGHEL 77 v REGHELOEITHEDS
N o725, 52BHTIE. RARLGHS T 7 v REHHI
N ol T2 SEBICHIT AERD RIREFGEE) 12,
75 R EE35% (34/96%1). 160mg (#IE]) /80mg (2:8#%) B
T50% (45/9061) TdH 0. KAFEGHAT T & R 5FEI A
o722, [5.128H]
BMayoA 2T BN—=2AF 4 ¥ H5350230% oA, 2o, BEEH

MY 723 71T LIFR=2 5 4 ¥ 9510 LD,
19 © 83814 L U528 0 T i

160mg (#IA])

77 R /80mg (23)

T 8l 11.5% (11/96%1) 10.0% (9/90f1)
(FZEEHIEE) 523" 7.3% (7/96%1) 20.0% (18/901)

a: MayoA I 7A2LF, 222, WEFhoH 7237 1LF
b o SHEMELARE, ZRAT 5 2B A 3RO R~ I R & S, BATH)
IR L Sz,

GEVEFHR R17T7THNC BT 5 A7 EF L G2HE%) 1. &Y
JETOH) (42.9%) . FEFHEBAL G186 (10.2%) S5 Tdh - 72,

17.1.22 BHETHERER (BRA)

(1) BAEE
PUTNFEARBHR T, MoWHEHE (A7uA F, 7THF47
Y V) TRYRAS 53 7 v A X FAE O T8 5 VK g8 A
(MayoA I 76~12, WHEMRAEY 723 72~3) 23t e L7z
77 R T EERILEBGRAER (57661) 12B1) B MR, A
PG HENT T 2 REEG R IR THEICER TW 27,

20 : 8B O TR

7IkR 160/80mg

o (84) 9.2% (12/130%1) 18.5%% (24/130%1)

$p<0.05 X7 T LRE

a ' MayoA I 72T, 222, WIFhoH 7237 1L
160/80m g ABE223FIC B 1) 5 F e A EHG L. EEEREG R
1361 (5.8%). &5 (4.0%). SEHE7H (3.1%). SHIHIH 6
Bl (2.7%) THo7z,

(2) BARUHREE
PUTNFEA O HREROFHI Db 63, MoEHRDE: (A7
AR, THFATY L) TRRA 5 % S5E L ERE DS



PERI % 35186 (MayoA 2 76~12, WM 72272
~3) BRNZEP L LTI AR IR E MR B 2 R
Fid, ARG T T R IR THEICERL TV,
BHTNFEA TR TR L2z (CRER) A2 BE b HEh,
7e72L. BFEITPTINFRAN SIS L 5200 7o (—RER)) B EBRSE
Ihiz,
221 ¢ 83l e U523 1% D Eifigp =8

7T R
9.3% (23/246f1)
8.5% (21/24611)

160/80mg
16.5%% (41/248%1)
17.3%% (43/248%1)

FofpERe (84)
B (52:8)

$p<0.05 * 77 &K

a:MayoA 2 722U F, 222, WIhoH 7237 1L
ZHEBHIEIC BT 2 ZAMEHIN R 25THNC B 5 B EE
G, IEBTE R 25861 (22.6%) . SRMRBE 224560 (17.5%). WA
w2260 (8.6%). MEjw. BUMHIRE&2000 (7.8%) T -7z,

17.1.23 FMAEHRER (KA. #HIFHSARE)

PTNFRH O M ARBOA I HDb S, Moibms: (2
FHA R, THEFF T V) CTRIER 5% i S I
(MayoA 2 76~12, WHEMAEY 7 A3 72~3) OBREHERE
KBEY 2 MG EERABAEG S Wz, Wi cEmS h:
F B (85261) K OTEIN TN S W7z 75Kk (10061) 2B
552 O EIRHRY % T RITRT o $5-8BEUFEITAH40mg % 3
1A E L7z & & 0528 %O ML, 40mgx kS L7z & &
LI LT, ERBROSME AL TIEAEE I B AR 2500
SN p o 25 T RERO HARNEN & ERERO/HE N & 0
MAEEFTIIARICERTH Y,

%22 : 52O

40m gl 40mgii1m|
AHE SR 29.0% (42/145%1) 39.5% (60/152f1)
R bl 30.1% (49/16351) 41.1%° (72/17561)

$p<0.05  *FA0m gl $ 54
A (8 FE T) 952BC BB Ea A EHGIX. BRI
(7.5%) . WK 6361 (6.6%) TH o7z MR (8HLL
F52:8 % T) 846611 BT 2 E LB HEFLIL. WEHERE 217061
(20.1%). FINEEZ10460 (12.3%). BEE5461 (6.4%). LA
TEIEGS0H] (5.9%) . BUF4A7Hl (5.6%) TH -7z,

W TNFEA] T LA RIS ATRD S, AL IR E L % -
TBEDEEN, 72720, BEHTINFEANIKE L o7 (—
VS NI AN S Y (W

a: PG 8HEFICMayo A I T IC X AU# (MayoR I THN—A T A V7

5384 ¥ MPLEAD30% EiEA BICER Y7 A 2 7 2SI
HBHVIZILLEORD) L2zEBHED S B, 520 Mayo A I 7 A32LL
Ty 222, WIhOY 7237 10T,

17.1.24 SEMHEER (MR
PUTNF#E A OFH RO b 53, MoBEHE (A
TUA N, THFATY EF) CRHREA % b EERE X EE
(Mayo R 2 76~12, WHIEEMAY 723 T72~3) O5~17i%D
EEE R BHY 23R & Lz I E RIS % 920 L 72,
WAV CHERB S Nz E R (936)) ROEINTE#E S % 73R
B (7H1) 2B A 8MME N B2 D EMHRY & T RIRT ., £
AREROHME N F K O 75 B H AR N FT & T RBR oS E A4
HOMAEEFN BT, R &R % bR A L7228
FHERICBU 285 K OS2 B OEMRIT. MEARHE L
NRTHEICE 729,

623 1 8L N U523 1 0> i i3

(isy

o+ g | P | BRI

i ff e 53.2% 59.6%° 43.3%
SHEAN | (8) (41/7740) (28/4781) | (13/30%1)
B | e 37.1%*¢ 45.2%° 29.0%
(5234) (23/621) (14/3141) (9/31%1)

i g e 51.8%* 58.8%" 40.6%

wa (858) (43/8311) (30/5140) | (13/32f1)
ER | e 35.8%° 44.1%" 27.3%
(5258) (24/6711) (15/3440) | (9/33fs)

@

CIREMEIAE T (B EMMES)  BIERE (8% 1 19.83%. 528k
18.37%)

EHERYOEAY (8HF T) 51HICBIT 2 R EFLRI,
5B (9.8%). #1136 (5.9%). EEMERE2 & FIREE % %

260 (3.9%) THo7zo BHERY OMFEY (8HELLMS2H F ©)
TIRAOPBTFRE TOBBNIBIT 2 B AEFHLL, BEEA
Wade. LFIHGASE, AGE &G40 (11.4%) . FFE. TR 442
Bl (5.7%). Il (2.9%) Th-7z,

DR TNFREA TR RN L L (SRS I 2 88 b & Ehiz.
72720, BFITHTINFRANCKIS L b o 7o (—kIER)) BE bR
SNz,

a: QHEFO TS « Pe G- &M IZER T Mayo A I 722U F. 220, w§
NOF 7237 H1LL T, 525K TR © $55.8 B2 HB 5 M Mayo
AATICEDEE (R=ZAFA U PB2RA ¥ ML EDD30%DL K
By L7zBEDH B, 52HBFICMayo A I 722U F. 2. wih
DHT AT HILTF,

b AW 50K OTERIC2. 4mg/kg (e K160mg) . $45-2:8 512
1.2mg/kg (B A80mg). %54} U'6:HKFIZ0.6mg/kg (3 K40mg) o
HEFRY - IR LLFEO.6meg/kg (FkR40mg) H1al,

¢ AW - P55 0MKIC2. 4me/kg (leK160mg) . FxH-23 21 . 2mg/
kg (RA80mg). 54K V'6:EIEI20.6mg/kg (R Kk40mg)o #HEFE

W SEIELIREO.6mg/kg (e k40mg) R,
GERELMORREE, HEMXULASE S ER)
FNEHAR (HEAAZ SOEBRERZER)
17.1.25 SEBIMESE SR

RIOATFa 4 FiEgh (FL F=va Y#8510~60mg/H) 1CH

PRU 7GR &) BRI H233061 (9 B HARANLGH]) #xfg L

LT, #ORXT a4 FOAMZGIZL Y ERAEESEL I Z 2%

2 RIOAT a4 FHEZW L7 & & 0% T oMM % -

L7277 & AR E S MIEEGABRORE R 2 DUTF ISR T,

o o =
> 3 o

ﬁ%« 24

=3
=

o
©

®
corvin b b b b

[eEdR=Y" )]

0.0 B T T T T T T T T "
0 2 4 6 8 10 12 14 16 18 20
L UlHINOED]

WE D, 0 | 2 | 4| 6 | 8 |10 12| 14|16 ] 18| 2
75K |0/115]38/72/69/37(82/20|86/15|88/12| 89/9 | 89/8 | 89/6 | 90/5 | 90/0

AH0/118]19/87|45/57|56/42|62/35|65/29]68/20(68/17|68/15|68/12| 68/0
(FER BB A1)
e 563 DR D Tk O Kaplan-Meier figt (4xR4M, ITTHR)

24 56D EOFRY £ O ITTHEM)

AHA 7oK
ﬁ%ifg??@*%ﬁ 138 30
A, 4
iﬁiﬁ NF— T 0.56
[95% (= IX 1] > [0.40, 0.76]
pfit” <0.001
TR F CTOWIH o il 94 98
H AR N &R 5342 (") ’ )
(16%1) NF— R 1.20
[95% 5 HRIX H] © [0.41. 3.54]

a) : OB OGO SFEMHZE, OMENMED 7 L — FOBEL, G
FHRRBEO 7 L — FOE, O EHEERNOETOVTFhrsED
SN AT L Bk

b) : B 5L OTH AR A SUIHME N % B2 R L L 72Cox BN — FEF L

o) ¢ PGB B Y L7zCoxIbBINGF— FEF NV
HARNDEA D24 VEEH e G 1196112 3513 5 T A EHL L, 5

MHEEZ2161 (17.6%) SEHE13H1 (10.9%). 55, R& ) MREH
1260 (10.1%) % TH -7z

17.1.26 FEHEEIMESRE SRR
MEIROAT O A FIEEICE ) FHRLEROD S, —ElE
ORIATFTA R (7L F=vo s #510~35mg/H) 12X
D FEIRDYEE LTV B IRIGEIPES &9 BB 25801 (9 b HA
N3260) Zxtg e LT, EBBGR ORI A T a4 Fo i % il
WL72L EOFME COMBZEHE L7277 R IR - EEKRIE
BB ORE R % LTIZR T,



O 415641

0 2 4 6 8 10 12 14 16 18 20
Jom (3)

wE (H)] 0 2 4 6 8 10 12 14 16 18 20
77 R (0/127|23/97(49/67|60/51|63/42|68/33|72/26|75/21|75/19|75/17| 75/0
AR#| - 10/131|8/118|32/89(41/74|46/65|51/54|56/44|57/39|57/35|57/31| 57/0
(PRI TR 05D
%5208 DL O PR D Kaplan-Meier Hifs (4R, ITTHEM)

2225 e G2 AP EOTHRY £ oMM ITTHER)

ESill 7R
FRR N H, e
ﬁmif?iﬁ?%*%ﬁ e AhE 56
GRS
[95%E X ] » [0.37. 0.74]
pfit® <0.001
T F CoM Mo i 2.9 91
H AN 4E (H) ) )
(32151) = K 0.45
[95% 5 HEIX ] © [0.20, 1.03]

2) : OFROWIED SiEtting, OHBANID 7 L — KOTAL. O
THRBO 7 L — FOEAL, OFEEIESIOKT OV Nys 380
7 TR

b))t GHE RO HARASUISHEA 2 B & L7Cox NG — FE TV

o) - G RER BIAR L L72Cox BN — FET IV
HA NG QB4R RIS 51T 2 LAA BRI, W

HiA28H) (21.4%). SHBTA230) (17.6%). BUGITHY (13.0%),
HH51480 (10.7%) HThH 72

18. EERhEIE
18.1 1EFMEFF
7H Y AT TIETNFICHERPICHES L. M0 0p55 K U
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