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NIRRT PE—MEEER) OB IEIZDOWNT

REFMBOEE & WHEOIEARTE 2016 (CFR 28 4£6 A 2 A EEIRE) 128
WL RS EIR S O A ORI HEZX S Z ERBVAENTZZ & x5
T CVEHTE G BB e B IR T D T D IS R HEE T A R
TA U EEKRTHZEELTVET,

T avF=T7®E (WFEs A A 2 HES0 mg, [AEE 100 mg KO
[F#E 200 mg) ZBEFIBIE CHORA+9577 M —MERERICK L THEHT
HEOBEBEFREHICOWTIE, EfEA#EET A Ko LT TIT77avF
=T RBN Ol HEE T A KT A > (BEFIRECOHRARA+ 0727 hE—tE
RIEHR) 1I2HoWT) (SR 34E 11 H 24 HAHTEASKER 1124 1 5EE
SN ESR A IE AR RIER L EESHEBRE BN XV RLTEREEDA
<7,

L. 77 v F =T HEIOB AL SNTIRMA CEOLETITHEV, Y%k
WA RAHEE T A R T A 2O LBV KELE LD T, HENOEFE
B OV RICx 4 2 8 maE BV L £, WIEH OfKEMERHEET A R 74
iE. Ao B T,

2B ARKBEHOE LIZOWT, BIFEEOBBRHEDOEIF T 7 7 4 P —K
AR B R STAT BOE N 38 5 R R B AR R S A B R R M OV H
FEARES TICHRETL2DT, 20D HE LIKRZ £,
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2) IR EoF RN fElttZ B S LS 55 AIC
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HZ L,
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(%)

9) JAK FHEANZ W T, RN (BRI & O
ShRERZE (BME, U U REIS) DR RESNT
WD, FEE OB TIIER O BEEAL B VAL D 3
ENRH DT, KA OGN > THREZIZET %
+o3 i L O X SR E I Z, A1 v ¥ —7xn
vy BERERBR XY L 2 ) U RS 2TV,
MaEs CT MBS 21T 9 2 LIk 0 iR H % 4 1k
BT DL, MEOBREREEZ AT 5 BE KO DK

(W)

2) 1B EOFRMENGEHRMEEZ EE S L HBT S DA
DHEHESTDHZ L, £lo, BEZHBT HEEICE, &
FIZUToOREHSICHHL, BEPEELEZZ L%
T HZ L, Flo, RABRGHRICAFTERPIEELL
% AliE, EREICEKBT LX) BB ICEEEZ S5 R
HZ ok,

- KRB EIC XD MR, BULE, T A L R EGEE
& 2 HE 72 RYE O - I BT EAL S N R S
nNTWnWnHZ &

(W)

9) JAK BHEANCI W T, FEREMERME CERIREEE) KO
ShiERE (FHE. U U \HIE) 2B 0RENREINT
WD, FEREOBERYLE TIEIER O BEEN K OVEL D B
TN H LT, KB OGN > THREZIZET 5
+53 722 KO X SRR E Iz, A v 2 —7=n
vy WEEERBR T v 7 ) U RO 2TV, EE
Mo CT &S 2179 Z LIk 0 R Y o A 4 & T
BT DHZ L, WEEOBEREE AT 5 BE KO DK
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1. IIL®IC

ESESOGRE - RRVEOMRDT-DITIE, WA SEEEICEDWaE B RD b D, S
BIZ, ITFEORVFEAROMANT LV | SUREIR SO S U EFRT 263 5 EIRL VAR
ENDLHT, ZHHOEIR A BV L3 2 B EYNCE T 5 2 L 3B OB & 7o > T
V| REEMECEE L U DA T EF 2016 CFERk 28 4 6 A 2 HERERE) 1BV ThH, HEHEESR
e F O OFE HEEZ X5 = & & STV,

BT 203 D ERG . Y ERSCLZ T 1 7 7 A VSBAFOESER & B SN2 e
LTENDDH, DT, ARSI DI @RS D £ TOM, L%
DBEFEATRL 2T 5 Z LN SN D BEISH U THERT 5 & L bic, BWERARH LR
Pt & % Z & YRR e — B OB A T T IR O35 Z LN EETH 5,

L7=Wo T, ATA RTA 2 TliE, BB Z N E TITE LN TV B EFHREAR - Bl Rt
(IS E LU T DEIE O 7o A HEtE S 2 8LE0 6 BB B2 RO EFEE T,

223 RAA BT A AL, MNATBAE N ESES ERS AR A, AEENE AN BARR SR 2,
—MAFNENAART L —2 —ANENAANET LLF—F2 SNtEEAN A AV NA
FFR M OV A AR B ERHES O D6 EFR LT,

R LR HIEES - YA A 350 mg, A 3o 3 EE100 mg, PA 231 2 2 §E200 mg
(—4% . 7T e vF=7)
SR ERDRITE « B ERE COHRA 5727 F e — MR ER
MG ERDAEROHE - B% ., AR, Eo/NRIZiX, 77 ryF =7 & L T100 mg
ZIALER NG9 5, 72d, BEOIRREIZI U T200 mgz 1H 1[4
ROBGTHZENRTE D,
o KT ¥ E D 7oAV —HASH




2. AFIDFHL, VERIT
A 31 2 abE S0mg, [AIBE 100mg, [FIFE200mg (—i%4 : 77 av I =7 LLF [RAD) 13,
KET 7 A P—DAL L7 X 2% F—F (JAK) HERITHY ., 7 s 5t bR
1 (LLF, [STAT)) VU UE(bOBAFE 2 UCRIEMEY A S A L DL 7T ) UREE T 5,
7 hE—PER SR (AD) OFIEMFIZITILAG, IL-13, 1L-22, IL-31, FORETEMEY > BRET AR 1
(TSLP). IFN-y FDHEROYA N lA U HBET 5 Z EAFBILTIY  (Acta Derm Venereol 2012;
92:24-8,  AutoimmunRev2014;13:615-20, HEARESFE 2017;13:8-21) . AAliL, ZhboHA b
A DT F RS T 2% JAK-STAT ¥ 7/ URiER A THET 5 2 &b, AD TR LT
BRI 2 LR SN D,



3. BEREGE
BEARE CRIREAT0 72 AD OAGRRHIGHI 21T - 7= B2l SR O Rl 27~ 1,

ERSLFEIS AR (B7451029 3350 : 2T uA FAVHAIBEAR 538 RA)
[RBROME]

2T A RAHEE CLF, ITCS)) &L TN =a—Y LFHENTE LT, [TCL) %o
FHANRIF TR0, UTEETRED TR AD B (BFEFIEL 700 %1 (100 mg &, 200mg ﬁi
JOT 2 B~ TRER 200 B, 777 BAEE 100 ) Zx842, TCS B FCo7 7 RIcxd 5
AFN O O M a5 720, 7T e IR R4 b Sl TRER FisABR s B A,
KE, R—F 2 RO 18 OE XMl ¢35 S iz,

AFRBROF G 20 HE & Sh, #5516 W E TOME - AR, AK100mg, 200mg # L <
377 R%E 1 B 1 EREOEE, UET 2 e~ 7 300 mgh% 2 BN 1 [mf PRG35 L L%
EESN, 5 16 HURII_HEM T T, 77 B RBHIAA 100 mg XL 200 mg % 1 H 1[0k 0
BT EEHT S, AFIBEIE—ORE - AE&ZkiHR G, T2~ 7 37 788 % 1 A 1
FHROREGT D& & STz, RX—RTA D 7 HEL BRI G ERIIMN 28 U TRE N HER 2D
e EL T H2MEEERT L Z & &S, N—=ATA UL D TCSIBREZRIG L. T DK, JRE7INIL
RUTHAEHIET A 2 & & Snizd, Ofie 24 I VORI 28 U GrRSh
77

e 12 TRFOERNE X 5 BGEHTA 27723 1 LUFD D= T A Linh 2 DL R U T4
DEE IGAON)ERF) LK OEH ORJEEREZ A 27 LIZ EASI A 27 IRR—2 T A 1D 15%
DL R U7 oFE (BEASIT5 #55%) 73 co-primary endpoint & S4172,

KGR D EEIT 18 LI ED AD BT, A7V —= U JWHILL T ORERER -3 2 & & STz,
(7B ULE)
> VELLEATICAD EEERICEZKI S, A7 U —=2 T K U_—R T A I ZHanifin & Rajka?®
DHEHE LS EADTH D LR END
> EASI Z2=7 16 LLE, IGA 227 3 LLE, JWADMERIEED 10%LL b, KO 5 FEREEHITA
r—)L (NRS) 2= 7 4Ll F

> 6 WHALNIZ, S AIZ 4 BHFELLEREH L TR, JAPRE= > Fr—Ld7odll4e
HREDIRIEPHES TE D
[FR]
(A2

HZIMED co-primary endpoint T 2% 5- 12 REZISIT D IGA (0/1)ZERER L OV EASI-T5 BERGRITHE

D ol B 600mg % He T
D RS LC medium potency DO TCS (R U7 A%/ By 7 k=R 0.1%7 ) —A I 74 ) 027 b= K 0.025%i
B (AADPETIIA ba 77 5 AFREETAY)) %1 H 1 IEHEEHJL RN ha—LEn b (R T NEEMED) |
IHIZ7 BE1 B 1EEAG L TOLHIET S 2 & & &z, ENEA L7-5E1213. mediumpotency 0 TCS DEATi % FHT 5 =
Lz, EOMY RSN i, S, Fﬁﬁpfﬁ&(}ﬁ T, R EENEAE) . XU medium potency D TCS (¥ 5k 3324
TIFRWEEZ DIDEATIE, lowpotency D TCS (b KL FV' 1% U —25) I TCI #8115 2 & & S,



1OEBYTHY, 77-AEEE 100 mg BTN 200 mg ff & OEX I T, W HLORHIE
FIZOWT HFEHFRICHERZEZNRD i, 7 7' ARBHIKRT 5 100 mg K& OF 200 mg FEOME

PEDSRES Uz,
# 1 AIWEOTEEMITEHE DR (FAS,NRI)
100 mg #if 200 mg ff Fa bk M TT AR
F 512 TR 2 IGA (0/1)EERREE 36.6 (86/235) 484 (106/219) 36.5 (88/241) 14.0 (18/129)
TR REE DFE [95%CI] @ 23.1[14.7,314] 34.81[26.1,43.5] 22.5[14.2,309]
P p AP <0.0001 <0.0001
Beh5- 12 R 2R B BASITS S0 58.7 (138/235) 70.3 (154/219) 58.1 (140/241) 27.1 (35/129)
TIRRREE DFE [95%CI] @ 319[222,41.6) 4321[33.7,52.7] 30.9[21.2,40.6]
T p D <0.0001 <0.0001

% (D, A FIELTORNEOO, 512 BRFOMEDBIES TE 7o > T8RS FAS 22D ST 5,
a) =R TA LD AD OFSEE TH#E L7z Cochran-Mantel-Haenszel 7% Fi\ V7=
b) AREKUEEIR 5%, (GUREDSEEDOTFEITEE LTI T 7 4 VT 7 a—F NN,

(Z24xtE)

HEFLT, 100 mg B 50.8% (121/238 i) . 200 mg #F 61.9% (140/226 ), T2 &7 Mif
50.0% (121242 ), 7" Z&AKE 53.4% (70/131 f) ([ZRH B, FRFRIIER 2 DLBY Tho
77

LIRS B2 h o7,

TR FERGUL, 100mg FE2.5% (6238 61 QRLMERECD, SRS, BYu: T, Mgk,
HE~ LA TR, R BIEE BT, R MEREA 1 61)). 200 mg £ 0.9% (2/226

CHERIRRZEH, FEHmA 1 60)), T2 278y ME0S% (2242 il CEAMNGEE, RS
F1E0) . 7T REE38% /3161 (77 4 7F =Bl TANRT XTI ) hT AT
= 7 —EHIN, FLENEE, MR, FE T RS, MERREE, 7 b B MR RS 1) 1ZERD
BV, 100 mg £ 3 41 QRLILERIED . FEAIMATREE, gk, DE~ L2/ EMREE) . 7T
REE2 ) (TANRTGEET X ) N T VAT 27 —BHN, 7 MR (2o CIEiEHEE
& ORPEBIHRIEE SN2 d o T,

HIRICE ST A ERESIE, 100 mg #2.5% (6238 #) . 200 mg £ 4.4% (10226 f5)), T =7+
v MHE33% (8242 %1) . 7T EARE38% (5131 4) ITFRD BT,

BIWERIE, 100mg 7 21.8% (52/238 f4il) . 200mg 7 30.5% (69/226 f5l) . 7 = &7 &> M 18.6%

45242 4) . 77 EHREE183% (4/131 #) IZFRD BT,




2 VT DORET 2L, HITERO DIV H RS (ZeMHioa SR

5, 100 mg #: 200 mg A Fa s M 7T AR
(238 f31)) (226 1)) (242 1) (131 1))

el IEITS 22(9.2) 15 (6.6) 23(9.5) 9(6.9)
RUERG. 12 (5.0) 9 (4.0) 9(3.7) 6(4.6)
LT 10(4.2) 25(11.1) 729) 2(1.5)
R 10(4.2) 15 (6.6) 13 (54) 6(4.6)
= 7(29) 15 (6.6) 3(12) 0
fH 7 L7 F o R AR F—PHIN 7(29) 6(2.7) 2(0.8) 3(23)
7 MRk 729) 3(1.3) 2(0.8) 5(3.8)
Bl L~ 52.1) 8(3.5) 2(0.8) 1(0.8)
&z 5@2.1) 0 0 0
SRS 4(17) 73.1) 4(17) 2(15)
TFERED E N 4(1.7) 7(3.1) 0 2(1.5)
i 4(1.7) 4(1.8) 3(12) 4(3.1)
EES 4(1.7) 4(1.8) 2(0.8) 4(3.1)
FUEE~L~S 4(1.7) 2(0.9) 52.1) 1(0.8)
HlbgE 2(0.8) 3(1.3) 15(6.2) 3(23)
i 0 1(04) 7(2.9) 5(3.8)

B )

ERRILFEISSIAERAER (B7451036 335 : AT uA RAFABEHARSHER (F0E
[RBrOME]
TCS 47 L <& TCL FDIHNER TIOR3, XITEHTERDLE AD B (B 225
B (100 mg #£, 200 mg #E, 77 BARRES 75 611)) ZXIBIZ, TCS fFH FCOT T BRITRT DA
FIOESNE N Qe ARG D720, 77 BRI R b e TR RS B A,
KEL, R—F > RO 13 OE XMl c32 S iz,
PV - EIE. A 100mg, 200mg X7 FEAR%Z 1 B 1R 12 BERA#REGT 52 L LRES
e =T A D 7 BLL R OB 208 U TRV L D7 < &b 1 H 2 [BHE
LT L LS, RN RTA UL Y TCSTBR ARG L, £ D%, WEDIR L SEE 1T 5
Tl ENEY, BOPie A4 2 UEROOHHIBRIIE 28 U TR S,
e 12 BEFZ I 5 IGA (0/1)7ERER B 0N EASI-75 AR co-primary endpoint & X172,
SR &7 D EHIE, 12 UL 18 RO AD AT, LT ORMER -2 & & &hi,
(7L )
> AD CERRANICREr S, A7 U —=2 T R OY—R T A REZ Hanifin & Rajka D2 e
IZHDE AD Th D LR ND

» EASI 227 16 LLE, IGA 227 3 LLE, JRAMAERMEFED 10%LL . KOV SFENRS A=
7 4Ll

> RO a~c DWTIDOOFERBMER S (@ A7 V—=" 76 5 HUWNIZ, S A% 438
FLL R L CORRAT. b A2 U—=FWE6 7 HLINIZ AD I3 2 2 EOIR
WIRENDH D, ¢ @ AD KT HEFFIEOFEHEE TH D)

> REN25kg PLE

3 RGN LT medium potency @ TCS (FY 7 AL/ T h=FR 01%7 U—23UE7 A/ a7 b= R 0.025%HK
BE (AAROSETIIA brr 77 7 AFRBETHY)) 21 B 1EREA L, HERay ba—LShi- b (TR UE NEFERD) .
SHI27 HREL B 1 EEBMALCHOLHIETHZ & & Sz, WANER LT-3rA121E, medium potency @ TCS OEAfi % BT 2
TS, RGO RZSENT (G, SR, PR ORAES. BUEERSS) . XU medium potency 0 TCS O ki1
BTN EBEZHNDHNAIL, lowpotency D TCS (B RualFY i 1%7 V—n55) I TCI 28§52 & L&,




3R]
(HZE)

HIMED co-primary endpoint T S 4% 5-12 3

TRHZ ST 5 IGA (0/1)ERR K OV EASI-T5 3ZRERI3EE

3DLEBVTHY, 7T AL 100 mg BEL U200 mg B & OB T, WTHOFHEE
FIZOWTOHE ARG biv, 77 AR5 100 mg FEL TN 200 mg FEDOHERL

PEDSRES U,

3 AIMEOTZEHIEE OBl (FAS, NRI)

100 mg #f 200 mg # 7Tt
Feh- 12 RIS 5 1IGA (0/D) ke 41.6 (37/89) 46.2 (43/93) 24.5(23/94)
7T RRREE DFE [95%CI] @ 16.7[3.5,29.9] 20.6[7.3,33.9]
L p i 2D 0.0147 0.0030
e 12 RIS B BASI-75 #eE 68.5 (61/89) 72.0 (67/93) 41.5(39/94)
T RRREE DFE [95%CI] @ 26.5[13.1,39.8] 294[16.3,42.5]
L p 2D 0.0002 <0.0001

% (B, #EaHIE LT eWboo, £5- 12 ERFOIEAMBEE TE 7ah o ToeE 73 FAS 7 B ST,
Q) AT A WD AD OFESEEEZFERIT- & LTI L7z Cochran-Mantel-Haenszel

b)  AEARERMR 5%, (EREDLEIEOFHESEL LT T 7 4 INT T a—Fifuvbi,

(z241)

BEFELIT, 100mg FF 56.8% (54/95 151]) . 200mg ¥ 62.8% (59/94 1) |

fl) \ZERO B, ERFRIIK4DLEBY TH-oT-,

ﬁE n:u &) Eﬁ’bfii)‘/) 7;0

7B AREES2.1% (50196

E%focﬁ%%%zi\ 200mg B 1.1% (1/94 51 (22 1 61) . 7T - AEE2.1% (2/96 1] (&,

7 NSRS 1B (TR BT,

WV HIREREE & ORRBIRIIGE Sz,

HIEIZE S 7oA FEFRIL, 100mg B 1.1% (195 f51)) . 200mg #£2.1% (2/94 ) . 778 HE2.1%

(2/96 f51) (ZERDH BT,

EIWEAIZ, 100mg B 21.1% (20/95 f5) 200 mg ¥ 33.0% (31/94 f51)) . 7°F & HEE 16.7% (16/96 {5)

(SRR BT,




F4 WTHDORET 2% I

WONTAEFS (MRS

100mg & 200 mg #¥ TR
L (95 #3i) (94 151)) (96 151))
AR 9(9.5) 10(10.6) 10 (104)
BeL TN 8(84) 8(8.5) 9(94)
FAN 7(14) 17 (18.1) 1(1.0)
FaIk 7(74) 2(2.1) 1(1.0)
BIE ] 5(5.3) 8(8.5) 7(7.3)
NHEEZ 5(5.3) 3(32) 33.0)
Mg 4(42) 5(5.3) 0
P27 V7 F o R AR —E N 4(42) 4(43) 0
A TN 4(42) 2(2.1) 1(1.0)
Ik 4(42) 1(L1) 2(2.1)
B 3(32) 5(5.3) 1(1.0)
B 3(32) 1(L1) 4(42)
BIEK 22.1) 2(2.1) 1(1.0)
7 hE—MERRER 2(2.1) 1(L1) 3(3.0)
T 2(2.1) 1(1.1) 0
% 22.0) 0 1(1.0)
FhiliE 22.0) 0 0
P45 2(2.1) 0 0
25 1(1.1) 3(32) 1(1.0)
FIEA~ILASZ 1(1.1) 2(2.1) 0
MUK SRR 1(L.1) 2(2.1) 0
e 1(L.1) 1(L1) 2(2.1)
LD 1(1.1) 0 33.0)
M pRERHN 1(L.1) 0 2(2.1)
JREH 1(1.1) 0 2(2.1)
FEMED F 0 6(6.4) 1(1.0)
g 0 4(43) 0
FIlGRIZER 0 3(32) 0
fEIR 0 2(2.1) 2(2.1)
ST 0 221 0
IR ENE 0 0 2(2.1)
AEER 0 0 22.0)
L Y ERBEP SR 0 0 2(2.0)
Bk %)

ERSLFESIIERER (87451013 3RBR) - HFHE 534888

[BBROME]

TCS # L < 1% TCI DA ARG CohRA+4r, etk EOB ) DAV HRNRR L X7
VN, XUTEFIEEIEE AD B (HEEEEL 375 61 (100 mg 7% 150 #1, 200 mg 7 150 #, 7%
REETSB)) ZRBUT, 7T BRIk 2 ARFI B 5O O 22 et 5720, 77

iz,

FHE - FHEX, AKI100mg, 200mg X7 78R % 1 B 1A 12 8RO 52 L L
iz, BEOPIE A ¥ IV HABRE | AD (AT 2IERESEO PP HIGESRIIN 48 U A ik Sz, &

TSP HEOFIZ, MBI 28 U TRIFE Sz,

$5-12 HRAZ 31T 5 IGA (0/1)2EREHE M TN EASI-75 22h% 373 co-primary endpoint & S4172,

KR E 7D BREE, 120 LD AD HBE T, LLFOEMEA-3Z & & iz,




(7RIS RILHE)

> 14ELLERTNCAD EEERIICE S, A7 U —=0 7 ROVS—A T A HFZ Hanifin & Rajka
DWW IS E AD Th D EELSiLd

» EASI 2=7 16 LU b, IGA A=7 3 DLk, JWADMERIEED 10%LL . KO 9FENRS A
a7 4Lk

> 6 WHUPIC, AMAIZ 4 LR U CHREA 5, SRR EE R ERR%
A EOBIEC L0 HEES R, TR b — LD T OIS FRIEOIREE) e
RTED

> REN40kg UL

(2]
(FE)

F5IMED co-primary endpoint T 55 12 TR ZISIT 5 IGA(0/1)EREE M O EASI-75 EERERITER
S5OLEBYTHY., 77 BAREEL 100 mg BEAL TN 200 mg BE & OB T, W oREfiE
HIZOW T ORI B2 ZEZNRD B, 77 REHIRT 2 100 mg K& OV 200 mg BEOMEEEL
PESREES LTz,

#5 APWEOTERHIEH OBk (FAS, NRI)

100 mg #f 200 mg #f 77wk
$5-12 TRHZ T 5 IGA (0/1)iERkEE 284 (44/155) 38.1 (59/155) 9.1 (7/77)
TR REEDZE [95%CT) ¥ 193 [9.6,29.0] 28.7[18.6,38.8]
p Y 0.0008 <0.0001
P 512 BRI ES1T 5 EASITS SR 44.5 (69/155) 61.0 (94/154) 104 (8/77)
TR RHEE DZE [95%CT] ¥ 33.9[233,444] 50.5[40.0, 60.9]
p oD <0.0001 <0.0001

% B FEAETIEL TORNB OO, 512 BIRFOMEDBES TE R > THEREN FAS DS ST D,
Q) N—RTA D AD OFEEE K O A JERIE- & L CHl#E L7z Cochran-Mantel-Haenszel 1
b) BOKUEIR 5%, RGHREDSEILOTESEE LT T 7 4 ANT T a—F RGBT,

(24:E)

AEFST, 100 mg FF 62.7% (99/158 f41]) . 200 mg ¥ 65.8% (102/155 f5) . 77 &R Ef 53.8%

@278 f51) TR B, FRFLIIEKE DLBY Thol,

FETCIE 100 mg B 0.6% (1/158 f5il, ZERAE) 1Z788 HALTMS, TRBEE & OREBHRIIAE Sz,

HEAEFSIL, 100mg #£3.2% (5/158 f5il [(FHRFE, ~L o F—TF MIEMERER/ 7 NV Ek
BEMEREIMAE, g, 7 hE—MERERE 161)), 200mg #E1.3% Q5561 (77 4 7% — =
v 7 KERMEEREAE 1 00) . TR 13% (1/78 B [~ 2ZMRRES/ 7 R 7 ERERL) )
TR B, 100mg BE2 B (A~ —F ifigk) . 7T BAREE L] (SIS APRIRIS T R
EREERYY) 12OWTCIHABREK & ORREMRITEE Sheh -7z,

HIEICE S A EREZIE, 100 mg #F 3.8% (6/158 #i) . 200 mg £ 3.2% (5/155 f5l) . 77 &Rkt
12.8% (10/78 Bll) (Z58eD BT,

BIEFRIE. 100mg #F 22.2% (35/158 #1) . 200mg £ 36.1% (56/155 B1) . 7 Z &R EE21.8% (17/78
Bil) TR BT,




#6 W ORET 2%0L E

WONTAEFG (GaMHRITELEN)

100 mg ¥ 200 mg 77w RE
=i (158 ) (155 ) 78 f5)
_NEEER 20(12.7) 12(7.7) 5(64)
HRGEREG 14 (8.9) 532) 3(3.8)
D) 12(7.6) 22(14.2) 2(2.6)
7 bR RS 9(5.7) 6(3.9) 12(154)
B 9(5.7) 12(7.7) 2(2.6)
K 425) 1(0.6) 2(2.6)
FEEN 4(2.5) 1(0.6) 0
HiffiL <2 3(19) 6(3.9) 1(1.3)
fH 7 L7 F LR AR —BHIN 3(19) 532) 2(2.6)
DS 3(1.9) 0 2(2.6)
A 2(1.3) 9(5.8) 0
Nt 2(1.3) 8(5.2) 1(13)
R 2(13) 6(39) 0
T 2(13) 3(19) 3(38)
[IZEAILAA 2(1.3) 2(1.3) 2(2.6)
i 1(0.6) 1(0.6) 2(2.6)
FrIR 0 532) 22.6)
1f/ B E 0 532) 0
B )
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AT A FARAIPHERGHEER (B7451029 3B (Y B7451036 3388 128317 5 EAE 3SR

DEHE
B7451029 ##k } TN B7451036 #BRIZE5 1T 2 A 2MRHIE B OBGEOHERITER 7D LB Th
77,
#7 FAIMEHEER ORGE FAS, NRIP)
B7451029 &5k (5 N) B7451036 ik (HA4)
RHAEEH B 100 mg A 200 mg ¥ TJE;;/ M oo 100 mg #% 200 mg 7 FS bR
23 152 (35/230) 184 (41/223) 47 (11/236) 63 (8/128) 6.5 (6/92) 12.8 (12/94) 1.1(191)
438 252(59/234) 31.4(70/223) 189 (45/238) 6.2 (8/129) 19.6 (18/92) 383 (36/94) 3.1(3/96)
8 3 35.8(83/232) 50.7 (114/225) 285 (68/239) 10.1 (13/129) 30.8(28/91) 489 (45/92) 16.0 (15/94)
IGAO/)EER | 123EC%) | 366(86/235) 484 (106/219) 36.5 (88/241) 14.0 (18/129) 416 (37/89) 462 (43/93) 245 (23/94)
R 16 34.8 (80/230) 475(105/221) 38.8(90/232) 12.9 (16/124) — — —
24 3D 44.8 (90201) 51.0 (102/200) — — 50.8 (61/120) 527 (59/112) —
36 39 435 (77/177) 47.1 (89/189) — — 50.0 (58/116) 59.1 (68/115) —
48 3D 38.8(26/67) 41.1 (29/70) — — 475 (47/99) 54.5 (48/88) —
23 254 (58/228) 300 (67/223) 14.0 (33/235) 109 (14/128) 19.6 (18/92) 25.5 (24/94) 44(4/91)
438 446(104233) | 574(128/223) 38.2(91/238) 15.6 (20/128) 413 (38/92) 63.8 (60/94) 14.6 (14/96)
8 3 556(129232) | 679(1527224) | 52.7(126/239) 18.6 (24/129) 604 (55/91) 68.5 (63/92) 333(31/93)
EASL75 A% | 1230%) | 587(138235) | 703(154219) | 58.1(140/241) 27.1(35/129) 68.5 (61/29) 72.0 (67/93) 415 (39/94)
e 16 603(138/229) | 710(157/221) | 65.5(152/232) 30.6 (38/124) — — —
2438Y | 751(151201) | 82.6(166201) — — 75.8 (91/120) 78.6 (88/112) —
363D | 71.8(127177) | 73.0(138/189) — — 69.0 (80/116) 76.7 (89/116) —
48 3D 612 (41/67) 662 (47/71) — — 68.7 (68/99) 71.6 (63/88) —
23 83 (19/228) 11.2 (25/223) 2.6(6/235) 23(3/128) 8.7 (8/92) 10.6 (10/94) 0(091)
438 202 (47/233) 32.3(72/223) 122 (29238) 63 (8/128) 174 (16/92) 309 (29/94) 2.1(2/9)
8 3 30.6(71232) | 473 (106/224) 243 (58/239) 7.8 (10/129) 29.7 (27/91) 402 (37/92) 14.0 (13/93)
EASI90 35k | 123 36.6 (86/235) 46.1 (101/219) 34.9 (84/241) 10.1 (13/129) 41.6 (37/89) 495 (46/93) 18.1 (17/94)
B 16 38.0(87/229) 489 (108/221) 38.8(90/232) 11.3 (14/124) — — —
24 Y 453(91201) | 542(109201) — — 52.5 (63/120) 59.8 (67/112) —
363 Y 469 (83/177) 53.4(101/189) — — 534 (62/116) 62.1 (72/116) —
48 Y 403 (27/67) 493 (35/71) — — 455 (45/99) 54.5 (48/38) —
238 13(31228) 45(10223) 04(1/235) 0(0/128) 1.1(1/92) 0 (0/94) 0(0/91)
478 26(6/233) 72 (16/223) 25(6/238) 0(0/128) 22(2/92) 53 (5/94) 0(0/96)
838 6.0 (14/232) 11.6 (26/224) 2.1(51239) 0(0/129) 33(301) 9.8 (9/92) 0(0/93)
EASL-1003 | 1238 8.1(19/235) 123 (27219) 6.6 (167241) 1.6 (2/129) 22(2/89) 8.6 (8/93) 2.1(2/94)
[ 16 1 127 (29/229) 13.6 301221) 52(127232) 4.0 (5/124) — — —
24 3D 13.9 (28/201) 14.9 (30/201) — — 10.0 (12/120) 179 20/112) —
3639 113 20/177) 185 (35/189) — — 7.8(9/116) 19.0 (22/116) —
48 3D 9.0 (6/67) 155 (11/71) — — 12.1 (12/99) 25.0(22/88) —
238 304 (63/207) 49,0 (102/208) 265 (56/211) 11.1 (13/117) 272(25/92) 38.6 (34/88) 12.6 (12/95)
458 446(100224) | 3593(127214) | 453(105232) 202 (25/124) 31.5(28/29) 50.0 (42/34) 20.7 (19/92)
— 838 475(105221) | 64.0(137214) | 50.7(116/229) 270 (33/122) 414 (36/87) 56.5 (48/85) 31.5(29/92)
? 4 g =l 128 | 475005221) | 63.1(137217) | 54.5(122/224) 289 (35/121) 52.6 (40/76) 554 (41/74) 29.8 (25/84)
éﬁﬂz Y 16 ¥ 47.0 (79/168) 62.8(108/172) | 57.1(108/189) 287 (27/94) — — —
24P | 61.0(122200) | 708 (143/202) — — 55.5 (66/119) 56.4 (62/110) —
360D | 54597/178) 65.8 (125/190) — — 539 (62/115) 61.1 (69/113) —
48 Y 409 (27/66) 59.7 (43/72) — — 56.7 (55/97) 552 (48/37) —

% (P . 3% : B7451029 BN ONB7451036 RO TEEHIER, — : F—X 7L

a) A HIE L TR0 E D0, FHIIRES O MEIES TE 720> TERE D FAS 2 BERSA ST 2,

b) FEATERE) HRAMKG 53R (B7451015 38R) (AT L7- s Rt (MER : 2020 24 A 22 H7—% 0w bA7), B7451015 38R CIISMVHEED
BT T T,

¢) L IFENRS AT DR—AT A AGFINE 4 A 2 ML EOUEE K UT-SRE OB
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4. FEFITOUVT

AHNDGE G & 725 B OBR G OF Gk OFIEn S, WY Thns 2 sk b s,

T, AFNOBLIZ L D EEZREWER 23 LB ST 5 2 E3wEE e 7=, LLFOO~@D
TR TR BT 2 & Th D,

O TV T

®  AHIOEEXIBUTIGA A a7 REASI A 2 7 EDHAET—ELL LOREBIEINEAH 257 b
—MREREE LD D, 7 M E—MRIERITEIT IR B R, R EE AR
WTEDLZENHEETHY, 7 FE—MHEROFE, s TS (3% 7 e—MHE
RN A KT A7) BRI, AFNZOWNTOFS2 5 A A L, 7 b R g R o3k
FOVRFRICREET DA (AT O<[ERTZEAE>SH) A3 Y52 B OASNZ BT 21RO =T
FELTEREINLTWD I L,

< [ERRZEAT:>
LU F OV D HHE R 2 &,
[RRAT b PR S e 53 5 55]
(7) ERTSEFIUSH 2 fFOWHIWHE ZE T L7212, 5 UL ORISR OBRIHE 217> T
HT L,
() ERTeFFEUR 2 FEOPIWHEAAE T L7112, 6 UL EORRRRA A L, 2D 55 348U
7 N MRS R A ST T LR —BIROBRIHE 21T > TS 2 &y

[UNET s B PR R EE I 5T 55 5]
(7)) [ERTSFTHUS: 2 (FOYPHIHEAAE T L7=&IC, 5 4ELL O EREIROBEARIHE 24T > T
HT L,
(1) ERISEFFEAS 2 FOYMIHE ZAE T L7214, BLFORHEZ G 6 LI LD A A L
TWHZ &,
o 3AELL RO/ NERSIROERIHE
iR
o S3HFELULEDOT FEMBER A EGLT LIV —SIRORARIHE

® KAIDRUEIRIE R DL L AR E RIS 7o O OEEEIRTERTRA AR E DT D 2
LMD, LM A Y CERTE D ThH Z &,

® HEIEMMTA FEBEIT, EMIRCHEZK O B RUTR T A )V AEGU AR DR, WONTAFHER

B VB~ e UE, v ITERRERAR ., BRI, IR RSO
HIEMATREZ MR T D Z &,
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@ BrNDERLIFEREHEOEHIZOVT
G357 > DR - LM ORHFROBI, ARG/ E LAl
Kt & HEZERE A CNAT 9 Z L EOEENEREEL, IEHOEHIFES WD Z L,

@ EWER~DRRITDONT

<Al B9 % B>

HE R BYYEFEOERALRWERN I LB, Ml U BEHEI R “ 3o\ T, FEEL L7RIfE
FITIE U TABEEELL O CT ZORIWER OSBRI LB AR ORERNE BTG DI, D 2BRERHC
I FTREZR AR EE S CTnd Z &,

<[ERZ X D2 HEFGSHN BT 2 B>
Gl IR Z B3 P72 R M ORBR A A D =M BWER =2 U > 75479 Z &,

<BWER ORI L T>

RS U A 27 BB HIBE SRR SOV LU T oL eMiia el (EERRES ) A7 B
IBAERY Y A7) ASHT LT, Mkt USRI O B IVE 23 D RN S dE U, A5
AIFHOBERONICIC B LTS R USdRZ 32T, IEDISEE)RALED TE DAHIMES TN D 2
&

> EHERFFEINZ RS
ERETEYYE (%, ik, =2 —F v AF ik, BulfE, BFIREGYEL &) | HIRES,
HIRIMARZERIE, TH(AEZRFL, IPRERERES, YEMENZE, Arheidasl. U o BREgsd, ~
EBU OB, i IMEDRD . B U T A )V ADFEIEME

> EEREE Y X7
TP, DR, BESUTRRE, AT —
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5. BEXRLIDEE

[EE BRIz T]
B DOBELOHENC ST > T, LTSS T2 R EOBETH D Z L s 5,
O 7 FEMEERLENA RTA L E2BEIL, T E—EREROMEEZE 2 STV 5,
@ PIRIENFAEEIC L DIEH I CTIE a7 T, — B LORBIFEIME Y2 A3 5, X
IAT B A RAVHIESC VS = 2 — U U BRESNHSRE T3 2 18oE ., B 7 Rt R IR
L <UFEHMRWERIZ LD . 2D OFRIESNTEED I X DB O W<, —E
DOFRHIEEWED 26357 b —MEEREETH S,
Q) 7 NEMERERDIFETA RT A T, EEEIIN U RSN D AT 14 ROV (R
fa 77 AL E) Iy =a— ) CPHESNEEEC X DU iaR A ELED 6 1 A
VA EfTo TN A,
b) LAFOWTHIUZHREE T DIREE,
« IGARX=T7T 3Lk
o EASIZ=7 16 Y b, SUIEHE O AHFFRIIRORIE L 5 BB a3 5
(H%Zz& U CHESHERD EASI A2 77824 L)
o BREFECED DT N ENERERIFEOEIED 10%L4 E

[#E5.0RE&HT- > T]
B GBALEDNS 12 B4 £ CITIBERISME: DR WAL, AFIOR G2 hikd+ 52 & F7-, &

B ERIRN R AR U, Bebalkise, M ESREI R O IR 2 a5 2 &

BT, AT aA RISV Y= a— ) VRAESMNHERS: L OOHIC L 0 HAFEE ORI 6 4
A#xHRZETD) BROHERIDMGONIGAITE, 2 DHIRIEIN RO/ A RS S U ]
SNTND Z & &gl LTe B0 AAR G- O—Ip 2 a2 2 &,

75, FERAVEME UAKI 5% —RFHIE LT BE DT N EEREROFRMIER L, BEORRE
EAREHNTHIR U CARIR G- 2 BT 25613, [BEERCOWT] 0@z MBI,
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6. REICERL TEETEHR

1)

2)

3)

4)

5)

6)

7)

8)

USRS T D IEE DWW TUIARFI ORGSR L S TND Z b, F52ThRnZ &,
AFNORGINRT UIEREOREERED 3 2 ¥
EREYYE (MAES) DEE
TEENERE DB
HEOEREEL AT EE
TR 1,000/mme R0 B
U o SERE)S 500/mm3 it oD FRE
~EZ T BB 8 gldL AR HEE
1/ 50,000/mmS Rt oD FRE
IR SR L QN FTRENED & % ol
160 LMDl E EIE 5 Il S ASAIC DA T 52 b, o, BGEBGT
DENTIE, BEICLL T ORE T L, BEDVERE LT 2D 2 L, Eo. KA
BHRICHEFEGREL LG, HAEICERET 2 L BFITEEEL 525 2 &,
o ARHELICE Y KL gk, BUME, A VARG K D EEAEYYE O 7255
XITESENRE S5 2k
o RAIE OBFEMEIIHR S 2 TITARVS, BB O BB SN TWH Z &
o KAINT N MRS R A TER S HFEHITITRN &
HEEREE OB ERERR S (30=eGFR<60, eGFR MHERLRERIAAIE] - mL/43/1.73m2) K OVEEED
HEREREE (eGFR<30) A3 2AFITIL, 50mg &2 1 H 1 [EHRABET 25 Z &, PEEDOR
HEREREE (30=eGFR<60) %A1 2HFITHBW T, BEDRREIZGTT100mg 2 1 H 1[4
ROEES5HZ LN TE D,
BV CYP2C19 FHESE L R 57 2A121%, 50mg 2 1 H 1 [ NE53452 L, BED
RAEIZIS U C100mg 2 1 H L[EEOBGT 52 &N TE D,
2T uA FANHFEEIANMNEDOBE ZIRE | AR GIRAIIAT v A FIMVHFEOHUIRIEIMNT
FROVMHREEE L O L THWD Z &,
eIV ER DSEIR S5 & RYUED U 27 HMENIT5 2 E W TSN D DT, AFH| &%
BOAYRIE, hofkn JAK BREAL, > 7 n AR Y S0l (SPEILsy) & odt
RIZ LN &, ARFIE 2 b OFEA & OPFFRRERIT/,
AENZ, FERONIEET 2 JAK 77 U —ZBAFETHOT, BYYEICKH D 1E EEhEc
A IETRHEEN B D, AFIOBEEGIZEE U072 882321 TV, RYUEDFEHCHEC
HETH I &, Fo, BEITK L, BB BEEENBINTIGAITIE, BRI HIREICHR
TLEOET DL,
AHRNIEIEIHEWERN AT 2 Z L b BUEANY THREME T LTV DT h MR 2R
SOBEGIZER LTI 7B 51T, RERYYSEDOFBUCEET HZ &, 7 ME—IERE%
EE TG & LTI\ CEE R BERYYES IS ST\ D, 51T BERRYYE
DVE U7 o i /e il e B84 5 2 &

%
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9)

10)

11)

12)

13) !

14)

15)

16)

17)

18)

19)

JAK BREANCISUNT, FRFEMEE: GERGEEL) ROWMEE: CGEHE. U 3855 25Tkt

DHE SN TND, FEZOBUEGE CIHER OB LR O OB EN13 o D12, AFlDR
FAZHEST o TREAZBIT 2+ 72 B2 B O X SRAEITINZ | A > 2 —7 = v o y iR
ATV T U RO AA TV, AN CT %2175 Z ﬁ*ﬁzﬂmﬁ i3
et 9% Z & MZOWHTIREZ A3 2 BE K ORI ORI GO D $‘% L. AAEEORY
FEIZ DWW TR A AT D EM L EEEO T, R L U ARG BAARTIC %@Jié# (7 S
BeHT DL, VLT Y RS ORI MO B R GAATE ISR DAL
il %ﬁ&&iéhf WD, AABEEHIIHGE X BURAEOmRE G720 2 EHIRINAT 5 7 BRSO
FHUNT TR L, BT L, a5 ) BRI B LIcre (Rl 2%, J8EVEE)
] iuﬁé’@# ICHREIOERET 2 L OFATH L,
AR ATA VAT GTe T A NV ADTREMAY, (FRRAE, Bl L2585 D3 STV s,
T EERIIESOBREMIIEZ LB LI TND T LD, ~AT A LV RAZEDR
TEM LD IEERIEROFHUIEE T2 Z &, IBREROFEB DT NI 5E12i3, BHEIC
ST B L OWMII L, ARENOEG-Z il Ll THEEIZR B AT Z &, Fio, A=Ay
ANWALID T A NVADOFIEUIC HIEET H 2 &,
JAK BREANC K2 B BUFR 7 A )V ADFHEMALAHRE S TND DT, AAFEE e » T,
B AR U A N ARG O R IEAMERT 5 2 & D HER S HEI2IE, BT 501 KT
A EEEEE 2 CRONCRHILT 5 2 &,
JEIUEFEHD U 27 e f5E T E 2V O T, AFIBIGIERT L O G OAD 7 F L OBFEIITH
A AN

TR LN, RS OB OB L ST\ D, AHKIE ORFBHRITE H ATl
IR, BB ORBU T T 2 &,
BRI, U B ~E S e B LR RO IR D3 Hoih Z L3 H DT,
AFNDFG-BRAART M O GBI TE RN AP BRI, U > BRI, VMR O~E 7 m B
MEEHES T D L
ol zxyo—/)L, LDL 2L A7 a—/b, HDL 2L 27—V KON 7 U® ) Ko RS
DIFEMEERE R BN Z L2 5, ARG BRI TEMNFEREE AT D
Z &, BRR BEEERED DI AITIE, mlRIERRIEOR 5AEOREE)AE 2 Z T 5 Z
L
Hﬁ%%“l%iﬁ% LONDZERHLDT, b7V AT I —BH EFIEET 572 LBlE e+
475 2 8,

ﬁ%ﬁﬁ%iﬁﬁ‘ 1. ARG H M OAFIB G T % —E IR 20217 9 K 54885
k.
INNSGEITIN A, BEEIRTEREA DR 2 BRI TS S AH DR ONE T D72 D1 2
B A B L O DT 5 2 L,
AFNOEEIES Y A 7 EHEHEEA G L, ZoMEI R H A MEs T 52 &
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