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FTAUEERTAHZEE LTV ET,

N F =T MR BEFIRE CHRA 577 PE—HEEERICK LT
AT LIEORBEERICOW L, EEREET A FF7 4 &L TIRNY
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<7,

B, Fio e\ ) v F =T RIAITH D NHABREIT 2mg/nL BNAFR I N Z
CEBEEEZ YYREFERMEET S FT7A4 2REOEBVHEVNZLEL
72OT, EENOEEKEEVCERICHTIEMEBEWVWLET, 2t &%
EHORBEEREEN A T4 0%, BIRSEEDLEBY TT,
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1. IXL®IC

IS OATE « LEMEOREROT=OIZIE, UISTERRIC ISV ER A RO bivd, &
LT, IHFORERN ORI L0 | FURESER SO FFi 7B U R 2 A3 2 R DGR
SNAHHT, IO DERLZ BN LT 5 BEITEUNIRET 5 2 & B OB L 7> Tk
V| RFMEOER L SEORAT R 2016 (CFR% 28 4E 6 A 2 ARBRERE) 12V TH, HhERK
SOOI HHEEZ X 5 = & & ST D,

BB ENT 2 B9 DR, SEEMERSCL ST v 7 7 A VS FEOES T L B 5 0N e
LZENDD, ZOI, AN OZEMEIBT DRI FSEEIND ECORM], HiZlEd
DEEETRL 25 Z ENHIF SN A BE T LTI 2 & &bl BIWERDREL L BRIy
TR & D 2 & DNATRE e TE OB AT T ERERE G5 Z E A EECH D,

L7eo T, AHA RTA T, BIREREC 2N E TITE LI TWO D EFSREAN) « Bl
(\ZHD & DU T OESR S O i 7 ZHEE T D80 6 BB 2 2 )5 M OB A2 T,

IR AITA BT A AL IS TBOE NEFES RS ST, A HHENEN AARBERI 2,
—WAEENBART LA =52 —frtENEAN AN T v —g2 . ANt ENEAN B AR
Bk O H AR ERHE S O Db EEk LT,

KIGLL IR DRSS - N v TF =T

KI5 L 22 DRI « BEAEERE CROMRA-53727 b B MR

KGR L IR D FERC O - A i, NV F =T L LCTamg & 1 H 1 EREOBES 5, 72
B, BEOREBIISCC2mg lIWETHZ &,
AR EE 2 U EOBEIIEEIIISCANY F =T LTUT
OehEE 1 B 1 ERROERST 5,
- 30kg LA E : dlH, 4mg & L, BEOIREITLE T T 2mg ITHET S

zk,
- 30kg A : WH, 2mg & L, BEDKREIIL U T Img IIET S
Z &,

ROETEER - AR =74 U U —kkA&tt




2. AFIDOKHE. TEFEFT

NYF=7 (LUF, ARAD) 13, KE Incyte tEHLL 7=, Y XAXF—F (LLF, [JAK))
FREAICH D,

AANL, JAK-STAT > 7 /BRI A PR T 2341 TH D | JAK-STAT #RE& I IMIREE U o AR
TF L4, IL-5, IL-13, IL-22, IL-31 %07 b e —MiiE% (UUF. TAD)) OFREREFHCRED
HYA S IA DT T IARERIED—>TdH 5 (J Allergy Clin Immnol 2017; 139: S65-S76)
Z &ML, ADITH L URESIR A~ d 2 & 3R S LD,



3. EEREGE
1) BEARECTHEATDT FE—MRER (AN KOW2) Al UNE) OFGERHZEHE 21T -
1= BB ORE 2T,

1) BERBR CHRATD72T e —ERER (BRA)
EBRILF B MAEEER (BREEZE-AD7 38
[FREBROBEE]
Moderate potency (AFUNZIIT DA TIEIT 4 T L~RA M 77 ZRAHYT5) LLEDOAT
mA FAVHEE (LT, TTCS)) THRA e SEN G EIED AD BF  (HEEH 300 6] (1

b —EHERIA TR ORGSR HAR, E, R V%, 10 OESU I CHERi S 7,

FE - G, AHI2 mg, 4 mg) X7 TR % 1 H 1] 16 BEREOKES T2 L LESH
Tro N—=RATA 202 WE GMVHEEER) U3 480 (EHEER ji) DREsMNIEE R AD
IR A RIET 5 Z & & & 14 B, BRI BRI A48 L CRIBSNHEE R 2 2 L & Sh
Too Flo, N—AT A ULV TCSIRFEZBALA L, MR L7 GaIci3hib3 5 2 & L &,
i % R OERSFEBL L 72855 21, #8652 R LA RGBS A S -,

Be5- 16 WHOBERNC X D 8MGEHI A 2723 1 LR D= T A b 2 Ll U7 gl
DEE IGAO/NEREE) kOB ORFEEREZ A a7t L7z EASI AT HBIR—Z T A D 75%
DL bdeE UT- s oElG (EASI-75 #553) 73 co-primary endpoint & X372,

R L 72 HBEIT 18 LA LD AD BE T, A7 U —=  JHHCLU TR -T2 L L &h
77

(=7 ULHE)

> KEREHRSERC LD HA RTA AHESE 12 DA LILERTNC AD &2

» IGA 2A=7 3LLE, EASI 227 16 UL b, (RRERIZ LD AD WEDEIG 10%LL

» 6 HHALWNIZ TCS THEARTSTHDLEDTEENH D 1 TCS TREAT4y & 1%, Moderate
potency LA D TCS (MEEIL U TV ==2—Y URHESMNHEE (BT, ITCL) ZiB80) % 4
TR TR SCE THERE S S BRI OV i F OfiiE R L b, IR A = h e
—/L (] : IGA A7 2LLF) TER, T AD (T 2 25 MR IR0 Th 5 2
L LEFRSN,

D4 mg BECEN (1T SNHBRED 5 b, BIHEHEEE @0=eGFR<60mL/%y/1.73 m?) ZH T HHBREICIL2 mg MR 5 Sz,

Y BEROEEIMENEOERACKH LT R 7 53/ B 01%2 U —2 CUIFIRREDZNAID TCS, AFROSETIEIT 4 T L~A b
T 7y I ATHYET3) 21 H LERAL, WEUTRLZEZICE FroLF o 25%8E CUIERSEDRN 10> TCS, AFRIC
BIFDDETIEY 4= ~3IF 4 7 L7 FAEYT2) 10X 1 B 187 BRERE, Fikds2 s & shi-, BRLES
Hlix. MU T AT/ v 01%7 U—2 CUIRIEEDZNI0O TCS) Xtk Ru T/ 0 2 5%#E CUIRIEEEDZNI100 TCS) %
T 5 2L L&, 26D TCS TP L7V MEATE, Highpotency (FRIFOSEETIIA har I~ —Z ka7 7 5 A2
F2T5) PLED TCSIC L AREIBRE MR A 2 & & &z,

% High potency LA ED TCS L OBRIA L. oSG Ly SAIEETEEE (ROAT v REUIEEMIEAT 11 MG
) OEGNFTREL SN2, BETREEA MR L75a1aid. DIBORBIIREICI) A5 oRE I Shiz,

4



(R3]
(HZE)

HEIMED co-primary endpoint Tdb 2 4% 5- 16 BREZIIT 5 IGA (0/1) EERER L TN EASI-TS #ERGRIT

K1 DEBYTHY, 7T 0REEE 4 mg BEE OXHEIZIN T, W HLOREHIE B (2O C b

i

RIS BZRZEDREO B, 7T AR 2 4 mg BFEOERAEDRE S 7z,

#1 AOEOEEFFHIEE OpGE (TT %M. NRI)

2 mg #f 4 mg #f 77w RE
Be 5 16 WIS 1T D IGA(0/1)ER R 23.9(26/109) 30.6 (34/111) 14.7 (16/109)
7T AREEE O [95%CI] 92[—14,195] 16.0 [4.9,26.6]
A p (0 0.083 0.005
5. 16 EIFZF51) 5 EASI-75 BRUE 43.1 (47/109) 477 (53/111) 22.9(25/109)
7T e RBEE DZE [95%CI] 202[7.7,31.8] 248[122,363]
AL p fE D — 0.005
% B0

a) Hilill, ~—AF4 L DIGA 227, EHREBALKL Li-u AT ¢ v 7EIFET IV
b) Higl, N—RATA L DIGA AT, EEH, N—ATA LD EASI A7 AR Lia VAT v Z[EIFET L
o) HEKUEMIN 5%, FEREDLEMDOFEESEL LTS T 7 4 AT 7 u—F BiomI2011;53: 894-913) AV BT,

(k)

HEFGT, 2 mg B 56.0% (61/109 1)), 4 mg#E57.7% (64111 ), 7" F &R EE38.0% (41/108
) \ZEROLI, ERFRIIR2DEEY ThoTz,

IR bR o7,

EERAERSIT 2mg FE 1.8% (2/109 f) . 4mg BE3.6% @/111 1) . 77 & AEE3.7% (4/108 f1))
TR DAL, 2mg BE 1 (7 b E—PEREZE) . 4mg BE 11 (WiZERE) . 77 BARBE L 1] (R
77 R MEHRIEGD) (2 OWTIIRRREE & OIRFERITEE S o7z,

HFURIZE ST AEFRIL, 4 mgE4.5% G116, 77 BREE09% (1/108 fi) (258D BT,

BIVERIE, 2mg BE21.1% (23/109 1)), 4mg Bf 18.0% Q0/111 f) . 7" &REE 12.0% (13/108 fil)

IZRRD BT,
2 WTTDORET 2% BB DA ESRS: (RN S4E)
2 mg 4mg #f 7T 2 mg # 4 mg #f 77wk
oA (109 ) (111 ) (108 fs) oA (109 fi) (111 ) (108 f5)

RS RGN 12 (11.0) 17(15.3) 13 (12.0) T 1(0.9) 327 1(0.9)
EER 4(3.7) 6(54) 0 [mlikElEE 2(18) 2(1.8) 3(2.8)
[ 437 4(36) 0 FE 0 1(09) 328)
SE 1(09) 4(36) 1(09) AFARRY 0 1(2.8) 0
il 0 4(36) 1(09) 1 CPK #8410 3(2.8) 0 0
SGERG, 8(73) 327 2(19) R 1(26) 0 0
B~ R 1(0.9) 327 3(2.8) T LIVE—PERG 0 0 3(2.8)
Bl %)

a) LHEBERESR AR E LCEH QmgBE39 61, 4mg BE36 B, "1/ 38 )




ER LRI MAEEER (BREEZE-AD4 3A8%)

[FEotE]

Moderate potency UL E0D TCS TEHRATS5. 73037 0 AR Y TR T2 et: Eo#t
SN D7 b AR Y U OMERE S U7\ O FREED S BED AD B (B4R 500 151 (1 mg #F 100
B, 2mg B 200 1], 4mg BE 100 B, 7"ZBAREE 100 1)) Z%B4Z, TCS HH T COAFIOAHE

Z NV 14 OENTHE CHERi Sz,
ABRE2 ] (G 52 BE T “HER, #4552 8~200 HE T : fkgek 5 (CEER)
O ESI, CEERMOME - HEIE, A% mg, 2mg, 4mg)Xix77EA% 1 B 1 ERRA
B35 L ERRESNI, N—RA T4 O 2 8E GMVHTERED . 48 (SRR U3
oD 5 1% (A A DIREAMIE AR AD A AIEd 5 2 & L &, 14 BULERTS
AR A0 U CRIBAVTIR A D32 2 L & Sz, £, =R T A UL Y TCS 1B 4 Bith
L. DR L7813 Ibd 2 2 & & &2, itz e B HEL U 735A 2 d, Rasiase
INFFR ST, SR GO - I3, IGA 2 27 BB 2 L 0 | AH 1 mg, 2mg,
4mgV L7 78R % 1 A 1 ERROFET 52 L LESNI,
Beh- 16 HIRHZH51 5 EASI-75 BEREEN FERHEE & Sz,
R LTDBFIT 18 LA LD AD & T, A7 U —=V FRHZLIF ORI 2 & & Sh
7=
(7 UL
> KEREHFRCEDHA RTA DX 12 T ALLERTC AD E321
» IGA 2=7 3Lk, EASI A=7 16 UL b, (KRR D5 AD IREDEIE 10%LL 1
> 6 WHLUWNIZ TCS THRAFTHL BN DS : TCS THMRAT4 L 1E, Moderate
potency LA D TCS (MBI U TH Y ==—Y UPHESHEE (LT, [TCL]) 2B % 4
A U SGECHESE SN D R OW T HFOMIBE LT A ar b e
—L (] : IGA A7 2LLTF) TEAR, T AD (T 2 2E MR TR TH D 2
L LERIN,

> U7 AR AL DIREPIEA 3 XIS Th 5 EDiek 5 : 7/ m AR Y AT
K DIRRAANENG E1, v 7 v AR Y RN DE0E, AT b L R E O
JESEDEFHIRIE, ~ 7 1 AR Y AKX DR SN2OENERAE L < I3HBOR IR~ OREES
HEIBYYED Y 27 24T 5 2 & IPAEEEFMER Sh g Z & EER S, 7
0 ZRY TR LR 2.5~5 mgkgday D7 1 AR LAEIZ L0 6 8l CUITR
MYETHRESNTODHIM) DRNICEEZ 2 hr—/LTER0, T 5 mgkg/day DY
IO ARY UL 7e D T 8 EEESN L, e, ARTIEUARITN X, YA UTE DOF
WA 7 a0 AR Y AL L DIRIFICFE L QWS S SITRRE S Sz,

“ High potency LA 0D TCS RUYHMEE L W BIAL . +IZS06 LW AT EIERE CEFOEF R IEYRE) ks
MAREL SNToS, SGHREER- I NAFIROBR 52 L, 2FTRRERAER L7358 IR0 2Pk a2 s 2 Sh
7=



(R
(HZE)

HIMEOTEZHITEH T 28¢5 16 R8T 5 EASIT5 #RIIER 3 0 LB THY, 77

EARREE 4mg BE & ORIV THEHFINCHERZDRO DL, 77 BRI T % 4mg B

DM SRRE S 7,
#£3 AOEOEEFFHIEE OpGE (TT %M. NRI)
1 mg & 2mg & 4 mg #if 77 ek
516 BERICF5 1T 5 EASI-75 ERE 226 (21/93) 276(51/185) 31.5(29/92) 172 (16/93)
TS e R DE 54 104 143
[95%CI] [—62,168] [—04,19.7] [19,262]
PR p Y — 0.078 0.032

% (iR

a) Hill, ~—RTA LDIGA 27| $ERE, N—RTA L DOEASI AT EHIYELL Lt VAT ¢ v VEIRET IV
b) BEKUERR 5%, (REHREDSEEOFHEITEL LY T 7 ¢ V7 7 a—F BiomJ2011;53: 894-913) AV BT,

(k)

Beh 16 RFE TOAEFSIT, 1mgBE62.4% (5893 f5) . 2mg £ 67.9% (125/184 f31]), 4 mg Bf

75.0% (69/92 f51) . 7T EARRES3.8% (5093 fl) IZERO LI, FRFLIIE 4D LB ThHhoT-,

FELNIRED BT,

EEDAERGIT ImgBE43% @93 6, 2mg B 1.6% (3/184 ) . 4mg BE6.5% (6/92 i), ~°
ZRARRE22% (2/93 ) (ZERDHAL, 2mg BE 1] (7 b —MBIER) . 4mg #E2 B (77 eIk

Pafgge, 7 RUERERGY) . 77 2R 1] (7 b E—MBIER/A—T ) (ICHOWTIIREREE L

DEFEBHRIAE SN2~ T,

HILICE ST HEFGUL, 2 mg B 1.6% (/184 ), 4 mg B 1.1% (192 i) . 7" F AR 1.1%

(193 fl) (ZZED BT,

BITEFIE, 1 mg#E26.9% (25093 B, 2 mg BE26.6% (49/184 f) . 4 mg #£27.2% (25/92 f5), 7
TR RRE23.7% (22/93 i) ITERO BT,

£4 WTIDORET 3RO ONAEFS (5 16 R E T, ZelHRITdSER)

1 mg 7 2mg #f 4mgHE | 7T AR I mg #f 2 mg 7 dmgHE | ST AR

EEE o360 | asapd | oop) | ©3p EEH o3p) | Gsap) | @) | o360
_FIRERSR 10(10.8) 26 (14.1) 24(26.1) 12(129) | B 0 7(3.8) 2(22) 0
SR 8(8.6) 11(6.0) 7(76) 6(6.5) AR 5(54) 6(3.3) 2(22) 1(L1)
A TN 3(32) 8(43) 6(6.5) 2(22) RGERY 1(1.1) 6(3.3) 2(22) 0
T 1(1.1) 6(33) 5(54) 3(32) [t 2(22) 2(1.1) 2(22) 3(32)
HE~ L~ 3(32) 4(22) 5(54) 3(32) 2N 1(1.1) 6(3.3) 1(1.1) 0
HigH 1(1.1) 3(16) 5(54) 2(22) 1 CPK 40 3(32) 2(L1) 1(L1) 2(22)
B2 0 4(22) 4(43) 1(LD) Mg 1(L1) 2(L1) 1(L1) 3(32)
A EE 0 0 4(43) 0 NEBESG 0 2(L1) 1(L1) 3(32)
HER 1(11) 6(3.3) 3(33) 332 Fak 6(6.5) 6(3.3) 0 1(L1)
PRI 1(LD) 4(22) 3(33) 0 o 0 2(L1) 0 3(32)
EeL:iGi 2(22) 4(22) 3(33) 3(32) IR 3(32) 1(0.5) 0 0
R 1(L1) 2(L1) 3(33) 1(L1) KA T7A 0 0 0 3(32)
PR 1(1.1) 1(0.5) 3(3.3) 1(L.1) B %)




BREEZE-AD7 8% BREEZE-AD4 3B I31T 2 2 H SRR H DR
BREEZE-AD7 &% & (O BREEZE-AD4 i Z331) 5 /A M ERHIE H ORSREOHERR 1332 5 &
WER6DEBY ThoTe,

£S5 TCS BB I 2 2 AMEHIE R Opfe# (TT £, NRD

S BREEZE-AD7 #A% BREEZE-AD4 ##
T 2mg B 4mg B 772 REE 1 mg B 2mg i 4mg B 77 e R
23l 73 (8/109) 1733111 | 73(8109) 75 (793) 43 (8/185) 76(7/92) 22 (293)
438 174(19109) | 198Q2111) 55 (6/109) 75(793) 97 (18/185) 163 (1592) 43 (4193)
AW 8 3 239026109 | 25208/111) | 73 (8/109) 97 (993) 12423185 | 196(18/92) 9.7(9/93)
160 X | 23926109 | 306G4111) | 147(16109) | 129(1293) | 1518185 | 21.7(20092) 97(9/93)
3238 — 216 (22/102)° — 151(1493) | 14106/185) | 130(1292) 140 (13/93)
5238 — 235 04/102)° — 161(1593) | 12423185 | 163(1592) 140 (13/93)
2 19321/109) | 26.1 @9/111) 83 (9/109) 161(1593) | 114Q1/I185) | 185(1792) 32(393)
438 26629109 | 387@3/111) | 119013109 | 172(1693) | 195(36/185) | 3152992 65(693)
EASLYS 8 3 33937109 | 414@6111) | 147016109 | 2152003) | 216@0/185) | 37.0(3492) 9.7(9/93)
1608 (@ | 4167109 | 4773111 | 22925109 | 226Q193) | 276185 | 3152992 172 (16/93)
3258 — 45.1 (46/102)° — 258(04993) | 25447185 | 250239 183 (17/93)
52 — 343 (35/102)° — 226(193) | 20037/185) | 250(2392) | 204(19/93)
23 47762109 | 649(72111) | 248Q7/109) | 344(3293) | 405(75/185) | SL1@192) | 226(2193)
438 66.1(72/109) | 748@3/111) | 339(37109) | 43.0(@093) | 530(98/185) | 60.9(56/92) 269 (25/93)
EASLS0 SRt 83l 633(69/100) | 748(83/111) | 440(48/109) | 462(a393) | 535(99/185) | 620(5792) | 32.3(3093)
168 G42(70109) | 703(78/111) | 413@5109) | 452(42093) | 514095185 | 522(4892) | 355(33/93)
3258 — 63.7(65/102)° — 398(3793) | 438@I185) | 402(3792) 280 (26/93)
52 — 549 (56/102)° — 376(3593) | 351(65185) | 326(30192) 258 (24/93)
23l 46(5/109) 63 (7/111) 46(5/109) 75(1193) 32 (6/185) 54 (592) 0(0/93)
438 10.1(11/109) | 162(18/111) 55 (6/109) 43 (4193) 43 (8/185) 13.0(12/92) 11(1/93)
EASLO0 SR 83l 156(17/109) | 180Q0111) | 46(5/109) 65 (6/93) 54(10/185) 152 (14/92) 32(393)
168 165(18/109) | 243Q7111) | 138(15/109) 86(893) 103(19185) | 141 (13/92) 65 (6/93)
3238 — 216 (22/102)° — 140(1393) | 108Q0/185) | 14.1(13/92) 108 (1093)
52 — 17.6 (18/102)° — 140/(13/93) 97(18/185) 121 (13/9) 118 (11/93)
23 23702397 | 33033100) | 154(16108) | 141(11778) | 13923/166) | 224(17/76) 47 (485
438 340(3397) | 520521000 | 106(11/104) | 192(1578) | 24.1@0/166) | 408(31/76) 82(785)
ZHFENRSZ4 A S 309(3007) | 470@7100) | 154(16/104) | 179(14778) | 235(39/166) | 42.1(32/76) 82(7/85)
UeEERE 168 31(G797) | 440@4100) | 202QU104) | 23.1(1878) | 229(38/166) | 382(29776) 82 (785)
3238 — 40.7 3791)° — 205(1678) | 16327166 | 221(17777) 129 (11/85)
2 — — — B1878) | 120Q0166) | 169(13/77) 129 (11/85)

% (B . @ :BREEZE-AD7 K UNADA HEROFETZHIEE % : BREEZE-AD7 HEROEFFHIEE, — : 7—# 7L
a) BREEZE-AD7 #%)> bkt 5/l AT L7-tRBaE DRt (ke 5akBroo1t 5- 16 O 36 TRFORRD)




# 6 TCS PHHRBRICISIT 2 20 FMERTAIEE B Okt (ITT 221, NRLAAAERS Y]

e BREEZE-AD7 3% BREEZE-AD4 34
8 i 2 mg B 4mg BE TR R 1 mg Bf 2mg & 4mg B 7T
238 0(020) 9.1(2/22) 48(121) 6.3 (1/16) 0(0/32) 12.5 (2/16) 0(0/15)
438 10.0 (2/20) 13.6 (3/22) 0(0/21) 63 (1/16) 94 (3/32) 18.8 (3/16) 0(0/15)
IGAQ/ 8 j 15.0 (3/20) 9.1(2/22) 0(021) 6.3 (1/16) 94 (3/32) 12.5 (2/16) 0(0/15)
1638 (%) 15.0 (3/20) 9.1(2/22) 9.5 (2/21) 12,5 (2/16) 18.8 (6/32) 18.8 (3/16) 0(0/15)
3238 — 11.8 2/17)® — 12.5 (2/16) 6.3 (2/32) 12.5 (2/16) 13.3 (2/15)
5238 — 11.8(2/17)® — 0(0/16) 3.1(1/32) 18.8 (3/16) 13.3 (2/15)
238 20.0 (4/20) 22.7(5122) 9.5 (2/21) 313 (5/16) 12.5 (4/32) 43.8(7/16) 0(0/15)
438 25.0(520) 22.7(5122) 48(121) 18.8 (3/16) 28.1(9/32) 375 (6/16) 0(0/15)
N 8 Ji 30.0 (6/20) 22.7(5/22) 9.5(221) 18.8 (3/16) 28.1 (9/32) 50.0 (8/16) 13.3 (2/15)
1638 (®) 55.0 (11/20) 22.7(5/22) 19.0 (4/21) 18.8 (3/16) 31.3(10/32) 43.8(7/16) 6.7 (1/15)
3238 — 35.3 (6/17)° — 25.0 (4/16) 344 (11/32) 313(5/16) 20,0 (3/15)
5238 — 17.6 (3/17)® — 18.8 (3/16) 12.5 (4/32) 18.8 (3/16) 13.3 (2/15)
pyi| 50.0 (10/20) 59.1 (13/22) 28.6 (6/21) 43.8(7/16) 56.3 (18/32) 50.0 (8/16) 40.0 (6/15)
438 80.0 (16/20) 54.5 (12/22) 38.1 (8121) 50.0 (8/16) 68.8 (22/32) 50.0 (8/16) 33.3(5/15)
EASLS0 8 i 70.0 (14/20) 54.5(12/22) 429 (921) 50.0 (8/16) 62.5 (20/32) 56.3 (9/16) 26.7 (4/15)
16 38 65.0 (13/20) 409 (9/22) 333 (7121) 43.8(7/16) 59.4 (19/32) 43.8(7/16) 26.7 (4/15)
3238 — 58.8 (10/17)® — 37.5(6/16) 594 (19/32) 375 (6/16) 267 (4/15)
5238 — 529 (9/17)° — 313 (5/16) 37.5(12/32) 18.8 (3/16) 13.3 (2/15)
238 5.0 (1/20) 45(1/22) 9.5(221) 12.5 (2/16) 3.1(1/32) 12.5 (2/16) 0(0/15)
438 10.0 (2/20) 9.1(2/22) 48(121) 12.5 (2/16) 94 (3/32) 25.0 (4/16) 0(0/15)
N 8 jf 10.0 (2/20) 45(1/22) 48 (121) 12.5 (2/16) 63 (2/32) 12.5 (2/16) 0(0/15)
EASE-90 ks 16 38 15.0 (3/20) 9.1 (2/22) 143 (3/21) 12.5 (2/16) 15.6 (5/32) 25.0 (4/16) 0(0/15)
3238 — 59 (1/17)® — 12.5 (2/16) 3.1(1/32) 18.8 (3/16) 13.3 (2/15)
5238 — 59(1/17)® — 6.3 (1/16) 3.1(1/32) 12,5 (2/16) 13.3 (2/15)
pyi| 222 (4/18) 35.0 (7/20) 14.3 (3/21) 20.0 (3/15) 214 (6/28) 250 (3/12) 0(0/14)
438 33.3(6/18) 40.0 (8/20) 0(021) 20.0 (3/15) 35.7(10/28) 250(3/12) 0(0/14)
Z OFENRSZ4 5 8 Ji 222 (4/18) 35.0 (7/20) 48 (121) 20.0 (3/15) 32.1(9/28) 250 (3/12) 0(0/14)
UGB 16 38 33.3 (6/18) 15.0 (3/20) 48 (121) 133 (2/15) 25.0(7/28) 250 (3/12) 0(0/14)
3238 — 13.3 (2/15) — 13.3 (2/15) 28.6 (8/28) 83(1/12) 14.3 (2/14)
5238 — — — 20.0 (3/15) 14.3 (4/28) 83(1/12) 7.1(1/14)
% (FH%) . @ : BREEZE-AD7 KUNADA SEROETHHIFEH % : BREEZE-AD7 SREROEZRHIER, — : 7—#72 L

a) BREEZE-AD7 38R0 Dot 5388l SRAT L7-9eE O (ki 53RO 5- 16 KUY 36 TERFORHE)




2) BEFARE CORATRRT M —REs (IR
EESE MRS (14V-MC-JAIP (BREEZE-AD-PEDS) 3R#})
[FREoBE]

Moderate potency PA_ED TCSY4& TRIARAA-73 72 TAEHED D BRED/ M AD 87 (HAEF1ER 440 1]

(BRE 110 1)) A%IZUC, TCS ZOHH T o7 7w 2AAOH M O a2 Wt
T L7, 7T AR RS EERI RGBS B, A—F U R, 7B T U
D 17 OFE T CTHEE S iz,

AR, B _HEERE (5 16 BET) KORWRERGH 35 16 0555268 i)
KR ST,

CEERWIOME - HEZ, AAIRHE, FHES LTEHE ET7) XT77eRE1H 1E
ROgET5Z L ERRESNT,

FEkeite GO L - ET, —EERIICRT HIEIREEC L > TRz . EHERIIC
RO 21T, #6516 HFFZ IGA A2 782 LLTF & /e 7ol (L ARV Z—END) 14,
BT CEERI ROk - IEEKET D 2 & EEhve, 5, EERICRGRIER
AT T U< U35 16 BRI IGA AT R 2 LA L2 biph o T-gilias, XX EEHR & [F—
DO » B SRS 16 BUFRIC IGA A2 73 3 UL 4 ICE(L L9, EERTT
AFIEHEZ 1 B 1EROEST52 L &3z,

NR—RF A D 14 BLLER BRI 208 LT, RESNVHEAER T 2 & & sz,
Fio. AT V=0 JDEEX Y IRE S 172 TCS ZEDFNHZEIZ L AT ZBRlA L, 0V a L7-FF
FUCHR, T 5 & ST,

K7 AFEEREOME

i (B5AY) R A R Rl R
280 10 Bk 05 1 R
(PRI o me e e
10 LA 18 B {m ’m 4
=) g g e

516 HRFOD IGA (0/1)ERER N EEFHIRE & ST,
xR L7 HBENT. 2 AR 18 R AD BE T, A7 U —= JTWHILL T OHRIER /-3 2
Ll Ehrs,

S'WHO D2h7755%8 (WHO Model Prescribing Information: Drugs used in Skin Diseases. World Health Organization; 1997. p117-8) (Z¥-2% TCS

25 Ak55E, BN AD BIRTA RIA ATHS SECIEUTOEA &£ 5,
lowpotency : 7 4 —2Z /525 4 7 b/ moderate potency : 2T 7 LB A hr v Z highpotency @ 2T 4 T AINBRY —R ha
7' /ultrahigh potency : A k%A b

O JEERTRE (01R) EEROHIMRZ L D | AREATR O low XX moderate potency @ TCS % L CHIREDKe U XE LT D5/l
high 2 ultra high potency 0 TCS %42 = & #5347, £77. high I3 ultra high potency 0 TCS % LC b 431
LARWE AR 52 H1E L. SAREE GRFOSHIERESUIAMIAD) 24555 2 LH3rTREL S,

D RAY Y = RGN AT A L HGED 8~35 HAMTRRE ST,

O 27 ) == TR, AFRDLOWBREIIIT L R=Y a7 U—14 05% (BAOSETIEY 4—2 75 A, WHO 23T
low potency) KO\ K =LFY UEEEET 27 VB 01% (HARDSFETIII T 4 7 A2 Z A, WHO 4338 Tld moderate potency)
DRBEAEE ) DR S, _— AT A UIEE CIEREE (5H) ERIOIERICIEMERT 2 2 L & Sz GNEDBEEREITELC
HFEFEE DB TCS AL S N7) , ~— A T A LU moderate potency @ TCS ZHiT% = & & i, BRI A (R,
SEET. R, Fairs) ROREZENED H ST low potency D TCS, TCI SUINHR AR YT AT 55— 4 HEFIOFHAFF
BEi,
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(=7 ULHE)
> KERERFERIC L DA RTAAHSE 12 HALLERT Q ik 6 meAO%A1L 6 A
ALLERD 12 AD &2
> IGA A= 7 3LL k. EASI A= 7 16 ULk, (AKREREIZED 5D AD JRAEDEE 10%L 1
» 6 W AURIZLL T OWT A= T 2 LN LV EETE 5
v Moderate potency LA_ED TCS % 4 B[ IR SCETHER S QD0 A i B 58I oW
AUHNE N ORI U C IR EED MR SREE (1] : IGA A= 7 2 LLF) ik T&
720N, D TCL % 4 BRI ST CHESE S QO D IR GHI OV a7
OHIRIEH U THRETEBEIMRY VREE (B : IGA A=7 2 LLF) Al C& VX
TCI Nt TH %
v EHEE 7 uARY . AN MLF— N THEFATY o efttaLTFaxTa
AR, Savz)—E E7=FVE) ([ZX0iBE L)

[%R]
CHZWE)
HIMEOEEZHIEE Th A B 16 I 5 IGA (W)ERERIIFE § DB THY, 77
BAREE L ASAE R & ORIV TRGHFPRINCHR R ZDSRD B, 77 BRICKH 5 A4
e FH B DS SaIE S 4 U72,

8 AWEDTERHIEH ORGE (TT 45, NRD

AN Sl Al Al P PN
5 16 R IUT D IGA (01 )RR 182 (22/121) 25.8 (31/120) 41.7 (50/120) 164 (20/122)
SEER | FTRREEE DE [95%CI] 1.8[—7.8,114] 9.4[—09,19.6] 253[13.9,35.8]
T p D — 0.1181 <0.0001
HARAN e 5. 16 B 1T 5 IGA (01 )RR 10.0 (1/10) 30.0 (3/10) 11.1 (1/9) 0(0/9)
B | ST RREEL D [95%CI] 10.0[—21.0,404] 30.0[—5.6,60.3] 11.1[—202,43.5]

% (i

a) Mg BN, BARZofth) | X—2T A AFOREBOEEE (GA3,4) . Fin (10 5k, L) ROSSHEZHAZSE Licn 2T v
EIFET L

b) HEKERIR 5%, EUREDSEIEOTEFEE LTI T 7 4 VT 7 a—F (Biom)2011;53: 894913) AHW B
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o, ERAYWEHIER OHERITER I D LB ThoT,

#9 FAEMEEHIER OGE (TT 4£5)

ERER] AARNE HER]
. AHIEE R AHIRE o e
B T R e | O e T R | T
AHIEED 2~9 7% 0.5mg 1 mg 2mg _ 0.5mg 1 mg 2mg _
& 10~17 % 1mg 2m 4mg 1 mg 2mg 4mg
A 9.1 142 25 5.7 100 400 0 0
1GA O/D) (11/121) (17/120) (27/120) (7/122) (1/10) 4/10) 09) 09)
s - 165 242 25 189 0 100 111 0
NRD 9 (0/121) (29/120) (39/120) (23/122) (0/10) (1/10) (19) 09)
16 182 258 417 164 100 300 111 0
(2/121) (31/120) (50/120) (20/122) (1/10) (3/10) (19) 09)
i 15.7 275 350 172 300 60.0 66.7 333
EASLTS (19/121) (33/120) (42/120) @1/122) (3/10) (6/10) (6/9) (39)
e . 289 375 50.0 311 300 500 66.7 556
’iﬁﬁmj‘a) 128 (35/121) (45/120) (60/120) (38/122) (3/10) (5/10) (6/9) (59)
16 322 400 25 320 300 400 444 444
(39/121) (48/120) (63/120) (39/122) (3/10) 4/10) “9) (49)
HGR % B | K EERHHEE. RN . RS ORE
a) RuFiaRaBath, UIaRERE L IARERE S A HIE U7-iBE s, DRI & S
EWikee s 5300 L AR o 2 —EFIZI60 5 B i B OHERE TR 10 O L0 Tho
7=
F10 %5 52 WFE COFRAIMEHUIER ORfoE (L AR #—4H, NRI)
RER HAR NS 4]
. AKIRE e AHIRE s e
B e | e | AnE | 0 e | ae | e |
AHIFED 2~9 % 0.5mg I mg 2mg _ 0.5mg 1 mg 2mg _
Jiiis 10~17 iw% I mg 2 mg 4mg I mg 2mg 4mg
16 338 484 630 35.1 167 60.0 200 0
(22/65) (31/64) (51/81) (0/57) (1/6) 3/5) (15) 055)
2438 446 469 56.8 491 0 60.0 60.0 0
IGA (0/1) (29/65) (30/64) (46/81) (28/57) (0/6) 3/5) 3/5) 055)
HERCE 4058 369 313 506 386 0 400 200 0
(4/65) (20/64) “1/81) (2/57) 0/6) 25 (1/5) 0/5)
- 385 359 469 404 0 400 200 0
(25/65) (23/64) (38/81) (23/57) (06) 2/5) (1/5) (0/5)
6 569 734 765 56.1 50.0 80.0 80.0 400
(37/65) (47/64) (62/81) (32/57) 3/6) 45) 5) 2/5)
2438 523 625 654 579 167 60.0 80.0 400
EASI-75 (34/65) (40/64) (53/81) (33/57) (1/6) 3/5) 5 2/5)
EERCE 4038 477 53.1 580 49.1 333 60.0 400 200
= (31/65) (34/64) “7/81) (28/57) 2/6) (35 25 (1/5)
23 492 500 56.8 544 167 60.0 80.0 400
(32/65) (32/64) (46/81) (31/57) (1/6) (3/5) (45) 2/5)

% (0. x . TEEHIEE ., FEENTE © 2R

AT L IR 5 Ik, SUBEREI LIS FEEROAA S TR G ~T L7 L, DRI & S

(Z24bE)
THEEBRICBT 2 EESST. AFWSHERE 50.0% (60/120 $i) . AHIFHERE 52.5% (63/120
Bil) . AFlE FHEAE 50.8% (61/120 fi) . 7' ZBARRE 50.0% (61/122 fil) 128D B, FrBEgd#k
11 DEBY ThoTz,
FELIE, 588 HIIRD -T2,
EERAEFGIL, AFIRHER 1.7% 120 il (KESUEREE, 7 FE—HRERE 1F)), &
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A HERE 0.8% (1/120 fi] (FHAXAHERICEER T A IEHAED F VN 1 H) | AR R 0.8% (1/120
B (FasRss, MRS EAT A~ LA 1 B),. 7T 'AREE 4.1% (5122 5l (7 b e —PERZEZE 2 il
COVID-19, iz, BREAEX, 7 b —MRRERAS 1 1)) 12580 bat, AFlmHERE 1 5] (FAlE
55 IR~ LX) | 7T 2R LB (BRARX) 12 DW TR & ORI BIRILE E
XNnphoT,

BeHHIEICE > - ERGL, AFUCHERE 0.8% (1/120 i) . ANFEFHERE 0.8% (1/120 f1) .
772 REE 1.6% (/122 ) 1ZEED BT,

BITERIE, AFHEHIERE 10.0% (12/120 $i) | A ERE 9.2% (11/120 $i) | A EH#E 18.3%
Q2/12068) . 7T BREE11.5% (14/122 f5l]) 1Z38 BTz,

K11 \WTNDOREC2%ULGRO bW HEFS CEERY, ZRMHRITEREH)

e, ANFIN A P A PR TSR
(120 1) (120 51) (120 1)) (122 f51))

B 7(5.8) 11(92) 6(5.0) 10(82)
& 3(25) 5(42) 6(50) 3(25)
55 3(2.5) 4(33) 6(5.0) 5(4.1)
ISR 4(33) 5(42) 5(42) 6(49)
RGERY 3(2.3) 4(33) 5(42) 1(0.8)
i 1(0.8) 2(1.7) 542) 2(1.6)
iEEyE 2(17) 2(1.7) 4(33) 1(08)
COVID-19 5(42) 5(42) 3(25) 4(33)
BER 0 2(1.7) 325) 0
REXR 6(50) 1(0.8) 325) 1(0.8)
BARBOE 0 0 325) 0
K 1(0.8) 2(1.7) 2(1.7) 3(2.5)
FEEN 3(25) 1(0.8) 2(1.7) 1(0.8)
B 3(2.5) 0 2(17) 2(16)
(RY R ENE 0 0 2(1.7) 3(2.5)
ESEDN 3(2.5) 325) 1(0.8) 1(0.8)
M . 1(0.8) 32.5) 1(08) 4(33)
Mg 2(17) 2(17) 1(0.8) 32.5)
AT NEAF 0 1(0.8) 1(08) 325)
BARmE 4(33) 2(1.7) 0 0
S 1(0.8) 2(1.7) 0 4(33)
R IRIEEAE 0 2(32) 0 2(3.1)
U L/ SHHE 3(25) 1(0.8) 0 0
FHEEEDFE N 3(2.5) 0 0 2(1.6)
PREGIRG 2(1.7) 0 0 6(4.9)
7 E—ERER 2(17) 0 0 4(33)
PR (%)

a) TR LG T 57250, LR b 2 AR e 62 151, AR BLRE 63 (1], Akl EHE 53
B, 77 wREE64 iAo L TR

T—B B NA TR E TOARFBEGHNZBIT HDHEFGIL, 77.5% (362/467 i) 12788 B,
FRAEEERIR R OLEBY ThHhoTz,

FIL, RO LI -oTE,

FELAFFRGIL, 6.6% G1/467 5 [77 M —MEEREZ 3 61, Wil 2 i, FIEMEIEE, 77/
A RAER, HEEsE, RPKIER U th i, S SR, Bl LA RLRER T - B PR
R, TA, RIGEFERY:, KIGEMERIEEGE, Bk, ~LAMERIEIS, COVID-19, Hiixaf

O F—=LI1y M TR R OPERE G- 52 IR LR L S
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PRI DREEMED E, Bk, 77 4 7RG, IEIWAIEES, IRERH R~ L2/
il L_S A SRHEMEE BCEURIR, ARG, [ HE, T E PO MEDERIERE, AR AR
Yo BT LV — A RS R R BIEEYT AR, U oSk ) 1R
DL, BVEVERRER, B LSA L BEIHSIEES, BREEEA LA AR, R i~
SR BN OW TR & ORI BEBIRITAE S 720> 72,
BeEHIEICE T ERGUL, 2.8% (13/467 B) (58D BT,
BIVEFNE, 25.5% (119/467 f5il) 12388 Bz,

K12 5B HTGRO DIVAEERS (R SER)

AHIBE 545 AFI 545

e (467 ) i (467 b
COVID-19 88 (18.8) I PERIBRE 9(1.9)
AR 66 (14.1) A )V AMEE RS 8(1.7)
S 51(10.9) MRS 8(1.7)
BV 46(9.9) RIS 8(1.7)
RGERG 43(92) Y L EHE 8(1.7)
FERN 34(73) BT L — 8(17)
N 26 (5.6) ez 7(1.5)
A 7Y 23 (4.9) SREAR 7(L5)
NEERZS 22 (4.7) PHR 7(1.5)
SR 20 (4.3) PRIGR 7(1.5)
T i 19 (4.1) 7k E—MRER 7(1.5)
A CPK #5/0 18(3.9) 2R 7(1.5)
Ik 16 (34) 7 LLE—EEE 7(15)
THI 16 (34) A ARREEE © 6(2.5)
g 16 (34) HEREFEPE COVID-19 6(1.3)
Elizas 15(3.2) o 6(1.3)
B LR 15(32) fifigé 6(1.3)
iz 15(3.2) U L SERIBE 6(13)
B 14 (3.0) R SR 6(1.3)
Fak 12 (2.6) T LN —EER 6(1.3)
g 12(2.6) B 5 6(13)
B 12(2.6) BRI 6(13)
FIffE~ LR 11 24) R E R 5(1.1)
iR 11(24) JERE 5(1.1)
Fabkde 10(2.1) RS 5(1.1)
TR 9(19) 14 v 5(1L1)
Wz 9(1.9) S 5(1.1)
E3iEA 9(1.9) i T 5(1.1)
FEREE 9(1.9) SARS-CoV-2 5% 5(1.1)
B 9(1.9) it 5(1.1)
RO E 9(1.9) i) 5(L.1)
i 9(1.9)

Bix (%)
a) TG Ch 5720, LR Tl 2 AR 5451 236 Fil4 5y R R
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4. HERIZOUVNT

AFNANEIE & 72 % FEA OBR KL O Gliec O ¥ L, m8IIThoh D Z LR b b, Fiz,
AFNOB 5T L0 EEARRWER 2568 LB % 2 LB 7=, LIFOO~@D T
Al MR BN TET 2 & Th 2,

O mEzoONT

®  AHIDOEHHEUIIGA A 2T RLEASI A T EDINET—ELL EOBBITEEL G 57 b E
—MREREBE L 72D 2 b, 7 ME—MEIERICBIT WL H A, AR B E RS
MTELZENEETHY . 7 ME—MHRIEROWE, L T, 2l 188 &% 7 b
MR ERDIEATA T A ) ZRE L, AANZOWTOHo7mma A L, 7 heE—M
JE R DLW VRIS E S D AT (DL RO <[ERMEE > B8 23242l oAAI B
HIRROETHE UCRE SN TND Z &,

< [ERHEE>

LIF DWW oA=&,

(BT b e —MEE R RBE TG 5 55]

(7)) ERIETETSE 2 FEOWIIWHE AAE T L7128, 5 4FLL EORIERIESIE ORRIHE 21T > TV
5Tk,

() ERRETESE 2 FOYWHEZE T L7212, 6 FLL DR A A L CW\DH 2 &, 9 b,
3AELLEIE. 7 R B R A e T LA —BIEOBRIHE 2T TN A D L

UNRT b e — g R EF I 53 2 55]

(7) ERGEFRES 2 AEOYIIHEAAS T L1212, 5 L EORERIROBERIHE 217> T
5Tk,

(1) ERIEFTETS% 2 FFOPMIHE AL T L7121, L FOHEZ ST 6 FFLL EOBIRIRERZ A L
TnWbHZE,
o 3L EO/NERIESIEOBRRIHE

iR

o 33U EOT FE—MREREZ G LT LV XS ORRARIHE

® AANDRGER TR D LN &AM ATHI S 7o ORGEIRGERRAESRE DTN D 2
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SNAHHT, IO DERLZ BN LT 5 BEITEUNIRET 5 2 & B OB L 7> Tk
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(\ZHD & DU T OESR S O i 7 ZHEE T D80 6 BB 2 2 )5 M OB A2 T,
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—WAEENBART LA =52 —frtENEAN AN T v —g2 . ANt ENEAN B AR
Bk O H AR ERHE S O Db EEk LT,

KIGLL IR DRSS - N v TF =T

KI5 L 22 DRI « BEAEERE CROMRA-53727 b B MR

KGR L IR D FERC O - A i, NV F =T L LCTamg & 1 H 1 EREOBES 5, 72
B, BEOREBIISCC2mg lIWETHZ &,
AR EE 2 U EOBEIIEEIIISCANY F =T LTUT
OehEE 1 B 1 ERROERST 5,
- 30kg LA E : dlH, 4mg & L, BEOIREITLE T T 2mg ITHET S
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- 30kg A : WH, 2mg & L, BEDKREIIL U T Img IIET S
Z &,
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2. AFIDOKHE. TEFEFT

NYF=7 (LUF, ARAD) 13, KE Incyte tEHLL 7=, Y XAXF—F (LLF, [JAK))
FREAICH D,

AANL, JAK-STAT > 7 /BRI A PR T 2341 TH D | JAK-STAT #RE& I IMIREE U o AR
TF L4, IL-5, IL-13, IL-22, IL-31 %07 b e —MiiE% (UUF. TAD)) OFREREFHCRED
HYA S IA DT T IARERIED—>TdH 5 (J Allergy Clin Immnol 2017; 139: S65-S76)
Z &ML, ADITH L URESIR A~ d 2 & 3R S LD,



3. EEREGE
1) BEARECTHEATDT FE—MRER (AN KOW2) Al UNE) OFGERHZEHE 21T -
1= BB ORE 2T,

1) BERBR CHRATD72T e —ERER (BRA)
EBRILF B MAEEER (BREEZE-AD7 38
[FREBROBEE]
Moderate potency (AFUNZIIT DA TIEIT 4 T L~RA M 77 ZRAHYT5) LLEDOAT
mA FAVHEE (LT, TTCS)) THRA e SEN G EIED AD BF  (HEEH 300 6] (1

b —EHERIA TR ORGSR HAR, E, R V%, 10 OESU I CHERi S 7,

FE - G, AHI2 mg, 4 mg) X7 TR % 1 H 1] 16 BEREOKES T2 L LESH
Tro N—=RATA 202 WE GMVHEEER) U3 480 (EHEER ji) DREsMNIEE R AD
IR A RIET 5 Z & & & 14 B, BRI BRI A48 L CRIBSNHEE R 2 2 L & Sh
Too Flo, N—AT A ULV TCSIRFEZBALA L, MR L7 GaIci3hib3 5 2 & L &,
i % R OERSFEBL L 72855 21, #8652 R LA RGBS A S -,

Be5- 16 WHOBERNC X D 8MGEHI A 2723 1 LR D= T A b 2 Ll U7 gl
DEE IGAO/NEREE) kOB ORFEEREZ A a7t L7z EASI AT HBIR—Z T A D 75%
DL bdeE UT- s oElG (EASI-75 #553) 73 co-primary endpoint & X372,

R L 72 HBEIT 18 LA LD AD BE T, A7 U —=  JHHCLU TR -T2 L L &h
77

(=7 ULHE)

> KEREHRSERC LD HA RTA AHESE 12 DA LILERTNC AD &2

» IGA 2A=7 3LLE, EASI 227 16 UL b, (RRERIZ LD AD WEDEIG 10%LL

» 6 HHALWNIZ TCS THEARTSTHDLEDTEENH D 1 TCS TREAT4y & 1%, Moderate
potency LA D TCS (MEEIL U TV ==2—Y URHESMNHEE (BT, ITCL) ZiB80) % 4
TR TR SCE THERE S S BRI OV i F OfiiE R L b, IR A = h e
—/L (] : IGA A7 2LLF) TER, T AD (T 2 25 MR IR0 Th 5 2
L LEFRSN,

D4 mg BECEN (1T SNHBRED 5 b, BIHEHEEE @0=eGFR<60mL/%y/1.73 m?) ZH T HHBREICIL2 mg MR 5 Sz,

Y BEROEEIMENEOERACKH LT R 7 53/ B 01%2 U —2 CUIFIRREDZNAID TCS, AFROSETIEIT 4 T L~A b
T 7y I ATHYET3) 21 H LERAL, WEUTRLZEZICE FroLF o 25%8E CUIERSEDRN 10> TCS, AFRIC
BIFDDETIEY 4= ~3IF 4 7 L7 FAEYT2) 10X 1 B 187 BRERE, Fikds2 s & shi-, BRLES
Hlix. MU T AT/ v 01%7 U—2 CUIRIEEDZNI0O TCS) Xtk Ru T/ 0 2 5%#E CUIRIEEEDZNI100 TCS) %
T 5 2L L&, 26D TCS TP L7V MEATE, Highpotency (FRIFOSEETIIA har I~ —Z ka7 7 5 A2
F2T5) PLED TCSIC L AREIBRE MR A 2 & & &z,

% High potency LA ED TCS L OBRIA L. oSG Ly SAIEETEEE (ROAT v REUIEEMIEAT 11 MG
) OEGNFTREL SN2, BETREEA MR L75a1aid. DIBORBIIREICI) A5 oRE I Shiz,

4



(R3]
(HZE)

HEIMED co-primary endpoint Tdb 2 4% 5- 16 BREZIIT 5 IGA (0/1) EERER L TN EASI-TS #ERGRIT

K1 DEBYTHY, 7T 0REEE 4 mg BEE OXHEIZIN T, W HLOREHIE B (2O C b

i

RIS BZRZEDREO B, 7T AR 2 4 mg BFEOERAEDRE S 7z,

#1 AOEOEEFFHIEE OpGE (TT %M. NRI)

2 mg #f 4 mg #f 77w RE
Be 5 16 WIS 1T D IGA(0/1)ER R 23.9(26/109) 30.6 (34/111) 14.7 (16/109)
7T AREEE O [95%CI] 92[—14,195] 16.0 [4.9,26.6]
A p (0 0.083 0.005
5. 16 EIFZF51) 5 EASI-75 BRUE 43.1 (47/109) 477 (53/111) 22.9(25/109)
7T e RBEE DZE [95%CI] 202[7.7,31.8] 248[122,363]
AL p fE D — 0.005
% B0

a) Hilill, ~—AF4 L DIGA 227, EHREBALKL Li-u AT ¢ v 7EIFET IV
b) Higl, N—RATA L DIGA AT, EEH, N—ATA LD EASI A7 AR Lia VAT v Z[EIFET L
o) HEKUEMIN 5%, FEREDLEMDOFEESEL LTS T 7 4 AT 7 u—F BiomI2011;53: 894-913) AV BT,

(k)

HEFGT, 2 mg B 56.0% (61/109 1)), 4 mg#E57.7% (64111 ), 7" F &R EE38.0% (41/108
) \ZEROLI, ERFRIIR2DEEY ThoTz,

IR bR o7,

EERAERSIT 2mg FE 1.8% (2/109 f) . 4mg BE3.6% @/111 1) . 77 & AEE3.7% (4/108 f1))
TR DAL, 2mg BE 1 (7 b E—PEREZE) . 4mg BE 11 (WiZERE) . 77 BARBE L 1] (R
77 R MEHRIEGD) (2 OWTIIRRREE & OIRFERITEE S o7z,

HFURIZE ST AEFRIL, 4 mgE4.5% G116, 77 BREE09% (1/108 fi) (258D BT,

BIVERIE, 2mg BE21.1% (23/109 1)), 4mg Bf 18.0% Q0/111 f) . 7" &REE 12.0% (13/108 fil)

IZRRD BT,
2 WTTDORET 2% BB DA ESRS: (RN S4E)
2 mg 4mg #f 7T 2 mg # 4 mg #f 77wk
oA (109 ) (111 ) (108 fs) oA (109 fi) (111 ) (108 f5)

RS RGN 12 (11.0) 17(15.3) 13 (12.0) T 1(0.9) 327 1(0.9)
EER 4(3.7) 6(54) 0 [mlikElEE 2(18) 2(1.8) 3(2.8)
[ 437 4(36) 0 FE 0 1(09) 328)
SE 1(09) 4(36) 1(09) AFARRY 0 1(2.8) 0
il 0 4(36) 1(09) 1 CPK #8410 3(2.8) 0 0
SGERG, 8(73) 327 2(19) R 1(26) 0 0
B~ R 1(0.9) 327 3(2.8) T LIVE—PERG 0 0 3(2.8)
Bl %)

a) LHEBERESR AR E LCEH QmgBE39 61, 4mg BE36 B, "1/ 38 )




ER LRI MAEEER (BREEZE-AD4 3A8%)

[FEotE]

Moderate potency UL E0D TCS TEHRATS5. 73037 0 AR Y TR T2 et: Eo#t
SN D7 b AR Y U OMERE S U7\ O FREED S BED AD B (B4R 500 151 (1 mg #F 100
B, 2mg B 200 1], 4mg BE 100 B, 7"ZBAREE 100 1)) Z%B4Z, TCS HH T COAFIOAHE

Z NV 14 OENTHE CHERi Sz,
ABRE2 ] (G 52 BE T “HER, #4552 8~200 HE T : fkgek 5 (CEER)
O ESI, CEERMOME - HEIE, A% mg, 2mg, 4mg)Xix77EA% 1 B 1 ERRA
B35 L ERRESNI, N—RA T4 O 2 8E GMVHTERED . 48 (SRR U3
oD 5 1% (A A DIREAMIE AR AD A AIEd 5 2 & L &, 14 BULERTS
AR A0 U CRIBAVTIR A D32 2 L & Sz, £, =R T A UL Y TCS 1B 4 Bith
L. DR L7813 Ibd 2 2 & & &2, itz e B HEL U 735A 2 d, Rasiase
INFFR ST, SR GO - I3, IGA 2 27 BB 2 L 0 | AH 1 mg, 2mg,
4mgV L7 78R % 1 A 1 ERROFET 52 L LESNI,
Beh- 16 HIRHZH51 5 EASI-75 BEREEN FERHEE & Sz,
R LTDBFIT 18 LA LD AD & T, A7 U —=V FRHZLIF ORI 2 & & Sh
7=
(7 UL
> KEREHFRCEDHA RTA DX 12 T ALLERTC AD E321
» IGA 2=7 3Lk, EASI A=7 16 UL b, (KRR D5 AD IREDEIE 10%LL 1
> 6 WHLUWNIZ TCS THRAFTHL BN DS : TCS THMRAT4 L 1E, Moderate
potency LA D TCS (MBI U TH Y ==—Y UPHESHEE (LT, [TCL]) 2B % 4
A U SGECHESE SN D R OW T HFOMIBE LT A ar b e
—L (] : IGA A7 2LLTF) TEAR, T AD (T 2 2E MR TR TH D 2
L LERIN,

> U7 AR AL DIREPIEA 3 XIS Th 5 EDiek 5 : 7/ m AR Y AT
K DIRRAANENG E1, v 7 v AR Y RN DE0E, AT b L R E O
JESEDEFHIRIE, ~ 7 1 AR Y AKX DR SN2OENERAE L < I3HBOR IR~ OREES
HEIBYYED Y 27 24T 5 2 & IPAEEEFMER Sh g Z & EER S, 7
0 ZRY TR LR 2.5~5 mgkgday D7 1 AR LAEIZ L0 6 8l CUITR
MYETHRESNTODHIM) DRNICEEZ 2 hr—/LTER0, T 5 mgkg/day DY
IO ARY UL 7e D T 8 EEESN L, e, ARTIEUARITN X, YA UTE DOF
WA 7 a0 AR Y AL L DIRIFICFE L QWS S SITRRE S Sz,

“ High potency LA 0D TCS RUYHMEE L W BIAL . +IZS06 LW AT EIERE CEFOEF R IEYRE) ks
MAREL SNToS, SGHREER- I NAFIROBR 52 L, 2FTRRERAER L7358 IR0 2Pk a2 s 2 Sh
7=



(R
(HZE)

HIMEOTEZHITEH T 28¢5 16 R8T 5 EASIT5 #RIIER 3 0 LB THY, 77

EARREE 4mg BE & ORIV THEHFINCHERZDRO DL, 77 BRI T % 4mg B

DM SRRE S 7,
#£3 AOEOEEFFHIEE OpGE (TT %M. NRI)
1 mg & 2mg & 4 mg #if 77 ek
516 BERICF5 1T 5 EASI-75 ERE 226 (21/93) 276(51/185) 31.5(29/92) 172 (16/93)
TS e R DE 54 104 143
[95%CI] [—62,168] [—04,19.7] [19,262]
PR p Y — 0.078 0.032

% (iR

a) Hill, ~—RTA LDIGA 27| $ERE, N—RTA L DOEASI AT EHIYELL Lt VAT ¢ v VEIRET IV
b) BEKUERR 5%, (REHREDSEEOFHEITEL LY T 7 ¢ V7 7 a—F BiomJ2011;53: 894-913) AV BT,

(k)

Beh 16 RFE TOAEFSIT, 1mgBE62.4% (5893 f5) . 2mg £ 67.9% (125/184 f31]), 4 mg Bf

75.0% (69/92 f51) . 7T EARRES3.8% (5093 fl) IZERO LI, FRFLIIE 4D LB ThHhoT-,

FELNIRED BT,

EEDAERGIT ImgBE43% @93 6, 2mg B 1.6% (3/184 ) . 4mg BE6.5% (6/92 i), ~°
ZRARRE22% (2/93 ) (ZERDHAL, 2mg BE 1] (7 b —MBIER) . 4mg #E2 B (77 eIk

Pafgge, 7 RUERERGY) . 77 2R 1] (7 b E—MBIER/A—T ) (ICHOWTIIREREE L

DEFEBHRIAE SN2~ T,

HILICE ST HEFGUL, 2 mg B 1.6% (/184 ), 4 mg B 1.1% (192 i) . 7" F AR 1.1%

(193 fl) (ZZED BT,

BITEFIE, 1 mg#E26.9% (25093 B, 2 mg BE26.6% (49/184 f) . 4 mg #£27.2% (25/92 f5), 7
TR RRE23.7% (22/93 i) ITERO BT,

£4 WTIDORET 3RO ONAEFS (5 16 R E T, ZelHRITdSER)

1 mg 7 2mg #f 4mgHE | 7T AR I mg #f 2 mg 7 dmgHE | ST AR

EEE o360 | asapd | oop) | ©3p EEH o3p) | Gsap) | @) | o360
_FIRERSR 10(10.8) 26 (14.1) 24(26.1) 12(129) | B 0 7(3.8) 2(22) 0
SR 8(8.6) 11(6.0) 7(76) 6(6.5) AR 5(54) 6(3.3) 2(22) 1(L1)
A TN 3(32) 8(43) 6(6.5) 2(22) RGERY 1(1.1) 6(3.3) 2(22) 0
T 1(1.1) 6(33) 5(54) 3(32) [t 2(22) 2(1.1) 2(22) 3(32)
HE~ L~ 3(32) 4(22) 5(54) 3(32) 2N 1(1.1) 6(3.3) 1(1.1) 0
HigH 1(1.1) 3(16) 5(54) 2(22) 1 CPK 40 3(32) 2(L1) 1(L1) 2(22)
B2 0 4(22) 4(43) 1(LD) Mg 1(L1) 2(L1) 1(L1) 3(32)
A EE 0 0 4(43) 0 NEBESG 0 2(L1) 1(L1) 3(32)
HER 1(11) 6(3.3) 3(33) 332 Fak 6(6.5) 6(3.3) 0 1(L1)
PRI 1(LD) 4(22) 3(33) 0 o 0 2(L1) 0 3(32)
EeL:iGi 2(22) 4(22) 3(33) 3(32) IR 3(32) 1(0.5) 0 0
R 1(L1) 2(L1) 3(33) 1(L1) KA T7A 0 0 0 3(32)
PR 1(1.1) 1(0.5) 3(3.3) 1(L.1) B %)




BREEZE-AD7 8% BREEZE-AD4 3B I31T 2 2 H SRR H DR
BREEZE-AD7 &% & (O BREEZE-AD4 i Z331) 5 /A M ERHIE H ORSREOHERR 1332 5 &
WER6DEBY ThoTe,

£S5 TCS BB I 2 2 AMEHIE R Opfe# (TT £, NRD

S BREEZE-AD7 #A% BREEZE-AD4 ##
T 2mg B 4mg B 772 REE 1 mg B 2mg i 4mg B 77 e R
23l 73 (8/109) 1733111 | 73(8109) 75 (793) 43 (8/185) 76(7/92) 22 (293)
438 174(19109) | 198Q2111) 55 (6/109) 75(793) 97 (18/185) 163 (1592) 43 (4193)
AW 8 3 239026109 | 25208/111) | 73 (8/109) 97 (993) 12423185 | 196(18/92) 9.7(9/93)
160 X | 23926109 | 306G4111) | 147(16109) | 129(1293) | 1518185 | 21.7(20092) 97(9/93)
3238 — 216 (22/102)° — 151(1493) | 14106/185) | 130(1292) 140 (13/93)
5238 — 235 04/102)° — 161(1593) | 12423185 | 163(1592) 140 (13/93)
2 19321/109) | 26.1 @9/111) 83 (9/109) 161(1593) | 114Q1/I185) | 185(1792) 32(393)
438 26629109 | 387@3/111) | 119013109 | 172(1693) | 195(36/185) | 3152992 65(693)
EASLYS 8 3 33937109 | 414@6111) | 147016109 | 2152003) | 216@0/185) | 37.0(3492) 9.7(9/93)
1608 (@ | 4167109 | 4773111 | 22925109 | 226Q193) | 276185 | 3152992 172 (16/93)
3258 — 45.1 (46/102)° — 258(04993) | 25447185 | 250239 183 (17/93)
52 — 343 (35/102)° — 226(193) | 20037/185) | 250(2392) | 204(19/93)
23 47762109 | 649(72111) | 248Q7/109) | 344(3293) | 405(75/185) | SL1@192) | 226(2193)
438 66.1(72/109) | 748@3/111) | 339(37109) | 43.0(@093) | 530(98/185) | 60.9(56/92) 269 (25/93)
EASLS0 SRt 83l 633(69/100) | 748(83/111) | 440(48/109) | 462(a393) | 535(99/185) | 620(5792) | 32.3(3093)
168 G42(70109) | 703(78/111) | 413@5109) | 452(42093) | 514095185 | 522(4892) | 355(33/93)
3258 — 63.7(65/102)° — 398(3793) | 438@I185) | 402(3792) 280 (26/93)
52 — 549 (56/102)° — 376(3593) | 351(65185) | 326(30192) 258 (24/93)
23l 46(5/109) 63 (7/111) 46(5/109) 75(1193) 32 (6/185) 54 (592) 0(0/93)
438 10.1(11/109) | 162(18/111) 55 (6/109) 43 (4193) 43 (8/185) 13.0(12/92) 11(1/93)
EASLO0 SR 83l 156(17/109) | 180Q0111) | 46(5/109) 65 (6/93) 54(10/185) 152 (14/92) 32(393)
168 165(18/109) | 243Q7111) | 138(15/109) 86(893) 103(19185) | 141 (13/92) 65 (6/93)
3238 — 216 (22/102)° — 140(1393) | 108Q0/185) | 14.1(13/92) 108 (1093)
52 — 17.6 (18/102)° — 140/(13/93) 97(18/185) 121 (13/9) 118 (11/93)
23 23702397 | 33033100) | 154(16108) | 141(11778) | 13923/166) | 224(17/76) 47 (485
438 340(3397) | 520521000 | 106(11/104) | 192(1578) | 24.1@0/166) | 408(31/76) 82(785)
ZHFENRSZ4 A S 309(3007) | 470@7100) | 154(16/104) | 179(14778) | 235(39/166) | 42.1(32/76) 82(7/85)
UeEERE 168 31(G797) | 440@4100) | 202QU104) | 23.1(1878) | 229(38/166) | 382(29776) 82 (785)
3238 — 40.7 3791)° — 205(1678) | 16327166 | 221(17777) 129 (11/85)
2 — — — B1878) | 120Q0166) | 169(13/77) 129 (11/85)

% (B . @ :BREEZE-AD7 K UNADA HEROFETZHIEE % : BREEZE-AD7 HEROEFFHIEE, — : 7—# 7L
a) BREEZE-AD7 #%)> bkt 5/l AT L7-tRBaE DRt (ke 5akBroo1t 5- 16 O 36 TRFORRD)




# 6 TCS PHHRBRICISIT 2 20 FMERTAIEE B Okt (ITT 221, NRLAAAERS Y]

e BREEZE-AD7 3% BREEZE-AD4 34
8 i 2 mg B 4mg BE TR R 1 mg Bf 2mg & 4mg B 7T
238 0(020) 9.1(2/22) 48(121) 6.3 (1/16) 0(0/32) 12.5 (2/16) 0(0/15)
438 10.0 (2/20) 13.6 (3/22) 0(0/21) 63 (1/16) 94 (3/32) 18.8 (3/16) 0(0/15)
IGAQ/ 8 j 15.0 (3/20) 9.1(2/22) 0(021) 6.3 (1/16) 94 (3/32) 12.5 (2/16) 0(0/15)
1638 (%) 15.0 (3/20) 9.1(2/22) 9.5 (2/21) 12,5 (2/16) 18.8 (6/32) 18.8 (3/16) 0(0/15)
3238 — 11.8 2/17)® — 12.5 (2/16) 6.3 (2/32) 12.5 (2/16) 13.3 (2/15)
5238 — 11.8(2/17)® — 0(0/16) 3.1(1/32) 18.8 (3/16) 13.3 (2/15)
238 20.0 (4/20) 22.7(5122) 9.5 (2/21) 313 (5/16) 12.5 (4/32) 43.8(7/16) 0(0/15)
438 25.0(520) 22.7(5122) 48(121) 18.8 (3/16) 28.1(9/32) 375 (6/16) 0(0/15)
N 8 Ji 30.0 (6/20) 22.7(5/22) 9.5(221) 18.8 (3/16) 28.1 (9/32) 50.0 (8/16) 13.3 (2/15)
1638 (®) 55.0 (11/20) 22.7(5/22) 19.0 (4/21) 18.8 (3/16) 31.3(10/32) 43.8(7/16) 6.7 (1/15)
3238 — 35.3 (6/17)° — 25.0 (4/16) 344 (11/32) 313(5/16) 20,0 (3/15)
5238 — 17.6 (3/17)® — 18.8 (3/16) 12.5 (4/32) 18.8 (3/16) 13.3 (2/15)
pyi| 50.0 (10/20) 59.1 (13/22) 28.6 (6/21) 43.8(7/16) 56.3 (18/32) 50.0 (8/16) 40.0 (6/15)
438 80.0 (16/20) 54.5 (12/22) 38.1 (8121) 50.0 (8/16) 68.8 (22/32) 50.0 (8/16) 33.3(5/15)
EASLS0 8 i 70.0 (14/20) 54.5(12/22) 429 (921) 50.0 (8/16) 62.5 (20/32) 56.3 (9/16) 26.7 (4/15)
16 38 65.0 (13/20) 409 (9/22) 333 (7121) 43.8(7/16) 59.4 (19/32) 43.8(7/16) 26.7 (4/15)
3238 — 58.8 (10/17)® — 37.5(6/16) 594 (19/32) 375 (6/16) 267 (4/15)
5238 — 529 (9/17)° — 313 (5/16) 37.5(12/32) 18.8 (3/16) 13.3 (2/15)
238 5.0 (1/20) 45(1/22) 9.5(221) 12.5 (2/16) 3.1(1/32) 12.5 (2/16) 0(0/15)
438 10.0 (2/20) 9.1(2/22) 48(121) 12.5 (2/16) 94 (3/32) 25.0 (4/16) 0(0/15)
N 8 jf 10.0 (2/20) 45(1/22) 48 (121) 12.5 (2/16) 63 (2/32) 12.5 (2/16) 0(0/15)
EASE-90 ks 16 38 15.0 (3/20) 9.1 (2/22) 143 (3/21) 12.5 (2/16) 15.6 (5/32) 25.0 (4/16) 0(0/15)
3238 — 59 (1/17)® — 12.5 (2/16) 3.1(1/32) 18.8 (3/16) 13.3 (2/15)
5238 — 59(1/17)® — 6.3 (1/16) 3.1(1/32) 12,5 (2/16) 13.3 (2/15)
pyi| 222 (4/18) 35.0 (7/20) 14.3 (3/21) 20.0 (3/15) 214 (6/28) 250 (3/12) 0(0/14)
438 33.3(6/18) 40.0 (8/20) 0(021) 20.0 (3/15) 35.7(10/28) 250(3/12) 0(0/14)
Z OFENRSZ4 5 8 Ji 222 (4/18) 35.0 (7/20) 48 (121) 20.0 (3/15) 32.1(9/28) 250 (3/12) 0(0/14)
UGB 16 38 33.3 (6/18) 15.0 (3/20) 48 (121) 133 (2/15) 25.0(7/28) 250 (3/12) 0(0/14)
3238 — 13.3 (2/15) — 13.3 (2/15) 28.6 (8/28) 83(1/12) 14.3 (2/14)
5238 — — — 20.0 (3/15) 14.3 (4/28) 83(1/12) 7.1(1/14)
% (FH%) . @ : BREEZE-AD7 KUNADA SEROETHHIFEH % : BREEZE-AD7 SREROEZRHIER, — : 7—#72 L

a) BREEZE-AD7 38R0 Dot 5388l SRAT L7-9eE O (ki 53RO 5- 16 KUY 36 TERFORHE)




2) BEFARE CORATRRT M —REs (IR
EESE MRS (14V-MC-JAIP (BREEZE-AD-PEDS) 3R#})
[FREoBE]

Moderate potency PA_ED TCSY4& TRIARAA-73 72 TAEHED D BRED/ M AD 87 (HAEF1ER 440 1]

(BRE 110 1)) A%IZUC, TCS ZOHH T o7 7w 2AAOH M O a2 Wt
T L7, 7T AR RS EERI RGBS B, A—F U R, 7B T U
D 17 OFE T CTHEE S iz,

AR, B _HEERE (5 16 BET) KORWRERGH 35 16 0555268 i)
KR ST,

CEERWIOME - HEZ, AAIRHE, FHES LTEHE ET7) XT77eRE1H 1E
ROgET5Z L ERRESNT,

FEkeite GO L - ET, —EERIICRT HIEIREEC L > TRz . EHERIIC
RO 21T, #6516 HFFZ IGA A2 782 LLTF & /e 7ol (L ARV Z—END) 14,
BT CEERI ROk - IEEKET D 2 & EEhve, 5, EERICRGRIER
AT T U< U35 16 BRI IGA AT R 2 LA L2 biph o T-gilias, XX EEHR & [F—
DO » B SRS 16 BUFRIC IGA A2 73 3 UL 4 ICE(L L9, EERTT
AFIEHEZ 1 B 1EROEST52 L &3z,

NR—RF A D 14 BLLER BRI 208 LT, RESNVHEAER T 2 & & sz,
Fio. AT V=0 JDEEX Y IRE S 172 TCS ZEDFNHZEIZ L AT ZBRlA L, 0V a L7-FF
FUCHR, T 5 & ST,

K7 AFEEREOME

i (B5AY) R A R Rl R
280 10 Bk 05 1 R
(PRI o me e e
10 LA 18 B {m ’m 4
=) g g e

516 HRFOD IGA (0/1)ERER N EEFHIRE & ST,
xR L7 HBENT. 2 AR 18 R AD BE T, A7 U —= JTWHILL T OHRIER /-3 2
Ll Ehrs,

S'WHO D2h7755%8 (WHO Model Prescribing Information: Drugs used in Skin Diseases. World Health Organization; 1997. p117-8) (Z¥-2% TCS

25 Ak55E, BN AD BIRTA RIA ATHS SECIEUTOEA &£ 5,
lowpotency : 7 4 —2Z /525 4 7 b/ moderate potency : 2T 7 LB A hr v Z highpotency @ 2T 4 T AINBRY —R ha
7' /ultrahigh potency : A k%A b

O JEERTRE (01R) EEROHIMRZ L D | AREATR O low XX moderate potency @ TCS % L CHIREDKe U XE LT D5/l
high 2 ultra high potency 0 TCS %42 = & #5347, £77. high I3 ultra high potency 0 TCS % LC b 431
LARWE AR 52 H1E L. SAREE GRFOSHIERESUIAMIAD) 24555 2 LH3rTREL S,

D RAY Y = RGN AT A L HGED 8~35 HAMTRRE ST,

O 27 ) == TR, AFRDLOWBREIIIT L R=Y a7 U—14 05% (BAOSETIEY 4—2 75 A, WHO 23T
low potency) KO\ K =LFY UEEEET 27 VB 01% (HARDSFETIII T 4 7 A2 Z A, WHO 4338 Tld moderate potency)
DRBEAEE ) DR S, _— AT A UIEE CIEREE (5H) ERIOIERICIEMERT 2 2 L & Sz GNEDBEEREITELC
HFEFEE DB TCS AL S N7) , ~— A T A LU moderate potency @ TCS ZHiT% = & & i, BRI A (R,
SEET. R, Fairs) ROREZENED H ST low potency D TCS, TCI SUINHR AR YT AT 55— 4 HEFIOFHAFF
BEi,

10



(=7 ULHE)
> KERERFERIC L DA RTAAHSE 12 HALLERT Q ik 6 meAO%A1L 6 A
ALLERD 12 AD &2
> IGA A= 7 3LL k. EASI A= 7 16 ULk, (AKREREIZED 5D AD JRAEDEE 10%L 1
» 6 W AURIZLL T OWT A= T 2 LN LV EETE 5
v Moderate potency LA_ED TCS % 4 B[ IR SCETHER S QD0 A i B 58I oW
AUHNE N ORI U C IR EED MR SREE (1] : IGA A= 7 2 LLF) ik T&
720N, D TCL % 4 BRI ST CHESE S QO D IR GHI OV a7
OHIRIEH U THRETEBEIMRY VREE (B : IGA A=7 2 LLF) Al C& VX
TCI Nt TH %
v EHEE 7 uARY . AN MLF— N THEFATY o efttaLTFaxTa
AR, Savz)—E E7=FVE) ([ZX0iBE L)

[%R]
CHZWE)
HIMEOEEZHIEE Th A B 16 I 5 IGA (W)ERERIIFE § DB THY, 77
BAREE L ASAE R & ORIV TRGHFPRINCHR R ZDSRD B, 77 BRICKH 5 A4
e FH B DS SaIE S 4 U72,

8 AWEDTERHIEH ORGE (TT 45, NRD

AN Sl Al Al P PN
5 16 R IUT D IGA (01 )RR 182 (22/121) 25.8 (31/120) 41.7 (50/120) 164 (20/122)
SEER | FTRREEE DE [95%CI] 1.8[—7.8,114] 9.4[—09,19.6] 253[13.9,35.8]
T p D — 0.1181 <0.0001
HARAN e 5. 16 B 1T 5 IGA (01 )RR 10.0 (1/10) 30.0 (3/10) 11.1 (1/9) 0(0/9)
B | ST RREEL D [95%CI] 10.0[—21.0,404] 30.0[—5.6,60.3] 11.1[—202,43.5]

% (i

a) Mg BN, BARZofth) | X—2T A AFOREBOEEE (GA3,4) . Fin (10 5k, L) ROSSHEZHAZSE Licn 2T v
EIFET L

b) HEKERIR 5%, EUREDSEIEOTEFEE LTI T 7 4 VT 7 a—F (Biom)2011;53: 894913) AHW B

11




o, ERAYWEHIER OHERITER I D LB ThoT,

#9 FAEMEEHIER OGE (TT 4£5)

ERER] AARNE HER]
. AHIEE R AHIRE o e
B T R e | O e T R | T
AHIEED 2~9 7% 0.5mg 1 mg 2mg _ 0.5mg 1 mg 2mg _
& 10~17 % 1mg 2m 4mg 1 mg 2mg 4mg
A 9.1 142 25 5.7 100 400 0 0
1GA O/D) (11/121) (17/120) (27/120) (7/122) (1/10) 4/10) 09) 09)
s - 165 242 25 189 0 100 111 0
NRD 9 (0/121) (29/120) (39/120) (23/122) (0/10) (1/10) (19) 09)
16 182 258 417 164 100 300 111 0
(2/121) (31/120) (50/120) (20/122) (1/10) (3/10) (19) 09)
i 15.7 275 350 172 300 60.0 66.7 333
EASLTS (19/121) (33/120) (42/120) @1/122) (3/10) (6/10) (6/9) (39)
e . 289 375 50.0 311 300 500 66.7 556
’iﬁﬁmj‘a) 128 (35/121) (45/120) (60/120) (38/122) (3/10) (5/10) (6/9) (59)
16 322 400 25 320 300 400 444 444
(39/121) (48/120) (63/120) (39/122) (3/10) 4/10) “9) (49)
HGR % B | K EERHHEE. RN . RS ORE
a) RuFiaRaBath, UIaRERE L IARERE S A HIE U7-iBE s, DRI & S
EWikee s 5300 L AR o 2 —EFIZI60 5 B i B OHERE TR 10 O L0 Tho
7=
F10 %5 52 WFE COFRAIMEHUIER ORfoE (L AR #—4H, NRI)
RER HAR NS 4]
. AKIRE e AHIRE s e
B e | e | AnE | 0 e | ae | e |
AHIFED 2~9 % 0.5mg I mg 2mg _ 0.5mg 1 mg 2mg _
Jiiis 10~17 iw% I mg 2 mg 4mg I mg 2mg 4mg
16 338 484 630 35.1 167 60.0 200 0
(22/65) (31/64) (51/81) (0/57) (1/6) 3/5) (15) 055)
2438 446 469 56.8 491 0 60.0 60.0 0
IGA (0/1) (29/65) (30/64) (46/81) (28/57) (0/6) 3/5) 3/5) 055)
HERCE 4058 369 313 506 386 0 400 200 0
(4/65) (20/64) “1/81) (2/57) 0/6) 25 (1/5) 0/5)
- 385 359 469 404 0 400 200 0
(25/65) (23/64) (38/81) (23/57) (06) 2/5) (1/5) (0/5)
6 569 734 765 56.1 50.0 80.0 80.0 400
(37/65) (47/64) (62/81) (32/57) 3/6) 45) 5) 2/5)
2438 523 625 654 579 167 60.0 80.0 400
EASI-75 (34/65) (40/64) (53/81) (33/57) (1/6) 3/5) 5 2/5)
EERCE 4038 477 53.1 580 49.1 333 60.0 400 200
= (31/65) (34/64) “7/81) (28/57) 2/6) (35 25 (1/5)
23 492 500 56.8 544 167 60.0 80.0 400
(32/65) (32/64) (46/81) (31/57) (1/6) (3/5) (45) 2/5)

% (0. x . TEEHIEE ., FEENTE © 2R

AT L IR 5 Ik, SUBEREI LIS FEEROAA S TR G ~T L7 L, DRI & S

(Z24bE)
THEEBRICBT 2 EESST. AFWSHERE 50.0% (60/120 $i) . AHIFHERE 52.5% (63/120
Bil) . AFlE FHEAE 50.8% (61/120 fi) . 7' ZBARRE 50.0% (61/122 fil) 128D B, FrBEgd#k
11 DEBY ThoTz,
FELIE, 588 HIIRD -T2,
EERAEFGIL, AFIRHER 1.7% 120 il (KESUEREE, 7 FE—HRERE 1F)), &
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A HERE 0.8% (1/120 fi] (FHAXAHERICEER T A IEHAED F VN 1 H) | AR R 0.8% (1/120
B (FasRss, MRS EAT A~ LA 1 B),. 7T 'AREE 4.1% (5122 5l (7 b e —PERZEZE 2 il
COVID-19, iz, BREAEX, 7 b —MRRERAS 1 1)) 12580 bat, AFlmHERE 1 5] (FAlE
55 IR~ LX) | 7T 2R LB (BRARX) 12 DW TR & ORI BIRILE E
XNnphoT,

BeHHIEICE > - ERGL, AFUCHERE 0.8% (1/120 i) . ANFEFHERE 0.8% (1/120 f1) .
772 REE 1.6% (/122 ) 1ZEED BT,

BITERIE, AFHEHIERE 10.0% (12/120 $i) | A ERE 9.2% (11/120 $i) | A EH#E 18.3%
Q2/12068) . 7T BREE11.5% (14/122 f5l]) 1Z38 BTz,

K11 \WTNDOREC2%ULGRO bW HEFS CEERY, ZRMHRITEREH)

e, ANFIN A P A PR TSR
(120 1) (120 51) (120 1)) (122 f51))

B 7(5.8) 11(92) 6(5.0) 10(82)
& 3(25) 5(42) 6(50) 3(25)
55 3(2.5) 4(33) 6(5.0) 5(4.1)
ISR 4(33) 5(42) 5(42) 6(49)
RGERY 3(2.3) 4(33) 5(42) 1(0.8)
i 1(0.8) 2(1.7) 542) 2(1.6)
iEEyE 2(17) 2(1.7) 4(33) 1(08)
COVID-19 5(42) 5(42) 3(25) 4(33)
BER 0 2(1.7) 325) 0
REXR 6(50) 1(0.8) 325) 1(0.8)
BARBOE 0 0 325) 0
K 1(0.8) 2(1.7) 2(1.7) 3(2.5)
FEEN 3(25) 1(0.8) 2(1.7) 1(0.8)
B 3(2.5) 0 2(17) 2(16)
(RY R ENE 0 0 2(1.7) 3(2.5)
ESEDN 3(2.5) 325) 1(0.8) 1(0.8)
M . 1(0.8) 32.5) 1(08) 4(33)
Mg 2(17) 2(17) 1(0.8) 32.5)
AT NEAF 0 1(0.8) 1(08) 325)
BARmE 4(33) 2(1.7) 0 0
S 1(0.8) 2(1.7) 0 4(33)
R IRIEEAE 0 2(32) 0 2(3.1)
U L/ SHHE 3(25) 1(0.8) 0 0
FHEEEDFE N 3(2.5) 0 0 2(1.6)
PREGIRG 2(1.7) 0 0 6(4.9)
7 E—ERER 2(17) 0 0 4(33)
PR (%)

a) TR LG T 57250, LR b 2 AR e 62 151, AR BLRE 63 (1], Akl EHE 53
B, 77 wREE64 iAo L TR

T—B B NA TR E TOARFBEGHNZBIT HDHEFGIL, 77.5% (362/467 i) 12788 B,
FRAEEERIR R OLEBY ThHhoTz,

FIL, RO LI -oTE,

FELAFFRGIL, 6.6% G1/467 5 [77 M —MEEREZ 3 61, Wil 2 i, FIEMEIEE, 77/
A RAER, HEEsE, RPKIER U th i, S SR, Bl LA RLRER T - B PR
R, TA, RIGEFERY:, KIGEMERIEEGE, Bk, ~LAMERIEIS, COVID-19, Hiixaf

O F—=LI1y M TR R OPERE G- 52 IR LR L S
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PRI DREEMED E, Bk, 77 4 7RG, IEIWAIEES, IRERH R~ L2/
il L_S A SRHEMEE BCEURIR, ARG, [ HE, T E PO MEDERIERE, AR AR
Yo BT LV — A RS R R BIEEYT AR, U oSk ) 1R
DL, BVEVERRER, B LSA L BEIHSIEES, BREEEA LA AR, R i~
SR BN OW TR & ORI BEBIRITAE S 720> 72,
BeEHIEICE T ERGUL, 2.8% (13/467 B) (58D BT,
BIVEFNE, 25.5% (119/467 f5il) 12388 Bz,

K12 5B HTGRO DIVAEERS (R SER)

AHIBE 545 AFI 545

e (467 ) i (467 b
COVID-19 88 (18.8) I PERIBRE 9(1.9)
AR 66 (14.1) A )V AMEE RS 8(1.7)
S 51(10.9) MRS 8(1.7)
BV 46(9.9) RIS 8(1.7)
RGERG 43(92) Y L EHE 8(1.7)
FERN 34(73) BT L — 8(17)
N 26 (5.6) ez 7(1.5)
A 7Y 23 (4.9) SREAR 7(L5)
NEERZS 22 (4.7) PHR 7(1.5)
SR 20 (4.3) PRIGR 7(1.5)
T i 19 (4.1) 7k E—MRER 7(1.5)
A CPK #5/0 18(3.9) 2R 7(1.5)
Ik 16 (34) 7 LLE—EEE 7(15)
THI 16 (34) A ARREEE © 6(2.5)
g 16 (34) HEREFEPE COVID-19 6(1.3)
Elizas 15(3.2) o 6(1.3)
B LR 15(32) fifigé 6(1.3)
iz 15(3.2) U L SERIBE 6(13)
B 14 (3.0) R SR 6(1.3)
Fak 12 (2.6) T LN —EER 6(1.3)
g 12(2.6) B 5 6(13)
B 12(2.6) BRI 6(13)
FIffE~ LR 11 24) R E R 5(1.1)
iR 11(24) JERE 5(1.1)
Fabkde 10(2.1) RS 5(1.1)
TR 9(19) 14 v 5(1L1)
Wz 9(1.9) S 5(1.1)
E3iEA 9(1.9) i T 5(1.1)
FEREE 9(1.9) SARS-CoV-2 5% 5(1.1)
B 9(1.9) it 5(1.1)
RO E 9(1.9) i) 5(L.1)
i 9(1.9)

Bix (%)
a) TG Ch 5720, LR Tl 2 AR 5451 236 Fil4 5y R R
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4. HERIZOUVNT

AFNANEIE & 72 % FEA OBR KL O Gliec O ¥ L, m8IIThoh D Z LR b b, Fiz,
AFNOB 5T L0 EEARRWER 2568 LB % 2 LB 7=, LIFOO~@D T
Al MR BN TET 2 & Th 2,

O mEzoONT

®  AHIDOEHHEUIIGA A 2T RLEASI A T EDINET—ELL EOBBITEEL G 57 b E
—MREREBE L 72D 2 b, 7 ME—MEIERICBIT WL H A, AR B E RS
MTELZENEETHY . 7 ME—MHRIEROWE, L T, 2l 188 &% 7 b
MR ERDIEATA T A ) ZRE L, AANZOWTOHo7mma A L, 7 heE—M
JE R DLW VRIS E S D AT (DL RO <[ERMEE > B8 23242l oAAI B
HIRROETHE UCRE SN TND Z &,

< [ERHEE>

LIF DWW oA=&,

(BT b e —MEE R RBE TG 5 55]

(7)) ERIETETSE 2 FEOWIIWHE AAE T L7128, 5 4FLL EORIERIESIE ORRIHE 21T > TV
5Tk,

() ERRETESE 2 FOYWHEZE T L7212, 6 FLL DR A A L CW\DH 2 &, 9 b,
3AELLEIE. 7 R B R A e T LA —BIEOBRIHE 2T TN A D L

UNRT b e — g R EF I 53 2 55]

(7) ERGEFRES 2 AEOYIIHEAAS T L1212, 5 L EORERIROBERIHE 217> T
5Tk,

(1) ERIEFTETS% 2 FFOPMIHE AL T L7121, L FOHEZ ST 6 FFLL EOBIRIRERZ A L
TnWbHZE,
o 3L EO/NERIESIEOBRRIHE

iR

o 33U EOT FE—MREREZ G LT LV XS ORRARIHE

® AANDRGER TR D LN &AM ATHI S 7o ORGEIRGERRAESRE DTN D 2
Lo, HEAHEZEYNCER T Dl ThDH Z &,

® EIEMHAA FEBEI, EHIRNCHEEZ O B AUTR 7 A /L ARG AR DA, W ONZAFHER

B Vol ~Ea Al BT AT I —RE, BsRe A, IRERR A O]
TENATRE iR T D Z &,
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@ BEANDERLEREBROEHIZOVT
RERDIEEN D O « M EOFRFROEEEC, AEFRAE LTGE Ty 7kt
i & REFERLE 2 BRINAT ) = & FEOEEGEFREE, IEHOERINESTND Z L,

® BIEA~DXRICONT
< ek B D B>

SRR O TS RN A LB, SR B i 5\ C B LTl
FHICIE U CABRE R O} CT S5 0RNEH OBRI B R ORS AT BB DL, Ay oREAC
SIS TTREZR R S TS = &

<[ERMC X 2 A EESSINCER T 284 >
G IR B 2 B 7 ek e O & 3 B R SBWEFI T =2 ) » 7 %415 Z &,

<EWEROBMroxtnicB L T>
[ESRAL U A 7 B SR S T LA F O AR EHE (EEE SN A7 HER
BTERI U A7) TR LT, Yk S SRR OB PN 23 D AT & L. A28
FIEFEOZM-ORN B U CHRE R USSR A1), EHIZHEE) Ui s T DR A>T b 2
b
> HERFEINZY A7
WIS, EE/EBYYE (. Wik, =2—FT AT ¢ Afiigk, BUiE, BRREYYELZ S
Te) | TEEEZRAL, B AR T A VA DOFEMA L, MY, BRiieZEeiE, ihEised .
U Lo SERER, ~E 7 a e R, TESREREE
> EEREENY 20
RERUTRIRIE, X AT —, TV, DmER g
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5. BEXBLRDBE
[BE=RIzH>W (]
B OBEEOHWNZ T > TiE, LATICEES T2 2 il o/ NI NBE CTH D = & Z it
T5,
O 7 hENEEERBEDA KT A o E2SBIL, T MR ROMEZRI e ST 5,
@ PIRIESNRRKC L DIRE oIS DT, —ERL EOBRBIRENE: Y2 H 95, X
X, AT A RO VY = a2 — U CBAFANHSSE ORI DIigoE, B RTRIER
L <ITEEMEWERIC L . 2 b OHIESNHIEO I I DI5OG REE T, —ELL
LOBEEEIEYE T ST N E—EREREETH B,
a) 7 NE—MRERIIETA RTA L C, EEEICS U THERS D AT A RIMHEE (R
car 77 AP RN =a— 1 CPHESNHIEC L DA A B D 6 71 H DL

1o Tn5,
b) LUFOWTIUZ bakli T D HKAE,
IGA 227 3 DLk

EASI 227 16 LA b, UFEHE D IAHPI IR IER L) B2 AT 5
(HZ2& LT, FESEEOD EASI 272324 DL b, 7Tl TORA1L48 DL E)
RFHAEIZED DT S E—ERERIFEDOEIE D 10%L

[Be5-DfEEZ 87z > T]

PR GBED S 8 1% £ TITIBERUCIME SR WEAE, AR G2 ik L, £72, #&
HAIEMIRI R A U, BeGakie, Bk Ok 2 atd o 2 &,

DT, AT A FAVHIES IV =2 — U UHEAMNTSEE L ORI L0 HDFEEDOHIR (6 7
A%#BZET D) BMOMRIELNIEAIZIE, 2 OIS NHIERNHRIESED SE I 2 H
SNTWD Z & afiEd LTc B C. AfRG-O—Rp IS 25 2 &,

7¥5. FERSEAR UAFI 5% — R IE L 728D T N B —PEREROBIRICEE L, & OIRRE
ZAREHINCEIZ U ORI G2 BT 23555138, [T OWT] 0@ i BT,
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6. BREIZBELTEET &R

1)

2)

3)

4

5)

6)

7)

8)

9)

PUFIZES T D BB OV TIAKIOE G L SIVTWD Z &b, BEEETHhIRNZ &,

o KANDRGIT UIsEUEORA D & % B

o HE/UEYYE HuifE%) DR

o IREMERSEOBE

o HEOBEHERERTE (eGFR<30, eGFR HEFLRERIR AR - mL/2y/1.73m?) 263 285

o HFHERERDY 500/mm’ A DG

o U USEREDH 500/mm’ REDEBE

o AT/ UED 8 gdL RiMDEE

o IHRSUTHR L TV AEEM O H B Lotk

TR EORRSHEDMER A FE % &l SN DGO 5 2 b, Fio, BhaRtET

DEITIE, BEY AT OSEHCH L, BE SR L7 2 EEERT A2 L,

A G2 AT FERFRAFEBL UIHEIE, HREICEE T2 X0 BEY ITEEZ2 525 2 L,

o ARFIEGIZE Y., REEE Wik, BUMAE, A LAY K 2 B A REYYE O a5 EL
MIFEEEERRE SN TWH Z &

o AL ORBEMEITIA STV, MRS S T\WH 2 b

o KAINT NG RZTEIR S HHAITII RN &

HAERE DEEEREREE 30=eGFR<60) &9 D555 A K OMERH 30kg LA oo/ NREEIZIE,

AFl2mg % 1 B 1 EREO#ESGT 52 &, (K830 kg Ko/ NEEEIZIX, A4l lmgz 1 H 1

[E17 Y RE 2o R Nt

Taxk Yy N EOHHRRIIE, R OYRE 30kg L RO/ NREE T, AFIZ 2mgl B 1[0

T 57 PFRICIEE T D 2 &, (RE 30kg A0/ NEEBE TIE, AFIE 1mgl B 1R

BWET LD EHEIEET DS L,

NSOV 30 kg LA 0/ NIEBFIZIWN T, Al dmg 1 H 1 [BIF G- CIERRD D b

BRiCiE, A4 2mg | A 1 [EHREA~OREZ 2 2 &, AR 30 kg Ao/ NEEE TR

T, AFI2mg 1 B 1 [EEGCHRREIRDTED DB, A4 1 mg 1 B 1 [EEG-~ORE

et o2 b,

AT 1A RIVHIEEICAMEOBE A FRE | BRI A 7 v A ROVHEEEOHIIIESN

ROV L PP L TS Z &

GRS EF 2SR X2 EBYYED Y A7 I % 2 LN TAIND DT, A4 &

HAWIA, oot JAK FLER, <7 v AR Y O 72E 1E & OB Lz

Lo AFE ZHL S DHEH & OHFFIRERIER

AL, SISO BI G5 JAK 7 7 X U —%BAFET 5O C, EGYEIZx D6 el s

B KIET AN B D, AFIOE GAZTE L CiE 0720852170 JEYYEDFEICHE o7

BTz b, F, BEVICHL, BE BRSNS D ORI EAITIE, BRI IIEEIC

kT2 L o88d 52 L,

RIS (EREED) OMINEEE GRE, ) 2 i) 2 a3 TREiE STV, #

FEOBREGE CIHER OB LR L DOBEND D 5 728, ABIBEGIZIST > TR BE
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10)

11)

12)

13)

14)
15)

16)

17)

18)

19)

54557 B2 R OMaES X IOz, A > 2 —7 = u b y TS Ty -~ 7 U U ROGRR
AT, AN CT MAESEA1T) 2 LI X 0 MR OTEA MR 52 L, #ikEORE
TEEZ AT 2 B R ONEEOBG SN 2 B2, S ORYSEZ W CRoRR &
T HEATEEEED T, JFHIE U CARAB GRNOE s e 5452 L, v Lr v
OGSO MO I T BERIEEWER ST bV pl b ity Sh g,
AFIP GH TN X SR O b7 e ks 2 IR T O 72 EREE OB I TEE T
B, BEVICKIL, WA DR LIS (RReT 2%, HEVE) 1TIE0)NT
FHREIGEE TS L 352 L,

GFRERBUD . U SR O 7 m AR B H oD Z L 3 L DT, AFIERE MG
BTN A REREL, ) BRI ONE 7 e B A GRS D 2 &

AR ATA N ALGTeT A VAOHEM L HREZE) BNREShTWb, £72, BAA
BAES U 7~ FEE TR BV HEEYYED © B2  NEEERINEZE Cho7- 2 b | fifl
PEHARIEZ DERD HIVTND Z ED D LSRR T A L AEDOFRE L OB ORI
HETD 2L, HEEEROFEINGED SNIEAIIE, BEP IC%2 T 5 X 9@ L, AAl
D55 Hlr LN TEYI 7B AT H 2 &, £, XA TA NVALSD T A VADE
S bC b EET 52 &,

AFNIGIEIFWER 2B T2 Z L b, AN D THEEDME T L Q0D T b B RS bE
SOEETEE LTI B AT, BEEGYEORBUIEET 22 &, 7 b E—HEE %k
BE ARG L LT HREBR C3  CHlE 2 EIRYSE S S S B,

PLU O~ F AR L D B RUTFR 7 A L ADRIEMA LSS ST D DT, AR5
ST BRRFTFR 7 A N RSB A G T 5 2 &,

JEGUERBLOD ) A7 2 WETERVDT, ARG NOED 7 F BRI THn 2 L,
¥alL2A7m—/)L, LDL 2V A7 11—/, HDL 2 VAT a—/LEKO R 7 Uk Y R RRAE
DOIFERAEEIRT 30 bbb d 2 &2 5, ARG Fba% I TEMI AR E R E A s 5
Z &, BRR BB LT HGEITIE, TRERETERFEE DR GEDMY I E B8 2
z,

k7 VAT I F—BEO ERBH S0 2 ERHHDOT, AFGHIE, BEEHNATD
Z&, FTURT IS —VEMENEE FIRO 5~10 FLLEIC R LER LS ST,
BEY L, SRS OB OB E T\ D, AHI & ORIEBIRITH 57Tl
72D, HEHIEGE OFRBUITEE T H 2 L,

ISR, SEERTE SR DR d 2 BRI T D & AFI DR MR OSEERH D 72012 a%
HEH AR L TR 52 L,

AFNOESRN Y A 7 EREHEL G L, ZeMRHFRA ST 52 L.

) /NEDEE I R UBREE U AU 88708

ZE0)
T N EMEEEIGOIRAT A KT A 2024 (AISHEREA AR —HEEAN B AT LLF—E2x 1)
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