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EESE S DM - L RMEDRELR D T2 DI, WA CEFE I IE S Wl ER R R b
Do O, WFEORFEA OMEAIT LV | FUREIEGEO YU 2 65
EHMAKBINDT T, 2D OEIRMLZ NI L3 2 B EYICRIET 5 2 &
MIELDRUE & 72> TV | BRFMBOEE & SO IAT §E 2016 (FRL 28 4F 6 H 2 H Mk
E) ICBWTH, EHMEIRLSEOEHOREHEEZX 5 Z & & & Tnb,
PIHIERRT 2 A7 2 EEMT, EEERASZ 2T 0 7 7 A VRBEFEOEEL L L
MR D N DH D, ZOTd, AR OLREICET 2 ERD+EMEINDLETD
. YazERGLOBEAR T2 2 ERHIFRF SN BFICH L TERT 2 & &b, BIfE
FARFBL LT BRI B et s & & D 2 & M ARE7e—E OB A 7= T R c 4%
ZENHEETHD,

L7edio T, RKHA FT A4 Tl BARBEESL I E TIZE LN TV D EFIRFR - Bl
A L FED & | DU T O FE S O e 70 ) 2 HEdE 5~ 281570 b B R B B 2 )7 O
HHEEAERT,

RIS BITA BT A %, MSATBAENEIR G R O, —IAEEAN A &
WEERL 2 ey O RTEE N H AT LV —2E 0o b &R LT,

K& E M BDERN Tatil~vT (B HlEBz)

X & 22 DANRESUTZIR - BE AL O BRI (BRI TR+ e B ITIR D)

Xt 2 B EROHE W%, RAICIET = b~ GEGE 7 z) & LC1[E300mg &
2 MM TR T &RET 5, B JEIRLERIZIL, 118300 mg % 4
W CR TG TE 5.
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2. RRNOKH. 1ERABT

Tabt~T (Bial#z) (LLF, TAAl ) 1E. Regeneron Pharmaceuticals, Inc. 23l
#1172, Interleukin (IL) -4 AR KE OV IL-13 ZEERZHEEL L TV D IL-4 ZHEET V7 7 (IL-
4Ra) 7 2=y MIFEEG L, UH U RTHD IL-4 KOVIL-13 Z4 LIz v 7 F Uiz a i
THEME B N 1gG4 £/ 7 u—F L HRTH D,

IL-4 ZROVIL-13 %91 L2 v 7 P VBRI I, 2 TAIE SO K OF Th2 MR OTEMEAGIZ % 5
L. SF &S BRI SRS (CRSWNP) &Uﬂﬁ@%ﬁ@a‘é? R B/ T UL — RO
JRRBICEE R R Z - B2 6N T\WD, E72, CRSWNP (X, IL-4, IL-5 XV IL-13 ®
Moz, 1gE OFEATUEEAFHEE Lz 2 BIREDNEM ORIEMEEETH Y (Allergy
Asthma Immunol Res 2017; 9: 299-306) . A#E IL-4Ro f5H &I L C IL-4/IL-13 7 F VR
EEAEET L2 0D, 2 MIIERINC LV 51 & 2 415 CRSWNP OSEfRIZKT L CIRE
IR ERTZ EREIREEND,
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EE 2 ) 18R SE s (BEFIRE TR+ 72 BT TR D) DO AKGRIE M OGRS i
BRI FEAN 21T o 72 2 72 iR AR 3R BR O i 2 7R d,

[ BRI [R5 IUAREAER  (EFC14280 #5R)

[FABR DA 2]

CRSWNP f&# 448 5l (HARN 49 il ETe) 2t RIT, AR OGINER OBV Z HEtd
DT, 77 BRI RIEVE 2 b M A TRE ] FRGR 3 S S AT,

A - AEIE. AHAI300mg & 2 BME TR F&RE (Q2W BE) . AHI 300 mg & #1524 H
FC2 MR, DT 4 BB TR TERS (QQW—Q4W Bf) X7 7 R4 2 Mk TR
THRE (TR 228 ERESN, BRMEBENEALZ Y VT T U ANVR BT ATV
KFZGHT 2 (1B 1SR 288 (50 ngMad) ) 2 & EREINT,

ARMED FERME R (X, &5 24 WO BEZ 37 BEAREIEL X 27 KO CT HgIZ
X % Lund-Mackay (LMK) R 27 DR—R T A b OB LR ERE SN,

XL 70 AL, 18 kLL ED CRSWNP [ C, AT DML -T2 & & Sz,
(7B PULE)

v o o B EEF TS
v UTFOWTROO S A=
a) W% 2 FLINIZ CRSWNP IZKkET 2 2GR T a4 REOIREIELZ G T 5
b) BHMEART oA FEITx U TS U EMENRGRD Hiv7en
¢) CRSWNP ([Zx}3 2 FifiELZ AT 5
vV O NEREEREIC KD HRERA T 5 UL (WROGF FRPECBSIT 2 2a 712 Ll E)
vV RZ7V—=7® 8 AMLL LRI G EAEIEL R 27 2% 2 XX 3 ORESEHE L T
)
vV RZ7 V== 70 8 EMLL BRI B REESC M (R, % ) 5 OSER D RE e
LTW5%
v EAEACRRZR T D O BAEIEE A 27N 1 225

[ ]

(A #hE)

ARNED FERHMIE R Th %5 24 WO RIETEA a7 | BFAEEEZ 37 KT LMK %
AT DR—=ATA LD EIIE 1 OLEBY THY, 77 vAREEL 300 mg QQW 4
TEL O ILEIZB VT, WO EERHMEE B IC oW THOREHENICEBERERRD b
Too Fio, Hh 52 R ECTOREA 27 FOBPATEIEE A 27 ORKRHER XX 1 KO
20LEY THoT,



&1

AN EEEME B OpE (EFC14280 38R, ITT £H)

S(RERM H AN B4
300 mg Q2W A #E 2 75 AR 300 mg Q2W A #E 2 75 REE
BEZaT
N2 5 A 6.18+1.21 (294) 5.96+1.21 (152) 6.14+1.21 (33) 5.63+1.62 (16)
5. 24 JERE 4.46+1.89 (283) 6.09%1.19 (145) 3.97+2.20 (32) 6.131.09 (15)
N—Z2 54 UG DR —1.72+1.77 (283) 0.12+0.95 (145) —222+1.99 (32) 0.37+1.09 (15)
R—2F (b DOEED —1.7140.11 (283) 0.10+0.14 (145) —2.1740.34 (32) 0.4410.48 (15)
T EREEEDED —1.80 —2.61
[95%CI] » [—2.10, —1.51] [—3.70, —1.52]
p fii »-© <0.0001 —
BPAREE AT
N—ZF A 2.4610.61 (295) 2.38+0.54 (153) 226+0.48 (33) 2231045 (16)
5. 24 AR 1.1940.90 (289) 2.02+0.77 (147) 0.96+0.70 (33) 2.00%0.77 (15)
R AT AU DB R —1.28%0.95 (289) —0.36+0.73 (147) —1.31%0.70 (33) —0.25+0.54 (15)
NR=2F A b DOELED —1.2540.06 (289) —0.3840.07 (147) —1.307+0.12 (33) —0.2540.18 (15)
TTRAREEEDED —0.87 —1.05
[95%CI] » [—1.03, —0.71| [—1.44, —0.65]
p fiE - <0.0001 —
LMK 227
N—AT A 18.12+3.75 (289) 17.65£3.76 (150) 19.36+3.48 (33) 17.31£3.03 (16)
5. 24 R 12.86+3.87 (282) 17.73+3.81 (142) 13.94+4.03 (33) 17.19+3.49 (16)

R—=AF A b DELE

—523+4.42 (282)

0.11+1.88 (142)

—5.42+5.17 (33)

—0.13+1.67 (16)

NR=ATAA U PHOELEY —5.2140.24 (282) —0.09+0.31 (142) —4.8020.71 (33) —0.82+1.06 (16)
T RAREELDED —5.13 —3.98
[95%CI] » [—5.80, —4.46] [|—6.44, —1.53]
p fig ©-© <0.0001 —
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BEICHT 2RI ETEAT oA REOERE (BHITM DR 23200 - HRE OYIEREZOT — 2 IIXBEE L Sh, Y#%iE

AN DN —AT A V% OREENS RS 24 BIFOME L Shic, SRR CIRBRERE S 2 Ik U7-iE o X B 2 &=

RAEICZ W BE SN,

a) QQW BE & QQW—Q4W BEEDO A

b) N—RZ A UfH, BEHE, WiE,NSAID-ERD OF #, S (T332 FAiiE, Mz HALE e Lz nintrer v

o) BHEKERN 5%, RER a7, REEEE AT 7 ROLMK 227 OV REIEEE ISV TE, 7T BREEE 300 mg QW
HHAEE L OXHHEIZB W THEMFICE BERZNE O DILIHAIL. 77 B REICT 5 300 mg QQW HF&HEO BRI MRFE S i1
7o LM S EHE & Shvz,




0.5 1
i} T T —1
KS | 0.0 1 W I L1
< kY
h‘( 1\
NS —0.5 A A
m 10 \\
KR 101
it \\_ ’ i\.
ﬂllﬂlt IN —1.5 A ﬁh."'n.,,iu
P( h-""%"‘:: ------------------
—,} —20d —a— F5ERE  TTe=—l_ % _____________
cee@e-r QQWSQAWEE . T Tmmm———
—25d T QWE
: T T T T T T ¢
0 4 8 16 24 40 52 (A)

| BHEAITONR=ZFA b0 LR (R ZRTEHEEEERE)  [EFC14280 BBk, ITT 4]

0.0
—0.2 -
] T T T T
% 0a] Y P
M R - ff\
nke"( —0.6 N
S ] N
M_"Q —0.8 “‘\
N i %\
- —1.0 T~F_
unmtrl< — 1.2 § % %\\ o
K —14d —a— Fwrm LR %‘_“:?%L-:_%__i_‘ -
A Al Al cubei REETEY S
—16 4 —=¢-— w#

0 4 8 12 16 20 24 28 32 36 40 44 48 52
2 BHEEERITOR—RT A UnbOEE (R/DTRTIHELEERE) [EFC14280 B, 1TT £[H]

(22 4A)

AEFLIT, QQW—Q4W Hf 89.2% (132/148 ) . Q2W Hf 83.2% (124/149 f3]) | 77 &
WHE90.7% (136/150 i) IR B, ERFRITR2DEBY Tholz,

BT, Q2W—Q4W HE 1 5l OMEMETHZEAN M) (2380 by, TRBREE & o KRBtk
B E I NI,

AELAEFZIT. QQW—Q4W £ 6.8% (10/148 f5) . Q2W #f 5.4% (8/149 i) . 7Z
TR 10.0% (15/150 f]) IZREO HIL, 2D 5 H Q2W HE 1 #il (AFEsEkEIE) . 78R
FEL G (IBHERIRIPER) (ITOWTIE, RBRIE L ORRPIRITEE S 8o 7,

HIEIZE T2 AEFSRIT. QQW—Q4W A 1.4% (2/148 i) . Q2W #f 4.0% (6/149 )
77/ AREE11.3% (17/150 1)) (238D BTz,

BIERIT QQW—Q4W £ 27.7% (41/148 f51) . Q2W #f 24.2% (36/149 i) | 7T ARk
22.0% (33/150 i) (ZFEsD BT,

(&)



E2 DTNHLDOFET 5% ERO b AEES (EFC14280 AR, LM T S4EM)

Q2W—Q4W # Q2W 75w REE
i (148 ) (149 ) (150 )
=UEFEDS 31(20.9) 30 (20.1) 36 (24.0)
BE 16 (10.8) 14 (9.4) 18 (12.0)
S 7(4.7) 13 (8.7) 20 (13.3)
E%H’{jmxf 10 (6.8) 11 (7.4) 11 (7.3)
L T Y 8 (5.4) 10 (6.7) 19 (12.7)
BIR 9 (6.1) 9 (6.0) 8 (5.3)
ﬂ/ﬁﬂfﬁk 9(6.1) 9 (6.0) 8(5.3)
Ay 15 (10.1) 8 (5.4) 25 (16.7)
Bl mEk 13 (8.8) 8 (5.4) 17 (11.3)
HEE 6 (4.1) 8 (5.4) 9 (6.0)
A v 11 (7.4) 7(4.7) 2 (1.3)
M . 13 (8.8) 6 (4.0 19 (12.7)
BARAE &5 12 (8.1) 5(3.4) 11 (7.3)
et s AT 8 (5.4) 5(3.4) 3(2.0)
AR RIES 5(3.4) 5(3.4) 16 (10.7)

BilEx (%)

ENFEIVAHESR (LPS16872 #AH)

[EBR oA 2 ]

A AN CRSWNP (8 25 il 2 %P3 MEFZEH AT v A FEIEGEH Tz 2 ARFOH %)
PR OV R E R T 5720, B R BB S X7z,

A - &L, A4 300mg 2 2 WG C 52 MR FHRG5T25 2 & EE I, 728,
BehH 16 B MO 24 O ROBE AT BN_R—=A T A )5 2 5L Rk L= girE ¢
%, BE 24 LS, A 300 mg & 4 R GICERE T 5 2 LTRSS,

AOMED FEFMMIEA (X, %5 24 WIFORHER a7 PN_N—2F A inb | il EdE L
To R DB L BE STz,

XGr L 7 5 BAIL, 18 5%Lh LD CRSWNP BHE T, LT OREZ - & &L s,
(FE 7R PULYE)

v WO BT AT S

v U FOWTNOEEE TS
a) % 2 FLANIZ CRSWNP IZXET 5 2GR T 1 A REDOIREELZ 6T 5
b) BHMEAT 1A RIITR L TG L ABMENTRD S 70
¢) CRSWNP (ZxI3 2 FilffE2 A7 5

v ONHEBREICLSEFEAa 7N S UL (WHoO&EF., ERECB T2 2a7iX2 L)
vV R7V—=27D 8] ﬁuiw#%%%ﬁfVXZ7ﬂ2Xi3@%%ﬂﬁmbfw
%)

v A7V —=270 8§ EMLL R SRR ESC & (A& 1% SdR) FEOMER S Rk
LTW5b
vV IEACRRICR T DL O BAEEE AT N 1 B A5



(s ]

(F2hiHE)

GRONEDO FEFHEEE Ch %5 24 BHIFORE AT NR—2 T 4 ipb | bl b
L= OEIGIE 92.0% (2325 4) Thotz, o, HH 24 WO ER a7 SR
JEFEATT R ONLMK A7 DR_R—AZ A UL OELEIZER 3 DEBY Thotz, 2B,
524 WLARE, AH 300 mg & 4 JAFEIFRE GICA B SN gBRE 1L 3l Ch o7z,

#3 AHEOFHMRER ORGE (LPS16872 #ABk, PP ££MH])

FFAMTE AFIEE (25 1)
R—AF (o 6.4+1.4
aEAaT ¥ 5. 24 AR OE(LE —24+17
5 52 RS O L& —22+20
ReRF 27+06
BPAEEE AT 524 RS OE(LE —1.6%1.1
5 52 ERFE OE LR —18=*12
R—AF A 183+42
LMK A =7 B 524 AR OF{L R —5.6+45
5 52 ERFE OE LR —7.0+44

Sl = RE (R 2
WOCF £k O ERAEZ & DE LR TFEIC KV iR Sz
a) #5224 WLIRE, AFHI 300 mg % 4 AR GICEE Lz 3 flaEit

(Z24axtk)
HEHFELRIT68.0% (1725 F1) (B LA, 2 FILL ISR b A HEHELIL, COVID-19
5, EWASAZ, FESHALAIEL, FEL WA AE &G, FEET LY —K 2l Ch o7z,
FLIE, O T,
E%ﬁﬁ%%%i\mmwy%mL%EWﬁ%\aﬁﬁE%1W)_w@%htﬁ g
AUHAHN & OREBMRITAE STz,
HIRICE > oA HEFRIL, 4.0% (125 6) (23D 5Nz,
BIVEAIE 8.0% (225 i) (25RO BHNT=,



4. HEERIZDOWT

ARFIDNENGS & 70 D EBE ORI O Gk DI iE. E@UNiThns 2 Nk b5,
T2, AFOFEGIC L D EEARRMERZREE L ZBRICkHnT 2 2 & NNERZD, LD
O~@OF R T MRICBNCHAT 5 & Th o,

OERRIZDOWT
a) R EBARARE

SE A BMRIRERORRRE, Bl & TR, 2. RREERE L, RANZONT
D572 A AT D B SRR DR A 1Y 9~ 2 AT VD SRR O AR
FNCBT DIREORME L LTEREI L TWD 2 &,

AN D BEARTE % O RN & A A TS 5 72 O BEIRFE % O A S D
TS T &b, BgllEikoe s OS2 M Efi C&E Dk ChDH Z &,

(E 1) EERFFRGE 2 FOMHIHEZE T L72RIC, 4 FLL Lo FRWEERESE O MERIHE 217 -

TWDHZ &,

b) &Gk
la) HeG-BAAIE ) OB ZN- T i Th o Z &
BEES
la) ¥G-PRAGIT | OB ZN7- 3 hisk & #HE L2 & 5 Z L8 TE . LU OB A 72 97 h

RTHDHZ L,

WE D BRI RER OMRRE, fE & Tk, BT IBREZREM L, AANZONT
D531 MR A G T DT LLF — S A YT DR 752 3 M5 R O A2 B
THBRROEME L L TEREINTND I L,

AFNORNFAHE 2 TEWINCAT > 7 BT B GRkt O RISV T ORI 25 9T
D LN TEDEMPTET Dt Th D Z &, et AR OZAHE DOV TR,

la) e 5-BRARME ) DOBPE A 7= Mgk &dE L THEMT 25 2 &,

AN O BEENRFE% D2 & A D Z S THl3 5 72 0 O RGEIR etk O EF SR 5
NTND ZLnb, HRERUEOE% ORES 2 WY FEMTE SR THDH 2 &,

(i 2) EMMGIFFIUSE 2 FOMEPHEZET LRI, 4 FLULOBKERZA L, £S5 3 F
URESEALES BHERIBEREZ G T LAX —BROBRHEEZTToTNnDH 2 &,

© BEANDERMEREBROEHIZONT

UK SES N O OFIE - BEMHFEOIKFIIEROEES, AFFRNBE LY
B 72 kb & S FE S A e TAT ) I E RO ERMIEHRAE L, 15 HOKH
NEESTNWDLZ &,



@A PHER OBITER ~DRISIZ 2N T
o MESOSUTAMOT LAX—MWHREBEZAET HEE AR EZEET 25512, 4
BT VLR VR A Y 3 DR & L, FOSRBEBICEY U CHRE K OSE
BT HEHBESTWDEZ L (6. BREICELTHEEBETREHE 5) 1),
o T T 47X —HOUACEICRI S N EWERICR LT Makiiak XX s
PR B O REPAME A A 3 2 Al & L. BIERH OBW-oxS 2B U CHRE K O
T, EHISHERLENTE DRHINE S TS 2 L,

10



5. REXNRLRHEBE
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RS 5,

O EMERIEIER OMEEZWRI 72 ST\ D
@ BEZEOEBMRIERIERICE LT, @ 2 FEUNICET AT oA FEIZ X 5 IREE
N5

XIE
B D BRI IER I LT, FNC X DBRER D 5
XIE

BHMEARAT oA FEOFEZITEZYT D, & L ITABEHERRD btz
@ BEFOIREIZ L > THUTOT X TOIERIBD BN D
o AHBEREICL2BE A a7 REEMEE S 2 UL EOEEIOEED 5 S E
o RPHESEER TR 2 (PEE) DLk @EMLLEREL TS 2 L)
o MRRREE. st AR eR) % @BEMLL LR L T\nDH 2 L)

BFERaT (RED LIHE) BAREEERAT
REY JER AT TEIR
0 R —TF7e L 0 SER 7R L
/J\éfcﬁ/_ﬁu_7"%¢§3_ IR 5

IE GERDH Y DTSR TE

3 N z : )
1 Z:L\EPEEFUI TREOTICIEEL T 1 5 E B 2 5B)
) FEFNTHEOTIZZELTHWDHARY ) FESE (B NTIERDZH D IED L
— T ERO D, WA PR TED)
K&ERRY) —TNT BB THICE o T > gt o
S A AL L I T UEDRDSBIA DTS < AR D
ORENZERD W Ei5s)
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