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1. IILHIZ

IR DA - ZAEMEORERO T2 DT, B SCEFICES W ER AR D i
Do EOIT, IEFEORFEINOEAIT LY | FUREIMEDOFEH 2 HUERRT 2635
EIMPERBINLF T, ZHOHDEERLZEICHNE LT 5 BF NIRRT 5 Z &R
MEXDIRE L 72> TR Y | RIFMBOEE & SO0 AT #2016 CEAEK 28 4 6 A 2 H IR
) IZBWTH, BEHNERLSEOHAOREHEEZX L Z L ShTnb,

FHUERAST 209 2 ERMT, BEERASRZEET v 7 7 A VDRBEFOERES LD
MCRRDZ BB, 2010, AR OCLEMECHET A HERN HERESNDETO
M, UHEERLOREZB 2T 52 EnMff S 2 BF X LCHEMRT 2 & &bz, BE
FDRFEL LT BRI B ekt in % & D 2 & B ATREZR— & OB 2 j 7= T =B CEH 3%
ZENEETHD,

LIz o T, AHA RTA T, BARERESC ZNE T/ LN TV D EFRIER - B4
F) RIS & | LUT OB SR Gh O Faii 2068 2 HEHE 3~ B 810 D LB BifE | B 2 5 RO
BHEHEERT,

B ARITA KT A %, MSATBUE N EHE L ERE R O TS, —BALENEN A AR H &
AR g OV FVE N HAT LA R —220W o b EVER LT,

MH LR DERKN: TatvT (B H8E)

R LR DARESNIZR « BEZ O BIERIAREER (AR TORA TR EBEITIRD)

KR ERDMEROHE 8%, MAIZIZT 2 <7 GEEFEZ) & LTI1IE300mg %
2R TR THRET %, ok, JERLZERITIE, 18300 mg & 4
IR TR TG TE 5.

DU T S NP S SV o




2. BAIDFHR, 1EREF

T ot~ (BEFHEBZ) (BAF, TAAl ) 1. Regeneron Pharmaceuticals, Inc.23Ell
L 7=, Interleukin (IL) -4 2L OV IL-13 SRR EMERL L TV D IL-4 ZRE7 V7 7 (IL-
4Ra) 7 2=y MIFEAL, YA FTHD IL-4 K OVIL-13 25 Li=v 7 vnE & fLE
THEGFEEZE N IgGs £ ) 7/ u—F AHIKTH 5,

IL-4 OV IL-13 24T LT s 7 MREERIK 13, 2 BRIERUG (2 B~ L 3—T [Th2) #llfa
KR 2 BIEHSRY 8k (ILC2) IZ X AMUGEETe) KON Th MilaOTEH LIz FH S L, &
ZE D BRI EESR (CRSWNP) M OMBLORIE 327 B —H/7 LV X —MER B ORREIC
HERREZ R EE X LTS (Nat Rev Immunol 2015; 15: 57-65, Allergy 2014; 69:
1154-61) , F£7, CRSWNP |Z, IL-4, IL-5 OV IL-13 DAz, 1gE D pEAETULE % R
& U7z 2 WRIENBAL ORIEMERE B TH VD (Allergy Asthma Immunol Res 2017; 9: 299-306) .
AFNT IL-4Ra #EEZ I LT IL-4/IL-13 ¥ 7 vniEa ET D 2 &b, 2 BRIERIGIC
LV EIEIEZ 45 CRSWNP OFERITKT LTI R A~ Z LR HIfF SN,



3. BERE
ST &M BRI SER BE AR CHORA 072 B IR D) OAGREE N OGRS Mif
BREFIZEE 21T - 72 E 2R R BR O s 2~ d,

[E BRI [ 28 AR AR (EFC14280 3X5R)
(B DA =]
CRSWNP f£% 448 il (HARN 49 Bla5Te) ZxBRIT, RENIOAINER VL2V Z it
Do, 77 B AR IRIEVE 2 b S A TR LR Y S S AT
M - AL, AHI300mg & 2 EHE TR F#&E5 (Q2W ) | A 300mg % % 5- 24
FC2 MR, DRI 4 BB TR THERE (QQW—Q4AW i) XX/ 7 &A% 2 Mk T
THRE (FT78RH) 722 EREIN, REFENEAZ Y VT T IINVR BT AT )L
KA DT 2 (1B 1[E& @R 282 (50 ng/MiF%) ) 2 & LiRES L,
ARNEO FEFHEE R L, &5 24 WO REZA a7 BPAEEL R 27 KON CT BifgIl
X % Lund-Mackay (LMK) 227 D_R—RAF A b OEbEEFHE SN,
KGR L7 BB, 18 %LL O CRSWNP [BH T, LA T ORI 2 & &L ST,
(7R B PULYE)
v WO BT AT S
v UTFOWTIhOFM AT
a) 12 2 FLANIC CRSWNP 123 2 &g AT v A REOIRFEEL AT 5
b) @& MEAT A FIEITxH L TS SUTAAMENGED D
¢) CRSWNP (Zk}9 2 FifiEZ 7T 5
v O NEEBEREICLDREA TR U E (WIOAF, SFEEICE T2 237X 200 h)
v 27 V—=v7® 8 MMHLL LRI O SPABRIERE X 27 A% 2 XT3 OB R L T
%)
v 27 V== 70 8 ML LRI HIRFEEER & (RTEE, 1% &) & ORER D R
LTW5
vV IEERCRRCRT DO SAREE AT N1 A2 D

[t 2]

(B %)

AMED FEFHIEE Th 5% G 24 B ORETE 227 | SABREIEE X 27 KT LMK X
AT DR=ATAUPLOEABEIFRL1IDOEBY THY ., 77 vAREEE 300 mg Q2W fFE
L OXFEEIZ BN T, WO EZEFEE B IZOW T HMAHFICHE BERERRD bl
7o Flo, BES2HEFE CORE A 27 KOG HAEIERE R 27 ORRFIHER LK 1 & O
2D ERY THoT,



£ 1 A FEFEME H O (EFC14280

WBR, ITT 4E[H])

EIREH HARNER S
300 mg Q2W fif & 2 77 AR 300 mg Q2W ff & 2 77 AR
BHRa7
NR—=ZF A 6.18£1.21 (294) 5.96+1.21 (152) 6.14+1.21 (33) 5.63+1.62 (16)
P 5. 24 SE S 4.46=+1.89 (283) 6.09£1.19 (145) 3.97+2.20 (32) 6.13+1.09 (15)
N—Z T A G DR —1.72+1.77 (283) 0.120.95 (145) —2.22+1.99 (32) 0.37+1.09 (15)
NR=2 54 U NHDELR —1.7140.11 (283) 0.10 £0.14 (145) —2.17 £0.34 (32) 0.44 #0.48 (15)
TTRARBEL DFED —1.80 —2.61
[95%CI] [—2.10, —1.51] [—3.70, —1.52]
p fiE -9 <0.0001
SPAESEER 2T
N—AT A 2.460.61 (295) 2.380.54 (153) 2.26+0.48 (33) 2.23+0.45 (16)
5. 24 SE S 1.19+0.90 (289) 2.020.77 (147) 0.96£0.70 (33) 2.00+0.77 (15)
R=RAFA b OEbE —1.28+0.95 (289) —0.36+0.73 (147) —1.31+0.70 (33) —0.25+0.54 (15)
NR—R T A NG DR —1.25+0.06 (289) —0.38 +0.07 (147) —1.30£0.12 (33) —0.25 #0.18 (15)
7T RAREE DD —0.87 —1.05
[95%CI] ® [—1.03, —0.71] [—1.44, —0.65]
p fi 29 <0.0001
LMK Z =7
NR—ZF A 18.12+3.75 (289) 17.653.76 (150) 19.36+3.48 (33) 17.31+3.03 (16)
5 24 I 12.86+3.87 (282) 17.73+3.81 (142) 13.94=+4.03 (33) 17.19+3.49 (16)

NR=RATA U HOEE —5.23+4.42 (282) 0.11+1.88 (142) —5.42+5,17 (33) —0.13+1.67 (16)
NR—2F A NG DI LR —5.21+0.24 (282) —0.09 #0.31 (142) —4.80+0.71 (33) —0.82 +1.06 (16)
TTRREEE DED —5.13 —3.98
[95%CI] ® [—5.80, —4.46] [—6.44, —1.53]
p fii P9 <0.0001 —

TE IR RS (B0 . NTRHEHRS - e/ RIS (R ERRSE)
BEHT 2 FMXTIEINAT 0 A FEORE EMIZMDRV) 2320 7o pBE oY

() . — RN L

BB DT — H I RWME & S, HE%IR

FANCEONToN— 2T A VOB RS 24 WRFOE & Shviz, BREIGHRUSN TIHRBER 5 42 Pk U7 o RIEIT 2 H

RANEICE Y BE ST,

a) Q2W #f & Q2W—Q4AW REDBFA

by N—AZ A fE, #EHE. WENSAID-ERD OF#E, SHIIK T 2 FE, HIRABAZEK L L nBntres L
) B EAKYERH 5%, BEF 2 a7 BEEEE AT KO LMK 2 27 OV o FEFGEE 2BV ThH, 752 REEE 300 mg Q2W
PFERE L ORI B W TREFAICA B R ZPRD DN EHEIS, 77 B RRHIx 5 300 mg Q2W A RED BB 23S RRGE S 4L

7o &I DRI & Sz,
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(Z4ME)

HEFRRIL, QQW—Q4W £f 89.2% (132/148 ) . Q2W #f 83.2% (124/149 f5)) . 7T+
AHE90.7% (136/150 i) IZBO b, ERFRITIR2DEB) Tholz,

FETIE, Q2W—QAW # 1 5 (UMEMEEAZEN ML) (2586 H AL A3, 1RBREE & DK%
IIHE SN,

EELAERSIT. QQW—Q4W £ 6.8% (10/148 ) . Q2W #f 5.4% (8/149 #) . 7F
B AREE 10.0% (15/150 f51)) (258 Hiv, ZdH H Q2W B 1 i (AFERER¥EINE) . 77 &R
B LB (IBMERIEESR) I2OWTIE, TABREE & OREBIRITEE SN o T,

PIEICE > - EFHSIT. QQW—Q4AW FE 1.4% (2/148 1) . Q2W #f 4.0% (6/149 1)) .
7T AREE11.3% (17/150 f41)) (23D Sz,

BIEHIL QQW—Q4AW Hf 27.7% (41/148 f5) . Q2W #f 24.2% (36/149 f5]) . 77 AR
22.0% (33/150 f5) 278D BT,



2 WDWITNNORET 5%LL LR Lo A EFS (EFC14280 kiR, LM xt54EH])

Q2W—Q4W #f Q2w #f 75 REE

A (148 f1l) (149 fil) (150 fi)
EFEDS 31 (20.9) 30 (20.1) 36 (24.0)
SR 16 (10.8) 14 (9.4) 18 (12.0)
£ H{ 7(4.7) 13 (8.7) 20 (13.3)
TESHERATALBE 10 (6.8) 11 (7.4) 11(7.3)
b &GE Y 8 (5.4) 10 (6.7) 19 (12.7)
SUE 3k 9 (6.1) 9 (6.0) 8(5.3)
K 9 (6.1) 9 (6.0) 8(5.3)
BE 15 (10.1) 8 (5.4) 25 (16.7)
BT ATS 13 (8.8) 8 (5.4) 17 (11.3)
R 6 (4.1) 8 (5.4) 9 (6.0)
BAfR 11 (7.4) 7 (4.7) 2 (1.3)
i S5 13 (8.8) 6 (4.0) 19 (12.7)
MBI A R 12 (8.1) 5(3.4) 11 (7.3)
TESHBAL UG 8 (5.4) 5(3.4) 3 (2.0)
SR S E S 5(3.4) 5(3.4) 16 (10.7)

%% (%)

EINFE VAR (LPS16872 75k)

[FRBR DA 2]

H AN CRSWNP (8% 25 il & %50 MEFZEH AT v A FEIEOIH Tz 1T 2 ARHOH L)
PR e e it d 5720, HEREREGBR M S h -,

A - AR, AFI300mg % 2 HFEREC 52 WL PG 952 & ERESNT, 28,
PG 16 WM O 24 O S DOBTF AT NR—2 T A b 2 SLL Rk LI kiE <
X, B5 24 LK, K300 mg & 4 BERHEGICERT 5 2 ERTRINT,

ARIMEOFEEE B X, &5 24 WRFOREZA AT BN—=AF 4 )6 1 jiLL EdEL
TR DEIA L RRE STz,

XG L 70 DAL, 18 L ED CRSWNP BE T, LU FOMREMELA-9 2 & & S,
(T 7R3 PRUILYE)

v WO BEE AT S
v UFOWT IO R RS
a) 7 2 AELLNIC CRSWNP 2T 2 2FPER T v A REOIBFEE AT 5
b) EHVEAT 1A FIEIZx L TR XITABMENTRD Bz
¢) CRSWNP (ZXI9 5 FififELZ G2
v O NBEEREICLDHRERA TR 5 L (WROAF SRS T 2227122l E)
vV A7 U—=r7 o 8 HEL RS SPAEERE X 37 A% 2 U 3 OWRREA R L TV
%)
v RZ V== 70 EMLL LRI GRS (R SR 1% SIR) & ORER D R
LTW5%
vV EAERALRECIS T DO BAEEEA 2T R 1 2B D




[R5 R]

(H2hE)

BRIWED EEFEEE CTh 5% 5 24 BIF OB A a7 N_N—2F 4 Lk 1 SLL Rtk
Lo OFIA1X92.0% (2325 ) Thot-, £z, &5 24 HGEORERA 2T, SAE
JEEA T KR ONLMK A7 OR—AF7 A4 DO LEIFR I OLEBY ThoTz, B,
B G- 24 BLLRE, AF 300 mg A 4 B R GICEE ST BRE L 3 flCTh o7,

#3  HNMEOFHME H OpkkE (LPS16872 38k, PP 4E[H)

i H AFIEE (25 61 9)
NR—ZF A 6.4+14
Bz ay 524 HEE R OB LR —24+17
B 5. 52 JRER O LR —22+2.0
R A 2.7+06
BPAEEE AT 5 24 EEE R OB LB —1.6+1.1
Beh- 52 IR O L& —1.8*12
R—=2F5 A 18342
LMK 2 =27 B 524 HEF RO LR —5.6*4.5
B 552 R O LR —7.0+44

I AR R
WOCF £ S BEMRAEE GO RETEIC L i Shi-
a) #4524 WL, AKI 300 mg % 4 BWRHIREGICET L7 3 fla &

(£ &)

BEFLIT68.0% (1725 1) 125 Hiv, 2 FILLEL _m&)%ﬂtﬁ”‘%%&i COVID-19
S, ENHEESE . VESEACALEE, FEEA BRAE RS FEIMET L —K 26 Th o7z,
FELIX, WO LR T,

EEAFEFGIL, 8.0% (2/25 #i, RiEMREIE, BRAMBKS 1F) ITRD LR, W
U A & DORIRBMRITEE STz,

HIRICE = AEFLIT, 4.0% (1256]) (2580 bz,

BIERIE 8.0% (225 ) 12§D BT,



4. FBRRIZDUNT

RFNDNE I & 72 D BE OTRIR N O Sfkse oYW, @uliciThbh b Z Enkd b s,
Fo. AAORGIZE D EELREVERAZ BB LBRICHINT 2 Z ERNERT-D, LTD
DO~QDIT RTCEI-THiRICBWTHATE2RETH D,

OEER Iz DV T
a) HE5RALERE

SEEE D BRSO RE, fRilh & TR, 2. RRERE L, RFNZOWT
D+ e Ak AE AT 5 B S EGER IR O A Y - 2 EAT D NSRBI E O
FNCBET IR OEMLHT L L TRESNLTND Z &,

ARHNOREARTEHE DO LEENE & A Z TS 2 72 0 O REEIRGER O EEN T S
NTWDLZ e, SR HOMEELEINCEBTE LR THDLZ &,

(E 1) EEIRFFIRIGE 2 FOMNHEZE T L72i&IC, 4 FFLLEO HLIRMGER IR OB IRIHE 217 -

TIN5 Z L,

b) #GHkkriy
la) ¥ 5-BAGGKRE ] OB AT TR THDHZ &
ik
la) $5-BAAIE) OB 2T Mzt Ldfx & 52 LN Ccx, LLFOEM 73 i

RTHHI L,

BEZE D BMRIRIEROWRE, Bl & Tih, 2. RRERI L. AKHNZONT
DLy E AT 57 LXK —2 R4 B ER 2 P Y32 B o AFNZ R
THREOEMLE L L TRHEIN TS Z L,

AAN DR FME 2 EIRNAT o 72 =T BEABED RIFIT OV TOHIWr 2 @ B2 1T
I LNTEDEMMPFTBET Diist ThH D Z &, il AAN DO EHEIZ DN T,
la) $H-BHAGRE | OFFZ 7o 3 ek Lo L CHEMT 5 2 &,

KA O EEIRTEE D RN & A M E T3 5 72 0 O RIERGEL O ENTRE 5
NTWDZ Enb, SEERTHOFESEZEUNIEMTE LR THD Z &,

(k£ 2) EMETFISE 2 FOVEHELE T L2RIC, 4 FLULOBKRREZAL, 2055 3 4
PRI @B S BRI R & & Te 7 LY —DROBIRIHE AT o TWVnDH Z &,

@ BENOERMFREEDOEKHIZONT

BURBEENG OAINE - ZEMZEOIFNFROEHS, BEFLENBE LS
B 7o kS & HEFEBEFEZHONIAT O T EFEOEIELERE L, 1EH O]
MNESTND T L,



Q@& PHE K URITEA~DRIRIZ 2V T
o BEHEOAMHTIMOT LR —MEBREETBRECARERET SR, Y
T ULFX—MREBZHEY T HEMEEE L, £ORBEHICHE L TRERUSHE
BT OLEHBESTNDZ L (6. BREICELTHEETREEHHE 6) 1),
 TFT 4 TR —EOURM CEICERHE S BERICR LT, Y RER U RE
FEREBI O UL 2 A9 5 E AT &3 L. BIER ORBEReRRIC B L TR R O R
0, BHIEYRAEN TE SEHNES TS Tk,
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5. REXIRLRDEE

(BT DOV T]

B G- DEL DM DT> TiZ, UTITRTO~@DT XTI Y T HEETHLZ L
ZHERT D,

O BMHRIEPEROMEZEIN 72 I TN D
@ BEEZEBMRIRERICK LT, TN X 2 1RER D 5

g
SE 2D BYERIRIER IS LT, 2SR ORES THRINA T TE 20gGai3ld
TOWT N EmTZ T

) BE2FLUNICEGMERAT B A REIZLDIBETHRA TS Th oz
i) ®HMEAT oA FEOLRICHY TS
i) BHMEAT A RIS 2 AEMERRD Hivien
@ BEFOIREIZ L > THUFOTRTOIERIBD HILD
o NHBREICLI2BEA a7 NEEVEE S 2 S EDOAlOAFHD 5 RLLE
o BPAESEEZ T2 (PEE) DR @EMUERRRL VWD Z L)
< MRS, St FiEE % ER) % @ERLLEFHEL TS Z L)

BEA=T (R SIS SHESEEX a7
a7 SEIR Aay SR
0 RY—=T7L 0 SR L
INEZRR Y =T 2P EEIZED D

BYE ERA SV . D 0NICEEa T &

3 EN AN s - : >
1 ;;L\EfjﬁEFUl TFO FICIFELTY 1 BB i 2 B L)
) TEPNTHROTITELTVDRY 5 hasiE (B B NTRERA S 0 IEHD L
—TERDD, VS, BFRTED)
REBRY =T F R TRRIZIE [ o
3 LCna, UIEY —F 2@ | 3 i%i’i@’b) M2 2372 < B A O
DN D 2,

TRPEDOTERNHEEZGI SR I LT
WHRKERRY =T 2D D

[#5-OfkgEIZ 87 > ]

ARFNOEEARBRI I DA BRI (B 5-Biha14 24 IR R ORRBRAAE (3. BRER
AR £ 1 LORI BT 1 RLOK 2 2H) 2% 2, &5 24 B E TOMY) 2RI
IR OMEREATO, RPRD S WIHEITTBREE G 2T RV IcT22 L,
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6. REICEL TEETREEHR

1)

2)

3)

4)
5)

6)

7)

8)

9)
10)

KA O E A5 LIEBUE DBEIEIE D & 5 BE I OWTUIAR OGN LR TH D 7=
D, THELRNZ L,

TFT7 4T F T — (0.1%A0) BWMESIN TS, RAEGRHZIIBIZE +012qT
VIR, RRR R, R, D FE WV, IR MR, 9 FEEG, WAL, M
FEEORE N LN HAITE IR G2 I L, @Y ARLEEITY 2 &,
FEREREINE (0.9%) B SbNDZ ENH V., R EBIAFT OBE TIX, Il
ERPERTZ (0.1%AM) CAFBEERMEZ 78 I E RVEP ZEIERE (B ARH) EDRRIRIER
ZPE D PRI IE DRI L BO DN T WD, THHIFRA AT 1A FEOPREE -
HUERELISMZ HERO BTV D, ARFIE G R, FEEREOHER ., W ONC Mg K7
ez, FHEROE L, DIREIHER V= a—a XF—SZEETH 2 L,

KA G R OAET 7 F o O, REMEDPHERINTOWRWDOTEIT S Z &,
AFNL IL-4 KOV IL-13 OFLEEAIC L W 2 RGN g 2 k4 2%, 2 Bl mic&x
FAE BRIk B AERBEIRSRE IC B 5 L CUL B RTBEME DN B 5, FE R B
R LTI, RAIEEET 2N A RBEOIRREIT O 2 &, BEDARAIE G+
ARG AR U, PUad KIS X DI N e AT, AR L B
T 5 ETCARO®RE 2 —RH1ET 52 &,

AENDOEHIZ L > TAIT 2O T L —MIRBOTER DT D ATREMENH D |
WELT LV —VER ISR T DU 5k 2 Do 1o, IR ERICEL L, W
BETEIRCICELBTN LD D, AR OG- HRE TS L OB % OREBE
HHED T, AEEGERNS, G057 LV —MEREBZH Y3 2 KA L @y
BT DL, BEFICR LT, BT, 20 ORBICHT DIGRNE L
EELRNWE > IEET L L,

EMAT oA MRIEEZZT TOHEREICE VT, AFRGEBRICAT oA RiEE
AlLHIEL2nZ b, AT A REOBESLERGAICIL, ERMOEE T CTha
[ o TN

BT SO z ., BIEIR e 3 DRI 5 R 1T 55 & A O Rt KON 1 ik
DI DI B fERE B L TS 2 2 &,

AHIDO RMP %8t L, MR FEEMRETH 2 L,

H OGO FEMITY oo TE, FEMOZLEEZEEICHRT L, BE UTZOR#ES
b SRPNGT I-IEAE == N [ Y QO R R B Iy

Iz
Iz
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