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1. IILHIZ

IS OB - BEMEORER O T2 DT, UM SCEEFICE SV ER AR RO b
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,

FHERMF 2 AT 2ERMT, BEEASCREET 7 7 A VPBEFOERM EHS
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, KHA RTA Tl BARERESC ZNE TICE LN TV D EFLIEER - B4
F) RIS & | LT OB SR G O fai 2068 2 HEHE 3 B 810 D LB iR B 2 5 RO
BHEHEERT,

BB, ARAA RTA AT, MNATEIE N EIE R EFR IR A . —IAEEE N B AR &
AR g OV FVE N HAT LA R —220W o b EVER LT,

KGR HEHEMN T a7y METFE00mgY U Y [FE FE300mg <y (—ik
& T a~T7 (Bl FHHz))

R LR DARESINIZR « BEZE O BIERIAEER AR TORA TR EBEITIRD)

G LD HEROHE  @%, RACIET 2 B~ 7 BB -/fz) & LTI1[E300mg %
2R TR THRET %, ok, JERLZERITIE, 18300 mg & 4
IR TR TG TE 5.

DU T S NP S SV o




2. BAIDFHR, 1EREF

Tab sy MNETE300mmg > Y FETFEI0 mg Ny (—fth T aervT

(GEfaTfHz) . LR [RHl] ) 1. Regeneron Pharmaceuticals, Inc.238I#L L 7=, Interleukin

(IL) 4 ZRRE N IL-13 ZREERER L TV D IL-4 ZRET V7 7 (IL-4Ra) 7 2=y

IZHEG L, VA RTHD IL-4 KON IL-13 20 L2 7 T viniER LET 28 s -/t
Zb MIgGA &/ 7 a—FIHURTH D,

IL-4 &V IL-13 &1 LTz v 7 VIR 1T, 2 F”%ﬁ}ir“&o Th2 i DTS F 5
L. BH 29 @YK (CRSWNP) K OMOBES 57 h & —M/7 L F—MRED
JREEICEEREEH ZRI-T B2 6N TW5D, F72, CRSWNP (%, IL-4, IL-5 XV IL-13 D
HEAIMZ AN 2., IgE DFEATTHEZ R E Uiz 2 RIRIEDNMBN. ORIEMEREETH Y (Allergy
Asthma Immunol Res 2017; 9: 299-306) . &AL IL-4Ra #5 & %21 L T IL-4/IL-13 ¥ 7 F V5
BEEETLZ 0D, 2 MIIERINC IV 51 & 2 4D CRSWNP OJERIZKT L TR
R ERT Z ENHIEEIN D,



3. BERE
S &) BRI EER BEFRE CHRA 072 B IR D) ORRERHIGHI 21T 72
E 7 R R FRER DO A & R,

[ BRI [ 2 AR AR (EFC14280 #X5R)
(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 BHE TR T#&S5 (Q2W ) | A1 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,
kG L 7 AL, 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 REOIREEL AT 5
b) @& MEAT A FIEITxH L TS SUTAAMENGED D
¢) CRSWNP (Zk13 2 FififEZ 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 %)

AMEDO FEFHMMEE Th %5 24 B0 RTEZ 27 | SAREEEL X 27 kO 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 AEO EZEE E OBk (TT 2EH)

ERER] H A NEB
300 mg Q2W HEAHE @ 75 & AR 300 mg Q2W A RE @ 75 AR
SHERAaT
NR—2F A 6.18+1.21 (294) 5.96+1.21 (152) 6.14+1.21 (33) 5.63+1.62 (16)
5. 24 I 4.46+1.89 (283) 6.09+1.19 (145) 3.97+2.20 (32) 6.1311.09 (15)
R—=2F A b DOEE —1.724+1.77 (283) 0.12+0.95 (145) —2.22+1.99 (32) 0.3741.09 (15)
N—=ZF A NG DOIELRD —1.7140.11 (283) 0.10 £0.14 (145) —2.1770.34 (32) 0.44 #0.48 (15)
T uREEE DED —1.80 —2.61
[95%CI] ® [—2.10, —1.51] [—3.70, —1.52]
p fiE 29 <0.0001
BPAEEE AT
N—AT A 2.46+0.61 (295) 2.38+0.54 (153) 2.2610.48 (33) 2.2310.45 (16)
P2 5. 24 I 1.19-0.90 (289) 2.02+0.77 (147) 0.96+0.70 (33) 2.00+0.77 (15)
NR—=RATA b OE{E —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 DFED —0.87 —1.05
[95%CI] 2 [—1.03, —0.71] [—1.44, —0.65]
p i 9 <0.0001
LMK 2 =7
NR—2F A 18.12+3.75 (289) 17.65+3.76 (150) 19.36+3.48 (33) 17.31+3.03 (16)
5 24 JERE 12.86+3.87 (282) 17.73+3.81 (142) 13.9444.03 (33) 17.19-3.49 (16)

R—=2AFA U0 b DOEbE —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] 2 [—5.80, —4.46] [—6.44, —1.53]
p it 09 <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 U OREMEN RS 24 HRFOE & Shviz, BRZIGHRUSN TIHRBER G 42 Pk U7 o RIEIT 2 H=

RANEICE Y BE ST,

a) Q2W B & QQW—Q4AW BEDfFA

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 KOLMK 237 OV o REFGEE BV ThH, 75 REEE 300 mg Q2W
PFERE L ORI B W TREFAICA B R ZPRD DN EHEIS, 77 B RBHIx 5 300 mg Q2W A #E D BB 23S RGE S 4L

7o &I DRI & Shz,
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B2 REAFREERITORX—R7 A UnbOZ b (/R VoM R ZE)  [EFC14280 3B, ITT %£H]

(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,



K2 DTN ORET 5% LD N AEFSR (REMMIT I REH)

Q2W—Q4W B Q2W 75 R

i (148 fil) (149 1) (150 f51)
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 RGE R 8 (5.4) 10 (6.7) 19 (12.7)
R 9 (6.1) 9 (6.0) 8(5.3)

K 9 (6.1) 9 (6.0) 8(5.3)

B 15(10.1) 8 (5.4) 25(16.7)
Al SRR 2% 13 (8.8) 8 (5.4) 17 (11.3)
R 6 (4.1) 8 (5.4) 9 (6.0)

BA &R 11(7.4) 7(4.7) 2(1.3)

i 15, 13 (8.8) 6 (4.0) 19 (12.7)
BFRIH R 5 12 (8.1) 5(3.4) 11(7.3)
ESHLROG 8 (5.4) 5(3.4) 3 (2.0)

LR e 5(3.4) 5(3.4) 16 (10.7)

%% (%)




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 FOPINHE ZE 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) EARFFISE 2 FOVHHELZE 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@& HHE XK VBIER~ DR IRIZ DU T
o WEHEOANTHMOT LAX—HEEEZHT 2 BT IIAKE LT 5AIC. H
ET VX —MRBEEY T DEMEEE L, 2 ORBEIICE L THRE R OO
BT DR ESTNDZ L (6. BEIZEBLTEETREEIE 5) 2H),
o T T4 X U—EFOUM CEICTER SN BIERICK LT, Ykt XX s
WHERI O HMMEA G T D EM & #E L, BITEH ORKrOoXHSIZB L CHRE K O
T BB ZRLEN TE DG83 - TnD Z &,
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BH5OBEEDOHMNZHT=»> Tix, L TFICRTO~QD T RTCIZENUTHIEETHDLZ &
R4 5,

R SR OREEZII e ST D

SBE A BMERIRIPERICK LT, @E 2 FUNICEIMERT v A NI L D155 E
VARY: 2%

g

BE LR BMERIRIER IS LT, FIRC L DBREDN S 5

X%

EHMAT oA REOEZIZHY T D, £ L ALBFERGRD L7z
BEFOIRRIZ L > THLU T OT R TOIERDFEO LD

o NHBREICLI2BEA a7 NEEEE S 2 S UL EDORAlOAFH D 5 RULE
o RPAEEER T2 (PHEE) ML @ERUERRL TS E)
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) FTEFNTROTICELTWARY ) RAE (S NTIERAH 0 ED L
—TERD D, W, FERTED)
RE A Y =72 FRFS FRICE o (P S ¢ [ AT
3 LTWA, XUERY —F % d @i 3 i{fﬁi@’; W2 A< HR AR O
ONENZRBD 5,
A TRIEOERRMAELG X LT - 7
WDHRERARY)—THRBDD,

5 ORI 72> )
AH|DOEGARRER BT 5 H 20 MERHMRE (% 5-B461% 24 B R OGREREGE (3. ERER
MBOEL XIERK2E2R) ZiE 2, &5 24 BRFE COMY) 2RI IR O %

TV ZRDBFED SNRWEEITITER L G EHIT RN LI T 5 &,
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6. REICEL TEETREEHR

1)

2)

3)

4)

5)

6)

7)

8)

9)
10)

ARHN D A5 LI BUE OREFERE D & 5 BE IZ OV TIIAFI OGN ERTH 5 7=
D, THELRNZ L,

TFT7 4T F T — (0.1%A0) BWMESIN TS, RAEGRHZIIBIZE +012qT
VMR, FRR R, BERRIESC, O FEV, IR, R, ORI o R
ERHONTEHGAEITELICEG AR I L, @A EEZITI 2 &,

ARG OED 7 F o ORI, BEVEPHER SN THRWOTEITS Z &,
AHNT IL-4 KOV IL-13 OFLEERIC L Y 2 BIGEIEE 289 5, 2 BGEIREIT
FAE BT )T B AR RS REIZ B - L T B ATREME B B, B /4E UYL iR
R LTI, REIEEET DN A REEOIEREIT O 2 &, BEDARAIE G+
ARG AR U, PUa A EKIC X D IR N e A i, AR L N B
T 5 ETARO®REZ—RHi1ET 52 &,

AENDOEHIZ L > TAIT 2O T L —MIRBOIER DT D ATREMENH Y |
WELT LV —VER ISR T DU 6k 2 Do 1o, IERAERICEL L, W
BETEIRCICELIBTN LD D, AR OELGHRE TS L OB 1% ORBE
HEED T, AFFETNS, AT D7 VLSRR EZHE Y4 5 ER Ly
BEET 52 L, BEICKH LT, EROETRR, TR6OEERICXT 2 I6RNE %
EHELLWEIRET L &,

EMIAT oA MRIEEZZIT TV HERFICEB VT, AFRGEBRICAT oA RikE
Al L2nZ b, AT A NEORMENLERGAEIIL, EMOEET Cha
[ o TN

AAN ORI I8N T, SRR BRI 28 K OMAFERERE 22 56 18 2% M A 2 JFE D 38 B
DO HENTWD, AFHEEFIL, FREREOHES, WONCmERIERZ, e
DE(L, LHAIHER = 2 —n AF—SICEET 5 2 L,

A SCEITIN A2, RS ARTEHEE DRI 5 BORME 1T B3 & K 0 e KON 1E A A
DI DI B RE B L TS 2 2 &,

AHIDO RMP %8t L, MR FEEMRET D2 L,

H OGO FEMITY o> L, FEOZSEZEEICHRT L, BE IR L T2
HE., LR EET5HZ L,
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