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1. [ZLHIT

BEIRG DA - ZEMEORER O T2 DT, UM SCEFITE SV ER AR RO b
Do O, IEFEORFEINOEAIC LV | FUREIMEOFH 2 HIERRT 2635
EIMPERBINLF T, ZHODEERLZEICHNE LT 5 BF ITENRET 5 Z &M
BB DI & 72> TR Y | M BOEE & SCEO AT E#E 2016 (K 28 4 6 H 2 A BlR&R
E) IZBWTH, EEEERLEOHEAOREIHEELZX D Z &S Tnd,

FHUERMF 2 AT 2ERMT, BEERASCREET 07 7 A VPBEFOEIRM EHS
MCRRDZ BB, 200, ML OCLEMECHET A HRN HERSNDETO
M, UHEERLOREZB 2T 52 RS2 BF X LCTHERT 2 & L b, BE
FDRFEBL LT BRI B ekt s g & D 2 & B ATRE— & OB 2 7= T =B CEH 3%
ZENEETHD,

LIz o T, KHA RTA Tl BFAREREC ZNE TICE LN TV HEFLIEER - B4
F) RIS & | LT OB SR Gh O Fai 2268 2 HEHE 3 B 810 DL B FiE | B 2 5 RO
BREEERT,

B RITA RTA %, MSATBOE N ES L ERE RO TN, —BALENEN A AR &
AR 2 g OV FVE N HART LA —220W o b EVER LT,

B LR DHDERME: T2 MNETFE300mgY U Y, AL FHE300mg~y (—fi%
& T at~T7 (BinFHHz))

R LR DARESNIZR  BEZLE O BMERIAEER (AR THRA TR EBEITIRD)

G LD HEROHE 8%, RACIET 2 Er~7 BE-fz) & LT1[E300mg %
2R TR THRET 5, ok, JERLZERICIE, 1E 300 mg & 4
HHR TR TG TE 2,

DU T S AV S SV




2. AAIOFE, 1EHIFFT

T2ty METFE300 mg U Y R FE300 mg Ny (k4 T aEAY T

(B z) . BAT [AHI) ) 1Z. Regeneron Pharmaceuticals, Inc. 23A/# L 7= | Interleukin

(IL) -4 Z 7KK OV IL-13 xﬁﬁi%%ﬁi LCW5 IL-4 ZHIET V7 7 (IL-4Ra) 7 2=

MIREEL, VAV RTHD IL4 KO IL-13 20 Lz v 7 T Vs w2 BLET 2 s 1k
Zt FIgGd £/ 7 u—FAHIRTH D,

IL-4 e OVIL-13 T LT3 7 F VBRI IR, 2 BUARIE SO S O Th2 HEfa o1& MK IZ -
L. BHZfE 9 @M% (CRSWNP) K OMLOBES 57 h & —My/7 L F—MRED
JREEICEEREE 2 RI-T B2 6 TW5D, F7-, CRSWNP (&, IL-4, IL-5 XV IL-13 ®
HAMZMZ, 1IgE OFEATTEZ B E Lz 2 BMBIENEMORIENHEEBRTH Y (Allergy
Asthma Immunol Res 2017; 9: 299-306) . AFHlIE IL-4Ra fi & & I L T IL-4/IL-13 ¥ 7 F ViR
BEEETLZ 0D, 2 MIIERNC LV 5 E 2 45 CRSWNP OJERIZKT L TR
R ERTZ ENHIEEIN D,



3. FRARAHE
B A BRI EER (BEFRR CRIRAR 072 BB ICIR D) OAGRRHIFM 24T - 72
E R R R FRER O A & R,

[E BRI [ 2 AR (EFC14280 3X5R)
[FBR DA =]
CRSwWNP &5 448 5l (HARN 49 Bl 5Tr) ZxtRIT, AR OGRNER VL2V 2 atd
Do, 77 B AR KR IRIEVE 2 b B A TR LR Y S S AT
M - A&, AHI300mg & 2 BHE TR F#&ES (Q2W ) | A1 300mg =% 5- 24 1
FC2 MR, DRI 4 BB TR TERE (QQW—Q4W #f) XXV 7R % 2 kR T
THE (FT78RH) 722 EREIN, AEFENEAZ Y VT T IINVR BT ATV
KFWEDEA T2 (1 B 1 [E& PR 2 EE (50 ng/MEF%) ) 2L LREI L,
ARMEO FEFHEE L, &5 24 WO REZX 27 BPAEEL AR 27 KON CT BfgIZ
X % Lund-Mackay (LMK) A 27 D_R—RAFA b OELEEFHE SN,
KG L 7 MBI, 18 kL D CRSWNP [BH T, LA T ORI 2 & &L ST,
(TR PULYE)
v WO BEEATD
v UFOWT IO E T
a) 17 2 AELANIC CRSWNP IZx T B2 2GR T v A REOIREEL AT 5
b) BEVEAT 1A FIEICK L TS UIZRMENGRD B
¢) CRSWNP (2% 5 FilifEZ A3 2
v O NEEBEREICLDREA TR S UL (WIOAEF, SEEckET2 237X 200 h)
v RZ7V—=7® 8 MHILL LRI O SPABRIEE X 27 A% 2 XX 3 OB FHRE L T
%)
v 27 V== 70 EMEL LRI GRS (REE, 1% &) & OREIR D R
LTW5
v EAEACRRCR T 2O BHEEEA TN 1 82D

[ 2]

(B %)

ANMED FEFHMMEE Th 5% 5 24 HFORTE 227 | SABREEEL X 27 kN LMK A
AT DR=ATA PO BEIFER 1 DOEBY THY, 77 RAREEE 300 mg QQW JFE
FEL ORI T, WO EEFHHE B 2OV T HREHERICERERENRD bl
oo Flo, BHES2EFFETCORE R 27 LG HAEIEE R 27 ORRFIHER LK 1 LUK
20 EBY THoT,



1 AMEO EZRHMEE H OBk (TT 2EH)

SR

HANER S 4

300 mg Q2W PFAHE Y

75w ARNRE

300 mg Q2W & HRE 2

7T v R EE

BHAaT

N—=ATA

6.181.21 (294)

596121 (152)

6.14=1.21 (33)

5.63%1.62 (16)

¥ 5. 24 AEE

4467 1.89 (283)

6.09%1.19 (145)

3.97+220 (32)

6.1321.09 (15)

R—=ZF A D DB

—1.72+1.77 (283)

0.1240.95 (145)

—2.2241.99 (32)

0.37£1.09 (15)

R T A D DEED —1.71+0.11 (283) 0.10 +0.14 (145) —2.17+0.34 (32) 0.44 +0.48 (15)
T EREEE DED —1.80 —2.61
[95%CI] [—2.10, —1.51] [—3.70, —1.52]
p fiE -9 <0.0001 —
EHEEE A 2T
N—R T A 2.4610.61 (295) 2.38+0.54 (153) 2.26+0.48 (33) 2234045 (16)
B 5. 24 JHE 1.190.90 (289) 2.02+0.77 (147) 0.96+0.70 (33) 2.00+0.77 (15)
R—=2F5 A e OE{E —1.28+0.95 (289) —0.36+0.73 (147) —1.31£0.70 (33) —0.2510.54 (15)
R—ZF A NS DE[ED —1.25 +0.06 (289) —0.38+0.07 (147) —1.30+0.12 (33) —0.25+0.18 (15)
T EREEE DED —0.87 —1.05
[95%CT] © [—1.03, —0.71) [—1.44, —0.65]
p fE »9 <0.0001 —
LMK A =27
R—=2F5 A 18.12+3.75 (289) 17.65+3.76 (150) 19.36+3.48 (33) 17.31%+3.03 (16)
B 5. 24 IR 12.86+3.87 (282) 17.73+£3 .81 (142) 13.94+4.03 (33) 17.19+3 .49 (16)

R—=ZF A D DELE —5.231+4.42 (282) 0.11+1.88 (142) —542+5.17(33) —0.13+1.67 (16)
N2 TGS DLE{p R —5.21 70.24 (282) —0.09 +0.31 (142) —4.80 0.71 (33) —0.82+1.06 (16)
TIRREEE DED —5.13 —3.98
[95%CI] [—5.80, —4.46] [—6.44, —1.53]
p i Do) <0.0001 -

FHE RS (B3R . KFARMARD : BN FREHE (AR E) (%) . — RNl

BECKRT D P T2 HEAT a4 FEOES ERIIMORY) 220 - H3RE OSIRE%OT — X 3R EME & S, 4i%0E

AN DTN — R T A U OREENE S 24 BRFOE & Sz, YA LN TIRBRIEE 5% H ik U7 g8E o RAMEIZ S &

RANEIZE D BE ST,

a) QQW B & QQW—Q4W FEDBFA

b) N—R T A E, ELHE B NSAID-ERD O, SEIKET 5 P, HullA A L Liceniatres v

o) HEARYERM 5%, MEF A a7 SEAEEE A 27 KO LMK 2 27 OWFRo EEIFEEE 2BV TH, 7 I EREEL 300 mg QQW
PFERE & OFERIZ B WD TREFAICEE 2 ENRD LN HEIC, 77 B RBHIHT 5 300 mg Q2W JFEREDEEHINE S HRGE S h
7o LT D EHHE & ST,
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B2 BEAREEERITORX—R7 A 0nbO2 b (/R VoM AR ZE)  [EFC14280 3Bk, ITT $£H]

(Z4ME)

HEFRRIL, QQW—Q4W £f 89.2% (132/148 B) . Q2W #f 83.2% (124/149 f51]) . 7T+
AHE90.7% (136/150 fl) IZBO B, FRFRIIR2DEB) Tholz,

FELIE, QQW—Q4W Bf 1 45 OMEMERZEA M) 1238 HALTZAY, TRERIE & ORISR IR
LB E ST,

EELRAERSIT. QQW—Q4W B 6.8% (10/148 #) . Q2W #f 5.4% (8/149 #5l) . 7F
TR 10.0% (15/150 f) (23O BV, 209 H Q2W B 1 il (AFEEREIE) | 7 F7 &R
BEL B (BPERISIZER) IZOWTIE, 1RBREEE ORIRBEMRITEE SN o T,

FIEICE > - AEFHSIT, QQW—Q4W FE 1.4% (2/148 #) . Q2W Hf 4.0% (6/149 1)) .
7T RAREE11.3% (17/150 #1]) 128D Bz,

RIVERE Q2W—Q4W HE 27.7% (41/148 f5) . Q2W #¥ 24.2% (36/149 i) | 7" F AR
22.0% (33/150 f5il) (ZFEsD BTz,



K2 WTNNORET 5% LD DA EFSR (ZEMMIT I REH)

Q2W—Q4W #¥ Q2W &t 77 AR

e (148 fi)) (149 1) (150 f3i))
|- RIS 4 31 (20.9) 30 (20.1) 36 (24.0)
S 16 (10.8) 14 (9.4) 18 (12.0)
£ H{ 7(4.7) 13 (8.7) 20 (13.3)
TS ERALALDE 10 (6.8) 11(7.4) 11 (7.3)
ARG Y 8 (5.4) 10 (6.7) 19 (12.7)
KB 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 R 5% 13 (8.8) 8 (5.4) 17 (11.3)
B 6(4.1) 8 (5.4) 9 (6.0)
BA &R 11(7.4) 7(4.7) 2(1.3)
i 13 (8.8) 6 (4.0) 19 (12.7)
BRI R 5 12 (8.1) 5(3.4) 11 (7.3)
S EUS 8 (5.4) 5(3.4) 3 (2.0)
ANER et 5(3.4) 5(3.4) 16 (10.7)

% (%)




4. FEFRIZDOWT

RANDI Wi & 72 D B OB G O Gk 0¥ WX, @Eulicithbh s Z Rk b5,
T2, AAORGIZE D EELREVERAZ BB LBRICHINT 2 Z ERNERT-D, LTFTD
DO~@DT R TEW- T B W THEHT 52X ThD,

) {laelnke
a) IxGBAMAEY

SEZE D BRI SR ORRE, Rl & TR, 2. IRRERE L, RFNZOWT
D+ e Ak AE AT D B S EGER IR O A Y - 2 EAT 5D NSRBI E O
FNCBET DI OEMLHF L L TRESNLTND Z &,

AN DO BEARTE% DL & A M Z TS 5 7o O RGE IR et O FIE SN D
NTWDHZ e, SRR HOMEEL ML TE LR THDZ &,

(E 1) EEIRFFIRIGER 2 FOMBHEZE T LRI, 4 FFLLEO HLMRMGER 2R OB RIHE 21T -

TIN5 Z L,

b) F ki
la) #5-BAGGKRE ] OB AT IR THDHZ &
ik
la) $5-BAAIE) OB 2T Misk Ldfad & 52 L TE, LLFOEMF 273 i

RTHDHI L,

BEZE D BMRIRIEROWRRE, Bl & Tih, 2. RRERI L, KHNZOWT
DLy E AT 57 LA —2 R 224 B ER 2 P Y% B o AFNZ Y
THREOEMLE L L TREIN TS Z &,

AAN DR FHE 2 EIRNAT o 72 =T HBEAFEO ZIEIT OV TOHIWr 2 @ B2 1T
I LNTEDEMMPFTRET Diist ThH D Z &, il ARAN DO EHEIZ DN T,
la) & G-BHAGRE | OFAFZ 7o 3 ek L L CHEMT 5 2 &,
ARANOEEIRTEE DR & A M E TS 5 72 0 O RIERGEL DA ENTRE S
NTWDZ Enh, G RTHOFESEZEUNCEMTE LR THD Z &,

(X 2) EAGRFFISE 2 FOVHIHELZE T L2RIC, 4 FLULOBKRREZAL, 055 3 4
PRI SE AL S BRI mER 2 &7 LY —DROBIRIHE AT o TW\DH Z &,

@ BENOERK T RE B O A2 OV T

BURBEEN G OAINE - ZEMZEOIKENFROEHS, BEFLENBE LS
B 7okt S & HEFEBEFE 2 HONIAT O T EFEOEIELEHRE L, 15 H O]
NEESTNADH T L,



@B PHE L CRIEH~DXHSIZ N T
o WHEFOEUHTHMOT LAFMREEZATLRE AR ERET 25612, 4
AT VLR VR ST D ER LERE L. T ORBEBICHE L TRE R USHR
BT OEHBESTHDLZE (6. HEIERLTHETNSFEH 5 2R,
o T 74 7F Vv —FEORMNCEICREM S NIZENERITS LT MRk UL BEE
PR OREMIVEZ A3 D ERT &odHE L. BHEM OZBr-exhSIC B L TR R ONSCR
T EBICHEYZRALEN TE DRG0 - TnD Z &,
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BHXI5 L5 B

Epti N eIANE |
BH5OEEDOHWNZHT=»> Tix, L FICRTO~@DTRCIZENUTHIEETHDLZ &
3 5,

18 PER SR OMEEZWIR 72 STV D

SBE A BMERIRIPERIIK LT, @E 2 FUNICEIMERT v A NI L 5155 EE
VARY: 2%

B

BEALE ) BMERIRIER IS LT, FIC XD REDN S 5

X%

EHMAT oA REOEZIZHY T D, £ L ALBFERGRD L7z
BEFOIRRIC L > THLUL T OT R TOIERDFEO LD

o NHBBREICLI2BEA a7 NEENEE S 2 S UL EDOAlOAFHD 5 RLLE
o RPAEEER T2 (PEE) ML @ERMUERRL TS ZE)

o MRRETE. & ATEdR R % QEMLU EREL TS 2 E)

BERaT (G LIHE) SHEEE A T
2a7y JER AT HEAR
0 RY—T7a L 0 SRR L
INERRY —F R HEBEIZHRD S

BYE ERA SV . P 0ICEi T &

3 AT 2% \ : ,
1 ?@L\EPﬁEF'JI THROTFIZITEL TV 1 BN i 2 L)
) RN THRO FIZELTHNDRY ) RaE (RS NTIERAH 0 ED L
—FERD B, VWS, FPATE D)
KERRY —F 0 Tl Ir PRI [ .
3 LTns, X iTU~7"%?:EP§aHUI\ 3 e (wa WABTE L ARERD
ORRICRD Wi e 7%

4 TS e A &%g%ﬂgt LT B B
WHREXRAR) —T %7

F G- DOkl &7z > T]
AFNOBFRABRI 1T 2 A 2VERHMIE ] (B G-k 24 1WIF ) K OBEBRRGE 3. BRI
MR KR 2 2R 2 E R &5 24 B E TO@YRRHNI RO &

H

TV IRDBFED SNRWEEITITER L G EHIT 2N L O ICT 5 &,
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6. WHICBRL TRE T ~EHIH

1)

2)

3)

4)

5)

6)

7)

8)

9)
10)

AANOE A5 LIEBUE DBEEE D & 5 BE I OWTUIAR OGN LR TH L 7=
D, BHELRNT &,

TFT7 4 T7FT— (01%A0) PWESN TS, RAEGRHIZ T8I Z2 +0121T
VMR, MR R, EERE A, DV, ER. MR, Z D R, R o R
ERHBONTEHGAEITELICEG 2RI L, @A EEZITH 2 &,
REBGFDOED 7 F v OEFL, REMENPHERIN TORWOTEIT S Z &
ARANE IL-4 KOV IL-13 OFLEERIC LY 2 RIS 2864 5, 2 BIGE ST
FAE BT )T B AR RS REIZ B - L T B ATREME N B B, F/4E UYL iR
LTI, ARFIZE #5920 FAE REROIBIREIT ) 2 &, BEDRAE L+
ARG AR U, Ua A mEKIC X DI DN N e AT, AR L N B
T 5 ETCAROERE 2 —RHiET 52 &,

AHNIOEHIZ L > TAIT 2O T L —MIRBOTER DT D ATREMENH D |
WELT LV —VERBICK T DU iR 2 Do 1o h . IR ERICEL L, T
BETIRCICELIBEN LD D, AR OG- HRE TS L OB P k% OREBE
HEED T, AFFEETNS, AT D7 LV —MEBEZE Y4 5 EA L @i
BT 52 L, BEICKH LT, EROERR, TR6OEEBIIXT 2 IHRNE %
ERELRWE 2 RET L &,

EMIAT oA MRIEEZZIT COHERFICE VT, AFRGEBRICAT oA RiE%
Al L2nZ b, AT A REORENLERGAEIIL, EMOEE T Tha
179 2 &,

AANDOEEATERIZ I T, AFFRERVEN ¢ K OMFBRER 1M 25 56 A8 SN A ZEREE oD FE 8
WD HNTWD, ARAEG I, R OHER . WO A& RIERS, AR
DEL, DA GHER = 2 —n A F—FICEET 5 2 &,

BT SCETN z ., BEIR e 3 DRI T 5 R 12 55 & A O Rt KON 1 4k
DI DI BT WA+ BfR L T 52 &,

AHID RMP % #ii L, MR FEEMRETH 2 L,

HOBGOFEMICY o> TE, B0 Y2 EEICRF L, BFICR LTl
HE. LR EEET 5L,

Iz
Iz
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