4 202545 3 TR CRI0M. AUREZTE, MR O HEAT)
* 202447 9 AELET (45 9 W)

H AR i i 0 o

B &SRS, 2~ 8 TCITTRAE
FREAM - 36 /]

E MR E MIL-4/132R 4T/ 7O—FIViRtk
TaEILY T (BzFHEz) 82

EYRRRG. BIE. DLTEEER IR -ERFOLTEICLUEFERATE L

A1EItEJF mFizsoomegn>

Fa1E7tE Il EFiz300mervyy

a9t I gFize00mevyuvy
(i) SutEE £ o1 onesn SAQNOFi REGENERON

DUPIXENT® S.C. Injection

87449

300mg~X >~ 300mg¥ V) ¥ 200mg> V) ¥

IR 30200AMX00926 | 23000AMX00015 | 30500AMXO00261

B3, BREREBOBECHERLTVWBREMNDS &
&

BB (ROBHICEIEBEELAEWVIE)
AN DB R UEBEIE OO H 5 BE

3. #ARK - MR
3.1 #k
FaEsky M| Fa¥se s | FaEse b
W 5t %4 B2 F{E300mg | 2 FiE300mg | Bz Fid:200mg
~Rv )Y PN
1 %5 1 %5 1 %5
Ji% in (2mL) (2mL) (1.14mL)
o5y D5 h o i
el
M Fa¥¥r=< 7
mz ﬁﬁ‘ jfﬂ?g@/{)n” 300mg SOOmg 200mg
63\
LexFv v 54mg 54mg 3.10mg
LexFvy Ui
ORI 1.0mg 1.0mg 0.60mg
L7 Vv¥= i
" | et 10.5mg 10.5mg 12.01mg
| R S ) A
ﬁu A 26mg 26mg 1.50mg
OKEETR 0.3mg 0.3mg 0.19mg
Ly 100mg 100mg 57.00mg
Ry YpN=t 4 mg 4mg 2.28mg
80
D AFNEEEFHIRZHAICL D F v A == XN AR5 —JHHiE
EHWTRES NS,
3.2 HHOMHR

Fa¥ sk | Fa¥rsker b | FaEsE Vb
B2 F{#300mg | B2 F{E300mg | K2 F{E200mg
~_Y Y vy

A~ OB b TR 2T

PEIR - #IE B GESHH)

pH 56~6.2

% & I #9110 CEFEIEIE S 2 1b)

*x 4, ThEE X (xR

300mg~N>. 300mgs Y
BREAE CHRTTIETRRERER
O7 bE—HREXR"

O gD

O RMEOIBHERS

ol = 20204111 20184 4 20234121
DUPIeL06
DUPIXENT 3»

OfEZwWE BIEAEICL>THRWAERZI FO—IL
TERVEERIZEAEDEEICRS)Y

OSMEAEMMEER EEAECHRERTILEEICES)™

OREz#>E8MaEISER BFEAETHIRRTTS/EBEIC
Eé) i)

200mg> U

AR CHRA T2 L TREREKR
O7 hE—MRERT
O RN DI Z RS

1) sl EET 4 v o4 a5

5. WRER IR ICERET 5 E=
(7 hE—HRBR)

51 A7 a4 FAMHAIR & 7 1) 2 25 HHI % 0 B4R 1 #1
W2 & 2 e iEE Yy —EMAT L Cb. T asRo i S
T, MO IIE P KIS AP L R BFE WD 2 &,
[17.1.1-17.1.3 4]

5.2 FHI X LT, RALZLGHIZIZT b — VL E % 0RZ IR
OIRBIIG U CHEst Al 2 ir 32 2 &,

5.3 AHNPGE S BV H & MBI 5 2 Lo
(HEETIEEES)

5.4 [17. BRG] OHOWNEZHM L, BRABIZHA AR
ONBEOERE T/ LA BT, RAGATEA R
SONAISEC X B EBEE AT LCH, SR E ERE T 55
EHREEL, BROBMICEIEEIHWLZ E, [17.1.4
Z ]

5T OB A F54 v EEBEIC,
FIEEDO WO R G & D 2179 2

HFHMOBMERDS)

5.6 W, WIS O FEIRE ORER % FHRT D H KA E
ENT. BERY I VHEZANREIE O RSO MY 2 iGH %
ToTh, HEWEFICKRZ X213 0REAZ N BN
MY R L THERIICERD SN ASA AR Z BN L THRES§
5T, [17.1.5 BH]

(REXHE)

57 m#Hion A4 ¥4 YEE2SH I, WHELTEHEOWRA
AT7HA FELEZOMORMEMIEZHHMLTH, 2F%X
FuA FEOPELGEPVLELRGEBBELY & 72237 BEICRA %
BMLTESGT5Z &,

5.8 AHNIILAK OIL-13Y V' F VvimEFHET L L2 LD,
Wi D OFFREIC G532 2 BIIESOUS 2 Jil 35 2 &2 b,
IRERER TR O NI ARFN PG5 0 2 B JAE B % 3 4 F
< —%— (M IFMEERE. FeNO. IgE4%) ofli & A7xhtko B
BB L, BEOUZINA I — I — Dtz EE L
7o LT, BIRBEOENELTH) 2 Lo [17.1.6 BH]

Iﬂim&Uﬁﬁﬁ

o



5.9 ARANIPEITH X T 2558 Wi B0 5 1E R IEIR % 320 2012
BT 2EATIE R VOT, 2HORIEICH L TR L %
wZk,

(e HRAZE MR R)

Ak 5,10 I DOHA N T4 L ERBHT, RRMIEINE: BHEEE (LABA).
FREEERMETa Y Y3 (LAMA) ROWA AT B A N3 (%
AATHA FEPIBEZOLEIILABAK O'LAMA) O Bt #
LCTEGHATOA FEORGENLE L EL X723 8%
AR ZBEMLTRGT5Z &,

*%5, 11 AANIIL-AR NIL-13Y ZFF U mE 2 HET L2 &I12X D,
18V P ZE PR 9 R D R B LS B - 5 2 B SO & P 5
ZENS, KA GAT O 2 TIESEIHE ST 5N, < — 7 —
(M AFREERBES) #F R L 72 LT, #@InEHEDERNZITH 2
Lo [17.1.7 ]

*k 5,12 ARFNI2E PN B OREIRDO RIEFICH WS Z &,
ARFIE RV P ZEVE I 5 B O BRI BT 5 B GRH 2 HIY
ELTHIAT 2HAITlE R v,

(BREEESBHURISER)

513 AR EHHATH A M, PHREFETEI Y -2 R

‘o BECHWLZ L,

#£6. AERUVHE
(7 hE—ERER)
WE, EACE T2V~ 7 R z) & LTmRic
600mg% Bz F445- L. =013 1 H300mg% 2 M TR T
%59 %0
EEVER6 D AULO/NBIZEZ T2 EVY T (BEin iR z)
ELTHRERSUTUTZETHRET 5,
5 kgl F15kgai ¢ 1 101200mg % 4 3 [ B
15kg Pl -30kg A © 1 M300mg# 4 MK
30kgbl F60kgA i : #0a112400mg. Z D #13 1 [H200mg %
2 J I
60kgll L : #AI2600mg. Z Dfid 1 H300mg7 2 A E
(REEEEES)
WE, BACE T2V~ 7 (R zZ) & LTmiElic
600mg% Bz F445- L. 2013 1 H300mg% 2 MM TR T
53 %
GERMOBMERS)
WE, EACE T2V~ 7 #EEFHRz) & LTmiic
600mg# Bz F445- L. 2013 1 H300mg% 2 MM TR T
53 %
WE, 12U Eo/RIiTF A v~y T GRIETHIRL) &
LCTHREIS UTUT 2% F 53 %,
30kgll L60kgA i : #1a112400mg. Z D #13 1 [H200mg%
2 J I
60kgll L : #AI2600mg. ZDf%id 1 M300mg7 2 A FE
(REZHR)
WE, AR OCI2E /NI T2 v~ 7 GEfETH
#az) & LTHEIZ600mg% K FHS- L. £ D#%1E 1 M300mg
% 2 HMRE TR TS T %,
(B PERAZE MR AR R)
W, RACIE T2V~ T GREFHBE L) L LT1h
300mg% 2 EMMECR FiH53 %,
(BEEFS BHRISER)
W, KA T2V~ T GEEFHBE L) L LTl
300mg% 2 HM M TR THYS T %, #B. ERLEHRIIE,
1 MI300mg#% 4 B TR TS5 T& %,

7. RERUVRAEICEEY 23R

(7 PE-MEBX)

70 ARHNC & B WEHEBUE IS, BT PR 51638 % T2 IA%
S bo 161 F TITHMSIEAME DR VI A, 50k
BEETHI L,

(7 FE—MEER. FRMEOEBMHERD)

7.2 200mg> V) ¥ ¥ &300mg¥ V) ¥ ¥ XiE300mgX v DAY A
I ) S5 P 3B IE FE i L TV e w720, 600mg % %53 5 BRI
13200mg¥ ) YV ERMH LRV L,

SR DBMERD)

7.3 BRBRIC BT ARHF 02438 DL R O AR RS IV 720,
24 PIRE & MkfE L CH G- 2 mA. BHEORELEE L.
ZOVERFHEICHRT S & HiC, HELRCHEEBD .
AR L C ORISR SN a1k, BREES
ERBVWEIEET AL, [17.1.5 B

8. EELEARNIE
(heEEHE)

8.1 KHIDFGIZ L o THIET 2D 7 LV F — i B odE Ik
BEALT W REEA D D Ui T LV F — PR BT %
Y2 ik % 8o 72304 SEIRMABICEL L, Wi B 5% TI13gE
TIELIBENL DD, AHOHS WAL ERZ N OS5Ik
BORBEHRD ZOT, KRG P25, G557 L V¥ —
PEPEHE 2 024 4 5 ERI & MU 5 2 Lo BMEITH LT,
FERiORRZ . ENOOHRBICHT 2 HEBENEEZET LA
WEIRET LI &,

82 av i, TF+FI749FI—=BHbobNbsIENHIHDT,
B E T ATw, WY TES L) ICLTHEL T L,
[11.1.1 ]

8.3 RIAF o4 FitizZ I T A BEIIBWT, KA#HS
BMHBRICATEA FEZRITPIELAWT L, A7 04 P
OREDLE LY, ERIOBFET THRAIITI 2 &,

8. 4 ARH DRI BT IFREERVENG 98 % OV IR R 1E 2 56
M35 SV R BEIIRE D FEBATED ST b, RAIFER G- H1d,
IFREER B O HERS, I NI IMAF 2B, BE IR o AL, Ok
EPHER = 2 — a8 F—SITEET AL,

8.5 AHKNIIL-ANK CIL-13D FEAEHIC X ) 2 RIS IG 2 & HH)
T 5o 2 TGP A A BUEH 03 2 AR ARB) AR AE 2 B
LTV RN D 2, BEDPARAT G-I HFE R %
A2 L. PUFE BRI X DI MRAIER) 2 B 1Tk, F AR HUK
PWHMT B F TRAOPES 22—k 52 8, [9.1.1 &
iy

8.6 AHFLGHDEY 7 F v ORI, BEEESMHERISLTY
BWOTHEITAZ &,

8.7 AHN OG- FIEIZH 72 o Tid, EWHRICBNT, LTE
filC X 25, EMiOBEZEOEFEOS L TkE21TH)2¢, H
LG 0@V T, R EOZ M2 EHE ISR L.
RIS &= [F e Y Bk N - i A A N Q<R (e Ry U
FCOWTHEF T OREE»HH L, BHEHSLEZ0
BRHEEDSHERICHZG TEL I L 2R L LT, ERioE
REOL L TEMT DL, T BB AANC X 2B
HH35ED N2 B 6 R B OGS Ok 2s W 8E 2 IR & 7% 5 1] g
WD LHEEIE BEHICHOHS 2Pk 38, EiOEH
TCEBEICBETLIALBYANELIT) 2 &, T2, KA
B G5 REM OB EEb N B 5413, PR R~ A% 3
% &) BELEZORMEEIT/ERITH T Lo HHFEADE
Wz B L2V I ) BB NI ZORERITEREZRL,
FTRCOGBEDOEELREFEEHT 2IHEOMELITH &
BT, MNBEAOFGEEZ REET AR ZRMT L2 &,
(7 RE—HRBEX)

8.8 AHIAB & 5Ein S HHAIT % (. AFFL b RES
MASEZPHNTHLENH L L2 BFITTLTHIIL, &
HEHHRE LS L ERMER L) A THRETHZ &,
(REXZWE. BMHFAEMRMEER)

% 8.9 AHAOTHPIAHITHERI T ¥ b — VARG EL L 72
B, REiOBHE %5 X ) BEIIRETLZ &,



LBENEREHIHBEICHT 2ERE

9.1 BHHE - IEEZDH 3 BE

9.1.1 HFERBRBE

AH 2 $5-5 H NS A ERESRDBRET) o (8.5 B

9.5 147
TR L T W B WD & 2 LI, HHR oA
P fEkEr Bl IS N5 EIl0RKG5T 52 &,
KAl MeGAE/ Fu—FUHETH Y, b MeGlRHHKE
Mzl#Es s EBHMENTWDS, 7z AFOH IV
RIS = 7 A FVAEG L7ea, ks LRl
WCBATS 5 2 EHHERINT VS,

9.6 &L
B EOFREROCHAREORREEZE L, LD
XiFH 2B 3562 L, KAlOE FAHNOBITIIAWT
HHN, BHNIE MgG4E/ 7a—F ik TH . & MgG
WA HRICBATT 2 2 &b Tw 5,

*%9,7 /INEZE
(7 hE—HREER)
P AERER, HAERKOAER6 7 ARBOLRENRE L
7o BRI FRERIL FEHE L T,
(REEMERES. 1BMEAEMMERR. RE 24D BUBISIER)
AR R R E U 7 BRRRBRIL IR L T e vy,
RO BMERD)
6 R O/ R R & U R RBRIE S LT v
ERRBICB VT, 6 %L 12 R o /NBI K3 5 B 5-4%
Bidid THROLNT WA,
(REZHE)
12 A D /N AR 0 e & U 7z IR BRI FE i L T v,

9.8 EE
— R AEB R (RebhESE) 2MNT L Tw o

1. BIEA
ROBWEHDH 5L b LDdHbDT, BIEE 52TV,
WHEDRD SNTEIZREG 2 Ik T 5 % &) R LE %
152k,

1.1 EXAEHER

1.1.1 EELRBRIE
TF747Fy— (01%Ki) 2H@EENTW5D, MEKT,
BRI PR e, RIS 2E, D F o, WA W, 2O FERK, WAL,
MRS 23 5 b 2 WA H 5, [8.2 BIR]

1.2 Z DR DEMER

5%2L 1 5 %A BHEEA
JRYSIE B L Ml e, AL~
O35 A HUE A, HfA V<2
/S T VIV F =PRI E 9 . A
MR g% HIZ J5 Ji g, k£
Mg B & O TP ERB
PIEPATA

=l

ek | JE BT B8 L | IESTHBALKLHE | EARBALROE, RS
AR RE S NIRE 2 v
VRO, RS
Pt AR AL,
TESHBALAINIL, 1T
GHERGSEE . TEGHER

Bz i %%
AR R YFH
BB L %5
B Lk
=
z O i JEE, BRI JIIIRTR NIRRT

BRBIG

14. BALDEE

14.1 EEIRERIOER

14.1.1 & 5-112300mg > V) ¥ ¥ J 0°300mg~X > 13455 LL k.
200mg V) ¥ IF305 U LT CERICKE L TBL T e
F Ly

14.1.2 FEDPA® LD, AOL2). kTR b Nh2 56
KT v DIHBERA SN2 A RANIFHHA L 2w
Lo

14.1.3 HHHEMETERHADOF v v TENES LV &, Fr v T
ENLI-OEBICERGTAI L,

14.2 EHHRSEHOEE

14.2. 10 BEFEGHIMEES, KBRS0 EBEERICAT ) & &0 BB
BH3 %83 NTDO/ ) 5emZ AL TIRG T A2 L. i
BSOS 23S SN T W2 0Ty [l — AT ~#E D & LIES
THIELIFMTL L,

14.2.2 IEH B OFAATES$ 25 2 Lo KR AR 2 TR AL
BRI, 5TEERHOH B0, 7 b E— TR o iR
SE &L FAAIEES L w2 &

14.2.3 DHFEAEREGLEVI Lo

14.2.4 AFNE 1 MICaR 2T 2R TH Y FHHEHL 2wV
Z&,

15. ZDDEE
#k15. 1 ERER{ERICE D 1§

KA Z PG L7z & & obidEmbik (ADA) Btk RO BE&.
Ft 3 5 ADARGTE OB FE BLEN & M OV R Bk B PR SOE 56 BLE)
BlZOoWT, 7 PE—HEHREZE TR, HAZERENY
6%, F2%K U1 %, 12~1TIZZ N ZNH/16%. #3%
ORI 5%, WOICAEHZ 6 H H~1IRIEENRZENH 2% 0%
LOH 1% THh -7 EMEZEE T, ZRZENH 8 %,
1% OR 3%, FesstkoBiksms BH Tk, Thehiy
7% 1%KL 2% [ELWMBEAETIE, ThEhy
5% %92 %K ORI 2%, BYEMEENREESETIE, The
N 8% %9 3%M TR 3%, I EPEH BRI SIERBE T
X, ZNENR5% K2RV 3% THoTe BB, 7I
L ARBEOADABE UG FE B EI A, Fibi 3 2 ADAR UG FEH
EE R OHRIPUR GRS S, TRER 4%, F2%%
ORI 1% TH o720 FHUMMIE (10,00088) DADADFEHIBI (5
HUBHRE 1 %K) Tld. REOIRYBIRE L OH MTE~ OB
RSNz, MA T, BIPRMOADAICBE M L 72 i s & O
I Ak SO ATRRD S 17z,

16. EEHENEE

16.1 MFiEE

16.1.1 BE%S
H A A HE B A2 AR FH1300mg X 13600mg 2 B m] Bz T % 5- L 72
LEOT 2NV T OILIG IR EHER R R HE T X —
FIEUTOEB) Thor2s
100

—e— F 2= 300mg( 6 1)
—O0— Fa¥Nv7 600mg( 6 )

80

60

40

20

i 2 EV = 7 (mg/L)

013 7 10 1417 21 24 28 35 12 19 56
IRg ] (H)
ARHAN300mg X 1Z600mg % Bl Rz TG L7z & & ik i B HERS



AHI300mg X13600mg 2 Hla iz TG L7z & E DY HE T X —%

B Cou o AUC, "
(mg) (mg/L) (day) (mg - day/L) (day)
300 701
(6 1) 38.3+15.3 (6.99-10.00) 700+234 5.13+1.42
600 7.00
(6 1) 70.1+24.1 (3.00-702) 1780+699 8.77+5.18
Pl A ff 2%)

VD el GR/AMiE- K A)
TE2) ML P EE I IE ORI & At T ey N L7z & ORI
MO IR ERE O & 70 5 55
*%16.1.2 RIRIRE (KA)
7R K MRS, R0 BtERE. ]KE
SR PR P ZE PRI R OV R 2 ) 12 MR R S R
ICARFIZ00mg % bl TR ARG L7z EDF 28V 7T b
5 7R CEMEER ) 2RRERNRTE Y (HA AR
UCHEANT— %),
FAUEVRTO T TR

wie @ | wp | ™

7N E—PREE g 219 73.3+40.0 16
KRS 65 60.2+34.7 24

T OB RIS 62 635+34.2 24
S S 544 69.0+37.8 24

TRk SRR Rl AR 427 62.1+34.4 24
SIS BRI S SE 142 80.2+35.3 24

16.1.3 REH/RSE (IR)
INROT M= REEICARF  KEZES L&D
FLEVITO T 7EE CEEEERE) 2R3 (AR

j\?'— 57 ) o
FAEITD T T
B b 7k .
i AR ) | (wen) | B
60kg bl | 300mg Q2W 3 90.1+26.2 16

30kglh L60kg Al | 200mg Q2W 14 62.5+29.7 16

15kg bl E30kg A | 300mg Q4W 7 86.6+29.9 16

5 kgll L 15kgA i | 200mg Q4W 3 95.7+38.6 16
Q2W : 2312 1 G- QAW © 4381 1 |5

16. 1. 4 BEFEYENEERE
KANTFICME N DT > 78— b X ¥ MO L, BHEF#EY
BYIEMATIC X D SN2 A ERRIIA6LTH - 72,
BRAERBISE B EIAATIC & 0 2 B IRRERG O el 3% 50 & A H]
O ML i BE A E BT BR AR (AT 3 2 IRE ) o v e fiE 1
300m gk 5-T10~ 123 [ & g S iz

*%16. 2 IRYR
BEAE RISE W B REMAAT 1 & 0 HEE SN D T G- Mixt S 4
FTRATEY T 40k, 7 bR E K. WEEITEES. b
FEUkE DIBPEZRRE . S SR 12k PSRRI B R O
2P BRI SR REEOBTHEULTEY., 61~64%Tdh -
720

17. BRERRC IR

17.1 BEHMRUOREMI(CET 25
(7 hE—HRELX)

17.1.1 EBREFESLHEGFAEERR KRA)
AARDOSETA A Y 727 5 AP EICHY TS X724 FoE
FECHBEAR T 7% 18R Lo SEN S FE 07 P ¥ —
PER G 25 (AD) BE74081 (HARNEFHNTHZ ) A5,
274 FARANICEES L TARA0mgZ 28121 [
(Q2W) XidfgE 1 (QW). #% L < &7 v R &5208 Mm%
H L7 AABETIRES 1 HBICWEHEE L TAA00mg
DIFGEAT 572 R= 2 F 4 ¥ DRI X %43 IGA)
Z 2 713235+05. Eczema Area and Severity Index (EASI)

A3 TIE325129TH » 720 EEARIMEMEH & Lz

%I16GHEIF M OIGAS 1 HERE™ & OEASL75E K F" (250

T RAEBIZ 7 T £ KRB HABEY A E 2R (P<0.0001)

R AR LY,

1E1) IGAR I 73 Pl EASIA I 7451600 L, R OMKZET
25D 5 ADIZE O E 4 H310%LL L, # 9 FENRS A 0
7 O H KO M35 3 U

#2) G UMARIIRER o ELEE L. BIOY 78 2R
Vv, BIORAT U A FEEOE G OGHEE O

kL7

#3) IGAZA I 7H0 (28 ikl (13K o=
FTAUHE 2 mU LA (%) &L ERoEG

1E4) EASIZ I 7HNR—2F 4 ¥ 575% Lk L7z BED

BNy
7 N 5% - IR A TAH O R R O B OO
TR HEL D%
SRER QWHE | 7T bR B [95% 1= X ]
pﬁz}s), E6)
263
. 387 124
IGAS 1 &M% [16.3, 36.3]
(41/106) (39/315) <0.0001
. 457
1634 . 639 232
EASI-755% 15 (357, 55.7]
(73/106) (73/315) 200001
Z)FENRSZ4 | 588 19.7 391
SRR | (60/102) | (59/299) [285,49.7]
e | 349 124 225
IGA= LB | (o7 106) | (30/264) (128, 32.3]
. - 62.3 21.9 404
g K =

5248 | EASIT5 %% (66/106) | (69/315) [30.1, 50.7]
Z)HENRSZ4 | 480 134 347
JATESEETT | (49/102) | (40/299) [24.2,451]

e TR REEL DE
o N
H AR N\ 54546 H Q2WH | IR [95% 15 I Fi]
. 188 37 150
IGA= | B (3/16) (2/54) [-132, 41.7]
. . 625 222 403

168 | EASLTORIRE | (0 16) | (12/54) [125, 65.0]
ZHFENRSZ4 | 400 189 211
JEGERERRY | (6/15) (10/53) [-7.82, 485]

erewe | 313 111 201
IGA= LERH | 51 | (6/54) [778, 46.5]
. - 50.0 241 25.9
g K ="

5248 | EASIT5 %% (8/16) (13/54) [-2.15, 52.3]
Z)HNRSZ4 | 333 17.0 164
EGEEREY | (5/15) (9/53) [-125, 44.0]

K - HRTH 2300mg Q2W D AR

% (BI%D)

w1 SR iE#R 1 13 Non-responder & L 72,

W5) WM ONR—=Z T4 VIEOEEE IGAA37 3Xix4) KT
L L T#JE L 72Cochran-Mantel-Haenszel#t & (T 545 %1k 34l
HHHIZOWTOREPIZIIR)

H6) 77 bR L SARANBED LI BT 24 FAKHEZ Z 2 il
25% L RRET H T LT, MEDSL B %

7)) Z ) FENRSA 2T O HNIRKED B TPIIHN=2F 4 255 4 13
P LB o#G (237 okKkiZ10)

AHNQLWHECOREITEE33.6% (37/110%1) 2. 7IEREHED

FIVEHH13286% (90/31561) 12388 &N, T 2 EIEHIEAAK

QoW HECIEGHEBAL U 10.9%, 7 LIV F —PhkG B 954.5%.  HREGE

43.6%. 7 b ¥ —1EEz 8 423.6%. BHE3.6% Tdh > 72, (5.1 SHR]

17.1. 2 EREHEFESE DB AR (RA)

AADSHETA MO Y 72 5 AL EICHYT 52704 FAH

ETHREART %, NFEet LoBmHSE™ 252704 K

S SEAHESE S ML Ze v, 18 B B S E A 5 T ET™ D AD

BEeT1IH (HARNBEL0661% &) 2xfRIC, AAI300mg %

QW RIZQW, # L1379 R 216AMI% G L, A

HCix#s 1 HECwRHRE E L TARA00mgD & 5-% 17 -

726 R=ZAF A4 YOIGAR 2 71335+05, EASIA 2 7 1333.6%



140TH - 720 FEAXNMWEFMER & L7285 1% 16815 1o

IGAS 1 B R OEASLITSERE™ 128w, AR

7T 2 RBEICHAHEEICAA E R (P<0.0001) Sl R

L7=Y

1) A7 a4 FAVHSEBBC L D RIER GRFEAIZ. ik
JEROS. SHE R Y, Mo y) 207
B

7E2) IGAA I 7A53 L, EASLA 2 7251680 Iy o OMKFE
FEIT 5 D 2 ADIRE O EEH10%LL L, & ) FENRS R 2
7 O H PR KO EE3 A 3 UL

E3) HGH IR O EBHE L, B0 70 AR
Yy RBRORTOA RO SHE R OB OB

kL7,

W) IGAAITAS0 (HER) 31 (FFHEK) 2oOR—=2
FTA D2 HU LR (3% BERLEEOEE

1E5) EASIR 27 45— R T 4 ¥ 5 T75% L\ Lk L 7= B0
e

TN E—VERERE 5% - RS A I A B R O st ()

T REEL D~
SRER] Q2WH#E | 7T AR [95% 1= X 1]
pﬁﬁﬁ),?ﬁ)
277
- 379 103
IGAS 1% [20.2, 35.2]
(85/224) (23/224) <0.0001
36.6
- 51.3 147
EASL-755% 15 [28.6, 44.6]
(115/224) | (33/224) <0.0001
%9 FENRSZ 478|408 123 286
R (87/213) | (26/212) [20.7, 36.5]
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A3) 0-3 DAy — )V THHMII SN 5B E24ER 0% 9 FEDOREEE % 41
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7]] X 45 D
T (R=ATAIW) | 300mghE | 7T LABE | 050K ]
M 0817
6LU/mLAi | 0681 (149) | 0792 (83) | ool
w | 61TU/mLELE 0420
®
& | 167I0/mL okl 0535 (156) | L34 (70| o075 0,641
[ 1671U/mLuL 1 0685
M| ga01U/mL ki | 0016 (164 | 1008 (8D | o400 106)
. 0375
H9IU/mLELE | 0402 (157) | 1291 (77) | (on’ e

[/ A - AR (5D

7)) Pe 5 AER. ML R— 2 T A VIO MR EEER X 5. N —
AT A4 VEEDICSHI L. 1 4F LN oo 3 s 34 8 o0 Jg A= ml $ % 36
2R E L. BENBoONBERM A+ 72y VERE LA
ZIEMRE TV

INA F == — DR RO 5128 % O E LIRESE 5 HFEV, (L)

DAL ITTHM)

112) MEEOBMEZAGVER T a4 FELD IR ED
Beh 2 e HHENEA NV b EEORIEIX ABEA L
CIIHEWBIR BN EZTOURM B 5 H%5E %
VHEET D, LI CITE o 2 HEA X b

Y552 % £ COPEEIIEE OB EEMRERES XY PO
EMSEHE ITTHH)

AHHE AR
(4631) (46811)
WEZE (N - %) 453.1 4518
RS () 296 422
A ) B g 1 T
(il A - 4) 065 093
i)
& F?Sffé%f 0.788 1113
(05,19 (21 i1 [0.655, 0.949] [0.941, 1.316]
77 R REEE DR 0.708
[95.19% 3 #IX ] [0.583, 0.861]
pfiE™ 0.0005

11:3) 5236 [ O B G g A L 2 WA XV b o e, 52
JEHE OBHHI B S N 72 BFNEORE TR S 72d 0

11:4) 5236 [ O WGBS L G A S BL L A XV b o Ee B
ZHE Ly B8 i, ICSHE, A2 ) —= ¥ Z OB,
N=2 T A YWGOBEBIAEL, SERPIGEHT 1 45N O gD 5
HEOCOPDREOIE A M B2 FHI L L L, BIEMH o B
Wftiz 4 7 &y MK E LR R E TV

15) A RKHEM4.9%

SUESIREES G RIFEY, (L) oZfbst (ITTHH)

AN 75 b R
NeRSA Y 1284045 (462) | 132+046 (468)
P 12388 1434055 (444) | 138+051 (437)
NEATAITED | 142037 (444) | 0062030 (437)
At
7T XKL 0 0.080
[95%15 X 1] [0.038, 0.122]
P50t 1444057 (421) | 139+053 (418)
NTATACHRED 140039 (421) | 005032 (418)
ZAbat
75 KL D 0.076
[959% I 1] [0031, 0.121]

< NR=ZAFA4 LD bE | 7S5 RKBEELED
7]] X455 ’ iiisi?g
| (N=2ATA) | 300meht | 75 L+ [959% 1= HE[X 1]
e 0194037 | 011+041 0.09
150/l Kl (176) (83) [-001, 0.18]
lg_} 150/uLBL E 0224045 | 022+036 -0.00
ip | 300/uLokilk (168) (90) [-0.10, 0.10]
iﬁ% 300/uLY I 036+039 | 017+039 0.18
¥ | 500/uL A (131) (66) [0.07, 0.30]
, 0504045 | 0224041 0.30
500/ uL.BLE- (135) (73) [0.19, 0.42]
N 020+037 | 017+036 003
2oppboAil (309) (141) [-0.04, 0.10]
o 25ppbLh L 0.32+0.40 0.18+0.37 012
| 50ppbkii (182) (94) [0.03, 0.21]
. 059051 | 020=048 0.39
50ppbAL 113) (73) [0.26, 052]
e | 0212036 | 0192039 0.05
611U/mL A (143) (78) [-0.04, 0.14]
| 6lIU/mLBLE | 028+038 | 023040 0.05
i | 16700/mLAi (151) (73) [-0.05, 0.15]
% | 1671U/mLE L 0.340.47 0.08+0.31 0.26
B 4491U/mL i (156) (83) [0.15, 0.36]
. 0394049 | 0.24+046 0.13
91U/ mLBL T (154) (76) (001, 0.25]

IR (B

7A:8) GBE ERE. VERL. B E. MUk, N—2 54 YoM IRk
X5, N"—=AF A4 YREOICSH &, FFAIRE AT e 5-8 & GFAl
MORHEANEH, R=Z2 54 VEEOFEV i, N—2Z 51 ¥ Ll
BE RO HAE M % S e L Z-MMRM#:,  HI B 21
unstructured & i€ L 720

ARFNI300mght T ORI 1222.6% (143/63261) 2. 79K

TECI314.0% (45/32161) 258D S, E4REIEMIZAHIZ00mg

WTRG AL ALIE14.9%. EGERALIFIES. 9%, TEGHTALZ 9 HEAE

47%TH -7z, [5.8 BH]

(SRR R R)

*%17.1.7 EEEESE IHERHER

LABA, LAMAKR O A AT T A4 F3 (EART T A IS
B2 OYAIZLABA K ULAMA) O FIfE TR 5 7%,
40 LA L o121k B S PR il e U 03161 (H AR N 1360 % &
te) ML, BAAEEOPH T T A#I300mg% 2 I 1 [,
XIx7 TR &2 M Lze FEFHGEE TH 5 N
SIF TS DSV B L VRN B A X > b AR JEBIR™ 12
BT, AFFHIET T R LI TRETWICHZE R R ZE
L7z (Pfl : 00005)”s
1) S SZIERIE 55 OFEV,, %5 ) Wi it A%0.70 A4 2
DRE LRI 5% OFEV, A3 T il D 30%#70% L T
DORIEHIZE, AN O 1AL H AR ORI AT 2 0]
PLESEEEOEAT] B L EA»ADOMRCEUI N A 7 —
)V CGrade 2L E. A2 ) —= ¥ ZFEEO I P IFERER B A
300/uLLh L B

FIgmRR R (B

116) 123814 X352 5 O 558 AL RSES G5-MFEV, (L) »Z1ti% H
MR L L, #2580 40, MR, B, Hs, ICSHE, 2271 —
=V R OBREERG, GRS PGB & R s o 58 HAERT
N—=A T4 Y REORE LIREFEE G WFEV,, FEV,OXR—=2 75 1
Al & R O HAE M & F A L2 MMRMi%:

AHITECORMENE75% (35/46451). 7 F & R TI1E3.9%

(18/46761) 2@ b, AR THRDZ A oNZEEHIX

TSI S15% TH o 720 [5.11 1]

(BEEESBHRISER)
17.1. 8 ERFEESE TR
FieEg A7 FE (JHERSNZVEEEZERE) 2Xo
THRRARF ™ 2, 185 LA 53 2 0F 5 18 VLR Sl 46 8
H4481 (HARNEHAB % &) 2GR, BREEHAT O
A FEIZEI L T A HZ00mgZ 523 B 238 12 1 15 (Q2W)
(Q2WHE) XA e D243 B 13 Q2W % D #4528 $ T 45812 1
Bl (Q4W) &5 (Q2W-Q4WHE), % L 137 T LR %52
5 L7z 300 EEERMEEFAIEH Td % 574248 15 5
DRFEA AT, BHFEEE A 37, Lund-Mackay (LMK) X
ATDOR=ATA V9 5DOEALREIIB T ARABER (QQW
BENOQ2W-QAWEE) 137 T & KB HA~EHN I i
ZR L7z (4 Tp<0.0001)"",
WD MMBFERTT7A5ULE (FRLAaTIE2ME), B
PIEIEE R 2 7252 LR TR 1 2 2 5, WER
ER g (AR %) Lol ZofosEkz
THHEE



N=2A T4 V95 OEROFIE-E R OB ITTHM)

- KAPEGREE | 75 2K
ph (2056) | (1536
L5 6.18 596
B2 a7 ZAL -1.71 0.10
7R 0% -1.80
[95% 2 IEIX 1™ | [-2.10, -1.51]
P 246 2.38
AR A ELIED _ _
5| ST AL 1.25 0.38
E 7R 0% -0.87
gfl [95% (5 1™ | [-1.03, -0.71]
| PG 18.12 1765
§ LMK 2 = 7#2 AR -521 -0.09
7w KR L D -513
[95% IS 1™ | [-5.80, -4.46]
P 5w 1353 1378
UPSIT™ 2L 971 -0.81
7w KR O 1052
[95% 5 HEIX 1™ | [8.98, 12.07]
A A 75+t
A H Q2WEE | QQW-QAWRE | KBt
(150f1) (14561) | (15361)
PG 607 6.29 596
ZEAb -2.24 -2.06 015
B 2a7™ | 7T R
Lo -240 -221
[95% 5 HEIX | [-2.77, -2.02] | [-259, -1.83]
FH':J] iE5)
PG 248 244 238
ZEA b -135 -148 -0.37
BHEREET | 7T R
B Lo -098 -1.10
i [95% 5K | [-117, -0.79] | [-1.29, -0.91]
?ﬁ FFﬁ] 1E5)
02 aikd)
38 e 1842 1781 1765
E 2™ -683 -5.60 0.11
LMKZ 27" | 75X
Lo -6.94 -571
[95%( S X | [-7.87, -601] | [-6.64, -4.77]
f'l:ﬂ] iE5)
PG 1346 1360 1378
AL 953 999 -0.77
UPSIT™ | 77 4%
Lo 10.30 10.76
[95%({Z X | [850,12.10] | [895,1257]
FHI:J] E5)

#2) BEA7(0-8 p); BPAEAEE(0 -3 14); LMK (sinus opacification
on the Lund-MacKay total CT) 227 (0 -24,1); UPSIT (University
of Pennsylvania smell identification test) (0 -40)
BEZT7, BHEEEA T, LMKA I 713227 ORP D
UPSITIZ A 2 7 OHINAEE % KT 5.

H3) F¥fiE

H4) AT

#:5) WOCF#ER UL EACA LR GbE2RETHEICL Y, R58, W
BOIRE, PR OS2 2R E L, R—=2F 4 UM% L m
& L7 L5 i it T L 720

16) QW & QQW-QAWHE O P4

AHFQWHE T OREIVEA 12242% (36/14961). Q2ZW-Q4WHET
327.7% (41/148%1) 7 F & RRETIX22.0% (33/15061) (272
B b, RFIQIWHE I U'Q2W-QAWHE O T 7 Rl A A X 1448
TEALIET 4% e 10°6.8%. K ONTESTER A B 3.4% % U5.4% T & - 720

*17.1.9 EIREVEHR

Fiie g 2704 FE RIS 2VWHEEHR) 18Xo
THRREARTHT 7, 185 EO HAAND 5E % 05 12w
R EHDH R, ARERAZ 704 NEFEFAT T
AF300mgz 23412 1 1ml, 52 5 L7ze B, 516
ROUBOWMIEEDORBERAITHNXR=AF4 v Hh 562501
B L 7B Cid, %5240 DU, ARHI300mg % 4 3812 1

MG AT 52 EBHASN. TEAWMFMIER T
H LB GHUABEORTRITHR—A T4 5 1 AL
L L 2o 9B o d141392.0% (23/2561) Tdhr - 7=,
WD WMERFERI TS UE (FRALATTIE2D ). &
MEREE A I 722 DL ETHETIYN L 282 5, BT
ERLGR (FRR BRER) LvolzZoosmike A

T 5 HEH
N=2 54 v oHDEbE
AHiliE A (2561)
EREN ] 64+14
BRI T P 5240815 15 D ZEA LA -24+17
P2 45-523 8 15 DAL E -2.2+20™
P50 27+06
B PR T P 5240815 15 D LA LR -16%1.1
P 555238 15 D ZEAL R -1.8+12™
-1 18.3+4.2
LMK 2 22 7 P 1524385 15 O 2 AL E -5.6+45
P 155238 15 D25 AL -7.0+44™
I R AR

H:2) BEATT (0-8 10); SHIFEEEE (0-3 £1); LMK (sinus opacification
on the Lund-MacKay total CT) 227 (0-24%)
A AT OWHDUEEEERT %o

#3) WOCF#ER UL B A L% b 7T & 0 i L7z,

4) 524U, AFI300mgE 4 I 1 B GIEE L7z 3 B0k
e ai.

RFEIE 8% (2/2561) (2D S, BEANE (1), &
i (1) ROTESRAALE (14) Thoio

18. IR

*k 18,1 (AR

FaLENLVTTIE, B M vy —af F VAR, v —uf F
VA3EFROBE RS IA LTV BILAZ R Ko T 2=y
MIEBRISHATL I LX), IL4RCIL-130W & 7 F
MEEZET 2 B8ETHIRZ ¢ MgG4T / 7 10— FILHik
THbo ILAKTILA3E T I ¥ —VhRfE %%, REEEES, 4%
FEUOBMEERE, K& LNE. B EENIREE RO RE
ZRE ) B YRR SR OB BV TR E 2 E 210 ) Type 2
YA PHA Y THLY,

18.2 IL-4RUVIL-133 T FIVUREICHT T 2 1EH
FaUE VI T EEBRMEICE FL4Ra 12K A L, IL4K O
IL13% 4 L7237 F WAEE % in vitro i Din vivo THIHI L 7217,

18.3 2 BIREETIVICH T 5 REMFIER
WP~ 7 AIL-4 % OIL-4R a DAV IO 5 %2, 43 %
v MRV TER L ZEETREY Y AR W F Y F=T L
W VR TYpe 2RIEE T NMITBWT, T2 L< 7L,
MEFIgEREE, 7 Ly RN IgGLRES 2 KT S8 5 &
&b, MRFEE BRI, MORIR AL Az S ONU B il i & S
L72%,

19. BRI TR 2 IE{LERIAR

—fRWBIR D TV T GEIE R Z)
Dupilumab (Genetical Recombination)

P B FaEVx Tk v M vy —a g F U AZHR
Do TIZy MIHTLEEFMBEZE T
IgG4E/ 7 u—F VHATH ). HEH233% H D
T3 BRI Proll Bt STV, T BN
RTIE, F A = ANA A Y —PRHERC &
VLSRG, Fa¥lv T, 42HOT 3/
FRIRIE O 72 ZHEE (p48H) 2 AR U219 0 7
IBIRIEP SR B (k8H) 2ARTH SN
BHEY 3y B (G #9152,000) Th b,



20. IRV EDEE
Ak 20, 1 WA HILY M L7283, AMEICANZ T E25CUTT
BAEL, BHDWNIZEN S 52 &
20. 2 AMAEPHERIGEE L TRIFT 5 2 &,
20.3 AAlZimD72 ), EHHLCH S 2w &, 720 KAz
REH LanZ &,

21. AR
B3 ) A 7 EHE 2 LD b @YNIFERT 5 Lo

22. A%
(Fa2E7€> PETE300mMgX>)
2mLx 14
(FaEY€> FETFE30Mg> U )
2mLx 14
(Fa2EY7t> PETE200mg> o)
1.14mL x 1 AR

o3 EEXH

1) #ENERL - BN S T AHHL AP G-30% (20184F 1 H19H K72,
CTD2722)

2) AR T MY PR E SR A g & LR A
T AH B 3% (20184F 1 H19H K2, CTD2.7.2.2)

3) AR T MY PR E SR A g & LR A
AR BF e R (20184F 1 H19H KRR, A Hp.33-
34)

4) Simpson E L, et al. : N Engl ] Med. 2016;375(24):2335-48

5) LR Ak 6 4 HUL RIS KD 7 b ¥ —hRE 28
H ARG & U7z T AHBF B e iR (20234F 9 H25H
AR, A FHp8-11)

6) FLNEE  ASEIVEES R A G & U7 EIRBS L A T AHER
B (20234F 6 H26 HKGE, A Hp8-9)

7) FENER RO BRI EE S & L EER IR
£ T AHEAER (20245{3 2 119 HRZE, #FA&AMEHp.7-9)

8) FLNERl ¢ AU S BURE AR G & L 7z EIRS L [ A8 T AHER
BR(20194F 3 H26 H KRR, AR Ep.15)

9) ALPERL - R PEPAZE T B R A g & L IR R A
MAHEER (20254F 3 H27 HAKRFR. s i #p.8-10)

10) Bachert C, et al. : Lancet. 2019;394(10209):1638-50

11) #LNER  BEE L BRI EREE 2G5 L Lz

PR IV A R
12) AEPEE - JEIRR S A SEBLAER (20184F 1 H19H K72,
CTD26.2.1)

24. XEEEKERUBEWEDHESL
I 7 4 pka st
<3 ) A=
T163-1488 HHASH X H =T H20% 2 5
7 1) — %4 ¥ 0120-109-905

26, BIETREEES
26. 1 BL&ERSEIT
/718X

T163-1488 RRAHBEXRAME=T H20&25

26.2 BRiciesE
USTROY - v AV ERAH






