A

B B

g
T

v

BAARAD &

B ik ¢ T H R RBWAI0581021 2 23
B#EAR CERNE

wesEE 1 02-25700064 o4 23107

Mhax{E A 02-25798587

& F1% 4 * haorder@zuelligpharma. com

x # EPRRABRELNR
X
X H 3 THERHE 112 # 12 A 05 8
X F R 112-34]-000217
] AN ELH DB HERANI) &Ry N2 ES "Acarizax 12 SQ-HDM Oral
Lyophilisate (Fr#%, & F4el2 SQ-HDM) | H E# 2 F & > doiREAK o
%
— N RNE LA TR HAERATN BN Z AR TAcarizax 12 SQ-HDM Oral
Lyophilisate (FT % 3L& F4el2 SQ-HDM) |, (#r3r Bk £001074%5%) » A% FREA -
#SbEkHt -
— BERREi o LHEERFTER I NSRS -
Z 43 TEIERREWE ) RPEKE=ZE T REXRZIHEREE > Ballug
MAEE ARARBIESHEHLBIRESE  FrmMERT, -
WA ESES RN SRR RERERAT LHEE AN AE -
M TRAN g ¥! Ry N, 3 Egmra*:j
M RBEAX-EHBEA -HE - HAESD &@Js}ﬁm}\j

Fﬂﬂ ﬂ ré ; ﬂq;{’:“gt;f_"‘ :

|

SiEMy [zl

o




BEEE TS 001074 5%

BRETEHRR W= E R 12 5Q-HOM Page 1 of 4
Acarizax 12 SQ-HDM Oral Lyophilisate
BER L
{h& [1065079] {hE& [1067757]
-t 0.0  NHMEMKTHE001074E B I ﬁ F ﬁ
3 o] 52 37 =212 sa-HOM oS fo ﬁ §
ACARIZAX' 12 SQ-HDM Oral Lyophilisate ~ *e A C AES& A)Z\ oo
, 000
SEACEBRAEA 12 SQ-HDM Oral Lyophilisate ': .:
EMAR B IHRS 08 )
HEERMFEN 00107480 o
1.3 M
3. X8 :
! El
3=y e 1.4 R@ini

HeZERER  SRLREER - REA ML E RS-

BE&EXREE. W, K84 REE, REBMUZIER

GRS 3

44 BEEEIRER

HE{RAT M =B % (eosinophilic esophagitis)

B A ERF I E T $EMm IR R R E A0 6B &R G
cEHNRAGHERENIFRUERELER ' flan - FEREHS
HIETRE  EME -

51 WR/EMBH

R P AL i R 3 (eosinophilic esophagitis)

BREAEAEAMREIIE MR LIREFELIM R ERRERRH -
SHRALCRAARENFAMEERIEER - FU . SWE NN

HIEARW - FEALE NSO 5 B8 M1 -

EEE‘I""( i
RN

=
=
=)

==

R =)
=1
=

3
:




BREFHRR

BIEPEEIM TS 001074 5%
PaizEirE T8 12 SQ-HDM
Acarizax 12 SQ-HDM Oral Lyophilisate

Page 2 of 4

BEA BEE
4.8 FRKIE 8.1 BRREERIFRA/FRKRE
BX¥R | BRYRWMthroat irritation) RER |RRAERYE (throat irritation)
. % B8 W - R M (dysphonia) ~ FFREM - OB e SR - Bem* - 5y M (dysphonia) - FEIRE M - C105A 5 -
3T R Bk B3 - B 2R R 1 7K B
B R N roag | BE - AFTE - Rk EERAT - R HEAR A Fowg |ME - WFRE - B - IR - AR - TR - IR
% T BWAR - B R X WOE - MIEEX
FR | WK MF A - B PR CHAN-RFTE - AEKE
%R [ RErE RS AE . OER AR WK - WK - OB
= WM - BN NEFR  ESHER SREYR W
NEBER - BK  KETR - BREM WK MR [T WEM - RS - O SR B0 ORFE
N LR Wi EM S% REM - Opas -0 |||SEATRE OREBMATH - ORMMEN - DR - KN - W0
aw | * | pa s om0 omTE - OREEG Fus |WEE - SR - STAB - AERS - AEBNES - &
B ORMMRBER - O SEKHE - @it il L R bbie _
—_— EEL - Z0E - ZHAS RERE - OF ZR IR PALE Rl X (eosinophilic oesophagitis)
EREA_ZSMN: S%54A2 EHRTHRR - BUDRE : SRERSER( - BE2SHBRRE - 1E

EHBETINR > BIZAIME: RRERSERL BEXSMHAE
BURFE ~ MEMKIE - FoREE - (PIRER - ¥Sc® B0
ERMRMERBAREL - REMAM T E Tiek  RECYFREER
HREORERMBERKG  FEEBELT  BRIFEHREARS -

& Rl 8k A

BT R R & R
BRagtELmd  BHRREUTRRERER  FHESKEUZE
A/ AT  ERBRZABBERTARUTRRE -

TP >

=

ke - EREE - FRAYE - BENE - KDRNEEEIRS - SRR
UL TR REREFREBLELRSNBESMERRKS - EERERT
MIFAEMES SREXAFRE@RES. TRRERBR) -

RHUA R b HE R #

*EEFERTRRAZ[EZMMNAD S ERAMAEAE -

B2t LhE  BERMARRERER  THSERNZERNONGE/RET
& - BREXASEERBT ARG IRRAE -




BEEGWMFE 001074 5%
BRBBEHRER == Fe 12 5Q-HDM Page 3 of 4

Acarizax 12 SQ-HDM Oral Lyophilisate

BEE BE®
5.1 #EWEBMME 5.1 #EYEME
. BN 12SQ-HDM RN R
o sovou]_swn | nnn | I e »
= =W AN (1 /] AN ns [1¢ U HNR p-l
EY LT, AR | o | @yt |Ansd] -6 7T
ﬁ Ii ' ﬁ w 5} m] “ FAS-MI'(UMEW!Q“) 318 5. 338 6.81 [031501984] - 0.004
FAS-MI(W S T 198) 1.09 [0.35;1.84 = '
3 Ll piae o.81 L ] D008 FAS® (3992 1) %) 284 5.53 298 6.76 (o ;'92_1296] 18%
FAS® (WPiSm) | 284 | 5.53 | 208 | 6.76 |09 (035184 18% . —_—
5 FAS® ((P{IH) 284 5.88 298 7.54 1.66 22%
REXEFEES | AM | 85 | AR | 85 | #82° [Hy%d|o-@ BHERIRS
AL ERE S FAS® (WGE8 R4 W) 284 276 298 3.30 [0,,%.?:89] 16%
FAS® (IRSEFISR) 284 2.76 298 3.30 fo.54 [0.18,0.89] 16% - FAS® (P{i®H) 284 298 298 398 1.00 25%
FAS® (i) 284 | 2,98 | 298 | 3.98 1.00 25% ! R RMNS
ALABES FAS® (533 T )8) 284 222 298 283 [0_32213] 2%
FASb (RS 8) 284 2,29 208 2.83 Io.so (0.08:1.13)] 21% = FAS* (P{iI#) 284 283 298 4.00 147 29%
AENM RS Mis
Fas® (htam) | 284 | 2.83 | 298 | 4.00 117 20% | - i —
FAS* 241 79 257 9.12 . 13% 0.029
| 31 &850 | [043;2.28)
FAS* (ch{i8)) 241 8.38 257 10.05 167 7%
FASb (WRTI5K) 241 7.91 257 9.12 |.21{0.13;2.28)] 13% 0.029 RIAREERAMS (RQLQ(S) 195
FAsb(‘Pmn) 241 8.38 257 | 10.05 1.67 20% - 2 ase
AL EARME (RaLA(S)) B2 Egm r ”
T

SiEMU Bl




HENEEMF 58 001074 57

BREFHRER M=% F i 12 SQ-HDM Page 4 of 4
Acarizax 12 SQ-HDM Oral Lyophilisate
BE PEE
B&E —2e+oF9 A2+ IR BEBSmPEe 201863 FTFrBA- | IRE : CCSIv.08(14-Jul-2021)

BEBHR—~—ceStv06)-

ik K Y ME: Catalent UK Swindon Zydis Ltd.

Miilk : Frankland Road Blagrove, Swindon Wiltshire,
SNS5 8RU, UK

BN - ALK-Abell6 S.A.

Wit © Miguel Fleta 19, E-28037 Madrid, Spain

RN ARG BRAR

MEut ok oK M E R B 1 #BRR A0 B 9 15

Bi: XDTIRRBEMRAR AL DT

ik BAAHPILERERE =ER495%548 - 618 R 515k 618

®a%5: (02) 2505-0828

“INSOV92201+0- 10420 Hft—

oo -

INSOV9220201

HiBERTER: Catalent UK Swindon Zydis Ltd.

Bt: Frankland Road Blagrove, Swindon Wiltshire, SN5 8RU, UK
BER: ALK-Abell6 S.A.

Mt Miguel Fleta 19, E-28037 Madrid, Spain

_HREER  sARGBERAT

MU
BHE:
ih 3t

HEHARRMTE 1 HBEME 91 5%
XEDERNARATSES AT
ETPUBRERE =K 4995518 - 618K 5158618

&ah: (02) 2505-0828




JOLAvAgN

12 SQ-HDM
ACARIZAX
12 $Q-HDM Oral Lyophilisate

MADLRNRRE
RPWENER 0010748 [ ]

L1WARRAR

ST ER 12 SN

H-RN TR N GO DM A YT f T
AR ERAR S FERWLT AN,

#5010V R R TR0 M— At
L P luum UMHNL TR
WG,
1.2 ORI

Geltln (AH). 1
13ma Y
B ER [ ]
L4 WANW

ELCTT-T m;mﬂ;L a.umtﬂm ML

[
A
ARAARRLE (2550 BRI 2 MG

w..un ma‘umk ..!MIFJ ]

Hﬂ ﬁﬁ F&ifns
R/AARHIGELU) AW ANMNS 22 SUH 8 R, A7 L
Y. 2 MMA (B

03 LR,

L1 mikRR

L]

TR R 1500 A TR A R 08 (12 50t
T N VM A L R urrlw
Leb R PR TR A E T ol Rk R E R T e
A LA T L M I ) R B
l-mn!nan:.axunntm“llt‘.u-mm;.a.n
WA TR R

LALL T -
ERFATSTUTNEMEAR TR H L s
B FA AR A RS T e - TR R R
SLI0, TR

£3589 :
HARARCROETRABHMAG L R AN

I

Tt L EMNE, SNEEF N R FENNER RN

M LRER G S FREREIH FANCRTERRA CARA
1 !gu«)n

HE U FREGRARBECK NN GRNE R, RER
=AM BT RWEA TN, KA S ERRBRA L
PR ENRBE

RS ARG N FRSMMRA
l' ﬁﬁﬁi! FEIME»D‘.’W&II ﬂﬁ.!"‘llﬁ A&7
1RT; &, (ENm
ansmusm.

AN
“m (Galatln, Mannttol Sodium hydroxide) il
BUKEIN TS, W~ DS ON (FEV,) I MBRTON2 A
(RSN ROT).

RN AN A,
RN KL, AW A

& FRN
umlmn;ln:mm RARE. R

5.1 RE/ENER
g!‘il.ll‘lznmamtﬂ-
i =i,

AR RN — AN LR, TRl
LAl mmmm.lmzm&m.; B
LT, m-_u.mmmu. RN
SR DR SN AN SRR FRE TR
A, P R B i a0, IR A

BROEA,

HEENEARNARERASRTENNRES S ALEN
NGB LT L L

mé‘numnnmmms

Ceamw

SRS TRASRRINENAN
L1 LTS

opaK

WAROERA (M0: ONEX NN U!III!ID') om
SSCTRANYEC] 00 FA LA 5T AR 57 NI 0, MERE A AT
AXTHEAS, namnumnm;\.nlu
RN, BNOENOER

[ TFT T
MRS TSN, WA SRR 3| QSRS uN
‘-F» Iﬁ.h BB AN

lunnnnnmumngumn
0. BUMANAWRERNRTE N ROEER, W0 AR
AGTAQ, RFLBENNEING,

LTI v

HEAERENAR ANERAA
D, B, HRTMAA

HAEER NN
M & TN

AR

BRLETAIRAND RRESN, ANARE, Nt oA
GRA, ERARIE TR SRR 0.

53

B A i SO S YT T M IOBLE . IR,
SREALLE TR DR NN LENNEN. B3 RRT
ll“%‘Fl JSERRAS TEAREEER, TRGW

HMAR (ERNIYE) URMARMENNRLE TN
BERR NRERNAR. RIEWRANENA. ARASR
BERA

6280

ENNENEN IS TSN RLORER M. SRR
ERTERARLE FENNE.

S.INENRHHTRANE

AN SRS TRBEENDSIARRN, &~ AR
ANRSEXNSEANRNIRLS TREGLRMIATN
axaRa.

L]

ENEAMRTRNSEE MM, Gy R ARBENAN
ARSI, MM RARCIRE ORI T RS A
HAGREON AN, TRMLIRNNY, 5y RNE—,

MR

8.1 ASEANBTA/ FREN

ReIENBIN
ENARREARRLE FENNE, EREUEREERE

SRUEE, BEF—ANER(1-307), AR A%
SR5. BEALEWD . MSWENAN) REEGENA

J8 PR ETHRASH A, 2 RGN 5 I
SR, ANTREENANSONSNARN (DRS. WERE

.. .
SWRRAS NRENDCSANENEN.
HREU!'“E?MAW““XI!‘F“. (DR

a:
THEASERNARGES WA ERWNIK RIS TS
RRUREDENFANAIRE. (SRR RY 8N
ISR N 0 AR RS MR B W D AL
FAABREMEEMMedDRA MK, 38 FHEN: AN
R (#1710}, (»1/100 9 <1/10), FWR (#1/1,000 W
<1/100) ] (#1/10,000 B <1/1,000}, MMM (<1/10,000}.

=il

) RS n—
AWM, KRR AABRN RS
BhANELARD [ L7 AR
e e TR T T 32 50 HOM. M RSB R MR TRANEL2 50 oM
WA WA A TR, BT AR R, WA
e - — L5 B LS AT . B L W
6. PR B PR AR 1 RO D, X AL,
AR |nuwa AR AR R,
TR . AEAY
RA LLLS W
R 10.1 fvBMN
ACARIZAN - X IRANZ
RORsRAmAT  (SEN.[WAS R BRI TR AR, A VARSI R
RN R@Fa
CEAERN Rl L .u' ol . R 11, TR
= —y e gﬂmmzrn'nnmns 2ETH.MTART
[ W R BRI dyaphensl AN, CEAR S0 FENRA 5 K. ZE RO AR
FRRE BN ATTE B4R UL RS, TR0 SRUY, SUSR L F-‘-“n"'s
R EAE ATFARNAN 10.2
R | SAwLAUAR, DN i iy e
ErEarRa WRRIPHAN AL, LEBnM
: AT R LT R M
e ﬁv Tix
" ]
4
t.:\ Mm—nbhu(iuunvnm-.
AL ENRLENE
samn.nea e -
DRASN S A AR, B AN A, e TR 7
HALHRR [ryrtaenb allerghc ramctinea] SR TR8 B |mnapig. i ol mRILAan "‘ﬁ*'“’-—:
mﬁi LLl ] mmm‘h’. REREN VAL RURRR.E. ZHME.

M AT

m
MR T PORR L 0T A BUMICUR ALUARE o B 0 LS. A A, PR ml.llll“

il L
25 T, P L 3 S R 0, 00 T M A, RN 8 I 8 R, WL
T RENAE

nj

angertians cclls] MU T SRR AOG, ANHNERE

BRI RUNINE ML (SO M WIR AR M| ) F il

3:)\!0:»?75]%&aTuE-Tla'ﬁﬂ-ﬁﬂ“Eﬂ
! o}

REMANRENR
AT SRS A. L&V RO A
QNP“I%IQ#R&!RWIN;

llimr muunn*unmx; B W — TN
YRR R R T NER T AN,

mERnAT




MERIT) -6}
MERIT, iE wzm_.maun;eummvn'
AR SR A

%ﬁégiljiuu OSQ-I!DM asean_m. g
e

N

. & B\ ARG
o R R R s

« TERSHMA ”N.mm“ﬂm.m

’%:m F‘!Eﬁ" 388 AT

ik BTt R AR IIE
Sria

B ‘umnrm i aw?n?
ECETAREL 0 T,

. .I'MI%&.B

F RN R LR

lﬂm'lﬂ!#u

om ASRRPAN
Bion . AERSL

AURADUABBA
. ERAN A ED

win |
Fas socommmiom ™ an m | e | oot
= tasning
as cama M) 4 553 » [ IM':I'N e
Fads cHE ) L a5 el ¥4 [ n :
w % [ ™ [ 130 ilﬂ»gnll on |
| 2 | o | 3 | w00 | mx |

EBtIhB‘J!.Iulllil‘tlﬁl.l

{HAMMRTO-

o ELARM AR R IR L,
HW IIFIIJ‘*!LNMIA-
(!HE'MDJONM ARBNRLRA=E, SRS

FHLMB12SQ-1IDM. 6 SQ-HDM BT M,

+ TEAGROAARS/\ANRFIIME2EEMRNT
SHTCRS) Rl

Tcns lﬁuﬁtﬁunmﬁm-!nwﬂu AWK,
ST T BIISIS) LIRS0 R oS
mmmmuri)guﬁmlmuuu R EREY

B sumu - S

th
Qllkbﬁf MTCRS VA lﬁﬂlﬁl
TCRSHIBE A PIMAaLD (AR

4| e

ZeMAN. O ﬂ.ll

»FASMI;,

#l~)lﬁ (FAS MR DAWEHS “mﬁ‘

bFAS K2,

€ “' kkmml&u 5Q memi 20IW.

P125Q H
’I!Eulﬂﬁ;‘isﬂ HDMIBSREIN

71
" ﬂITm“Mll} SO-MUM,
i haenM 10, BB T SR L S5 B e P
I L] M‘Igl A2 S HIN MR Tt 1] AT

NI {35l 12 SOV
I!l!.llﬂ'lu‘ll{u TP SHERA 21 WS LX), [l T
208, METY 8 5. 85 L1EL PR AR T IV R
534 RET1, RIGIEY 137, MFTE . 95% Cl [120;33%],

RHAA

swan

BALE FETREMT N LARZAMA KT aR
mh 2 & FROMLENN

l!.

oy

L-AIamba:
B|HYE T @12 5Q0HOMA W

05 MVLLEERATMEME AL S TIOR3 BSREE).

:ﬁ'ﬁ ARES MMREMANRABNIE TR R0 EEE

B NP TN AI0: AN LB AT AN SN B F
M. ARNAMA M ETAN WEARSRNE, it

QE‘!!W!!I SLUES inmunnmmmg PO01
a1 16-103-3-2).

> POOIMGRIARIBLAT Mnlﬂﬂlﬂilk/lﬁl‘

m:umamwm;&m& 4821

RARNZE)  RRE VRN H!SHI!IL(

11 S%HDMEEN!’?,&I i FERSLIAT IW A 5

drumu KMRE&HI]

ETPRFIE R (prime
nmrsuaf
EP iuu ur 4 EIJ!‘

IﬂJH L“ . mfms

. m—ana-a-zluulmnmmmn l;;’n
MR L S

: }"'l ‘})kﬂ'ﬂﬂllﬂ?&ﬂﬂw

narpa 0L

WT4I ||.Iﬂl

s tmm

| -

AT | | a3 [ fsa n

TCRS” IATHI 095 X0 (101l combined risaien scon)

2 ANCOVA

k m.wu-n HUSST ML R (PO By
)

112
l: M NN mﬁmzwnmunn

" L 3

TiEPU RIS

831890

SR AANLIE ), B 210 E TR,
LR 5 DRI RA R
hEERREECN

13,208

BROMEFiT

13.3 Mt
ABI0 G WRRIAK S

FUTRICTS .08 (14-1i2021)
EHRIINS10iv92201

ALK



