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BWERIZOWCHIRAZ AR L, SHELAFHEH L ORI, BEBEENCOE L& Lz, 7z,
SMEERARRER CRE 0 HAVIZRIERNZ, BEEARRT & L CRidi L7z,
<BE>
B =T LXK —MEREE E5 L UZEWNE /IR ERER (203-3-2 3 Bk) 2B\ T, BIfE
ROk Gk L e o TER— B 2 LUF IR Lz,

& BMEROE-OBRERELG S ER—R
El/AER | BERATY | RBIECORET? |[BRETIEETOREY?| BRECORLTY | &R

10 A%/ B F BT 11 12 15 [EK;)
30 R A/ B i B 80 83 80 [EKi)
FLY) % 19 22 22 [FI18

10 AR/ 5B vk
AT Ebn 19 22 22 =15
30 AR/ Lotk TN 22 48 49 [EKi)
30 R/ 1 ey i 14 17 16 [EK;)
20 R/ 2tk $IB 139 169 209 =15
10 AR LeVE | ARk 19 42 40 [FI18
E 9 PEIE 1 26 25 [EK;)

10 sEA HME
A HEL 2 26 25 [FI1E
WL R 1 113 127 [FI18

20 AR/ Lotk
LR 1 113 127 =15

1) MedDRA/J Ver.15.0 (28-S & | JoAsE (PT) Tildl
H2) BEBMmEAZ 1 HAE LCGRER
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INRE =T L — B REE 23R L L ENSIAEEARRE (203-3-3 #5R) 2B\ T, Al
VER OG5 % IEE 2o - ER—EZ UL FIZR L,

x EHERDEOHREHIEERSEH—F

/1R BIWER4E? | B ETo R | HEPEETORETY | IRIFEToORK®? | i
10 mEAR/ B D SHYR 9 10 10 EFC]
10 sk AT/ D »*®5 17 18 18 [EIES
10 F At/ otk LA 10 12 12 [F118
10 sk AT/ D BN 59 71 61 [F118
N ] g 0 % 1 14 14 [E1K7]

10 mEAR/ BT
7 LSEIEREAIE 13 14 14 [F178
A HEZ 5 FEAE 2 22 10 [FI1E
N 1 et BT B 10 22 10 [F118

10 AR/ B
AT M= HE R 10 22 10 [F178
M Vel R 10 22 10 [E115
10 R/ A D O efEfE 8 169 176 B

1) #ERE CUIMREE) oo LHIC X Y 5Pk L7ES]
1 2) MedDRA/J Ver.18.0 IZ5-5& | JuAGE (PT) Tildl
3 FLBMEEZ1IRAAE LCRE
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HEMNRMEFRARREERVBRRREERE—&E

R FZTULFMEREBEFLENRE LE-ERERKHER (203-3-2 HEBR U 203-3-3

HER) I2BI1T5

ElF=:
203-3-2 i 203-3-3 R 203-3-2 #Bk & 203-3-3 RO 7
2 VERHAM 2 A PERE A 22 VA
KRB 627 KRB 221 KB 854
FIE 3 B8 399 FIVE FA S8 B 5 150 FIE FA S8 B 5 549
(%) (63.6) (%) (66.1) (%) (64.3)
FIE A B 5 852 FILVE FA 8 LA 351 BIVE RSB 1203
BRI P | @A g | mig |
BES
A 106 ;’S;%Ei‘ 2 v | 16 | 183
M EZ 5 FEdE 91 FEZ 9 FEIE 51 MAWEZ 9 FEIE 142 16.6
1 JE PN AS RS 64 I8 NS PR Ja 20 I8 N AN PR Ja 84 9.8
H OSERHE 60 M O 9 A OSERE 69 8.1
- EE‘E 146 g EEE 113 BT - FIE 34 40
77 AENNRK 3 77 ZPENNR 2 )
% 16 [T 2% 10 HA% 30 35
EE D FEIE 7 &E D FEE 10 &E D FEE 17 2.0
g% O FEIE 11 AIEZ 9 FEIE 3 OB 9 FEIE 14 1.6
ER 9 ER 4 R 13 1.5
JIE EBAS Rk 12 — - PR AN R 12 1.4
AR 6 AR 2 o
T i T 5 HERR - AR 12 1.4
L 8 L 3 T 11 1.3
F DR SR 7 1O RSk 4 1 O RS 11 1.3
1 ek RELAT B 4 1 e AL B 7 1 e RSAL B 11 1.3
i35 5 20 2 20 7 0.8
M RZEN TR 3 1 FZE PN JFa 3 1 FZE PN JFe 6 0.7
M - 4 M - 1 M - 5 0.6
HIg% 3 RS 2 RS 5 0.6
BT AR R 4 — - BT RAE R 4 0.5
RE AR 3 — AR 3 0.4
EE = 3 — fgsorFiED 3 0.4
T 2 — — -
. - :rl;—/zﬁé@i}_ 8) 1 —
E R 2 — - —
O N HZ AR 1 M PNz 1 —
I 1 £ 1 —
RS 1 mp=3r 1 —
FEGRY —F 1 — - —
{5 1 — —
BILW 1 — —
EES 1 — —
Ell e 1 — —
(RS 73 1 — —
G~ 1 — —
1 eI ik 1 — —
25T E 1 — —
e IR BE 1 — —
— - [ )iz 1 —
— W 2 JrR s R S e 1 —
— [ELES) 1 —
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203-3-2 BBk 203-3-3 #BR 203-3-2 3Bk L 203-3-3 B OAE
2R LR MEREAR 22 AR A
GBI 627 KRB 221 N 854
R 36 LA 5 399 Bl A R BLAT AR 150 Bl A R BLA A 549
(%) (63.6) (%) (66.1) (%) (64.3)
FIE A5 B3 852 FILVE PR B 5 351 BILE FA S B 1203
BRI 4, i | EERIA % e pge |
FEIRER. MERE & UHEIRES
IEE P i 50 U 81 MEEI N o ke 27 MEEI S ke 108 12.6
S e e e L 0 | 105
1 ENHEE R 10 1 PN SR R 3 WHEE R 13 1.5
N[ S 7 11 NH S R 1 NIH S R 12 1.4
— - DAY 4 DAY 4 0.5
b 3 X 3 P EE 6 0.7
5 B Of i S 3 3 B fl S 2 3 G f S 5 0.6
— I R 4 I ] 4 0.5
MEEI A B Ja 3 — - A A AT e 3 0.4
ISNEN 2 — — - -
i 2. 1 ! 1 —
i 1 — - —
B AR 1 — —
— - T LV —PENHEE S 1 —
— MR HA P 2E 1 —
- TP Rk 1 -
HE L URKES
HZ 5 e 44 H% 5 i 15 HZ 5 i 59 6.9
HA PR 2 — - — - -
SRV ST 1 - -
— - HE SR 1 -
BES LUK THRERES
A2 5 A2 4 A2 9 1.1
EAR 4 E 332 3 E AR 7 0.8
& 5 FERE 3 & 9 FENE 3 & 9 FENE 6 0.7
S5 2 S5 4 F&i5 6 0.7
7 b —PER g 3 — - 7 N E—PE R E 3 0.4
ST 5 P 1 SHPEZ 5 P 1 - - -
R 9% 1 — - —
T LV —PER R 5 1 - -
P 1 — —
— - HLBE 2 —
- 2 1 -
—f% - SHEEES LIRS EMIOREE
FL I 4 FL 3 WEE I S 72 49 J 7 0.8
) A R 4 a5 A e 2 Jfa e A R 6 0.7
g 4 JIE 1 JIE 5 0.6
F i) 5 — - 1Y) 5 0.6
5 B 1 (Y=Y 1 — - -
L 1 - - —
IR RES
Eb ) 5 sV 1 IRV 6 0.7
fE AR 2 — - — - -
FEPED 1 — —
R EL 1 — —
J SR 1 — —
- - SHIRH 1 —
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BIIVE RS BLFI%L 399 BIVE PR B 5L 150 BIVE P B 5L 549
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FIE A5 B3 852 FILVE PR B 5 351 BILE FA S B 1203
BRI 4 g | miem s g | B pge |
ERERRE
AR ERE G N 4 IR EREHE N 1 I AREREHE N 5 0.6
TI=UTI) N TAT = 9 TI7=YT /) T ART 2 1 B
Z —EHEm 77—
TANRTXUERT I ) bT 1 _ _
VAT =T —EHN
TSR LR 1 — —
e v Le i 1 - -
i 7 v — ks 1 — —
M Y o L 1 — —
Y I NEINV T AT = 1 — —
7 —E M
b HRER R 1 — —
T AT A e 1 - —
BES & UHERAE
LIEEDS 2 - -
SRUE ok 1 - -
ELZES 1 — —
IDMEES
B)E 3 | - 8% 3 0.4
ARfEE
il N 7 1. 1 — —
— - IR 5 FERE 1 —
- AR A v R 1 -
mEEE
1ICY 1 - -
— AT 1 —
mES LT VI REE
- | |V oS | 1 —
1) MedDRA/J Ver.15.0 (282 & . #ERIARSME (SOC) 12/ L, HEAGE (PT) Tridk
7 2) MedDRA/J Ver.18.0 (22 & BRI (SOC) 12/ L, HEAGE (PT) TRl
7 3) 203-3-2 iR & O 203-3-3 SER THIBL L 2 RIEHIC DWW CTEE UTFmAR X 217272
T 4) 203-3-2 R & O 203-3-3 SER DO ARFIE G HERFIHU 3T 5 Bl LR
7E5) 203-3-2 RERCHRIL L2 [OVEFEAE), 203-3-3 SMBRCRIL L7 TOMERIE) KO TOREER) 285 Lz
76) 203-3-2 BN 203-3-3 B CHREL L [T 72 EON%K] KO TOR%) 2K L
W7 203-3-2 R CRI L NHEAR) & [0 ICHARx 7
1 8) 203-3-2 WAL ¥ 203-3-3 AT, WLy FERE (LLT) 28 [H%AFR) ThHEIEH
H9) 203-3-2 B CHREL L7 [DFEHEEAPIE) . 203-3-8 BUBRCHHL L7z [OREHEEAPuE ) KOV EEEARPRIE 2B H L7
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WAAT oA REFELICB T 20 B EALORH 2 FHEMEE & 3 25 B|IEA(L —EERIEG

BRCRRO L IVIZRITER Z LA MR LT,
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H2) V. 5. (1) BRERF—% /3y r—v) DEHBE
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BI|VE F 3 B2 784 T 4 4 0.7
T RS 4 3 0.5
= 1E3) " " A b 3 3 0.5
H Nk 476 | 296 53.8 R R Z S 1 1 0.2
1 e N AR PRk 125 | 109 19.8 EHVEE 5 FEE 1 1 0.2
M ez 5 FEdE 76 74 13.5 i R fR A 21 14 2.5
[l e i 80 71 12.9 A IR ER AN 7 6 1.1
H D SERC 53 50 9.1 TI=UTI) NIUATT—ERN | 4 4 0.7
[ FERERR 17 15 2.7 TANTRAET ) 17 A7 2 7—0HE 3 3 0.5
HEAR 15 14 2.5 VINAIV T VAT 2 7—PHII | 2 2 0.4
PN 14 11 2.0 i1 el ) I P e 1 1 0.2
NEEBAS ek 13 11 2.0 A~ [T Uy R 1 1 0.2
HEZ 5 FEIE 11 11 2.0 ~NET T D 1 1 0.2
mR 8 8 1.5 M7 VA VR 7 7 24— 1 1 0.2
1 R N e i 8 7 1.3 SR B 1 1 0.2
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HE 3 3 0.5 SERKIT 1 1 0.2
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i3 2 2 0.4 MR Z 5 FERE 5 5 0.9
L 2 P) 0.4 IS Higr v R 3 2 0.4
R ) 2 0.4 7 LU —EER e 1 1 0.2
[ PN RzIS: 2 1 0.2 IR 2 1 1 0.2
e Rt 1 1 0.2 IRHgZ 2 FEiE 1 1 0.2
{55 1 1 0.2 % - AR TONR I ORAE | 7 6 1.1
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my=3r 1 1 0.2 efiapeain 1 1 0.2
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e - 1 1 0.2 JRYLE 1S L OV AR BUE 6 4 0.7
FFEREREON S A 1 1 0.2 Bl B e ¢ 2 1 0.2
MR 25, ERE & OEhmfE & 157 | 123 22.4 LU STR 1 1 0.2
EE| il e 64 61 11.1 HEK 1 1 0.2
i N 57 50 9.1 S BE A% 1 1 0.2
i 5 11 8 1.5 =R 1 1 0.2
N[E S 7 R 6 6 1.1 Gy A 2 2 0.4
TP 3 3 0.5 BT L L F— 1 1 0.2
54 P 3 3 0.5 B E 1 1 0.2
1 e 5 3 3 0.5 i 2 2 0.4
BESE bk 2 2 0.4 o 2 2 0.4
M S fl Y ) P) 0.4 IR L OV 2 2 0.4
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N[E| e 7 A 1 1 0.2 FERENE 7= i 1 1 0.2
IR ] 1 1 0.2 B, TR L OSHI RO E 1 1 0.2
Bk 1 1 0.2 Y (GBSO Y —7 &5 Te) :
<L 1 1 0.2 S i LA 1 1 0.2
R 1 1 0.2 M L OV v SRS 1 1 0.2
B L OvkgEE 54 50 9.1 F 1. 1 1 0.2
HZ 5 FEhe 47 44 8.0 AR L O s 1 1 0.2
H Pk 2 2 0.4 PR 1 1 0.2
HiE 1 1 0.2 ifn g i 1 1 0.2
A =T — LY 1 1 0.2 1EFTY 1 1 0.2
Hg 1 1 0.2 B R B L O A LAk = 1 1 0.2
ELREIEIA 1 1 0.2 VU 1 1 0.2
RS 1 1 0.2 1 3) h[//[edBEKA_/gI \(7%1)5‘% %dé‘ . BRI (SOC) 125y
N S T . REAGE N
G ] g J;EF;&’ AL = 1 4) BRI A B BB A
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BlE RO EEERRFINR
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THILLZRITER O BEREERIFEBLRIL 2 LU PR LT, BEROZ S IBZETH Y |
FREI L2007,
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& B D EIEM

R FZTUILF—MERXBEEZAIRE LEENSE I/MARRKHER (203-3-2 HER) (2H1T 5811
DEEFEFFETRINT (REMETHIR 627 51)

eI R i
¥ | B | EBER (0" | M | Bl | BB (%) | K % | RBE (%)*
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* PR DR BRE ™Y

X IMNRAZFUILXF—MHEXEEEZNRE LE-ERNFEMEBKSAR (203-3-3 RE) THT5
BEMEAOEREENRRKR (KEMFFMExR 227 4i)
3553 Hh 4 3
%% B | EHE ()* | K Bk | FHE (%)* | M| Bk | B (%)
349 148 65.2 2 2 0.9 0 0 0.0
kBB KT DI B E R T
EREER., AHE. EEERUVFHOBEEE R OEEARTREE
AFNOENE AR R (203-3-3 #5R) OEIEE GHECTHRI L CEWEHRBLRIL, WThof

XTI BNTYH, T BRI LERAAEKGERE TE o T2, ARNEGHETORIWERFEIERIL, 12
~1T D B~11 FRIZ A Em o T2,

£ MNRIZTFUILF—HERXBEZXNRE L-ERFENHBEERRKRGE (203-3-3 i) (BT 5ER
X2 R DOEIERFRT KR
5~11 % 12~17 i%
(259 1)) (199 1)
y EIfEM S (o . EIfEM % (0
%k S FEIRR (%) % S FEBLHR (%)
75 R 133 28 21.1 98 16 16.3
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9. GRBREBEHRERICKRIZTZE
BRE I N TN
10. B=&E5
BRIEIIN TN
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14 BREDIE
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WE OBERNCHRTERO W=D, BEIS AT S 220,
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EINTEBY., AEOEMTHALT Y AZ—— N THOIEBEMREN NI Z LN HRE LT,

CAFNFVARME AT D20 W AR Z T U A2 = — F bR T & & FICE A
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IX. JEERIREAERICEE T SI1EH

1. ZEEREAER

(1) EHEEHER

[VI. 3h3KBL BT 2THE | OIASMR
(2) B M EERAER

BAN-v A
(3) ZDth ) F=FE K ER

MR L

2. SRR

(1) BRI 5E R
M EE e L
<BE>
HRIE TG LIZRFOBMEFRMEIC OV T, ARAIFEEEZ Ao~ o 2 26 [ KEE TG 5E
B (58 0.9, 3.5 (N 14DU/ead/H) OFIEFGHFORRZ2 S L ICFHELZE 2 5, #
NOREFIZEB O THETHNIA LT, —MIRBBIE K MEE CEbIT R 2T, S UADK
=T VAT AQHERBR GBI A O EIL 14DU/head/H (k& EKHEDORK
1,100~#9 1,900 %) % LEbor@EEEZ LI,
Fo AFRE L AN -7 v & 3 B MBER N &Gtk (%55 : 250, 500 &Y 1,002mg/kg/
H) moEHEE 2T v MOOKER O#S L- o Rtk m ks >V CE Ml L2/ 5. Wh
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(2) R BB EH MR
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FEBNLA LT, 2 mER Ol #E L2 R 3 2 2B btk n oo, BEMEREIT
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) Ef=E R

1) BIREREZEAR (/n vitro)
ARBNOIEIFZEIRE B 7% Salmonella typhimurium } O Escherichia coli % W RGT L 7= 7k
R BB TERERFHRIETEED Dol

2) BEEERER (/n vitro)
AN OYARIFFRIEICOWNT, b MR Y 78R E AWV CTRET L7/ R, S-9mix OIEFFTE
T 20 FEEALEE D 3,000pg/mL DL FCYL RS (MERE) O HBUIREA N L7223, S-9mix
FE T ROIEFMET 3 BERALELCIX, 4,985pg/mL O fE42 &t X CoHE CY iR
IXFE O HALIR DN o Ty BT I b R B3R 2 S0 U 7o #52, Wil o Ye bR BB CRlZE s vz
Ye o R B O MBI O BINIRD Sy, FHMEIIMRE I ho 7,

N -ty ravEXR—aVEER (S b - BOKS)
ARFN OB BEAMIIZ 31T D/ IMEFH RN K OVIFiE & H 12317 5 DNA HBEMEIZSOWT, 7> FEHWT
et U7 e, /ISR 36 M O DNA R EMITR D S e o 7z,
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(6) B AT BR
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(BN /IR EG R EER) (2015 4 9 H 28 H#&#. CTD2.7.6.4)

: Efficacy and safety of the SQ house dust mite sublingual

immunotherapy tablet in Japanese adults and adolescents with
house dust mite-induced allergic rhinitis.
J. Allergy Clin. Immunol. 2017; 139(6): 1840-1848 (PMID: 27864024)
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R ACARIZAX 12 SQ-HDM oral lyophilisate

e (£ %17 : ACCARIZAX., 7 A U % : ODACTRA)
St ALK-Abell6 A/S
KA 2015 49 A

FTE - Kk

Standardised allergen extract from the house dust mites Dermatophagoides
pteronyssinus and Dermatophagoides farinae 12 SQ-HDM™ per oral lyophi-
lisate

* [SQ-HDM is the dose unit for ACARIZAX. SQ is a method for standardisation on biological po-

tency, major allergen content and complexity of the allergen extract.
HDM is an abbreviation for house dust mite. ]
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4 CLINICAL PARTICULARS

4.1 Therapeutic indications

ACARIZAX is indicated in adult patients (18-65 years) diagnosed by clinical
history and a positive test of house dust mite sensitisation (skin prick test
and/or specific IgE) with at least one of the following conditions:

- persistent moderate to severe house dust mite allergic rhinitis despite use
of symptom-relieving medication

- house dust mite allergic asthma not well controlled by inhaled corticoster-
oids and associated with mild to severe house dust mite allergic rhinitis. Pa-
tients' asthma status should be carefully evaluated before the initiation of
treatment.

ACARIZAX is indicated in adolescents (12-17 years) diagnosed by clinical his-
tory and a positive test of house dust mite sensitisation (skin prick test and/or
specific IgE) with persistent moderate to severe house dust mite allergic rhi-

nitis despite use of symptom-relieving medication.

% - &

4 CLINICAL PARTICULARS
4.2 Posology and method of administration
Posology

The recommended dose for adults and adolescents (12-17 years) is one oral ly-
ophilisate (12 SQ-HDM) daily.

Onset of the clinical effect is to be expected 8-14 weeks after initiation.
International treatment guidelines refer to a treatment period of 3 years for
allergy immunotherapy to achieve disease modification. Efficacy data is avail-
able for 18 months of treatment with ACARIZAX in adults; no data is availa-
ble for 3 years of treatment.

If no improvement is observed during the first year of treatment with

ACARIZAX there is no indication for continuing treatment.

BRI D SmPC (ACARIZAX : 2021 49 A) KONPSUR (ZH-S&ftd# L=,
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H RN A
4 CLINICAL PARTICULARS
4.2 Posology and method of administration
Paediatric population

Allergic rhinitis: The posology is the same for adults and adolescents
(12-17 years). The safety and efficacy of ACARIZAX in children <12
years of age have not been established. No data are available.

Allergic asthma: The efficacy of ACARIZAX in children <18 years of age
has not been established. No data are available.

4.8 Undesirable effects
Paediatric population

ACARIZAX is not indicated in children <12 years of age. Reported ad-
verse reactions in adolescents have been similar in frequency, type and

K > SmPC severity as in adults.

(ACARIZAX :

20214 9 1) 5 PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties
Paediatric population

Clinical efficacy in adolescents (12-17 years of age)

Allergic rhinitis

The efficacy of treatment with ACARIZAX 12 SQ-HDM in house dust
mite allergic rhinitis in adolescents was investigated in two double-
blind, randomised, placebo-controlled trials (P001 and TO-203-3-2). In
these studies a proportion of the subjects were adolescents.

Other paediatric population

The licensing authority has waived the obligation to submit the results
of studies with ACARIZAX in children under the age of 5 in house dust
mite respiratory allergy (treatment of allergic rhinitis, treatment of
asthma).
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