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Country Procedure MA date/status
Denmark Decentralised procedure 23.09.2015
Norway Decentralised procedure 29.09.2015
Germany Decentralised procedure 01.10.2015
Finland Decentralised procedure 05.11.2015
Sweden Decentralised procedure 12.11.2015
Austria Decentralised procedure 26.11.2015
Slovakia Decentralised procedure 27.11.2015
Czech Republic  Decentralised procedure 02.12.2015
32[ 317}?1%* France Decentralised procedure 15.01.2016
Poland Decentralised procedure 22.01.2016
Italy Decentralised procedure 26.02.2016
Spain Mutual recognition procedure Pending
Netherlands Mutual recognition procedure 18.07.2016
Switzerland National procedure Pending
Turkey National procedure Pending
Australia National procedure 01.08.2016
USA National procedure Will be  submitted by Merck
Canada National procedure Pending
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Country Procedure MA date/status

Denmark Decentralised procedure 23.09.2015

Norway Decentralised procedure 29.09.2015

Germany Decentralised procedure 01.10.2015

Finland Decentralised procedure 05.11.2015

Sweden Decentralised procedure 12.11.2015

Austria Decentralised procedure 26.11.2015

Slovakia Decentralised procedure 27.11.2015

Czech Republic  Decentralised procedure 02.12.2015

France Decentralised procedure 15.01.2016

Poland Decentralised procedure 22.01.2016

Italy Decentralised procedure 26.02.2016

Spain Mutual recognition procedure Pending

Netherlands Mutual recognition procedure 18.07.2016

Switzerland National procedure Pending

Turkey National procedure Pending

Australia National procedure 01.08.2016

USA National procedure Will be  submitted by Merck

Canada National procedure Pending

=7t 7t =7t 57te
dot3 2015.09.23 gac 2016.01.22
L ER0| 2015.09.29 0|= 2|0} 2016.02.26
=9 2015.1001 A H 2 2016.09.19
meae 2015.11.05 HEaE 2016.07.18
e 15 20151112 AL 2016.08.24
A E 2|0} 2015.11.26 2T 2016.08.01
< 2 H}7| Of 2015.11.27 o= 2017.03.01
HIa 2015.12.02 ZHLtct 2017.05.04
ne3A 2016.01.15

1.3. 43 45 M2 R A8

* IgE w7} <Al

g Solue a-guAa

7ol o3t A 27]4d Hd
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o, AHe) Aw

CARaAY A SAANE, ATl AZE FeANS, LAY 23 e WA % ARl Hefol
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2. Tx=ZH-EClzEy ME 3 MESY MZEo st X=(EF #St AE)
2.1. 989°%E(Drug substance)

2.1.1. ¢utg R
« WA AUANEY] AAFEE - o7t FUANEY] FEE Dermatophagoides farinae / 4 HUAX
7] %% Dermatophagoides pteronyssinus
o F% : HDM DSs& Hi%A|Zl HDM 27 2, Dermatophagoides pteronyssinus (Der pte) %
Dermatophagoides farinae (Der far)ollA Fdl® &2 FEEo|v. 249 DS+ wid 2 7t Ao

=29 Tggoltt. o wEh, A e d 72 B A EE gih

2.1.2 95 FE A HFE

iy O AN A8A (OpH O¥AERE O FHE 084 O 7E)
TEAY (O w922 O A8 O <55 O 7F)

| IR s R e O ZdE/3 2/ =843 2

OEAd  O7EN8  OAZY O F2E/A kA

A G0 478 4e W A)A

2.2. A9 °FE(Drug product)

2.2.1. A7HA8 57 GFAA, HAA, SF2A, HolAd FHFal= B9

sl

2.2.2. YA FE NEIE

[ ks O 2IAd A (OpH OWFE O 7))
TEAY (O 954 O 7eh) m AxgE/58

B EFAE O7EE O 33A9 0 EF5/A A
A58 2o] HE 9 WE 7] Akl

e
N

AT

z
B Eal/SEAE W ARG DA/ AT LA 2
O 554012/ O SARFEANA/SAET3EEA 3
O A3 B A=A O B3 EAANE O 2840

E 3 0O IN3 O 71er

=
AEANG O 4293

* ESNE 1 AN E FYUAN

c e IARREAY, 989 YARAY §



3.1. 9899%F9 A

« =20°C % 5°CollA Hd 3670Y et 7o A3
7hE, S 2 7EEAIE 20 gist A AlE
3.2. $A|9fEe] AN
AEEF Az |71/ A2 43}
A7) REAE 25C/60% RH Alu Blister =k
=N 40C/75% RH Alu Blister =k
3.3. ARAIS 9 =9 HIIEF
« NAEZ A gk AFALE WELT] Any (1-307), 39 — AXUZEE 36L<HAZANA>
LY XAo|ng 30T V8T 2 FHLFHFTA >
3.4. A A AR 97
o AFARETIRY AR ShAA AIE AT AlEH U
4. Mo &st X2
4.1. SAA AR T8
_ Fojut
AdER | FRAT |, Fo971zt s GLP 2
H
) NOEL 14 DU/animal
[RERS M ELE
H;;j]j CD-1 Phy2 E;}T 265 5.10 uL O |31z A g&3e] 19009
Tetlm Lileind e P e
Salminella
Ames |typhimurium ~4590 ug/plate O |4
A E.coli
574 |94 o7k ol 1500, 3000, 4500, |2k 20A17F =E A A
Alg | oAk 4985 ug/mlL A o) e
< 250, 500, 1000
23l = ’ ) ©°.x
A = 0, 450, 900, 1800 NOEL 1800 DU/kg
A4 Segll |CD-1 w}9-~ SC | AeNL6-GD7 DU/kg O B
» 4Der far ¥ Der pte?] FE&E TFEY HHEFA 542 vpg-2of gish 2657 AlgAlA AT (m2.6.7.7,
AEHE VPQO001). zHz: 47 12utg]9} obA 120te]2 FAE 3719 w$~ 280] 0.9, 3.5, 14 DU/day
|02 Der far ¥ Der pte €HZ2A £S5 Foldodrh, 18 50 kg A9l Aol digh FHwjolzt
AmgeEth oF 19008 o =l HseA Y dERSS ETY 293 o R fEeukxel FRH4e
& TRty F712 vl A 6vke] 2 4R eukert dix2ay 18 gt 72z aj g =i o]
3 BFEEL 265 FoF ARE Wby o]F Agyd Wty AA e 3= teAS Hrlelr) Y& RS
AASA] ¢ 459 73S AEsGiY 2Ty A8 2 S8 E 872 5 uLE @3 5o Wt} 1
|F A5 5-20% (HAS T 479 5 ulE 23] FoRgi)



B B, QA 27, AF, GOl A, AAPAA, AAT (B2, g, PIITA, KA
Ve

28 9 24Wes g BAs,
=]

=
« ARHOR 265 F<F Der far @ Der pte EEES AHaFolste A& Wobdol $4381% 2 NOELS 14

DU/animal® A4 1},

5. 2f2|=Hgo| st XI=

« SLIT®] gk aafol] it Aotst #-871de bdsiA delx Al &t SLIT9F #edste] 2AME A 7}
F AdsHA AR W9gsty setres @3 A ddoltt. tard ATEelA dEEal 5olA IgE #HEe
SLIT A& AAF & S7beARE AJZF el wet A8 A2 Bodnks AMdo]l YFHAT. 3 g7
o BaxeA, e 27l SolA IgG4 #MS SLITE TEHoR Auwhd daEdA F7tE At (Bousquet
et al. 1999; La Rosa et al. 1999; Lima et al. 2002). A w3 =4 o], A34 A5 Th2 Wg (F
2 IL-5) 2 71& Aol oigh sak JE ke AAAAE ddAFAA (Durham et al. 1996; Furin et al.
1991; Wilson et al. 2001a; Wilson et al. 2001b) 12|31 &g 27] AW FEEZA ATt (Brimnes
et al. 2007; Brimnes et al. 2009; Neimert-Andersson et al. 2008; Rask et al. 2010a; Razafindratsita et
al. 2007; Santeliz et al. 2002; Taher et al. 2008; Wiedermann et al. 1999). o|&3 A% FrHo HAa
= 243 T ATy 58 B3 wHadzAd 7|9 Aoz Aoyt (Francis et al. 2003; Jutel et al.
2003; O'Hehir et al. 2009; O'Hehir et al. 2007).

« ARl W FE9 JES dExE Aol gl TEEAA YEEA Holt ¥ 85 A3 L=

5
3k IgE wkgo] RHENA dHl2ds dst Folshr] do 4" g vk AHES 4S5l (Holt et al.

C A A S4Bl A FHG T IgE MY spmAe HARA Qgon ol HaRe] ¥ du=Ae] 3
rAoE §4EE ANHET. e ATEL A4 B4 LA Fo 0 wezAdehle Fa 9%
g vl ol AT T4 AVoIA $ARALE FF B A L §5E ANHL AT Eriksson et al

« AWA A=7] (HDM) dd=714d el g o s= AW Edo] wRHoU (Cates et al. 2004;
Hsiue et al. 1997; Sato et al. 1998; Tategaki et al. 2002), AW A 2=7] FEES o] &3l SLITY F&EA
S/Ee A871dE S Awd Rde Aot Yu B wRATKI oa wie EddlA (Yu et
al. 2010), Der-matophagoides farinae (Der far) F=ES 0|23 S
Az} vlaste] JuA FAer] gy Ea FEES U (IN) F9 A 7
3k SA A A, 9T AAE dEblth v 284 T AE S7He #2E A Tourdot B &
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Figure 1 Prophylactic effect of SLIT with HDM extract in mice - Flexivent (invasive
lung-function) measurement - Study outline

Sublingual Treatment Chailenge
3 % per week
]
-28 r.l di [ ] T d il‘ ﬂ?
sublingual Challenge/dose d 12
treatment/dose Flasvanl
i PBS [3x/week)
n PBS (3 3 1.5 DU Dev B-13 d 23
Brfwest) g ali ather
w 12,6 DU Der far 1.5 DU Der far 813 analyses
(3 week)

Female Balb/c mice (E-8 weeks old) were sublingually treated with a dose of phosphate buffered saline (PBS) or Der far
extract 3 times per week for 4 weeks. After 4 weeks treatment, the mice were IN challenged with PBS or Der far extract on
4 pceasions during a period of 3 weaks. On day 22, the Mch (Flexivent) challenge test was performed.
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Figure 2 Prophylactic effect of SLIT with HDM extract in mice - Flexivent (invasive
lung-function) measurement
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Airway resistance values in response to increasing concentrations of metacholing (Mch} in PBS and Der far extract treat-
ed mice. Group I control animals receiving PBS sublingually prior IN to challenge with PBS. Group Il sham-treated sub-
lingually with PBS and thereafter challenged IN with Der far extract on 4 occasions during a period of 3 weeks. Group I'vV:
reated sublingually with Der far extract and thersalter challenged IN with Der far extract on 4 occasions dunng a penod of
3 weeks. The study showed that SLIT with Der far extract (group 1Y) significantlty prevented the subsequent HDM induced
airway resistance compared to buffer SLIT treated mice (group Il upon Mch challenge. Airway resistance in mice receaiv-
ing SLIT with Der far extract (group IV} is at the same level as mice receiving buffer in the Mch challenge test (group I).
Shown are individual data including mean. * P < 0.05 and ** P < 0.0 (group Il versus group IV comparisaon).
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Figure 3 Prophylactic effect of SLIT with HDM extract in mice — Whole body ple-
thysmography lung function (non-invasive) - Study outline

Day: -14 -7 0 14 21 22 23 24
Sublingual treatment: 'l' "' I “‘ 'I
12 DU Der far P P
3 DU Der far S
Buffer IN Alrway
hyperreactivity

Femala Balb/c mice (6-8 weaeks old) ware sublingually treated with Der far extract dosas as mdicated in the higure or buffer
{PES) daily for two waeks (Mon-Fri). Therealler mice were sensitized by two IP igections of 0.5 DU Alhydrogel adsorbed

Der far extract on day 0 and 14. At day 21-23, all mice were challenged intranasally with 0.5 DU Der far extract. AHR was
assessed by whole body plethysmopgraphy at day 24

Figure 4 Prophylactic effect of SLIT with HDM extract in mice — Whole body plethys-
mography lung function (non-invasive)
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Metacholine concentration

Alrway respansivensss was measured at day 24 by the Penh value in response 1o increasing concantrations of metacho-
fine (N = 8). Mean values t standard emor of mean are shown. * p < 0.05 as compared to buffer SLIT. The data show that
prophylactic SLIT treatment with Der far extract improves the lung function in & mouse model of allergic ainway inflamma-
tion and prevents the AHR induced by subsequent expasura 1o HDM allergens
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$tt}d (Brimnes et al. 2007; Kildsgaard et al. 2007; Rask et al. 2010b).
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Dermatophagoides Dermatophagoides Dermatophagoides
Al pteronyssinus, pteronyssinus, pteronyssinus,
Dermatophagoides farinae Dermatophagoides farinae Dermatophagoides farinae
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 Mol ol
house dust mite allergic rhinitis ;LI * 124 ol orm 0|-01|)7\j
despite use of symptom-relieving HEXIZIEZ|Of oot f=2 &
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mild to severe house dust mite
allergic rhinitis. Patients' asthma
status should be carefully
evaluated before the initiation of
treatment (see section 4.3).

ACARIZAX is indicated in
adolescents (12-17 years)
diagnosed by clinical history and a
positive test of house dust mite
sensitisation (skin prick test and/or
specific  IgE)  with  persistent
moderate to severe house dust
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42 Posology and method of
administration

Posology

The recommended dose for adults
and adolescents (12-17 vyears) is
one oral lyophilisate (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 s
available for 18 months of
treatment  with  ACARIZAX in
adults; no data is available for 3
years of treatment (see section
51). If no improvement s
observed during the first year of
treatment with ACARIZAX there is
no indication for  continuing
treatment.

Paediatric population

Allergic rhinitis: The posology is
the same  for adults and
adolescents (12-17 years). Clinical
experience in treatment of allergic
rhinitis with  ACARIZAX in children
<12 years of age has not been
established. ACARIZAX is not
intended for treatment of allergic
rhinitis in children <12 years of
age. Currently available data are
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described in section 5.1.

Allergic asthma: Clinical experience
in treatment of allergic asthma
with  ACARIZAX in children <18
years of age has not been
established. ACARIZAX is not
intended for treatment of allergic
asthma in children <18 vyears of
age.
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4.3 Contraindications
Hypersensitivity to any of the
excipients (for a full list of
excipients, see section 6.1).
Patients with FEV1 < 70% of
predicted value (after adequate
pharmacological  treatment)  at
initiation of treatment.

Patients who have experienced a
severe asthma exacerbation within
the last 3 months.

In patients with asthma and
experiencing an acute respiratory
tract infection, initiation of
ACARIZAX treatment should be
postponed until the infection has
resolved.

Patients with active or poorly
controlled autoimmune diseases,
immune defects,

immunodeficiencies,
immunosuppression or malignant
neoplastic diseases with current
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Patients with acute severe oral
inflammation or oral wounds (see
section 4.4).
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44 Special warnings and
precautions for use

Asthma: Asthma is a known risk
factor for severe systemic allergic
reactions.

Patients should be advised that
ACARIZAX is not intended to treat
acute asthma exacerbations. In the
event of an acute asthma

exacerbation, a short-acting
bronchodilator should be used. If
patients find short-acting
bronchodilator treatment

ineffective or they need more
inhalations than usual, medical
attention must be sought.

Patients must be informed of the
need to seek medical attention
immediately  if  their  asthma
deteriorates suddenly.

ACARIZAX should initially be used
as add on therapy and not as a
substitute of pre-existing asthma
medication. Abrupt discontinuation
of asthma controller medication
after  initiation of  ACARIZAX
treatment is not recommended.
Reductions in asthma controller
medication should be performed
gradually under the supervision of
a physician according to asthma
management guidelines.

Severe systemic allergic reactions:

Treatment should be discontinued
and a physician should be
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contacted immediately in case of
severe systemic allergic reactions,
severe asthma exacerbation,
angioedema, difficulty in
swallowing, difficulty in breathing,
changes in voice, hypotension or
feeling of fullness in the throat.
The onset of systemic symptoms
may include flushing, pruritus,
sense of heat, general discomfort
and agitation/anxiety.

One option for treating severe
systemic  allergic  reactions s
adrenaline. The effects of
adrenaline may be potentiated in
patients  treated  with tricyclic
antidepressants, mono amino
oxidase inhibitors (MAOQIs) and/or
COMT inhibitors with possible fatal
consequences. The effects of
adrenaline  may be reduced in
patients treated with beta-blockers.
Patients with cardiac disease may
be at increased risk in case of
systemic allergic reactions. Clinical
experience in  treatment  with
ACARIZAX of patients with cardiac
disease is limited.

This  should be taken into
consideration prior to initiating
allergy immunotherapy.

Initiation of ACARIZAX in patients
who have previously had a
systemic  allergic  reaction to
subcutaneous house dust mite
immunotherapy should be carefully
considered, and measures to treat
potential  reactions should be
available. This is based on
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post-marketing experience from a
corresponding  sublingual  tablet
product for grass pollen
immunotherapy  which indicates
that the risk of a severe allergic
reaction may be increased for
patients who have previously
experienced a systemic allergic
reaction to subcutaneous grass
pollen immunotherapy.

Oral inflammation: In patients with
severe oral inflammation (e.g. oral
lichen planus, mouth ulcers or
thrush), oral wounds or following
oral surgery, including dental
extraction, or following tooth loss,
initiation of ACARIZAX treatment
should be postponed and ongoing
treatment should be temporarily
interrupted to allow healing of the
oral cavity.

Local Allergic Reactions: When
treated with ACARIZAX the patient
is exposed to the allergen that
causes the allergic symptoms.
Therefore, local allergic reactions
are to be expected during the
treatment period. These reactions
are usually mild or moderate;
however, more severe
oropharyngeal reactions may
occur. If the patient experiences
significant local adverse reactions
from the treatment, anti-allergic
medication (e.g.  antihistamines)
should be considered.

Eosinophilic esophagitis: Isolated

cases of eosinophilic esophagitis
have been reported in association
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with  ACARIZAX  treatment. In
patients with severe or persisting
gastro-esophageal symptoms such
as dysphagia or  dyspepsia,
medical attention must be sought.
Autoimmune diseases in
remission:Limited data is available
on treatment with allergy
immunotherapy in patients with
autoimmune diseases in remission.
ACARIZAX should therefore be
prescribed with caution in these
patients.

Food allergy: ACARIZAX may
contain trace amounts of fish
protein. Available data have not
indicated an increased risk of
allergic reactions in patients with

fish allergy.
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(see section 4.3).

Tabulated list of adverse reactions
The following table of adverse
reactions is based on data from
placebo-controlled  clinical trials
investigating ACARIZAX in adult
and  adolescent patients  with
house dust mite allergic rhinitis
and/or allergic asthma and
spontaneous reporting.

Adverse reactions are divided into
groups according to the MedDRA
convention frequencies: Very
common (21/10), common (>
1/100 to <1/10), uncommon (>
1/1,000 to <1/100), rare (=
1/10,000 to <1/1,000), very rare
(<1/10,000).

thsue disorders

Cemeral dmorders and
admmsiration sge

conditons

Cases of systemic allergic
reactions, including anaphylactic
reactions have been reported post
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There is no data on the clinical
experience  for the use of
ACARIZAX in pregnant women.
Animal studies do not indicate
increased risk to the foetus.
Treatment with ACARIZAX should
not be initiated during pregnancy.
If  pregnancy  occurs  during
treatment, the treatment may
continue after evaluation of the
general condition (including lung
function) of the patient and
reactions to previous
administration of ACARIZAX. In
patients with pre-existing asthma
close supervision during pregnancy
is recommended.

Lactation

No clinical data are available for
the use of ACARIZAX during
lactation. No effects on the
breastfed infants are anticipated.

Fertility

There is no clinical data with
respect to fertility for the use of
ACARIZAX. In a repeat dose
toxicity study in mice no effects
were observed in the reproductive
organs of both genders.
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Paediatric population

Clinical experience on
immunotherapy with ACARIZAX in
children <18 years of age has not
been established. ACARIZAX is not
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intended for use in children <18
years of age. Currently available
data in children are described in
section 5.1.
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Limited safety and tolerability data
exist for elderly patients >65 years
of age.
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In phase I studies adult patients
- ith h dust mite all -
geixl deslz olst gal=7|vt o o o Y M mexl mEJlZ ew ¥=7|%)
S MOl extel 18 nolk 32 g D e | S A9 BRIl 14 eiqoA 32
ot A ol SQ-HDM. No data are available in T o b of
SQ-HDM 7tX| FofstRAct 14 & . SQ-HDM 7HX| F0{&tQUICE 14 ¢
A iy = or adolescents regarding exposure to O iy a or
AT FEX ZET] X doses above the recommended | ST oM HEX TEJ| L
SUFMES 32 SQ-HDM 87t daily dose of 12 SQ-HDM SelgASS 32 SQ-HDM 837t
oL} Ml ol N . : AL Oo|AF A
A =ZE QU0 S2E0N 19 fJ 0| k2 E23t= XI7F 287t If doses higher than the Al =S EAC 124 0 2Ol
& g8kl 12 SQ-HDME =zt o= e s = . 12 JHZE 820 12 SQ HDME =
_LT:*‘(;”OI‘_‘_OF e o o 1000IR7IX| Z2fst H7F QUCt | FAXN e MAR™ 24X H20| | recommended daily dose are St L= OT|O:+ AE= qE
= e = o 0222 Ljofe ZtAaor & 9 | = %= QICL. ZMO0| LIEtLH= | taken, the risk of side effects =0 2 ’
onf, Mzt gdgz7| ve Y | 2 AA Lo 2 o|Ate|l AEt | increases, including the risk of
aroF HXF QQl garurct gk E rEae = —o Tie | o7 Ho oo o st o . . aroF A QAQ gakdCt gk E
)\|_‘7<-|)\|OorEp_“Ee;Ourgr ;fg Ig Mg EMEHoZ ZIIANZ 2= Q| of met S K|AS (S| AEDIR|, | systemic  allergic  reactions  or A|_‘X-IAIO OI'EE{IIEE;IOHFQ}‘ ;r;’ Ig
'A"OT S wroqt sro i;’ C}. iEE|_—T|_¢E1|§O|EI1|, OtE3|2al | severe local allergic reactions. In ot =gl Hho L sho iuo
A AP 27| HtSnp 2+ oAbut lEtEolo] HO oAbt = | mye Aheet s o ) =4 L 27| B8 Z#2 ojdet
20| 9ENo0| =t =~ oct o IEE0o AL, ojatHtge = | 5)2 At8% 4= QlrC}. case of severe reactions such as 20| o&No| ZI1E & orh &
ez As|y| asie, s47 ag | SO W2h ARsHOF et angioedema, difficulty in | Sez ats)o| meist o] aot
;Té'ﬁgl H1§|_'_£§' OE|;0| fariien swallowing, difficulty in breathing, ;Téj\_gl H1§|_'_£;' OE|‘2>':O| v
Sl o == wool Ao :; changes in voice, or feeling of | 5 2|0 == groo| Ao ':':';L
gat 22 35 ©3el B9 57 fullness in the throat, immediate gt 22 35 ©8° B =
He oS Bt fyEn o[z medical  evaluation Iis needed Hel ofEN @It 2y En of2
o Hge maE (ZeHoz X : | o wee mEE [jZe¥oR X
et S ! These reactions should be treated e S ad !
= sjopstct \ d | zejoreic
with relevant symptomatic
medication.
4.7 Effects on ability to drive and
use machines
Treatment with ACARIZAX has no
9. HE I HFAMO FoAry or negligible influence on the | 9. 22 % FZ 4o FoIAtE
1) ofzlojel 20| X U= 2o ability to drive or use machines. 1) ofzlojel &0 X gfe= 20
9. 7|et BB BEBICH
1) 23 % 7|A =20l g 2) o|¥ES el B7ZI0IM HLHOl | 9. B A F GO Fo At Long-term treatment 2) o|otES #al 2710M AL
O ooz oQlot 23 Gl 7|4 =% | CHE &7|0| a5t A2 QA4E | 1) oEolel &0 HX = 20 CHE 870 Efdte A2 22
ool gt QLI EAlE HEO0| | @20 [ME AtD gAMoL} oUE | Htst A International treatment guidelines | @ 80f M2 At ZHMO|Lp o=
C}. EA Moo folo] & £ Qos=z refer to a treatment period of 3 | 2% Xglo| 0lo] & & ooz
el 87|10 Yo & crof E st years for allergy immunotherapy | &2jo] €7|0f Y1 Z& o} & 3atsH
Ct. to achieve disease modification. C.
6.4 Special precautions for storage
This medicinal product does not
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