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NOVO-HELISEN® Depot is a house dust mite Available aIIergen sources
depot preparation approved for patients from
the age of 5, as well as an individual product
solution for the subcutaneous allergen
immunotherapy (SCIT) of rare allergies such House dust mites Epithelia
as animal epithelia or mold allergy.* Due to 708 Dermatophagoides farinae 50 % 306 Dog epithelia 100 %
ersemelere et fremeaon o T et
which minimizes side effects ("depot effect”). Mold 314 Horse epithelia 100 %
400 Alternaria alternata (A. tenuis) 100 %

/ Efficacious

in allergic rhinitis and asthma in children” and adults™"

/ Asthma-preventive

2 years after allergen immunotherapy®>"#

/ Well-tolerated

in clinical” and everyday practice™ 6

Proven for Alternaria alternata (A. tenuis) and house dust mites. O | | e rg 8 8 h O rm O

* Proven for house dust mites.
#  Confirmed in a retrospective study in an open controlled design.
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Dosage recommendations*
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* The dosage is determined on the basis of the patient’s tolerance.
** Allergen-dependent differences in down-dosing after batch change: Dust mite down-dosing to 50% of last

dose. Increase with an intermediate step at intervals of 1-2 weeks to full dose, for example 0.5; 0.75; 1.0 mL. O”ergophO rl | IO

Alternaria alternata (A. tenuis) and animal epithelia down-dose to 20 % of the last dose. Increase with intermediate
steps at intervals of 1-2 weeks to full dose, for example 0.2; 0.4; 0.6; 0.8; 1.0 mL.
For further information, please see summary of product characteristics or basic information (page 3)



NOVO-HELISEN"®

Depot
TTTT————

4

Note

This information about Allergopharma products, dosage recommendations
and the availability of allergen sources may vary from country to country.
For specific information, please contact your local distributor.

NOVO-HELISEN® DEPOT

Composition: Standardized allergen extracts from mites, epithelia or molds for
allergen immunotherapy, adsorbed to aluminum hydroxide, preserved with phenol
and suspended in physiological saline with sodium hydrogen carbonate; water for
injection. The proportions of the various allergens used are specified on the pack.
Novo-Helisen® Depot is characterized by physico-chemical and immunological
analyses including the quantification of selected major allergens

Indications: Causal treatment of allergic (IgE-mediated) diseases triggered by
exposure to storage mites, animal epithelia, molds and house dust mite allergens,
e.g., for patients diagnosed with allergic rhinoconjunctivitis and/or allergic bronchial
asthma. Novo-Helisen® Depot individual formulations are used to treat adults,
adolescents and children aged from the age of 5.

Contraindications: Hypersensitivity to any of the excipients, uncontrolled asthma,
irreversible changes in the reaction organ, inflammatory/febrile diseases, severe
acute or chronic diseases (e.g., malignant diseases, active tuberculosis), clinically
significant cardiovascular insufficiency (due an increased risk of adverse reactions
to adrenaline), treatment with beta-blockers (local, systemic), diseases of the
immune system (autoimmune diseases, immune complex-induced immunopathies,
immunodeficiencies, multiple sclerosis etc.), severe mental disorders.
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Side effects: Local and/or systemic reactions (up to anaphylactic shock) must be
expected, then stop injection immediately. Anaphylactic reaction; anaphylactic
shock; conjunctivitis (allergic); rhinitis (allergic); sinusitis; asthma; stridor; bronchial
obstruction; cough; dyspnoea; rhonchi; tachycardia; chest discomfort; cyanosis;
flushing; hypertension; blood pressure decreased; circulatory collapse; cold sweat;
chills; feeling cold; body temperature increased; pyrexia; malaise; asthenia; sensation
of foreign body; anxiety; dizziness; headache; altered state of consciousness; loss
of consciousness; dysphagia; dry mouth; stomatitis; vomiting; gastroenteritis; pain;
neck pain; bone pain; arthralgia; lipoatrophy; angiooedema; swelling face; swelling;
urticaria; skin reaction; pruritus (generalized); rash generalized; eczema; erythema;
granuloma; at the injection site: reaction, swelling, pruritus, erythema, urticaria,
warmth, oedema, vesicles.

For additional information on doses, administration etc., see package insert. The
general classification for supply depends on local requirements.
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Distributors

AUSTRIA

Allergopharma Vertriebsges. mbH
Kleeblattgasse 4/13

1010 Wien

Phone +43 161571540

Fax +43 1 6157153

Email office.at@allergopharma.com
Web www.allergopharma.at
CHINA

Allergopharma (Beijing)
Pharmaceutical Technology Co., Ltd.
Room 19, 2nd Floor, Building #8,/Number 1,
Baohui Street, Shunyi District

101300 Beijing

Phone +86 10 6475 8287

Email inquiry-safety@allergopharma.cn

GERMANY (HEADQUARTERS)

Allergopharma GmbH & Co. KG

Hermann-Kérner-StraRe 52

21465 Reinbek

Phone +49 40 72765 0

Fax +49 40 7227713

Email info@allergopharma.com

Web www.allergopharma.de
www.allergopharma.com

LUXEMBOURG

CPL S.A.

16, rue de I'Industrie

3895 Foetz

Phone +352 556066 1

Fax +35 2 55 60 66 250
Email administration@cplux.lu
Web online.cplux.lu

POLAND

SUN-FARM Sp. z o.0.

ul. Dolna 21

05-092 tomianki

Phone +48 22 350 66 69
Fax +48 22 350 77 03
Email biuro@sunfarm.pl
Web www.sunfarm.pl

SOUTH KOREA

Allerpha International

2202, 37, Gukjegeumyung-ro 2-gil
Yeongdeungpo-gu

07327 Seoul

Phone +82 27803928

Fax +82 27864991

Email alleroha@allerpha.com
Web www.allerpha.com

SPAIN

Allergopharma Espana S.L.

C/ Amaltea 9, 42 planta, letra B

28045 Madrid

Phone +34 91 076 18 78

Email consultas.es@allergopharma.com
Web www.allergopharma.es

SWITZERLAND

Allergopharma / Dermapharm AG
Bosch 104

6331 Hinenberg

Phone +41 61 721 88 66

Fax +41 61 721 88 68

Email info@allergopharma.ch
Web www.allergopharma.ch

TURKEY

Allergo llac Dis Ticaret A.S.
Fahrettin Kerim Gdékay Cad. Ak Apt.
No. 144 K.1 D. 3

34724 Goztepe / Istanbul

Phone +90 2165651300

Email info@allergo.com.tr

Web www.allergo.com.tr

UNITED KINGDOM

Diagenics Ltd.

Bond Avenue Bletchley Office 2
Milton Keynes MK1 1SW

Phone +44 1908 376376

Fax +44 1908 376375
Email info@diagenics.co.uk
Web www.diagenics.co.uk
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