SUMMARY OF PRODUCT CHARACTERISTICS

1. NAME OF THE MEDICINAL PRODUCT

Cinnabsin tablets

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

1 tablet (250 mg) contains

Active substances:

Cinnabaris trit. D3 25,0 mg
Hydrastis trit. D3 25,0 mg
Kalium bichromicum trit. D3 25,0 mg
Echinacea trit. D1 25,0 mg

Excipients with known effect: lactose monohydrate, wheat starch

For the full list of excipients, see section 6.1

3. PHARMACEUTICAL FORM

Tablet
White or almost white biplane tablets.

4. CLINICAL PARTICULARS

4.1 Therapeutic indications

For treatment of acute and chronic sinusitis
4.2 Dosage and method of administration

Follow the typical dosage of Cinnabsin or as directed by your doctor.

Posology

Adults: in acute conditions, 1 tablet is taken every hour, up to a maximum of 12 tablets per day, until
improvement occurs. For subsequent treatment, 1-2 tablets are taken 3 times per day.

Paediatric population

Children aged 6 to 11 years: in acute conditions, 1 tablet is taken every two hours, up to a maximum of
6 tablets per day, until improvement occurs. For subsequent treatment, 1 tablet is taken 3 times per
day.

Children aged 12 years and older: in acute conditions, 1 tablet is taken every hour, up to a maximum of
12 tablets per day, until improvement occurs. For subsequent treatment, 1-2 tablets are taken 3 times

per day.

In chronic conditions, children and adults take 1 tablet 3 times per day. It is recommended to continue
the treatment for 4 to 6 weeks.



Patients are advised not 1o take Cinnabsin longer than 4 weeks without medical advice.
Method of administration
Tablets should be allowed to dissolve slowly in the mouth. For children, tablets can be dissolved in a

little bit of water.

An interval of at least half an hour to meals should be kept.
4.3 Contraindications

Hypersensitivity to chromium, to Echinacea or other Compositae flowers, or to any other of the active
substances or any of the excipients listed in section 6.1,

Progressive systemic diseases (such as tuberculosis, sarcoidosis), systemic diseases of the white blood
cells system (e.g. leukemias and leukoses) autoimmune diseases (e.g. inflammatory diseases of the
collagen tissue (collagenosis), multiple sclerosis), immunodeficiency (AIDS, HIV infections),
immunosuppression (e.g. after organ-or bone marrow transplantation, chematography), chronic viral
diseases.

Contraindicated in children under 6 years of age.
Contraindicated during pregnancy.
4.4 Special warnings and special precautions for use

This medicinal product contains lactose and wheat starch. Patients with rare hereditary problems of
galactose intolerance, the Lapp lactase deficiency or glucose-galactose malabsorption should not take
this medicinal product.

Wheat starch may contain gluten, but only in trace amounts, and is therefore considered safe for people
with coeliac disease. Patients with wheat allergy (different from coeliac disease) should not take this
medicinal product.

A reassessment of the therapy is necessary

- if the patient experiences facial swelling, fever or severe headache,

- if acute condition does not improve or worsens within first 2 days of treatment,
- if additional complaints arise.

4.5 Interaction with other medicinal products and other forms of interaction

Interactions with other medicinal products have not been observed. The use of this homeopathic
medicinal product does not exclude the use of other medicinal products.

Patients are advised to consult a doctor if they are taking, have recently taken or might take any other
medicinal products.

Note: The action of homeopathic medicinal products may be adversely affected by generally negative
factors of living habits as well as by stimulants or drink and tobacco.

4.6 Fertility, pregnancy and lactation

Contraindicated during pregnancy. Like all pharmaceuticals, Cinnabsin must be taken during lactation
only under consideration of the benefit-risk ratio assessment.



4.7 Effects on the ability to drive and use machines
Cinnabsin has no influence on the ability to drive and use machines.
4.8 Side effects

Very rare (<1/10,000) or not known (frequency cannot be estimated from the available data):
Hypersensitivity reactions, e.g. skin rash and gastrointestinal complaints, may occur after taking
Cinnabsin,

Skin rash, pruritus, and in rare cases, facial swelling, dyspnoea, dizziness, and a fall in blood pressure
have been observed after taking Echinacea-containing medicinal products.

Echinacea can trigger allergic reactions in atopic patients (e.g. patients with hay fever, neurodermatitis,

allergic asthma). In these cases, Cinnabsin should be discontinued and appropriate treatment measures
have to be taken.

If increased salivation appears, the dosage should be reduced or the medication discontinued.

Note: Existing complaints may temporarily become worse when homeopathic medicines are taken
(initial homeopathic aggravation). In such cases, patients are advised to discontinue the medication and
consult a doctor.

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It
allows continued monitoring of the benefitrisk balance of the medicinal product. Healthcare
professionals are asked to report any suspected adverse reactions via Bulgarian Drug Agency

8 Damyan Gruev Str. 1303 Sofia

tel +35 928903417

website: www.bda.bg
4.9 Overdose

No case of overdose has been reported.

5. PHARMACOLOGICAL PROPERTIES
Pharmacotherapeutic group: Homeopathic medicinal product,

Homeopathic therapy differs markedly from conventional medicine with regard to the understanding of
disease and the use of medicinal substances. Homeopathic remedies are not used as raw materials or
herbs. They are usually potentized, meaning a stepwise dilution and succussion. Therefore it is a
regulating therapy which does not affect the symptoms of a disease directly. Homeopathic remedies
stimulate the organisms own defense mechanisms and thereby activate its self-healing power. It is not
primarily a pharmacological therapy since the wanted action is the reaction of the organism itself. The
response of the organism to a homeopathic remedy is highly individual depending on the various
symptoms. For these reasons no dose-specific pharmacological effects, pharmacokinetic or
pharmacodynamic data can be determined.

5.1. Pharmacodynamic properties
Not applicable.
5.2. Pharmacokinetic properties

Mot applicable.



5.3 Preclinical safety data

Not applicable. Cinnabsin a homeopathic pharmaceutical has not gone through preclinical testing.
6. PHARMACEUTICAL PROPERTIES

6.1 List of excipients

Lactose monohydrate

Wheat starch

Magnesium stearate

6.2 Incompatibilities

Not applicable

6.3 Shelf life

5 years.

6.4 Special precautions for storage

This medicinal product does not require any special storage conditions.
Keep out of reach of children!

6.5 Nature and contents of container

20 tablets in blisters made from aluminium and PVC, in folding carton with instructions for use.
60, 100 tablets per package.

6.6 Special precautions for disposal

No special requirements.
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