Package leaflet: I nformation for the user
Bikarfen 50 mg tablets
Sequifenadini hydrochloridum

Read all of thisleaflet carefully before you start using this medicine because it contains

important information for you.

— Keep this leaflet. You may need to read it again.

— If you have any further questions, ask your dootgsharmacist.

— This medicine has been prescribed for you only.nbbpass it on to others. It may harm
them, even if their signs of iliness are the samgaars.

— If you get any side effects, talk to your doctorptvarmacist. This includes any possible
side effects not listed in this leaflet. See sectio
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. How to take Bikarfen

. Possible side effects

How to store Bikarfen

. Contents of the pack and other information

oA WNR

1. What Bikarfen isand what it isused for

The active substance of Bikarfen 50 mg tabletsui$ergpdine hydrochloride (hereinafter —
sequifenadine), is an antihistamine agent whichs@eses also comparatively pronounced
antiserotonin effect, that is essential in thettreant of allergic diseases.

Bikarfen is used in the following cases:

* acute and chronic allergic diseases: pollinosis ay“‘fever”), allergic rhinitis,
rinosinusopathy; allergic reactions induced by drugod-stuffs, chemicals, dust, animal
hair, insect bites, air pollution or other allergen

» itchy skin and other diseases with itching (allergind atopic dermatitis, vasculitis,
neurodermatitis, lichen planus, etc.) of allergigio;

« allergy prophylaxis (before seasonal exacerbatiand)supportive therapy.

2. What you need to know befor e you take Bikarfen

Do not take Bikarfen:

— if you are allergic to sequifenadine or any of tiker ingredients of this medicine (listed
in section 6);

— if you are pregnant;

— if you are breast-feeding;

— if you are taking medicines called monoamine oxd@38AO) inhibitors.



War nings and precautions

Patients with impaired kidney function should obsetaution (see section 3). The medicine
should be used cautiously in the presence of seaBovascular system, gastrointestinal or
liver diseases.

Children
There are no clinical data on the use of this medim children.

Other medicines and Bikarfen

Tell your doctor or pharmacist if you are takingyvh recently taken or might take any other
medicines.

Patients taking MAO inhibitors must not take argiamines including sequifenadine (&
not take Bikarfen).

Bikarfendoes not increase the effect of sleeping pills.

Bikarfen with alcohol
Bikarfendoes not increase depressant effect of alcohdh@mréntral nervous system (CNS).
However, it is not advisable to consume alcohoirduthe treatment.

Pregnancy and breast-feeding

This medicine must not be taken during pregnaneg@® not take Bikarfen).

Antihistamines including sequifenadine must nottdédeen if you are breast-feeding (dee
not take Bikarfen). If the mother needs to be treated with Bikarfereast-feeding should be
discontinued.

Driving and using machines

Patients who need rapid responses to perform thenk (e.g. vehicle drivers) should
determine before starting the treatment whether rtieglicine causes sedative effect or
drowsiness. Individuals affected should avoid agvor perform work requiring agility and
quick reactions, while on the treatment.

Bikarfen containslactose
If you have been told by your doctor that you hattelerance to some sugars, contact your
doctor before taking this medicine.

3. How to take Bikarfen

Always take this medicine exactly as your doctas tadd you. Check with your doctor if you
are not sure.

Tablets are taken orally after meals with suffiti@mount of water.

Adults

Acute and chronic allergic diseases: 50-100 mg (1-2 tablets) 2-3 times daily. The #pewutic
effect is observed after 1-3 days. Usually, thattrent course is 5-15 days. If necessary, the
treatment course may be repeated.



Allergy prophylaxis (before seasonal exacerbations) and supportive therapy: 50 mg (1 tablet)
twice daily. The medication should be started 2ksdmefore the expected allergic reaction.

Bikarfen tablets may be used alone (in monotherapyh combination with medications of
local action (nasal drops, eye drops, ointments).

Patients with liver and/or kidney impair ment
In patients with kidney impairment, the treatmemadd be initiated by using the lowest dose.
Patients with liver disease, should exercise cautiben using the medicine.

Elderly
There are no clinical data on the use of this nedim the elderly.

If you feel that the effect of the medicine is &itong or too week, consult your doctor.

If you take mor e Bikarfen than you should

If you take more tablets than indicated, consultry@octor.

Symptoms: dryness of mucosal membranes, headache, vomitpigasric pain and other
dyspeptic disorders.

If you forget to take Bikarfen

If you forget to take a regular dose, take it amsas you remember. However, if it is near the
time for your next dose, skip the missed dose amtirtue to take tablets as indicated by your
doctor. Do not take a double dose to make up forgotten dose.

If you stop taking Bikarfen
If you have any questions on the use of this madidialk to your doctor or pharmacist.

4. Possible side effects
Like all medicines, this medicine can cause sidieces, although not everybody gets them.

Common (affects up to 1 in 10 people):

» drowsiness (dose-dependent). If the dose is 15Maity, drowsiness occurs less
commonly. When increasing the dose to 400 mg déilgccurs commonly. In most
cases, drowsiness disappears after 2-5 days ofneed Bikarfen can improve sleep in
patients suffering from insomnia due to itching;

e mouth dryness.

Uncommon (affects up to 1 in 100 people):

* headache;

» weak epigastric pain, digestion disorders, in patdr, when dosing on an empty
stomach. The likelihood of these adverse reactinogeases in patients with chronic
gastrointestinal diseases. Adverse reactions desappithin the first days of treatment
and there is no need to stop the use or significaeduce the dose.



Rare (affects up to 1 in 1,000 people):
» decreased eosinophil leukocyte (specific white dloell) count;
» agitation and insomnia (more commonly occur witljhhiloses);
« light diuretic effect;
* menstrual disorders.

Very rare (affects up to 1 in 10,000 people):
* increased appetite.

Reporting of side effects

If you get any side effects, talk to your doctompbiarmacist. This includes any possible side
effects not listed in this leaflet. You can alspad side effects directly via the via the
national reporting system.

By reporting side effects, you can help provide enanformation on the safety of this
medicine.

5. How to store Bikarfen

Do not store above 25 °C.
Store in the original package in order to proteotf light and moisture.

Keep out of the sight and reach of children.

Do not use this medicine after the expiry date Whg stated on the package after “Expiry
date”. The expiry date refers to the last day af thonth.

Do not throw away any medicines via wastewateraarsehold waste. Ask your pharmacist
how to throw away medicines you no longer use. &hmgasures will help to protect the
environment.

6. Contents of the pack and other information

What Bikarfen contains
— The active substance is sequifenadine hydroaddBequifenadini hydrochloridum).
Each tablet contains 50 mg of sequifenadine hydooicte.

— The other ingredients (excipients) are: lactosenohydrate, microcrystalline cellulose,
maize starch, silica colloidal anhydrous and maigmestearate.

What Bikarfen looks like and contents of the pack

White or almost white, round flat tablets, with bégd edge and score line on one side of the
tablet. The score line is only to facilitate brewkifor ease of swallowing and not to divide
into equal doses.

10 tablets in blister.
2 blisters (20 tablets) together with package &taifi a cardboard box.
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