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

doctor or pharmacist. iR 3

Read all of this leaflet carefully because it contains important information for you.

» Ask your pharmacist if you need more information or advice.
* You must contact a doctor if your symptoms worsen or do not improve after 4 - 5 days.

+ If any of the side effects gets serious, or if you notice any sode effects not listed in this leaflet, please tell your
. ————
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6. Further information

1. What MUCOSOLVAN syrup 30 mg/S ml is and
what it is used for

MUCOSOLVAN syrup 30 mg/5 ml is an emectorant which
is used to thin the mucus in acute and chronic bronchial
and lung diseases where thick, tenacious is

a problem. .

2. Before you take MUCOSOLVAN syrup 30 mg/5 ml
Do not take MUCOSOLVAN syrup 30 mg/5 ml:

« if you are hypersensitive (allergic) to the active
substance (ambroxol hydrochloride) or to any of the
other ingredients of MUCOSOLVAN syrup 30 mg/s ml.

Special care must be taken with MUCOSOLVAN syrup
30 mg/5 ml in the following circumstances:

In a very small number of cases, there have been reports
of severe skin reactions such as Stevens-Jo-hnson
syndrome and toxic epidermal necrolysis (TEN) occurring
in temporal association with the use of expectorants
such as ambroxol hydrochloride. Most of these cases
were attributable to the underlying disease and/or to
other medication being taken concomitantly. In addition,
during the early phase of Stevens-Johnson syndrome or
TEN, patients may initially experience non-specific
influenza-like symptoms such as fever, joint pain, rhinitis,
cough and sore throat. Because of these non-specific
influenza-like initial symptoms, symptomatic treatment
with cough and cold medications, which is inappropriate,
may be started. If new skin or mucosal lesions appear,
therefore, medical advice should be sought immediately
and the use of ambroxol hydrochloride discontinued.

Patients with impaired kidney or liver function

If you have impaired kidney function or severe liver
disease, you must not take MUCOSOLVAN cou-gh syrup
30 mg/5 ml except on medical advice. With ambroxol,
as with any medicine which is broken down in the liver
and then eliminated via the kidneys, accumulation of the
breakdown products which are formed in the liver can
be expected to occur in patients with severely impaired
kidney function. -

In some rare bronchial diseases which are associated with

excessive accumulation (such ag_pnmary
ciliary aysKinesiay “w?_w o 30 mg/5 ml

should only be used under medical supervision because
of the risk that secretions may accumulate.

Use in children

MUCOSOLVAN syrup 30 mg/5 ml must not be used in
children under 2 years of age except on medical advice.

Taking other medicines

Please tell your doctor or pharmacist if you are taking/
using or have recently taken/used any other me-dicines,
including medicines obtained without a prescription.

Ambroxol and cough suppressants
Snmultaneous use of MUCOSOLVAN syrup 30 mg/5 ml

{ lead to the development
W of secretions owing to’
reduction of the oough reﬂex aid should be undertaken
only after careful risk-benefit assessment.

Pregnancy and breast-feeding

Pregnancy

Ambroxol passes through the placenta to the unborn
child. You should not take this medicine while you are
pregnant, especially during the first 3 months.
Breast-feeding

Ambroxol has been shown to pass into breast milk in

animal studies. Use while breast-feeding is not
recommended.
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