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Composition:

Each teaspoonful (5 ml) syrup contains:

Ambroxol HCI 30 mg
Sorbitol (excipient) 2.225¢g

Therapeutic Activity:
Strong expectorant.

Indications:

Muzil syrup is an expectorant which is used to thin the mucus in acute and chronic bronchial
and lung diseases where thick, tenacious mucus is a problem.

When Should Not This Preparation Be Used:

e If you are hypersensitive (allergic) to the active substance (Ambroxol Hydrochloride).

e Muzil Syrup must not be used in children under 2 years of age.

e If you are pregnant, breast-feeding, or planning to become pregnant.

Do Not Take This Medicine Without Consulting Your Physician Before Starting Treatment:

e Patients with impaired kidney or liver function:
If you have impaired kidney function or sever liver disease, you must not take Muzil
syrup 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.

e In some rare bronchial diseases which are associated with excessive accumulation of
secretions (such as primary ciliary dyskinesia), Muzil syrup should only be used under
medical supervision because of the risk that secretions may accumulate.

Pregnancy and breast- feeding

e 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.

e Breast-feeding

Ambroxol has been shown to pass into breast milk in animal studies. Use while
breast-feeding is not recommended.

How Will This Medicine Affect Your Daily Life:

There is no evidence of any effect on the ability to drive or use machines. No relevant studies

have been performed.
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Warnings & Precautions:

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-Jonnson 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.

Side Effects:

e Immune system disorders/ skin and subcutaneous tissue disorders:
Rare: Skin rash, urticaria (nettle rash).
Not known: Swelling of the skin and mucous membranes, itching, anaphylactic reactions
(severe allergic reactions) including shock, other hypersensitivity reactions.

e Nervous system disorders:
Common: Taste disturbances.

e Gastrointestinal disorders:
Common: Nausea, feeling of numbness in the mouth.
Uncommon: Vomiting, diarrhea, indigestion, abdominal pain, dry mouth.
Rare: Dry throat.
Very rare: Constipation, increased salivation.

e Respiratory, thoracic and mediastinal disorders:
Common: Feeling of numbness in the throat.
Very rare: Increased nasal discharge.
Not known: Shortness of breath (as symptom of a hypersensitivity reaction).

e Renal and urinary disorders:
Very rare: Difficulty urinating.

e General disorders and administration site conditions:
Uncommon: Fever, mucous membrane reactions.

Drug Interactions:

If you are taking another drug concomitantly or if you have just finished treatment with

another medicine, inform your physician, in order to prevent hazards or lack of efficacy

arising from drug interactions. This is especially important for Cough Suppressants;
Simultaneous use of Muzil Syrup and cough suppressants may lead to the development of a
dangerous accumulation of secretions owing to reduction of the cough reflex and should be
undertaken only after careful risk-benefit assessment.
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To Avoid Poisoning:

1. Keep the medicine out of the reach of children.

2. If an excessive dose is taken, or if a child swallowed the medication accidentally, seek help at
an emergency and take the remaining medicine with you.

3. Do not induce vomiting without consulting the physician.

4. Do not take your medication in the dark, always read the label and make sure you are using the

right medication.

5. Always notice the expiry date and never use the medicine after the mentioned date.

6. Avoid exposure of the drug to excessive heat and humidity during storage.

7. Use the drug only as prescribed. In the case any adverse effect not mentioned in this
leaflet develops, discontinue use and consult your physician.

Dosage & Directions of use:
e Always take Muzil Syrup exactly as described in this package leaflet. You should check
with your doctor or pharmacist if you are not sure.

e Unless otherwise prescribed by the doctor, the recommended doses are as follows:
1. Children from 2 to 5 years of age:
1.25 ml three times daily (equivalent to 22.5 mg Ambroxol Hydrochloride per day).
2. Children from 6 to 12 years of age:
2.5 ml two to three times daily (equivalent to 30-45 mg Ambroxol Hydrochloride per day).
3. Adults and adolescents over 12 years of age:
The usual dosage is 5 ml three times daily (equivalent to 90 mg Ambroxol
Hydrochloride per day) for the first 2-3 days and 5ml twice daily (equivalent to 60mg
Ambroxol Hydrochloride per day) thereafter.

¢ For adults and adolescents over 12 years of age, the therapeutic effect may be enhanced
by increasing the dosage to 10 ml twice daily (equivalent to 120 mg Ambroxol
Hydrochloride per day).

e Muzil Syrup is for oral use.

e Muzil Syrup can be taken with or without food and is dispensed with the aid of the plastic
spoon provided.

e Please clean the plastic spoon after each use by rinsing with warm water.

¢ You should contact a doctor if your symptoms worsen or do not improve after 4-5 days.

o If you feel that the effect of Muzil syrup is too strong or too weak, talk to a doctor or
pharmacist.

Missed Dose
- If you miss a dose of Muzil, take it as soon as possible. If it is almost time for your next
dose, skip the missed dose. Go back to your regular dosing schedule.

- Do not double the dose to make up the missed dose.
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Storage:
- Store at temperature below 30 °C.

- Care should be taken not to use Muzil syrup for longer than 30 days after the bottle is first opened.

Presentation:
A bottle of 100 ml sugar free syrup with plastic spoon

B
Beit Jala Pharmaceutical Co.

81, Al-Madaress Str.

P.O.Box 58

Beit Jala — Palestine
http://www.beitjalapharma.com

1405166-2
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