Patient Package Insert
Prescription Only Medicine
Carefully read the entire leaflet before starting use
Ambrocare® 15 Syrup for Children & Ambrocare® 30 Syrup

COMPOSITION:

Ambrocare® 15 Syrup for Children: Each 5 ml contains 15 mg Ambroxol Hydrochloride.

Ambrocare® 30 Syrup: Each 5 ml contains 30 mg Ambroxol Hydrochloride.

THERAPEUTIC ACTIVITY: Ambrocare contains Ambroxol which is the active metabolite of Bromhexine. Ambroxol causes an increase in secretion
in the respiratory tract. It promotes surfactant production and stimulates ciliary activity. These effects assist the flow of mucus and its removal
(mucociliary clearance). The increase in secretion and mucociliary clearance facilitate expectoration and reduce the cough.

APPROVED INDICATIONS: Ambrocare is indicated for the treatment of:

- Acute respiratory tract diseases with impaired formation of secretions, particularly in acute exacerbations of chronic bronchitis, asthmatic
bronchitis, bronchial asthma and bronchiectasis.

- Treatment of respiratory disorders associated with viscid mucus such as: pneumonia, otitis media, sinusitis, nasopharyngitis.

- Secretolytic therapy for relieving cough in acute and chronic disorders of the respiratory tract associated with pathologically thickened mucus
and impaired mucus transport.

WHEN SHOULD THE PREPARATION NOT BE USED?

- If you are hypersensitive to the active substance (Ambroxol hydrochloride).
- If you are pregnant during the first trimester or planning to become pregnant, or breastfeeding.
- Patients with fructose intolerance

DO NOT USE THIS MEDICINE WITHOUT CONSULTING A PHYSICIAN: If you have impaired kidney function or severe liver disease, you should not
take Ambrocare syrup except on medical advice. In some rare bronchial diseases which are associated with excessive accumulation of secretions
(such as ciliary dyskinesia), Ambrocare syrup should only be taken under medical supervision because of the risk that secretions may
accumulate. This medicine should not be given to children under 2 years of age except on medical advice

WARNINGS & PRECAUTIONS: Do not take this medicine frequently or for long periods of time without consulting your doctor. If you are sensitive
to any type of food or medicine, consult your doctor prior to commencing treatment.

Renal impairment: In severe renal impairment, accumulation of metabolites formed in the liver must be expected and consequently the
maintenance dose must be reduced or the dosing interval extended.

Secretion impairment: In patients with symptoms of chronic impairment of secretion production or secretion clearance, Ambrocare should be
taken only when prescribed by a doctor.

Peptic ulcers: The use of Ambrocare should be carefully considered in patients predisposed to peptic ulcers.

Ciliary dyskinesia: In patients with ciliary dyskinesia the benefit of liquefaction of secretions should be carefully weighed against the risk of
congestion of secretions.

Antitussives: Concomitant administration of antitussives with Ambrocare should be avoided due to the risk of congestion of secretions (see
Section Interactions).

Skin damage (see Section Adverse Reactions): Very rare cases of severe skin damage such as Stevens-Johnson syndrome and Lyell’s syndrome
have been reported in a temporal relationship with the administration of mucolytic substances such as Ambrocare. In most cases they could be
explained by the severity of the underlying disease or concomitant administration of another medicine. If there is a new occurrence of damage to
the skin or mucosa, medical advice should be obtained immediately and the treatment with Ambrocare should be discontinued.

Note: This product is sugar free and contains Sorbitol.

DRIVING AND USING MACHINES: There is no evidence of any effect on the ability to drive or use machines. No relevant studies have been
performed.

USE IN DIABETIC PATIENTS: Ambrocare Syrup is sugar free and is suitable for diabetic patients.

DRUG INTERACTIONS: Tell your doctor or pharmacist if you are taking/ using or have recently taken/used any other medicines, including
medicines obtained without a prescription. Concomitant administration of antitussives with Ambrocare may impair the expectoration of liquefied
bronchial mucus due to inhibition of the cough reflex and cause congestion of secretions. Also after using Ambrocare with antibiotics (such as:
Amoxicillin, Cefuroxime and Erythromycin) the concentrations of the antibiotics in bronchial secretions and sputum are increased.

SIDE EFFECTS: In addition to the desired effect of the medicine, adverse reactions may occur during the course of taking this medicine.

Immune system disorders/Skin and subcutaneous tissue disorders: Uncommon: allergic reactions. Not known: anaphylactic reactions (facial
swelling, respiratory distress, and increase in temperature, shivering, including anaphylactic shock).

Skin and subcutaneous tissue disorders: Very rare: severe skin damage such as Stevens-Johnson syndrome and Lyell’s syndrome (see Section
Warnings and Precautions). Not known: skin rashes, urticaria, angioedema

Respiratory, thoracic and mediastinal disorders: Rare: Rhinorrhoea.

Gastrointestinal disorders: Common: diarrhea. Uncommon: nausea, vomiting, other mild gastrointestinal symptoms. Rare: hypersalivation,
heartburn, constipation.

Renal and urinary disorders: Rare: dysuria

If any of the side effects gets serious, or if you notice any side effects which are not listed in this text, please inform your doctor or pharmacist.
RECOMMENDED DOSAGE: Ambrocare® Syrup should be administered according to physician’s instructions, depending on the case of patient. Do
not exceed the recommended dosage.

MISSED DOSE: If you forget to take this medicine at the specified time, take the dose as soon as you remember. If it is closed to your next dose
do not take the missed dose, just take the next dose at regular time, but never take a double dose. If you have missed several doses, inform your
doctor immediately.

DIRECTIONS FOR USE: Ambrocare syrup is for oral use and should be taken with food. You should contact a doctor if your symptoms worsen or
do not improve after 4- 5 days. If you feel that the effect of Ambrocare syrup is too strong or too weak, talk to your doctor or pharmacist.
OVERDOSE: In case of accidental overdose or if a child uses this medicine by accident, seek professional assistance or rush to a hospital
emergency room accompanied with the medicine’s package. No specific symptoms of overdose have been reported to date. The symptoms
observed in cases of accidental overdose or medication error are consistent with the side effects which may occur at recommended doses. In
case of overdose, please consult a doctor as symptomatic treatment may be required.

HOW CAN YOU CONTRIBUTE TO THE SUCCESS OF THE TREATMENT? Complete the full course of treatment as instructed by the physician.
Even if there is an improvement in your health, do not discontinue the use of this medicine without consulting your physician.

AVOID POISONING: This medicine contains substances which can be poisonous or fatal in large doses to children and/or infants therefore must
be kept out of their reach. This medicine has been prescribed for the treatment of your illness; it may harm other patients. Do not give this
medicine to your relatives, neighbors, or anybody else. Do not take medicine in the dark! Check the label and the dose each time you take your
medicine. Please note the expiry date of the medicine! In case of doubt consult the pharmacist who dispensed the medicine to you.

STORAGE: Store at temperature not exceeding 25°C. Use this medicine within 6 months after opening. Even if kept in their original container and
stored as recommended, medicine may be kept for a limited period only.

PRESENTATION:
Ambrocare 15 For Children & 30 Syrup: A carton box of one amber glass bottle of 60 ml & 100 ml with plastic caps and plastic tea spoon.

Pharmacare PLC- Beitunia- Industrial Zone- P.O. Box 677- Ramallah, Palestine
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