Mucophylline

1.NAME OF THE MEDICINAL PRODUCT
Mucophylline syrup
2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each 100 ml contains 0.08 gm Bromhexine HCL,
Acephylline piperazine 2 gm.
3.PHARMACEUTICAL FORM
Syrup
4.CLINICAL PARTICULARS
4.1'Therapeutic indications
-Mucophylline is indicated in the treatment of disorders of secretion in acute and chronic
respiratory diseases.
-For use in bronchospasm and asthma.
4.2 Posology and method of administration
‘We recommend the following dosage unless otherwise prescribed:
Adults: 2 tablespoonful daily.
Children 2-6 years: 1 teaspoonful 3 times daily.
‘We recommend taking the drug after meals.
Do not exceed the recommended dose.
4.3 Contraindications
* Hypersensitivity to the active substance or to any of the excipients.
* In the case of hereditary conditions that may be incompatible with any of the
excipients (see 4.4).
* There are no absolute contraindications, but in patients with gastroduodenal ulcer, we
recommend its use after consulting your doctor.
* Contraindicated during lactation (see par. 4.6).
4.4 Special precautions for use:
Treatment with Mucophylline leading to increased bronchial secretion (this facilitates
expectoration).
Very rarely, simultaneously with the administration of mucolytic substances such as
bromhexine were observed severe skin lesions such as Stevens-Johnson syndrome and
Lyell syndrome. Most of these could be explained by the severity of the underlying disease
or other drugs taken simultaneously.
If you are experiencing new lesions of the skin or mucous membranes stop precautionary
treatment with bromhexine during subsequent investigations.
Do not use for long-term treatment. After a short period of treatment with no significant
results, an additional investigation.
4.5 Interactions with other medicinal products
There were no reported clinically relevant interactions with other medicines.
4.6 Use in pregnancy and lactation
Use the product in cases of real need, under the direct supervision of a doctor. The results
of preclinical and clinical use of Mucophylline showed no adverse effects in pregnancy.
You must however observe the usual precautions about the administration of drugs during
pregnancy, especially in the first quarter.
Since the drug passes into breast milk avoid administration while nursing.
4.7 Effects on ability to drive and use machines
The bromhexine hydrochloride does not affect the ability to drive and supervision in the
use of machinery.
4.8 Undesirable effects
There have been reports of diarrhea, nausea, vomiting, and other cases of mild
gastrointestinal distress. Have also been reported cases of allergic reactions including
rash, urticaria, bronchospasm, angioedema and anaphylaxis. In such cases, discontinue
treatment.
4.9 Overdose
Never reported symptoms of overdose. In case of overdose symptomatic treatment is
recommended.
5.PHARMACOLOGICAL PROPERTIES
Brombhexine is a synthetic derivative of the active ingredient of plant origin vasicina.
In preclinical studies, it was shown that increases the amount of serous bronchial
secretions. Bromhexine enhances mucus transport by reducing its viscosity and by
activating the ciliated epithelium (mucociliary clearance).
In clinical studies, bromhexine showed an effect secretolytic secretomotor and at the level
of the bronchial tract, which facilitates expectoration and relieves coughing.
Following the administration of bromhexine, concentrations of antibiotics (amoxicillin,
erythromycin, oxytetracycline ) in the sputum and bronchopulmonary secretions are
increased.
Acephylline piperazine is a theophylline derivative which is used as a bronchodilator
similarly to theophylline.
It relaxes bronchial smooth muscles, relieves bronchospasm and has a stimulant effect on
respiration.
It stimulates the myocardium and CNS, decreases peripheral resistance and venous
pressure and causes diuresis.
6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients
Methyl paraben, propyl paraben, ethyl alcohol, glycerin, sorbitol 70% solution, orange
flavor, banana oil flavor, citric acid, water.
6.2 Nature and contents of container
Carton box containing brown glass bottle containing 125 ML syrup closed with
aluminum cap and an inner leaflet.

6.3 Shelflife 3 years

6.4 Storage Conditions
Store at temperature not exceeding 30 ° C away from light.
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