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Amcold T

Ambroxol Hydrochloride

Composition

Amcold Syrup: Each 5 ml syrup contains Ambroxol Hydrochloride BP 15 mg.
Pharmacology

Ambroxol is the active metabolite of bromhexine. Ambroxol is a secretolytic agent used in
the treatment of respiratory disease associated with viscid or excesive mucus. It causes an
increase of 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. Ambroxol hydrochloride considerably reduces the release of cytokines by
mononuclear and polymorphonuclear cells in both the blood and tissues. Ambroxol has
anti-inflammatory properties owing to the inhibitory effect on the production of cellular
cytokine and arachidonic acid metabolites. In patients with COPD, it traditionally improves
airway patency.

Indications

Amcold is indicated for:

Productive Cough: For relieving cough in acute and chronic disorders of the respiratory tract
associated with pathologically thickened mucus.

Acute and Chronic diseases of respiratory tracts associated with viscid mucus including
acute and chronic bronchitis, pneumonia, otitis media, sinusitis, nasopharyngitis.

Acute respiratory tract diseases with impaired formation of secretions, particularly in acute
exacerbations of chronic bronchitis, asthmatic bronchitis, bronchial asthma & bronchiectasis.
Dosage And Administration

Age Dose Duration

Below 2 years

2.5 ml (2 teaspoonful)

2 times a day

2-5 years

2.5 ml (%2 teaspoonful)

3 times a day

6-12 years old

5 ml (1 teaspoonful)

3 times a day

Over 12 years old

10 ml (2 teaspoonful)

2-3 times a day

In severe cases, the dose may be increased upto 20 ml (4 teaspoonful) 2 times a day.
Directions for use

Use the supplied measuring cup in Syrup for proper dosing. Clean the measuring cup after
use.

Contraindication

Contraindicated in hypersensitivity to Ambroxol or any of the excipients.

Precaution

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.
The use of Ambroxol should be carefully considered in patients predisposed to peptic ulcers.
Concomitant administration of antitussives should be avoided due to the risk of congestion of
secretions.

Side Effects

Gastrointestinal disorders such as diarrhoea and nausea, vomiting, other mild
gastrointestinal symptoms may occasionally occur. Rarely allergic reactions may occur.
Pregnancy & Lactation

Caution is advised when Ambroxol is used during pregnancy. Use during the first trimester of
pregnancy is not recommended. Ambroxol crosses the placenta. Comprehensive controlled
studies in pregnant women after the 28" week have not shown any harmful effects on the
fetus. Ambroxol is excreted in breast milk and should not be taken during lactation.

Drug Interactions

Concomitant administration of antitussives may impair the expectoration of liquefied
bronchial mucus due to inhibition of the cough reflex and cause congestion of secretions.
After using Ambroxol, the concentrations of the Antibiotics, Amoxicillin, Cefuroxime and
Erythromycin in bronchial secretions and sputum are increased.

Overdose

Symptom and sign manifestations of poisoning are so far unknown in humans. Symptomatic
treatment is recommended.

Storage

Store in a dry place below 30°C, protected from light. Keep out of the reach of children.
How Supplied

Amcold Syrup: Each box contains a PET bottle containing 100 ml syrup and a measuring
cup.

@g°  Manufactured by:
db DBL Pharmaceuticals Limited

Surabari, Kashimpur, Gazipur, Bangladesh

C:10400436
www.dbl-pharma.com
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