CARBOLIZE Capsules & Syrup @

REVA PHARMA

Composition:

Capsules: Each Carbolize Capsule contains:
Carbocisteine 375 mg.

Syrup: Each 5 ml Carbolize Syrup contains:
Carbocisteine 250 mg.

Mechanism of Action:

Carbocisteine has been shown to affect the
nature and amount of mucus that is secreted
by the respiratory tract. It reduces goblet cell
hyperplasia, therefore plays a role in the man-
agement of disorders characterized by abnor-
mal mucus.

Pharmacokinetics:

Carbocisteine is rapidly absorbed from the GI
tract. The time to peak plasma concentration is
about 2 hours. Carbocisteine can penetrate into
the lung tissue and respiratory mucus.
Carbocisteine metabolised by acetylation, de-
carboxylation, and sulfoxidation. It is excreted
via urine as unchanged drug and metabolites.
The elimination half-life is approximately 1.87
hours.

Indications:

Carbocisteine is a mucolytic agent for the ad-
junctive therapy of respiratory tract disorders
characterised by excessive and viscous mucus,
including chronic obstructive airways disease.
Contraindications:

- Hypersensitivity to the active substance or to
any of the excipients.

- In patients with active peptic ulceration.

- Children under two years of age.

Warnings & Precautions:

Caution is advised in the administration of
Carbocisteine in individuals susceptible to
gastroduodenal  ulcers.

Pregnancy & Lactation:

Pregnancy: The use of Carbolize in preg-
nant women is not recommended, especial-
ly during the first trimester of pregnancy.
Lactation: It is unknown whether Carbo-
cisteine and / or its metabolites are excreted
in mother milk. Carbolize is not recommended
for use during lactation.

Drug Interactions:

No drug interactions have been identified.
Side Effects:

Side effects are rare and include: Nausea,
vomiting, diarrhea, epigastric discomfort,
headache, dizziness, urinary incontinence and
palpitations. Rarely, bullous dermatitis (e.g.,
Stevens-Johnson syndrome, erythema multi-
forme).

Driving & Using Machines:

Carbocisteine does not affect the ability to
drive and use machines.

Dosage & Administration:

Adults: Two capsules three times a day reduc-
ing to one capsule four times a day, when a
satisfactory response is obtained.

Children:

2 - 5 years: 1.25 - 2.5 ml, four times a day.

6 - 12 years: 5 ml, three times a day.
Carbocisteine is not indicated in children aged
less than 2 years.

Overdose:

Symptoms: Gastrointestinal disturbance (gas-
tralgias, nausea and vomiting) are the most
likely symptoms of carbocisteine overdosage.
Treatment: Supportive treatment. Do gastric
lavage, and closely monitor the patient.
Storage:

Keep out of reach of children. Store below 25
°C.

Packaging:

Capsules: Each CARBOLIZE carton box con-
tains 20 Capsules in two blister strips.

Syrup: Each CARBOLIZE carton box con-
tains amber glass bottle of 100 ml.
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