Vanogut

Vancomycin Hydrochloride USP

Composition

Vanogut 125 Capsule: Each capsule contains Vancomycin Hydrochloride
USP equivalent to Vancomycin 125 mg.

Vanogut 250 Capsule: Each capsule contains Vancomycin Hydrochloride
USP equivalent to Vancomycin 250 mg.

Pharmacology

The bactericidal action of Vancomycin against Staphylococcus aureus and
the vegetative cells of Clostridium difficile results primarily from inhibition of
cell wall biosynthesis. In addition, Vancomycin alters bacterial cell
membrane permeability and RNA synthesis. There is no cross-resistance
between Vancomycin & other antibiotic.

Indications

Vancomycin is indicated for the treatment of C. difficile associated
diarrhoea & enterocolitis caused by Staphylococcus aureus (including
methicillin-resistant strains).

Dosage and Administration

C. difficile associated diarrhoea: The recommended dosage is 125 mg
administered 4 times daily for 10 days.

Staphylococcal enterocolitis: Total daily dose is 500 mg to 2 g administered
in 3 or 4 divided doses for 7 to 10 days.

For Paediatric Patients, the daily dosage is 40 mg/kg in 3 or 4 divided
doses for 7 to 10 days. The total daily dose should not exceed 2 g or as
directed by the physician.

Contraindications
Vancomycin is contraindicated in patients with known hypersensitivity to
Vancomycin.

Warnings & Precautions

« Significant serum concentrations have been reported in some patients
undergoing studies & who have taken multiple doses of Vancomycin for
active C. difficile associated diarrhoea. Monitoring of serum concentrations
may be needed in some instances.

+ Nephrotoxicity may occur following oral Vancomycin therapy and can
occur either during or after completion of therapy. The risk is increased in
geriatric patients.

« Ototoxicity may occur in patients receiving Vancomycin. Assessment of
auditory function may be needed in some instances.

« VVancomycin in the absence of a proven or strongly suspected bacterial
infection is unlikely to provide benefit to the patient and increases the risk
of the development of drug resistant bacteria.

Side Effects
The most common adverse reactions are nausea (17%), abdominal pain
(15%), and hypokalemia (13%).

Use in Pregnancy and Lactation
Pregnancy Category B. No effects on fetal weight or development were
seen in rats at the highest dose.

Systemic absorption of Vancomycin is very low following oral administration
of Vancomycin. It is not known whether Vancomycin is excreted in human
milk, as no studies of Vancomycin concentration in human milk after oral
administration have been done.

Use in Children & Adolescents
Safety and effectiveness in paediatric patients have not been established.

Drug Interaction
No drug interaction studies have been conducted.

Overdosage

Vancomycin is poorly removed by dialysis. Hemofiltration and
hemoperfusion with polysulfone resin have been reported to result in
increased Vancomycin clearance.

Storage
Store below 30°C, away from light and in a dry place. Keep all medicines
out of the reach of children.

Packing

Vanogut 125 Capsule: Each box contains 2x10 capsules in Alu-Alu blister
pack and an insert.

Vanogut 250 Capsule: Each box contains 2x10 capsules in Alu-Alu blister
pack and an insert.

Manufactured by:

Navana Pharmaceuticals Ltd.
Rupshi, Rupganj, Narayanganj, Bangladesh
NCLT0792_07-23_00
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