Size : 80 x 260 mm 2 colours, 65 gsm offset

Flubiotic

Flucloxacillin BP

Composition
Flubiotic 250 Capsule: Each capsule contains flucloxacillin sodium BP equivalent to 250 mg
flucloxacillin.

Flubiotic 500 Capsule: Each capsule contains flucloxacillin sodium BP equivalent to 500 mg
flucloxacillin.

Pharmacology

Flucloxacillin kills bacteria by interfering with the synthesis of bacterial cell wall. It binds to
penicillin binding proteins on the bacterial cell wall, thus interfering with peptidoglycan synthesis.
Peptidoglycan is a heteropolymeric structure that provides the cell wall with it's mechanical
stability. The cell wall is weakened, the cell swells and then ruptures.

Indications

Flucloxacillin is indicated for the treatment of infections due to gram positive organisms (including
beta-lactamase producing staphylococci).

Typical Indications

© Skin and soft tissue infections:

Boils, abscesses, carbuncles, furunculosis, cellulitis, infected skin conditions, for example, ulcer,
eczema and acne, infected wounds, infected burns, protection for skin graft, otitis media, externa,
& impetigo.

@ Respiratory tract infections:

Pneumonia, lung abscess, empyema, sinusitis, pharyngitis, tonsilitis, quinsy.

© Other infections caused by flucloxacillin-sensitive organisms:

Osteomyelitis, enteritis, urinary tract infection, meningitis, septicaemia. Flucloxacillin is also
indicated for the use as a prophylactic agent during major surgical procedures where appropriate,
for example cardiothoracic and orthopaedic surgery.

Dosage and Administration

Oral dosage should be administered one hour before meal or two hour after meal.

Usual adult dose (including elderly patients): Oral 250 mg four times daily. Dosage may be
doubled in severe infections.

Osteomyelitis, endocarditis: Up to 8 gm daily in divided doses (6 to 8 hourly) or as directed by
the physician.

Contraindication

Flucloxacillin should not be given to patients with a history of hypersensitivity to p-lactam
antibiotics e.g. penicillins, cephalosporins or excipients. Flucloxacillin is contraindicated in
patients with a previous history of flucloxacillin associated jaundice or hepatic dysfunction.

Warnings and Precautions

Flucloxacillin usage in patients with renal impairment does not usually require dosage reduction.
However, in the presence of severe renal failure (creatinine clearance <10 ml/min) a reduction in
dose or an extension of dose interval should be considered. Flucloxacillin is not significantly
removed by dialysis and hence no supplementary dosage needs to be administered either during
or at the end of the dialysis period or as directed by the physician.

Flucloxacillin should be used with caution in patients with evidence of hepatic dysfunction,
patients >50 years or patients with underlying disease all of whom are at increased risk of hepatic
reactions.

As for other penicillins contact with the skin should be avoided as sensitivity may occur. Patients
with a known history of allergy are more likely to develop a hypersensitivity reaction. Caution is
advised when flucloxacillin is administered concomitantly with paracetamol due to the increased
risk of high anion gap metabolic acidosis (HAGMA).

Side Effects

The common side effects as with other penicillins are uncommon and mainly of a mild and
transitory nature. Gastrointestinal upsets (e.g. nausea, diarrhoea) and skin rashes have been
reported. If any skin rash occurs, treatment should be discontinued. The rare side effects of
flucloxacillin are neutropenia, myalgia, anaphylactic shock and hepatitis.

Use in Pregnancy & Lactation

The use of flucloxacillin in pregnancy should be reserved for those cases considered essential by
the clinician. Use of the drug in the second and third trimester may result in the sensitization of
the fetus. During lactation, trace quantities of penicillin can be detected in breast milk.

Use in Children & Adolescents

Children under 2 years: 62.5 mg four times daily.

Children aged 2-10 years: 125 mg four times daily.
Children aged 10-18 years: 250 mg four times daily.

Itis not recommended in neonates (less than 4 weeks old).

Drug Interaction

The administration of probenecid with flucloxacillin results in higher serum peak concentration
and prolongs the time that therapeutic concentrations of flucloxacillin are achieved in serum.
Loss of activity of flucloxacillin in solution has been reported when given with gentamycin
sulphate, streptomycin sulphate and vitamin mixtures. Physical incompatibility of flucloxacillin up
to 72h at 15°C andlor 30°C was reported with atropine sulphate, benzyl penicillin,
chlorpromazine, diazepam, hyoscine butyl bromide, isosorbide dinitrate, metoclopramide,
tetracycline HCI, prochlorperazine, promethazine etc.

Overdosage

Gastrointestinal effects such as nausea, vomiting and diarrhoea may be evident and should be
treated symptomatically. Flucloxacillin is not removed from the circulation by haemodialysis.
Storage

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

Packing

Flubiotic 250 Capsule: Each box contains 7X4 capsules in Alu-Alu blister pack with an insert.
Flubiotic 500 Capsule: Each box contains 7X4 capsules in Alu-Alu blister pack with an insert.

Manufactured by:
Navana Pharmaceuticals Ltd. ; 3 NAVANA PHARMA

Rupshi, Rupganj, Narayanganj, Bangladesh
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