Fucibiotic
Dermal Cream & Ointment

&

Reva Pharma

Composition:

Each 1 g of Fucibiotic Dermal Cream contains:

Fusidic Acid 20 mg.

Each 1 g of Fucibiotic Dermal Ointment contains:

Sodium Fusidate 20 mg.

Pharmacological Classification:

Antibiotic.

Intended Use (Common Use of the Drug):

Treatment of primary and secondary skin infections.
Mechanism of Action:

Fusidic Acid \ Sodium Fusidate works by interfering with
bacterial protein synthesis, specifically by preventing the
translocation of the elongation factor G (EF-G) from the
ribosome. It also can inhibit chloramphenicol acetyltransfer-
ase enzymes.

Pharmacokinetics:

Absorption: In vitro studies show that Fusidic acid/sodium
Fusidate can penetrate intact human skin at concentrations
well above the minimum inhibitory concentration (MIC) for
susceptible organisms. The degree of penetration depends on
factors such as duration of exposure to Fusidic acid/sodium
Fusidate and skin condition.

Excretion: Fusidic acid/sodium Fusidate is excreted mainly
in the bile with a small proportion in the urine.

Indications:

Use this medicine exactly as described in this leaflet or as
directed by your doctor or pharmacist, consult your doctor if
you are not sure.

Fucibiotic is used either alone or in combination with sys-
temic therapy, in the treatment of primary and secondary skin
infections caused by sensitive strains of Staphylococcus au-
reus, Streptococcus spp and Corynebacterium minutissimum.
Primary skin infections that may be expected to respond

to treatment with Fusidic acid applied topically include:
Impetigo contagiosa, superficial folliculitis, sycosis barbae,
paronychia and erythrasma; also such secondary skin
infections as infected eczematoid dermatitis, infected contact
dermatitis and infected cuts/abrasions.

Contraindications:

This medicine should not be used if you are hypersensitive to
the active substance or any of the excipients.

Side Effects:

Like all medicines, this one can cause side effects, although
not everyone experiences them.

- Common side effects: itching, rash, hypersensitivity and
angioedema.

- Uncommon side effects: dermatitis, itching, erythematous,
pain and irritation at the application site.

Inform your doctor or pharmacist if you experience any side
effects not listed in this leaflet.

Warnings & Precautions:

e Bacterial resistance among staphylococcus aureus has been
reported to occur with the use of topical Fusidic acid as with
all antibiotics, extended or recurrent use may increase the
risk of developing antibiotic resistance.

e Extended or recurrent use may increase the risk of develop-
ing contact sensitization.

® Fucibiotic Cream contains butyl hydroxyanisole, Cetos-
tearyl alcohol and, these excipients may cause local skin

reactions (e.g. contact dermatitis). Butyl hydroxyanisole may
also cause irritation to the eyes and mucous membranes,
Fucibiotic Cream should therefore be used with care when
applied in the proximity of the eyes.

Drug and Food Interactions:

Tell your doctor or pharmacist if you are using, have recently
used or might use any other drugs, and for how long you will
be using the drug.

Interactions with systemically administered medicinal prod-
ucts are considered minimal as the systemic absorption of
topical Fusidic Acid \ Sodium Fusidate is negligible.
Pregnancy & Lactation & Fertility:

Pregnancy: No effects are expected during pregnancy
because systemic exposure to topically applied Fucibiotic is
negligible. Topical Fucibiotic can be used during pregnancy.
Lactation: No effects are expected on infants because system-
ic absorption of topically applied Fucibiotic in lactating
women is negligible. Topical Fucibiotic can be used during
lactation but it is advisable to avoid using it topically on the
breast.

Fertility: There are no clinical studies on the topical
application of Fucibiotic in relation to fertility. No effects
are expected in women of childbearing age, since systemic
exposure following topically applied Fucibiotic is negligible.
Effects on ability to drive and use machines:

Fucibiotic topical has no or negligible influence on the ability
to drive and use machines.

Method of use:

Use this drug exactly as your doctor or pharmacist has
prescribed it. Ask your doctor if you are not sure.

Adults and Children:

Uncovered lesions: Fucibiotic apply gently 3-4 times daily.
Covered lesions: use Fucibiotic with less frequency may

be enough.

- A thin layer should be applied to the entire surface of the
affected skin and surrounding tissues.

- Inform your doctor or pharmacist if you forget to apply the
Cream or Ointment and before stopping its use.
Overdoses\Toxicity\methods of treatment:

Overdose is unlikely to occur unless hypersensitivity to
Fusidic Acid \ Sodium Fusidate or any of the excipients
exists, accidental ingestion of the cream or the ointment is
unlikely to cause any harm. The total quantity of Fusidic acid
will usually not exceed the approved total daily oral dose of
Fusidic acid containing products except in children aged less
than 1 year and weighing < 10 kg. The concentration of the
excipients is too low to constitute a safety risk.

Physical Properties:

White to off-white, smooth, uniform, free from foreign
matter Cream or Ointment.

Storage Conditions:

Store at a temperature below 30° C.

Keep out of reach of children.

Keep tube tightly closed.

The Cream or Ointment can be used for up to one month
after opening the package for the first time.

Packaging:

Each Fucibiotic Dermal Cream or Ointment carton box
contains Aluminum Tube of 20
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