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COMPOSITION:

Sodium Fusidate (micronised) 2% wiw
PRESENTATION:

Translucent, waxy, water immiscible ointment.

INDICATIONS:

Skin infection caused by Staphylococci,
Streptococci, and other susceptible or sodium
fusidate-sensitive organisms.

PHARMACOLOGY:

Mechanism of Action:

Sodium fusidate is a sodium salt for fusidic acid,
an antimicrobial substance produced by the
growth of certain strain of Fusidium coccineum.
Fusidic acid is steroidal antibiotic with a
bacteriostatic or bactericidal activity mainly
against Gram-positive bacteria. Fusidic acid
inhibits bacterial protein synthesis by inhibiting a
factor necessary for the translocation of peptide
subunits and elongation of the peptide chain.
Fusidic acid is very active against staphylococci.
Notably Staph. aureus and Staph. epidermidis,
Nocardia asteroides and many clostridial strains
are also highly susceptible. Most gram-negative
bacteria are intrinsically resistant but fusidic acid
is active against Neisseria spp. Bacteroides
fragilis is susceptible and it has some activity
against strains of Mycobacterium tuberculosis
and M. leprae. Fusidic acid has some activity
against a range of protozoa including Giardia
lamblia and Plasmodium falciparum. The
therapeutic efficacy of topically applied Sodium
Fusidate Ointment is due partly to its pronounced
antibacterial acitivity against the organisms
responsible for skin infections, and partly to its
ability to penetrate intact skin.

Pharmacokinetics:

Fusidic acid penetrates normal or inflamed skin
and achieves bactericidal concentrations down to
the lower corium.

DIRECTION FOR USE:

For external use only.

Apply a thin layer of the ointment to the affected
area 2 - 3 times a day, generally for a period of
seven days.

CONTRAINDICATIONS:

Patients known to be hypersensitivity to Sodium
Fusidate. Caution should be taken when applying
Axcel Fusidic Acid Ointment in the eye region as
this preparation may cause irritation if it gets into

the eye.

PRECAUTIONS:
Repeated topical use of the ointment may lead to
problems of resistance.

Use in Pregnancy and Lactation:

The safety of the use during pregnancy and
lactation has not been fully established.
Therefore, they should not be used extensively
on pregnant and nursing mothers, in large
amounts or for prolonged periods of time.

Use in Infants and Children:
Avoid prolonged use in infants and children.

SIDE EFFECTS:

Hypersensitivity reactions in the form of rashes
and irritation may occur after the topical
administration of the ointment. It should be
avoided in patients known to be hypersensitive to
sodium fusidate or its derivatives.

DRUG INTERACTIONS:
No known drug interaction to date when applied
topically.

OVERDOSAGE AND TREATMENTS:
Overdosage is unlikely to occur when sodium
fusidate is applied topically.

STORAGE:
Keep container well closed. Store below 30°C.
Protect from light.

KEEP OUT OF REACH OF CHILDREN
JAUHI DARI KANAK-KANAK

PACK QUANTITIES:
Available in aluminium tube of 5gm and 15gm.

Further information can be obtained from
pharmacist, physician or the manufacturer.

Kotra Pharma (M) Sdn. Bhd.
No.1,2 &3, Jalan TTC 12, (90082
Cheng Industrial Estate,

PHARMA 75250 Melaka, Malaysia.
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