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Cream
Fusidic acid 2%

Ointment

Sodium fusidate 2%

DESCRIPTION

Pharmaniaga Germacid Cream

A smooth, white cream.
Pharmaniaga Germacid Ointment
A smooth, white ointment.

COMPOSITIONS
Pharmaniaga Germacid Cream

Each gram contains Fusidic acid 2% w/w.

Pharmaniaga Germacid Ointment
Each gram contains Sodium fusidate 2%
wiw.

Also contains Chlorocresol 0.1% w/w as
preservative.

PHARMACODYNAMICS
Pharmacotherapeutic ~ group:  Other
antibiotics for topical use, ATC code:
DO06AX01

Fusidic acid is a strong antibacterial
agent. Fusidic acid and its salts exhibit
fat and water solubility properties with
strong surface activity, and show

uncommon ability to penetrate intact skin.

Fusidic acid or sodium fusidate is very
active against staphylococci. Concentration
of 0.03-0.12 mcg fusidic acid per ml
inhibit nearly all strains of Staphylococcus
aureus. Topical application of fusidic acid is
also effective against Streptococci,
Corynebacterial, Neisseria and certain
Clostridium Strain.

PHARMACOKINETICS

Fusidic acid is well absorbed from the
gastrointestinal tract. It is widely distributed
into tissues and body fluids, including
bone, pus and synovial fluid; it
penetrates cerebral abscesses but does
not enter cerebrospinal fluid in applicable
amounts. About 95% or more of fusidate
in circulation is bound to plasma protein.

Fusidic acid is excreted in bile, almost
entirely as metabolites, some of which
have weak antimicrobial activity. About
2% appears unchanged in the faeces.
Little is excreted in the urine or removed
by haemodialysis.

INDICATIONS

Pharmaniaga Germacid Cream
Pharmaniaga Germacid Cream is
indicated for treatment of skin infections
caused by staphylococci, streptococci,
Propionibacterium acnes, Corynebacte-
rium minutissimum, and other
organisms sensitive to fusidic acid. The
most important indications  being:
Impetigo, infected wounds, folliculitis,
boils, sycosis barbae, carbuncles,
hidradenitis, paronychia, erythrasma.

Pharmaniaga Germacid Cream is an
invisible, non-staining preparation, which
is cosmetically acceptable for treatment
of face and scalp infections.

Pharmaniaga Germacid Ointment
For treatment of skin lesions primary or
secondarily infected with Staphylococci,

Streptococci, Corynebacterium minutis-
simum and other sodium fusidate
sensitive organisms. The most important
indications being: impetigo, infected
wounds, folliculitis, boils, sycosis barbae,
carbuncles, hidradenitis, paronychia and
erythrasma.

CONTRAINDICATIONS

Known hypersensitivity to fusidic acid or
sodium fusidate infection caused by
non-susceptible organisms. In particular
Pseudomonas aeruginosa.

Patients with hypersensitivity to any of
the ingredients.

PRECAUTIONS

Avoid contact with eyes.

Bacterial resistance is reported to have
occurred when this product is applied
topically. As in all topical antibiotics,
extended and recurrent applications may
increase the risk of contact sensitization
and development of antibiotic resistance.

Fusidic cream contains cetyl alcohol.
This excipient may cause local skin
reactions (e.g. contact dermatitis).

Instruct patients not to smoke or go near
naked flames as there is risk of severe
burn. Fabric (e.g. clothing, bedding,
dressings, etc) that has been in contact
with this product burns more easily and is
a serious fire hazard. Washing clothing
and bedding may reduce product
build-up but not totally remove it.

DRUG INTERATIONS

No interaction studies have been
performed. Interactions with systemically
administered medicinal products are
considered minimal as the systemic
absorption of topical fusidic acid or
sodium fusidate is negligible.
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PREGNANCY AND LACTATION
Pregnancy

There is inadequate evidence of safety in
human pregnancy. Animal studies and
many years of clinical experience have
suggested that fusidic acid is devoid of
teratogenic effects.

Breast-feeding

Safety in nursing mothers has not been
established.

Germacid Cream can be used during
breast-feeding but is recommended to
avoid applying Germacid Cream on the
breast.

EFFECTS ON ABILITY TO DRIVE AND
USE MACHINE

Fusidic acid or sodium fusidate
administered topically has no or
negligible influence on the ability to drive
and use machines.

ADVERSE REACTIONS
Immune system disorders
Rare: Hypersensitivity

Eye disorders
Rare: Conjunctivitis

Skin and subcutaneous tissue
disorders

Uncommon: Dermatitis (including
dermatitis contact, eczema), rash®,

pruritus and erythema.

*Various types of rash reactions such as
erythematous, pustular, vesicular,
maculo-papular and papular have been
reported. Rash generalised has also
occurred.

Rare: Angioedema, urticaria and blister
General disorders and administration

site conditions
Uncommon: Application site pain

(including skin burning sensation) and
application site irritation.

DOSAGE AND ADMINISTRATION
Pharmaniaga Germacid Cream is
applied to the affected area 2-3 times
daily, generally for a period of 7 days,
except in treatment of acne where
therapy should be extended for a longer
period according to the nature of this
disease.

Pharmaniaga Germacid Ointment is
applied to affected area 2-3 times daily,
for a period of 7 days. It can be used with
or without a covering dressing.

ROUTE OF ADMINISTRATION
Topical.

OVERDOSAGE
Overdose is unlikely to occur.

STORAGE CONDITIONS
Store below 30°C.

Protect from light.

Keep container tightly closed.

SHELF LIFE

Product should not be used beyond the
expiry date imprinted on the product
packaging.

PRESENTATION
Tubes of 5g and 15g.
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