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Facid
Cream/Qintment

DESCRIPTION

Facid® Cream is the preparation of Fusidic Acid. Facid® Ointment is the preparation of
Sodium Fusidate. Fusidic Acid and its salts are narrow-spectrum antibiotics with powerful
antibacterial activity against a number of Gram- positive organisms. Staphylococci, including
the strains resistant to penicillin or other antibiotics and are particularly susceptible to Fusidic
Acid and its salt. Besides, it has pronounced antibacterial activity against the majority of
organisms responsible for skin infections. Fusidic Acid and its salt also possesses unique
ability for penetration to the focus of infections, even when applied to the intact skin.

INDICATIONS

Facid® is indicated for the treatment of skin infections caused by staphylococci, streptococci,
propionibacterium aenes, corynebacterium minutissimium and other Fusidic Acid- sensitive
organisms. Most important indications are:

* Impetigo

* Boils

e Carbuncles

* Paronychia

¢ Infected wounds

* Sycosis barbae

* Hidradenitis

* Erythrasma

* Folliculitis

* Acne vulgaris

Facid® Cream and Ointment is a non-staining preparation which is cosmetically acceptable
for the treatment of face and scalp infections.

APPLICATION
Small amount to be applied on the affected area 2-3 times daily, generally for a
period of 7 days. In case of acne, therapy should be extended for a longer period.

SIDE-EFFECTS
Facid® Cream and ointment is remarkably well tolerated and there is an extremely
low frequency of hypersensitivity reactions.

PHARMACEUTICAL PRECAUTION

Facid® Cream: Keep away from light & moisture. Do not store above 30 °C
temperature. Keep out of reach of children.

Facid® Ointment: Keep away from light & moisture. Do not store above 25 °C
temperature. Keep out of reach of children.

PACKAGING

Facid® Cream: Tube containing 15 g cream. Each gram cream contains Fusidic
Acid BP 20 mg.

Facid® Ointment: Tube containing 15 g ointment. Each gram ointment contains
Sodium Fusidate BP 20 mg.
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Facid BT®GPeam

Fusidic Acid BP & Betamethasone Valerate BP

DESCRIPTION

Facid BT © cream is a combined preparation of Fusidic Acid & Betamethasone
Valerate. The active substances, Fusidic Acid and Betamethasone Valerate are
suspended as micronized meterials in the formulation. Fusidic acid is a member of
the fucidane group of naturally occurring antibiotics that exerts its action by
blocking the protein synthesis of bacteria. Betamethasone, as a topical
corticosteroid, has anti-inflammatory, anti-pruritic, and vasoconstrictive actions
but the exact mechanisms of these actions are unknown.

INDICATIONS

Facid BT® cream is indicated for the treatment of eczematous dermatoses
including atopic eczema, discoid eczema, stasis eczema and seborrhoeic eczema
when secondary bacterial infection is confirmed or suspected.

DOSAGE AND ADMINISTRATION

Adults and children aged 6 years and over:

A small quantity should be applied to the affected area twice daily until a
satisfactory response is obtained. A single treatment course should not normally
exceed 2 weeks.

CONTRAINDICATIONS
Known hypersensitivity to the drug substances. Acne rosacea and perioral
dermatitis. Skin lesions of viral, fungal or bacterial origin.

SIDE-EFFECTS

Prolonged and intensive treatment with potent corticosteroids may cause local
atrophic changes in the skin, including striae, thinning and dilation of superficial
blood vessels, particularly when applied to the flexures or when occlusion is
employed. As with other topical corticosteroids sufficient systemic absorption to
produce hypercorticism can occur with prolonged or extensive use. Children are at
particular risk. Hypersensitivity reactions to Fusidic Acid are rare. However, if signs
of hypersensitivity occur, treatment should be withdrawn.

PRECAUTIONS
Long-term continuous therapy should be avoided, particularly in the face, on
flexures, and intertrigenous areas, and in infants and children.

USE IN PREGNANCY
Topical steroids should not be used extensively in pregnancy. Fetal development
abnormalities have been seen in animals due to systemic absorption.

PHARMACEUTICAL PRECAUTION
Do not store above 25 °C. Keep away from light and wet place. Keep out of reach
of children.

PACKAGING

Facid BT ® Cream:

Tube containing 10 g cream. Each gram cream contains Fusidic Acid BP 20 mg &
Betamethasone Valerate BP equivalent to Betamethasone 1 mg.
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FacidHC

2% Fusidic acid with 1 % Hydrocortisone
Cream

DESCRIPTION

Facid HC® cream is the combined preparation of fusidic acid and hydrocortisone acetate. It combines the
antibacterial activity of fusidic acid with the anti-inflammatory activity of the moderately potent corticosteroid
hydrocortisone acetate. The antibacterial action of fusidic acid results from the inhibition of bacterial protein
synthesis. The drug interferes with amino acid transfer from aminoacyl-tRNA to protein on the ribosomes. The
spectrum of antibacterial activity of fusidic acid is primarily towards Gram positive organisms, demonstrating
particularly high activity against Staph. aureus. Hydrocortisone acetate has anti-inflammatory, anti-pruritic and
vasoconstrictive proporties.

INDICATIONS
Fusidic acid and hydrocortisone is indicated for the treatment of mild to moderately severe atopic dermatitis
where Staph. aureus is suspected as a contributing factor.

DOSAGE AND ADMINISTRATION

Adult: It should be applied 3 times daily and gently massaged into the affected areas for 2 weeks. A shorter
course should be considered if symptoms improve.

Children: It is not recommended in children under 3 years of age.

SIDE EFFECTS

Adverse effects are generally local. These are dryness, itching, burning, local irritation, striae, skin atrophy,
atrophy of subcutaneous tissues, telangiectasia, hypertrichosis, change in pigmentation and secondary
infection. If applied to the face, acne rosacea or perioral dermatitis can occur.

CONTRAINDICATIONS

Facid HC® is contraindicated in patients with hypersensitivity to fusidic acid, hydrocortisone acetate or other
components of the cream. As with other topical antibiotic or corticosteroid combination preparations, Facid HC
is contraindicated in bacterial infections due to non-susceptible organisms,

fungal infections, tuberculosis of the skin, syphilitic skin infections, chicken pox, eruptions following vaccinations
and viral diseases of the skin in general.

PRECAUTIONS
Fusidic acid and hydrocortisone should not be used in or near the eye because of the possibility of conjunctival
irritation by fusidic acid.

PREGNANCY AND LACTATION

The safety of fusidic acid and hydrocortisone during pregnancy and lactation has not been established. Fusidic
acid has been shown to penetrate the placental barrier following systemlc administration and fusidic acid has
been detected in the milk of the nursing mothers. The use of Facid HC® cream during pregnancy and lactation
requires that the potential benefits be weighed against the risks to the foetus or nursing infant.

WARNINGS
When used under occlusive dressing, over extensive areas or on the face, scalp, axillae and scrotum, sufficient
absorption may occur giving rise to adrenal suppression and other systemic effects.

PHARMACEUTICAL PRECAUTIONS
Store in a cool (below 25 °C) place. Keep away from light and wet place. Keep out of reach of children.

PACKAGING

Facid HC® Cream:

Tube containing 10 g cream. Each gram cream contains Fusidic Acid BP 20 mg and Hydrocortisone Acetate
BP equivalent to Hydrocortisone 10 mg
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FACID

Sodium Fusidate BP Film Coated Tablet

DESCRIPTION

Facid® is a preparation of Sodium Fusidate. Sodium Fusidate is a Sodium salt
form of Fusidic Acid. Fusidic acid is an antibiotic derived from the fungus Fusidium
coccineum. The mode of action is by inhibition of protein synthesis by the
prevention of translocation on the ribosome. Concentrations adequate for
bactericidal activity against Staphylococci after oral or parenteral administration
have been demonstrated in the following: pus, exudate, soft tissue, bone tissue,
synovial fluid, aqueous humour, vitreous body, burn crusts, intracranial abscess,
sputum and serum.

INDICATIONS

Treatment of localized, as well as generalized staphylococcal infections (e.g.
abscesses, furunculosis, wound infections, pneumonia, peritonitis, osteomyelitis,
septicaemia, enteritis and otorhinolaryngeal infections).

In severe infections, deep-seated infections, infections due to methicillin-resistant
Staphylococci or when prolonged therapy may be required, Sodium Fusidate must
be given concurrently with other anti-staphylococcal antibiotic therapy.

DOSAGE AND ADMINISTRATION
Facid® tablet should be taken without a meal to avoid a reduction in the extent and
rate of absorption of Facid®by a concomitant meal.
+ For community-acquired mild to moderate acute skin and skin-structure
infections: For adults 250 mg twice daily.
+ For all other infections caused by Staphylococcus aureus.
- Adults: 2x250 mg (2 tablets) three times daily.
- Children 5 to 12 years: 250 mg three times daily

CONTRAINDICATIONS
+ Concomitant treatment with statins
+ Hypersensitivity to Fusidic Acid or its salts.

WARNINGS & PRECAUTIONS
Sodium Fusidate must not be co-administered with statins. There have been
reports of rhabdomyolysis (including some fatalities) in patients receiving this

combination. In patients where the use of systemic Sodium Fusidate is considered
essential, statin treatment should be discontinued throughout the duration of
treatment. The patient should be advised to seek medical advice immediately if
they experience any symptoms of muscle weakness, pain or tenderness. Statin
therapy may be re-introduced seven days after the last dose of Sodium Fusidate.

PREGNANCY AND LACTATION

Pregnancy

Pregnancy Category C. In reproduction studies, mating frequency and fertility were
normal and the offspring showed no morbid changes. As a precautionary measure,
it is preferable to avoid the use of systemic Sodium Fusidate during pregnancy.
Lactation

Safety in lactation has not been established. There is evidence that the drug can
penetrate the placental barrier and is detectable in human milk. Caution is
therefore required when it is used in mothers who wish to breast feed.

SIDE EFFECTS

+ Nausea & Vomiting

+ Diarrhoea

+ Dyspepsia

+ Abdominal discomfort and pain
+ Anaphylactic shock

PHARMACEUTICAL PRECAUTION
Do not store above 30 °C temperature. Keep away from light and wet place. Keep
out of reach of children.

PACKAGING
Facid® tablet: Box containing 1 strip of 10 tablets. Each film coated tablet contains
Sodium Fusidate BP 250 mg.
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