Getrix Dermal Cream & Ointment @

Reva Pharma

Composition:

Each 1g of Getrix Dermal Cream or Ointment contains :
Gentamicin sulfate equivalent to Gentamicin 3 mg.
Pharmacological Classification:

Antibiotics (Aminoglycosides).

Intended Use (Common Use of the Drug):

Primary and secondary bacterial skin infections.

Mechanism of Action:

Gentamicin is a wide spectrum antibiotic that provides highly
effective topical treatment in primary and secondary bacterial
infections of the skin, this product may clear infections that
have not responded to other topical antibiotic agents. bacteria
susceptible to the action of gentamicin include sensitive strains
of streptococci (group A beta-hemolytic, alpha-hemolytic),
staphylococcus aureus (coagulase positive, coagulase negative,
and some penicillinase-producing strains), and the gram-neg-
ative bacteria, pseudomonas aeruginosa, Aerobacter aerogens,
Escherichia coli, proteus vulgaris and klebsiella pneumoniae.
Pharmacokinetics:

Absorption: Topical application of gentamicin can result in
some systemic absorption. Treatment of large areas can result
in plasma concentrations of up to 1pg/ml.

Distribution: Gentamicin is <10% bound to plasma albumin
following administration. Effective plasma concentration is

4 - 8ug/ml

Elimination: > 90% Gentamicin is excreted unchanged in the
urine by glomerular filtration.

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.

- Primary skin infections: Impetigo contagiosa, superficial fol-
liculitis, ecthyma, furunculosis, sycosis barbae, and pyoderma
gangrenosum.

- Secondary skin infections: Infectious eczematoid dermatitis,
pustular acne, pustular psoriasis, infected seborrheic dermatitis,
infected contact dermatitis, infected excoriations, and bacterial
super-infections of fungal or viral infections.

- Getrix is also used in the treatment of septic abscesses and
cysts after surgery and the drainage of their secretions in

order to allow a sufficient amount of the medicine to come
into contact with the germs, it’s also used in the treatment of
infected stasis and other skin ulcers, infected superficial burns,
paronychia, infected insect bites and stings, infected lacerations
and abrasions and wounds from minor surgery.

- Patients sensitive to neomycin can be treated with gentamicin
sulfate, although regular observation of patients sensitive to
topical antibiotics is advisable when such patients are treated
with any topical antibiotic.

- Getrix has been used safety in infants over one year of age,
as well as in adults and children.

Contraindications:

Getrix is contraindicated in patients with a history of hypersen-
sitivity to the active substance (gentamycin sulfate) or to any of
the excipients used.

Side Effects:

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

- Getrix can cause skin irritation (redness and itching), which
does not usually require stopping use of the medication.

- There was no evidence of irritation or sensitization. Possible
photosensitization has been reported in several patients but
could not be elicited in these patients by reapplication of genta-
micin followed by exposure to ultraviolet radiation.

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

‘Warnings & Precautions:

The Use of topical antibiotics occasionally allows overgrowth
of nonsusceptible organisms, including fungi. If this occurs, or
if irritation, sensitization, or superinfection develops, treatment
with Gentamicin Sulfate should be discontinued and appropri-
ate therapy instituted.

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.

- Muscle relaxants: Enhancement of the neuromuscular-block-
ing properties of aminoglycosides.

- Caution should be exercised with potentially nephrotoxic or
ototoxic drugs: amphotericin B, colistin, cyclosporine, vanco-
mycin, streptomycin, some cephalosporins and loop diuretics
(furosemide).

Pregnancy & Lactation & Fertility:

Safety for use in pregnancy and lactation has not been estab-
lished. Getrix should only be used in pregnancy or lactation
when considered essential by the physician, after careful
assessment of the potential risks and benefits.

Fertility: Studies have shown a decrease in sperm vitality,
motility, and total sperm count when using gentamicin.
Effects on ability to drive and use machines:

There is no information available about the effect of Getrix 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.

- Getrix recommended for wet, oozing primary infections, and
greasy, secondary infections, such as pustular acne or infected
seborrheic dermatitis. If a water-washable preparation is
desired, the cream is preferable.

- A small amount of Getrix ointment or cream should be
applied gently to lesions three to four times a day. -The area
treated may be covered with a gauze dressing if desired.

- In impetigo contagiosa, the crusts should be removed before
application of Getrix to permit maximum contact between the
antibiotic and the infection.

- Care should be exercised to avoid further contamination of
the infected skin.

- Getrix Ointment helps retain moisture and has been useful in
infection on dry eczematous or psoriatic skin.

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

Hemodialysis and peritoneal dialysis will aid the removal
gentamicin from the blood but the former is probably more
efficient. Calcium salts given intravenously have been used to
counter the neuromuscular blockade caused by gentamicin.
Physical Properties:

Cream: Milky white, homogeneous cream, free from foreign
particles.

Ointment: Transparent white to yellowish white ointment,
homogeneous, free from foreign particles.

Storage Conditions:

Store at a temperature (20-25)°C.

Keep out of reach of children.

Keep tube tightly closed.

Packaging:

Each Getrix cream or ointment carton box contains aluminum
Tube of 20 g.
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