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Getrix Cort Cream & Ointment Dermal

REVAPHARMA

Composition:

Each 1g of Getrix Cort Dermal Cream or Ointment contains Gentamicin
sulfate equivalent to Gentamicin 1 mg and Betamethasone dipropionate
0.64 mg equivalent Betamethasone 0.5 mg.

Pharmacological Classification:

Antibiotic (Aminoglycosides) and Corticosteroids.

Intended Use (Common Use of the Drug):

Treatment of inflammatory skin conditions associated with bacterial
infections sensitive to Gentamicin.

Mechanism of Action:

- Getrix Cort combines the antibacterial action of gentamicin (an
aminoglycoside antibiotic) with the anti-inflammatory, antipruritic and
vasoconstrictive properties of Betamethasone Dipropionate (a highly
potent, class III corticosteroid).

- Gentamicin interferes with the growth of sensitive bacteria by inhibiting
protein synthesis. Its action against pathogenic, Gram-negative and
Gram-positive bacteria is bactericidal, and is based on the ability of the
antibiotic to bind to bacterial 30S ribosomal subunits.
Pharmacokinetics:

- No penetration or absorption studies have been performed on this
formulation. Under normal circumstances, only a small fraction of the
systemically absorbed amount of corticosteroid is present when applied
topically. Penetration and permeation rates depend on the body site, skin
condition, patient age and method of application.

- Gentamicin absorption need hardly be considered when used on intact
skin. However, increased percutaneous absorption should be taken

into account in cases of keratin layer loss, inflammation and occlusive/
extensive application.

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.

- Getrix Cort is indicated for the relief of inflammatory manifestations in
skin infections that respond to treatment with corticosteroids, especially
when accompanied by secondary skin infections caused by bacteria
sensitive to gentamicin.

Contraindications:

- Hypersensitivity to the active substances or to any of the excipients as
well as to aminoglycoside antibiotics (cross allergy to gentamicin).

- Getrix Cort is also contraindicated in:

e skin infections [of viral, bacterial (incl. syphilis and TB) and fungal
etiology].

e viral infection, including vaccine reactions, chickenpox, herpes simplex
and herpes zoster.

® open wounds or purulent inflammation.

e skin ulcers and acne are contraindicated in the case of locally applied
corticosteroids.

o Facial application is not recommended in the presence of rosacea or
perioral dermatitis.

® Getrix Cort should not be applied to mucous membranes, to the eyes or
the area surrounding the eyes.

Side Effects:

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

- Skin and subcutaneous tissue disorders:

Localized skin changes such as atrophy (particularly facial), telangiec-
tasia, striae, striae distensae, cutaneous bleeding, purpura, steroid acne,
rosacea-like/ perioral dermatitis and hypertrichosis, skin discoloration. It
is not known whether the skin discoloration is reversible.

- Uncommon: contact sensitization to gentamicin.

- Rare: skin irritation (erythema, pruritus).

- Not known: withdrawal reactions - skin redness that may extend beyond
the original affected area, a burning or stinging sensation, itching, peeling
skin, oozing vesicles.

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

Warnings & Precautions:

- Treatment with Getrix Cort should be discontinued if any signs of
irritation or sensitivity appear.

- Systemic absorption of topical Getrix Cort can be significantly in-
creased, especially with prolonged use, application to damaged skin, or
when covering with bandages. Caution should be exercised in these cases,
especially in children.

- During systemic absorption of aminoglycoside antibiotics, it should be
remembered that in case of increased skin absorption, a cumulative toxic
effect may occur (ototoxicity - nephrotoxicity).

- The treatment period with Getrix Cort should not exceed 2-3 weeks.

- Getrix Cort should be used with caution on the face and genital area,
and the treatment period should not exceed 7 days.

- The preparation should not be shared with other patients.

Use in pediatric patients:

- Getrix Cort is not recommended for use in children under 2 years of age
due to the risk of hypothalamic-pituitary axis suppression due to higher
percutaneous absorption compared to adults.

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.

- Studies have not revealed any clinically significant drug interactions.
Pregnancy & Lactation & Fertility:

Pregnancy: In animal studies, topical application of corticosteroids was
shown to have a teratogenic effect. There are no data on its use in human
pregnancies.

Aminoglycosides cross the placental barrier and may harm the fetus

if administered to pregnant women. There have been reports of total,
irreversible, bilateral, congenital deafness in infants whose mothers re-
ceived aminoglycosides (including gentamicin) during pregnancy. During
pregnancy, Getrix Cort should only be used in cases where it is absolutely
necessary.

Lactation: It is not known whether topically applied corticosteroids pass
into breast milk. However, systemically available corticosteroids are
excreted in breast milk. It is not known whether gentamicin passes into

breast milk. Getrix Cort may not be used by nursing mothers.

Fertility: Its effect on fertility when applied topically has not been studied
in humans.

Effects on ability to drive and use machines:

The effect on the ability to drive and use machines has not been studied.
Method of use:

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

Adolescents and Adults:

- Apply a thin film to the affected skin areas twice daily and carefully

rub in. Frequency of application should be determined by the physician
according to the severity of the condition.

- Duration of therapy varies depending upon the extent and location of
disease and patient response. However, if clinical improvement is not
achieved by two to three weeks, diagnosis should be reviewed.

Children 2 to 12 years old:

- Apply a thin layer to the affected area only with gentle massage twice or
less daily with an interval of more than 6-12 hours.

- Application to face, neck, scalp, genitalia, rectal area, and skin flexures
should be applied under medical supervision.

- Limit treatment to no more than 5 to 7 days.

- Inform your doctor or pharmacist if you forget to apply the cream or
ointment and before stopping its use.

Overdoses\Toxicity\methods of treatment:

Symptoms: Excessive or prolonged use of topical corticosteroids may
lead to a suppression of the pituitary-adrenal function, and may cause
secondary adrenal insufficiency and symptoms of adrenal cortex hyperac-
tivity, including Cushing’s syndrome. It cannot be excluded that a single
excessive dose of gentamicin might induce such symptoms.

Excessive and prolonged use of topically applied gentamicin may lead

to an increased growth of fungi or non-susceptible bacteria at the site of
skin lesions.

Treatment: Appropriate symptomatic treatment is indicated. Acute
symptoms of adrenal cortex hyperactivity are usually reversible. Elec-
trolyte imbalances should be treated where required. In cases of chronic
toxicity, withdrawal of corticosteroids should be gradual. If overgrowth
by non-susceptible organisms occurs, stop treatment with Getrix Cort and
institute appropriate antimycotic or antibacterial treatment.

Physical Properties:

White to almost white, homogeneous, free from foreign matter.

Storage Conditions:

Store at a temperature below 25° C.

Keep out of reach of children.

Keep tube tightly closed.

Packaging:

Each Getrix Cort Dermal Cream or Ointment carton box contains Alumi-
num Tube of 20 g.

204 / 8viod

out consultng your doctor
T OF REACH of CHILDREN
Union of Arab Pharmaciss

Reva Pharma for Pharmaceutical Industries - 101 - Syria



