DEXALONE SOLUTION FOR INJECTION 2mg

Composition:

Dexamethasone (as sodium phosphate) 1.52 mg

(i.e. 2 mg of dexamethasone sodium phosphate)

Phenol 5.00 mg

Excipient gs 1 ml

Product Description: A clear colourless solution, salt taste.

Pharmacodynamics: Dexamethasone is a potent glucocorticoid with a low mineralocorticoid action.
Dexamethasone is ten to twenty times as active as prednisolone at equimolar doses.The corticosteroids
may depress the immune response. It inhibits the capilary dilatation, leucocytes migration and
phagocytosis. The glucocorticoids act on the metabolism by increasing neoglucogenosis. Dexametha-
sone induces parturition in ruminants if foetus is alive.

Pharmacokinetics: After administration via intramuscular administration, sodium phosphate
dexamethasone is rapidly absorbed, and hydrolysed as dexamethasone (base), giving a quick action
response and short in time. Tmax in cattle, goats, horses and pigs is reached within 30 minutes of
intramuscular administration. Ti2 varies according to the species between 5 and 20 hours. The
bioavailability after intramuscular administration is about 100%.

Indication:

Horse, cattle, goats and pigs: Treatment against inflammatory states, allergy or shock.

Cattle, goats: Primary ketosis treatment (acetonemia, pregnancy toxaemia) and induction of parturition.

Horse: Treatment of osteoarticular inflammatory states.

Routes of administration: Intravenous, intramuscular, subcutaneous, intra-articular and peri-articular
injection.

Dosage:

Species Dosage (in mg of dexamethasone/kg)
Horse, cattle, goats, pigs 0.015 to 0.06 mg/kg (ie. 1 to 4 ml/100kg)

The product may also be administered via intra-articular or peri-articular injection. The recommended
dosage is 0.125 to 5 ml per animal according to the weight.

The dosage may be repeated if necessary at 24-48 hours intervals.

Induce parturition:

Cow: 20 mg of dexamethasone (13 ml)

Goat: 12 to 16 mg of dexamethasone (8 to 10 ml)

Contraindications:

Do not use in animals suffering from diabetes mellitus, hyperadrenocorticism (Cushing syndrom), renal
failures and cardiac failures or duodenal ulcers.

Do not use in animals with infectious disease, unless an adapted antiinfectious therapy is given at the
same time.

Warnings and Precautions:

In horses, use dexamethasone only in beginning of laminitis.
Administration of corticosteroids at end of pregnancy may induce, in ruminants, a premature calving
or abortion.

Except when acetonemia indications and parturition induction, the corticosteroids function is to
improve the state more than curing.

Therefore, it is recommended to diagnose and to treat the underlying disease. When treating a shock,
intravenous liquids should be used to maintain circulation; an acid-base balance should be done.
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In case of accidental self-injection, seek for medical advice and show the package leaflet to the
physician.

People with known hypersensitivity to the active substance or the excipient should avoid contact with
the medicinal product.

The product should not be administered by pregnant women.
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Any unused veterinary medicinal product or waste materials derived from such veterinary medicinal
products should be disposed of in accordance with local requirements.

Interactions with other medicaments

Corticosteroids may reduce immune response to vaccines. Do not use dexamethasone during
vaccination.

The use with non-steroid anti-inflammatory drugs may increase the risk of gastro-intestinal ulcers.
Statement on usage during pregnancy and lactation:

Studies in laboratory animals have demonstrated embryotoxic effects.

The use of corticosteroids in pregnant females is not recommended, except in ruminants to induce
parturition during the last third of pregnancy.

Adverse Effects:

In case of long treatment, corticosteroids such as dexamethasone may induce iatrogenic hypercorti-
cism, polyuripolydipsia (PUPD), immunodepression, bulimia and redistribution of lipidic stores in the
body.

The use of corticosteroids in lactating cows and goats may induce a temporary decrease in milk
production.

Induction of parturition with corticosteroids may be associated with a low viability of the progeny and
an increase of the retained placenta.

Overdose: High levels of corticosteroids may lead to drowsiness and lethargy in horse.
Incompatibilities : None known

Storage Conditions: Do not store above 25°C.

Withdrawal Period:

Meat and offal: 6 days

Milk: 3 days

Packing: 50ml and 100ml vial.
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