Dezacot®° 6

Deflazacort INN 6 mg

Description: Deflazacort is a hetetocyclic glucocorticoid belongs to the class of oxazoline
steroids, with Anti-inflammatory & immuno suppressant effect. Deflazacort are more safer than
Prednisolone.

Composition: Dezacot® 6 mg Tablet: Each film coated tablet contains Deflazacort INN 6 mg.

Indications

1. Anaphylaxis, asthma, severe hypersensitivity reactions

2. Rheumatoid arthritis, juvenile chronic arthritis, polymyalgia rheumatica

3. Systemic lupus erythematosus, dermatomyositis, mixed connective tissue disease

4. Autoimmune haemolytic anaemia

5. Acute and lymphatic leukaemia, malignant lymphoma, multiple myeloma, Ulcerative colitis,
Crohn's disease Immune suppression in transplantation

Dosage & administration: In adult, for acute disorders, up to 120 mg/day deflazacort may need
to be given initially. Maintenance doses in most conditions are within the range 3 - 18 mg/day.
Rheumatoid arthritis: The maintenance dose is usually within the range 3 - 18 mg/day. The
smallest effective dose should be used and increased if necessary.

Bronchial asthma: In the treatment of an acute attack, high doses of 48-72 mg/day may be needed
depending on severity and gradually reduced once the attack has been controlled.

In children: Doses of deflazacort usually lie in the range 0.25 - 1.5 mg/kg/day. The following
ranges provide general guidance.

Juvenile chronic arthritis: The usual maintenance dose is between 0.25 - 1.0 mg/kg/day.

Nephrotic syndrome: Initial dose of usually 1.5 mg/kg/day followed by down titration according to
clinical need.

Bronchial asthma: On the basis of the potency ratio, the initial dose should be between 0.25 - 1.0
mg/kg deflazacort on alternate days.

Contraindications: Hypersensitivity to deflazacort or any of the ingredients.

Side effects: Gastro-intestinal, musculoskeletal, endocrine, ophthalmic, neuropsychiatric, fluid
and electrolyte disturbance, impaired healing, facial erythema, skin atrophy, congestive heart
failure, leucocytosis, hyperglycemia, thromboembolism, nausea, malaise, headache, vertigo.

Use in pregnancy & lactation: Pregnancy: Deflazacort crosses the placenta. When administered
for prolonged periods or repeatedly during pregnancy, corticosteroids may increase the risk of
intra-uterine growth retardation.

Lactation: Corticosteroids are excreted in breast milk, although no data are available for
deflazacort. infants of mothers taking higher doses than this may have a degree of adrenal
suppression but the benefits of breast feeding are likely to outweigh any theoretical risk.

Precautions: Cardiac disease or congestive heart failure,hypertension, thromboembolic
disorders, gastritis or esophagitis,ulcerative colitis peptic ulcer, diabetes mellitus, osteoporosis,
myasthenia gravis, renal insufficiency, emotional instability, epilepsy, previous
corticosteroid-induced myopathy, liver failure, hypothyroidism, cirrhosis, ocular herpes simplex.

Drug interactions: Deflazacort is metabolized in the liver. It is recommended to increase the
maintenance dose of deflazacort if drugs which are liver enzyme inducers are co-administered,
e.g. rifampicin, rifabutin, carbamazepine, phenobarbitone, phenytoin, primidone. For drugs which
inhibit liver enzymes, e.g. ketoconazole it may be possible to reduce the maintenance dose of
deflazacort. In patients taking estrogens, corticosteroid requirements may be reduced. The desired
effects of hypoglycaemic agents (including insulin), anti-hypertensives and diuretics are
antagonised by corticosteroids and the hypokalaemic effects of acetazolamide, loop diuretics,
thiazide diuretics, beta 2-agonists, xanthines are enhanced.

Over dosage: It is unlikely that treatment is needed in cases of acute overdosage. The LDs for
the oral dose is greater than 4000 mg/kg in laboratory animals.

Storage: Keep out of reach of children. Store in a cool and dry place, protected from light.

Packaging
Dezacot® 6 mg Tablet: Each carton contains 10X3 in Alu-Alu blister pack.
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Manufactured by
@ Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
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