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Defcort

Deflazacort INN Tablet

DESCRIPTION

Defcort™ is a preparation of Deflazacort. Deflazacort is a glucocorticoid. It has
anti-inflammatory and immunosuppressive effects that are used in treating a
variety of diseases and are comparable to other anti-inflammatory steroids.

INDICATIONS

 Anaphylaxis, asthma, severe hypersensitivity reactions

* Rheumatoid arthritis, juvenile chronic arthritis, polymyalgia rheumatica
« Systemic lupus erythematosus, dermatomyositis, mixed connective tissue
disease (other than systemic sclerosis), polyarteritis nodosa, sarcoidosis
« Pemphigus, bullous pemphigoid, pyoderma gangrenosum

« Minimal change nephrotic syndrome, acute interstitial nephritis
 Rheumatic carditis

« Ulcerative colitis, Crohn's disease

« Uveitis, optic neuritis

* Autoimmune haemolytic anaemia, idiopathic thrombocytopenic purpura
« Acute and lymphatic leukaemia, malignant lymphoma, multiple myeloma
* Immune suppression in transplantation

DOSAGE AND ADMINISTRATION

Adults

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. The following regimens are for guidance only:

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. For maintenance in chronic asthma, doses should
be titrated to the lowest dose that controls symptoms.

Other conditions: The dose of Deflazacort depends on clinical need titrated to
the lowest effective dose for maintenance. Starting doses may be estimated on
the basis of ratio of 5 mg prednisone or prednisolone to 6 mg Deflazacort.
Hepatic Impairment: In patients with hepatic impairment, blood levels of
Deflazacort may be increased. Therefore, the dose of Deflazacort should be
carefully monitored and adjusted to the minimum effective dose.

Renal Impairment: In renally impaired patients, no special precautions other
than those usually adopted in patients receiving glucocorticoid therapy are
necessary.

Elderly: In elderly patients, no special precautions other than those usually
adopted in patients receiving glucocorticoid therapy are necessary. The
common adverse effects of systemic corticosteroids may be associated with
more serious consequences in old age.

Paediatric Population

In children, the indications for glucocorticoids are the same as for adults, but it
is important that the lowest effective dosage is used. Alternate day
administration may be appropriate.

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
ma/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
« Systemic infection unless specific anti-infective therapy is employed.
« Hypersensitivity to the active substance.

WARNING AND PRECAUTION

Patients with rare hereditary problems of galactose intolerance, the Lapp
lactose deficiency or glucose-galactose malabsorption should not take this
medicine. Undesirable effects may be minimized by using the lowest effective
dose for the minimum period, and by administering the daily requirement as a
single morning dose or whenever possible as a single morning dose on
alternate days. Frequent patient review is required to appropriately titrate the
dose against disease activity.

SIDE EFFECTS
« Weight gain * Candidiasis * Impaired carbohydrate tolerance
* Restlessness

USE IN PREGNANCY AND LACTATION

The ability of corticosteroids to cross the placenta varies between individual
drugs, however, Deflazacort does cross the placenta. There is no evidence that
corticosteroids result in an increased incidence of congenital abnormalities.
However, when administered for prolonged periods or repeatedly during
pregnancy, corticosteroids may increase the risk of intra-uterine growth
retardation. As with all drugs, corticosteroids should only be prescribed when
the benefits to the mother and child outweigh the risks. However, when
corticosteroids are essential, patients with normal pregnancies may be treated
as though they were in the non-gravid state.

Corticosteroids are excreted in breast milk, although no data are available for
Deflazacort. Doses of up to 50 mg daily of Deflazacort are unlikely to cause
systemic effects in the infant. 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.

DRUG INTERACTION

CYP3A4 Inhibitors and Inducers

Moderate or Strong CYP3A4 Inhibitors: The active metabolite of Deflazacort,
21-desDFZ, is a substrate of CYP3A4. Co-administration of Deflazacort with
Clarithromycin, a strong CYP3A4 inhibitor, increased total exposure to
21-desDFZ by about 3-fold. Therefore, give one third the recommended dosage
of Deflazacort when moderate or strong CYP3A4 inhibitors (e.g.,
Clarithromycin, Fluconazole, Diltiazem, Verapamil, Grapefruit juice) are used
concomitantly with Deflazacort.

Moderate or Strong CYP3A4 Inducers: Co-administration of Deflazacort with
Rifampin, a strong CYP3A4 inducer, significantly decreased the exposure of
21-desDFZ. Avoid concomitant use of strong (e.g., Efavirenz) or moderate
(e.g., Carbamazepine, Phenytoin) CYP3A4 inducers with Deflazacort.

OVER DOSE
Treatment of acute overdosage is by immediate gastric lavage or emesis
followed by supportive and symptomatic therapy. For chronic overdosage in
the face of severe disease requiring continuous steroid therapy, the dosage of
Deflazacort may be reduced temporarily, or alternate day treatment may be
introduced.

STORAGE
Store at or below 30°C temperature. Keep away from light & wet place. Keep
out of reach of children.

PACKAGING
Defcort™ 6 Tablet : Each box contains 3 strips of 10 tablets each. Each tablet
contains Deflazacort INN 6 mg.

Defcort™ 24 Tablet : Each box contains 2 strips of 10 tablets each. Each tablet
contains Deflazacort INN 24 mg.
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PM Specification
Job Name : Defcort Insert Paper : 60 gsm Offset Paper
Size :W-80 mm, L-410 mm
Print : 1 Color Print
Pantone Code : [l Pantone 534 C
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