COMPOSITION
Deflaxen 6 Tablet: Each tablet contains Deflazacort INN 6 mg.

Deflaxen 24 Tablet: Each tablet contains Deflazacort INN 24 mg.

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

* Minimal change nephrotic syndrome, acute interstitial
nephritis

* Rheumatic carditis

* Ulcerative colitis, Crohn's disease

* Uveitis, optic neuritis

* Autoimmune haemolytic anaemia, idiopathic thrombocyto-
penic 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 Deflaxen
(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. For maintenance in chronic asthma, doses

should be titrated to the lowest dose that controls symptoms.

* Other conditions: The dose of Deflaxen (Deflazacort)
depends on clinical need titrated to the lowest effective dose
for maintenance. Starting doses may be estimated on the
basis of the ratio of 5 mg prednisone or prednisolone to 6 mg
Deflaxen (Deflazacort).

Children:

Alternate day administration may be appropriate. Doses of
Deflaxen (Deflazacort) usually lie in the range of 0.25-1.5
mg/kg/day. The following ranges provide general guidance:
* Juvenile chronic arthritis: The usual maintenance dose is
between 0.25 and 1.0 mg/kg/day.

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

* Bronchial asthma: The initial dose should be between
0.25-1.0 mg/kg on alternate days.

DEFLAZACORT WITHDRAWAL

In patients who have received more than physiological
doses of systemic corticosteroids (approximately 9 mg per
day or equivalent) for more than 3 weeks, withdrawal should
not be abrupt. How dose reduction should be carried out
depends largely on whether the disease is likely to relapse
as the dose of systemic corticosteroids is reduced.

CONTRAINDICATIONS
Hypersensitivity to Deflazacort.

WARNINGS AND PRECAUTIONS

Alterations in Endocrine Function: Hypothalamic-pitu-
itary-adrenal axis suppression, Cushing’s syndrome and
hyperglycemia can occur. Monitor patients for these
conditions with chronic use of Deflazacort.

Immunosuppression and Increased Risk of Infection:
Increased risk of new exacerbation, dissemination or
reactivation of latent infections which can be severe and at

times fatal. Signs and symptoms of infection may be masked.

Sverest

Alterations in Cardiovascular/Renal Function: Monitor for
elevated blood pressure and sodium and for decreased
potassium levels.

Gastrointestinal Perforation: Increased risk in patients with
certain Gl disorders. Signs and symptoms may be masked.

Behavioral and Mood Disturbances: May include
euphoria, insomnia, mood swings, personality changes,
severe depression and psychosis.

Effects on Bones: Monitor for decrease in bone mineral
density with chronic use of Deflazacort.

Ophthalmic Effects: May include cataracts, infections and
glaucoma. Monitor intraocular pressure if Deflazacort is
continued for more than 6 weeks.

Vaccination: Do not administer live or live attenuated
vaccines to patients receiving immunosuppressive doses of
corticosteroids

Serious Skin Rashes: Discontinue at the first sign of rash
unless the rash is clearly not drug related

SIDE EFFECT

The most common adverse reactions (>10% for Deflazacort
and greater than placebo) are cushingoid appearance,
increased weight, increased appetite, upper respiratory tract
infection, cough, pollakiuria, hirsutism, central obesity and
nasopharyngitis.

USE IN PREGNANCY AND LACTATION

Pregnancy: Deflaxen (Deflazacort) does cross the placenta.
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.

Nursing mother: Corticosteroids are excreted in breast milk,
although no data are available for Deflaxen (Deflazacort).
Doses of up to 50 mg daily of Deflaxen (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 INTERACTIONS
Moderate or strong CYP3A4 inhibitors: Give one third of the
recommended dosage of Deflazacort.

Avoid use of moderate or strong CYP3A4 inducers with
Deflazacort as they may reduce efficacy.

STORAGE
Store below 25°C, in a cool & dry place. Keep away from
light. Keep out of the reach of children.

HOW SUPPLIED

Deflaxen 6 Tablet: Each commercial box contains 3 x 10
tablets in blister pack.

Deflaxen 24 Tablet: Each commercial box contains 2x 10
tablets in blister pack.
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Manufactured by

Everest Pharmaceuticals Ltd.
BSCIC I/A, Kanchpur, Narayanganj, Bangladesh
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