PREDCORT

Syrup- Tablets

Composition:

Syrup:

Each 5ml PREDCORT Syrup contains Prednisolone Sodium

Phosphate equivalent to Prednisolone 5 mg.

Tablets:

Each PREDCORT 5 tablet contains: Prednisolone 5 mg.

Each PREDCORT 20 tablet contains: Prednisolone 20 mg.

Pharmacological Properties:

Prednisolone is a synthetic glucocorticoid similar to cortisol

used for its anti-inflammatory, immunosuppressive and vaso-

constrictive effects.

Pharmacokinetics:

After oral administration of PREDCORT (Prednisolone), it is

rapidly and apparently almost completely absorbed and reaches

peak plasma concentrations after 1-3 hours. Prednisolone shows
dose dependent pharmacokinetics. Prednisolone is metabolised
primarily in the liver to a biologically inactive compound. It is
excreted in the urine as free and conjugated metabolites together
with small amounts of unchanged drug.

Indications:

PREDCORT is indicated in the following conditions:

« Allergic states including: Seasonal or perennial allergic
rhinitis; contact dermatitis; atopic dermatitis; serum sickness;
drug hypersensitivity reactions, systemic lupus erythematosus.

« Dermatologic Diseases: Pemphigus; bullous dermatitis her-
petiformis; exfoliative erythroderma; mycosis fungoides.

« Edematous States and Endocrine Disorders.

« Gastrointestinal Diseases: like ulcerative colitis; regional
enteritis

« Idiopathic thrombocytopenic purpura in adults.

« Neoplastic Diseases: For the treatment of acute leukemia and
aggressive lymphomas.

« Acute exacerbations of multiple sclerosis.

« Respiratory Diseases including idiopathic eosinophilic
pneumonias; asthma, hypersensitivity pneumonitis, idiopathic
pulmonary fibrosis, acute exacerbations of chronic obstructive
pulmonary disease (COPD).

« Rheumatic Disorders.

Contraindications:

- Systemic fungal infections.

- After administration of live vaccines.

- Hypersensitivity to the drug or any of its components.

Warnings & Precautions:

PREDCORT should be used with caution in-patients with:

« hypertension, congestive heart failure, diabetes mellitus,
glaucoma, chronic renal failure, and ocular herpes simplex.

« Discontinuation of treatment should be carried out by gradual
reduction of dosage because withdrawal may result in acute
adrenal insufficiency.

« Corticosteroids may lead to inhibition of bone growth in
children and adolescents and the development of osteoporosis
at any age.

« Steroids should be used with caution in nonspecific ulcerative
colitis.

Pregnancy & Lactation:

Pregnancy: Pregnancy category C, PREDCORT should be

used during pregnancy only if the potential benefit justifies the

potential risk to the fetus.

Lactation: Prednisolone passes into breast milk, but the risk of

affecting the baby seems unlikely with therapeutic doses.

Drug Interactions:

« Drugs that induce hepatic enzyme activity (e.g., barbiturates,
rifampin) may enhance metabolism of prednisolone and
require that the dosage of Predcort be increased.

* Concomitant use of non-steroidal anti-inflammatory agents
and corticosteroids increases the risk of gastrointestinal side
effects.

« Corticosteroids may increase blood glucose concentrations;
therefore, dosage adjustments of antidiabetic agents may be
required.

* CYP3A inhibitors (e.g., macrolides) may lead to lack of
metabolism of prednisolone and the risk of systemic side
effects maybe increase.

Side Effects:

Prolonged treatment with high doses of prednisolone may give

arise to the following side effects:

peptic ulceration, hemorrhage and pancreatitis, spontaneous

fracture, disturbances of electrolyte, hypertension, hyperglyce-

mia, oedema, metabolic disturbances, delayed wound healing,
iWeakening the effectiveness of the immune system , increased
liability to infection, Cushing-syndrome symptoms (moon face,
flush, hirsutism),Depression, anxiety, and cardiovascular disor-
ders, these symptoms disappear when treatment is stopped.

Dosage & Administration:

Initially: The initial dosage may vary from 5 mg to 60 mg daily

in divided doses, as a single dose in the morning after breakfast,

or as a double dose on alternate days. Dosage depends on the dis-
order being treated. The dose can often be reduced within a few
days but may need to be continued for several weeks or months.

Maintenance: 2.5 to 15mg daily, but higher doses may be needed.

In pediatric patients: the initial dose of PREDCORT Syrup

may vary depending on the specific disease being treated. The

range of initial doses is 0.14 to 2 mg /kg/day in three or four
divided doses.

If after long term therapy the drug is to be stopped, it is recom-

mended that it be withdrawn gradually rather than abruptly.

Storage:

Keep out of reach of children.

Store below 30°C. Store in the original package.

Packaging:

Syrup: Each carton Box PREDCORT contains a Amber Glass

Bottle of 100 ml.

Tablets: Each carton Box PREDCORT (5 — 20) contains 20

tablets in two blister Strips.
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“Do o repeat the same prescription without conulting your doctor
KEEP THE MEDICAMENTS OUT OF REACH of CHILDREN
‘Council of Arab Health Ministers& Union of Arab Pharmacists
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