SHARIF PHARMACEUTICALS LTD.

Product Name: Pednil
Design: Insert

Prednisolone BP

COMPOSITION

Pednil 5 mg Tablet: Each tablet contains Prednisolone BP 5 mg.

Pednil 10 mg Tablet: Each tablet contains Prednisolone BP 10 mg.

Pednil Oral Solution: Each 5 ml solution contains Prednisolone 5 mg as
Prednisolone Sodium Phosphate BP.

PHARMACOLOGY

Prednisolone is rapidly and well absorbed from the Gl tract following oral
administration. Prednisolone is 70 — 90% protein bound in the plasma and it is
eliminated from the plasma with a half life of 2 to 4 hours. It is metabolized mainly
in the liver and excreted in the urine.

MODE OF ACTION

Prednisolone is a synthetic adrenocortical drug with predominantly glucocorticoid
properties. Prednisolone directly inhibits the action of Phospholipase A2 enzyme
which is responsible for the production of different inflammatory mediators like
Leukotrienes, SRS - A, Prostaglandins etc.

INDICATION

1.Endocrine Disorders: Primary or secondary adrenocortical insufficiency
congenital adrenal hyperplasia, hypercalcemia associated with cancer,
nonsuppurative thyroiditis.

2.Rheumatic Disorders: Rheumatoid Arthritis, Juvenile Rheumatoid Arthritis,
Ankylosing Spondylitis and Subacute Bursitis Osteoarthritis, Psoriatic Arthritis etc.
3.Dermatologic Diseases: Bullous dermatitis herpetiformis, exfoliative
erythroderma, mycosis fungoides, pemphigus, severe erythema multiforme
(Stevens - Johnson syndrome).

4.Respiratory Diseases: Symptomatic sarcoidosis, Berylliosis, Aspiration
Pneumonitis.

5.Gastrointestinal Diseases: Regional enteritis and ulcerative colitis.
6.Hematologic Disorders: Acquired (autoimmune) hemolytic anemia, idiopathic
thrombocytopenic purpura in adults, secondary thrombocytopenia in adults,
congenital hypoplastic anemia.

DOSAGE & ADMINISTRATION

For Adult:

The initial dosage may vary from 5 mg to 60 mg daily depending on the disorder
being treated. During prolonged therapy, dosage may need to be temporarily
increased. When the drug is to be stopped, it must be withdrawn gradually and not
abruptly.

Specific dosage guidelines: Allergic and skin disorders: Initial doses of 5-15 mg daily
are commonly adequate.

Rheumatoid arthritis: The usual initial dose is 10-15 mg daily.

Blood disorders and lymphoma: An initial daily dose of 15-60 mg is often necessary
with reduction after an adequate clinical or haematological response. Higher doses
may be necessary to induce remission in acute leukaemia.

For Child:

Acute Asthma:

Infants and Children <12 years: 1 to 2 mg/kg/day in divided doses 1 to 2 times daily
for 3 to 10 days; maximum daily dose: 60 mg/day.

Children =12 years and Adolescents: 40 to 60 mg/day in divided doses 1 to 2 times
daily for 3 to 10 days.

Other Indications for Children: 0.14 to 2 mg/kg/day in 3 or 4 divided doses after
food.

CONTRAINDICATIONS
Systemic infections unless specific anti-infective therapy is employed.
Hypersensitivity to the drug.

SIDE EFFECTS
Leucocytosis, hypersensitivity, thromboembolism, nausea and malaise.

PRECAUTIONS

Caution is necessary when oral corticosteroids are prescribed in patients with the
following conditions like-tuberculosis, hypertension, liver failure, renal insufficiency,
diabetes mellitus, glaucoma, patients those with a previous history of
steroid-induced psychoses, epilepsy, previous steroid myopathy.

USE IN PREGNANCY & LACTATION

Use in pregnancy: Pregnancy category C.

Use in lactation: Corticosteroids are excreted in small amounts in breast milk.

DRUG INTERACTIONS

Non-steroidal anti-inflammatory drugs: Concomitant administration of ulcerogenic
drugs such as indomethacin may increase the risk of Gl ulceration. Anticoagulants:
Response to anticoagulants may be reduced or, less often, enhanced by
corticosteroids.

OVERDOSAGE
Reports of acute toxicity or death following overdosage of glucocorticoids are rare.

STORAGE

Store below 30°C temperature, protected from light & moisture. Keep all the
medicines out of the reach of children.

PACKAGING

Pednil 5 mg Tablet: Each box contains 15x10 tablets in blister pack.

Pednil 10 mg Tablet: Each box contains 10x10 tablets in blister pack.

Pednil Oral Solution: Each bottle contains 50 ml oral solution.

Manufactured by:
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