


Patients should carry 'Steroid Treatment' cards which give clear guidance on the precautions to be taken to minimise 
risk and which provide details of prescriber, drug, dosage and the duration of treatment.
Aspirin and non-steroidal anti-inflammatory agents should be used cautiously in conjunction with corticosteroids.
Pheochromocytoma crisis, which can be fatal, has been reported after administration of systemic corticosteroids. 
Corticosteroids should only be administered to patients with suspected or identified pheochromocytoma after an 
appropriate risk/benefit evaluation.
Paediatric population: 
Corticosteroids cause growth retardation in infancy, childhood and adolescence. Growth and development of infants 
and children on prolonged corticosteroid therapy should be carefully observed. Treatment should be limited to the 
minimum dosage for the shortest possible time. In order to minimise suppression of the hypothalamo-pituitary-adrenal 
axis and growth retardation, treatment should be administered where possible as a single dose on alternate days 
Infants and children on prolonged corticosteroid therapy are at special risk from raised intracranial pressure.
High doses of corticosteroids may produce pancreatitis in children.
Use in the elderly: 
The common adverse effects of systemic corticosteroids may be associated with more serious consequences in old 
age, especially osteoporosis, hypertension, hypokalaemia, diabetes, susceptibility to infection and thinning of the skin. 
Close clinical supervision is required to avoid life-threatening reactions.

ADVERSE REACTION:

† Common (≥1/100 to <1/10); Uncommon (≥1/1,000 to <1/100); Rare (≥1/10,000 to <1/1,000); Not known 
(frequency cannot be estimated from the available data)
The incidence of predictable undesirable side-effects associated with the use of corticosteroids, including 
hypothalamic-pituitary-adrenal suppression correlates with the relative potency of the drug, dosage, timing of 
administration and duration of treatment

INTERACTION WITH OTHER MEDICINE AND CONCOMITANT USE
Methylprednisolone is a cytochrome P450 enzyme (CYP) substrate and is mainly metabolized by the CYP3A4 
enzyme. CYP3A4 is the dominant enzyme of the most abundant CYP subfamily in the liver of adult humans. It 
catalyzes 6β-hydroxylation of steroids, the essential Phase I metabolic step for both endogenous and synthetic 
corticosteroids. Many other compounds are also substrates of CYP3A4, some of which (as well as other drugs) have 
been shown to alter glucocorticoid metabolism by induction (upregulation) or inhibition of the CYP3A4 enzyme.

PREGNANCY AND LACTATION:
Fertility
There is no evidence that corticosteroids impair fertility 
Pregnancy
The ability of corticosteroids to cross the placenta varies between individual drugs; however, methylprednisolone 
does cross the placenta.
Administration of corticosteroids to pregnant animals can cause abnormalities of foetal development including 
cleft palate, intra-uterine growth retardation and effects on brain growth and development. There is no evidence 
that corticosteroids result in an increased incidence of congenital abnormalities, such as cleft palate in man, 
however, when administered for long periods or repeatedly during pregnancy, corticosteroids may increase the 
risk of intra-uterine growth retardation. Infants born to mothers, who have received substantial doses of 
corticosteroids during pregnancy must be carefully observed and evaluated for signs of adrenal insufficiency. 
Hypoadrenalism may, in theory, occur in the neonate following prenatal exposure to corticosteroids but usually 
resolves spontaneously following birth and is rarely clinically important. As with all drugs, corticosteroids should 
only be prescribed when the benefits to the mother, embryo, foetus or child outweigh the risk. When 
corticosteroids are essential, however, patients with normal pregnancies may be treated as though they were in 
the non-gravid state.
Cataracts have been observed in infants born to mothers undergoing long-term treatment with corticosteroids 
during pregnancy.
Breast-feeding
Corticosteroids are excreted in small amounts in breast milk; however, doses of up to 40 mg daily of 
methylprednisolone are unlikely to cause systemic effects in the infant. Infants of mothers taking higher doses 
than this may have a degree of adrenal suppression. Since adequate reproductive studies have not been 
performed in humans with glucocorticoids, these drugs should be administered to nursing mothers only if the 
benefits of therapy are judged to outweigh the potential risks to the infant.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES:
The effect of corticosteroids on the ability to drive or use machinery has not been systematically evaluated. 
Undesirable effects, such as dizziness, vertigo, visual disturbances and fatigue are possible after treatment with 
corticosteroids. If affected, patients should not drive or operate machinery.

OVERDOSE:
Administration of methylprednisolone should not be discontinued abruptly but tailed off over a period of time. 
Appropriate action should be taken to alleviate the symptoms produced by any side-effect that may become 
apparent. It may be necessary to support the patient with corticosteroids during any further period of trauma 
occurring within two years of overdosage. There is no clinical syndrome of acute overdose with 
methylprednisolone. Reports of acute toxicity and/or death following overdosage of glucocorticoids are rare. In the 
event of overdosage, no specific antidote is available; treatment is supportive and symptomatic. 
Methylprednisolone is haemodialysable.

PHARMACOLOGICAL PROPERTIES
PHARMACOKINETICS:
Methylprednisolone pharmacokinetics is linear, independent of route of administration.
Absorption
Methylprednisolone is rapidly absorbed and the maximum plasma methylprednisolone concentration is achieved 
around 1.5 to 2.3 hours across doses following oral administration in normal healthy adults. The absolute 
bioavailability of methylprednisolone in normal healthy subjects is generally high (82% to 89%) following oral 
administration.
Distribution
Methylprednisolone is widely distributed into the tissues, crosses the blood-brain barrier, and is secreted in breast 
milk. Its apparent volume of distribution is approximately 1.4 L/kg.
The plasma protein binding of methylprednisolone in humans is approximately 77%.
Metabolism
Corticosteroids are metabolised mainly in the liver but also in the kidney and are excreted in the urine.
In humans, methylprednisolone is metabolized in the liver to inactive metabolites; the major ones are 20α-
hydroxymethylprednisolone and 20β-hydroxymethylprednisolone.
Metabolism in the liver occurs primarily via the CYP3A4 enzyme. 
Methylprednisolone, like many CYP3A4 substrates, may also be a substrate for the ATP-binding cassette (ABC) 
transport protein p-glycoprotein, influencing tissue distribution and interactions with other medicines.

Elimination
The mean elimination half-life for total methylprednisolone is in the range of 1.8 to 5.2 hours. Total clearance is approximately 
5 to 6 mL/min/kg.
No dosing adjustments are necessary in renal failure.
Methylprednisolone is haemodialysable.

PHARMACODYNAMICS:
Pharmacotherapeutic group: Glucocorticosteroids.
 ATC Code: H02AB04
Methylprednisolone is a synthetic glucocorticoid and a methyl derivative of prednisolone. Methylprednisolone is a potent 
anti-inflammatory agent with the capacity to profoundly inhibit the immune system.
Glucocorticoids act primarily by binding to and activating intracellular glucocorticoid receptors. Activated glucocorticoid 
receptors bind to promoter regions of DNA (which may activate or suppress transcription) and activate transcription factors 
resulting in inactivation of genes through de-acetylation of histones.
Following corticosteroid administration there is a delay of several hours for the clinical effects resulting from changes in gene 
expression to be seen.
Other effects not related to gene expression may be more immediate.
Corticosteroids influence the kidney and fluid and electrolyte balance, lipid, protein, and carbohydrate metabolism, skeletal 
muscle, the cardiovascular system, the immune system, the nervous system, and the endocrine system. Corticosteroids are 
also critical in the maintenance of function during stress.
PACKAGING:
10 tablets are packed in Alu- PVC Blister and such 3 blisters packed in a printed carton along with pack insert.

STORAGE CONDITION:
Store in a dry place below 30°C.  
Keep out of reach of children.

SHELF LIFE:
36 months 

MANUFACTURED BY:
CIAN HEALTH CARE PVT. LTD.
Khasra No.: 248, Sisona, Bhagwanpur, 
Roorkee, Dist. Haridwar, Uttarakhand, India.
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