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METHYLPREDNISOLONE ACETATE 40 mg/ mL
LIDOCAINE ( AS HYDROCHLORIDE ) 10 mg/ mL
NN NN

Depo-Medrol with Lidocaine is indicated as adjunctive therapy for short-term administration (to
tide the patient over an acute episode or exacerbation) in:
- synovitis of osteoarthritis
- theumatoid arthritis
- acute and subacute bursitis
- acute gouty arthritis
- epicondylitis
- acute nonspecific tenosynovitis
- post-traumatic osteoarthritis
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4.3 Contraindications

Depo-Medrol with Lidocaine is contraindicated:
e in patients with known hypersensitivity to the active substances or to any of the excipients listed in
section 6.1
in patients with known hypersensitivity to other local anaesthetics of the amide type
in patients who have systemic infection unless specific anti-infective therapy is employed
for use by the intrathecal route (due to its potential for neurotoxicity, see section 4.8)
for use by the intravascular (e.g intravenous) route of administration
for use by the intramuscular route of administration

4.4 Special warnings and precautions for use

Severe medical events have been reported in association with the intrathecal/epidural routes of
administration (see section 4.8). Appropriate measures must be taken to avoid intravascular or intramuscular
injection (see section 4.8 and 4.9)

Special Precautions Regarding Use of Lidocaine for Local Anaesthesia

Facilities for resuscitation should be available when administering local anaesthetics, such as the lidocaine
contained in the methylprednisolone with lidocaine solution for injection. Certain local anaesthetic
procedures may be associated with serious adverse reactions, regardless of the local anaesthetic drug used
and are usually the result of raised plasma concentrations due to accidental intravascular injection, excessive
dosage or rapid absorption from highly vascular areas, or may result from a hypersensitivity, idiosyncrasy or
diminished tolerance on the part of the patient. Systemic toxicity mainly involves the central nervous system
and/or the cardiovascular system (see sections 4.8 and 4.9).

As with other local anaesthetics, lidocaine should be used with caution in patients with epilepsy, myasthenia
gravis, cardiac conduction disturbances, congestive heart failure, hypovolemia, and bradycardia. Paediatric
and elderly or debilitated patients require smaller doses, commensurate with age and physical status.



No additional benefit derives from the intramuscular administration of Depo-Medrol with Lidocaine. The
intramuscular administration of this medicine is not recommended. Where parenteral corticosteroid therapy
for sustained systemic effect is desired, plain Depo-Medrol should be used.

4.5 Interaction with other medicinal products and other forms of interaction

Lidocaine

Drugs which inhibit the metabolism of lidocaine (e.g., cimetidine) may cause potentially toxic plasma
concentrations when lidocaine is given repeatedly in high doses over long periods of time. Such interactions
have no clinical relevance during short-term treatment with lidocaine in recommended doses. Lidocaine
should be used with caution in patients receiving other local anaesthetics or class Ib antiarrhythmic drugs, as
the toxic effects are additive.

4.7 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, and temporary impairment of mobility and coordination of movement may occur due to
the local anaesthetic effect of lidocaine. When outpatient anaesthesia affects areas of the body involved in
driving or operating machinery, patients should not drive or operate machinery until normal function is fully
restored.

4.8 Undesirable effects

In common with other local anaesthetics, adverse reactions to lidocaine are rare and are usually the result of
raised plasma concentrations due to accidental intravascular injection, excessive dosage or rapid absorption from
highly vascular areas, or may result from a hypersensitivity, idiosyncrasy or diminished tolerance on the part of
the patient. Systemic toxicity mainly involves the central nervous system and/or the cardiovascular system.
Neurological signs of systemic toxicity include dizziness or light-headedness, nervousness, tremor, circumoral
paraesthesia, tongue numbness, drowsiness, convulsions, coma. Cardiovascular reactions are depressant and may
manifest as hypotension, bradycardia, myocardial depression, cardiac arrhythmias, and possibly cardiac arrest or
circulatory collapse. Blurred vision, diplopia, and transient amaurosis may be signs of lidocaine toxicity.

edDRA System Organ Frequency Adverse Drug Reactions
Class
Cardiac disorders Not Known Cardiac arrest! , Cardiac arrthythmiasd; Cardiac failure
congestive (in susceptible patients) ¢, Bradycardia®
Respiratory, thoracic and Not Known Respiratory arrest?, Respiratory depression?, Pulmonary
mediastinal disorders embolism®, Hiccups® ; Bronchospasm?; Dyspnoea’
Skin and subcutaneous Angioedema; Face oedema’; Petechiae; Ecchymosis®;
tissue disorders Not Known Skin atrophy®; Skin striae®; Skin hyperpigmentation®;
Skin hypopigmentation®; Hirsutism®; Rash; Erythema®;
Pruritus®; Urticaria; Acne®; Hyperhidrosis® Skin lesion

... Not a MedDRA Preferred term.

b Peptic ulcer perforation and Peptic ulcer haemorrhage.

¢ Peritonitis may be the primary presenting sign or symptom of a gastrointestinal disorder such as perforation,
obstruction or pancreatitis (see section 4.4).

d Reported for lidocaine only.

¢ Reported for methylprednisolone acetate only
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