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METHYLPREDNISOLONE ACETATE 40 mg/ mL
LIDOCAINE HYDROCHLORIDE MONOHYDRATE 10 mg/ mL
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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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4.4 Special warnings and precautions for use

Immunosuppressant Effects/Increased Susceptibility to Infections

Corticosteroids may increase susceptibility to infection, may mask some signs of infection, exacerbate
existing infections, increase the risk of reactivation or exacerbation of latent infections and new infections
may appear during their use. Suppression of the inflammatory response and immune function increases the
susceptibility to fungal, viral and bacterial infections and their severity. The clinical presentation may often
be atypical and may reach an advanced stage before being recognised.

Monitor for the development of infection and consider withdrawal of corticosteroids or dosage reduction as
needed.

Musculoskeletal Effects

An acute myopathy has been reported with the use of high doses of corticosteroids, most often occurring in
patients with disorders of neuromuscular transmission (e.g. myasthenia gravis), or in patients receiving
concomitant therapy with anticholinergics, such as neuromuscular blocking drugs (e.g. pancuronium). This
acute myopathy is generalized, may involve ocular and respiratory muscles, and may result in quadriparesis.
Elevations of creatine kinase may occur. Cases of thabdomyolysis have been reported. Clinical improvement
or recovery after stopping corticosteroids may require weeks to years.

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

Methylprednisolone

5. Anticoagulants (oral) — Vitamin K antagonists: The effect of methylprednisolone on vitamin K
antagonists (e.g., warfarin, acenocoumarol, fluindione) is variable. The efficacy of coumarin
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anticoagulants may be enhanced by concurrent corticosteroid therapy and close monitoring

of the INR or prothrombin time is required to avoid spontaneous bleeding and to maintain

the desired anticoagulant effects.

There are also reports of diminished effects of these anticoagulants when given concurrently with

corticosteroids.

4.8 Undesirable effects

ceoe

edDRA System Organ Frequency Adverse Drug Reactions
Class
Musculoskeletal and Not Known Muscular weakness®,Osteonecrosis®; Osteoporosis®;
connective tissue Pathological fracture®; Muscle atrophy®; Myopathy®;
disorders Rhabdomyolysis®; Neuropathic arthropathy®; Growth

retardation®; Arthralgia; Myalgia®; Muscle twitching?;
Post injection pain flare (following intra-articular,

periarticular, and tendon sheath injections)®

eoee

® Not a MedDRA Preferred term.
® 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).

4 Reported for lidocaine only.

¢ Reported for methylprednisolone acetate only

methylprednisolone acetate 40 mg
lidocaine hydrochloride monohydrate 10 mg
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