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Arava 10 mg: Leflunomide 10 mg

Arava 20 mg: Leflunomide 20 mg
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Arava is indicated in adults for the treatment of active rheumatoid arthritis (RA):

1. to reduce signs and symptoms

2. to inhibit structural damage as evidenced by X-ray erosions and joint space narrowing
3. to improve physical function.

Arava is indicated for the treatment of adult patients with active psoriatic arthritis.
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4.4 Special warnings and precautions for use

Musculoskeletal disorders

Myositis and /or rhabdomyolysis have been reported in patients treated with leflunomide,
frequently in combination with other immunosuppressive drugs. Clinical symptoms may
include unexplained muscle pain, tenderness or muscle weakness. Patients should be
informed about the signs and symptoms associated with myositis and rhabdomyolysis and
advised to seek medical attention immediately if such symptoms occur during leflunomide
treatment. Monitor the patients for elevation of CK levels if clinically indicated. If patients
develop any of these conditions, leflunomide must be discontinued and a washout
procedure initiated (see section 4.4).
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