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EDA performs label update to include the following: 

 

Special warnings and precautions for use 
Skin ulcers can occur in patients during therapy with leflunomide. If leflunomide-associated skin ulcer is 

suspected or if skin ulcers persist despite appropriate therapy, leflunomide discontinuation and a com-
plete washout procedure should be considered. The decision to resume leflunomide following skin ulcers 

should be based on clinical judgement of adequate wound healing. 
 
Undesirable effects 
Not known: cutaneous lupus erythematosus, pustular psoriasis or worsening psoriasis, Drug Reaction 
with Eosinophilia and Systemic Symptoms (DRESS), skin ulcer 

 

Background:  

Therapeutic indications 

Leflunomide is indicated for the treatment of adult patients with: 

• active rheumatoid arthritis as a "disease-modifying antirheumatic drug" (DMARD), 
• active psoriatic arthritis. 

Recent or concurrent treatment with hepatotoxic or haematotoxic DMARDs (e.g. methotrexate) may 
result in an increased risk of serious adverse reactions; therefore, the initiation of  Leflunomide  treatment 

has to be carefully considered regarding these benefit/risk aspects. 
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