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HHHHH R Special Warnings

Infections and Special
HHHHHHHHHHHHHHH Precautions for

Before starting treatment, all patients should be evaluated for Use
active and inactive (“latent”) tuberculosis, as per local
recommendations. This can include medical history, possible
previous contact with tuberculosis, and/or appropriate screening
such as lung x-ray, tuberculin test and/or interferon-gamma
release assay, as applicable. Prescribers are reminded of the risk
of false negative tuberculin skin test results, especially in patients
who are severely ill or immunocompromised.

Patients with a history of tuberculosis should be carefully
monitored because of the possibility of reactivation of the
infection.

Respiratory reactions

Interstitial lung disease, as well as rare cases of pulmonary
hypertension have been reported during treatment with
leflunomide (see section 4.8). The risk of thelr occurrence is
increased in patients  with a history of interstitial lung disease.
Interstitial lung disease is a potentially fatal disorder, which may
occur acutely during therapy. Pulmonary symptoms, such as
cough and dyspnoea, may be a reason for discontinuation of the

therapy and for further investigation, as appropriate.
A

Colitis

Caolitis, including microscopic colitis has been reported in patients
treated with leflunomide. In patients on leflunomide treatment
presenting unexplained chronic diarrhoea appropriate diagnostic

procedures should be performed.
B

Interaction with
HHEHHEHH Other
Warfarin and other coumarine anticoagulants: Medicaments and
Other Forms of
Interaction

There have been case reports of increased prothrombin time,
when leflunomide and warfarin were co-administered. A




pharmacodynamic interaction with warfarin was observed with
A771726 in a clinical pharmacology study (see below). Therefore,
when warfarin or another coumarin anticoagulant is co-
administered, close international normalised ratio (INR) follow-up

and monitoring is recommended.
B

R Undesirable
Respiratory, thoracic and mediastinal disorders effects
Rare: interstitial lung disease (including interstitial

Not known: pneumonitis), which may be fatal
pulmonary hypertension

Gastrointestinal disorders

Common: colitis including microscopic colitis such as
lymphocytic colitis, collagenous colitis, diarrhoea,
nausea, vomiting, oral mucosal disorders (e.g.,
aphthous stomatitis, mouth ulceration), abdominal
pain,

Uncommon taste disturbances

Very rare:  pancreatitis
HHHHHHHHHHH R
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