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Pentasa slow release granules 1g; Pentasa slow release granules 2g;
Pentasa slow release granules 4g
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Pentasa slow release granules 1g
Pentasa slow release granules 2g
Pentasa slow release granules 4g
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Each sachet contains: 1g, 2g and 4gr mesalazine respectively.
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Treatment of mild to moderate ulcerative colitis or Crohn’s disease.
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adverse reactions (SCARs), including Drug reaction with eosinophilia and systemic symptoms (DRESS),
Stevens- Johnson syndrome (SJS) and Toxic epidermal necrolysis (TEN), have been reported in association
with mesalazine treatment (see section 4.4).
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Caution is recommended when treating patients allergic to sulphasalazine (risk of allergy to salicylates). Severe | 4.4 Special
cutaneous adverse reactions (SCARs), including Drug reaction with eosinophilia and systemic symptoms warnings
(DRESS), Stevens-Johnson syndrome (SJS) and toxic epidermal necrolysis (TEN), have been reported in and
association with mesalazine treatment. In case of acute symptoms of intolerance , i.e. abdominal cramps, precautions
abdominal pain, fever and severe headache and /or the first appearance of signs and symptoms of severe skin for use
reactions, such as skin, rash , mucosal lesions, or any other signs of hypersensitivity,therapy should be
discontinued immediately.
Mesalazine may produce red-brown urine discoloration after contact with sodium hypochlorite bleach (e.g. in
toilets cleaned with sodium hypochlorite contained in certain bleaches).
Pentasa should not be used during pregnancy and lactation except when the potential benefits of the treatment 4.6
outweigh the possible hazards in the opinion of the physician. The underlying condition itself (Inflammatory Fertility,
Bowel Disease (IBD)) may increase risks for adverse pregnancy outcome. pregnancy
and
lactation
Summary of the safety profile 4.8
The most frequent adverse reactions seen in clinical trials are diarrhoea, nausea, abdominal pain, headache, Undesirable
vomiting and rash. Hypersensitivity reactions and drug fever may occasionally occur, and severe cutaneous effects
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