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For the treatment of acute Leukemia and also in cases of chronic myelogenous Leukemia.
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4.4 Special Warnings and Precautions for Use

ks

Cholestasis of pregnancy has occasionally been reported in association with mercaptopurine therapy
(see section 4.6). If cholestasis of pregnancy occurs, case by case assessment is necessary considering
the risk-benefit profile of the product (potential withdrawal/dose reduction).
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4.6 Fertility, pregnancy and lactation

Askok

Pregnancy
eskosk

Cholestasis of pregnancy has occasionally been reported in association with azathioprine (a
prodrug of mercaptopurine) therapy. Early diagnosis and discontinuation of

mercaptopurine may minimise impact on the foetus. However, a careful assessment of benefit
to the mother and impact on the foetus should be performed, if cholestasis of pregnancy is
confirmed.

4.8 Undesirable Effects

sokosk
Body System Side effects
sokosk seokosk
Gastrointestinal Disorders Common Nausea; vomiting; pancreatitis in the IBD
population (an unlicensed indication),
Rare Oral ulceration; pancreatitis (in the licensed
indications)
Very rare Intestinal ulceration
Not known Stomatitis, cheilitis
Hepatobiliary Disorders Common Biliary stasis; hepatotoxicity
Uncommon Hepatic necrosis, cholestasis of pregnancy
General disorders and Not known Mucosal inflammation
administration site
conditions
Investigations Not known Coagulation factors decreased
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