A\ Padagis

2024 2anvoo

,n/Ta01 n/npin a/konN

:DN'WIONN YW DX 7Y KON [1I7YN [1IDTY 7Y DONX Y17 NWpan 0'aRTROS NNan

Imuran Tablets 25 mg / a"n 25 ni'7a0 [xIn'x
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Immunosuppressive agent used in transplantation surgery for suppression of graft
rejection. For special cases of rheumatoid arthritis- not responsive to other agents-
and only by rheumatology experts in hospitals or rheumatic clinics.
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4.4 Special warnings and precautions for use

[...]

Cholestasis of pregnancy has occasionally been reported in association with azathioprine
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).

[...]

Metabolism and nutrition disorders

Administration of purine analogues, azathioprine and mercaptopurine, may interfere with the
niacin pathway, potentially leading to nicotinic acid deficiency (pellagra). Few cases have been
reported with the use of azathioprine, especially in patients with IBD (Crohn’s disease, colitis
ulcerative). Diagnosis of pellagra should be considered in a patient presenting with localised
pigmented rash (dermatitis); gastroenteritis (diarrhoea); or neurologic deficits, including
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cognitive decline (dementia). Appropriate medical care with niacin/nicotinamide
supplementation must be initiated, and dose reduction or discontinuation of azathioprine must
be considered.

[...]
4.6 Fertility, pregnancy and lactation
[...]

Cholestasis of pregnancy has occasionally been reported in association with azathioprine
therapy. Early diagnosis and discontinuation of azathioprine 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 (see section 4.4).

[-.]
4.8 Undesirable effects
[...]
Body System Frequency Side effects
[...] [...] [...]
Metabolism and nutrition Not known Pellagra (Refer to section 4.4)
Disorders
[...] [...] [...]
Hepatobiliary disorders Uncommon Cholestasis and cholestasis of pregnancy
Rare Life-threatening liver injury
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