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Indication

Contraindications

Posology, dosage &
administration

Short monitoring intervals early after the Special Warnings and
start of Asacol therapy will discover rare Special Precautions
acute renal reactions. In the absence of an for Use

acute renal reaction monitoring intervals
can be extended to every 3 months and
then annually after 5 years. If additional
laboratory or clinical signs of renal
impairment appear, these tests should be
performed immediately. Treatment with
Asacol should be stopped immediately if
there is evidence of renal impairment and
patients should seek immediate medical
advice.




Hepatic impairment

There have been reports of increased
liver enzyme levels in patients taking
preparations containing mesalazine.
Caution is recommended if Asacol is
administered to patients with liver
impairment. Blood tests (liver function
parameters such as ALT or AST) should
be performed prior to and during
treatment, at the discretion of the treating
physician. As a guideline, follow-up tests
are recommended 14 days after
commencement of treatment, then a
further two to three tests at intervals of 4
weeks. If the findings are normal, follow-
up tests should be carried out every 3
months. If additional symptoms occur,
these tests should be performed
immediately.

Cardiac hypersensitivity reactions
Mesalazine-induced cardiac
hypersensitivity reactions (myo- and
pericarditis) have been reported rarely
with Asacol. In case of a suspected
mesalazine-induced cardiac
hypersensitivity Asacol must not be
reintroduced. Caution should be taken in
patients with previous myo- and
pericarditis of allergic background
regardless of its origin.

Gastric and duodenal ulcers

In case of existing gastric or duodenal
ulcers treatment should begin with
caution based on theoretical grounds.

Intolerance to carbohydrates

Patients with rare hereditary problems of
galactose intolerance, the Lapp lactase
deficiency or glucose-galactose
malabsorption should not take this
medicine.

Tablets in stool

A limited number of reports of intact tablets
in stool have been received. What appear to
be intact tablets may in some cases represent
largely empty shells of the coated tablets.If
intact tablets are observed in the stool
repeatedly, the patient should consult
his/her physician.




Older people
Use in the older people should be handled

with caution and the product should only
be prescribed to patients having a normal
or non-severely impaired liver and renal
function, see section 4.3.

Use in the older
people should be
handled with
caution and the
product should
only be prescribed
to patients having
a normal and renal
function,see

section 4.3.
There is weak evidence that mesalazine | Mesalazine-decreaseqd Interaction with Other
might decrease the anticoagulant effect of | abserption-ofDigexin | Medicaments and Other
warfarin. Forms of Interaction
In patients who are concomitantly Fhe-uricosurie
treated with azathioprine, or 6- activity-of
mercaptopurine or thioguanine, a quﬂﬂpyFazene—thele robenecid-ane
possible increase in the diuretic-offect of
myelosuppressive effects of furosemide-and
azathioprine, or 6-mercaptopurine or the activity of
thioguanine should be taken into spironolactone-can
account. As a result, life-threatening bereduced-
mfection can occur. Patients should be Gastrointestinal
closely observed for signs of infection and | side-effects-of
myelosuppression. glucocorticoids
can-be-increased:
AsacoHablets
should-net-be-given
with-lactulose-or
sull_nlelulpl epalatleln
pH-and-may
preventrelease-of
mesalazine

Breast-feeding

Hypersensitivity reactions such as
diarrhoea in the infant cannot be excluded.

Fertility, pregnancy
and Lactation

Blood and lymphatic system
disorders Very rare: agranulocytosis,
Immune system disorder

Very rare: drug fever, pancolitis
Nervous system disorders
Uncommon: paresthesia.

Rare: dizziness.

Adverse events




Very rare: peripheral neuropathy.

Respiratory, thoracic and mediastinal
disorders

Very rare: fibrotic lung reactions (including
dyspnoea, cough, bronchospasm, alveolitis,
pulmonary eosinophilia, lung infiltration,
pneumonitis), interstitial pneumonia,

Gastrointestinal disorders
Common: dyspepsia.

Rare: flatulence, nausea, vomiting.
Hepato-biliary disorders

Very rare: changes in liver function
parameters (increase in transaminases and
cholestasis parameters), hepatitis, cholestatic
hepatitis.

Skin and subcutaneous tissue disorders
Uncommon: urticaria, pruritus.

Renal and urinary disorders

Very rare: renal insufficiency, nephrotic
syndrome, renal failure which may be
reversible on early withdrawal.
Reproductive system and breast
disorders

Very rare: oligospermia (reversible).
General disorders and administration
site conditions

Uncommon: pyrexia, chest pain.
Investigations

Notknown:  blood creatinine increased,
weight decreased, creatinine clearance
decreased, amylase increased, red blood cell
sedimentation rate increased, lipase
increased, BUN increased.

Under co-administration of mesalazine with
immunosuppressive drugs, such as
azathioprine or 6-MP or thioguanine, life-
threatening infection can occur, see
section 4.5.
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