EVEMESA

Mesalazine BP

COMPOSITION

EVEMESA 1g Sachet: Each sachet contains 1g
Mesalazine BP prolonged release granules.

EVEMESA 2g Sachet: Each sachet contains 2g
Mesalazine BP prolonged release granules.

INDICATIONS
Itis indicated for

e Treatment of mild to moderate active Ulcerative Colitis.

e Maintenance of remission of Ulcerative Colitis.
e Treatment & maintenance of remission of Crohn's
Disease.

PHARMACOLOGY

The mechanism of action of Mesalazine is unknown, but
it is thought to have a topical anti-inflammatory effect on
the colon. Inflammatory bowel disease (IBD) increases
the production of Arachidonic acid metabolites
(prostaglandins and leukotrienes), and Mesalazine likely
reduces inflammation by blocking cyclooxygenase and
inhibiting prostaglandin production in the colon.

DOSAGE AND ADMINISTRATION

Ulcerative Colitis

Adults: Active disease: Individual dosage, up to 4g
Mesalazine once daily or divided into 2-4 doses.
Maintenance treatment: Individual dosage, 2g
Mesalazine once daily.

Children 6 years of age and older:

Active disease: 30-50 mg/kg/day in divided doses, max
75 mg/kg/day, not exceeding 4g/day.

Maintenance treatment: 15-30 mg/kg/day in divided
doses, max 2g/day.

For children under 40kg, half of the adult dose should be
used. For those over 40 kg the full adult dose should be
used. Safety in children under 6 years is not established.
Crohn’s Disease

Active disease: Individual dosage up to 4g daily in
divided doses.

Maintenance treatment (during remission): Individual
dosage up to 4g daily in divided doses.

For some conditions, doctor may prescribe a different
dose. A child’s dose should be individualized based on
their body weight.

The granules must not be chewed. The contents of the
sachet should be emptied onto the tongue and washed
down with some water or juice. Alternatively, the entire
content of the sachet can be taken with yogurt and
consumed immediately.

CONTRAINDICATIONS
Hypersensitivity to salicylates or to any other component
of the formulation. Severe liver and/or renal impairment.

WARNINGS AND PRECAUTIONS

Caution is advised for patients allergic to Sulphasalazine
due to the risk of salicylate allergy. If acute symptoms like
abdominal pain, fever, severe headache, or rash occur,
treatment should be stopped immediately.

Sveorest

Patients with liver or kidney impairment should be
closely monitored. Liver function (ALT/ AST) and kidney
function (serum creatinine) should be tested regularly.
Mesalazine can cause nephrotoxicity, especially with
NSAIDs and Azathioprine, increasing renal risks.
Caution is needed for patients with active peptic ulcers
or pulmonary diseases, such as asthma.

Rarely, it may cause cardiac hypersensitivity
(myocarditis/ pericarditis) and serious blood disorders.
Regular blood tests are recommended.

SIDE EFFECTS

Diarrhoea, nausea, abdominal pain, headache,
vomiting, rash etc.

DRUG INTERACTION

There is a potential risk of renal failure when

Aminosalicylates are co-administered with other
nephrotoxic agents such as NSAIDs and Azathioprine.
There is a potential risk of myelosuppression,
particularly leucopenia when Aminosalicylates are
co-administered with Azathioprine or 6-Mercaptopurine.

USE IN SPECIAL POPULATION

Pregnancy: Mesalazine should only be used during
pregnancy or breastfeeding if the benefits outweigh the
risks.

Mesalazine crosses the placenta, but animal studies
show no direct harm. Limited human data suggest no
increased risk of birth defects. Blood disorders have
been reported in newborns, and one case of neonatal
kidney failure occurred after high doses during
pregnancy.

During Lactation: Mesalazine passes into breast milk.
Though reactions like diarrhea in the infant are rare,
breastfeeding should be stopped if this occurs.
Geriatric Use: Patients who are 65 years or older,
caution should be taken to closely monitor blood cell
counts during Mesalazine therapy.

Pediatric Use: Safety and effectiveness for pediatric
patients have not been established.

OVERDOSAGE

In animals, high doses of Mesalazine (up to 5 g/kg)
were not lethal. In humans, overdose is rare but may
cause salicylate toxicity symptoms. Cases of daily
doses of 8 grams for a month showed no adverse
effects.

There is no specific antidote of overdose; treatment is
supportive with close monitoring of kidney function.

STORAGE CONDITION
Store below 25°C, in a cool and dry place. Keep away
from light. Keep out of the reach of children.

HOW SUPPLIED:

EVEMESA 1g Sachet: Each box contains 10 sachet
Mesalazine BP prolonged release granules.

EVEMESA 2g Sachet: Each box contains 10 sachet
Mesalazine BP prolonged release granules.

Manufactured by

Everest Pharmaceuticals Ltd.
BSCIC I/A, Kanchpur, Narayanganj, Bangladesh

www.everestpharmabd.com
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