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indus:o

Itopride Hydrochloride INN
Film Coated Tablet

Description

Indus™ is a preparation of Itopride Hydrochloride, which is a prokinetic benzamide derivative.
It has dual mechanism of action. Dopamine D2 receptor antagonism and acetylcholinesterase
inhibition. The effect of Itopride is an increase in acetylcholine concentration, which promotes
gastric motility, increases the lower esophageal sphincter (LOS) pressure, accelerates gastric
emptying, improves gastroduodenal coordination and increase in Gl peristalsis.

Indications
Gastrointestinal symptoms in chronic gastritis (bloated feeling, upper abdominal pain,
anorexia, heartburn, nausea and vomiting).

Dosage & Administration

The recommended dose of Itopride Hydrochloride for adult patients is 150 mg daily (one
tablet 50 mg taken orally three times a day) before meals. The dose may be reduced according
to the patient's age and symptoms.

Contraindications

Itopride Hydrochloride is contraindicated in patients with known hypersensitivity to ltopride
Hydrochloride or any of the excipients of this preparation. It should not be used in patients in
whom an increase in gastrointestinal motility could be harmful, eg: in patients with
gastrointestinal hemorrhage, mechanical obstruction or perforation.

Side Effects

Blood and Lymphatic System Disorders: Leucopenia and thrombocytopenia.

Immune System Disorders: Anaphylactoid reaction.

Endocrine Disorders: Increased prolactin level and gynecomastia.

Nervous System Disorders: Dizziness, headache and tremor.

Gastrointestinal Disorders: Diarrhea, constipation, abdominal pain, increased saliva and
nausea.

Hepatobiliary Disorder: Jaundice.

Skin and Subcutaneous Tissue Disorders: Rash, redness and itching.

Precautions

This drug should be used with caution since it enhances the action of acetylcholine. This drug
should not be consumed continuously for an extended period when no improvement of
gastrointestinal symptoms is observed.

Drug Interactions
Precautions for coadministration (Itopride Hydrochloride should be administered with care
when co-administered with the following drugs).

Drugs names, etc. | Clinical F

and Risk Factors

Anticholinergic Drugs:| Clinical Symptoms: Mechanism:

Tiquizium bromide, | There is a possibility of reducing the actlon Gaslromteslma\ momny inhibitory action
scopolamine butyl of this product that activates of phar

bromide, timepidium | matility (cholinergic action). opposes the action of the drug.

bromide, etc.

Use during Pregnancy, Delivery or Lactation

Safety during pregnancy has not been established.

Ideally, this drug should not be given to women during lactation, but if its administration is
required, breast feeding should be avoided.

Pediatric Use

The safety of this product in children, etc has not been established (There is limited clinical
experience).

Use in the Elderly

Since the elderly often have a physiological hypofunction, they are prone to adverse reactions
and should thus be closely monitored. If adverse reactions are evident, appropriate measures
such as reduction or cessation of the drug should be implemented.

Overdose
In case of excessive overdose, the usual measures of gastric lavage and symptomatic therapy
should be applied.

Pharmaceutical Precautions
Do not store above 30 °C temperature. Keep away from light and wet place. Keep out of reach
of children.

Packaging

Indus™ 50 Tablet:

Each box containing 5 strips of 10 tablets each. Each film coated tablet contains Itopride
Hydrochloride INN 50 mg.
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Manufactured by

ESKAYEF PHARMACEUTICALS LTD.
TONGI, GAZIPUR, BANGLADESH
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The following adverse events have been reported in patients receiving Itopride Hydrochloride:
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PM SPECIFICATION

JOB NAME : Indus Insert PAPER : 60 GSM OFFSET PAPER
SIZE : L-225 MM, W - 80 MM LAMINATION - N/A
PRINT : 2COLORS LOADING PROCESS : N/A

PANTONE CODE : HEEM PANTONE 419 C

I PANTONE 1795 C

CSD 04 UZL




