MOVIGIT

Medical Union Pharmaceuticals

MOVIGIT 50 mg Film Coated Tablets

Itopride hydrochloride

Composition:

Active:

Each film coated tablet contains:

Itopride hydrochloride 50 mg.

Inactives:

Lactose, Microcrystalline Cellulose, Povidone,
Croscarmellose Sodium, Colloidal Silicon Dioxide,
Magnesium Stearate, Hypermellose, Polyethylene
Glycol, Talc Powder, Titanium Dioxide and Antifoam
Emulsion.

Pharmaceutical Form: Film coated tablets
Pharmacological Action:

MOVIGIT (Itopride hydrochloride), stimulates
gastrointestinal motor activity through synergistic
effects of dopamine D2-receptor blockade and
acetylcholine esterase inhibitors.

Mechanism of action: Itopride hydrochloride's
mechanism of action has been shown to involve an
amplification of the prokinetic action of
acetycholine in the gastrointestinal tract by
increasing the release of acetycholine through the
inhibition of dopamine D2receptors, as well as
decreasing the metabolism of this transmitter by
selectively and reversibly inhibiting the
acetylcholinesterase enzyme. Itopride stimulates
postprandial gastric motility therefore enhances
gastric contraction evoked by acetycholine.
Itopride thus effectively controls the gastric
symptoms because of its dual mechanism of action.
Pharmacokinetics:

MOVIGIT (Itopride) is rapidly and almost completely
absorbed from the gastrointestinal tract. Relative
bioavailability is calculated to be 60% due to liver
first pass metabolism. Food has almost no effect on
the bioavailability. Plasma-protein binding is
approximately 96%. ltopride undergoes extensive
hepatic metabolism in humans. The primary
metabolite in humans is the N-oxide, generated by
oxidation of the tertiary amine N-dimethyl group.
The urinary excretions of Itopride and its N-oxide
were 3.7% and 75.4%, respectively, in healthy
subjects after a single oral administration at a
therapeutic dose. However, the enzymes involved in
the metabolic pathway have not been fully
characterized. The elimination half-life is
approximately 6 hours.

Indications:

MOVIGIT is indicated in various digestive
conditions giving rise to symptoms such as
heartburn, regurgitation, epigastric pain,
esophagitis etc. These conditions include GERD,
non ulcer dyspepsia, chronic gastritis and a very
important complication seen in diabetics wherein
the gastric emptying is markedly reduced i.e.
diabetic gastroparesis.

Dosage and Administration:

Recommended dose of MOVIGIT is one tablet

150225176011

(50mg) three times daily orally before meals. The

dose may be reduced, if required, depending on the

patient’s age and symptoms.

Contra-indications:

Gastrointestinal hemorrhage, mechanical

obstruction or perforation, hypersensitivity to

itopride or any of the Drug components.

Side Effects:

The following side effects have been reported in

patients receiving Itopride hydrochloride:

Blood and lymphatic system disorders: Leukopenia

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.

Hepato-billiary disorders: Jaundice.

Skin and subcutaneous tissue disorders: Rash,

Redness, and Itching.

Drug Interactions:

Anticholinergic drugs may reduce the action of

MOVIGIT.

No interactions were detected with warfarin,

diazepam, diclofenac, nifedipine and nicardipine.

Metabolic interactions are not to be expected

because itopride is mainly metabolized by flavin

monooxygenase.

Since MOVIGIT has gastrokinetic effects it could

influence the absorption of concomitantly orally

administered drugs. Particular caution should be

taken with drugs with a narrow therapeutic index,

sustained release or enteric-coated formulations.

Anti-ulcer drugs like cimetidine, ranitidine,

tepronone and cetraxtae do not affect the prokinetic

action of itopride.

Pregnancy and Lactation:

Safety in pregnancy and lactation has not been

established.

Precautions and Warning:

- Safety in children less than 16 years has not been

established.

- In old people: their medical condition may require

close monitoring during Itopride Hcl therapy.

- MOVIGIT (Itopride hydrochloride) enhances the

action of acetylcholine and may produce

cholinergic side effects.

Package & Storage:

Carton box containing 3 transparent PVC/PVDC/AL

strips each of 10 film coated tablets + insert leaflet.

Storage: o

Store at a temperature not exceeding 30 C in a dry

place.

Instruction to the Patient:

- Keep out of reach of children.

- The drug should be administered before meals.

- Take MOVIGIT with plenty of water.

Produced by: r
M

Medical Union Pharmaceuticals,
Abu-Sultan, Ismailia, Egypt.
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