ESOTID°MUPS

12 to 17 years old:
Indication

‘ Dose ‘ Frequency

Esomeprazole

Description: MUPS is abbreviation for Multiple-Unit Pellet
System. Thus, the resulting tablets prepared by compaction of
modified release coated multi-particulates or pellets are called
as MUPS. It is the more recent and challenging technologies
that combine the advantages of both tablets and pellet-filled
capsules in one dosage form.

Mode of action: Esomeprazole suppresses gastric acid
secretion by inhibiting the gastric acid H*/K*-ATPase enzyme at
the secretory surface of the gastric parietal cell.

Pharmacokinetics: Esomeprazole is absorbed and can be
detected in plasma by 1.5 hour. The effects of food on the
absorption of Esomeprazole have not been evaluated.
Esomeprazole is 97% bound to plasma proteins. It is
extensively metabolized in the liver by the cytochrome P450
enzyme system. Approximately 80% of an oral dose of
esomeprazole is eliminated in the urine. The remainder of the
dose is excreted in the faces.

Composition: ESOTID® MUPS 20 Tablet: Each tablet
contains Esomeprazole enteric coated MUPS pellets 133.33
mg equivalent to Esomeprazole USP 20 mg.

ESOTID® MUPS 40 Tablet: Each tablet contains
Esomeprazole enteric coated MUPS pellets 266.67 mg
equivalent to Esomeprazole USP 40 mg.

Indication:

* Gastroesophageal reflux disease (GERD)

e Eradication of Helicobacter pylori in combination with
appropriate antibiotics

* Patients who have required a continuous NSAID treatment
¢ Duodenal and Gastric Ulcer

* Zollinger-Ellison Syndrome

Dosage & administration: Adult from age of 18:
Indication ‘Dose ‘ Frequency
Gastroesophageal Reflux Disease (GERD)

Erosive Esophagitis 40 mg |Once daily for
4 weeks

Maintenance therapy of Healing

of Erosive Esophagitis 20 mg |Once daily

Stomach ulcer caused by NSAIDs |20 mg | Once daily for
4 to 8 weeks

H. pylori eradication (Esomeprazole

MUPS tablet with Amoxicillin and |20 mg | Twice daily for

Clarithromycin) 7 days

Zollinger-Ellison Syndrome 40 mg to| Twice daily for
80mg |7 days

Esomeprazole MUPS Tablet is not recommended for the
children under 12 years of age.

Gastroesophageal Reflux Disease (GERD)

Erosive Esophagitis 40 mg | Once daily for
4 weeks

Maintenance therapy of Healing of

Erosive Esophagitis 20 mg | Once daily

H. pylori eradication (Esomeprazole
MUPS tablet with Amoxicillin and
Clarithromycin)

Twice daily for

20mg |7 days

Swallow the tablet with a full glass of water. The tablet must
not be chewed or crushed or if the patients have trouble
swallowing the tablets put the tablet into a glass of water. Stir
the preparation until the tablets disintegrate. Then drink the
liquid within 30 minutes. Take the tablet with or without food.

Contraindication: Esomeprazole is contraindicated in those
patients who have known hypersensitivity to any other
components of the formulation.

Side effects: The most frequently occurring adverse events
reported with Esomeprazole include headache, diarrhea,
nausea, flatulence, abdominal pain & constipation.

Use in pregnancy and lactation: Caution should be taken
during pregnancy. There is no information available. It is not
known whether Esomeprazole excreted in breast milk.

Precaution: Esomeprazole tablet should be used carefully if
the patient has severe liver dysfunction and severe renal
impairment.

Drug interaction: Esomeprazole is a CYP2C19 inhibitor. It
should be taken into account potential interactions with
medicines through CYP2C19 metabolized.

Overdose: There has been no experience with overdoses
with Esomeprazole. In the event of over doses, treatment
should be symptomatic & supportive.

Storage: Keep out of reach of children. Store in a dry place,
below 25° C temperature and protected from light.

Packaging:

ESOTID® MUPS 20 Tablet: Each box contains 10x5 tablets in
Alu-Alu blister pack.

ESOTID® MUPS 40 Tablet: Each box contains 10x3 tablets in
Alu-Alu blister pack.
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