Es I U M enteric coated capsule
Reva Pharma

Composition:Each enteric coated capsule contains esomeprazole magnesium pellets
equivalent to 20 or 40 mg esomeprazole.
Mechanism of action: Esomeprazole is a proton pump inhibitor that suppresses gastric
acid secretion by specific inhibition of the ?‘I‘F/K‘F»AT ase in the gastric parietal cell. The
S- and R-isomers of omeprazole are protonated and converted in the acidic compartment
of the parietal cell forming the active inhibitor, the achiral sulphenamide. By acting
specifically on the proton pump, esomeprazole blocks the final step in acid production,
thus reducing gastric acidity.
Pharmacokinetics:
Absorption: After oral administration peak plasma levels (Cmax) occur at approximately
1.5 hours (Tmax). The Cmax increases proportionally when the dose is increased.
Systemic bioavailability is 64% after a single dose of 40 mg and increases to
aﬁ)proximatcl 90% after its repeated once dailf/.

istribution: Esomeprazole is 97% bound to plasma proteins.
Metabolism: Esomeprazole is extensively metabolized in the liver by the cytochrome
P450 (CYP) enzyme system.
Excretion: The plasma elimination half-life of esomeprazole is approximately 1 to 1.5
hours. Less than 1% of parent drug is excreted in the urine. Approximately 80% of an oral
dose of esomeprazole is excreted as inactive metabolites in the urine, and the remainder is
found as inactive metabolites in the feces.
Indication: Esium is indicated for the treatment of Gastroesophageal Reflux Disease
(GERD), Healing of Erosive Esophagitis, Maintenance of healing of Erosive Esophagitis,
Risk Reduction of NSAID associated gastric ulcer, Zollinger-Ellison syndrome, H. pylori
eradication (Triple therapy).
Dosage & Administration: Recommended adult dosage schedule of Esomeprazole is:

Indications Dose Frequency

Healing of crosive esophagitis 20 mg or 40 mg Once daily for 4 to 8

weeks
Maintenance of healing of erosive 20 mg Once daily
esophagitis.
Symptomatic GERD 20 mg Once daily for 4 weeks

Risk Reduction of NSAID associated
gastric ulcer

20 mg or 40 mg Once daily for up to 6

months

Zollinger-Ellison syndrome 40 mg Twice daily

H. pylori eradication (Triple therapy)

Esomeprazole 20 mg Twice daily for 10 days
Amoxicillin 1000 mg Twice daily for 10 days
Clarithromycin 500 mg Twice daily for 10 days

Paediatric use (12 years and older)
- Short term treatment of GERD: 20 mg or 40 mg once daily for up to 8 weeks.
- The majority of patients are healed within 4 to 8 weeks. For patients who do not heal
after 48- weeks, an additional 4- 8 weeks treatment may be considered.
- Controlled studies did not extend beyond 6 months.
Contraindication: Esomeprazole is contraindicated in those patients who have known
l‘%persensitivit to any other components of the formulation.

arning and Precaution:
« Exclude the possibility of malignancy when gastric ulcer is suspected and before
treatment for dyspepsia.
. Dailf/ treatment with any acid—suppressingbmedications over a IOHF period of time
(e.g., longer than 3 years) may lead to malabsorption of vitamin B-12 caused by hypo-or
achlorhydria. This Liliagnosis should be considered if clinical symptoms consistent with
vitamin B-12 deficiency are observed.
* Acute interstitial nephritis has been observed in patients taking PPIs including
esomeprazole magnesium. It may occur at any point during therapy and is generally
attributed to an idiopathic hypersensitivity reaction. The drug should be discontinued if
acute interstitial nephritis develops .
Drug Interactions:
Drugs for Which Gastric pH Can Affect Bioavailability: Due to its effects on gastric
acid secretion, esomeprazole can reduce the absorption of drugs where gastric pH is an
important determinant of their bioavailability. Like with other drugs that decrease the
intragastric acidity, the absorption of drugs such as ketoconazole, iron salts can decrease,
while the absorption of drugs such as digoxin can increase during treatment with
esomeprazole. go-adminislration of digoxin with esomeprazole is expected to increase
the systemic exposure of digoxin. Therefore, patients may need to be monitored when
digoxin is taken concomitantly with esomeprazole.

arfarin: Esomeprazole is extensively metabolized in the liver by CYP2C19 and
CYP3AA4. Patients treated with proton ﬁlump inhibitors and warfarin concomitantly may
need to be monitored for increases in INR and prothrombin time.
Clopidogrel: Avoid concomitant use of esomeprazole magnesium with clopidogrel and
consider alternative anti-platelet therapy. Clopidogrel is a prodrug. The metabolism of
clopidogrel to its active metabolite can be impaired by use with concomitant medications,
such as esomeprazole, that inhibit CYP2C19 activity.
Clarithromycin: Co-administration of esomeprazole, clarithromycin, and amoxicillin has
resulted in increases in the plasma levels of esomeprazole and 14-hydroxyclarithromycin
Side Effects: Side Effects reported with Esomeprazole include headache, diarrhea and
abdominal pain.
Pregnancy & Lactation:
Pregnancy: This drug should be used during pregnancy only if clearly needed.
Lactation: Because Esomeprazole is likely fo be excreted in human milk, a decision
should be made whether to discontinue nursing or to discontinue the drug, taking into
account the importance of the drug to the mother.
Storage: Store at room temperature.
Packaging: Each carton package contains 20 capsules in two strips blisters
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