
Description:
Esomiloc (Esomeprazole) is chemically the S-isomer of Omeprazole which suppresses the final step in gastric acid 
production by forming a covalent bond to two sites of the H+/K+ATPase enzyme system at the secretory surface of the 
gastric parietal cell. 
Composition:
Esomiloc tablet: Each enteric coated tablet contains Esomeprazole 20 mg as Esomeprazole Magnesium Trihydrate USP.
Pharmacology:
Esomiloc (Esomeprazole) reduces gastric acid secretion through specific inhibition of the acid pump in the parietal cell, 
where it is concentrated and converted to the active form. Generally Esomeprazole binds with the enzyme H+K+ATPase 
and blocks the acid pump. This effect on the final step of the gastric acid secretion is dose- dependent and provides for 
effective inhibition of both basal and stimulated acid secretion.
Indication:
Esomiloc (Esomeprazole) is indicated in

   Gastroesophageal Reflux Disease(GERD) 
    1.    For the healing of erosive esophagitis.
  2.    For maintenance of healing of erosive esophagitis.
  3.    Symptomatic Gastro esophageal Reflux 
        Acid Peptic disorder caused by Helicobacter pylori
  1.    Zollinger Ellison syndrome.
  2.    Acid related Dyspepsia.
  3.    Duodenal & Gastric Ulcer.

Dosage and Administrations:
               Indication   Dose Frequency
              Gastroesophageal Reflux Disease(GERD)
              Healing of Erosive Esophagitis   20 mg or 40mg    Once Daily For 4 to 8 weeks*
              Maintenance of Erosive Esophagitis  20 mg Once Daily**
              Symptomatic Gastro esophageal Reflux 20 mg Once Daily for 4 weeks***
              H.pylori Eradication to reduce the Risk of Duodenal Ulcer Recurrence(Triple Therapy)
              Esomeprazole   40 mg Once daily for 10 Days
              Amoxycillin   1000 mg Twice Daily for 10 Days
              Clarithromycin   500 mg Twice Daily for 10 Days

*The majority of patients are healed within 4 to 8 weeks. For patients who do not heal after 4-8 weeks, an additional 4-8 
weeks treatment may be considered.
**Controlled Studies did not extend beyond six months.
***If symptoms do not resolve completely after 4 weeks, an additional 4 weeks of treatment may be considered.
No dosage adjustment is required for the patients with renal insufficiency, hepatic insufficiency and geriatric patients. In 
patients with severe hepatic insufficiency, a dose of 20 mg once daily should not be exceeded. 

Side Effects:
Esomiloc (Esomeprazole) is generally well tolerated for long term and short term treatment. The most frequently occurring 
side effects reported with Esomeprazole include Headache, Abdominal pain, diarrhoea, flatulence, nausea and 
constipation. Other side effects less frequently occured may include Dermatitis, pruritus, urticaria, dizziness, dry mouth 
less frequently occured.
                                                            Drug Interactions:
Esomeprazole is extensively metabolized in the liver by CYP2C19 and CYP3A4. Drug interaction studies have shown that 
Esomeprazole does not have any clinically significant interactions with phenytoin, warfarin, quinidine, clarithromycin or 
Amoxicillin. Co-administration of Esomeprazole 30mg and diazepam, has resulted in a 45% decrease in clearance of 
diazepam. Increased plasma levels of diazepam have been observed 12 hours after dosing and onwards. Esomeprazole 
inhibits gastric acid secretion. Therefore, Esomeprazole may interfere with the absorption of drugs where gastric pH is an 
important determinant of bioavailability (e.g. Ketoconazole, iron salts and digoxin). 
Contraindications:
Esomiloc (Esomeprazole) is contraindicated in patients with known hypersensitivity to Esomeprazole or  any excipients of 
the formulation.
Precaution: 
Symptomatic response to therapy with Esomeprazole does not preclude the presence of gastric malignancy. Precaution 
should be taken in patients treating with Esomeprazole and amoxicillin because serious and occasionally fatal hypersensi-
tivity (anaphylactic) reactions have been reported in patients on penicillin therapy. Patient for long-term treatment 
(Particularly those treated for more than a year) should be kept under regular surveillance.
Overdose: 
The majors signs of acute toxicity due to overdose are reduced motor activity, changes in respiratory frequency, tremor, 
ataxia, and intermittent colonic convulsions. No specific antidote for Esomeprazole is known. Since Esomeprazole is 
extensively protein bound, it is not expected to be removed by dialysis. In the event of overdose, treatment should be 
symptomatic and supportive. As with the management of any overdose, the possibility of multiple drug ingestion should 
be considered.
Use in pregnancy & lactation:
Pregnant women: No data are available on administration of Esomeprazole to pregnant women. Animal studies have 
revealed no teratogenic effects. However this drug should be used during pregnancy, only if clearly needed. 
Lactating mother: There are no data on the excretion of Esomeprazole into the breast milk. A decision should be made 
whether to discontinue nursing or to discontinue the drug, taking into account the benefit of the drug to the mother.
Storage: 
Store Esomiloc at room temperature less than 30°C and keep in cool and dry place, away from moisture and sunlight. 
Keep the medicine out of the reach of children.
Commercial Pack:
Esomiloc tablet: Each box contains 5x10’S in Alu-Alu blister strips.
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Manufactured by :
Kumudini Pharma Limited
Narayanganj, Bangladesh.


