Esobest 40 mg IV Injection

Esomeprazole Sodium INN

COMPOSITION :

Esobest 40 IV Injection: Each vial contains Esomeprazole 40 mg as Esomeprazole
Sodium INN Sterile lyophilized powder and each ampoule contains 5 ml of 0.9%
Sodium Chloride BP for IV injection.

PHARMACOLOGY:

The proton pump inhibitor Esomeprazole inhibits gastric acid by blocking the
hydrogen-potassium adenosine triphosphatase enzyme system (the proton pump)
of the gastric parietal cell. Proton pump inhibitors are effective for short-term
treatment of gastric and duodenal ulcers. Esomeprazole is also used in the
prevention and treatment of NSAID associated gastric ulcers.

INDICATIONS:

Esomeprazole is indicated to relieve from chronic heartburn symptoms and other
symptoms associated with GERD, healing of erosive esophagitis, maintenance of
healing of erosive esophagitis, NSAID associated gastric ulcers, Zollinger-Ellison
Syndrome, Acid related Dyspepsia, Gastric & Duodenal ulcer.

DOSAGE AND ADMINISTRATIONS:

|Dose | Administration time
GERD with Erosive Esophagitis
Adult Patients 20 mg or 40 mg once daily IV Injection:> 3 Minutes
(38 years) IV Infusion: 10-30 minutes

Pediatric Patients |Body weight <55 kg: 10 mg Once daily [V Infusion: 10-30 minutes

(1 yearto 17 years) |Body Weight55 kg: 20 once daily IV Infusion: 10-30 minutes

1 month to <1 year:0.5 mg/kg once daily | IV Infusion: 10-30 minutes

Risk reduction of rebleeding of Gastric or Duodenal Ulcers following therapeutic endoscopy in adults
Adult Patients 80 mg IV Infusion: 30 minutes, followed by
(38 years) a continuous infusion of 8 mg/h

for a total treatment duration of 72 hours.

Directions for reconstitution of solution:

Solution for injection is prepared by adding 5 ml of 0.9% Sodium Chloride for
intravenous injection into the vial containing the dry powder. The reconstituted
solution for injection is clear and colorless to very slightly yellow.

IV injection must be administrated intravenously over a period of at least 3 minutes.
Half of the IV injection should be used when 20 mg is to be administrated. Prepared
solution must be used within 12 hours of preparation and can be exposed to normal
indoor lighting at a maximum of 300 C.

CONTRAINDICATIONS:
Esomeprazole is contraindicated in-patient with known hypersensitivity to any
contents of the formulation.

SIDE EFFECTS:

The most frequently occurring adverse events reported with Esomeprazole include
headache, diarrhoea, nausea, flatulence, abdominal pain, constipation and dry
mouth.

DRUG INTERACTIONS:

Drug interaction studies have shown that Esomeprazole does not have any
clinically significant interactions with phenytoin, warfarin, quinidine, clarithromycin
or amoxicillin.

USE IN PREGNANCY & LACTATION:
Esomeprazole should be used during pregnancy & lactation only if clearly needed.

STORAGE:
Store in a cool and dry place, protected from light. Keep out of reach of children.

PACKING:

Esobest 40 IV Injection: Each box contains 1 vial of Sterile lyophilized
Esomeprazole 40 mg powder and 1 ampoule of 5 ml 0.9% Sodium Chloride BP
injection and one sterile disposable syringe(5 ml).
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