
DESCRIPTION:
The active ingredient in MAXPRO® IV (Esomeprazole 
Sodium) for Injection is (S)-5-methoxy-2[[(4-methoxy- 
3,5-dimethyl-2-pyridinyl)-methyl]sulfinyl]-1H-benzimi
dazole sodium a compound that inhibits gastric acid 
secretion. Esomeprazole is the S-isomer of 
omeprazole, which is a mixture of the S and R- 
isomers.

Esomeprazole is a proton pump inhibitor that 
suppresses gastric acid secretion by specific inhibition 
of the H+/K+-ATP 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 a chiral 
sulphenamide. By acting specifically on the proton 
pump, esomeprazole blocks the final step in acid 
production, thus reducing gastric acidity.

MAXPRO® IV for Injection is supplied as a Lyophilized 
white to off-white, porous cake or powder, intended 
for intravenous administration after reconstitution 
with 0.9% Sodium Chloride solution BP.

INDICATIONS AND USAGE:
MAXPRO® IV is a proton pump inhibitor indicated for 
the treatment of Gastroesophageal Reflux Disease 
(GERD) with erosive esophagitis (EE) in adults and 
pediatric patients greater than one month of age, 
when oral therapy is not possible or appropriate. 

CONTRAINDICATIONS:
MAXPRO® is contraindicated in patients with known 
hypersensitivity to any component of the formulation 
or to substituted benzimidazoles.

WARNINGS AND PRECAUTIONS:
• Symptomatic response to therapy with MAXPRO®  
does not preclude the presence of gastric malignancy. 
• Atrophic gastritis has been noted with long-term 
omeprazole therapy. 
• Bone Fracture: Long-term and multiple daily dose 
PPI therapy may be associated with an increased risk 
for osteoporosis-related fractures of the hip, wrist or spine. 

DRUG INTERACTIONS:
• MAXPRO® IV inhibits gastric acid secretion and may 
interfere with the absorption of drugs where gastric 
pH is an important determinant of bioavailability. 

• Patients treated with proton pump inhibitors and 
warfarin concomitantly may need to be monitored for 
increases in INR and prothrombin time. 
• MAXPRO® IV may reduce the plasma levels of 
atazanavir, nelfinavir, and saquinavir. 
• Concomitant treatment with a combined inhibitor 
of CYP2C19 and CYP3A4, such as voriconazole, may 
result in more than doubling of the esomeprazole 
exposure.

USE IN SPECIFIC POPULATIONS:
• Pregnancy: FDA pregnancy category B 
• Nursing Mothers: Caution should be exercised when 
administered to a nursing woman. 
• Hepatic Insufficiency: For patients with severe liver 
impairment (Child Pugh Class C), a dose of 20 mg of 
MAXPRO® should not be exceeded. 

Pediatric Use: 
The safety and effectiveness of MAXPRO® IV for 
Injection have been established in pediatric patients 1 
month to 17 years of age for short-term treatment of 
GERD with Erosive Esophagitis. However, effectiveness 
has not been established in patients less than 1 
month of age.

Geriatric Use:
No overall differences in safety and efficacy were 
observed between the elderly and younger 
individuals, and other reported clinical experience has 
not identified differences in responses between the 
elderly and younger patients, but greater sensitivity of 
some older individuals cannot be ruled out.

ADVERSE REACTIONS:
Most common adverse reactions (≥1%): 
• Headache, flatulence, nausea, abdominal pain, 
injection site reaction, diarrhea, dry mouth, 
dizziness/vertigo, constipation and pruritus.

OVERDOSAGE:
The minimum lethal dose of Esomeprazole Sodium in 
rats after bolus administration was 310mg/kg (about 
62 times the human dose on a body surface area 
basis). The major signs of acute toxicity were reduced 
motor activity, changes in respiratory frequency, 
tremor, ataxia and intermittent clonic convulsions. 
There have been some reports of overdosage with 
oral Esomeprazole. Reports have been received of 
overdosage with oral omeprazole in humans. Doses 
ranged up to 2,400mg (120 times the usual 
recommended clinical dose). 

DOSAGE AND ADMINISTRATION:
MAXPRO® IV for Injection should not be administered 
concomitantly with any other medications through 
the same intravenous site or tubing. The intravenous 
line should always be flushed with either 0.9% Sodium 
Chloride Injection BP, Lactated Ringer’s Injection USP 

or 5% Dextrose Injection USP both prior to and after 
administration of MAXPRO® IV for Injection. 

The admixture should be stored at room temperature 
up to 30°C (86°F) and should be administered within 
the designated time period as listed in the Table 1 
below. No refrigeration is required.

Parenteral drug products should be inspected visually 
for particulate matter and discoloration prior to 
administration, whenever solution and container 
permit. 

As soon as oral therapy is possible or appropriate, 
intravenous therapy with MAXPRO® IV for Injection 
should be discontinued and the therapy should be 
continued orally.

GERD with Erosive Esophagitis Adults: 
The recommended adult dose is either 20 mg or 40 mg 
esomeprazole given once daily by intravenous 
injection (not less than 3 minutes) or intravenous 
infusion (10 minutes to 30 minutes). 

Pediatric: 
The recommended doses for children ages 1 month to 
17 years, inclusive, are provided below. Dose should be 
infused over 10 minutes to 30 minutes. 

1year to 17 years:
Body weight less than 55 kg: 10 mg
Body weight 55 kg or greater: 20 mg 

1 month to less than 1 year of age:
0.5 mg/kg

Preparations for Use and Administration: 
Adults 
Intravenous Injection (20 mg or 40 mg vial) over not 
less than 3 minutes 

The freeze-dried powder should be reconstituted with 
5 mL of 0.9% Sodium Chloride Injection BP. Withdraw 5 
mL of the reconstituted solution and administer an 
intravenous injection over not less than 3 minutes.

Intravenous Infusion (20 mg or 40 mg) over 10 minutes 
to 30 minutes 

A solution for intravenous infusion is prepared by first 
reconstituting the contents of one vial with 5 mL of 
0.9% Sodium Chloride Injection BP, Lactated Ringer’s 
Injection USP or 5% Dextrose Injection USP and further 
diluting the resulting solution to a final volume of 50 

mL. The solution (admixture) should be administered 
as an intravenous infusion over a period of 10 minutes 
to 30 minutes. 

Pediatric Population Intravenous Infusion over 10 
minutes to 30 minutes (0.5 mg/kg) for patients ages 1 
month to less than 1 year of age. 

A solution for intravenous infusion is prepared by first 
reconstituting the contents of one vial with 5 mL of 
0.9% Sodium Chloride Injection BP and further 
diluting the resulting solution to a final volume of 50 
mL. The resultant concentration after diluting to a final 
volume of 50 mL is as follows: 
40 mg vial: 0.8 mg/mL 

Withdraw appropriate amount of volume for desired 
dose (0.5 mg/kg) and administer as an intravenous 
infusion over 10 minutes to 30 minutes.

STORAGE: 
Store in a cool and dry place.
Keep all medicines out of the reach of children.

HOW SUPPLIED:
MAXPRO® IV for Injection is supplied as a Lyophilized 
powder containing 40mg of Esomeprazole per 
single-use vial. Each carton containing 1 vials of 
MAXPRO® IV for Injection and 5mL 0.9% NaCl solution 
BP.
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