
Key features
n  Enteric coated pellets formulation ensures a stable and improved pharmaceutical composition guaranteeing 

esomeprazole integrity until it reaches the proximal part of the small intestine, hence facilitating its absorption.

Competitive advantages
n  First single stereospecific S-isomer of omeprazole less prone to first-pass metabolism1.
n  Higher bioavailability than omeprazole2.
n  Superior acid control compared with all other Proton Pump Inhibitors (omeprazole, pantoprazole, lansoprazole 

& rabeprazole)3, 4, 5, 6, 7.

Regulatory status
n  INN: Esomeprazole
n  ATC Code: A02BC05
n  CAS Registry Number: 161796-78-7
n  Reference compound: INEXIUM®, AstraZeneca.
n  BioEq. study 

• Patient population: 54 fasting adult healthy volunteers. 
• Methodology: Randomized, single-dose, Tw treatments, two sequences, two period crossover. 
• Reference product: INEXIUM® 20 & 40 mg, AstraZeneca, France.

n  Zone II & IV stability data available.
n  eCTD dossier available.

Esomeprazole 20 & 40 mg
Enteric coated pellets in capsules

Superior acid control compared to other Proton Pump Inhibitors
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Information at a glance
n  Commercial batch size / strength (million doses): 20 mg: 3 | 40 mg: 1.5
n  Dossier Batch size / strength (million doses): 20 mg: 1 | 40 mg: 0.5
n  Shelf-life: 2 years
n  Storage & Transport conditions: Room temperature between 20 & 25°C
n  Pack info / strength: Alu-Alu. 7-caps blister pack
n  Tablet weight / strength: 20 mg: 87.51 mg | 40 mg: 175.02 mg
n  Capsule size: 20 mg: 4 | 40 mg: 3

Market highlights
n  The Gastroesophageal Reflux Disease (GERD) therapeutic market is expected to reach $4,34 billion by 20258.
n  Every year in the US more than 80 million of patients suffer from GERD, of which 75% on a monthly basis.
n  Global Peptic Ulcer therapeutic market size was $4.3 billion in 2019 and is projected to reach $5.1 billion by 2027 

growing at a CAGR of 2.4% from 2020-20279.

Competitors’ landscape
n  Antacids (GAVISCON®, MAALOX®, PHOSPHALUGEL®), H2 receptor blockers (TAGAMET®/cimetidine, AZANTAC®/

ranitidine), Proton Pump Inhibitors (PRILOSEC®/omeprazole, INIPOMP®/pantoprazole, LANZOR®/lansoprazole, 
PARIET®/rabeprazole).
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Esomeprazole 20 & 40 mg
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Key numbers
n  More than 80 million of patients suffer from GERD 

in the USA

n  Global Peptic ulcer market expected to reach 
$5.13 billion by 2027

n  CAGR 2020-27: 2.4%
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Disclaimer: Athena if performed,will make available to potential customers its own IP assessment. Potential customers may on the basis thereof make their own 
independent assessment with respect to the absence of the violation of any intellectual property rights of any third party in the development and use of the regulatory 
dossier that could render unlawful the manufacture, import, marketing, sale, and/or distribution of the products in the relevant territory.


