
Omeprazole 
Omeprazole Ps.Inj.Sol 40mg/vial 

Omeprazole Pd.Sol.Inf 40mg/vial 

Omeprazole Gr.Cap 20mg & 40mg 

 

Reference Product: Losec® / Astra Zeneca 

Description: 

Omeprazole belongs to the ATC category of Proton-pump inhibitors which is a group of drugs whose main action is a 
pronounced and long-lasting reduction of stomach acid production.  

Due to their effective acid-suppressing effects, PPIs are approved for numerous indications, including short-term 
management of gastroesophageal reflux disease, erosive esophagitis, H pylori, and duodenal and gastric ulcers.2 
Long-term indications for PPIs include nonsteroidal anti-inflammatory drug–associated gastric ulcers, hypersecretory 
conditions, and maintenance of healing erosive esophagitis. 
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Omeprazole Gr.Cap  
20mg & 40mg 

Dossier Status EU CTD Available EU CTD Available EU CTD Available 

Stability Studies Zone II / Zone IVb Zone II / Zone IVb Zone II / Zone IVb 

Shelf life 
(Originator) 

36 months 24 months 20mg: 24 months 
40mg: 36 months 

Batch Size 24,000 & 32,500 vials + 
25,000 amps of 10ml 
solvent 

24,000 & 32,500 vials  20mg: 213,675 caps 
40mg: 100,000 caps 

Pack Size BT x 1 vial + 1 amp x 10 
ml solvent 

BT x 1 vial  
BT x 5 vials 

14 & 28 caps 
 

 

 

                       Interested to know more? Contact us at bd&l@anfarm.com 
 

Anfarm respects patent laws and carries out all transactions in conformity with the 
applicable patent laws in the concerned countries. ANFARM provides CTD Dossiers in 
compliance with EU regulations. 


