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Lyophilized Rotavirus Vaccine  
 















•Drug Substance (Bulk vaccine) is stable more 
than five years if stored at -20oC. 
 
•Drug product (Final vaccine) is stable at 
 Below 25oC for 36 months, 
 At 37oC and 40oC for more than six months 
 (initial batches showed stability till 18 months) 

 

•Reconstituted vaccine can be used within 6 
hours if stored at 2to 8oC.  
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Summary of Stability 
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ROTASIIL® is 
stable at below 
25°C for 36 
months, 
37°C and 40°C for 
more than six 
months. 
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Three doses of BRV-
PV, an oral rotavirus 
vaccine, had an 
efficacy of 66.7% 
against 
severe rotavirus 
gastroenteritis 
among infants in 
Niger. 







Programmatic Implementation 

•Production capacity expansion 100 million plus. 
 
•Product supply to Indian government (4 million 
doses till December 2017) 
 
•WHO-PQ (Dossier is submitted) 
 
•Registration in different countries 
 
•Supply to UNICEF and PAHO 



Rotavirus Liquid Vaccine 
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Single Dose Presentation 



Rotavirus Liquid Vaccine 
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Multi-Mono Dose Presentation 



• Easy administration (ready to use format). 

 

• Market demand for ready to use formulation.  

 

• Meets WHO VPPAG recommendation.  

 

• Animal Toxicity study and Phase I clinical study 
completed. Phase III study will be started in October 
2017. 

• Commercial license expected in December 2018. 
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Why liquid formulation? 



• Vaccine qualifies the requirement of VVM7 (37°C for 7 
days) . 

 

• Three batches were prepared for stability and the study 
indicated that the product is stable at  

 2-8°C for 24 months   

 

 25°C for 6 months  

 

 37°C for 1 week 
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Stability 




