
 

 

September 30, 2023 
 
The Manager- Listing 
BSE Limited 
Corporate Relationship Dept., 5th Floor, New Trading Ring  
Rotunda Building, P J Towers, Dalal Street, Fort,  
Mumbai - 400001  
 
The Manager- Listing 
National Stock Exchange of India Limited 
Exchange plaza, 5th Floor, Plot No. C/1, G Block  
Bandra –Kurla Complex, Bandra (E),  
Mumbai - 400051 
 
Dear Sir, 
 
Sub: AstraZeneca Pharma India Limited receives permission to Import pharmaceutical 
formulations of new drug for sale or for distribution in Form CT-20 from Central Drugs Standard 
Control Organisation for Palivizumab (Synagis) 
 
This is to inform that AstraZeneca Pharma India Limited has received permission to import 
pharmaceutical formulations of new drug for sale or for distribution in Form CT-20 from Central Drugs 
Standard Control Organisation for Palivizumab (Synagis) solution for injection 100 mg/ml (r-DNA origin) 
(50mg/0.5mL & 100 mg/mL presentations in single-dose vials administered through intramuscular 
route). 
 
Through this approval, Palivizumab (Synagis) is indicated for the prevention of serious lower respiratory 
tract disease requiring hospitalization caused by respiratory syncytial virus (RSV) in children at high risk 
for RSV disease: 
 
 Infants born at 35 weeks of gestation or less and less than 6 months of age at the onset of the 

RSV season. 
 Children less than 2 years of age and requiring treatment for bronchopulmonary dysplasia (BPD) 

within the last 6 months. 
 Children less than 2 years of age and with haemodynamically significant congenital heart 

disease (CHD).  
 
The receipt of this permission paves way for the launch of Palivizumab (Synagis) solution for Injection 
100 mg/ml (50mg/0.5mL & 100 mg/mL presentations in single-dose vials administered through 
intramuscular route) in India for the specified indication, subject to the receipt of related statutory 
approvals, if any. 
 
We request you to take the above intimation on record.  
 
Thanking you 
Yours faithfully 
 
For AstraZeneca Pharma India Limited 
 
 
 
Manasa. R 
Company Secretary 
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