
 

 

November 25, 2022 
 
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:  Intimation under Regulation 30 of SEBI (Listing Obligations and Disclosure 
Requirements) Regulation, 2015 
 
This is to inform that AstraZeneca Pharma India Limited has received an Import and Market 
permission in Form CT-20 (Subsequent New Drug Approval) from the Central Drugs Standard 
Control Organisation, Directorate General of Health Services, Government of India for 
Dapagliflozin (Forxiga®) tablets of 10 mg - additional indication. 
 
Through this approval, the Company is permitted to deal in Dapagliflozin (Forxiga®) tablets of 
10 mg in additional/expanded indication “to reduce the risk of sustained eGFR and kidney 
disease, cardiovascular death and hospitalization for heart failure in adult with chronic kidney 
disease at risk of progression” with condition that:- it is indicated in adults for the treatment 
of patients of chronic kidney disease (CKD) up to eGFR of greater than or equal to 
25ml/min/1.73m2. Below this, initiation of the treatment is not recommended however the 
patients may continue 10mg orally once daily to reduce the risk of eGFR decline, ESKD, CV 
death and hHF. 
 
The receipt of this permission paves way for the launch of Dapagliflozin (Forxiga®) tablets of 
10 mg in India for the specified additional/expanded indication, subject to the receipt of related 
statutory approvals  
 
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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