
 

26th July, 2023 
 
Corporate Relationship Department  Manager – Listing 
M/s. BSE Ltd.     M/s. National Stock Exchange of India Ltd 
Dalal Street, Fort    “Exchange Plaza”, Bandra – Kurla Complex 
Mumbai 400 001     Bandra (E) Mumbai 400 051 
 
Scrip Code: 524816     Scrip Code: NATCOPHARM 
 
Dear Sir/Madam, 
 
Please find enclose herewith the disclosure under Regulation 30 of SEBI (Listing Obligations 
and Disclosure Requirements) Regulations, 2015 for your information. 
 
Thanking you, 
 
Yours faithfully 
For NATCO Pharma Limited 
 
 
Ch. Venkat Ramesh 
Company Secretary & 
Compliance Officer 
 

 

 

 

 

 

 

 

 

 

 

 

 



 
 
Ref: PR/04/2023-24                                   26th July, 2023 

NATCO files generic Erdafitinib Tablets in USA 

NATCO Pharma Limited (NSE: NATCOPHARM; BSE: 524816) announces submission of 
Abbreviated New Drug Application (ANDA) containing a paragraph IV certification with the 
U.S. Food and Drug Administration (FDA) for the generic version of Erdafitinib Tablets 3 mg, 
4 mg, and 5 mg strengths. 

Erdafitinib is indicated for the treatment of adult patients with locally advanced or 
metastatic urothelial carcinoma (mUC). Erdafitinib Tablets are marketed in the United States 
(US) by Janssen Biotech under brand Balversa®. NATCO has been named as defendant in a 
lawsuit filed in the US district court of New Jersey by Janssen Pharmaceutica NV, Janssen 
Biotech Inc. and Otsuka holdings Co.’s Astex Therapeutics Ltd. 

NATCO believes that the ANDA is possibly sole first-to-file based on its filing date and may 
be eligible for 180 days of marketing exclusivity at the time of launch. 

Balversa® has recorded sales of USD 36.5 million in the US market for the year ending 
December 2022, as per IQVIA database. 
 
Balversa® is a registered trademark of the Janssen group of companies. 
          

For NATCO Pharma Limited 
 
 

Ch. Venkat Ramesh 
Company Secretary & 

Compliance Officer 
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