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June 10, 2026 

To 
The Manager, Listing Department 
National Stock Exchange of India Limited 
Plot No. C/1 G Block, 
Bandra-Kurla Complex, Bandra (East),  
Mumbai -400 051 
Symbol: CONCORDBIO 

To 
General Manager, Listing Department 
BSE Limited 
Phiroze Jeejeebhoy Towers,  
Dalal Street, 
Mumbai – 400 001 
Scrip Code: 543960 

 
Sub.: Concord Biotech Secures Abbreviated New Drug Application (ANDA) 
Approval for Tofacitinib Tablets, 5 mg and 10 mg 
 
Dear Sir/Madam, 
 
Pursuant to Regulation 30 of the SEBI (Listing Obligations and Disclosure Requirements) 
Regulations, 2015, we are pleased to inform that the Company has received approval 
from the U.S. Food and Drug Administration (USFDA) for its ANDA for Tofacitinib Tablets, 
5 mg and 10 mg. Tofacitinib tablets are indicated for the treatment of adult patients with 
Moderately to severely active rheumatoid arthritis (RA), Active psoriatic arthritis (PsA), 
Active ankylosing spondylitis (AS), Moderately to severely active ulcerative colitis (UC), 
Active PsA, Active polyarticular course juvenile idiopathic arthritis (pcJIA). 
 
According to market estimates, the U.S. market for Tofacitinib Tablets both strengths put 
together is approximately US$ 500 million. The approval positions the Company to 
capitalize on these attractive market opportunities, enhance its product offerings, and 
support its long-term growth strategy across the U.S. and international markets. 
 
The requisite details of terms of the provisions of Regulation 30 read with Schedule III 
and SEBI Master Circular no. SEBI/HO/CFD/PoD2/CIR/P/0155 dated November 11, 
2024 read with Master Circular no. HO/49/14/14(7)2025-CFD-POD2/I/3762/2026 
issued on July 11, 2023 and last updated on January 30, 2026 are enclosed herewith. 
 
This is for your information and records. 
 
For Concord Biotech Limited 
 
 
 
Paritosh Trivedi 
Company Secretary & Compliance Officer  
ACS 63623 
 
Encl : As above 
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Sr. 
No. 

Particulars Details 

a)  name of the regulatory or 
licensing authority 

U. S. Food & Drug Administration (USFDA) 

b) brief details of the 
approval/license 
obtained/ withdrawn/ 
surrendered 

Approval for Tofacitinib Tablets, 5 mg and 10 mg, 

c) impact/relevance of such 
approval/license to the 
listed entity 

The approval for Tofacitinib Tablets, 5 mg and 10 mg 
is in line with Concord Biotech’s growth strategy and 
will strengthen Company’s position in the U.S. 
market. 

d) withdrawal/cancellation 
or suspension of 
licence/approval by the 
regulatory or licensing 
authority, with reasons 
for such action, estimated 
impact (monetary or 
otherwise) on the listed 
entity and penalty, if any 

Not Applicable 

e) period for which such 
approval/license is/was 
valid 

Not Applicable 

f) the actual impact 
(monetary or otherwise) 
along with corrective 
actions taken by the listed 
entity pursuant to the 
withdrawal, cancellation 
or suspension of the key 
license/ approval. 

Not Applicable 
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