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Ajanta Pharma’s Paithan Facility Receives 5 Form 483 Observations: 

Moderate Compliance Signal at a High US Revenue-Contributing Site 

The U.S. Food and Drug Administration (USFDA) inspected Ajanta Pharma’s Paithan manufacturing facility 

(Maharashtra, India) during April 13-21, 2026. The inspection concluded with issuance of a Form 483 

containing 5 observations. 

• Product Profile: Total 31 products are manufactured at this facility; 1 product is currently discontinued,

and 11 products have backup manufacturing facilities.

• Revenue Contribution: The facility contributes ~70% of Ajanta’s total US sales*, making it a highly critical

site for the company’s US generics business.

• Backup Coverage: Approximately $  Mn ( %) out of $ Mn the facility’s US revenue is

supported by alternate manufacturing sites (Dahej facility).

• Net Exposure:  Mn of US revenue remains without backup, indicating meaningful dependency on

Paithan facility for select products.

• Regulatory Context: Issuance of 5 Form 483 observations indicates compliance gaps requiring

remediation; final FDA classification (NAI/VAI/OAI) is pending. Prior NAI status on 03-05-2024 suggests

historically strong compliance.

• Products Likely Exposed to Shortages: (Based on Sales> $3Mn, Market Share> 20% & No Backup

manufacturing):

• Financial Impact: While overall exposure is partially mitigated by strong backup coverage, product-level

risk remains elevated for high-market-share drugs without alternate manufacturing, creating potential for

supply disruption and competitor opportunity.

If observations are addressed within standard remediation timelines, impact is expected to remain 

contained. However, escalation to OAI classification or regulatory actions (e.g., Warning Letter/import 

alert) could increase risk for the  Mn exposed portfolio and lead to market share erosion in key drugs. 
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TABLE 1: PRODUCT LIKELY EXPOSED TO SHORTAGES 

Sr. 
No. 

ApplNo Generic Name 
Brand 
Name 

Dosage; 
Form 

ANDA 
Owner 

Other Gx 
competi 

-tors 

Other 
Facility 

for same 
ANDA 

Complexity 
Sales (IN 

USD 
MN)  

% of 
Company's 

US Sales 

Market 
Share 

1 209686 CLONIDINE HCl KAPVAY 
TABLET ER; 

ORAL 
AJANTA 

PHARMA 
6 - - 37.78 7.30% 64.29% 

2 

3 

4 

5 

CHART 1: PRODUCT SALES 

Source: - GenUS, Research Delta Advisors  

*Market share based on total revenue of therapeutically equivalent NDA and ANDAs

*Sales (IN USD MN): Last Year Sales as per Medicaid Drug Rebate Program (Q4 FY2024, Q1-Q3 FY2025)
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CHART 2: AJANTA PHARMA PRODUCT WISE MARKET SHARE 

   Note: Market share calculated based on 12 months sale ended in Q3-2025 
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CHART 3: GENERIC COMPETITION 

  No of competitors counted as of today  
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Detailed Analyses 
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TABLE 2: ALL PRODUCTS 

Sr. 
No. 

ApplNo Generic Name Brand Name 
Dosage; 

Form 
ANDA 
Owner 

Other 
Gx 

competi 
-tors 

Other 
Facility for 

same ANDA 
Complexity 

Sales* 
(IN 

USD 
MN)  

% of US 
Sales* 

Market 
Share 

1 208706 DULOXETINE HCl CYMBALTA 
CAPSULE DR 

PELLETS; 
ORAL 

AJANTA 
PHARMA 

15 
Ajanta 

Pharma,  
SEZ II, Dahej 

Targeted 
Oral 

160.09 30.95% 54.50% 
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Source: - GenUS, Research Delta Advisors  

Market share based on total revenue of therapeutically equivalent NDA and ANDAs 

*Sales (IN USD MN): Last Year Sales as per Medicaid Drug Rebate Program (Q4 FY2024, Q1-Q3 FY2025) 

*Red text drugs are currently Discontinued according to FDA

TABLE 3: INSPECTION HISTORY 

Inspection 
End Date 

Classification 

03-05-2024 No Action Indicated (NAI) 

06-28-2019 Voluntary Action Indicated (VAI) 

--------End of the Report-------- 
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