
 
 

 
November 27,2025 
 
To,                                                                                          To, 
Dy. General Manager                                                        The Manager – Listing, 
Department of Corporate Services,                                 The National Stock Exchange of India Ltd., 
BSE Ltd.                                                                                 Plot No. C/1, G Block 
Phiroze Jeejeebhoy Towers                                              Bandra Kurla Complex, 
Dalal Street, Fort, Mumbai – 400 001                            Bandra (E), Mumbai – 400 051 
 
Ref: Scrip Code: 532296                                                     Ref: Scrip Name: GLENMARK 

 

  
Dear Sir,  
 
Sub: Update on the Company's Monroe, North Carolina (USA) Facility 
 
Pursuant to Regulation 30 of the SEBI (Listing Obligations & Disclosure Requirements) Regulations, 2015, 
this is to inform you the Company has received Establishment Inspection Report (EIR) with a Voluntary 
Action Indicated (VAI) status from the United States Food & Drug Administration (U.S. FDA) for its 
formulations manufacturing facility situated in Monroe, North Carolina, USA. This is following an inspection 
conducted by the Agency from 09 June to 17 June 2025. The commercial manufacturing at the Monroe 
site will now restart. 
 
The company had earlier informed the stock exchange (BSE) on 18 June 2025 about the Form-483 with five 
observations for the above June 2025 inspection.  
 
The site was earlier under Warning Letter since June 2023.  
 
Kindly find attached media release which is self- explanatory. 
 
Please take the above information on record. 
  
Thanking you, 
 
Yours faithfully, 
For Glenmark Pharmaceuticals Limited 
 
 
 
Harish Kuber  
Company Secretary & Compliance Officer 
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Glenmark Pharmaceuticals receives Establishment Inspection Report (EIR) 
from U.S. FDA for its Monroe facility  

Mumbai, November 27, 2025: Glenmark Pharmaceuticals Ltd (Glenmark), a research-led, global 
pharmaceutical company today announced that it has received the Establishment Inspection Report 
(EIR) from the U.S. Food and Drug Administration (U.S. FDA) for its formulations manufacturing facility 
in Monroe, North Carolina (USA) with a Voluntary Action Indicated (VAI) status.  

The inspection was conducted at the Company’s manufacturing facility from 09 June to 17 June 2025.  

With this positive development, we will restart commercial manufacturing.  

 

About Glenmark Pharmaceuticals Limited  

Glenmark Pharmaceuticals Ltd. (BSE: 532296 | NSE: GLENMARK) is a research‐led, global pharmaceutical 
company, having a presence across Branded, Generics, and OTC segments; with a focus on therapeutic areas of 
respiratory, dermatology and oncology. The company has 11 world-class manufacturing facilities spread across 
4 continents, and operations in over 80 countries. In Vivo/Scrip 100 positions Glenmark amongst the Top 100 
Companies Ranked by R&D and Pharmaceutical Sales, 2022; while Generics Bulletin/In Vivo places it in the Top 
50 Generics and Biosimilars Companies Ranked by Sales, 2022. Glenmark’s Green House Gas (GHG) emission 
reduction targets have been approved in 2023 by the Science Based Target initiative (SBTi), making it only the 
second pharmaceutical company in India to achieve this. The organization has impacted over 3 million lives over 
the last decade through its CSR interventions. For more information, visit www.glenmarkpharma.com. You can 
follow us on LinkedIn (Glenmark Pharmaceuticals) and Instagram (glenmark_pharma) 

For more information, please contact  

Aakanksha Pilay | aakanksha.pilay@glenmarkpharma.com  
Akhila Natarajan | akhila.natarajan@glenmarkpharma.com  
Adfactors PR | glenmark@adfactorspr.com | +91 88502 91322 
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