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Date: 17/04/2026 
 
To, 
National Stock Exchange of India Ltd. 
Exchange Plaza, Bandra Kurla Complex, 
Bandra (East), Mumbai- 400 051 
Symbol: MOREPENLAB 

BSE Limited 
Phiroze Jeejeebhoy Towers, 
Dalal Street, Mumbai- 400 001 
Scrip Code: 500288 

 
Sub.: Successful completion of USFDA inspection of Masulkhana facility, Himachal Pradesh 
 
Dear Sir/ Madam, 
 
This is to inform you that the United States Food and Drug Administration (“USFDA”) conducted an 
inspection of the Company’s API manufacturing facility located at Masulkhana, Himachal Pradesh, 
and has successfully cleared the said facility on 17th April 2026 with no adverse observations (NIL 
Form 483). 
 
A press release in this regard is enclosed herewith for your information and records. 

 
You are requested to take the same on record.  

Thanking you, 

Yours faithfully, 
 
For Morepen Laboratories Limited 
 
 
 
Vipul Kumar Srivastava 
Company Secretary 
F-12148 
 
 
Encl.: a/a. 
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Morepen Secures Fourth Consecutive USFDA Inspection with Zero 
Observations (NIL 483) 

 

Reinforcing Global Leadership in Quality, Compliance, and Regulatory Excellence 

Gurugram, Haryana - 17th April 2026: Morepen Laboratories Limited (NSE: MOREPENLAB; BSE: 
500288) today announced the successful completion of a United States Food and Drug Administration 
(USFDA) inspection at its Masulakhanna (HP) facility, with Zero observations (NIL Form 483).  

This marks the Fourth consecutive NIL 483 inspection for Morepen over the past eight years, 
underscoring the Company’s unwavering commitment to global quality and regulatory standards. 

Strengthening Quality Systems and Compliance Culture 

“Our consistent track record of NIL 483 inspections is a testament to the strength of our quality systems 
and our team’s discipline in adhering to the highest global standards,” said Sanjay Suri, Executive 
Director, Morepen Laboratories Limited. “This achievement enhances our credibility with global 
regulators, customers, and partners and paves the way for long term supply contracts” 

The latest inspection outcome reflects Morepen’s robust 
quality management systems, strong data integrity 
practices, and deep-rooted culture of regulatory 
compliance. The Company has consistently aligned its 
operations with evolving global standards, including 
current ICH and CFR (Part-21) guidelines, ensuring 
high levels of product quality, safety, and efficacy. 

Driving Market Credibility and Customer 
Confidence 

Morepen continues to be a preferred partner for global 
pharmaceutical companies, successfully catering to 
regulated markets across the US, Europe, and other 
geographies. The Company exports APIs and to over 
80 countries, supported by regular and rigorous customer audits. 

The consistent success in regulatory inspections further reinforces customer confidence and strengthens 
Morepen’s positioning in highly regulated markets. 

Digital Transformation and Data Integrity 

Morepen has significantly invested in digital systems, automation, and data integrity frameworks, 
ensuring full compliance with global regulatory expectations. The Company’s focus on digitalization 
enhances traceability, transparency, and operational efficiency across its manufacturing and quality 
processes. 

Leadership in APIs and Expansion into CDMO 
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Morepen is a recognized market leader in six key Active Pharmaceutical Ingredients (APIs), with 
a strong presence in global supply chains. Building on this foundation, the Company is now strategically 
expanding into the CDMO space, aiming to leverage its regulatory track record, infrastructure, and 
technical expertise. 

About Morepen Laboratories Limited 

Morepen Laboratories Ltd. is a vertically integrated, innovation-led pharmaceutical and healthcare company delivering 
high-quality APIs, having expanded into CDMO space, branded generics, medical devices, and consumer wellness 
products to over 90 countries worldwide. With a high installed API capacities, a 14 million-strong glucometer user base, 
and a rapidly expanding digital footprint, Morepen stands at the forefront of India's health-tech evolution. Backed by 
decades of trust, regulatory approvals from USFDA, WHO, and EU bodies, and a passion for innovation, Morepen is 
committed to making quality healthcare accessible, affordable, and future-ready. 
 
Morepen Laboratories Limited is a leading pharmaceutical company with a strong presence in APIs, formulations, and 
home health products. With world-class manufacturing facilities and a global footprint, the Company continues to focus 
on innovation, quality, and compliance to serve customers across regulated and emerging markets. 
 
 
Media Contact: 
 
Investors’ Relations – Mr. Nishant Doshi, Head Corporate Finance & Investor Relations  
Mobile No.: 9769633650; Email: nishant.doshi@morepen.com 
 
Media Relations – Mr. Girish Singhal; Mobile No.: 9810206244; Email: propelpr.com@gmail.com 
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