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Indoco Remedies Receives USFDA EIR for API 
Manufacturing Facility at Patalganga

Overview

Indoco Remedies has received an Establishment Inspec�on Report (EIR) from the 

USFDA for its Ac�ve Pharmaceu�cal Ingredient (API) manufacturing facility in 

Patalganga. This approval confirms the facility's compliance with USFDA quality 

standards and regulatory requirements. The EIR enables Indoco Remedies to supply 

APIs from this facility to the US market, enhancing its global manufacturing creden�als 

and regulatory standing. Indoco Remedies is a fully integrated pharmaceu�cal company 

with a turnover of USD 180 million, employing over 6,000 people including 400 

scien�sts and field staff.

Indoco Remedies has achieved a significant 

regulatory milestone with the receipt of an 

Establishment Inspec�on Report (EIR) from the 

United States Food and Drug Administra�on 

(USFDA) for its Ac�ve Pharmaceu�cal 

Ingredient (API) manufacturing facility in 

Patalganga. The company announced this 

development through a regulatory filing, 

following a successful USFDA inspec�on.

Regulatory Milestone Details

The EIR from USFDA represents successful comple�on of the regulatory inspec�on 

process for the Patalganga facility. This approval confirms that the manufacturing plant 

meets the stringent quality standards and regulatory requirements mandated by the US 

health authority.

Updated on 11 Dec 2025, 05:53 PM
Reviewed by:  Ashish T |  ScanX News Team

Strategic Significance

The USFDA EIR approval enhances Indoco Remedies' manufacturing creden�als and 

regulatory standing in the interna�onal pharmaceu�cal market. This cer�fica�on enables 

the company to supply APIs manufactured at the Patalganga facility to customers in the 

United States, one of the world's largest and most lucra�ve pharmaceu�cal markets.

The approval demonstrates the company's commitment to maintaining high-quality 

manufacturing standards and regulatory compliance across its opera�ons. For 

pharmaceu�cal companies, USFDA approvals are crucial for accessing the US market and 

establishing credibility with interna�onal customers.

Company Profile

Indoco Remedies is a fully integrated, research-oriented pharmaceu�cal company with a 

strong global presence. The company operates with a turnover of USD 180.00 million and 

employs over 6,000 people, including more than 400 skilled scien�sts and field staff.

This regulatory achievement posi�ons Indoco Remedies favorably for poten�al business 

expansion in the US pharmaceu�cal market and strengthens the company's compe��ve 

posi�on in the global API manufacturing sector.
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