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Indoco Remedies receives USFDA EIR for 
Patalganga API facility

Indoco Remedies announced that it has received 

the Establishment Inspec�on Report (EIR) from the 

United States Food and Drug Administra�on 

(USFDA) for its Ac�ve Pharmaceu�cal Ingredients 

(API) manufacturing facility at Patalganga. The 

facility underwent a USFDA inspec�on from 15th 

September 2025 to 19th September 2025.

Adi� Panandikar, Managing Director, Indoco Remedies, said, “We are pleased to have 

received the EIR from the USFDA for our API manufacturing facility located at 

Patalganga. This further reinforces our commitment to upholding the highest standards 

of quality and compliance, delivering trusted healthcare solu�ons to pa�ents 

worldwide.”

The report reflects Indoco Remedies’ adherence to regulatory standards and its ongoing 

commitment to quality in pharmaceu�cal manufacturing.

USFDA inspection confirms compliance at Indoco Remedies’ Active Pharmaceutical Ingredients 
manufacturing site

By EP News Bureau on December 12, 2025

Indoco Remedies announced final approval of the Company’s Abbreviated New Drug 

Applica�on (ANDA) for Rivaroxaban Tablets USP, 2.5 mg, 10 mg, 15 mg and 20 mg, to 

market a generic equivalent to the reference listed drug (RLD), Xarelto Tablets, 2.5 mg, 

10 mg, 15 mg and 20 mg, of Janssen Pharmaceu�cals, from USFDA. 

Rivaroxaban Tablets USP, 2.5 mg, 10 mg, 15 mg and 20 mg are bioequivalent and 

therapeu�cally equivalent to the reference listed drug (RLD), Xarelto Tablets, 2.5 mg, 10 

mg, 15 mg and 20 mg, of Janssen Pharmaceu�cals. 

Rivaroxaban Tablets USP, will be manufactured by Indoco Remedies, at their 

manufacturing facility located at L-14, Verna Industrial Area, Verna, Goa, India. 

Rivaroxaban is used for the treatment of venous thromboembolism (VTE). 
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