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| Indoco's Patalganga API production facility passes US FDA
inspection
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Indian pharmaceutical company Indoco's APl production facility in
Patalganga has successfully passed US FDA inspection, a move that
not only consolidates its position in the US market but also lays a
solid foundation for its international expansion.

Indian pharmaceutical company Indoco Pharmaceuticals Limited recently announced that its active pharmaceutical
ingredient (AP1) manufacturing facility in Patalzanga, Maharashtra, has successfully passed a U.5. Food and Drug
Administration (FDA) inspection. The inspection, conducted from October 30 to November 3, 2023, involved FDA
officials conducting a comprehensive assessment of the fadility's production processes, quality control systems, and
relevant documentation. Ultimately, the facility received an outstanding zero-deficiency rating, meaning no FDA

Form 483s were issued, indicating no violations were identified.

This news immediately gave Indoco a shot in the arm. Obtaining FDA certification is a crucial milestone for any
pharmaceutical company. It signifies that product quality and production processes meet the highest international
standards and facilitates smoother entry into the US, the world's largest pharmaceutical market. For Indoco, the

successful completion of the Patalganga AP plant is of extraordinary significance.

Importance of the Patalganga Plant

The Patalganga plant iz a key Indoco production base, specializing in the production of 2 wide range of APIs for
domestic and international markets. Its products cover 3 wide range of therapeutic areas, including antibiotics,
cardiovascular drugs, and antivirals. This FDA inspection will undoubtedly enhance the international
competitiveness of the plant’s products and create favorable conditions for Indoco to expand into more
international markets. This is particularly true in the Us market, where FDA certification is 2 prerequisite for market

entry. This will provide strong support for Indoco's further expansion and market share growth.

The rigor and importance of FDA inspections

The US FDA's inspections are renowned for their stringency and comprehensiveness, encompassing every aspect of
pharmaceutical production, from raw material procurement and production processes to quality control and
documentation, all of which must meet the FDA's stringent standards. Therefore, passing the FDA inspection not
only demonstrates that Indoco's Patalganga plant’s production facilities and quality management systems meet
internationally advanced standards, but also demonstrates Indoco's unwavering commitment to product quality

and patient safety.

What this success means to Indoco

The FDA inspection of the Patalganga API plant has multiple implications for
Indoco’s future development:

Enhance International Competitiveness: FDA certification is a passport to international markets, helping Indoco
enhance its product competitiveness and expand its international business.

Strengthen Investor Confidence: Successful FDA inspection will strengthen investor confidence in Indoco, attract
further investment, and promote the company's long-term development.

Strengthen Market Position: Passing FDA inspection will further consolidate Indoco's position in the US market and
leverage this opportunity to expand into other international markets.

Enhance Brand Image: FDA certification is a guarantee of quality, enhancing Indoco’s brand image and reputation,

and strengthening customer trust in its products.

Future Outlook

Passing FDA inspection is just a new starting point for Indoco's development. Going forward, Indoco will continue to
increase R&D investment, improve product quality, and expand its product line to meet growing market demand.
Furthermore, Indoco will strengthen international collabeorations and expand its international market presence,

bringing high-quality medicines to more patients.

Summary and Analysis

The passing of the US FDA inspection for Indoco’s Patalganga API plant marks a significant step forward in Indoco's
internationalization journey. This not only affirms Indoco’s long-standing commitment to quality, but also provides
strong impetus for its future development. This success is expected to generate significant economic benefits for
Indoco and enhance its international influence. In the future, Indoco is poised to play a more significant role in the
global pharmaceutical industry thanks to its high-quality products and comprehensive production management

system. With the continued growth in global demand for high-quality pharmaceuticals, Indoco's future prospects

are promising. Indoco must maintain high production and management standards to maintain its leading position
in the fiercely competitive international market and continue to provide safe and effective medicines to patients
worldwide. At the same time, Indoco must closely monitor changing trends in the international market and

proactively adjust its development strategy to remain competitive in the future.
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