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Morepen strengthens integrated CDMO capabilities
with first U.S. ANDA submission
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Milestone advances Morepen’s API-to-finished dosage development offering

First U.S. ANDA submitted for Sitagliptin Tablets USP in three strengths
o Strengthens formulation, bioequivalence and regulatory dossier capabilities
e Supports specialized CDMO opportunities across regulated markets

Gurugram, 28" September 2026:

Sitagliptin Tablets USP in 25 mg, 50 mg and 100 mg strengths

specialized CDMO assignments
spanning API development, finished dosage formulation and regulatory submission

Mr. Sanjay Suri, Managing Director, Morepen Laboratories Limited “Capability
building is central to Morepen’s next phase of growth. Our first ANDA submission brings together
the scientific, manufacturing and regulatory skills needed to take an API through finished dosage
development to a U.S. filing,”

Mr. Suri “Alongside our planned Innovation Hub and investments in advanced
chemistry and technology, this milestone strengthens our ability to undertake specialized CDMO
assignments and build long-term development partnerships.”

regulated markets across Europe and Asia

505(b)(2) development programs

US$1.604 billion in 2025
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24-36 months from submission
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