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The Company remains on track to advance regulatory filing activities and intends to
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proceed with the NDA submission for Hydronidone in China upon completion of ongoing
regulatory interactions and resolution of any outstanding requirements.
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During the meeting, Gyre Pharmaceuticals and the CDE reached consensus that existing
Phase 3 clinical data for Hydronidone, based on histologic improvement in liver fibrosis
as measured by the Ishak fibrosis score, are generally supportive of submission of a
conditional approval NDA for the treatment of chronic hepatitis B (CHB)-associated liver
fibrosis, including early (compensated) cirrhosis. The CDE further indicated that
Hydronidone meets the criteria for inclusion in China’ s Priority Review and Approval
Program for Innovative Drugs, subject to formal filing, acceptance and regulatory review.
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“As part of the agreed regulatory pathway, the Company plans to conduct an additional

confirmatory clinical trial (referred to as a Phase 3c trial in China) designed to evaluate
liver-related clinical outcomes to support potential conversion from conditional approval

to regular approval.”
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“The Company currently expects to submit an NDA for conditional approval of Hydronidone
in the first half of 2026, subject to final data readiness and applicable regulatory
procedures. ”
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“We are encouraged by the positive and constructive Pre-NDA dialogue with the CDE and the

alignment achieved on a clear regulatory pathway. This milestone reflects the strength of
our Phase 3 clinical data and supports our plans to advance Hydronidone toward conditional
approval in China.”
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