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VOLUNTARY ANNOUNCEMENT

SYH2046 TABLETS OBTAINS CLINICAL TRIAL APPROVAL IN THE U.S.

The board of directors (the ‘‘Board’’) of CSPC Pharmaceutical Group Limited (the ‘‘Company’’,

together with its subsidiaries, the ‘‘Group’’) is pleased to announce that SYH2046 Tablets (the

‘‘Product’’) developed by the Group has been approved by the U.S. Food and Drug Administration

(FDA) to conduct clinical trials in the U.S. The Product also obtained approval from the National

Medical Products Administration of the People’s Republic of China in April 2025 to conduct clinical

trials in China.

The Product is a first-in-class small molecule drug with novel structure and complete independent

intellectual property rights. The indication for this clinical trial approval is heart failure after acute

myocardial infarction. Preclinical studies showed that the Product could significantly improve the

cardiac function and reduce adverse cardiac remodeling in disease animal models, with a better safety

profile.

Compared with conventional heart failure drugs, the Product features a completely new mechanism of

action. It is expected to actively promote tissue repair in the early stage of myocardial injury by

improving the metabolism of cardiac cells and thereby enhance cardiac function after myocardial

infarction, providing a promising clinical development value. Currently, the Group has submitted a

number of patent applications of the Product in China and overseas.
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