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VOLUNTARY ANNOUNCEMENT

OCTREOTIDE LONG-ACTING INJECTION (SYHX2008)

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 the Octreotide Long-acting

Injection (SYHX2008) (the ‘‘Product’’) developed by the Group has obtained approval from the U.S.

Food and Drug Administration (FDA) to conduct clinical trials in the U.S.

Octreotide is used for the first-line treatment of acromegaly and gastroenteropancreatic neuroendocrine

tumors. Leveraging the Group’s long-acting delivery technology platform, the Product utilizes highly

biocompatible excipients to form a gel depot following subcutaneous injection. This enables long-

acting drug delivery, requiring administration only once a month. Currently, the Product has entered

Phase III clinical trials in China. Clinical studies have shown that the Product takes effect within one

week of administration and does not require prior administration of short-acting octreotide acetate

injections, and its biochemical control rate demonstrates a trend of being significantly superior to

currently marketed octreotide microsphere formulations. In addition, the Product features a pre-filled

syringe design that allows for subcutaneous self-administration by patients, reducing the risk of nerve

injury associated with intramuscular injections and significantly improving patients’ convenience of

administration and treatment adherence.

The indication for this clinical trial approval is acromegaly. The approval of this clinical trial will

effectively expand the coverage of the Group’s product lines in the global market, reinforce the

advantages of the Group’s long-acting injection technology platform and significantly enhance the

Group’s competitive position and industry impact in the international peptide therapeutics sector.
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