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VOLUNTARY ANNOUNCEMENT

LEUPRORELIN EXTENDED-RELEASE INJECTION (SYH9016)
OBTAINS CLINICAL TRIAL APPROVAL

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 Leuprorelin Extended-
release Injection (SYH9016) (the “Product™), a GnRH receptor agonist developed by the Group, has
obtained approval granted by the National Medical Products Administration (NMPA) of the People’s
Republic of China to conduct clinical trials in China.

The Product is the first modified leuprorelin product obtaining clinical trial approval in China. Utilising
the Group’s long-acting delivery technology platform and excipient with good biocompatibility, the
Product is injected subcutaneously to form a gel depot that enables long-acting drug delivery. The
Product is administered once a month. Compared with the leuprorelin microsphere products on the
market, the Product does not require complicated preparation prior to administration, and delivers a
smaller dosing volume with its thinner injection needle, which is expected to reduce pain at the
injection site and improve ease of use and patient compliance. Preclinical studies demonstrated that the
Product had favourable safety and efficacy profiles.

The indication for this clinical trial approval is solid tumors. In addition, the Product can also be used
for the treatment of endometriosis, central precocious puberty, etc., providing a promising clinical
development value. This clinical trial approval is the first significant achievement of the Group’s
development in the field of long-acting GnRH agonists, which lays a solid foundation for the
development of other GnRH agonist products.
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