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MARKETING AUTHORISATION APPLICATION FOR AMPHOTERICIN B

LIPOSOMAL, POWDER FOR CONCENTRATE FOR DISPERSION FOR

INFUSION (HC1507G2) APPROVED IN EUROPE

The Board of Directors (the ‘‘Board’’) of CSPC Pharmaceutical Group Limited (the ‘‘Company’’,
together with its subsidiaries, the ‘‘Group’’) is pleased to announce that Amphotericin B Liposomal,
Powder for Concentrate for Dispersion for Infusion (HC1507G2) (the ‘‘Product’’), independently
developed by the Group, has received approval of the marketing authorisation application in the
European Union. The approval of the Product marks a historic breakthrough as the first-ever Chinese
liposomal formulation to be marketed in Europe, successfully taking a crucial step forward in the
global expansion of high-end pharmaceutical formulations.

The approved indications cover clinical treatment of severe systemic and/or deep fungal infections
affecting one or more of the body’s internal organs, and empirical treatment of presumed fungal
infections in febrile neutropenic patients, where the fever has failed to respond to broad-spectrum
antibiotics and appropriate investigations have failed to define a bacterial or viral cause. Amphotericin
B is a macrocyclic, polyene antifungal antibiotic that exerts its antifungal effects by binding to sterols
in the fungal cell membranes, with a resulting change in membrane permeability. The Product is a
liposomal formulation. The liposome provides a unique delivery system for Amphotericin B, enabling it
to preferentially accumulate at the site of infection and maintaining potent antifungal activity, while
reducing drug exposure in healthy tissues such as the kidneys, significantly lowering the risk of
nephrotoxicity and infusion-related reactions, improving safety and enhancing the therapeutic index.

The successful approval of the Product further enriches the Group’s international product pipeline in
the anti-infection field and fully demonstrates the Group’s comprehensive capabilities in the research
and development, large-scale production, quality management and regulatory affairs of high-end
complex injections. It effectively enhances the Group’s competitiveness in the global high-end
formulation market. Meanwhile, the Group will provide safer and more effective treatment option for a
broader population of patients with fungal infections.
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