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VOLUNTARY ANNOUNCEMENT

AMPHOTERICIN B LIPOSOME FOR INJECTION

OBTAINS DRUG REGISTRATION 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

Amphotericin B Liposome for Injection (the ‘‘Product’’) developed by the Group has

obtained drug registration approval granted by the National Medical Products Administration

of the People’s Republic of China.

The indications for this approval include: 1) treatment of systemic fungal infections caused

by susceptible fungi; 2) treatment of patients with neutropenia and unexplained fever who

are highly suggestive of the presence of systemic fungal infections; and 3) treatment of

visceral leishmaniasis in adults and children.

Amphotericin B is a type of polyene antibiotics and is one of the most potent and broad

spectrum drugs for the prevention and treatment of invasive fungal diseases. It kills fungal

cells by binding to ergosterol, a sterol component in the cell membrane of susceptible fungi,

to form transmembrane channels which lead to alterations in cell membrane permeability.

The Product utilises a liposomal drug delivery system, encapsulating amphotericin B into

small unilamellar liposomes of less than 100nm formed by hydrogenated soybean

phosphatidylcholine, distearoyl phosphatidylglycerol and cholesterol. Compared with other

amphotericin B injections on the market, the Product mainly exists in the bloodstream in

liposomal form, which can significantly reduce the binding of free amphotericin B to renal

tubular epithelial cells, resulting in significant reduction of drug nephrotoxicity, decrease in

infusion reactions, shortened administration duration, increase in dosage and improvement of

therapeutic index.
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The approval of the Product marks significant progress of the Group in the fields of

nanomedicine research and development and antifungal infections, and further enriches the

Group’s product portfolio in antifungal infections.
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