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HIGH-CONCENTRATION HYDROXOCOBALAMIN HYDROCHLORIDE

INJECTION OBTAINS CLINICAL TRIAL APPROVAL IN CHINA

FOR THE TREATMENT OF METHYLMALONIC ACIDEMIA (MMA)

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

together with its subsidiaries, the ‘‘Group’’) is pleased to announce that high-concentration

hydroxocobalamin hydrochloride injection (the ‘‘Product’’) developed by the Group has obtained

approval from the National Medical Products Administration of the People’s Republic of China to

conduct clinical trials in China for the treatment of methylmalonic acidemia (‘‘MMA’’).

MMA is an autosomal recessive disorder of organic acid metabolism that may manifest as early as in

the neonatal period and has already been included in the First List of Rare Diseases jointly formulated

by five departments, including the National Health Commission, in China. Hydroxocobalamin injection

is the first-line recommendation for the treatment of vitamin B12-responsive MMA, and lifelong use is

required. Currently, no hydroxocobalamin injection targeting the indication of MMA has been approved

for marketing either domestically or internationally, and there remains an urgent unmet medical need

for patients with MMA.

The indication for this clinical approval is methylmalonic acidemia with elevated homocysteine level

(cbl C type) in children. The Product has become the first hydroxocobalamin injection approved in

China for clinical trials in MMA and its development is expected to offer a new treatment option for

patients with MMA, providing a promising clinical development value.
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