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Hong Kong Exchanges and Clearing Limited and The Stock Exchange of Hong Kong Limited take no 
responsibility for the contents of this announcement, make no representation as to its accuracy or 
completeness and expressly disclaim any liability whatsoever for any loss howsoever arising from or 
in reliance upon the whole or any part of the contents of this announcement.
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VoluNtarY aNNouNCemeNt

SubmiSSioN of CliNiCal StudY aPPliCatioN
to the CeNter for druG eValuatioN

for the GrouP’S hePatitiS C druG “SofoSbuVir tablet”

The board of directors (the “board”) of CSPC Pharmaceutical Group Limited (the “Company”, 
together with its subsidiaries (the “Group”)) announces that “Sofosbuvir Tablet” (the “drug”) 
developed by the Group has completed all pre-clinical study and application for clinical study has 
been submitted to the Center for Drug Evaluation of the State Food and Drug Administration of the 
People’s Republic of China (the “PrC”) (File no.: CXHL1401645 JI).

Sofosbuvir is a new drug for the treatment of chronic hepatitis C (“hep C”) developed by a U.S. 
pharmaceutical company (the “u.S. drug Co”), and was approved for sales in the United States by 
the U.S. Food and Drug Administration in December 2013, and approved for sales in the European 
Union countries by the European Medicines Agency in January 2014.

Sofosbuvir is a drug with new effect target and new effect mechanism, and is the world’s first NS5B 
polymerase inhibitor for the treatment of Hep C. Currently, there is no drug with the same effect 
mechanism on the market. It is also the first drug that does not require combination with interferon 
for the safe and effective treatment of certain genotypes of Hep C. It has been proven in clinical 
trials that: in respect of genotypes 1 and 4 Hep C, the Drug in combination with peg-interferon 
alfa and ribavirin achieved an overall sustained virologic response (“SVr”) of 90%; in respect of 
genotype 2 Hep C, the Drug in combination with ribavirin achieved a SVR of 89%-95%; in respect 
of genotype 3 Hep C, the Drug in combination with ribavirin achieved a SVR of 61%-63%, with a 
significant reduction in the period of treatment. It is worth to note that some Hep C patients with 
cirrhosis were also enrolled in the clinical study of sofosbuvir.
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According to the information announced by the U.S. Drug Co, the Drug has recorded a sales of 
US$5.75 billion in the first half of 2014, and the market expects sofosbuvir will quickly become a 
blockbuster drug.

At present, Sofosbuvir Tablet is neither approved for import in the PRC nor approved for production 
by any domestic enterprise yet. The Group will strive its best to become the first company in the 
PRC to obtain the approval for selling Sofosbuvir Tablet in order to benefit Hep C patients in the 
PRC.
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