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ABSTRACT

As the increase of drug accidents, the quality of drug is widely concerned by the
society.In Chinese pharmaceutical industry, there were so many obstacles of GMP
certification.The low quality mangement of Chinese pharmaceutical enterprises make
it hard to entry to Eurpean and American pharmaceutical market.

The issue analysises the development of quality and quality management in the
global market.And then the quality management development history of Chinese
pharmaceutical industry is divides into three stages. The implementation of quality
management depends on the quality environment so the five competitive force model
is used to analysis the industry quality environment.

To find out the motivation and benefit of 1SO9000 certifaction to Chinese
pharmaceutical enterprises.Data of 1ISO9000 certificated pharmaceutical enterprise is
collected. Factor Analysis is used to evaluate the performance of 24 lisited
pharmaceutical enterprises which passed 1SO9000 certification ever.The results shows
that 1SO9000 certifacition can improve the performance of Chinese pharmaceutical
industry in short term,but in long term the improvement can’t be sustained.But the
performance of certificated pharmaceutical enterprises grow smoothly and continous
one year after 1ISO9000 certification.The further analysis shows that 1ISO9000 can
improve the growth ability and the cash ability.

Keywords: Pharmaceutical industry, Quality management, ISO9000
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