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The Key Technology of the Preparation of Clopidogrel Hydrogen Sulfate and its
application
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Project Description:

Clopidogrel (INN) is an oral, thienopyridine class antiplatelet agent used to inhibit
blood clots in coronary artery disease, peripheral vascular disease, and
cerebrovascular disease. Clopidogrel was discovered by Sanofi and has been
co-developed by Sanofi and Bristol-Myers Squibb since 1993. It is marketed
worldwide in nearly 110 countries, with sales of US$9.82 billion in 2011.

The project demonstrates a novel synthetic method for the preparation of crystalline
Form | of clopidogrel hydrogen sulfate. 3 National Invention Patents have been
applied for and several research papers have been published. The quantitative
crystallographic analysis of Clopidogrel hydrogen sulfate by X-Ray diffraction was
mentioned for the first time. Compared to the crystalline Form Il of clopidogrel
hydrogen sulfate in the market, the crystalline Form | shows high solubility and is more
easily absorbable. Moreover, crystalline Form Il of clopidogrel hydrogen sulfate was
protected by Patents, while crystalline Form | is beyond Patent protection.
Furthermore, the production process of the important intermediate CPG105 was
improved by us previously, which resulted in clopidogrel product with high quality and
yield. Hence, the development of crystalline Form | of clopidogrel hydrogen sulfate will
reduce the price of Clopidogrel and will bring the remarkable economic benefits to
enterprises.
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