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INTRODUCTION

Dipyridamole is used as drug for the treaument to inhibits blood clot fqrmation. It is used to (?ilat-e blood ve_ssels (Boehrtllnger
Ingelheim Pharmaceuticals, Inc. 2016) in people with peripheral art.erml disease and coronary artery disease and_ it has been soown‘
to lower pulmonary hypertension without significant drop of systemic blood pressure (Browp DG .er al, 2015;_D|x0n BS et le 2009,
Derendorf H er al. 2005). The safety of a drug product is not only dependent on tl}e tox.u_:ologlcal properties of th.e active d.mg
substance or API (De Schryver EL et al, 2007; Sprigg N et al, 2008), but also on the impurities formed during the various chemical
transformations. Therefore, identification, quantification, and control of impurities in the drug substance and drug product are
important parts of drug development for obtaining marketing approval (S.J. Ingale ef al, 2011: Brown D.G et al, 2015). As per .the
guidelines recommended by ICH, the acceptable level for a known orUnknown impurity or related substances is less than 0.2% in a
amg substance. Tomeet the stringent regulatory requirements, it is more challenging for pharma industry to identify the impurities
which are formed in very small quantities in a drug substance. Since most of the time it is very difficult to identify and control
impurities within acceptable levels in the process, extra purification steps may then be necessary thereby making the process less
competitive (V.S. Tegeli et al, 2011; B. Mistaler al, 2015). The syntheses of impurities are not described in the literature which

makes it even more difficult for the organic chemist who must then design a synthesis, which is time consuming. The development
of a drug substance is incomplete without the identification of an im
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