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The Quality of Aspirin Tablets
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Abstract

Aspirin is stable in dry condition, but it is not stable in moist condition. Aspirin can react with water to form salicylic acid and acetic acid. Aspirin tablets 300 mg or higher, are used
as an analgesic, anti-pyretic and anti-inflammatory. Aspirin tablets 75-325 mg, are used as an anti-platelet in heart disease patients. The quality survey of Aspirin tablets by the Regional
Medical Sciences Center 9 Nakorn Ratchasima in the fiscal year 2004 showed that 26 samples of Aspirin tablets (28.3%) did not conform to the requirements for the limit of free salicylic
acid and dissolution. The quality survey by Bureau of Drug and Narcotic in the fiscal year 2012 showed that 12 samples of Aspirin tablets (16.7%) did not conform to both requirements.
Therefore, the quality of Aspirin tablets was reevaluated by Bureau of Drug and Narcotic, Department of Medical Sciences in the fiscal year 2015. A total of 61 samples from 14
manufacturers and 22 formulations, with strength of 81-500 mg were analyzed on the content of active ingredient, limit of free salicylic acid and dissolution by using the methods and
specifications of United States Pharmacopoeia (USP 37). The analytical methods were verified for the suitability prior to sample testing. The results found that 10 samples of Aspirin tablets
(16.4%) did not conform to the requirement for dissolution. Most of them were products from the same manufacturer and same formulation. Thus, it is most likely that the

inappropriateness of manufacturing processes and its formulation caused the dissolution problem.
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The United States Pharmacopeia 37, The National Formulary 32. 2014.
The United States Pharmacopeia Convention, Inc. Rockville, USA. 1483-1486.
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