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Hold Time Study of Aspirin & Clopidogrel
core tablets

Abstract:
The present work was concerned of hold time study HTS that is a new
aspect in the pharmaceutical industry, which can be classified under In
Process Quality Control that is considered one of Good Manufacturing
Practices; HTS had become more important with the international and
local organizations recommendation.
This study aims to control the stability of core tablets (containing 75
mg aspirin & 75 mg clopidogrel) during hold time, in order to
determine the maximum allowable hold time under the prevailing
conditions in quarantine area. Three batches were studied to validate
the holding time by applying physical, chemical and microbiological
tests at Initial, 30th, 45th, 60th and 90th days as defined in WHO
guidelines. A validated chromatographic method was used to indicate
chemical stability throughout the holding time.
Results were shown to be within the acceptance criteria (pharmacopeial
limits and in house specifications) throughout these time intervals.
Therefore, the study concluded, based on the applied tests, that Aspirin/
Clopidogrel core tablets can be held up to 90 day while staying within
the acceptance limits and therefore will give finished products that
apply to quality specifications.

Key words: Hold time, core tablets, Aspirin, Clopidogrel, In Process
Quality Control, Stability.
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