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PURPOSE

To ensure compliance with the current good
manufacturing practices (CGMP) regulations, the
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Figure 2. Calibration curve for aspirin API.

peak areas and retention times ranging from 0.03 to 0.30% and 0.01 to 0.03%, respectively. for intraday and interday studies

were < 0.25% and < 0.03%,
respectively.

Aspirin and related substances standard solutions
Individual stock standard solutions with related
substances and aspirin APl were prepared in diluent
(60:40 water/acetonitrile with 0.1% formic acid) at 1.0
and 5.0 mg/mL, respectively. The API stock solution was
diluted to 0.1 mg/mL and spiked with related substances
at 10% level.

Aspirin assay in tablet formulation

The assay results for six samples ranged from 93.4 to 93.6%, meeting the USP acceptance criteria of not less
than (NLT) 90.0 and not more than (NMT) 110.0% of the labeled amount of aspirinZ.

Intraday method performance measured against the USP suitability criteria defined in the
USP monograph for aspirin tablets?. Method met the USP criteria across four sets of data for
a one-day analysis. (salicyclic acid: impurity C)
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