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Method Validation

To establish linearity, the ICH guidelines recommend the use of at least 5 concentra-
tions (0.1 mg/mL, 0.25 mg/mL, 0.5 mg/mL, 1.0 mg/mL, 2.0 mg/mL). Reproducibility of
the calibration curve was evaluated by repeating the calibration using freshly prepared
standard solutions on day 0, 7 and 14. The injection precision was evaluated by perform-
ing 5 replicate injections of the 1.0 mg/mL working standard solution to ensure repeata-
bility.

Forced degradation studies

HPLC analysis of stressed losartan subjected to oxidation showed two small sus-
pected degradation peaks (DP) with retention times of 7.867 and 8.547 min (as denoted
by arrows in Figure. S1A). Following acid degradation of losartan, two small potential
degradation peaks with retention times of 9.803 and 12.543 min were also observed.
(Figure S1B).
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Figure S1. HPLC chromatogram of losartan potassium after stress testing (A) with 3% v/v H2Ozin the dark for 7 days at
RT and (B) 1 M HCl in the dark at 70 °C for 7 days.
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Figure S2. "H-NMR spectrum of recovered losartan.



