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RP — HPLC determination of content and related substances of
pilocarpine nitrate eye drops
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Abstract Objective: To establish an RP — HPLC method of determination for content and its related substances of
pilocarpine nitrate eye drops. Methods: Employed Dikma ODS column( 4. 6 mm x250 mm 5 wm) methanol — buff-
er solution( 80: 920) buffer solution is H;PO,13. 5 mL diluted to 700 mL water add 3 mL triethylamine and dilute
with water to 1000 mL adjust with 20% sodium hydroxide to a pH of 3. 00 £0. 02 flow rate: 1. 0 mL/min column
temperature: 30°C  ultraviolet detection wavelength: 220 nm. Results: Good separation could be achieved between
pilocarpine and the related compounds under this chromatographic system. The calibration curve of pilocarpine was
linear in the concentration range of 2 —=7ug * mL~'( 7 =0.9992) and 50 — 350 wg * mL~'(r=0.9996) The preci—
sion of content and its related substances of pilocarpine was good and the RSD was 0. 50% ( n =6) and 0. 54% (n =
6) respectively The average recovery( n =9) was 100. 5% . Conclusion: The method is simple rapid accurate and
sensitive which can be used to control the quality of products effectively.
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Fig 1 HPLC chromatogram
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Fig 2 HPLC chromatogram of Pilocarpine nitrate eye drops destroyed by
base
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Tab 1 Results of content and related substances

of pilocarpine nitrate eye drops
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( Lot No.)
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Fig3 HPLC chromatograms of Pilocarpine nitrate eye drops destroyed by

boling water
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