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Glycopyrrolate, one of the anticholinergics, is used in combination with other medications
to treat ulcers. Impurities of the active pharmaceutical ingredient were observed according
to the method of the British Pharmacopoeia. CAPCELL PAK C;3 MG S3 (4.6 mm i.d. x 150
mm) showed a good resolution among all the impurity peaks listed in the pharmacopoeia.
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[HPLC Conditions]

Column : CAPCELL PAK C1g MG S3 ;4.6 mm i.d. x 150 mm

Mobile phase : A) 0.25 g of sodium 1-heptane sulfonate, was dissolved in
635 mL of 1.63 g/L anhydrous sodium sulfate aqueous solution.
The resultant solution, 3 mL of 5.15 g/L sulfuric acid, 150 mL of
methanol, and 235 mL of acetonitrile were mixed together.
B) CH;CN
B 0% (0 min) — 0% (20 min) — 50 % (30 min) —
50 % (45 min) — 0 % (45.1 min) Gradient

Flow rate :1 mL/min
Temperature :35°C
Detection UV 215 nm

Inj. vol. 120 pL

Sample dissolved in : Mobile phase A

X 1 pug/mL=1ppm



