# FORCE

SCIENTIFIC

Allopurinol Related Substances

Sapphirus® C18 Classic

Chromatographic Conditions

Column:
Injection:
Detection:
Cell:

Flow Rate:
Mobile Phase:

Gradient:
Temperature:
Sample cooler:
Diluent:

Standard Solution:

Sample Solution:

Pressure Drop:

17.0

Sapphirus® C18 Classic 250X4.6 mm, 5 um P/N-8186101
40 uL

UV @ 220 nm

10 uL

1.0 mL/min

A: 1.25 mg/mL of monobasic potassium phosphate in water

B: Methanol

See Table

30°C

8°C

Mobile Phase A and Mobile Phase B (9:1)

Allopurinol related compound F solution: Weigh 5 mg of USP Allopurinol Related
Compound F RS into a suitable flask. Add 2.0 mL of 0.1 N sodium hydroxide,

sonicate with swirling for 1-3 min to dissolve, add 80 mL of Diluent, and sonicate

for an additional 5 min.

Add the entire volume of Allopurinol related compound F solution to the flask,

Sonicate for an additional 5 min. Dilute with diluent to 100 mL.

Transfer 25 mg of Allopurinol to a 100 mL volumetric flask. Add 5.0 mL of 0.1 N sodium
hydroxide to dissolve, promptly sonicate with swirling for NMT 1 min, add 80 mL of Diluent,
and sonicate for an additional 5 min. Dilute with Diluent to volume.

Transfer 25 mg of Allopurinol to a 100 mL volumetric flask. Add 5.0 mL of 0.1 N sodium
hydroxide to dissolve, promptly sonicate with swirling for NMT 1 min, add 80 mL of Diluent,

Time %A %B
(min)

and sonicate for an additional 5 min. Dilute with Diluent to volume.
130 to 162 Bar
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# FORCE

Acyclovir Related Substances EP

Endurus® C18 Classic

Chromatographic Conditions

Column:
Injection:
Detection:
Cell:

Flow Rate:

Mobile Phase:

Gradient:
Temperature:
Sample cooler:
Diluent:

Standard Solution:

Sample Solution:

Pressure Drop:

Endurus® C18 Classic 250X4.6 mm, 5 um

10 uL

UV @ 254 nm

10 uL

1.0 mL/min

Phosphate buffer solution pH 2.5. Dissolve 3.48 g of dipotassium hydrogen
phosphate

Phosphate buffer solution pH 3.1. Dissolve 3.48 g of dipotassium hydrogen
phosphate

in 1000 mL of water. Adjust to pH 3.1 with phosphoric acid.

Mobile phase A: acetonitrile, phosphate buffer solution pH 3.1 (1:99 V/V).
Mobile phase B: acetonitrile, phosphate buffer solution pH 2.5 (50:50 V/V).
See Table

30°C

10° C

Dimethyl sulfoxide, water (20:80 V/V).

Dilute 1.0 mL of the test solution to 100.0 mL with the solvent
mixture.

Dilute 1.0 mL of this solution to 10.0 mL with the solvent mixture.

Dissolve 25 mg of the substance to be examined in 5.0 mL of dimethyl sulfoxide

and dilute to 25.0 mL with water.
115 to 1130 Bar
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