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in Sodium for Oral Solution

1 for Oral Solution is a dry mixture of Cloxacillin Sodium and one or more suitable buffers, colors, flavors, and preservatives. It

uivalent of NLT 90.0% and NMT 120.0% of the labeled amount of cloxacillin (C, ;H, CIN,0,S).

'f monobasic potassium phosphate in water, adjusted with 2 N sodium hydroxide to a pH of 6.8

.cetonitrile and Buffer (20:80)

n: 0.55 mg/mL of USP Cloxacillin Sodium RS in Buffer

12 Nominally 0.5 mg/mL of cloxacillin in Buffer, prepared as follows. Constitute Cloxacillin Sodium for Oral Solution as directed

. Transfer a suitable portion of the resulting solution to a volumetric flask, dilute with Buffer to volume, mix, and stir for 15
ortion of the solution through a suitable filter, discarding the first 5 mL of the filtrate. Use the clear filtrate.
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r: NMT 1.8

1dard deviation: NMT 2.0%

1dard solution and Sample solution

e percentage of the labeled amount of cloxacillin (C CIN3058) in the portion of Cloxacillin Sodium for Oral Solution taken:

19H18
Result = (r /rg) x (C/C ) x P x F x 100

ieak response from the Sample solution

ieak response from the Standard solution

;oncentration of USP Cloxacillin Sodium RS in the Standard solution (mg/mL)

iominal concentration of cloxacillin in the Sample solution (mg/mL)

iotency of cloxacillin in USP Cloxacillin Sodium RS (ug/mg)
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riteria: Meets the requirements

11 Constitute as directed in the labeling.
eria: 5.0-7.5
10N (921), Method I: NMT 1.0%

JUIREMENTS
JRAGE: Preserve in tight containers.

TANDARDS (11)
mRS

Please check for your question in the FAQs before contacting USP.

fopic/Question Contact Expert Committee

JDIUM FOR ORAL SOLUTION Documentary Standards Support SM12020 Small Molecules 1
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