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1e and Guaifenesin Oral Solution

aifenesin Oral Solution contains NLT 90.0% and NMT 110.0% of the labeled amounts of dyphylline (C. H. N O ) and

10 14 474
0H1404)'

tra of the major peaks of the Sample solution correspond to those of the Standard solution, as obtained in the Assay.
1 times of the major peaks of the Sample solution correspond to those of the Standard solution, as obtained in the Assay.

nonobasic potassium phosphate

fethanol and Buffer (21:79)

ity solution: 0.1 mg/mL each of USP Guaifenesin RS and USP Dyphylline RS and 0.01 mg/mL of guaiacol in Mobile phase

in: 0.1 mg/mL of USP Guaifenesin RS and 0.1J mg/mL of USP Dyphylline RS in Mobile phase, J being the ratio of the labeled
»hylline to that of guaifenesin

12 Nominally 0.1 mg/mL of guaifenesin, prepared as follows. Transfer 100 mg of guaifenesin from a volume of Oral Solution to
metric flask, and dilute with Mobile phase to volume. Transfer 5.0 mL of this solution to a 50-mL volumetric flask, and dilute
1ase to volume.

ic system

raphy (621), System Suitability.)

230 nm. For Identification test A, use a diode array detector in the range of 200—-400 nm.

ing L1

-.6-mm x 15-cm; packing L1

iL/min

me: 20 pL

ity

‘em suitability solution and Standard solution

itive retention times for dyphylline, guaiacol, and guaifenesin are about 0.25, 0.7, and 1.0, respectively.]

uirements

NLT 1.8 between the guaiacol and guaifenesin peaks; NLT 9.0 between the guaiacol and dyphylline peaks, System suitability

1dard deviation: NMT 2.0% for both dyphylline and guaifenesin, Standard solution

1dard solution and Sample solution

e percentages of the labeled amounts of dyphylline (C10H14N404) and guaifenesin (C10H1404) in the portion of Oral Solution
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iominal concentration of dyphylline or guaifenesin in the Sample solution (mg/mL)

eria: 90.0%-110.0% of the labeled amount of dyphylline (C
0,

10H14N404) and 90.0%—-110.0% of the labeled amount of

R
’10H14

ENTS
ation Method I1b(611): 90.0%—110.0% of the labeled amount of alcohol (C,H,OH)

0

IUIREMENTS
Jrace: Preserve in tight containers.

TANDARDS (11)
1ation—Acetonitrile RS
1ation+Alcohol RS

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