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1sin, Pseudoephedrine Hydrochloride, and Dextromethorphan
>mide Capsules

eudoephedrine Hydrochloride, and Dextromethorphan Hydrobromide Capsules contain not less than 90.0 percent and not
0 percent of the labeled amounts of guaifenesin (C NO - HCI), and

han hydrobromide (C,H,.,NO - HBr - H,0).

0,), pseudoephedrine hydrochloride (C, H. .

1DH14
iorage—Preserve in tight, light-resistant containers.

NDARDS (11)—
an Hydrobromide RS

e Hydrochloride RS

1 time of the guaifenesin peak relative to that of the benzoic acid peak in the chromatogram of the Assay preparation

that in the chromatogram of the Standard preparation as obtained in the Assay for guaifenesin.

1 times of the pseudoephedrine and dextromethorphan peaks in the chromatogram of the Assay preparation relative to that of
amine peak correspond to those in the chromatogram of the Standard preparation as obtained in the Assay for

e hydrochloride and dextromethorphan hydrobromide.

3E uNITs (905)—

»ntent uniformity of pseudoephedrine hydrochloride and dextromethorphan hydrobromide—Proceed as directed in the Assay for
e hydrochloride and dextromethorphan hydrobromide, preparing the Assay preparation as follows. Transfer 1 Capsule to a 100-
lask, add about 50 mL of water, heat on a steam bath for about 15 minutes, and allow to cool. Add 5.0 mL of Internal standard
vith water to volume, and mix.

1esin—

ternal standard solution, Standard stock solution, Standard preparation, and Chromatographic system—Proceed as directed in
laifenesin under Guaifenesin and Pseudoephedrine Hydrochloride Capsules.

»n—Transfer an accurately counted number of Capsules, equivalent to about 2000 mg of guaifenesin, to a 100-mL volumetric
: 50 mL of water, and heat on a steam bath for about 15 minutes. Allow to cool, dilute with water to volume, and mix (stock
fer 10.0 mL of this stock solution to a second 100-mL volumetric flask, dilute with water to volume, and mix. Transfer 5.0 mL
and 5.0 mL of Internal standard solution to a third 100-mL volumetric flask, add about 40 mL of methanol, dilute with water to
<

arately inject equal volumes (about 20 pL) of the Standard preparation and the Assay preparation into the chromatograph,

(] 4) in

mnatograms, and measure the area responses for the major peaks. Calculate the quantity, in mg, of guaifenesin (CmH14

iken by the formula:

20,000(C/N)(R /R,)

2 concentration, in mg per mL, of USP Guaifenesin RS in the Standard preparation, N is the number of Capsules taken, and R |

atios of the guaifenesin peak area response to the benzoic acid peak area response obtained from the Assay preparation and

:paration, respectively.
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solution—Prepare a solution in water having known concentrations of about 20 mg of USP _Guaifenesin RS, 20J mg of USP
1e Hydrochloride RS per mL, and 20J' mg of USP Dextromethorphan Hydrobromide RS per mL, J being the ratio of the labeled
of pseudoephedrine hydrochloride to the labeled amount, in mg, of guaifenesin per Capsule, and J' being the ratio of the

, in mg, of dextromethorphan hydrobromide to the labeled amount, in mg, of guaifenesin per Capsule.

ation—Transfer 10.0 mL of Standard stock solution and 5.0 mL of Internal standard solution to a 100-mL volumetric flask, dilute
llume, and mix.

»n—Transfer 10.0 mL of the stock solution used to prepare the Assay preparation in the Assay for guaifenesin and 5.0 mL of

1 solution to a 100-mL volumetric flask, dilute with water to volume, and mix.

c system (see Chromatography (621))—The liquid chromatograph is equipped with a 263-nm detector and a 3.9-mm x 30-cm
1tains packing L1. The flow rate is about 2 mL per minute. Chromatograph the Standard preparation, and record the peak

rected under Procedure: the relative retention times are about 0.4 for pseudoephedrine, 0.75 for dextromethorphan, and 1.0
1mine; the resolution, R, between the peaks is not less than 1.5; the tailing factors for the pseudoephedrine peak, the
1an peak, and the brompheniramine peak are not more than 1.5, 2.5, and 3.0, respectively; and the relative standard deviation
:ctions determined for the pseudoephedrine peak is not more than 2.0%.
arately inject equal volumes (about 50 L) of the Standard preparation and the Assay preparation into the chromatograph,
mnatograms, and measure the area responses for the major peaks. Calculate the quantity, in mg, of pseudoephedrine
3,0H;sNO - HCI) in each Capsule taken by the formula:

1000(C/N)(R/R)
2 concentration, in mg per mL, of USP Pseudoephedrine Hydrochloride RS in the Standard preparation; N is the number of
rand R, and R, are the ratios of the pseudoephedrine peak area response to the brompheniramine peak area response
he Assay preparation and the Standard preparation, respectively. Calculate the quantity, in mg, of dextromethorphan

Z,gH,sNO - HBr - HZO) in each Capsule taken by the formula:

1000(370.33/352.31)(C/N)(R /R)

and 352.31 are the molecular weights of dextromethorphan hydrobromide and anhydrous dextromethorphan hydrobromide,
s the concentration, in mg per mL, of USP Dextromethorphan Hydrobromide RS in the Standard preparation; N is the number of

rand R and R, are the ratios of the dextromethorphan peak area response to the brompheniramine peak response obtained

preparation and the Standard preparation, respectively.

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