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1ophen, Dextromethorphan Hydrobromide, Doxylamine
e, and Pseudoephedrine Hydrochloride Oral Solution

extromethorphan Hydrobromide, Doxylamine Succinate, and Pseudoephedrine Hydrochloride Oral Solution contains NLT
110.0% of the labeled amount of acetaminophen (C,H,NO,), dextromethorphan hydrobromide (C NO - HBr - H,0),

N,0-C,H0,), and pseudoephedrine hydrochloride (C, H, NO - HCI).

18H25

sinate (C_H,,

time of the acetaminophen peak of the Sample solution corresponds to that of the Standard solution, as obtained in the
10phen.

time of the dextromethorphan peak of the Sample solution corresponds to that of the Standard solution, as obtained in the
ethorphan Hydrobromide.

time of the doxylamine peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay for
ate.

time of the pseudoephedrine peak of the Sample solution corresponds to that of the Standard solution, as obtained in the
phedrine Hydrochloride.

ethanol and water (45:55)
n: 0.2 mg/mL of USP Acetaminophen RS in Mobile phase
: Nominally 0.2 mg/mL of acetaminophen from a volume of Oral Solution in Mobile phase prepared as follows. Dilute a

Solution, equivalent to about 200 mg of acetaminophen, in Mobile phase.
> system

54 nm

m x 25-cm; packing L1

_/min

1e: 10 L

y

ard solution

lirements

'» NMT 2.0 for the acetaminophen peak
dard deviation: NMT 2.0%

dard solution and Sample solution
: percentage of the labeled amount of acetaminophen (CBHgNOZ) in the portion of Oral Solution taken:

Result = (r /r)) x (C/C ) x 100
2ak response of acetaminophen from the Sample solution

2ak response of acetaminophen from the Standard solution
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>etonitrile and Solution A (45:55)
n: 0.1 mg/mL of USP Dextromethorphan Hydrobromide RS, 0.04 mg/mL of USP Doxylamine Succinate RS, and 0.2 mg/mL of

hedrine Hydrochloride RS in Mobile phase

: Nominally 0.1 mg/mL of dextromethorphan hydrobromide from a volume of Oral Solution in Mobile phase prepared as
a volume of Oral Solution, equivalent to about 5 mg of dextromethorphan hydrobromide, in Mobile phase.

> system

aphy (621), System Suitability.)

20 nm

m x 25-cm; packing L9

nL/min

1e: 10 L

y

ard solution

tive retention times for pseudoephedrine, dextromethorphan, and doxylamine are 0.38, 0.65, and 1.0, respectively.]
lirements

2 NMT 2.5 for the dextromethorphan, doxylamine, and pseudoephedrine peaks

dard deviation: NMT 2.0% for dextromethorphan, doxylamine, and pseudoephedrine

dard solution and Sample solution
: percentage of the labeled amount of dextromethorphan hydrobromide (C18H25N0 “HBr- HZO) in the portion of Oral Solution

Result = (r,/r)) x (C/C,) x (M_/M ) x 100
reak response of dextromethorphan from the Sample solution
yeak response of dextromethorphan from the Standard solution

:oncentration of USP Dextromethorphan Hydrobromide RS in the Standard solution (mg/mL)

1ominal concentration of dextromethorphan hydrobromide in the Sample solution (mg/mL)
nolecular weight of dextromethorphan hydrobromide monohydrate, 370.32

nolecular weight of anhydrous dextromethorphan hydrobromide, 352.32

wia: 90.0%—110.0% of the labeled amount of dextromethorphan hydrobromide (C NO - HBr- H,0)

18H25
ATE

le phase, Standard solution, Chromatographic system, and System suitability: Proceed as directed in the Assay for

han Hydrobromide.

 Nominally 0.04 mg/mL of doxylamine succinate from a volume of Oral Solution in Mobile phase prepared as follows. Dilute

al Solution, equivalent to about 2 mg of doxylamine succinate, in Mobile phase.

dard solution and Sample solution

: percentage of the labeled amount of doxylamine succinate (CszzNzO : C4H604) in the portion of Oral Solution taken:

Result = (r /r)) x (C/C ) x 100
2ak response of doxylamine from the Sample solution
2ak response of doxylamine from the Standard solution

»ncentration of USP Doxylamine Succinate RS in the Standard solution (mg/mL)

>minal concentration of doxylamine succinate in the Sample solution (mg/mL)

ria: 90.0%-110.0% of the labeled amount of doxvlamine succinate (C._H..N.O-C.H.0.)
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