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1ophen, Chlorpheniramine Maleate, and Dextromethorphan
)mide Tablets

hlorpheniramine Maleate, and Dextromethorphan Hydrobromide Tablets contain NLT 90.0% and NMT 110.0% of the labeled
iminophen (C,H,NO,), chlorpheniramine maleate (C, H,CIN, - C,H,0,), and dextromethorphan hydrobromide monohydrate

16 19
“H,0).

time of the major peak for acetaminophen of the Sample solution corresponds to that of the Standard solution, as obtained in
aminophen.

time of the major peak for chlorpheniramine of the Sample solution corresponds to that of the Standard solution, as obtained
lorpheniramine Maleate.

time of the major peak for dextromethorphan of the Sample solution corresponds to that of the Standard solution, as

say for Dextromethorphan Hydrobromide.

ethanol, glacial acetic acid, and water (20:1:79)
n: 0.5 mg/mL of USP Acetaminophen RS prepared as follows. Transfer an appropriate amount of USP Acetaminophen RS to

metric flask and add methanol using 4% of the final volume. Mix until solution is complete and dilute with 0.1% phosphoric

lution: Nominally 2 mg/mL of acetaminophen prepared as follows. Transfer a portion of powdered Tablets (NLT 20),

00 mg of acetaminophen, to a 50-mL volumetric flask. Add 7.5 mL of methanol, and sonicate to disperse the powder. Add
;phoric acid, dilute with water to volume, and filter.

: Nominally 0.5 mg/mL of acetaminophen from Sample stock solution in water

> system
aphy (621), System Suitability.)

80 nm

m x 15-cm; 5-ym packing L7
_/min

1e: 10 L

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution
s percentage of the labeled amount of acetaminophen (C,H,NO,) in the portion of Tablets taken:

Result = (r,/r)) x (C/C ) x 100

2ak response of acetaminophen from the Sample solution
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VIALEATE
ethanol and water (60:40) containing 0.34 g of monobasic potassium phosphate, 0.3 g of triethylamine hydrochloride, 0.15 g
yl sulfate, and 0.1 mL of phosphoric acid in each 100 mL of solution

olution: 0.8 mg/mL of USP Chlorpheniramine Maleate RS in water
n: 8 pg/mL of USP Chlorpheniramine Maleate RS in 0.1% phosphoric acid from Standard stock solution

: Nominally 8 pg/mL of chlorpheniramine maleate prepared as follows. Transfer a portion of powdered Tablets (NLT 20),
mg of chlorpheniramine maleate, to a 250-mL volumetric flask. Add 25 mL of methanol, and sonicate to disperse the
mL of phosphoric acid, dilute with water to volume, and filter.

> system

14 nm

m x 15-cm; 5-uym packing L11
_/min

1e: 10 L

y

dard solution

lirements

= NMT 2.5

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of chlorpheniramine maleate (C16H19CIN2 : C4H4O4) in the portion of Tablets taken:

Result = (r /r)) x (C/C ) x 100
aak response of chlorpheniramine from the Sample solution

2ak response of chlorpheniramine from the Standard solution

>ncentration of USP Chlorpheniramine Maleate RS in the Standard solution (mg/mL)

»minal concentration of chlorpheniramine maleate in the Sample solution (mg/mL)

wia: 90.0%-110.0% of the labeled amount of chlorpheniramine maleate (C, H,CIN, - C,H,0,)

HyproBRrOMIDE

womatographic system, and System suitability: Proceed as directed in the Assay for Chlorpheniramine Maleate.
olution: 0.6 mg/mL of USP Dextromethorphan Hydrobromide RS in water

n: 0.06 mg/mL of USP Dextromethorphan Hydrobromide RS in 0.1% phosphoric acid, from Standard stock solution

: Nominally 0.06 mg/mL of dextromethorphan hydrobromide prepared as follows. Transfer a portion of powdered Tablets
alent to 6 mg of dextromethorphan hydrobromide, to a 100-mL volumetric flask. Add 10 mL of methanol, and sonicate to
>wder. Add 0.4 mL of phosphoric acid, dilute with water to volume, and filter.

y

dard solution

lirements

= NMT 2.5

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of dextromethorphan hydrobromide monohydrate (C18H25N0 ~HBr- HZO) in the portion of

en:
Result = (r /rg) x (C4/C,) x (M_/M_,) x 100

yeak response of dextromethorphan from the Sample solution
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