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‘pheniramine Maleate Tablets

1iine Maleate Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of dexchlorpheniramine maleate (C16H1QCIN2

‘Orcanic NiTrogenous Bases (181): Meet the requirements

a quantity of finely powdered Tablets, equivalent to 150 mg of dexchlorpheniramine maleate, with 100 mL of 1 N acetic acid
d filter through a sintered-glass funnel into a suitable vessel. Adjust the filtrate with sodium hydroxide solution (1 in 10) to a
extract the solution with six 100-mL portions of solvent hexane, filtering each hexane extract using suitable means to

iexane layer from the aqueous layer. Concentrate the combined extracts on a steam bath to a small volume, transfer to a
suitable vessel, and evaporate just to the point where hexane vapors are no longer perceptible. Transfer the oily residue, with
3-mL portions of dimethylformamide, to a suitable glass-stoppered graduated cylinder, dilute with dimethylformamide to
and centrifuge if necessary.

eria: The optical rotation of the solution so obtained in a 100-mm tube after correcting for the blank is between +0.24° and
stion from chlorpheniramine maleate).

ydrochloric acid (1 in 120)
solution: 0.4 mg/mL of USP Dexchlorpheniramine Maleate RS in water

n: 40 pg/mL of USP Dexchlorpheniramine Maleate RS, prepared as follows. Transfer 10.0 mL of the Standard stock solution
, adjust with 1 N sodium hydroxide to a pH of 11, and cool. Extract with two 50-mL portions of solvent hexane, shaking each
nin before separating the phases, and combining the hexane extracts in a second separator. Extract the hexane solution with
rtions of Diluent, combine the Diluent extracts in a 100-mL volumetric flask, and add Diluent to volume. Filter the solution into
ared conical flask, discarding the first few mL of the filtrate.

12 Nominally 40 pg/mL of dexchlorpheniramine maleate, prepared as follows. Transfer an equivalent to 8 mg of

ramine maleate, from NLT 20 finely powdered Tablets, to a 250-mL separator. Mix with 50 mL of water for 10 min, adjust with
xide solution (1 in 10) to a pH of 11, and cool to room temperature. Extract the mixture with two 75-mL portions of solvent
ombine the extracts in a second separator. Extract the solvent hexane solution with three 50-mL portions of Diluent,

+ Diluent extracts in a 200-mL volumetric flask. Add Diluent to volume.

nditions

relength: Maximum absorbance at about 264 nm

1dard solution and Sample solution
itly determine the absorbance of the Standard solution and Sample solution.

o narrantana Af tha lahalad amainint Af daveahlarnhaniramina malaata (0 H CINE .~ H N\ in tha nartinn Af Tahlate talkan-
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:oncentration of USP Dexchlorpheniramine Maleate RS in the Standard solution (ug/mL)

iominal concentration of dexchlorpheniramine maleate in the Sample solution (ug/mL)

eria: 90.0%-110.0%

"ESTS

500 mL
rpm

um hydroxide solution (1 in 2)

d solution: 90 pg/mL of dexbrompheniramine maleate in water

solution: 12.5 pg/mL of USP Dexchlorpheniramine Maleate RS in water

n: Pipet 5 mL of the Standard stock solution into a 50-mL centrifuge tube, and add 10.0 mL water and 1.0 mL Internal
ion. Adjust with Solution A to a pH of 11 + 0.1, and add 3.0 mL of chromatographic hexane. Insert the stopper in the tube,
hanical means for 3 min, centrifuge, and use the clear supernatant hexane layer.

1: Pipet 15 mL of a portion of the solution under test into a 50-mL centrifuge tube, and add 1.0 mL of Internal standard

st with Solution A to a pH of 11 + 0.1, and add 3.0 mL of chromatographic hexane. Insert the stopper in the tube, shake by
eans for 3 min, centrifuge, and use the clear supernatant hexane layer.

ic system

raphy (621), System Suitability.)

e ionization

1 x 1.8-m; contains a packing consisting of 1.2% phase G16 and 0.5% potassium hydroxide on support STAB
50

)

0°

nL/min

elium

me: 2L

ity

lard solution

itive retention times for dexchlorpheniramine and dexbrompheniramine are about 0.7 and 1.0, respectively.]
uirements

NLT 1.9 between dexchlorpheniramine and dexbrompheniramine

1dard deviation: NMT 2.0%

1dard solution and Sample solution

e quantity of dexchlorpheniramine maleate (C16H1QCIN2 : C4H404) dissolved by comparing the peak response ratios.
'75% (Q) of the labeled amount of dexchlorpheniramine maleate (C, H. CIN, - C,H,0,) is dissolved.

ace Units (905): Meet the requirements

JUIREMENTS
JRAGE: Preserve in tight containers. Store at controlled room temperature.

TANDARDS (11)
mine Maleate RS
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