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2-[a-[2-Dimethylaminoethyl]benzyljpyridine bn:naleatc _ :
N, N-Dimethy!-3-phenyl-3-(2-pyridyl)propylamine hydrogen maleate  [732-20.7].

>> Pheniramine Maleate contains not less than 98,0 percent and not more
than 102.0 percent of CycHzoN,* C;H4Oy, caleulated on the dried basis.

Packaging and storage—Prosorve in well-closed containers.

USP Reference standards <11>— USP Pheniramine Maleate RS.

Identificatien, Infrared Absorption <197K> . :

Melting range, Class I <741>: between 104° and 109°,

PH <791>: between 4.5 and 5.5, in a solution (10 mg per mL),

Loss on drying <731>—Dry it in vacuum at 65° for 6 hours: il logses not more than
0.5% of its weight. .

Residue on fgnition <281>; not more than 0.5%.

Heavy metals, Method I <231>: 0.002%.

Chromategraphic purity—

0.005 M Octane sulfonic acid—Transfer 1.08 g of sodium l-octane sulfonate to a

1-liter volumetric flask. Diluto with 1,5% (v/v) acetic acid solution to volmme, add 5.0
mL of triethylamine, mix, and filter.

Mobile phase~Prepare a filtered and degassed mixture of 0.005 M Octane .sm'jbmc
acid and acetonirrile (39:11). Make adjustments if necessary (see System Suirtability
under Chromatography <621>),

System suitability solution— Dissolvc suitable quantities of phenylethyl alcohol and
USP Pheniramine Malcate RS in water to obtain a solution containing about 3.6 and
0.24 mg per mL, respectively.

Tast solution—Transfer about 24 rag of Phcmramme Maleate, accurately weighed to .

a 100-mL volumetric fTask, dissolve: in and dilute with water to volume, and mix,

Chromatographic system (sce Chromatography <621>)~The liquid chromatograph
is equipped -with a 265-nm detector and a 3.9-mm * 30-cm column that containg .
packing L1. The flow rate is about 2 mL per minute. Chromatograph the System
suitability solution, and rccord the peak responses as directed for Procedwe: ihe
rclative retention times are about 0.5 phenylethyl alcohol and 1.0 for pheniramine
maleate, and the resolution, R, between phenylethy! alcohol and pheniramine maleate -
is not less than 2.0, the tmlmg factor 1g:nol more than 2.5, and the re!atwe standnrd
deviation for replioate injections is not more than 2.0%. '

Procedure — Inject a volume (about 10 pL) of the Zest solution into the
chromatograph, record the chromatogrmu, and measure the peak responses. Calculate
the pereontage of each impurity (not including the solvent peak and maleic acid, if . -
observed) in the portion of Pheniramine Maleate taken by the formula:
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in which », is the peak response for cach impurity, and r 515 the sum of the responses
of all of the pcaks: not more than 0.5% of any individual impurity is found, and not
more than 2.0% of total impuritics is found. :
Organic volatile :mpurmes, Method IV <467>: meets the requirements,

(Official until July 1, 2008)
Assay—Dissolve about 500 mg of Phemramme Maleate, acourately weighed, in 23 mL
of glacial acetic acid. Add 2 drops of crystal violet TS, and titrate with 0.1 N perchloric -
acid VS, Perform a blank determination, and make any necessary corrcctions. Each mL
of 0.1 N perchloric acid is cquivalent to 17.82 mg of CysHzoN,* CHLO,



