MONOGRAPH

Carbinoxamine Maleate Elixir

CuHuCNO.CAHAO4 406,87

Ethanamine,
(1:1}

2-[p-Chloro- x-[2-{dimethylaming) echoxy |benzy]]pyridine maleare (1:1)

'l.':al;-;:gnr:a—.l‘l. ntithistaminic,

Usual Dhise—a myg three or four times daily.
Usual Dose Range—4 o B mg,

Description

2-[{4-chlorophenyl}-2-pyridinylmethoxy | -N, N-dimethyl-,

(£1-2-butenedivare

f3505-38-2(

Carbinoxamine Maleare occurs as a white, odorless, crystalline powder.

Solubiliy—Carhinoxamine Maleate is very soluble in warter, is frecly soluble in alcohol and in chloroform, and is

VeTy 5|igl1[]}r soluble i ether,

Elixir Available—Carbinoxamine Maleare Elixir usually available conrains the following amoune of carbinoxamine

mabeate: 4 mg in 5 ml,

Carbinoxamine Maleare Elixir containg not less than 95,0 percent and not more than 1050 percent of

the labeled amount of CuaHeCNOCHAO,.

Packaging and storage—Preserve
Carbinoxamine Maleate Elixir in tight, light-resistant
CONtalmeTs,

Reference standards—NF Carbinoxcamine
Maleate Reference Standard—Dry ar 105 for 2 hours
before using,

Identification—aA 1 in 50,000 solution of
carbinoxaming maleare in diluee sulfuric acid (1 in 700
prepared from Carbinoxamine Maleate Elixir as directed
under Safis r:fer:q.::rmr’ Nigrogenons Bases, exhibits an
absorbance maximum ar 263+ 2 nm. The absorprivity
at 263 nm is within 7.0 of that of 2 1 in 50,000 solu-
tion of ME Carbinoxamine Maleare Beference Standard
in dilute sulfurie acid (1 in 70}, similafdy measored.

Spdiioe: ot il Fomeslay K1, Joy 1 1973
Amparscan Phameacsieical Amccixios, Washisgran, 10

pH,—The pH of Carbinoxamine Maleare Elixir is
hetween 3.0 and 6.7,

Assay— lranster an accurately measured volume
of Carbinoxamine Maleare Elixir, equivalent to about
B} myg of carbinoxamine maleate, toa 250-ml separator,
add 4 g of sodium bicarbonare, and mix. Exvract with
five 20-ml partions of chloroform, and filter the exeraces
inte a beaker through a small pledger of corton.
Evaporate the combined chloroform exeraces to about
50 ml on a steam bach, and add 30 ml n[:glru:ia| acetic
acid. Add 1drop of crystal violer TS, and ureate with
(.05 N perchloric acid to a blue-green end-point,
Pertorm a blank derermination, and make any necessary
correction.  Each ml of 0.05 N perchloric acid is equiv-
alent o 1017 mg of CaH N OLCHA,.

Alcohol content, Method I,—"The content of C:H-:OH
is berween 6.5 and 8.0%.



