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niramine Maleate

OH

/\N/CH3 OH

) 435.31
mine, y-(4-bromophenyl)-N,N-dimethyl-, (£)-, (2)-2-butenedioate (1:1);
(dimethylamino)ethylbenzylpyridine maleate (1:1) CAS RN®: 980-71-2; UNII: IXA7C9ZNO3.

Maleate, dried at 105° for 3 h, contains NLT 98.0% and NMT 102.0% of brompheniramine maleate (C. H BrN,-C

16 19 H,0,)-

4474

DENTIFICATION TEsTs (197), Infrared Spectroscopy: 197K

times of the maleic acid and brompheniramine peaks of the Sample solution correspond to those of the Standard solution, as
say.

g/L of monobasic potassium phosphate. Adjust with phosphoric acid to a pH of 3.0 + 0.1.

Jnitrile
e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 95 5
1 95 5
20 70 30
30 70 30
31 95 5
40 95 5

rile and Solution A (5:95)
'y stock solution: 0.02 mg/mL each of USP Pheniramine Maleate RS, USP Chlorpheniramine Maleate RS, and USP
ine Related Compound B RS in Diluent. Sonicate for 1 min.

'y solution: 0.5 mg/mL of USP Brompheniramine Maleate RS and 2 pg/mL each of USP Pheniramine Maleate RS, USP

ine Maleate RQ and I IQP Chlarnheniraminea Related Camnaniind R RR in Niliient nrenarad ac fallnwe Tranefer 5 N ma nf ISP
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25nm

m x 25-cm; 5-um packing L1

rature: 30°

_/min

1e: 10 L

y

'e retention times for maleic acid and brompheniramine are 0.18 and 1.0, respectively.]
>m suitability solution and Standard solution

lirements

ILT 1.5 between chlorpheniramine and brompheniramine; and NLT 2.0 between chlorpheniramine related compound B and
ie, System suitability solution

'* NMT 2.0 for brompheniramine, Standard solution

dard deviation: NMT 0.73%, Standard solution

dard solution and Sample solution

: percentage of brompheniramine maleate (C BrN, - C4H4O4) in the portion of Brompheniramine Maleate taken:

16H19
Result = (r,/r)) x (C/C ) x 100
2ak response of brompheniramine from the Sample solution

2ak response of brompheniramine from the Standard solution

»ncentration of USP Brompheniramine Maleate RS in the Standard solution (mg/mL)

»ncentration of Brompheniramine Maleate in the Sample solution (mg/mL)

ria: NLT 98.0%—NMT 102.0% on the previously dried basis

(281): NMT 0.2%

ion B, Diluent, Mobile phase, System suitability solution, and Chromatographic system: Proceed as directed in the Assay.
n: 2.7 pg/mL of USP Brompheniramine Maleate RS in Diluent, equivalent to 2.0 pg/mL of brompheniramine. Sonicate 1 min.
on: 0.74 pg/mL of USP Pheniramine Maleate RS in Diluent

© 0.5 mg/mL of Brompheniramine Maleate in Diluent. Sonicate for 1 min.

y

am suitability solution, Standard solution, and Sensitivity solution

lirements

LT 1.5 between chlorpheniramine and brompheniramine; and NLT 2.0 between chlorpheniramine related compound B and
ie, System suitability solution

ise ratio: NLT 10 for pheniramine, Sensitivity solution

dard deviation: NMT 5.0% for brompheniramine, Standard solution

dard solution and Sample solution
: percentage of each impurity in the portion of Brompheniramine Maleate taken:

Result = (r,/r) x (C/C,) x (1/F) x 100
2ak response of each impurity from the Sample solution
aak response of brompheniramine from the Standard solution
sncentration of brompheniramine in the Standard solution (mg/mL)

»ncentration of Brompheniramine Maleate in the Sample solution (mg/mL)
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