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14
chlorophenyl)-2-pyridinylmethoxy]-N,N-dimethyl-, (2)-2-butenedioate (1:1);

methylamino)ethoxy]benzyl]pyridine maleate (1:1) CAS RN®: 3505-38-2.

ileate contains NLT 98.0% and NMT 102.0% of carbinoxamine maleate (C, H,,CIN,0 - C,H,0,), calculated on the dried basis.

tIpenTiFicaTion Tests (197), Infrared Spectroscopy: 197A or 197K, (e 1-May-2020)

‘um of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

g/L of monobasic potassium phosphate. Adjust with phosphoric acid to a pH of 4.0.
anol and acetonitrile (80:20)

2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 75 25
2 75 25
10 25 75
15 25 75
16 75 25
20 75 25

)l, acetonitrile, and water (200:50:750)
'y solution: 0.1 mg/mL of USP Carbinoxamine Maleate RS and 0.01 mg/mL each of USP Carbinoxamine Related Compound

Carbinoxamine Related Compound B RS in Diluent
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rature: 40°

_/min
1e: 10 L
y

am suitability solution and Standard solution

le 2 for relative retention times.]

lirements

LT 4.0 between carbinoxamine related compound A and carbinoxamine related compound B, System suitability solution
= NMT 1.5, Standard solution

dard deviation: NMT 0.73%, Standard solution

dard solution and Sample solution

» percentage of carbinoxamine maleate (C16H19CIN20 : C4H4O4) in the portion of Carbinoxamine Maleate taken:

Result = (r,/rg) x (C/C ) x 100
2ak response of carbinoxamine from the Sample solution
2ak response of carbinoxamine from the Standard solution

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

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

wia: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

ion B, Mobile phase, Diluent, System suitability solution, and Chromatographic system: Proceed as directed in the Assay.
olution: 0.07 mg/mL of USP Carbinoxamine Maleate RS (equivalent to 0.05 mg/mL of carbinoxamine) and 0.05 mg/mL each
)xamine Related Compound A RS, USP Carbinoxamine Related Compound B RS, and USP Carbinoxamine Related Compound

2e base) in Diluent
n: 0.0014 mg/mL of USP Carbinoxamine Maleate RS (equivalent to 0.001 mg/mL of carbinoxamine) and 0.001 mg/mL each
)xamine Related Compound A RS, USP Carbinoxamine Related Compound B RS, and USP Carbinoxamine Related Compound

2e base) in Diluent, from Standard stock solution

: 1.0 mg/mL of Carbinoxamine Maleate in Diluent

y

>m suitability solution and Standard solution

le 2 for relative retention times.]

tirements

LT 4.0 between carbinoxamine related compound A and carbinoxamine related compound B, System suitability solution
dard deviation: NMT 5.0% for each corresponding compound, Standard solution

dard solution and Sample solution
: percentage of carbinoxamine related compound A, carbinoxamine related compound B, and carbinoxamine related
| C in the portion of Carbinoxamine Maleate taken:

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

2ak response of carbinoxamine related compound A, carbinoxamine related compound B, or carbinoxamine related
ompound C from the Sample solution

2ak response of the corresponding Reference Standard from the Standard solution
»ncentration of the corresponding Reference Standard in the Standard solution (mg/mL)

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