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HO).

ileate Tablets contain NLT 93.0% and NMT 107.0% of the labeled amount of carbinoxamine maleate (C16H19CIN20 ‘C,H,0,

n: 0.02 mg/mL of USP Carbinoxamine Maleate RS in dilute sulfuric acid (1 in 70)
: Nominally 0.02 mg/mL of carbinoxamine maleate in dilute sulfuric acid (1 in 70), from the Tablets, as directed under Salts of

:nous Bases (501).
angth: 263 + 2 nm
wia: The absorptivity of the Sample solution at 263 nm is within 7.0% of that of the Standard solution. s (usp41)

strum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 425

n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 405

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

e 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

1ydrochloric acid
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ume. Centrifuge the solution and filter the supernatant by passing through a suitable filter of 0.45-um pore size, discarding
L of filtrate. Inject the freshly prepared solution immediately.

> system

\graphy (621), System Suitability.)

25 nm. For Identification A , use a diode array detector in the range of 200—400 nm.
m x 15-cm; 5-ym packing L7

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 1.0%, Standard solution

dJard solution and Sample solution
» percentage of the labeled amount of carbinoxamine maleate (CwH]gCINZO : C4H404) in the portion of Tablets taken:

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

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

>minal concentration of carbinoxamine maleate in the Sample solution (mg/mL)

)
ria: 93.0%-107.0%

ESTS

200 mL

mm

n: USP Carbinoxamine Maleate RS in Medium with a concentration similar to that expected in the Sample solution
. Filter a portion of the solution under test and dilute with Medium as needed.

iditions
elength: Maximum absorbance at about 260 nm

dJard solution and Sample solution

1e percentage of the labeled amount of carbinoxamine maleate (C16H19CIN20 : C4H4O4) dissolved:
Result = (AU/AS) x Csx VxDx(1/L) x 100
ysorbance from the Sample solution

asorbance of carbinoxamine maleate from the Standard solution

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