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ne Ointment

ent contains NLT 90.0% and NMT 110.0% of the labeled amount of benzocaine (C,H,,NO,) in a suitable ointment base.

11

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

Trifluoroacetic acid, prepared by adding 1.0 mL of trifluoroacetic acid to 1 L of water

Jnitrile
2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 90 10
34 50 50
35 90 10
38 90 10

A and Solution B (1:1)

n: 0.1 mg/mL of USP Benzocaine RS in Diluent. Sonication may be needed to aid in the dissolution.

: Nominally 0.1 mg/mL of benzocaine in Diluent prepared as follows

ing water-soluble bases: Transfer a portion of Ointment, equivalent to 10 mg of benzocaine, into a volumetric flask, and
iluent.

ing water-insoluble bases: Transfer a portion of Ointment, equivalent to 10 mg of benzocaine, into a volumetric flask, and
strahydrofuran, using about 2% of the final volume, then dilute with Diluent to volume. Pass through a suitable filter of 0.45-
, discarding the first 2—-3 mL of the filtrate.

> system

aphy (621), System Suitability.)

80 nm. For Identification test B, use a diode array detector in the range of 200-400 nm.
m x 25-cm; 5-um packing L7

nL/min

1e: 20 L

y

ard solution

lirements

*NMT 1.5
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2ak response of benzocaine from the Sample solution
2ak response of benzocaine from the Standard solution
»ncentration of USP Benzocaine RS in the Standard solution (mg/mL)

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

ria: 90.0%-110.0%

Trifluoroacetic acid, prepared by adding 1.0 mL of trifluoroacetic acid to 1 L of water

Jnitrile

se Table 1 in the Assay.

A and Solution B (1:1)

'y solution: 0.2 mg/mL of USP Benzocaine RS and 0.01 mg/mL each of USP Aminobenzoic Acid RS and USP Ethyl 4-
RS in Diluent

n: 1 pg/mL each of USP Benzocaine RS, USP Aminobenzoic Acid RS, and USP Ethyl 4-Nitrobenzoate RS in Diluent

: Nominally 1 mg/mL of benzocaine in Diluent prepared as follows

ing water-soluble bases: Transfer a portion of Ointment, equivalent to 50 mg of benzocaine, into a volumetric flask, and

iluent.

ing water-insoluble bases: Transfer a portion of Ointment, equivalent to 50 mg of benzocaine, into a volumetric flask, and
bout 10% of final volume of tetrahydrofuran, then dilute with Diluent to volume. Pass through a suitable filter of 0.45-um pore
ing the first 2—-3 mL of the filtrate.

> system

80 nm

m x 25-cm; 5-um packing L7

nL/min

1e: 20 L

y

am suitability solution and Standard solution

lirements

ILT 10 between aminobenzoic acid and benzocaine, and between benzocaine and ethyl 4-nitrobenzoate, System suitability

dard deviation: NMT 2.0% for each peak corresponding to benzocaine, aminobenzoic acid, and ethyl 4-nitrobenzoate,
dlution

dard solution and Sample solution
: percentage of aminobenzoic acid and ethyl 4-nitrobenzoate in the portion of Ointment taken:

Result = (r /r)) x (C/C ) x 100
2ak response of aminobenzoic acid or ethyl 4-nitrobenzoate from the Sample solution
2ak response of the corresponding Reference Standard from the Standard solution
»ncentration of USP Aminobenzoic Acid RS or USP Ethyl 4-Nitrobenzoate RS in the Standard solution (mg/mL)
>minal concentration of benzocaine in the Sample solution (mg/mL)
» percentage of any other individual unspecified impurity in the portion of Ointment taken:
Result = (r,/r)) x (C/C ) x 100

2ak response for any other individual unspecified impurity from the Sample solution
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