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ne Topical Solution

il Solution is a solution of Benzocaine in a suitable solvent. It contains NLT 90.0% and NMT 110.0% of the labeled amount of
111N02). It contains a suitable antimicrobial agent.

rum 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.

Trifluoroacetic acid, prepared by diluting 1.0 mL of trifluoroacetic acid with waterto 1 L

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)
'y solution: 1 pg/mL of USP Benzocaine RS and 2 pg/mL each of USP Aminobenzoic Acid RS and USP Ethyl 4-Nitrobenzoate

n: 0.1 mg/mL of USP Benzocaine RS in Diluent

- Nominally 0.1 mg/mL of benzocaine in Diluent prepared as follows. Transfer 10 mg of benzocaine from a portion of Topical
00-mL volumetric flask, and dilute with Diluent to volume. Pass through a suitable filter of 0.45-um pore size as needed,

first 2-3 mL of filtrate.

> system

aphy (621), System Suitability.)

80 nm. For Identification test A, 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

am suitability solution and Standard solution

tive retention times for aminobenzoic acid, benzocaine, and ethyl 4-nitrobenzoate are 0.3, 1.0, and 2.1, respectively.]
lirements
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Result = (r,/r)) x (C/C ) x 100
aak 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 diluting 1.0 mL of trifluoroacetic acid with waterto 1 L

Jnitrile
2e Table 2.
Table 2
Time Solution A Solution B
(min) (%) (%)
0 85 15
34 55 45
35 85 15
38 85 15

A and Solution B (1:1)
n: 1 pg/mL of USP Benzocaine RS and 2 pg/mL each USP Aminobenzoic Acid RS and USP Ethyl 4-Nitrobenzoate RS in

- Nominally 1T mg/mL of benzocaine in Diluent prepared as follows. Transfer 50 mg of benzocaine from a portion of Topical
slumetric flask and dissolve with aid of sonication as needed, then dilute with Diluent to volume. Pass through a suitable filter
e size as needed, discarding the first 2-3 mL of filtrate.

> system

aphy (621), System Suitability.)

80 nm

m x 25-cm; 5-um packing L7

nL/min

1e: 20 L

y

ard solution

le 3 for relative retention times.]

lirements

ILT 6 between aminobenzoic acid and benzocaine; and between benzocaine and ethyl 4-nitrobenzoate

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

dJard solution and Sample solution
» percentage of aminobenzoic acid and ethyl 4-nitrobenzoate in the portion of Topical Solution taken:

Result = (r,/r)) x (C/C ) x 100
aak response of aminobenzoic acid or ethyl 4-nitrobenzoate from the Sample solution

aak resnonse of aminobenzoic acid or ethvl 4-nitrobenzoate from the Standard solution
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