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ne Hydrochloride Ophthalmic Solution

hloride Ophthalmic Solution contains NLT 90.0% and NMT 110.0% of the labeled amount of azelastine hydrochloride

cl).

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.

L of octanesulfonic acid sodium salt and 0.91 g/L of monobasic potassium phosphate in water. Adjust with phosphoric acid

L of dibasic potassium phosphate in water. Adjust with phosphoric acid to a pH of 6.5.

dnitrile and Buffer 1 (25:75)
Jnitrile

2e Table 1. Return to the original conditions, and re-equilibrate the system for NLT 5 min.

Table 1

Time Solution A Solution B
(min) (%) (%)

0 100 0

20 85 15

35 65 35

45 45 55

60 45 55

rile and Buffer 2 (25:75)

y solution: 2.5 ug/mL each of USP Azelastine Hydrochloride RS and USP Azelastine Related Compound F RS in Diluent

n: 0.08 mg/mL of USP Azelastine Hydrochloride RS in Diluent

lution: Combine the contents of NLT 5 containers of Ophthalmic Solution.
: Nominally 0.08 mg/mL of azelastine hydrochloride from the Sample stock solution in Diluent

> system

10 nm

m x 25-cm; 5-ym packing L10
rature: 30°

_/min
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dard deviation: NMT 2.0%, Standard solution

dard solution and Sample solution

» percentage of the labeled amount of azelastine hydrochloride (szHz4C|N30 - HCI) in the portion of Ophthalmic Solution

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

2ak response from the Sample solution

2ak response from the Standard solution

ancentration of USP Azelastine Hydrochloride RS in the Standard solution (mg/mL)

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

wria: 90.0%-110.0%

luent, System suitability solution, Standard solution, Sample stock solution, and Chromatographic system: Proceed as

Assay.

on: 0.0005 mg/mL of USP Azelastine Hydrochloride RS in Diluent

: Nominally 0.5 mg/mL of azelastine hydrochloride (use the Sample stock solution)

y

>m suitability solution, Standard solution, and Sensitivity solution

lirements

LT 1.5 between azelastine and azelastine related compound F, System suitability solution. [Note—If azelastine related
F splits into two peaks, use the first peak for the determination of Resolution.]

dard deviation: NMT 2.0%, Standard solution
ise ratio: NLT 10, Sensitivity solution

dard solution and Sample solution

: percentage of each degradation product in the portion of Ophthalmic Solution taken:

Result = (r,/r) x (C/C,) x (1/F) x 100

2ak response of each degradation product from the Sample solution

2ak response from the Standard solution

»ncentration of USP Azelastine Hydrochloride RS in the Standard solution (mg/mL)

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

lative response factor (see Table 2)

wia: See Table 2.

Table 2

Relative Relative Acceptance

Retention Response Criteria,
Name Time Factor NMT (%)
ide2 0.12 - -
lated compound

0.17
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