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n Sodium Ophthalmic Solution

Ophthalmic Solution is a sterile, aqueous solution of Cromolyn Sodium. It contains NLT 90.0% and NMT 110.0% of the

Na, O_). It may contain suitable antimicrobial and stabilizing agents.

of cromolyn sodium (CBH14 ,00

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

orption spectrum of the major peak of the Sample solution exhibits maxima and minima at the same wavelengths as those of
ion, as obtained in the Assay. 5 (USP 1-Aug-2020)

»f monobasic potassium phosphate and 22.2 g/L of myristyltrimethylammonium bromide in water. Adjust with A50% sodium

. (USP 1-Aug-2020) t0 @ pH of 6.5.

fethanol and Buffer (55:45)

trile and water (30:70)

ity solution: 0.5 mg/mL of USP Cromolyn Sodium RS and 0.02 mg/mL each of USP Cromolyn Related Compound A RS and
1 Related Compound B RS in Diluent

n: 0.5 mg/mL of USP Cromolyn Sodium RS in Diluent. Sonication may be needed to aid dissolution.

12 Nominally equivalent to 0.5 mg/mL of cromolyn sodium from a volume of Ophthalmic Solution in Diluent
ic system
raphy (621), System Suitability.)

326 nm. AFor Identification B, use a diode array detector in the range of 220-400 NM. 4 (USP 1-Aug-2020)
am x 10-cm; 3.5-um packing L7

srature: 40°

mL/min

me: 20 pL

T 2 times the retention time of cromolyn, (usp 1-aug-2020)

ity

‘em suitability solution and Standard solution

)le 1 for the relative retention times.]

uirements

NLT 2.0 between cromolyn related compound B and cromolyn related compound A; NLT 2.0 between cromolyn related
1 A and cromolyn, 4, (USP 1-Aug-2020) System suitability solution
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ieak response of cromolyn from the Sample solution
ieak response of cromolyn from the Standard solution

:oncentration of USP Cromolyn Sodium RS in the Standard solution (mg/mL)

iominal concentration of cromolyn sodium in the Sample solution (mg/mL)

eria: 90.0%-110.0%

iluent, and System suitability solution: Prepare as directed in the Assay.
n: 0.002 mg/mL each of USP Cromolyn Related Compound A RS, USP Cromolyn Related Compound B RS, and USP Cromolyn
Diluent

12 Nominally equivalent to 2 mg/mL of cromolyn sodium from a volume of Ophthalmic Solution in Diluent
ic system
raphy (621), System Suitability.)

326 nm
am x 10-cm; 3.5-um packing L7

r: 4°

mL/min

me: 20 pL

Ta (USP 1-Aug-2020) 2 times the retention time of cromolyn
ity

‘em suitability solution and Standard solution

able 1 for the relative retention times.] (usp 1-Aue-2020)

uirements
NLT 2.0 between cromolyn related compound B and cromolyn related compound A; NLT 2.0 between cromolyn related

1 A and cromolyn, 4, (USP 1-Aug-2020) System suitability solution

1dard deviation: NMT 3% for 6 replicate injections, Standard solution

1dard solution and Sample solution
e percentage of 4, (USP 1-Aug-2020) cromolyn related compound AA or cromolyn related compound B, (USP 1-Aug-2020) in the

“Ophthalmic Solution taken:
Result = (r /rg) x (C/C) x 100
ieak response of cromolyn related compound A or cromolyn related compound B from the Sample solution

ieak response of cromolyn related compound A or cromolyn related compound B from the Standard solution

oncentration of 4USP Cromolyn Related Compound A RS or USP Cromolyn Related Compound B RS, (USP 1-Aug-2020) in the
Standard solution (mg/mL)

iominal concentration of cromolyn sodium in the Sample solution (mg/mL)
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