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»henicol and Polymyxin B Sulfate Ophthalmic Ointment

ind Polymyxin B Sulfate Ophthalmic Ointment contains NLT 90.0% and NMT 120.0% of the labeled amount of

I(C,,H,,CLN,0,) and NLT 90.0% and NMT 125.0% of the labeled amount of polymyxin B.

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

ethanol, glacial acetic acid, and water (450:1:550)

olution: 0.25 mg/mL of USP Chloramphenicol RS in methanol
n: 0.1 mg/mL of USP Chloramphenicol RS from the Standard stock solution in Mobile phase. Pass through a suitable filter,
ar filtrate.

lution: Nominally 0.25 mg/mL of chloramphenicol prepared as follows. Transfer a portion of Ophthalmic Ointment

ninally 25 mg of chloramphenicol to a suitable conical flask. Add 20 mL of cyclohexane, mix, and sonicate for 2 min. Add 60
)l. Filter this mixture, collecting the filtrate in a 100-mL volumetric flask. Wash the filter with methanol, collecting the

e volumetric flask. Dilute with methanol to volume. Transfer 50.0 mL of the resulting solution to a suitable round-bottom
orate to dryness by rotating the flask under vacuum in a water bath at 35°. Dissolve the residue in 50.0 mL of methanol.

: Nominally 0.1 mg/mL of chloramphenicol from the Sample stock solution in Mobile phase. Pass through a suitable filter, and
ltrate.
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= NMT 2.0

dard deviation: NMT 1.0%

dard solution and Sample solution

: percentage of the labeled amount of chloramphenicol (C CI,N,0,) in the portion of Ophthalmic Ointment taken:

11 H‘IZ
Result = (r,/r) x (C/C,) x P x Fx 100

2ak height from the Sample solution

2ak height from the Standard solution

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

>minal concentration of chloramphenicol in the Sample solution (mg/mL)
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: Shake a portion of Ophthalmic Ointment containing nominally 5000 Polymyxin B Units with 50 mL of ether in a separator.

ur 20-mL portions of Buffer B.6. Combine the aqueous extracts in a 100-mL volumetric flask, and dilute with Buffer B.6 to

d as directed in the chapter. Dilute the Sample solution with Buffer B.6 to obtain a Test Dilution having a concentration that is
valent to the median level of the standard.
wria: 90.0%-125.0%

[): Meets the requirements
st It meets the requirements for Particulate and Foreign Matter in Ophthalmic Products—Quality Tests (771), Drug Product

ests, Particulate and Foreign Matter.

UIREMENTS
raGe: Preserve in collapsible ophthalmic ointment tubes.

aNDARDS (11)
RS
ite RS

'lease check for your question in the FAQs before contacting USP.
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