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cin Sulfate Ophthalmic Ointment

te Ophthalmic Ointment contains the equivalent of NLT 90.0% and NMT 135.0% of the labeled amount of gentamicin.

ROMATOGRAPHY

on: T mg/mL of USP Gentamicin Sulfate RS in water

12 Nominally 1 mg/mL of gentamicin from Ophthalmic Ointment prepared as follows. Shake a quantity of Ophthalmic

itaining nominally 5 mg of gentamicin, with a mixture of 200 mL of chloroform and 5 mL of water. Allow to separate, and filter
ayer.

ic system

raphy (621), Thin-Layer Chromatography.)

25-mm layer of chromatographic silica gel
slume: 20 pL
slvent system: Mix chloroform, methanol, and ammonium hydroxide (20:13:10). Allow to separate, and use the lower layer.

1dard solution and Sample solution

tandard solution and the Sample solution to the plate. Place the plate in a chromatographic chamber, and develop the

)\gram in the Developing solvent system until the solvent front has moved three-fourths of the length of the plate. Remove the
dry, and expose it to vapors of iodine in a detection jar containing iodine crystals.

leria: The intensities and R_values of the three principal spots of the Sample solution correspond to those of the Standard

Microbial Assays (81).)

1: Shake a portion of Ophthalmic Ointment containing nominally T mg of gentamicin with about 50 mL of ether in a separator,
ith four 20-mL portions of Buffer B.3 (see the chapter). Combine the buffer extracts, and dilute with Buffer B.3 to a suitable
ain a Test Dilution with a gentamicin concentration that is nominally equivalent to the median level of the standard.

ed as directed in the chapter.

ceria: 90.0%-135.0%

"1): Meets the requirements
irs: It meets the requirements for Particulate and Foreign Matter and Container Contents in Ophthalmic Products—Quality Tests

ct Quality, Universal Tests, Particulate and Foreign Matter and Container Contents.

JUIREMENTS
orAGE: Preserve in collapsible ophthalmic ointment tubes. Store at controlled room temperature.

TANDARDS (11).
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