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ne Injection

on is a sterile, concentrated solution of Famotidine. It contains NLT 90.0% and NMT 110.0% of the labeled amount of

115N70283). It may contain suitable preservatives.

1 time of the famotidine peak from the Sample solution corresponds to that from the Standard solution, as obtained in the

of monobasic sodium phosphate

fethanol, water, and Buffer (5:32:3). Adjust with 1 N sodium hydroxide to a pH of 5.3.

2 1.36 g of monobasic potassium phosphate in 800 mL of water, adjust with 1 N sodium hydroxide to a pH of 7.0, and dilute
1L

m

10l is present: 0.1 mg/mL of USP Famotidine RS and 0.09 mg/mL of USP Benzyl Alcohol RS in Diluent

10l is not present: 0.1 mg/mL of USP Famotidine RS in Diluent

1: Transfer a volume of Injection, equivalent to 20 mg of famotidine based on the label claim, to a 200-mL volumetric flask,

1 Diluent to volume.
ic system
raphy (621), System Suitability.)

254 nm
im x 25-cm; 5-ym packing L3
IL/min
30 pL
ity
lard solution
uirements
1dard deviation: NMT 2.0% for the famotidine peak

1dard solution and Sample solution

e percentage of the labeled amount of famotidine (C8H15N70283) in the portion of Injection taken:

Result = (r /rg) x (C/C) x 100
ieak response of famotidine from the Sample solution

ieak response of famotidine from the Standard solution
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ENTS

. ArconoL (if present)

hase, Diluent, Standard solution, Sample solution, and Chromatographic system: Proceed as directed in the Assay.

ity stock solution: Proceed as directed in the Organic Impurities test.

ity solution: Transfer 25 mL of System suitability stock solution to a 50-mL volumetric flask. Add 1 drop (approximately 20 mg)
Alcohol RS, and dilute with Diluent to volume.

ity

1dard solution and System suitability solution

)le 1 for the relative retention times.]

uirements

NLT 1.3 between adjacent peaks of benzyl alcohol and famotidine propionic acid; the benzyl alcohol peak is resolved from the
nt, System suitability solution

1dard deviation: Less than 2.0% for each peak, Standard solution

1dard solution and Sample solution
e percentage of the labeled amount of benzyl alcohol in the portion of Injection taken:

Result = (r /rg) x (C/C) x 100
ieak area of benzyl alcohol from the Sample solution
ieak area of benzyl alcohol from the Standard solution

:oncentration of USP Benzyl Alcohol RS in the Standard solution (mg/mL)

iominal concentration of benzyl alcohol in the Sample solution (mg/mL)

eria: The content of benzyl alcohol meets the requirements under Injections and Implanted Drug_Products (1), Specific Tests,
dded substances.

hase, Diluent, Sample solution, and Chromatographic system: Proceed as directed in the Assay.

ity stock solution: Transfer 10 mg of USP Famotidine RS to a 50-mL volumetric flask. Add 1 mL of 0.1 N hydrochloric acid.
r 30 min. Allow to cool, add 2 mL of 0.1 N sodium hydroxide, and heat at 80° for an additional 30 min. Allow to cool, and
1dding 1 mL of 0.1 N hydrochloric acid. Dilute with Diluent to volume (Solution A). Transfer 5 mg of USP Famotidine RS to a
IL volumetric flask, add 8 mL of methanol, and sonicate to dissolve. Add 10 mL of Solution A, and dilute with Diluent to

ity solution
10l is present: Transfer 25 mL of System suitability stock solution to a 50-mL volumetric flask. Add 1 drop (approximately 20
Benzyl Alcohol RS, and dilute with Diluent to volume.

10l is not present: Transfer 25 mL of System suitability stock solution to a 50-mL volumetric flask, and dilute with Diluent to

ity

'm suitability solution

)le 1 for the relative retention times.]

uirements

NLT 1.3 between adjacent peaks of famotidine propionic acid, famotidine sulfamoyl propanamide, famotidine, and famotidine
ide for each pair of peaks

)le solution
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