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ide Injection

from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-
0230331.

on is a sterile solution of Furosemide in Water for Injection prepared with the aid of Sodium Hydroxide or, where intended
1ary use, Diethanolamine or Monoethanolamine. It contains NLT 90.0% and NMT 110.0% of the labeled amount of furosemide

olution: 0.4 mg/mL of USP Furosemide RS, prepared as follows. Transfer about 10 mg of USP Furosemide RS to a 25-mL
k. Add 6.0 mL of 0.1 N sodium hydroxide and dissolve. Dilute with water to volume.
n: 8 pg/mL of USP Furosemide RS from Standard stock solution in 0.02 N sodium hydroxide

lution: Nominally 0.4 mg/mL of furosemide in water, prepared as follows. Transfer a volume of Injection, nominally
0 mg of furosemide, to a 100-mL volumetric flask and dilute with water to volume.

 Nominally 8 pg/mL of furosemide from Sample stock solution in 0.02 N sodium hydroxide

mitantly determine the UV absorption spectra of Standard solution and Sample solution.

rria: The UV absorption spectra of Standard solution and Sample solution exhibit maxima and minima at the same

)isemide solutions from exposure to light.]

strahydrofuran, glacial acetic acid, and water (30:1:70)

dnitrile and water (50:50)
22 mL of glacial acetic acid to a suitable container and dilute with Solution A to 1000 mL.

'y solution: 20 pg/mL of USP Furosemide RS and 12 pug/mL of USP Furosemide Related Compound A RS in Diluent
n: 1.0 mg/mL of USP Furosemide RS in Diluent
: Nominally 1.0 mg/mL of furosemide in Diluent, prepared as follows. Transfer a volume of Injection, nominally equivalent to

emide, to a 10-mL volumetric flask and dilute with Diluent to volume.
> system
aphy (621), System Suitability.)

54 nm for furosemide and 272 nm

dichloro-5-sulfamoylbenzoic acid impurity does not respond at 272 nm and the 2,4-bis(furfurylamino)-5-sulfamoylbenzoic
as a very intense absorbance at 254 nm.]

m x 25-cm; packing L1

_/min

1e: 20 L

y

N suitability solution

lirements

LT 2.5 between furosemide and furosemide related compound A
dard deviation: NMT 2.0% for furosemide
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2ak response of furosemide from the Standard solution at 254 nm
»ncentration of USP Furosemide RS in the Standard solution (mg/mL)

»minal concentration of furosemide in the Sample solution (mg/mL)

ria: 90.0%-110.0%

: ReLaTeD Compounp B

)isemide solutions from exposure to light ]

slution A, Diluent, System suitability solution, Sample solution, Chromatographic system and System suitability: Proceed
he Assay.

n: 0.01 mg/mL of USP Furosemide Related Compound B RS in Diluent

dard solution and Sample solution

' peak responses of furosemide related compound B obtained between the Standard solution and Sample solution.

wia: NMT 1.0% (the peak response at 254 nm of furosemide related compound B from the Sample solution is NMT that from
>lution)

ction is labeled as intended solely for veterinary use: NMT 2.5% (the peak response at 254 nm of furosemide related

from the Sample solution is NMT 2.5 times that from the Standard solution)

ns Test (85): It contains NMT 3.6 USP Endotoxin Units/mg of furosemide.

3

ion is labeled as intended solely for veterinary use, and it contains diethanolamine: 7.0-7.8

ion is labeled as intended solely for veterinary use, and it contains monoethanolamine: 8.0-9.3
R IN INJECTIONS (788): Meets the requirements for small-volume injections.

s It meets the requirements in Injections and Implanted Drug Products (1).

UIREMENTS

race: Store in single-dose or multiple-dose, light-resistant containers, 4preferably . (RB 1-Apr-2023) Of Type | glass.

1intended solely for veterinary use is so labeled.

ANDARDS (11)

ed Compound A RS
furylamino-5-sulfamoylbenzoic acid.
3 330.74
ed Compound B RS
moylanthranilic acid.

250.66

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

opic/Question Contact Expert Committee

JECTION Documentary Standards Support SM22020 Small Molecules 2

:abase Information: Chromatographic Database

red In:
volume No. Information currently unavailable
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