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ide Injection

ion is a sterile solution of bumetanide in Water for Injection. 41t may contain buffering agents, preservatives, and isotonicity

Viay-2024) It contains NLT 90.0% and NMT 110.0% of the labeled amount of bumetanide (C

N,0,S).

n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 4 (usp

strum of the bumetanide peak of the Sample solution exhibits maxima and minima at the same wavelengths as those of the

ik of the Standard solution, as obtained in the Assay.  (usp 1-May-2024)

% (v/v) formic acid in water prepared as follows. To a 1-L volumetric flask, add 5 mL of formic acid and dilute with water to

anol
2e Table 1
Table 1
Time Solution A Solution B
(min) (%) (%)
0 60 40
2 60 40
10 20 80
15 20 80
15.1 60 40
20 60 40

olution: 0.2 mg/mL of USP Bumetanide RS in methanol

n: 0.1 mg/mL of USP Bumetanide RS from the Standard stock solution in water

: Nominally 0.1 mg/mL of bumetanide prepared as follows. Transfer a suitable amount of Injection to a suitable volumetric

hanol to about 40% of the total volume and dilute with water to volume.

> system
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y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 1.0%

dard solution and Sample solution

: percentage of the labeled amount of bumetanide (C17H20N2058) in the portion of Injection taken:

Result = (r /r)) x (C/C ) x 100
aak response of bumetanide from the Sample solution
2ak response of bumetanide from the Standard solution
»ncentration of USP Bumetanide RS in the Standard solution (mg/mL)

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

1y-2024)
ria: 90.0%-110.0%

ution B, and Mobile phase: Prepare as directed in the Assay.

)l and water (40:60)

olutions: 0.1 mg/mL each of USP Bumetanide RS, USP Bumetanide Related Compound A RS, and USP Bumetanide Related
'S individually prepared as follows. Transfer suitable amounts each of USP Bumetanide RS, USP Bumetanide Related

'S, and USP Bumetanide Related Compound B RS to separate suitable volumetric flasks. Add methanol to about 40% of the
“ each flask to dissolve the solids. Dilute with water to volume.

y solution: 0.25 pg/mL each of USP Bumetanide RS, USP Bumetanide Related Compound A RS, and USP Bumetanide
»und B RS from the corresponding Standard stock solutions in Diluent

n: 0.25 pg/mL each of USP Bumetanide RS and USP Bumetanide Related Compound A RS from the corresponding Standard
in Diluent
on: 0.125 pg/mL each of USP Bumetanide RS and USP Bumetanide Related Compound A RS from the Standard solution in

 Nominally 0.25 mg/mL of Bumetanide from Injection

> system: Proceed as directed in the Assay, except for the Injection volume.

1e: 50 pL

y

>m suitability solution, Standard solution, and Sensitivity solution

ltirements

tive retention time for bumetanide related compound B with respect to bumetanide is 0.7.]

LT 20 between bumetanide related compound A and bumetanide related compound B, System suitability solution
dard deviation: NMT 5.0% for each peak, Standard solution

ise ratio: NLT 10 for each peak, Sensitivity solution

dard solution and Sample solution
: percentage of bumetanide related compound A in the portion of Injection taken:

Result = (r /r)) x (C/C ) x 100
2ak response of bumetanide related compound A from the Sample solution

2ak response of bumetanide related compound A from the Standard solution
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