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Solution contains NLT 90.0% and NMT 110.0% of the labeled amount of levofloxacin (C FN,0,).

‘IBHZO

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

strum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 4 (ysp 1-

solutions of levofloxacin from light.]
rile and water (18:82)
1d 1 mL of trifluoroacetic acid to each 1000 mL of Diluent

y solution: 0.1025 mg/mL each of USP Levofloxacin RS and USP Levofloxacin Related Compound A RS in Diluent
n: 0.1025 mg/mL of USP Levofloxacin RS in Diluent

: ANominally 4 (USP 1-May-2024) 0.1025 mg/mL of levofloxacin prepared in Diluent based on the label claim. [Note—Mix the

fter equilibrating the solution for 4 h at room temperature while protected from light.]
> system

94 nm. AFor Identification B, use a diode array detector in the range of 200-400 nm. 5 (UsP 1-May-2024)
m x 15-cm; 3.5-um packing L11

rature: 30°

nL/min

1e: 20 L

T a (USP 1-May-2024) 2.5 times the retention time of levofloxacin

y

am suitability solution and Standard solution

lirements

LT 1.9 between levofloxacin related compound A and levofloxacin, System suitability solution

or: NMT 2.0, Standard solution 5 (usp 1-May-2024)

dard deviation: NMT 41.0% A (USP 1-May-2024) , Standard solution

dJard solution and Sample solution

» percentage of the labeled amount of levofloxacin (C FN304) in the portion of Oral Solution taken:

18M20
Result = (r,/rg) x (C/C ) x 100

2ak response 4of levofloxacin, (USP 1-May-2024) from the Sample solution
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solutions of levofloxacin from light.]

hase, 4, (USP 1-May-2024) System suitability solution, Sample solution, and Chromatographic system4 (USP 1-May-2024)
irected in the Assay.

ion: 0.000205 mg/mL of USP Levofloxacin RS in Diluent

on: 0.1025 pg/mL of USP Levofloxacin RS from the Standard solution in Diluent

y
am suitability solution, Standard solution, and Sensitivity solution

tive retention times in Table 1 are provided as information that could aid in peak assignment.]

Table 1

Relative

Name Retention
Time
) levofloxacin? 0.64
in diamine derivative® 0.75
in related compound A 0.91
in 1.0
in N-oxide® 1.55

1ydro-3-methyl-10-(4-methyl-1-piperazinyl)-7-oxo-7H-pyrido[1,2,3-de][1,4]benzoxazine-6-carboxylic acid.
ro-2,3-dihydro-3-methyl-10-[2-(methylamino)ethylamino]-7-oxo-7H-pyrido[1,2,3-de][1,4]benzoxazine-6-carboxylic acid.
arboxy-9-fluoro-2,3-dihydro-3-methyl-7-oxo-7H-pyrido-[1,2,3-de][1,4]benzoxazine-10-yl)-1-methylpiperazine 1-oxide.

lirements

ILT 1.9 between levofloxacin related compound A and levofloxacin, System suitability solution
dard deviation: NMT 5.0%, Standard solution

ise ratio: NLT 10, Sensitivity solution 4 (usp 1-May-2024)

dard solution and Sample solution

s percentage of each 4degradation product, (USP 1-May-2024) in the portion of Oral Solution taken:
Result = (r/r)) x (C/C,) x (1/F) x 100
2ak response of each 4degradation product, (USP 1-May-2024) from the Sample solution

2ak response of levofloxacin from the Standard solution

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

»minal concentration of levofloxacin in the Sample solution (mg/mL)
lative response factor (see Table 2)

teria: See Table 2. The reporting threshold is 0.1%.

Table 2
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