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acin Tablets

ts contain NLT 90.0% and NMT 110.0% of the labeled amount of levofloxacin (C, H, FN,O,).

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

yrption spectrum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the

-2021)

rile and water (20:80)
ansfer 874 mg of cupric sulfate, 918 mg of L-isoleucine, and 5.94 g of ammonium acetate to a suitable container. Add 700
1d mix until dissolved. Add 300 mL of methanol.

olution: 2 mg/mL of USP Levofloxacin RS in Diluent. “Sonicate, if necessary, to dissolve prior to final dilution. 5 (usp 1-May-

n: 0.2 mg/mL of USP Levofloxacin RS in Mobile phase from the Standard stock solution

lution: Nominally 5 mg/mL of levofloxacin prepared as follows. Transfer intact Tablets (NLT 5) to a volumetric flask, add 75%
1me of Diluent, and allow to stand for 15 min. Shake for 30 min, and dilute with Diluent to volume. Pass a portion of the

jh a suitable filter of 0.45-um pore size, discarding the first 1-2 mL of the filtrate.

 Nominally 0.2 mg/mL of levofloxacin in Mobile phase from the Sample stock solution

> system

aphy (621), System Suitability.)

60 nm. AFor Identification B, use a diode array detector in the range of 220-400 NM. o (USP 1-May-2021)
m x 25-cm; 5-um packing L1

rature: 45°

nL/min

1e: 25 L

1es the retention time of levofloxacin
y

ard solution

lirements

= NMT 1.8

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of levofloxacin (C FN,0,) in the portion of Tablets taken:

‘IBHZO

Result = (r,/r)) x (C/C ) x 100

2ak response of levofloxacin from the Sample solution
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ESTS

hydrochloric acid; 900 mL
5rpm

ion: 0.56 mg/mL of USP Levofloxacin RS in Medium
n: Pass a portion of the solution under test through a suitable filter of 0.45-ym pore size.

onditions
let-Visible Spectroscopy (857).)

wvelength: 294 nm
.1 mm
m

ndard solution and Sample solution

he percentage (Q) of the labeled amount of levofloxacin (C,;H, FN,0,) dissolved:

Result = (A /A) x C,x Vx D x (1/L) x 100
absorbance of the Sample solution
absorbance of the Standard solution
concentration of the Standard solution (mg/mL)

volume of Medium, 900 mL
dilution factor of the Sample solution
label claim (mg/Tablet)

T 80% (Q) of the labeled amount of levofloxacin (C, H, FN.O,) is dissolved.

hydrochloric acid; 900 mL
00 rpm

ion: L/900 mg/mL of USP Levofloxacin RS in Medium. Mix to obtain solutions with known concentrations as indicated in
‘e L is the label claim in mg/Tablet.
n: Pass a portion of the solution under test having a concentration similar to that of the Standard solution through a suitable

ym pore size.
Table 1
Tablet Label Claim Final Concentration

(mg) (mg/mL)

250 0.27

500 0.55

750 0.83
onditions

let-Visible Spectroscopy (857).)

velength: 293 nm
).Tmm
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