| on 15-Feb-2025

of 01-May-2021

onographs
45A0-47EF-AF94-893AE6491783_2_en-US
31003/USPNF_M757_02_01

xacin Mesylate

N N Y4
~ s
| | Hc™ TOH
5 OH
o 9]

0,8 485.49
athyl)-4-(methoxyimino)-1-pyrrolidinyl]-1-cyclopropyl-6-fluoro-1,4-dihydro-4-oxo-1,8-naphthyridine-3-carboxylic acid
fonate;

sthyl)-4-oxo-1-pyrrolidinyl]-1-cyclopropyl-6-fluoro-1,4-dihydro-4-oxo-1,8-naphthyridine-3-carboxylic acid, 74-(2)-(O-methyloxime),
fonate;

sthyl)-4-(methoxyimino)pyrrolidin-1-yl]-1-cyclopropyl-6-fluoro-4-oxo-1,4-dihydro-1,8-naphthyridine-3-carboxylic acid

2 CASRN®: 210353-53-0.

sylate contains NLT 98.0% and NMT 102.0% of gemifloxacin mesylate (C FN.O,- CH4O3S), calculated on the anhydrous

18H20
2 basis.

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

s in amber vials and protect from light.
.cetonitrile, water, and trifluoroacetic acid (20: 80: 0.1)

in: 0.5 mg/mL of USP Gemifloxacin Mesylate RS in water

12 0.5 mg/mL of Gemifloxacin Mesylate in water
ic system
agraphy (621), System Suitability.)

272 nm

im x 25-cm; 5-um packing L1

srature: 40°

IL/min

me: 5 pL

"1.2 times the retention time of gemifloxacin
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1dard solution and Sample solution

e percentage of gemifloxacin mesylate (C1sto

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

ieak response of gemifloxacin from the Sample solution

ieak response of gemifloxacin from the Standard solution

:oncentration of USP Gemifloxacin Mesylate RS in the Standard solution (mg/mL)

:oncentration of Gemifloxacin Mesylate in the Sample solution (mg/mL)

eria: 98.0%-102.0% on the anhydrous and solvent-free basis

1(281): NMT 0.1%

s in amber vials and protect from light.

:onitrile, water, and trifluoroacetic acid (20: 80: 0.1)

.onitrile, water, and trifluoroacetic acid (80: 20: 0.1)

FN.O,- CH4O3S) in the portion of Gemifloxacin Mesylate taken:

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
15 100 0
35 0 100
37 100 0

trile and water (20:80)

ion solution: 0.5 mg/mL of USP Gemifloxacin Mesylate RS, and 0.007 mg/mL each of USP Gemifloxacin Related Compound
Gemifloxacin Related Compound C RS in Diluent. [Note—It is recommended to use freshly prepared USP Gemifloxacin Related

RS]

ity solution: 0.5 mg/mL of USP Gemifloxacin Mesylate RS in Diluent

iion: 0.25 pg/mL of USP Gemifloxacin Mesylate RS in Diluent

n: 0.0005 mg/mL of USP Gemifloxacin Mesylate RS in Diluent from the System suitability solution

12 0.5 mg/mL of Gemifloxacin Mesylate in Diluent

ic system
agraphy (621), System Suitability.)

0-5min

5.1-37 min

im x 25-cm; 5-um packing L1
srature: 40°
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