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ropyl-6-fluoro-1,4-dihydro-8-methoxy-7-(octahydro-6H-pyrrolo[3,4-b]pyridin-6-yl)-4-oxo-3-quinolinecarboxylic acid,
S

loro-1,4-dihydro-8-methoxy-7-[(4aS,7aS)-octahydro-6H-pyrrolo[3,4-b]pyridin-6-yl]-4-oxo-3-quinolinecarboxylic acid,
e CASRN®: 186826-86-8; UNII: C53598599T.

cchloride contains NLT 98.0% and NMT 102.0% of moxifloxacin hydrochloride (Cz1HZ4FN304 - HCI), calculated on the

+ IpenmiFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mav-2020)

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
:sTs—GEeNerAL (191), Chloride

: To a solution (1 in 160) add diluted nitric acid, and filter.

rria: Meets the requirements

0.5 g of tetrabutylammonium hydrogen sulfate and 1.0 g of monobasic potassium phosphate in water, add 2 mL of

d, dilute with water to 1000 mL, mix, and pass through a filter of 0.45-um pore size.
ethanol and Buffer (28:72)
ng of anhydrous sodium sulfite to 1000 mL of Buffer, mix gently, and pass through a filter of 0.45-pym pore size.

y solution: 0.1 mg/mL of USP Moxifloxacin Hydrochloride RS and 1 pg/mL of USP Moxifloxacin Related Compound A RS, in

n: 0.1 mg/mL of USP Moxifloxacin Hydrochloride RS in Diluent
: 0.1 mg/mL of Moxifloxacin Hydrochloride in Diluent

> system

aphy (621), System Suitability.)

93 nm

m x 25-cm; 5-uym packing L11
rature: 45°

nL/min

1e: 25 uL

y
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dard solution and Sample solution

s percentage of moxifloxacin hydrochloride (C,,H, ,FN_O, - HCI) in the portion of Moxifloxacin Hydrochloride taken:

Result = (r,/r)) x (C/C ) x 100
aak response from the Sample solution
2ak response from the Standard solution

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

»ncentration of Moxifloxacin Hydrochloride in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the anhydrous basis

(281): NMT 0.1%
1E (221), Sulfate

ria: 0.04%; the Sample shows no more sulfate than corresponds to 0.25 mL of 0.020 N sulfuric acid.

1s containing moxifloxacin from light.

luent, System suitability solution, and Sample solution: Prepare as directed in the Assay.

n: 2 pg/mL of USP Moxifloxacin Hydrochloride RS in Diluent

on: 0.05 pg/mL of USP Moxifloxacin Hydrochloride RS from the Standard solution in Diluent. Store the Sensitivity solution

tion and protected from light.

> system: Proceed as directed in the Assay with a run time of two times the retention time of moxifloxacin.
y

am suitability solution, Standard solution, and Sensitivity solution

lirements

LT 1.5 between moxifloxacin and moxifloxacin related compound A, System suitability solution

'* NMT 2.0, Standard solution

dard deviation: NMT 2.0%, Standard solution

ise ratio: NLT 10, Sensitivity solution

nle solution and Standard solution
: percentage of each impurity in the portion of Moxifloxacin Hydrochloride taken:

Result = (r,/r) x (C/C,) x (1/F) x 100
2ak response of each impurity from the Sample solution
aak response of moxifloxacin from the Standard solution

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

»ncentration of Moxifloxacin Hydrochloride in the Sample solution (mg/mL)

lative response factor (see Table 1)

wia: See Table 1.

Table 1
Relative Relative Acceptance
Retention Response Criteria,
Name Time Factor NMT (%)

1.0 - -
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