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line Maleate Tablets

ate Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of fluvoxamine maleate (C15H21 F,N,0,- C4H404).

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

. of 1-pentanesulfonic acid sodium salt and 41.1, (ERR 1-May-2023) 9/L of monobasic potassium phosphate in water. Adjust

c acid to a pH of 3.00 + 0.05.

cetonitrile and Solution A (38:62)

y solution: Transfer 6 mg of fluvoxamine maleate to a 50-mL volumetric flask. Heat the sample at 120° for 10 min. Cool to
.ure, and add 3.0 mL of 0.1 N hydrochloric acid. Heat the solution in a water bath for 10 min. Cool to room temperature, add
xamine maleate, and dissolve in 25 mL of Mobile phase. Dilute with Mobile phase to volume.

n: 0.05 mg/mL of USP Fluvoxamine Maleate RS in Mobile phase

lution: Nominally 1T mg/mL of fluvoxamine maleate from Tablets prepared as follows. Finely powder NLT 20 Tablets and
on of the powder to a suitable volumetric flask. Add 50% of the flask volume of Mobile phase. Sonicate for 15 min followed
shaking for 15 min. Dilute with Mobile phase to volume. Centrifuge a portion of this solution for 10 min.

 Nominally 0.05 mg/mL from Sample stock solution diluted with Mobile phase. Pass through a filter of 0.45-um or finer pore

> system

34 nm. For Identification B, use a diode array detector in the range of 210-400 nm.
m x 25-cm; 5-ym packing L7

rature: 40°

nL/min

1e: 20 yL

2.5 times the retention time of fluvoxamine

y

am suitability solution and Standard solution

le 1 for relative retention times.]

lirements

LT 2.0 between Z-isomer and fluvoxamine maleate; NLT 5.0 between succinyl fluvoxamine and the Z-isomer, System
olution

= NMT 2.0, Standard solution

dard deviation: NMT 2.0%, Standard solution

dard solution and Sample solution

: percentage of the labeled amount of fluvoxamine maleate (C15H21F3N202 : C4H4O4) in the portion of Tablets taken:

Dacult = (r Ir X v (M /" Y v 1NN
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»minal concentration of fluvoxamine maleate in the Sample solution (mg/mL)
wria: 90.0%-110.0%

ESTS

900 mL, degassed
rpm

n: USP Fluvoxamine Maleate RS in Medium

. Centrifuge a portion of the solution under test, and dilute with Medium, if necessary. [Note—The use of a centrifuge speed of
for NLT 10 min may be suitable.]
ditions

elength: 246 nm

dard solution and Sample solution
ire known interferences due to excipients, excipient interference corrections may be applied, as necessary.

: percentage of the labeled amount of fluvoxamine maleate (C15H21F3N202 : C4H4O4) dissolved:

Result = (A /A) x C x D x Vx (1/L) x 100
asorbance of the Sample solution
ssorbance of the Standard solution
ancentration of the Standard solution (mg/mL)

lution factor for the Sample solution, if needed
>lume of Medium, 900 mL
bel claim (mg/Tablet)

80% (Q) of the labeled amount of fluvoxamine maleate (C, H,,F,N,0, - CAH404) is dissolved.

«6E Units (905): Meet the requirements

. PROCEDURE 1

hen the impurity profile includes aminoethyl desmethoxy fluvoxamine, dealkyl benzyl fluvoxamine, or fluvoxamine

le phase, System suitability solution, Standard solution, and System suitability: Proceed as directed in the Assay.
. Use the Sample stock solution, prepared as directed in the Assay.

hic system: Proceed as directed in the Assay, except for the Run time.

6 times the retention of fluvoxamine

dard solution and Sample solution
: percentage of each degradation product in the portion of Tablets taken:

Result = (r,/r) x (C/C,) x (1/F) x 100
2ak area of each degradation product from the Sample solution
aak area of fluvoxamine from the Standard solution

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

>minal concentration of fluvoxamine maleate in the Sample solution (mg/mL)
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