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izole Delayed-Release Capsules

yed-Release Capsules contain NLT 90.0% and NMT 110.0% of the labeled amount of lansoprazole (C16H14F3N3028).

peNTIFIcATION Tests (197), Ultraviolet-Visible Spectroscopy: 197U

ctra of the major peaks of the Sample solution and the Standard solution as obtained in the Assay may also be used to meet
teria.]

n: 10 pg/mL of USP Lansoprazole RS in methanol

: Nominally equivalent to 10 ug/mL of lansoprazole prepared as follows. Powder a portion of Capsule contents equivalent to
irazole. Add 5 mL of methanol, shake well, and centrifuge. To 0.1 mL of the supernatant, add 10 mL of methanol.

ria: The UV absorption spectra exhibit a maximum between 281 and 286 nm.

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

>etonitrile, water, and triethylamine (40:60:1). Adjust with phosphoric acid to a pH of 7.0.
rile, water, and triethylamine (40:60:1). Adjust with phosphoric acid to a pH of 10.0.
y solution: 0.1 mg/mL each of USP Lansoprazole RS and USP Lansoprazole Related Compound A RS in Diluent

olution: 3.0 mg/mL of USP Lansoprazole RS in a mixture of acetonitrile and 0.1 M sodium hydroxide (2:3)
n: 0.09 mg/mL of USP Lansoprazole RS in Diluent, from Standard stock solution

lution: Transfer the contents of NLT 10 Capsules, equivalent to 300 mg of lansoprazole, to a 100-mL volumetric flask. Add
M sodium hydroxide and sonicate until completely disintegrated. Add 20.0 mL of acetonitrile and sonicate for about 20 min,

tonitrile to volume, allow to settle, and use a clear supernatant.

 Nominally 0.09 mg/mL of lansoprazole prepared as follows. Transfer 3.0 mL of the Sample stock solution to a 100-mL
k and dilute with Diluent to volume. Pass the solution through a PVDF filter having a 0.5-um pore size or another suitable
g the first few milliliters of the filtrate.

> system

85nm

m x 25-cm; 5-pm packing L1. For Identification A, use a diode array detector in the range of 200—-400 nm.
_/min

1e: 10 uL

y

am suitability solution and Standard solution

lirements

LT 5 between lansoprazole and lansoprazole related compound A, System suitability solution

= NMT 1.5, Standard solution

dard deviation: NMT 2.0%, Standard solution

dard solution and Sample solution

» percentage of the labeled amount of lansoprazole (C16H14F3N3028) in the portion of Capsules taken:

Result = (r,/rg) x (C/C,) x 100
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»minal concentration of lansoprazole in the Sample solution (mg/mL)
wria: 90.0%-110.0%

ESTS
Procedure, Apparatus 1 and Apparatus 2, Delayed-Release Dosage Forms, Method A Procedure

edium: 0.1 N hydrochloric acid; 500 mL
75 rpm

|
andard solution: (L x 0.08/500) mg/mL of USP Lansoprazole RS in Acid stage medium, where L is the label claim, in
e

ount of methanol NMT 0.5% of the total volume of the Acid stage standard solution may be used to dissolve USP
: RS prior to dilution with Acid stage medium.]
conditions

wavelength: Maximum absorbance at about 306 nm

1 stage medium

hdraw a 25-mL aliquot, leaving the remaining 475 mL in the vessel for use in the Buffer stage, and proceed immediately as
r Buffer stage sample solution. Use a filtered portion of the aliquot as an Acid stage sample solution.

Acid stage standard solution and Acid stage sample solution

lculate the percentage of the labeled amount of lansoprazole (C, H, F,N,0,S) dissolved during the Acid stage:

Result = (A /A)) x (C/L) x V x 100
A, = absorbance of the Acid stage sample solution

A, = absorbance of the Acid stage standard solution

C, = concentration of USP Lansoprazole RS in the Acid stage standard solution (mg/mL)

L  =label claim of lansoprazole (mg/Capsule)
V  =volume of Acid stage medium, 500 mL

AMT 10% of the labeled amount of lansoprazole (C16H14F3N3028) is dissolved.

medium: pH 6.8 buffer; 900 mL. Proceed as directed in Buffer stage sample solution.

75 rpm

|

ntrate: Dissolve 65.4 g of monobasic sodium phosphate, 28.2 g of sodium hydroxide, and 12 g of sodium dodecyl sulfate in
r.

n: Acid stage medium and Buffer concentrate (19:17). Adjust, if necessary, with either phosphoric acid or sodium hydroxide
apH of 6.8.
standard solution: (L x 0.7/900) mg/mL of USP Lansoprazole RS in the Blank solution, where L is the label claim in

e
ount of methanol NMT 2% of the total volume of the Buffer stage standard solution may be used to dissolve USP

: RS prior to dilution with Blank solution.]

sample solution: Add 425 mL of Buffer concentrate to the remaining 475 mL of solution in each vessel from the Acid stage.
acessary, with either phosphoric acid or sodium hydroxide solution to a pH of 6.8, and pass through a suitable filter.
conditions

Vis

wavelength: About 286 and 650 nm

1k solution

3uffer stage standard solution and Buffer stage sample solution
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