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. 2-[[[3-methyl-4-(2,2,2-trifluoroethoxy)-2-pyridinylJmethyl]sulfinyl]-;
,2-trifluoroethoxy)-2-pyridyl-methyl]sulfinyllbenzimidazole CAS RN®: 103577-45-3; UNII: 0K5C5T2QPG.

ains NLT 98.0% and NMT 102.0% of C,¢H,,FsN0S.

pENTIFICATION TesTs (197), Infrared Spectroscopy: 197K

10 pg/mL in methanol
ria: Meets the requirements

setonitrile, 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 of USP Lansoprazole RS and 0.1 mg/mL of USP Lansoprazole Related Compound A RS in Diluent

n: 0.1 mg/mL of USP Lansoprazole RS in Diluent
: 0.1 mg/mL of Lansoprazole in Diluent

> system
aphy (621), System Suitability.)

85nm

m x 25-cm; 5-pm packing L1

_/min

10 uL

y

am suitability solution and Standard solution

lirements

LT 5 between lansoprazole and lansoprazole related compound A, System suitability solution
dard deviation: NMT 1.0%, Standard solution

dJard solution and Sample solution

» percentage of lansoprazole (C F3NSOZS) in the portion of Lansoprazole taken:

16H'I4
Result = (r,/rg) x (C/C ) x 100

2ak response from the Sample solution
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N(281): NMT 0.1%

inject the lansoprazole solutions at or below 5° using a cooled autosampler. The solutions are stable for about 24 h when

iter
atonitrile, water, and triethylamine (160:40:1). Adjust with phosphoric acid to a pH of 7.0.
nol and 0.1 N sodium hydroxide (1:3)

See Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 90 10
40 20 80
50 20 80
51 90 10
60 90 10

llity solution: Prepare a solution containing 25 pg/mL of USP Lansoprazole RS and 25 pg/mL of USP Lansoprazole Related

RS in methanol. Transfer 1 mL of this solution into a 10-mL volumetric flask, and dilute with Diluent to volume.
ion: Prepare a solution containing 25 pg/mL of USP Lansoprazole RS and 25 pg/mL of USP Lansoprazole Related

i RS in methanol. Transfer 1 mL of this solution into a 100-mL volumetric flask, and dilute with Diluent to volume.

n: 2.5 mg/mL of Lansoprazole in methanol. Transfer 1 mL of this solution into a 10-mL volumetric flask, and dilute with
ume.

ol and Diluent (1:9)

hic system

tography (621), System Suitability.)

285 nm

mm x 15-cm; 5-pm packing L1

3 mL/min

40 pL

lity

em suitability solution

guirements

12 NLT 6 between lansoprazole and lansoprazole related compound A
andard deviation: NMT 3%

ndard solution, Sample solution, and Blank

rlansoprazole peak and the peaks due to the impurities listed in Table 2. Measure the areas for the major peaks, excluding
itained from the Blank.

he percentage of lansoprazole related compound B in the portion of Lansoprazole taken:

Result = (r,/r)) x (C/C ) x 100
peak response for lansoprazole related compound B from the Sample solution

peak response for lansoprazole related compound B from the Standard solution
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