on 14-Feb-2025

»f 01-May-2020

nographs
11DF-49FF-ADCB-B63DD2E12B07_4_en-US
1003/USPNF_M42410_04_01

L CH,
Y~

N

428.53
non-1-en-4-one, 2-butyl-3-[[2-(1H-tetrazol-5-yI)[1,1-biphenyl]-4-yllmethyl]-;
etrazol-5-ylphenyl)benzyl]-1,3-diazaspiro[4.4]non-1-en-4-one  CAS RN®: 138402-11-6; UNII: JOE2756Z7N.

s NLT 98.0% and NMT 102.0% of irbesartan (C,.H,;N.0), calculated on the anhydrous basis.

+ InenTiFicaTion 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.

ric acid and water (v/v) (5.5:950). Adjust with triethylamine to a pH of 3.2.

setonitrile and Buffer (330:670)

'y solution: 0.05 mg/mL each of USP Irbesartan RS and USP Irbesartan Related Compound A RS in methanol
n: 0.5 mg/mL of USP Irbesartan RS in methanol

: 0.5 mg/mL of Irbesartan in methanol

> system

aphy (621), System Suitability.)

20 nm

m x 25-cm; packing L1

_/min

1e: 10 uL

y

am suitability solution and Standard solution

tive retention times for irbesartan related compound A and irbesartan are 0.8 and 1.0, respectively.]
lirements

LT 2.0 between irbesartan and irbesartan related compound A, System suitability solution

dard deviation: NMT 1.0%, Standard solution

dJard solution and Sample solution

» percentage of irbesartan (C N60) in the portion of Irbesartan taken:

25H28
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sncentration of USP Irbesartan RS in the Standard solution (mg/mL)

>ncentration of Irbesartan in the Sample solution (mg/mL)

rria: 98.0%-102.0% on the anhydrous basis

1 N sodium hydroxide solution

olution: 0.25 mg/mL of sodium azide in Mobile phase

n: 0.312 pg/mL of sodium azide in Mobile phase, from the Standard stock solution
: 20 mg/mL of Irbesartan in Mobile phase

> system

aphy (621), System Suitability.)

luctimetric with a suitable background suppressor unit
m x 25-cm; L31 packing

_/min

1e: 200 pL

y

ard solution

lirements

ise ratio: NLT 10 for the azide peak

dard solution and Sample solution
» amount of azide, in ppm, in the portion of Irbesartan taken:
Result = (r /ry) x (C/C ) x (M_/M_) x F
)eak area of azide from the Sample solution
reak area of azide from the Standard solution
:oncentration of sodium azide in the Standard solution (ug/mL)
:oncentration of Irbesartan in the Sample solution (mg/mL)
nolecular weight of azide, 42.02
nolecular weight of sodium azide, 65.01

Init conversion factor, 1000

'ria: NMT 10 ppm

le phase: Prepare as directed in the Assay.

n: Use the System suitability solution, prepared as directed in the Assay.
1 mg/mL of Irbesartan in methanol

> system

20 nm
m x 25-cm; packing L1
_/min

1e: 10 L
y

ard solution
lirements
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