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»panoic acid, a-[[2-butyl-1-[(4-carboxyphenyl)methyl]-1H-imidazol-5-yllmethylene]-, (E)-monomethanesulfonate;
‘boxybenzyl)-a-2-thenylimidazole-5-acrylic acid, monomethanesulfonate CAS RN®: 144143-96-4.
\®: 133040-01-4.

ite contains NLT 98.0% and NMT 101.5% of eprosartan mesylate (C,_H, N_O

53H54N,0,S - CH,0,8), calculated on the anhydrous and

is.

tIpenTiFicaTion Tests (197), Infrared Spectroscopy: 197A or 197K, (e 1-May-2020)

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

>etonitrile and water (22:78) containing 0.1% trifluoroacetic acid
n: 0.2 mg/mL of USP Eprosartan Mesylate RS in Mobile phase. Sonication may be necessary to dissolve.

0.2 mg/mL of Eprosartan Mesylate in Mobile phase. Sonication may be necessary to dissolve.
> system
aphy (621), System Suitability.)

35nm

m x 15-cm; 5-ym packing L60
rature: 40°

_/min

1e: 20 L

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 0.5%

dard solution and Sample solution

: percentage of eprosartan mesylate (023H24N204S : CHAOSS) in the portion of Eprosartan Mesylate taken:
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»ncentration of USP Eprosartan Mesylate RS in the Standard solution (mg/mL)

»ncentration of Eprosartan Mesylate in the Sample solution (mg/mL)

ria: 98.0%-101.5% on the anhydrous and solvent-free basis

(281): NMT 0.1%

Viobile phase described in the Assay.
dnitrile and water (40:60) containing 0.1% trifluoroacetic acid

se Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
15 100 0
35 0 100
40 0 100
40.1 100 0
55 100 0
n and Chromatographic system: Proceed as directed in the Assay.
on: 0.2 pg/mL of USP Eprosartan Mesylate RS in Solution A from the Standard solution
: 0.5 mg/mL of Eprosartan Mesylate in Solution A. Sonication may be necessary to dissolve.
y: Proceed as directed in the Assay except for the Signal-to-noise ratio.
e ratio: NLT 10, Sensitivity solution
le solution
: percentage of each impurity in the portion of Eprosartan Mesylate taken:
Result = (r,/r) x 100
sak area of each impurity from the Sample solution
1m of all the peak areas from the Sample solution
ria: See Table 2. Disregard peaks below 0.03%.
Table 2
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
sartan@ 0.36 0.5
sartan2 0.79 0.3
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