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ABSTRACT

A simple precise, accurate Reverse phase High performance liquid chromatographic method has
been developed for the estimation of Eprosartan Mesylate in bulk. In this method a C18, 25 cm
S5u 4.6 mm ID (Oyster) column with mobile phase consisting of Sodium acetate buffer pH 3.0:
Acetonitrile (70:30) was used. The detection wavelength is 235 nm and the flow rate is 1.0
ml/min. The linearity of Eprosartan shows regration coefficient of 0.9999. The proposed method
is sufficiently selective to distinguish the parent drugs and the degradation products after
hydrolysis photolysis or chemical oxidation.

Keywords: HPLC. Eprosartan Mesylate . Acetonitrile

INTRODUCTION

Eprosartan Mesylate is a “Angiotension Il rece@atagonist” used for the treatment of high
blood pressure. As with other angiotensin Il recepintagonists, eprosartan is generally better
tolerated than enalapril .

Literature survey reveals that the drug is notcddfi in any pharmacopoeia. Very few
chromatographic method has been described for éerrdination of Eprosartan Mesylate in
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biological samples, which include determinatiorEpirosartan in human plasma by using solid
phase extraction RP-HPLC method with photometrteder.

EXPERIMENTAL SECTION

2.1. Chemicals
HPLC-grade Acetonitrile(Merck),Triethylamnie, Sodiuacetate ,Phosphoric acid , Mille Q
water ,Eprosartan Mesylate and 0.45 micron filters

Fig 1. Chemical structure of Eprosartan M esylatey

Molecular formula: C;3H24N2, O S. CH O3 S

Molecular weight : 520.63 gm

I[UPAC Name . 4-[[2-butyl-5-(2-carboxy-3-thiophen-2-yl-prop-1-diymidazol-1-yl]
methyl] benzoic acid. Mesylate

2.2. Instruments:

The separation was carried out on E-Merck HitacighHperformance Liquid Chromatographic

system equipped with isocratic solvent deliveringnp L-7100, an automatic sample injection
device L-7200, a variable wavelength UV-Visible ettor L-7400 controlled by interface

module with HSM software. A C18, 25 cm 5u 4.6 mm(@yster) column was selected and the
flow rate of mobile phase is 1.0 ml/min, system wpsrated at room temperature (25°€Q

2.3. Preparation of mobile phase:

A mobile phase was composed by 0.1 M Sodium acetattaining 0.4% Triethyl amine pH
adjusted to 3.0 with phosphoric acid and Acetdsiin the ratio of 70:30. The mobile phase was
filtered with 0.45 micron filters and degased.

2.4. Standard and Sample solutions:

The reference standard, Eprosartan Mesylate stolikian (250mcg/mL) was prepared in
mobile phase. From this stock solution 25 53750 , 62.5 and 75 pg/mL concentration
solutions prepared for linearity study ( at 50,290,125 ,and150 % level).

The sample concentration 50 mcg/mL, for assay aB80 mcg/mL concentration for stability
study was prepared.

2.5. Accuracy and Precision assay:

Three weight of sample taken in three volumetrasHl injected each solution three times and
standard solution six times within the same daplitain the repeatability and six times over

different days to obtain the intermediate precisibime percentage of relative standard deviations
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(RSDs %) of the data obtained were calculated. T&&) and the LOD were calculated

according to USP [2].

A graph of concentration of Eprosartan Mesylateablsorbance was plotted, and coefficient of
variation for Eprosartan Mesylate was found to b@899. The regration analysis of the
calibration data carried out to determine the i@testhip between the absorbance concentration

and detector response [6].

Table. | : Concentration and peak area

3.1. Assay:

The standard and sample solutions (20mcl) weretiegein to Liquid chromatography. From the
peak area of Eprosartan Mesylate the assay of sampélculated. The values are in Table. II

% level | mcg/mL | Averagearea
50 25 599903
75 375 904835
100 50 1204388
125 62.5 1508401
150 75 1796539
2000000 + y = 12024x
R? = 0.9999
1500000 -
1000000 - ¢ Seriesl
500000 - — Linear
(Series1)
0 T T T 1
0 50 100 150 200
Fig.2 Linearity

RESULTSAND DISCUSSION

Table. |1
Experiment| % of Assay
I 99.53
Il 99.35
[l 99.68
Average 99.52
SD 0.165227
% of RSD 0.17
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Fig.3 Chromatogram of Eprosartan Mesylate standard at RT 10.92 minutes.

3.2. Validation summary:

Table. 111

System Suitability Test (SST) Response
Theoretical plates (N) 8500
Tailing factor 1.05
Linearity range 25to 75 mcg/mL|
Coefficient of variation(r 2) 0.9999
Accuracy 99.45
Limit of quantitation( LOQ) (mcg/mL 25 mcg/mL
Limit of detection (LOD) (mcg/mL) 5 mcg/mL

3.3. Stability in solution:

The stability Eprosartan Mesylate in solution @amihg mobile phase have been determined by
keeping one sample in refrigerator and other inghtly capped volumetric flask placed at
ambient temperature under normal lighting condgiofhe samples were checked for assay on
two successive days of storage and compared vathlfy prepared sample. The RSD values of
experiments were found to be below 2.0% in botresa3his indicated that the Eprosartan
Mesylate is stable in the solution [8].

3.4. Stability Study:

To check that the stability of the developed mettimddrug was subjected to stressed conditions
like treatment with HCI, NaOH, Hydrogen peroxidé,aabient temperature for one hour. The
solutions prepared after subjecting to the stressedlitions [7]Jwas analyzed by the above
developed chromatographic condition using PhotalBiArray Detector it was observed that the
drug and degradation products were well resolvéd [4

3.5. Robustness of the method:

The robustness was evaluated by variation in thieilsmphase constituents, flow rate and pH and
found that the results were not adversely affebiethese changes.
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CONCLUSION

Precise, accurate method was developed and validatethe determination of Eprosartam
Mesylate in bulkThe developed method was checked for selectivityspecificity by carrying
out forced degradation studies [Analytical data of the stability studies indicatémt the
developed method is selective and specific for maoimg degradation studies.
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