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ABSTRACT

A new, simple, specific, rapid, accurate, and precise reverse phase HPLC method was developed for Etravirine
tablets. They were chromatographic on a reverse phase column-(Symmetry c8, 150 x 4.6mm, 5u), in a mobile
phase consisting of mix buffer solution and methanol in the ratio (35.65).
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INTRODUCTION

Etravirine is chemically is a 4-{[6-amino-5bromo-
Author for Correspondence: 2-((4-cyanophenyl) amino)- 4 pyrimidinyl] oxy}-3,

5 dimethylbenzylnitrile, Prevents human immune

deficiency virus (HIV) from multiplying in your
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Department of Pharmaceutical Chemistry, School
MATERIAL AND METHODS
of Pharmacy, Sri Balaji Vidyapeeth Deemed to be Materials, Reagents, and Chemicals
University, Puducherry-607402, India. Samples of Etravirine standards were obtained from

madras Pharma Laboratories Pvt. Limited,
(Chennai, India).

Email: rtanush2015@gmail.com Mobile [Treparation: Dilute Glacial Acetic acid
preparation
Dilute 1ml of glacial acetic acid to 10ml with water.
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Buffer preparation

Dissolve 1.54g of ammonium acetate in 100ml of
water. Adjust the pH to 6.0% 0.05 with dilute glacial
acetic acid mix well and filter.

Validation parameters

Precision

The precision of an analytical method is the degree
of agreement among induvial test results when the
method is applied repeatedly to multiple samplings
of homogeneous sample.

System Precision

The precision of the instrument was checked by
repeated injections of a concentration and
measurement of peak areas

Sample preparation procedure

Determine the average weight using not less than 20
tablets. Weigh and finely powder not less than 20
tablets. Weight accurately and transfer tablet
powder equivalent to about 200mg into a 200ml
volumetric flask. Add 140ml of diluent and shake
for 15mins. Shake mechanically at 180 rpm for
10mins.

Linearity

The linearity of an analytical method is its ability to
elicit test results that are directly, or by a well-
defined mathematical transformation, proportional
to the concentration of analyze in samples within a
given range.

Linearity stock preparation

Linearity solution 5%

0.5ml of stock solution to 100ml with diluent.
101ml/100m1*0.5ml/100mI*1000=5.100mcg/ml.
Linearity solution 25%

2.5ml of stock solution to 100ml with diluent
101ml/100m1*2.5ml/100mI*1000=25.25mcg/ml.
Linearity solution 50%

Sml of stock solution to 100ml with diluent
101ml/100m1*10ml/100m1*1000= 101.0mcg/ml.
Accuracy

The accuracy of an analytical method is the
closeness of results obtained by that method to the
true value. The accuracy of an analytical method
should be established across its range.
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Preparation of standard

Weigh 101mg (100mg) of Etravirine standard in
70ml of buffer solution for 15minutes, dilute 100ml
with diluent filter. Dilute Sml of the filtrate to 50ml
with diluent.

Preparation of sample 25%

Required weight= 0.025g or 25mg

Average weight= 101mg

Label claim= 100mg

Average weight/ label claim x required weight

10Img

—————————— X 0.025g = 0.0253¢
100mg

RESULTS AND DISCUSSION

The working conditions for HPLC method was
established for Etravirine and then applied on
pharmaceutical dosage form. From the optical
characteristics of the proposed method, it was found
that Etravirine obeys repeatability (method
precision)

Method validation report

Summary

The developed method was validated for various
parameters like accuracy, precision, linearity.

The proposed method is applied for determination
for Etravirine Tablet

Hence the proposed method is found to be
satisfactory and could be used for the routine
analysis if Etravirine Tablet.

The proposed assay method shows interesting
features such as rapidity, simplicity, high sensitivity
and low cost per analysis, involving neither
sophisticated nor sophisticated nor expensive
instrumentation.

Analysis of Etravirine in pharmaceutical dosage
forms.
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Injection No Concentration Peak Area
1 10Imcg/ml 3569188
2 10Imcg/ml 3572308
3 10Imcg/ml 3572579
4 10Imcg/ml 3572486
5 10Imcg/ml 3576656
Mean 3572244
% RSD 0.08
Sample No Peak Area % Release
1 3672213 102.44
2 3647377 101.71
3 3648151 101.83
4 3675495 102.53
5 3631581 101.22
6 3635931 101.40
Mean 101.85
%RSD 0.52
S.No % Level Concentration Mean Area (Peak area)
1 5% 2.503 203686
2 25% 25.032 916428
3 50% 50.5 1828921
4 80% 80.8 2938700
5 100% 101.0 3639823
6 120% 121.1 4573995
7 150% 151.5 5482943
S. No Theoretical (% )peak % Mean (%) 9% RSD
Recovery area Recovery
1 25-1 189754 98.63
2 25-2 189523 100.73 99.83 1.08
3 25-3 188913 100.13
4 50-1 1798399 100.57
5 50-2 1798986 100.48 100.65 0.22
6 50-3 1799675 100.91
7 100-1 3582037 100.90
8 100-2 3583001 100.73 100.84 0.09
9 100-3 3582032 100.90
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S.No Test Parameters Observed Results Specification Limit
25 99.8
1 Accuracy 50 100.7 95-105%
100 100.8
2 Repeatability 101.9% 90-110%
3 Linearity 0.9999 2 not less than 0.99
Calibration curve of Etravirine tablet
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CONCLUSION

The developed RP - HPLC method is simple and
selective for estimation of Etravirine in Tablet
dosage form was found to be accurate, rapid and
sensitive.
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