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ABSTRACT KEYWORDS
A simple, accurate, reproducible spectophotometric method for estima- Erdosteine;
tion erdosteine in bulk and capsule dosage formulation was developed. UV-Vis spectrophotometry

Beer’s law is obeyed in the concentration range of 5-90 pg/ml at the
detection wavelength of 237.4 nm. Correlation coefficient, LOD, LOQ
and COV were found to be 0.9998, 0.595, 1.798 and 0.899 respectively.
Mean percent recoveries for commercial formulation found to be 98.772
+0.378. Results of analysis validated statistically and by recovery stud-

1€s. © 2007 Trade Science Inc. - INDIA

INTRODUCTION

Erdosteine chemically [[2-Oxo-2-{(tetrahydro-2-
ox0-3-thienyl)amino]ethyl] thio] acetic acid having
empirical formula CH, NO,S, is a thiol derivative
developed for the treatment of chronic obstructive
bronchitis, including acute infective exacerbation of
chronic bronchitis™. It is yet not official in any
Pharmacopiea. erdosteine modulates mucus produc-
tion and viscosity and increases mucociliary trans-
port, thereby improving expectoration. It also exhib-
its inhibitory activity against the effects of free radi-
cals produced by cigarette smokel..

Literature survey revealed that; a method for
quantitation of erdosteine in human plasma by use

of 96-well solid-phase extraction (SPE) followed by

liquid chromatography-electro spray ionization tan-
dem mass spectrometry (LC-ESI/MS/MS) detection
is reported®. Also HPLC determination of Erdosteine
and its optical active metabolite is reported™. There
is no spectrophotometric method reported for esti-
mation of erdosteine. In the present investigation, an
economical, precise and accurate spectrophotometric
method has been developed for quantitative determi-
nation of Erdosteine in the bulk drug and capsule
dosage form.

MATERIALS AND METHODS

Equipment

The instrument used in the present study was
JASCO double beam UV/visible spectrophotometer
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TABLE 1. Optical characteristics of the proposed
method.

Parameters Values
Amax (nm) 2374
Beer’s law limit (ug/ml) 5-90
Molar absorptivity (1 Mol-lcm) 5.068 x 103
Slope (m) 0.0194
Intercept (c) 0.0164
Correlation coefficient 0.9998
% QOV (n=5) 0.899
Limit of Detection (nug/ml) 0.595
Limit of Quantitation (ug/ml) 1.798

(Model UV-530) with fixed slit width 2 nm connected
to a computer with spectra manager software. All

weighing were done on electronic balance (Model
Shimdzu AY -120).

Chemicals and reagents

All chemicals used in spectrophotometric analy-
sis were of analytical grade. Erdosteine sample was
obtained from Glenmark Pharmaceuticals Ltd.

(Nashik, India).
Procedure

Accurately weighed 25 mg of erdosteine was dis-
solved in 25 ml of methanol. 10 ml of this solution
was diluted further to 100 ml with distilled water to
get stock solution of 100 pg/ml. The aliquots of
stock solution were transferred to 10 ml volumetric
flasks and volume was made up to the mark with
distilled water to get working standard solutions of
erdosteine in concentration range of 5-90 ug/ml.
Absorbance of the solutions were measured at 237.4
nm against blank and calibration curve was prepared.

For analysis of capsule dosage form (ERDOZET
300 mg, Glenmark Pharmaceuticals) powdered cap-
sule contents equivalent to 25 mg of Erdosteine was
weighed accurately and dissolved in 25 ml of metha-
nol and filtered. 10 ml of this filtrate was diluted
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Figure 1. Overlain zero order spectrums of
Erdosteine (a) 5; (b) 10.0; (c) 20.0; (d) 30.0;
(e) 40.0(f) 50 (g) 60 (h) 70 (i) 80 and (j) 90 ng/ml.

further to 100 ml with distilled water to get sample
solution of 100 pg /ml. Two ml of sample solution
was further diluted to 10 ml with distilled water to
get final concentration of 20 pg/ml. Absorbance of
this solution was recorded at 237.4 nm against blank
and drug concentration in sample solution was de-
termined from calibration curve.

RESULTS AND DISCUSSION

The optical characteristics of the proposed
method have been calculated and presented in
TABLE 1. Mean percent recoveries for commercial
formulation found to be 98.772 +0.378 with stan-
dard error of 0.218. To evaluate the accuracy and
precision of the proposed method, recovery studies
were carried out by addition of standard drug solu-
tion to preanalysed sample and determination was
repeated at three-concentration levelst®. The percent
recovery data of the drug by this method is given in
TABLE 2. Overlain zero order spectrums of
erdosteine are shown in figure 1. The accuracy is
evident from the data as results are closer to 100 %
and low standard deviation values of determination
indicate reproducibility of the method. The proposed
method is simple, sensitive, precise and accurate.
Hence it can be used for routine analysis of
Erdosteine in bulk as well as in capsule formulation.

TABLE 2. Recovery study for erdosteine

Level of % Amount present Amount of standard  Total Amoupt % R Mean % Recovery
Recovery (ng/ml) drug added(pg/ml) Recovered* o Recovery* (£ SD)
80 20 10 29.817 99.39 99.551
100 20 20 39.88 99.70 + 0.156
120 20 30 49.78 99.56

* Avg. of three determinations
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