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ABSTRACT
Fixed dose combination tablets containing Tamsulosin hydrochloride & Dutasteride are used to treat the symptoms of an
enlarged prostate, a condition technically known as benign prostatic hyperplasia or BPH. Several chromatographic methods have been reported for simultaneous estimation of these drugs and individual drug. The drugs individually and in
mixture obeys Beer‘s law over conc. range 0.0347 mg/mL for Tamsulosin hydrochloride (TAM) and for Dutasteride
0.012 mg/mL (DUTA). The mean recoveries from tablet by standard addition method were 99.0% and 99.5 %. The
present work reports simple, accurate and precise spectrophotometric method for the simultaneous estimation of Tamsulosin
hydrochloride and Dutasteride in combined from tablet dosage form.
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INTRODUCTION
Tamsulosin hydrochloride is used to treat the symptoms
of an enlarged prostate—a condition technically known as
benign prostatic hyperplasia or BPH [1]. The walnut-sized
prostate gland surrounds the urethra (the duct that drains the
bladder). If the gland becomes enlarged, it can squeeze the
urethra, interfering with the flow of urine [2]. This can cause
difficulty in starting urination, a weak flow of urine, and the
need to urinate urgently or more frequently. Tamsulosin hydrochloride does not shrink the prostate. Instead, it relaxes
the muscle around it, freeing the flow of urine and decreasing
urinary symptoms [3]. Dutasteride is chemically 15a, 17ß)N-{2, 5, bis (trifluoromethyl) phenyl}-3-oxo-4-azaandrost1-ene-17-carboxamide. It belongs to class of drugs called
5-alpha-reducactase enzyme that convert testosterone in to
dihydrotestosterone. It is used for the symptomatic benign
prostatic hyperplasia or BPH in men with an enlarged prostate. Several methods have been cited in various literatures
but the prescribed method has unique advantage over it as it
has capability of analyzing the product in Bulk and Formulated Dosages [4]. This method can even be employed in
routine determination of simultaneous estimation of Tamsulosin
hydrochloride and Dutasteride in combined from tablet dosage form [5-7].
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EXPERIMENTAL
Apparatus
1. Spectrophotometer: - Perkin Elmer
2. Model: - Lambda EZ 210
3. Volumetric flasks: - Amber Glass.
4. Water: - UV Grade.
5. Grade-A pipettes.
Determination of TAM and DUTA in their Combined
Dosage Forms.
The multi-component spectrophotometric mode of estimation is based on comparing spectral data of mixed standard
solutions with that sample at selected wavelengths (one less
than total number of standards). The necessary requirements
of the method, obeyance of Beer’s law and additively of absorbance at all selected wavelengths were followed by the

drugs. Six mixed standard solutions were prepared containing TAM (0.0347 mg/mL) and DUTA (0.012 mg/mL) in 1:12
ratio. Tablet powder extracted with methanol and appropriately diluted to contain about 0.0347 mg/mL of TAM. In the
scanning range 200-400 nm, five wavelengths (200, 240, 280,
320, 360, 400 nm) were selected in multi-component mode
of spectrophotometer and the conc. of each component of all
six standards were entered in it. The mixed standards were
then scanned followed by samples over the scanning range.
The conc. of samples were directly displayed after due processing. The results are summarized in Table-1.
Reagent and Chemicals Analytically pure Tamsulosin Hydrochloride & Dutasteride
were obtained as gift samples from Intas Pharmaceutical Ltd,
Ahmadabad along with certificate of analysis. Analytical grade
methanol is used procured from RFCL Ltd. New Delhi.

Assay Results of Combined Dosage Form Using Proposed Method
Sr. No. Sample
1
2

Standard
Tablet Sample

Labelled Amount (mg)
% Recovery
TAM DUTA TAM
DUTA
99%
99.5%
——
——
0.4 mg 0.5 mg 0.3954 mg 0.5005 mg

Spectra of Combined Drugs:

Spectra of Dutasteride

Journal of Pharmacy Research

Vol.2.Issue 3 March 2009

508

ISSN: 0974-6943
Pande V.V. etal., Simultaneous estimation of Tamsulosin hydrochloride and Dutasteride in combined dosage form by UV spectroscopy method

Spectra of Tamsulosin Hydrochloride

RESULTS AND DISCUSSION
The spectrophotometric method has been based on exploitation of multi-component mode of double beam spectrophotometer. Methanolic mixed standard and sample solutions
were scanned over 200-400 nm range (with sampling wavelengths 200, 240, 280, 320, 360, 400 nm). The drugs individually and in mixture obey Beer‘s law over conc. Range
0.0347 mg/mL for Tamsulosin and for dutasteride 0.012 mg/
mL at all five sampling wavelengths. The mean recoveries
from tablet by standard addition method were 99.0% and
99.5 %. The method is suitable for simultaneous estimation
of Tamsulosin and dutasteride from tablet dosage form.
CONCLUSION
The proposed spectrophotometric method is accurate, precise and also simple, rapid and economic and may be adopted
for routine simultaneous estimation of Tamsulosin and
dutasteride from tablet dosage form.
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