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Abstract:

Presence of various brands of similar drug product at different rates creates a question of quality and therapeutic efficacy
in the mind of consumer. The marketing practice to promote the brands also invites the confusion among the patients and
market middleman. The comparative evaluation of quality parameters gives an idea of difference in therapeutic
effectiveness of brands. This study was conducted to understand and analyse the variation in quality parameters of different
brands of Amlodipine tablets available in market. In the present work an inexpensive, easy, mercurial, particular,sensible,
reproducible, and spectroscopic method has been used for the estimation of amlodipine in pure drug and marketed tablet
formulation. Analysis was carried out at 238nm for pure drug amlodipine as well as for amlodipine marketed tablet
formulation. The main purpose of the investigation was to measure that how much percentage of drug present in marketed
tablet formulation for the estimation of amlodipine besylate tablet and amlodipine pure drug using distilled water as a
solvent.
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INTRODUCTION -3

Amlodipine is a potent long-acting, lipophilic third
generation dihydropyridine (DHP) calcium channel
blocking agent (CCB) that exerts its action through
inhibition of calcium influx into vascular smooth
muscle cells and myocardial cells, which result in
decreased peripheral vascular resistance (PVR). The
drug has been widely used to treat high blood
pressure (BP)/HTN, angina and is relatively safe. A
starting dose of 5mg is usually recommended with a
maximum daily dose of 10mg.

Amlodipine besylate is scientifically known as
[RS]-3-ethyl-5 methyl-2-[2-aminoethoxymethyl]-4-
[2- chlorophenyl]-1, 4-dihydro-6-methyl-3, 5-
pyridinedicarboxylate benzene sulphonate. It was
first introduced and prescribed for coronary artery
disease.
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Fig no; 1: Chemical structure of Amlodipine

Amlodipine works by blocking the voltage-
dependent L-type calcium channels, thereby
inhibiting the initial influx of calcium. Thereby intra
cellular calcium level reduces which leads to
decreased vascular smooth muscle contractility,
increased smooth muscle relaxation and resultant
vasodilatation.

For the comparative evaluation of percentage label
claim of different brands of marketed amlodipine
tablets, UV Spectroscopic method of analysis was
used. In the present work, an inexpensive, easy,
mercurial, particular, sensible, reproducible and
spectroscopic method has been used for the
estimation of amlodipine in pure drug and marketed
tablet formulation.

MATERIALS AND METHODS !

AIM OF THE STUDY

To compare the percentage label claim of different
brands of marketed Amlodipine tablet.

REAGENTS REQUIRED

o Different brands of Amlodipine tablets

o Distilled water
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APPARATUS REQUIRED

Standard volumetric flask (100 ml)
Standard volumetric flask (50 ml)
Standard volumetric flask (10 ml)
Measuring cylinder

Beaker

Funnel

Pipette (10 ml)

Pipette (1 ml)

UV Spectrophotometer

SAMPLES

PURE SAMPLE OF AMLODIPINE
BRAND 1: Amlodipine 5mg
BRAND 2: Amlodipine 5mg
BRAND 3: Amlodipine 5mg
BRAND 4: Amlodipine 5mg
BRAND 5: Amlodipine 5mg

INSTRUMENT

UV Spectrophotometer
Model: Smart UV-VIS Double Beam
Spectrophotometer 2203

. Micro controller based Double beam

. Graphite LCD

. Automatic source optimisation, baseline
calibration and cell optimisation

. 200-1100 nm range

o 2.0nm bandwidth

. Single wavelength, multi wavelength, scan
and time scan operating modes

o Printer interface for 80 column D.M.
Printer

. Automatic 5 position sample changer

. Single position sample changer

Fig no;2: Smart UV-VIS Double Beam
Spectrophotometer 2203
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PURE SAMPLE

1mg of pure sample of Amlodipine besylate was transferred into a 100ml standard flask containing small amount of
distilled water and the solution was sonicated for about 5min. Makeup the volume up to 100ml with distilled water.
Filter the above solution and pipette out 1ml and transferred it into a 10ml standard flask and makeup to 10ml
distilled water (I* dilution).

SERIAL DILUTION

Pipette out 0.5ml from the I* dilution and makeup the volume up to 10ml. Pipette out 1ml from the I* dilution and
makeup the volume up to 10ml. Pipette out 1.5ml from the I*tdilution and makeup the volume

up to 10ml. Pipette out 2ml from the I* dilution and makeup the volume up to 10ml. Pipette out 2.5ml from the I*
dilution and makeup the volume up to 10ml.

Five dilutions of 0.5ml, 1ml, 1.5ml, 2ml, and 2.5ml were made from 100ml sample of Amlodipine Besylate
solution.

Fig no;3: Dilution of pure sample and stock volume.
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BRAND 1

Weigh and powder 20 tablets. Weigh a quantity of
powder containing 5mg of amlodipine, add small
amount of distilled water, and shake for 20 minutes
and dilute to 100ml with distilled water. Mix, filter,
pipette out 1ml from the above prepared solution and
transferred into a 10ml standard flask, then makeup

and transferred into a 10ml standard flask, then
makeup the volume up to 10ml with distilled water
and then transfer it 1cm cell at the wavelength of
maximum absorbance at about 238nm, using a
spectrophotometer, using the blank solution.

BRAND 4

the volume up to 10ml with distilled water and then
transfer it 1cm cell at the wavelength of maximum

absorbance at  about  238nm, using a

spectrophotometer, using the blank solution.

BRAND 2

Weigh and powder 20 tablets. Weigh a quantity of
powder containing 5mg of amlodipine, add small
amount of distilled water, and shake for 20 minutes
and dilute to 100ml with distilled water. Mix, filter,
pipette out 1ml from the above prepared solution
and transferred into a 10ml standard flask, then
makeup the volume up to 10ml with distilled water
and then transfer it 1cm cell at the wavelength of
maximum absorbance at about 238nm, using a
spectrophotometer, using the blank solution
BRAND 3

Weigh and powder 20 tablets. Weigh a quantity of
powder containing 5mg of amlodipine, add small
amount of distilled water, and shake for 20 minutes
and dilute to 100ml with distilled water. Mix, filter,
pipette out 1ml from the above prepared solution

RESULTS AND DISCUSSIONS:
PURE SAMPLE:
Values of Pure Sample at 238nm

Weigh and powder 20 tablets. Weigh a quantity of
powder containing 5mg of amlodipine, add small
amount of distilled water, and shake for 20 minutes
and dilute to 100ml with distilled water. Mix, filter,
pipette out 1ml from the above prepared solution
and transferred into a 10ml standard flask, then
makeup the volume up to 10ml with distilled water
and then transfer it 1cm cell at the wavelength of
maximum absorbance at about 238nm, using a
spectrophotometer, using the blank solution.
BRAND 5

Weigh and powder 20 tablets. Weigh a quantity of
powder containing 5mg of amlodipine, add small
amount of distilled water, and shake for 20 minutes
and dilute to 100ml with distilled water. Mix, filter,
pipette out 1ml from the above prepared solution
and transferred into a 10ml standard flask, then
makeup the volume up to 10ml with distilled water
and then transfer it 1cm cell at the wavelength of
maximum absorbance at about 238nm, using a
spectrophotometer, using the blank solution.

CONCENTRATION(mI) SPECIFIC ABSORBANCE(nm)
05 0.170
1 0.230
15 0.300
2.0 0.370
25 0.420

Table no 1 :- Values of Pure Sample At 238nm .
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Fig no 4: Graph plot between concentration and specific absorbance of pure sample

6.1. BRAND1
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Fig no 5: Graph plot between concentration and specific absorbance of brand 1

REPORT
The percentage label claim of the BRAND 1 Amlodipine 5mg Tablet was found to be 95.00 %w/w.
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BRAND 2
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Fig no 6: Graph piot between concentration and specific absorbance of brand 2
REPORT
The percentage label claim of the BRAND 2 Amlodipine 5mg Tablet was found to be 99.00%w/w.
BRAND 3
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Fig no 7: Graph plot between concentration and specific absorbance of brand 3
REPORT

The percentage label claim of the BRAND 3 Amlodipine 5mg Tablet was found to be 98.00%wi/w.
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BRAND 4
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Fig no 8: Graph plot between concentration and specific absorbance of brand 4
REPORT
The percentage label claim of the BRAND 4 Amlodipine 5mg Tablet was found to be 97.00%w/w.
BRAND 5
BRAND 5
0.5
0.4
O 0.3
= o
= 0.2
@)
3 0.1
= )
0
0 5 10 15 20 25 30
CONCENTRATION
Fig no 9: Graph plot between concentration and specific absorbance of brand
REPORT

The percentage label claim of the BRAND 5 Amlodipine 5mg Tablet was found to be 96.00%w/w.
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COMPARISON OF PERCENTAGE LABELLED CLAIM OF DIFFERENT BRANDS OF AMLODIPINE

DIFFERENT BRANDS OF AMLODIPINE TABLET | PERECENTAGE LABELLED CLAIM OF
DIFFERENT BRANDS OF AMLODIPINE
( %wiw)
BRAND 1 95.00 Y6w/w
BRAND 2 99.00%w/w
BRAND 3 98.00%w/w
BRAND 4 97.00%wi/w
BRAND 5 96.00%w/w

Table no 2:- Comparison of percentage labelled claim of different brands of Amlodipine.
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Fig no 10:- Comparison of Label Claim of different brands of Amlodipine
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SUMMARY AND CONCLUSION:

The project work deals with the comparison of the
percentage labelled claim of different brands of the
marked amlodipine tablets, which is used in the
treatment of hypertension.

The different brands of the amlodipine tablet were
collected from different medical stores, hospital and
online pharmacy.

The assay was performed by the procedure mentioned
in the American Journal of Chemistry and
Application.

Reagents used for the study is distilled water. The
absorbance  was measured using uv
Spectrophotometer at the maximum of about 238nm.
After taking the absorbance of all the brands, the
percentage label claim for each tablet was calculated
and then the result were compared to find out which
of the brand had the highest labelled claim.

The study on different brands of marketed
amlodipine tablets was performed and the
conclusion obtained from the studies made that
Brand-2 was found to be having the highest labelled
claim of 99.00%w/w.

By performing the study, we can draw the
percentage labelled claim of the different brands of
the marked amlodipine tablets and can compare the
results obtained of each of the marketed product. By
comparing these results, the product having the
highest labelled claim can be identified and
reported.
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