A stability indicating RP-HPLC method development and validation for the estimation of combined tablet formulation of
Amlodipine&Candesartan.
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RESULTS AND DISCUSSION

Chromatographic Conditions:

Binary Gradient System HPLC on a Grace C18 (250mm x
4.61D, Particle size: 5 micron) Software was HPLC
Workstation utilizing a mobile phase consisting a Methanol:
P. Buffer (pH-3, Adjusted with 0.1% OPA) 80:20 % v/v at a
flow rate of 0.8ml/min with UV-3000-M at 244nm.

METHOD VALIDATION:

The developed Method was validated for linearity,
precision, accuracy, ruggedness and is applied for forced
degradation studies as per the ICH guidelines. [°-10]
Linearity:

Correlation coefficient was found to be 0.999&0.999 for
Amlodipine & Candesartan respectively.

Limit of Detection (LOD) and Limit of Quantification

(LOQ):
As per references procedure mentioned LOD and LOQ was
calculated.

Precision:

The % RSD of Amlodipine and Candesartan was found to be
0.97 and 0.67 correspondingly.

Intermediate Precision:

The mean % RSD of Amlodipine and Candesartan with
10pg/ml and 16pg/ml was found to be 0.54 and 0.60
correspondingly

Accuracy:

The % mean recovery of Amlodipine (98.93-99%) &
Candesartan (99.75-99.87%) at each level was within the
limit.

Ruggedness:

The % RSD of ruggedness for Amlodipine was 0.79 with
column-1 and 1.0 with column-2 and the % RSD of
ruggedness for Candesartan was 0.34 with column-1 and
0.38with column-2, which is within acceptance limits.
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the same retention time when blank, zero and stressed
blank samples analyzed and confirming the formation of no
degradation product. [°-10,14]

Wet heat degradation

When stressed sample was analyzed, there were two
additional peaks at the retention time 2.492 min.&
5.88min.The peak area of Amlodipine and Candesartan in
stressed condition with that of the zero time samples gave
2.85% &1.2%degradation respectively.

Dry heat degradation
Comparison between the peak areas of stressed sample of

1.

2.

7.

Amlodipine and Candesartan with that of zero time sample .

showed no difference, indicating that there was no
degradation. It is observed that wet heat degradation gives
the 2.85% for Amlodipine &1.2%for Candesartan where as
no degradation in dry heat degradation.

CONCLUSION

A simple, precise, accurate, robust & cost-effective method
was developed for the routine analysis. The method was
successfully validated in terms of linearity, precision,
accuracy as per ICH guidelines. The method provides a
linear response across a wide range of concentrations.
Present method is giving the future scope for researchers
that to identified degradation to develop method for
impurity profiling. Hence it can be concluded that the
proposed method was a good approach for obtaining
reliable results & found to be suitable for the routine
analysis and quality control and percentage degradation of
pharmaceutical preparations containing these drugs either
individually or in combination.
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Fig 1: Representative Chromatogram of Acid Degradation of Amlodipine and Candesartan
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