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)    Author stated the methods were validated as per ICH, but the method validation is 

missing many parameters 

1)    Specificity of method 

2)    Forced degradation of method 

3)    Solution stability 

4)    Mobile phase stability 

5)    Ruggedness study ( on different day, different system and different 

analyst) 

6)    Filter study 

7)    Robust ness (wrt to Flow , temperatue, mobile phase compositions and 

sample preparation parameters) 

  

2)    As per ICH guidance all the assay quantification methbods are stability indicating, but 

the developed HPTLC and Spectrophotometric techneques are not stability indicating. 

3)    Accuracy is proved at 100% concentration only, but as per ICH it should cover 

minimum at 80% and maximum 120% 

4)    Range of the experiments is also not established. 

5)    The manuscript is missing the development part of these 3 methods 

Overall the study is not upto the mark and manuscript can be accepted after addressing the 
above comment 
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