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ABSTRACT 

Second order derivative spectroscopy method was developed and validated for the simultaneous estimation of Diclofenac sodium (DFS) and 
Serratiopeptidase (SPD) in bulk and tablet dosage form. Accurate and Précised UV Spectrophotometric method with good sensitivity has been 
developed for simultaneous estimation of DFS and SPD. The method employs Second order derivative based on the measurement of absorbance 
of DFS at ZCP 264.20 nm and SPD at ZCP 295.20 nm. The calibration curve was linear in a concentration range of 5-30 μg/ml for DFS and 25-
150 μg/ml for SPD. The developed method was validated as per ICH guideline, for its accuracy, precision, LOD, LOQ and the results were found 
to be satisfactory, thus the method is specific, rapid and simple with good sensitivity for estimation of DFS and SPD in marketed dosage form. 

Keywords: Diclofenac sodium, Serratiopeptidase, Second order derivative method, Validation 

 

Article Info: Received 14 May 2019;     Review Completed 25 June 2019;     Accepted 30 June 2019;     Available online 15 July 2019 

Cite this article as: 

Parmar K, Patel P, Parate P, Patel J, Development and Validation of Analytical Method for Simultaneous Estimation of 
Diclofenac Sodium and Serratiopeptidase in Bulk and Tablet Dosage Form, Journal of Drug Delivery and Therapeutics. 
2019; 9(4):395-405   http://dx.doi.org/10.22270/jddt.v9i4.3076                                                         

*Address for Correspondence:   

Parmar Kinjal, Department of Pharmaceutical Chemistry, Parul Institute of Pharmacy and Research, Parul University, Vadodara, Gujarat,  India - 
391760 

 

 

INTRODUCTION: 

Diclofenac Sodium belongs to the class of Non-steroidal Anti-
inflammatory Agents (NSAIAs) whereas Serratiopeptidase 
belongs to Proteolytic enzyme (protease). Diclofenac Sodium 
also has Antipyretic and Analgesic action. It is primarily 
available as the sodium salt. Serratiopeptidase (Serratia E-15 
protease, also known as serralysin, serratiapeptase, serratia 
peptidase, serratio peptidase, or serrapeptidase) is a 
proteolytic enzyme (protease) produced by enterobacterium 
Serratia sp. E-15. The structures of Diclofenac Sodium and 
Serratiopeptidase are shown in figure1.1    

Analytical method development and validation play an 
important role in the drug discovery, development, and 
manufacture of pharmaceuticals. The official test methods 
that result from analytical method development are used by 
quality control laboratories to ensure the identity, purity, 
potency, and performance of drug products and to ensure 
compliance with quality and safety standards. 1 

 

 

 

Figure: 1 Structure of Diclofenac Sodium and 
Serratiopeptidase 

http://jddtonline.info/
http://dx.doi.org/10.22270/jddt.v9i4.3076
Administrator
Typewritten Text
For Full Article Click Here

http://jddtonline.info/index.php/jddt/article/view/3076/2416



