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Abstract : 

The purpose of validation is to provide documented proof that a process has been developed 

according to the rules and that it is under control. The objective of our work is to analyze 

data from the initial validation and continuous verification of an industrial process for 

manufacturing film-coated tablets. For this, we used several tools such as risk analysis via 

the FMECA method and the Ishikawa or 5M diagram, the development of control charts and 

the process capability study. We applied these analysis techniques on data from 3 consecutive 

validation batches, as stipulated by GMP. For the analysis of the risks relating to the process, 

we took into account the steps of wet granulation, compression and film coating. The analysis 

of the risks relating to the product was limited to the compression and film-coating stages. 

The control cards concerned the following quality attributes: average mass, hardness, 

thickness. 

 

The analysis of the risks relating to the process and the product made it possible to identify 

the critical, major and minor risks and to design the measures to be taken to minimize or 

control them. The data collected from the 3 consecutive batches show that the process 

operated according to the validated parameters systematically provides a compliant product. 

We therefore conclude that the validation is successful. Analysis of the in-process control 

data accumulated for the 3 batches revealed that the control charts relating to the quality 

attributes "average mass" and "thickness" show that the process is stable and all points are 

statistically under control. On the other hand, the control chart relating to the "hardness" 

attribute indicates that the process is not stable at this level since the points are not under 

statistical control. This indicates the presence of special causes of variation and calls for the 

implementation of corrective or preventive actions such as checking the condition of the 

various punches of the tablet press, the operation of the hardness tester or the adjustment of 

the speed of the tablet press, in particular towards the end of the batch. Capability, our results 

show that our process is capable (Cp = 1). 
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