
C h a p t e r  V

CONCLUSIONS

The results of this study can be concluded as follows:

1. To develop the qualitative model for optimal solid ratio between Eudragit® E PO 

and AZD, mixing time and to develop quantitative model on homogeneity state by 

chemometric.

Principal component analysis (PCA) is a reduction method for variation in 

spectral detection, which shows the fundamental for multivariate analysis. The 

loadings identified the key-wavelengths, the score plot confirmed statistical 

differences between the solid ratio of Eudragit@ E PO and AZD, and blending time in 

taste masking process. The optimal solid Eudragit® E PO to azithromycin and 

blending time by using Erweka@ AR400 Universal Lab mixer were 0.4:1 and 20-30 

minutes respectively.

PLS model exhibits a good predictive correlation between calibration and 

validation data set from taste masking process by PMS® MG15T high speed mixer in 

total number of 20 cycles. The a taste-masked AZD blending process monitoring 

was successfully applied by PLS model. This quantitative model was described by 

RMSEC, RMSEP and r values.

2. To apply Process Analytical Technology (PAT) using NIR spectroscopy for process 

monitoring of masking azithromycin powder unpleasant taste, in order to evaluate 

the homogeneity end-point of the final product.

The homogeneity end-point of taste masking process determination shows
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th e  results o f RCA and PLS m ode ls  fo r supporting  this app lica tion . NIR spectroscopy 

is a n on -des tru c tive  to o l. The a t-lin e  m o d e  o f m on ito ring  th e  hom ogen e ity  o f 

m ix tu re  in taste masking process was proved by using NIR spectroscooy. The qua lity  

o f taste masking process was im proved  and verified by m u ltiva ria te  analysis tha t 

have increase th e  re liab ility , the  critica l sam pling m ethods, and su itab le  process 

softw are. PAT using NIR spectroscopy provides a way to  q u a n tify  th e  varia tion o f 

process analysis in a t-line  m ode  fro m  secondary m e th o d  by sta tis tica l va lues o f 

linear regression re la ted  to  th e  prim ary m e th o d  in o ff- lin e  m ode  by %RSD o f drug 

a m o u n t in fina l m ixtu re . เท add itio n  to  th e  d istance values from  d iscrim inant 

analysis w ere  co n firm e d  to  a p p ly  w ith  sam pling eva lua tion  in Erweka ' AR400 

Universal Lab m ixer and PMS? MG15T high speed mixer.
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