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Claims 

1. Process for the manufacture of tablets comprising nifedipine in the core and 

candesartan cilexetil in the active coating layer with mean candesartan cilexetil 

content  of 95-105%, characterized in that the candesartan cilexetil active coating 

process is performed until the desired amount of candesartan cilexetil has been 

applied to the tablets as determined by in-line NIR or Raman spectroscopy. 

2. Process for the manufacture of tablets according to claim 1 characterized in that in-

line Raman spectroscopy is utilized using a PhAT probe and SNV preprocessed 

spectra in the spectral region from 1540 cm-1 to 1750 cm-1. 

3. Process for the manufacture of tablets according to any of claims 1 to 2 characterized 

in that the mean candesartan cilexetil content in the active coating layer is 98.5 -

101.5%. 

4. Process for the manufacture of tablets according to any of claims 1 to 3, wherein the 

candesartan cilexetil active coating process for each individual layer of the active 

coating comprises:  

a. providing a defined amount of tablet cores in a coating drum; 

b. pre-warming the tablet cores; 

c. spraying a coating suspension onto a moving tablet bed in the coating drum, 

thereby producing coated tablets; 

d. optionally further drying, polishing and/or cooling the coated tablets. 

5. Process for the manufacture of tablets according to any of claim 4 characterized in 

that the inter-tablet variability of the candesartan cilexetil content  is less than 5%, 

characterized in that the spraying step is performed substantially continuously over at 

least 3 hours and optionally over the two-fold, preferably the 1.5-fold, preferably the 

1.4-fold, more preferably the 1.2-fold, most preferably the 1.1-fold of that time as a 

maximum spraying time. 

6. Process for the manufacture of tablets according to claim 5, characterized in that the 

inter-tablet variability of the candesartan cilexetil content  is less than 5%, 

characterized in that the spraying step is performed substantially continuously over at 

least 3 hours and optionally over  two-fold of that time as a maximum spraying time. 

7. Process for the manufacture of tablets according to any of claims 4 to 6 characterized 

in that the spraying process is performed using at least 4 spray nozzles. 
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8. Process for the manufacture of tablets according to any of claims 4 to 7 characterized 

in that the peripheral speed of the coating drum exceeds 0.3 m/s. 

9. Process for the manufacture of tablets according to any of claims 4 to 8 characterized 

in that the spraying step of the candesartan cilexetil active coating process is 

performed at a drum load of 60 to 90%. 

10. Process for the manufacture of tablets according to any of claims 4 to 9, wherein in 

step (b) the tablet cores are pre-warmed until the coated tablets or exhaust air has 

reached at least 40°C as defined minimal temperatur e.   

11. Process for the manufacture of tablets according to any of claims 4 to 10, wherein in 

step (d) the coated tablets are dried, polished, and/or cooled until the coated tablets or 

exhaust air has reached 35°C as defined maximal tem perature.  

12. Process for the manufacture of tablets according to any of claims 5 to 11, wherein the 

spraying step is performed substantially continuously over at least 6 hours.  

13. Use of in-line Raman spectroscopy to determine the endpoint of the coating process 

according to any one of claims 1 to 12 characterized in that the endpoint is 

determined by in-line Raman spectroscopy using a PhAT probe and SNV 

preprocessed spectra in the spectral region from 1540 cm-1 to 1750 cm-1. 

 


