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CLAIMS 

l. A method of dry granulating racecadotril in the 

presence of a diluent and a disintegrant, wherein the 

diluent is lactose monohydrate and wherein the 

disintegrant is a pregelatinized starch having a 

moisture content from 0 to 7%, said method being 

carried out by means of a dry granulation technique 

by operating the compaction step with a compaction 

strength of less than 30 kN and equal to or greater than 

4 kN, and the step of grinding and calibration of the 

slugs/ribbon so as to obtain a granulate in which not 

more than 50% by weight of the product has a particle 

size of less than 90 micron. 

2. The method according to claim 1, comprising the 

following steps: 

a) mixing an amount of racecadotril with the diluent 

and pharmaceutically acceptable excipients obtaining an 

intra-granular mixture; 

b) subjecting the mixture of step a) to a 

compaction according to a slugging technology or roller 

compaction technology, with a compaction strength 

greater than or equal to 4 kN and less than 30 kN, so as 

to obtain a slug/ribbon or a compacted product; 

c) grinding and calibrating the slugs/ribbon of step 

b) so as to obtain a granulate in which not more than 

50% by weight of product has a particle size of less 

than 90 micron; 
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d) adding extra-granular excipients to the granulate 

of step c), thus obtaining the end mixture comprising 

racecadotril. 

3. The method according to any of the claims 1 to 2, 

comprising a further step of encapsulation of the end 

mixture comprising racecadotril in capsules for oral 

administration and release into the gastro-intestinal 

tract. 

4. The method according to any of the claims 2 to 3, 

wherein in step a) the diluent is used in amounts 

ranging between 30% and 50% by weight with respect to 

racecadotril. 

5. The method according to any of the claims 2 to 4, 

wherein the pharmaceutically acceptable excipient is a 

lubricant, a glidant andthe disintegrant, wherein the 

lubricant is preferably contained in the mixture in 

weight amounts ranging between 5% and 10% with respect 

to racecadotril, the glidant is preferably contained in 

the mixture in weight amounts ranging between 0.5% and 

3% with respect to racecadotril, and the disintegrant is 

preferably contained in the mixture in weight amounts 

ranging between 50% and 70% with respect to 

racecadotril. 

6. The method according to claim 5, wherein the 

lubricant is magnesium stearate and the glidant is 

colloidal silica. 

7. The method according to any of the claims 2 to 

6, wherein in step b) the compaction strength to which 
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the end mixture comprising racecadotril is subjected 

ranges between 4 and 20 kN, preferably between 4 and 15 

kN. 

8. The method according to any of the claims 2 to 

7, wherein between 30% and 80% of the granulate has a 

particle size ranging between 90 and 710 micron, and not 

more than 20% by weight of the granulate has a particle 

size equal to or greater than 710 micron. 

9. The method according to any of the claims 2 to 

8, wherein in step d) the extra-granular excipients are 

selected from a lubricant, a diluent, adisintegrant 

and mixtures thereof, wherein the disintegrant is added 

in this step only if it is absent in the intra-granular 

mixture of step a). 

10. The method according to claim 9, wherein the 

disintegrant, where used, is present in weight amounts 

ranging between 50% and 70% with respect to 

racecadotril, said disintegrant being preferably pre- 

gelatinized starch with a low moisture content. 

11. The method according to claim 9 or 10, wherein 

the extragranular lubricant is used in weight amounts 

ranging between 1% and 3% with respect to racecadotril, 

said lubricant being preferably magnesium stearate. 
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