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Rifaximin: existing patents and polymorph α  
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Semi-synthetic product derived from a fermentation 

product (Rifamycin). 

 

Rifaximin shows many polymorphs, most 

of them are covered by Patent (α, β, , 

δ forms…). 
 

Rifaximin is used in the treatment of traveller's 

diarrhoea and hepatic encephalopathy. 

 

Polymorph α is the most active. It cannot 

be absorbed, so its intestinal action is local 

(covered by Alfa-Wasserman patent). 



       Friulchem active ingredient 



FC Rifaximin API is patented 
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Friulchem patented an own polymorph, a pseudo-crystalline solid form, 

derived from Rifamycin O. 

 

Friulchem patent was filled in 2011, in Europe, Mexico, and USA. (PCT/EP2011/058171) 

 

Friulchem patent has been granted in Europe and the USA. 
 

  

Friulchem form is stable at different contents of water (%KF 2.00 - 4.45). 

 

  



FC Rifaximin API quality 
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API is manufactured by Interquim Mexico. 



FC Rifaximin is distinct from patented forms α, β 

and  
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Rifaximina Rif.  2 2   2  2 2   2 
T, K and crystal 

system 

Rifaximine α 1 5.78 6.55 7.29 7.92 8.92 8.47 295,monoclinic 

Rifaximine α 

hemihydrate 
1 5.80 6.50 7.28 7.83 8.74 8.26 295,monoclinic 

Rifaximine δ 

dihydrate 
1 5.64 6.72 7.14 8.00 8.74 8.61 295,monoclinic 

Rifaximine α 

sesquihydrat

e  

1 5.84 6.54 7.31 7.88 8.79 9.29 295,monoclinic 

Rifaximine β 

trihydrate 
1 5.33 6.41 6.93 7.80 8.87 9.28 295,monoclinic 

Rifaximine β 

hydrate 
1 5.39 6.43 7.01 7.83 8.94 9.38 295,monoclinic 

Rifaximine  

tetrahydrate 
2 5.28 6.38 6.91 7.78 8.91 9.30 295,monoclino 

Rifa-

061512 
Friulchem 5.35 6.86 7.86 8.54 9.35 9.63 

298, 
orthorhombic 

X-RAY comparison with Rifaximin α, β and δ  

For samples Rifa-061512 (FC 

Rifaximin) the intense low angle 

peaks (those below 10° 2q), lie near 

5.40, 6.12, 7.48, 8.06 and 8.82°. 

 

FC Rifaximin and α, β and δ-phase 

are distinct crystal phases. 



Are FC Rifaximin and -phase different? 
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X-RAY and 13C comparison with Rifaximin   

X-RAY 

For comparison with Rifaximin  (the most similar form) 

diffraction data were collected under the same 

experimental conditions. 

Rifa-061512 and -phase are distinct crystal phases. To 

support this claim, a further plot is hereafter proposed, 

with the two traces overlaid. Black: sample Rifa-061512; 

Red: -phase.  
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Solid-state 13C-NMR spectra (CP/MAS) were performed 

on two different samples of solid Rifaximin (-form and 

Rifa-061512). 

-form  Rifa-061512 

In "RIFA-06512" sample an additional more crystalline 

polymorph is present, as proved by several additional 

sharper resonances, not detected in rifaximin-gamma. 

Resonances at 25.5ppm, 58.2ppm, 143.0ppm and at 

209.7ppm are particularly diagnostic for such additional 

crystalline form. 



Direct comparison with existing patent 
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Synoptic comparison of the XRD peak positions reported in Patents US 

7,902,206 B2; US 7,915,275 B2 and US 8,835,452 B2 (containing data on 

α, β and  phases; assignee: Alfa Wassermann), with those of sample 

RIFA-061512 (Friulchem). 

“On the basis of the peak positions, I can certify that, despite of the 

occasional similarity of a few values, the RIFA-061512 sample if 

manifestly different from any of the crystal forms reported in Patents 

US 7,902,206 B2; US 7,915,275 B2 and US 8,835,452 B2.” 

Prof. Norberto Maschiocchi  - University of Insubria, Science and High Technology department  



Legal actions against FC-Rifaximin 

Mexico 
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Korea 

CONCLUSION … As observed above, the 

invention in question is not within the 

scope of rights of the inventions of Claims 

1 through 7, Claims 12 through 15, and 

Claims 18 through 20.  

 
Case: Confirmation of Scope of Rights of Patent 

No. 855084 “Polymorphic forms of rifaximin, 

processes for production thereof, and use thereof 

as a medicinal product.” 

 

              … … … … … … 



   Friulchem finished form 



FC-Rifaximin 200 mg and 550 mg film-coated 

tablets for human use 

Friulchem Tablet 
(test drug) 

Originator Tablet 

(reference drug) 

Pharmacokinetic studies were performed on 

50 people over 19 years old. 
 



FC-Rifaximin in FC-Cubes for veterinary 

application 

Friulchem identified a different manufacturing method that allows 

reaching a chewable matrix with all the benefits presented for the drugs 

already on the market, but without the limit connected to production by 

extrusion.  

Due to the high palatability showed in the preliminary tests 

performed, FC-cubes could be used to prepare 

formulations that can include different active 

pharmaceutical ingredients. 

 

The matrix composition developed in Friulchem is 100% 

palatable and able to mask also active components that 

are particularly disliked by the animals. 

Friulchem  

  FC-Cubes 
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