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What is Claimed: 

1.  An amorphous 4-Methy1-3-[[4-(3-pyridiny1)-2-pyrimidinyl]aminokN-[5-(4-methyl-1H-

imidazol-1-y1)-3-(trifluoromethyl)phenyll benzamide or a pharmaceutically acceptable salt 

thereof. 

2.  A dosage form comprising amorphous 4-Methyl-3-[[4-(3-pyridiny1)-2-pyrimidiny 	inoFN- 

[5-(4-methy1-1H-imidazol-1-y1)-3-(trifluoromethyl)phenyl] benzamide or a 

pharmaceutically acceptable salt thereof. 

3.  A dosage form of claim 2 comprising 4-Methyl-3-[[4-(3-pyridinyl)-2-p 	imidinyl]amino]-N- 

[544-methyl-I H-imidazol-1-y1)-3-(trifluoromethyl)phenyl] benzamile or a 

pharmaceutically acceptable salt thereof and at least one orgaric acid. 

4.  A dosage form of claim 2 or 3 comprising 4-Methyl -3-[, (3-pyridiny1)-2- 

pyrimidinyl]aminoFN45-(4-methyl-1H-imidazol-1-y1)- i(trifluoromethyl)phenyl] benzamide 2 

or a pharmaceutically acceptable salt thereof and 	t least one organic acid, having a 

fasted state bioavailability that exceeds 130% ofla hard-gelatin capsule comprising 4- 

Methy1-3-114-(3-pyridiny1)-2-pyrimidinynamino -N-[5-(4-methy1-1H-imidazol-1-y1)-3- 

(trifluoromethyl)phenyll benzamide. 

5.  A dosage form of any one of claim 	i to 4 comprising 4-Methy1-34[4-(3-pyridiny1)-2-

pyrimidinyl]aminopN-[5-(4-methi-lH-imidazol-1-y1)-3-(trifluoromethyl)phenyl] benzamide 

or a pharmaceutically acceptable salt thereof and at least one organic acid, having a 

fed/fasted ratio of 0.8-1.5 for AUC and/or Cmax. 

6.  The dosage form of a 	one of claims 3 to 5, wherein said at least one organic acid is 

selected from aceti , acid, propionic acid, octanoic acid, decanoic acid, dodecanoic acid, 

glycolic acid, lacttacid, fumaric acid, succinic acid, adipic acid, pimelic acid, suberic 

acid, azelaic a‘d, malic acid, tartaric acid, citric acid, glutamic acid, aspartic acid, maleic 

hydro 	maleic hydro 	maleic acid, methylmaleic acid, cyclohexanecarboxylic acid, 

adamant necarboxylic acid, benzoic acid, salicylic acid, 4-aminosalicylic acid, phthalic 

acid, 	(enylacetic acid, mandelic acid, cinnamic acid, methane- or ethane-sulfonic acid, 

2-h droxyethanesulfonic acid, ethane-1,2-disulfonic acid, benzenesulfonic acid and 

a corbic acid. 
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7. The dosage form of claims 3, 5, or 6, wherein the organic acid is citric acid. 

8. The dosage form of claims 3, 5, or 6, wherein the organic acid is lactic acid. 

9. The dosage form of claims 3, 5, or 6, wherein the organic acid is acetic acid. 

10. The dosage form of any one of claims 3 to 9 further comprising a surfactant o an 

anionic polymer. 

11. The dosage form of claims 10, wherein the surfactant or the anionic poly 	er is 

CYP3A4 or Pg-P inhibitor. 

12. The dosage form of claim 10 or 11, wherein the surfactant is Polox mer 407 and/or 

Vitamin E TPGS. 

13. The dosage form of claim 10 or 11, wherein the polymer is Eu ragid L100-55. 

14. The dosage form of any one of claims 1 to 13, wherein the dosage form has water 

content of less than 10% w/w, preferably less than 5% w/w, particularly les than 2 % w/w. 

15. The dosage form of any one of claims 1 to 14 further Comprising excipients for 

solidifying the dosage form. 

16. The dosage form of any one of claims 1 to 15 	erein the dosage form is solid. 

17. The dosage form of claims 16, wherein the d sage form is a tablet. 

18. The dosage form of claims 16, wherein

/

ttIBC dosage form is a capsule. 

19. A method for preparing amorphous 4-Met y1-34[4-(3-pyridiny1)-2-pyrimidinyl]amino]-N45- 

(4-methyl-1H-imidazol-1-y1)-3-(trifluoron‘thyl)phenyl] benzamide or a pharmaceutically 

acceptable salt thereof, comprising t e step of adding at least one organic acid. 

20. A method for preparing a dosag 	form comprising amorphous 4-Methyl-3-[[4-(3- 

pyridiny1)-2-pyrimidinyl]amino12 	-[5-(4-methyl-1H-imidazol-1-y1)-3-(trifluoromethyl)phenyl] 

benzamide or a pharmaceutiLlly acceptable salt thereof and at least one organic acid, 

comprising the step of mel(extruding 4-Methyl-3-[[4-(3-pyridinyI)-2-pyrimidinyl]amino]-N-

[5-(4-methyl-1H-imidazo(1-y1)-3-(trifluoromethyl)phenyl] benzamide or a 

pharmaceutically acciptable salt thereof and the at least one organic acid. 

21. A method of clair y20, wherein 4-Methyl-3-[[4-(3-pyridiny1)-2-pyrimidinyl]amino]-N45-(4- 

methyl-1H-imidao1-1-y1)-3-(trifluoromethyl)phenyl] benzamide or a pharmaceutically 
/ 

acceptable salt thereof and at least one organic acid are mixed and melt extruded 

together. 
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22. A method of preparing a dosage form comprising 4-Methyl-34[4-(3-pyridiny1)-2-

pyrimidinydaminokN145-(4-methyl-1H-imidazol-1-y1)-3-(trifluoromethyl)phenyl] benzamide 

or a pharmaceutically acceptable salt thereof and at least one organic acid comprising 

the step of spray drying at least partly dissolved of 4-Methyl-3-1[4-(3-pyridiny1)-2- 

pyrimidinyl]amino]-N45-(4-methyl-1H-imidazol-1-y1)-3-(trifluoromethyl)phenyl] benza 	ide 

or a pharmaceutically acceptable salt thereof and adding the at least one organic 	cid. 

23. The method of claim 22, wherein the 4-Methyl-3-R4-(3-pyridinyI)-2-pyrimidinyl] 	noi-N-

[5-(4-methyl-1H-imidazol-1-y1)-3-(trifluoromethyl)phenyl] benzamide or a 

pharmaceutically acceptable salt thereof and the at least one organic acid together are in 

a solution or suspension for spray drying. 

24. The method of any one of claims 20 to 23 further comprising a step 	f adding a 

surfactant or an anionic polymer. 

25. The method of claim 24, wherein the surfactant or the anionic) olymer is CYP3A4 or Pg- 

P inhibitor. 

26. The method of claim 24 or 25, wherein the surfactant is Poloxamer 407 and/or Vitamin E 

TPGS. 

27. The method of claim 24 or 25, wherein the polym r is Eudragid L100-55. 

28. The method of any one of claims 20 to 27 corn rising a further step of obtaining a solid 

dosage form. 

29. The method of claim 28, wherein the sod  * 	dosage form is a tablet or a capsule. 

i

„ 

30. Use of organic acid for increasing of 	ioavailability of nilotinib. 

31. Use of organic acid for supressin 	the food effect associated with pharmaceutical 

composition comprising nilotinib or a pharmaceutically acceptable salt thereof. 

32. A dosage form of any one o claims 1 to 20 for use as a medicine. 

33. The dosage form of clai 	32, wherein the medicine is stored under refrigeration at 2 to 

8°C. 
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Claims 

1.  A dosage form comprising amorphous 4-Methy1-34[4-(3-pyridiny1)-2-pyrimidinyl]amino]-N45-(4-
methyl-1H-imidazol-1-y1)-3-(trifluoromethyl)phenyl] benzamide or a pharmaceutically acceptable salt 
thereof, having a fed/fasted ratio of 0.8-1.5 for AUC and/or Cmax. 

2.  A dosage form of claim 1 which has a fasted state bioavailability that exceeds 130% of a hard-gelatin 
capsule comprising 4-Methy1-3-1[4-(3-pyridiny1)-2-pyrimidinyl]amino]-N45-(4-methyl-1H-imidazol-111)- 
3-(trifluoromethyl)phenyll benzamide. 

3.  The dosage form of any one of claims 1 or 2, wherein said at least one organic acid is selected from 
acetic acid, propionic acid, octanoic acid, decanoic acid, dodecanoic acid, glycolic acid, lactic acid, 
fumaric acid, succinic acid, adipic acid, pimelic acid, suberic acid, azelaic acid, malic acid, tartaric 
acid, citric acid, glutamic acid, aspartic acid, maleic acid, hydroxylmaleic acid, methylmaleic acid, 
cyclohexanecarboxylic acid, adamantanecarboxylic acid, benzoic acid, salicylic acid, 4-aminosalicylic 
acid, phthalic acid, phenylacetic acid, mandelic acid, cinnamic acid, methane- or ethane-sulfonic acid, 
2-hydroxyethanesulfonic acid, ethane-1,2-disulfonic acid, benzenesulfonic acid and ascorbic acid. 

4.  The dosage form of claims 3, wherein the organic acid is citric acid. 

5.  The dosage form of claims 3, wherein the organic acid is lactic acid. 

6.  The dosage form of claims 3, wherein the organic acid is acetic acid. 

7.  The dosage form of any one of claims 1 to 6 further comprising a surfactant or an anionic polymer. 

8.  The dosage form of claims 7, wherein the surfactant or the anionic polymer is a CYP3A4 or Pg-P 
inhibitor. 

9.  The dosage form of claim 7 or 8, wherein the surfactant is Poloxamer 407 and/or Vitamin E TPGS. 

10.  The dosage form of claim 7 or 8, wherein the polymer is Eudragit L100-55. 

11.  The dosage form of any one of claims 1 to 10, wherein the dosage form has water content of less 
than 10% w/w, preferably less than 5% w/w, particularly less than 2 % w/w. 

12.  The dosage form of any one of claims 1 to 11 further comprising excipients for solidifying the dosage 
form. 

13.  The dosage form of any one of claims 1 to 12, wherein the dosage form is solid. 

14.  The dosage form of claims 13, wherein the dosage form is a tablet. 

15.  The dosage form of claims 13, wherein the dosage form is a capsule. 

16.  A method for preparing a dosage form comprising amorphous 4-Methy1-3-[[4-(3-pyridiny1)-2-
pyrimidinylJamino]-N45-(4-methyl-1H-imidazol-1-y1)-3-(trifluoromethyl)phenyl] benzamide or a 
pharmaceutically acceptable salt thereof and at least one organic acid, comprising the step of melt 
extruding 4-Methy1-34[4-(3-pyridiny1)-2-pyrimidinyl]aminokN-[5-(4-methyl-1H-imidazol-1-y1)-3- 
(trifluoromethyl)phenyllbenzamide or a pharmaceutically acceptable salt thereof and the at least one 
organic acid, said dosage has a fed/fasted ratio of 0.8-1.5 for AUC and/or Cmax. 
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17.  A method of claim 16, wherein 4-MethyI-3-[[4-(3-pyridinyI)-2-pyrimidinyl]amino]-N-[5-(4-methyl-1H-
imidazoI-1-yl)-3-(trifIuoromethyl)phenyI] benzamide or a pharmaceutically acceptable salt thereof and 
at least one organic acid are mixed and melt extruded together. 

18.  The method of any one of claims 16 or 17 further comprising a step of adding a surfactant or an 
anionic polymer. 

19.  The method of claim 18, wherein the surfactant or the anionic polymer is a CYP3A4 or Pg-P inhibitor. 

20.  The method of claim 18 or 19, wherein the surfactant is Poloxamer 407 and/or Vitamin E TPGS. 

21.  The method of claim 18 or 19, wherein the polymer is Eudragit L100-55. 

22.  The method of any one of claims 16 to 21 comprising a further step of obtaining a solid dosage form. 

23.  The method of claim 22, wherein the solid dosage form is a tablet or a capsule. 

24.  The use of the dosage form of any one of claims 1 to 15 as a medicine. 

25.  The use of claim 24, wherein the medicine is stored under refrigeration at 2 to 8°C. 
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