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CLAIMS:

l. A low dose pharmaceutical composition comprising deferasirox or a pharmaceutically
acceptable derivative thereof and one or more pharmaceutically acceptable excipients.

2. The low dose phanmacentical composition according to claim 1, wherein the pharmace
acceptable derivative of deferasirox is a salt, solvate, complex, hydrate, isomer, ester, Jutomer,
anhydrate, enantiomer, polymorph or prodrug.

3. A low dose pharmaceutical composition according to claim 1 or 2, wherein a
pharmaceutical composition comprises from about 50 mg to about 100 mg of defer:
150 mg to about 200 mg of deferasirox or from about 260 mg to about 350 mg of

4. A low dose pharmaceutical composition according to any precegfng claim for use in
providing a patient with a daily dose of from about 1 mg/kg to less than #bout 30 mg/kg of body
weight, optionally from about 2 mg/kg to less than about 20 mg/kg of bofly weight or from about 3
mg/kg to about 10 mg/kg of body weight, or from about 3 mg/kg to lessghan about 30 mg/kg of body
weight, or from about 5 mg/kg to less than about 20 mg/kg of body wfight or from about 3 mg/kg to
about 15 mg/kg of body weight.

any preceding claim, wherein the
les have an average particle size of
, optionally greater than about 1 um but

5. A low dose pharmaceutical composition according t
deferasirox is in the form of particles, and wherein the pa
greater than about 1 gm but less than or equal to about 30 g
less than or equal to about § yum.

6. A low dose pharmaceutical composition acgfrding to any preceding claim, wherein said
pharmaceutical composition is for oral administratioyf!

7. A low dose pharmaceutical compositiogfaccording to claim 6, wherein said pharmaceutical
composition is in the form of a tablet.

8. A low dose pharmaceutical corgfosition according to claim 7, wherein the tablet is a
dispersible tablet.

9. A low dose pharmaceuticg)/ composition according to any preceding claim, wherein the
excipients comprise a surface stabjfizer.

10. A low dose pharmaceyfical composition according to claim 9, wherein the surface stabilizer is
an amphoteric, non-ionic, cgffonic or anionic surfactant or combinations thereof.

aceutical composition according to any preceding claim, wherein the
scosity enhancing agent.

11. A low dose p
excipients comprise a

12. A low dgfe pharmmaceutical composition according to any preceding claim, wherein the
excipients compfise one or more of the following: a solubilizer, an anticaking agent, a buffer, a
polymer, a swyfctener, solvents, co-solvents, a vehicle, a carrier, an adsorbent, a channeling agent, an
opacifier, a #lluent, a filler, a glidant, an anti-adherent, a binder, a disintegrant and a lubricant.

low dose pharmaceutical composition according to any preceding claim, further comprising
one additional active ingredient selected from deferiprone, desferrioxamine, leukotriene,
propfnecid, indomethacin, penicillin G, ritonavir, indinavir, saquinavir, furosemide, methotrexate,
inpyrazone, interferon, ribavirin, viramidine, valopicitabine, aromatase inhibitor, antiestrogen,
ti-androgen, gonadorelin agonist, topoisomerase 1 inhibitor, topoisomerase II inhibitor, microtubule
active agent, alkylating agent, anti-neoplastic, anti-metabolite, platin compound, anti-angiogenic
compound, cyclooxygenase inhibitor, bisphosphonate, heparanase inhibitor, telomerase inhibitor,
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protease inhibitor, matrix metalloproteinase inhibitor, protcasome inhibitor, somatostatin receptor
antagenist, anti-lenkemic compound, ribonucleotide reductase inhibitor, Sadenosylmethionine
decarboxylase inhibitor; ACE inhibitor, antibiotics such as gentamicin, amikacin, tobramyci
ciprofloxacin, levofloxacin, ceftazidime, cefepime, cefpirome, piperacillin, ticarcillin, meropengfh,
imipenem, polymyxin B, colistin and aztreonam; cyclosporin A, cyclosporin G, rapamycing//and
combinations thereof.

14. A low dose pharmaceutical composition according to any preceding claim fgf use as a
medicament.

15, A low dose pharmaceutical composition according to claim 14 for use in tregfing chronic iron
overload.

16. A low dose pharmaceutical composition according to claim 14 fgf use in treating lead
toxicity.

17. A low dose pharmaceutical composition according to claim 16/wherein the pharmaceutical

composition comprises deferasirox and deferiprone for use in treating [gfad toxicity.

18. The use of an effective amount of a low dose pharmaceyfcal composition according to any
one of claims 1 to 13 in the manufacture of a medicament for thegreatment of chronic iron overload.

19. The use of an effective amount of a low dose phargflaceutical composition according to any
one of claims 1 to 13 in the manufacture of a medicament §fr the treatment of lead toxicity.

20. The use of a low dose pharmaceutical compogffion comprising deferasirox and deferiprone in
the manufacture of a medicament for the treatment offlead toxicity.

21. A process for preparing a low dose phaghaceutical composition according to any of claims 1
to 13, which process comprises

dissolving or adsorbing or blendin# deferasirox and at least one excipient to produce a
dispersion of deferasirox; and

processing the dispersion to progfice a desired dosage form.
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CLAIMS:

1. A low dose pharmaceutical composition for oralmaistration to a patient
comprising deferasirox or a pharmaceutically acapt derivative thereof and one or more
pharmaceutically acceptable excipients, which caitjom is in a unit dosage form that
enables the patient to be provided with from 0.Ykgdodyweight to less than 20 mg/kg
bodyweight of deferasirox.

2. The low dose pharmaceutical composition accgrdio claim 1, wherein the
pharmaceutically acceptable derivative of defeoasis a salt, solvate, complex, hydrate,

isomer, ester, tautomer, anhydrate, enantiomeynpariph or prodrug.

3. A low dose pharmaceutical composition accordmglaim 1 or 2, wherein a unit
dose of the pharmaceutical composition comprises f60 mg to 100 mg of deferasirox,

from 150 mg to 200 mg of deferasirox or from 260 tm@50 mg of deferasirox.

4, A low dose pharmaceutical composition accordmgny preceding claim for use in

providing a patient with a daily dose of from 2 kmto less than 20 mg/kg of body weight
or from 3 mg/kg to 10 mg/kg of body weight, or frédmg/kg to less than 30 mg/kg of body
weight, or from 5 mg/kg to less than 20 mg/kg oflypaveight or from 3 mg/kg to 15 mg/kg

of body weight.

5. A low dose pharmaceutical composition accordm@ny preceding claim, wherein
the deferasirox is in the form of particles, andevdin the particles have an average particle
size of greater than 1 um but less than or equ@lpton, optionally greater than 1 um but less

than or equal to 8 um.

6. A low dose pharmaceutical composition accordiiag claim 5, wherein said

pharmaceutical composition is in the form of a¢#abl

7. A low dose pharmaceutical composition accordonglaim 6, wherein the tablet is a
dispersible tablet or a film-coated tablet.
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8. A low dose pharmaceutical composition accordm@ny preceding claim, wherein

the excipients comprise a surface stabilizer.

9. A low dose pharmaceutical composition accordimglaim 8, wherein the surface

stabilizer is an amphoteric, non-ionic, cationi@aronic surfactant or combinations thereof.

10. A low dose pharmaceutical composition accordmgny preceding claim, wherein
the excipients comprise a viscosity enhancing agent

11. A low dose pharmaceutical composition accordm@ny preceding claim, wherein

the excipients comprise one or more of the follavia solubilizer, an anticaking agent, a
buffer, a polymer, a sweetener, solvents, co-séévem vehicle, a carrier, an adsorbent, a
channeling agent, an opacifier, a diluent, a fille@rglidant, an anti-adherent, a binder, a

disintegrant and a lubricant.

12. A low dose pharmaceutical composition accarditm any preceding claim,
comprising: sodium docusate, hydroxypropylmethyldese, sodium lauryl sulphate,
monohydrated lactose, crospovidone, sodium chlpsdeified microcrystalline cellulose,

silica, magnesium stearate and water.

13.  Alow dose pharmaceutical composition accordingny preceding claim for use as a

medicament.

14. A low dose pharmaceutical composition accordangny preceding claim for use in

treating chronic iron overload.

15.  The use of an effective amount of a low dosarplaceutical composition according
to any one of claims 1 to 14 to a subject in n&eddof.

16 A process for preparing a low dose pharmacdutmaposition according to any of
claims 1 to 14, which process comprises
(a) dissolving or adsorbing or blending the defeox or pharmaceutically acceptable

derivative thereof in an amount that enables theepiato be provided with from about 0.1
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mg/kg bodyweight to less than about 20 mg/kg bodgiateof deferasirox, and at least one

excipient; and

17.

18.

(b) processing the resulting mixture to produckesired dosage form.

A process according to claim 16, comprising

(a) solubilizing docusate sodium, hydroxypropylmethilldese, sodium lauryl
sulphate and lactose in water; dispersing the dsi®rx in the solution thus
obtained to produce a dispersion of deferasirox;

(b) nanomilling the dispersion and spraying it onto wdrhted lactose and
crospovidone mixture to form granules;

(c) blending the resulting granules with sodium chleyig¢grospovidone, silicified
microcrystalline cellulose and magnesium steaeatid;

(d) compressing the resulting blend into tablets.

A process according to claim 16, comprising

(a) mixing the deferasirox with sodium lauryl sulphateydrated lactose and
copovidone to produce a blend;

(b) hot melt extruding the blend and sizing the extsuieform granules;

(c) blending the resulting granules with sodium chleyig¢grospovidone, silicified
microcrystalline cellulose and magnesium steaeatid;

(d) compressing the resulting blend into tablets.




