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Claims  

1. A dry powder aerosol composition for inhalation for the treatment of a Pseudomonas 
aeruginosa endobronchial infection in a cystic fibrosis patient, the composition 
comprising from 90 to 130 mg tobramycin or a pharmaceutically acceptable salt thereof 
per dosage, wherein the dry powder aerosol composition is in the form of phospholipid-
based spherical particles with porous structures, at least 50% of which particles have an 
aerodynamic diameter in the range of from 1 µm to 5 µm. 

2. A composition of Claim 1, wherein the particles comprise at least 75% w/w 
tobramycin or a pharmaceutically acceptable salt thereof, 2-25% w/w of a phospholipid, 
and 0-5% w/w of a metal ion. 

3. A composition of Claim 1 or Claim 2, wherein the particles have a bulk density of 
greater than 0.08 g/cm3. 

4. A composition of any one of Claims 1 to 3, wherein the particles comprise at least 
85% w/w tobramycin or a pharmaceutically acceptable salt thereof, 8-18% w/w of a 
phospholipid, and 0-5% w/w of calcium chloride. 

5. A composition of any one of Claims 1 to 4, wherein the particles have a bulk density 
of greater than 0.12 g/cm3. 

6. A composition of any one of Claims 1 to 5, wherein, the particles are prepared by an 
emulsification and spray-drying process. 

7. A composition of any one of Claims 1 to 6, wherein the phospholipid is 1,2-distearoyl-
sn-glycero-3-phosphocholine. 

8. A composition of any one of Claims 1 to 6, wherein the dry powder aerosol 
composition comprises from 100 to 120 mg tobramycin or a pharmaceutically 
acceptable salt thereof per dose. 

9. A composition of any one of Claims 1 to 7, wherein the dry powder aerosol 
composition comprises from 110 to 115 mg tobramycin or a pharmaceutically 
acceptable salt thereof per dose. 

10. A composition of any one of Claims 1 to 7, wherein the dry powder aerosol 
composition comprising from 100 to 120 mg tobramycin or a pharmaceutically 
acceptable salt thereof is divided into two to six unit doses. 

11. A composition of any one of Claims 1 to 7, wherein the dry powder aerosol 
composition comprising from 110 to 115 mg tobramycin or a pharmaceutically 
acceptable salt thereof is divided into four unit doses. 
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12.  A composition of any one of Claims 1 to 11, wherein the dry aerosol powder 
composition is provided with a dry powder inhaler to be administered to the patient 
using said dry powder inhaler. 

13. A dry powder aerosol composition for inhalation for the treatment of a Pseudomonas 
aeruginosa endobronchial infection in a cystic fibrosis patient, the composition 
comprising from 110 to 115 mg tobramycin or a pharmaceutically acceptable salt 
thereof per dose, wherein the dry powder aerosol composition is in the form of 
phospholipid-based spherical particles with porous structures, at least 50% of which 
particles have an aerodynamic diameter in the range of from 1 µm to 5 µm, and wherein 
one dose of the dry aerosol powder composition is divided into four unit doses. 

14. A composition of Claims 13, wherein the particles comprise at least 85% w/w 
tobramycin or a pharmaceutically acceptable salt thereof, 8-18% w/w of a phospholipid, 
and 0-5% w/w of calcium chloride. 

15. A composition of Claim 13 or Claim 14, wherein the particles have a bulk density of 
greater than 0.12 g/cm3. 

16. A composition of any one of Claims 13 to 15, wherein, the particles are prepared by 
an emulsification and spray-drying process. 

17. A composition of any one of Claims 13 to 16, wherein the phospholipid is 1,2-
distearoyl-sn-glycero-3-phosphocholine. 

18. A kit for the treatment of a Pseudomonas aeruginosa endobronchial infection in a 
cystic fibrosis patient, said kit comprising one or more doses of a dry powder aerosol 
composition for inhalation of any one of Claims 1 to 17, together with instructions for the 
administration of one dose of the dry powder aerosol composition for inhalation to the 
endobronchial system of the patient using a dry powder inhalation device one to three 
times a day for a first treatment period of 20 to 36 days. 

19. A kit of Claim 18, wherein the first treatment period is from 26 to 30 days. 

20. A kit of Claim 18 or Claim 19, wherein the first treatment period is followed by a 
second non-treatment period wherein no aminoglycoside antibiotic is administered to 
the endobronchial system of the patient. 

21. A kit of Claim 20, wherein the second non-treatment period is from 20 to 36 days. 

22. A kit of Claim 21, wherein the treatment regime of the first treatment period followed 
by the second non-treatment period is repeated a multiplicity of times. 

23. A kit of any one of the Claims 18 to 22, wherein the kit further comprises a dry 
powder inhaler. 
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24. A kit of Claim 23, wherein the dry aerosol powder composition is disposed within a 
single container within the dry powder inhaler. 

25. A kit of Claim 23, wherein the dry aerosol powder composition is disposed within 
multiple containers within the dry powder inhaler.   

 


