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CLAIMS

1. A pulmonary administration device, comprising
a spray nozzle unit and
a cartridge containing an aqueous solution comprising from 70 to 400 mg A/mL of a

sulfomethylated polymyxin.

2. The device according to claim 1, wherein the sulfomethylated polym_yxin is

colistimethate sodium.

3. The device according to claim 1 or 2, wherein the concentration of the

sulfomethylated polymyxin ranges. from 80 to 200 mg A/mL.

4, The device according to claim 2 , wherein the concentration of the colistimethate

sodium ranges from 80 to 120 mg A/ml..

5. The device according to claim 2, wherein the concentration of the colistimethate

sodium ranges from 85 to 113 mg A/mL.

6. The device according to claim 2-5, wherein the aqueous solution has a pH from 6

to 8.

7. The device according to claim 2-5, wherein the cartridge has a nominal volume

of 0.5-1.5 mL.
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8. An aqueous solution comprising from 70 to 400 mg A/mL of a sulfomethylated
polymyxin for use in therapeutic or prophylactic treatment of bacterial infection in
the pulmonary system, wherein the composition/solution is for pulmonary

administration.

9. The solution for use according to claim 8, whercin the sulfomethylated

polymyxin is colistimethate sodium.

10. The solution for use according to claim § or 9, wherein the concentration of the

sulfomethylated polymyxin ranges from 90 to 150 mg A/mL.

11. The solution for use according to claim 9, wherein the concentration of the

colistimethate sodium ranges from 90 to 110 mg A/mL.

12. The solution for use according to claim 9, wherein the concentration of the

colistimethate sodium ranges from 90 to 100 mg A/mL.

13. The solution for use according to claim 9, wherein the aqueous solution has a

pH from 6 to 8.

14. The solution for use according to claim 9-13, wherein the cartridge has a

nominal volume of 0.5-1.5 mL.
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15. Use of an aqueous solution comprising from 70 to 400 mg A/mL of a
sulfomethylated polymyxin in the manufacture of a medicament for therapeutic or
prophylactic treatment of bacterial infection in the pulmonary system in a patient in
need thereof, wherein the use comprises. that an inhaler comprising a spray nozzle
unit and a cartridge containing said medicament is to be actuated for pulmonary
administration of the medicament to the patient in the form of droplets having a

mass median aerodynamic diameter of from 4 to 8 um.

16. Use of an aqueous solution comprising from 70 to 400 mg A/mL of a
sulfomethylated polymyxin in the manufacture of a medicament for therapeutic or
prophylactic treatment of bacterial infection in the pulmonary system in a patient in
need thereof, wherein the use comprises that an inhaler comprising a spray nozzle
unit and a cartridge containing said medicament is to be actuated for pulmonary
administration of the medicament to the patient in the form of droplets having a

mass median aerodynamic diameter of from 5.5 to 7.5 pm.

17. The use according to claim 15 or 16, wherein the sulfomethylated polymyxin is

colistimethate sodium.

18. The use according to claim 15 or 16, wherein the spray nozzle unit has orifices

with a diameter of from 1.5 to 2.2 pm.

19. The use according to claim 15 or 16, wherein the patient is infected with a gram

negative bacteria.

20. The use according to claim 17, wherein the aqueous solution comprises from 80

to 120 mg A/mL of colistimethate sodium.

21. The use according to claim 20, wherein the aqueous solution comprises from 85

to 113 mg A/mL of colistimethate sodium.

22. The use according to claim 19, wherein the gram negative bacteria is
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Enterobacter aerogenes, Escherichia coli, Klebsiella pneumonaiae, Pseudomonas

aeruginosa, or a combination thereof.

23. The use according to claim 20, wherein the bacterial infection in the pulmonary

system of the patient is chronic lung disorder.

24. The use according to claim 22, wherein the chronic lung disorder is selected
from among, asthma, cystic fibrosis (CF), non-CF bronchiectasis, a chronic

obstructive pulmonary disease, or a combination thereof.

25. The use according to claim 15, wherein the device is to be stored at a

temperature of 2-8°C when it’s not in use.

26. Use of an aqueous solution comprising from 90 to 100 mg A/mL of
colistimethate sodium in the manufacture of a medicament for therapeutic or
prophylactic treatment of bacterial infection in the pulmonary system of a patient in
need thereof, wherein the use comprises that an inhaler comprising a spray nozzle
unit having an orifice diameter of 1.7-2.0 pm and a cartridge containing the
medicament is to be actuated forpulmonary administration of the medicament to the
patient in the form of droplets having a mass median aerodynamic diameter of from

4 to 8 um with an airflow of 15-20 L/min.



