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WHAT IS CLAIMED IS:

A solid Form I of the compound of formula (I):

E iOH
~N

N

2. The solid Form I of claim 1, Wich is characterized by an X-ray powder diffraction

pattern (XPRD) comprising at least thre§approximate peak positions (degrees 2 0+ 0.2)
when measured using Cu K, radiation, selefed from the group consisting of

93,11.7,12.1,12.4,14.5,15.9,16.3,16.6, 1R8, 19.4, 21.5,22.3,22.8, 23.8, 24.5, 25.7,
28.1,28.4,30.3, and 33.4, when the XPRD is co

0.

cted from about 5 to about 38 degrees 2

3. The solid Form I of claim 1, which is characterizeq{by an X-ray powder diffraction
pattern (XPRD) comprising at least three approximate peak Ngsitions (degrees 2 0 £ 0.2)
when measured using Cu K, radiation, selected from the group€Npnsisting of 9.3, 16.6,
18.5,19.4, 21.5, and 25.7, when the XPRD is collected from abou¥g to about 38 degrees 2

0.

4. The solid Form I of claim 3, characterized by an X-ray powder difNaction pattern,as

measured using Cu K, radiation, substantially similar to Figure 1.
5. The solid Form I of claim 4, further characterized by an endothermic peak

an onset temperature at about 318°C as measured by differential scanning calorimetry

which the temperature is scanned at about 10°C per minute.
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6. A method for preparing crystal Form I of the compound of formula (I) according to

laim 1 comprising suspending a solid material of the free base in a solvent system

prising an alcohol and an ether and isolating the solid.
hydrochloric acid salt of the compound of formula (I):

T

N™ N

.

8. The hydrochloric acid salt of cla 7, wherein said salt is Form II solid form.

9. The hydrochloric acid salt of claim & wherein said Form II solid form is
characterized by an X-ray powder diffraction J\tern (XPRD) comprising at least three

n measured using Cu K, radiation,
selected from the group consisting of 6.7, 9.2, 16.7, 8.6, 19.5, 20.5, 25.6, and 27.5, when
the XPRD is collected from about 5 to about 38 degree!

approximate peak positions (degrees 2 0+ 0.2)

10. The hydrochloric acid salt of claim 8, wherein said F 1T solid form is

characterized by an X-ray powder diffraction pattern,as measur®qusing Cu K, radiation,

substantially similar to Figure 4.

11. The hydrochloric acid salt of claim 9, wherein said Form II solid
characterized by an endothermic peak having an onset temperature at about
measured by differential scanning calorimetry in which the temperature is sc

10°C per minute.

12. A method for preparing solid Form II of the hydrochloride salt of the compou

- formula (I) according to claim 8 comprising suspending a free base of the 6-
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fluorobenzimidazolyl urea compound in an acidic solvent mixture comprising one or more

thereal solvents and water.

An amorphous Form III of the 6-fluorobenzimidazolyl urea compound of formula I:

hoe

NN

@.

14. The amorphous Form III of tg fluorobenzimidazolyl urea compound according to

claim 13, which is characterized by an Agray powder diffraction pattern (XPRD) using Cu
K, radiation, characterized by a broad halONgith no discernable diffraction peak.

15. A method for preparing amorphous FornNII of the 6-fluorobenzimidazolyl urea
compoundaccording to claim 13 comprising lyophiNging,spray drying, drum drying, or

pulse conversion drying a solution of the 6-fluorobe:

16.  An amorphous Form IV of the mesylate salt of the

compound of formula I:

N” N

D.
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17.  The amorphous Form IV of the mesylate salt of the 6-fluorobenzimidazolyl urea
ompound according to claim 16, which is characterized by an X-ray powder diffraction
pNem (XPRD) using Cu K,, radiation, characterized by a broad halo with no discernable

diffrition peak.

18.  Th¥hydrochloric acid salt of claim 8, wherein said Form II solid form is stable for

at least one th at 40°C with relative humidity of up to 75%.

19. The solid F I of claim 2, wherein said solid is stable for at least one month at

40°C with relative huiNdity of up to 75%.

20. A pharmaceutical cofgposition comprising the compound according to claim 1 and

a pharmaceutically acceptable 8grrier, adjuvant, or vehicle.

21. A method of controlling, trea\ag or reducing the advancement, severity or effects
of a nosocomial or a non-nosocomial bagerial infection in a patient, comprising

administering to said patient a pharmaceutNal composition according to claim 20.

22. The method according to claim 21, whereWy the bacterial infection is characterized
by the presence of one or more of Streptococcus pndgnoniae, Staphylococcus epidermidis,
Enterococcus faecalis, Staphylococcus aureus, Clostri®m difficile Moraxella catarrhalis,
Neisseria gonorrhoeae, Neisseria meningitidis, Mycobaci®ium avium complex,
Mycobacteriumabscessus, Mycobacterium kansasii, Mycoba®erium
ulcerans,Chlamydophila pneumoniae, Chlamydia trachomatis, Rgemophilus

influenzae Streptococcus pyogenes or f-haemolytic streptococci.

23. The method according to claim 22, wherein the bacterial infecti¥g is selected from
one or more of the following: upper respiratory infections, lower respirato¥X infections, ear
infections, pleuropulmonary and bronchial infections, complicated urinary tr¥t infections,
uncomplicated urinary tract infections, intra-abdominal infections, cardiovascu

infections, a blood stream infection, sepsis, bacteremia, CNS infections, skin and s\ tissue
infections, GI infections, bone and joint infections, genital infections, eye infections,
granulomatous infections, uncomplicated skin and skin structure infections (uSSSI),

complicated skin and skin structure infections (cSSSI), catheter infections, pharyngitis,
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sinusitis, otitis externa, otitis media, bronchitis, empyema, pneumonia, community-
cquired bacterial pneumoniae (CABP), hospital-acquired pneumonia (HAP), hospital-
ayuired bacterial pneumonia, ventilator-associated pneumonia (VAP), diabetic foot
infec§ons, vancomycin resistant enterococci infections, cystitis and pyelonephritis, renal
calculi, Wrostatitis, peritonitis, complicated intra-abdominal infections (cIAI) and other
inter-abdoWginal infections, dialysis-associated peritonitis, visceral abscesses, endocarditis,
myocarditis, gricarditis, transfusion-associated sepsis, meningitis, encephalitis, brain
abscess, osteom¥litis, arthritis, genital ulcers, urethritis, vaginitis, cervicitis, gingivitis,
conjunctivitis, kerais, endophthalmitisa, an infection in cystic fibrosis patients or an

infection of febrile ne®gopenic patients,

24. The method accordinq§to claim 23, wherein the bacterial infection is selected from
one or more of the following: cqmunity-acquired bacterial pneumoniae (CABP), hospital-
acquired pneumonia (HAP), hospiyJ-acquired bacterial pneumonia, ventilator-associated
pneumonia (VAP), bacteremia, diabe®g foot infections, catheter infections, uncomplicated
skin and skin structure infections (uSSSK complicated skin and skin structure infections

(cSSSI), vancomycin resistant enterococci Nfections or osteomyelitis.




What is claimed is:

1. A solid Form I of the compound of formula (I):

@

2. The solid Form I of claim 1, which is characterized by an X-ray powder diffraction
pattern (XPRD) comprising at least three approximate peak positions (degrees 2 6+0.2) when
measured using Cu Ko radiation, selected from the group consisting of 9.3, 11.7, 12.1, 12.4,
14.5, 15.9, 16.3, 16.6, 18.5, 19.4, 21.5, 22.3, 22.8, 23.8, 24.5, 25.7, 28.1, 28.4, 30.3, and 33.4,
when the XPRD is collected from about 5 to about 38 degrees 2 6.

3. The solid Form I of claim 1, which is characterized by an X-ray powder diffraction
pattern (XPRD) comprising at least three approximate peak positions (degrees 2 6+0.2) when
measured using Cu Ko radiation, selected from the group consisting of 9.3, 16.6, 18.5, 19.4,

21.5, and 25.7, when the XPRD is collected from about 5 to about 38 degrees 2 6.

4, The solid Form I of claim 3, characterized by an X-ray powder diffraction pattern, as

measured using Cu Ko radiation, substantially similar to FIG. 1.

5. The solid Form I of claim 4, further characterized by an endothermic peak having an
onset temperature at about 318° C. as measured by differential scanning calorimetry in which

the temperature is scanned at about 10° C. per minute.
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6. A method for preparing crystal Form I of the compound of formula (I) according to
claim 1 comprising suspending a solid material of the free base in a solvent system comprising

an alcohol and an ether and isolating the solid.

7. A hydrochloric acid salt of the compound of formula (I):

M

8. The hydrochloric acid salt of claim 7, wherein said salt is Form II solid form.

9. The hydrochloric acid salt of claim 8, wherein said Form II solid form is characterized
by an X-ray powder diffraction pattern (XPRD) comprising at least three approximate peak
positions (degrees 2 0+0.2) when measured using Cu Ko radiation, selected from the group
consisting of 6.7, 9.2, 16.7, 18.6, 19.5, 20.5, 25.6, and 27.5, when the XPRD is collected from

about 5 to about 38 degrees 2 6.

10. The hydrochloric acid salt of claim 8, wherein said Form II solid form is characterized
by an X-ray powder diffraction pattern, as measured using Cu Ka radiation, substantially similar

to FIG. 4.

11. The hydrochloric acid salt of claim 9, wherein said Form II solid form is further
characterized by an endothermic peak having an onset temperature at about 252° C. as measured
by differential scanning calorimetry in which the temperature is scanned at about 10° C. per

minute.
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12. A method for preparing solid Form II of the hydrochloride salt of the compound of
formula (I) according to claim 8 comprising suspending a free base of the 6-
fluorobenzimidazolyl urea compound in an acidic solvent mixture comprising one or more

ethereal solvents and water.

13. An amorphous Form III of the 6-fluorobenzimidazolyl urea compound of formula I:
@

14. The amorphous Form III of the fluorobenzimidazolyl urea compound according to claim
13, which is characterized by an X-ray powder diffraction pattern (XPRD) using Cu Ko

radiation, characterized by a broad halo with no discernable diffraction peak.
15. A method for preparing amorphous Form III of the 6-fluorobenzimidazolyl urea
compound according to claim 13 comprising lyophilizing, spray drying, drum drying, or pulse

conversion drying a solution of the 6-fluorobenzimidazolyl urea compound.

16. An amorphous Form IV of the mesylate salt of the 6-fluorobenzimidazolyl urea

compound of formula I:
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17. The amorphous Form IV of the mesylate salt of the 6-fluorobenzimidazolyl urea
compound according to claim 16, which is characterized by an X-ray powder diffraction pattern
(XPRD) using Cu Ko radiation, characterized by a broad halo with no discernable diffraction

peak.

18. The hydrochloric acid salt of claim 8, wherein said Form II solid form is stable for at

least one month at 40° C. with relative humidity of up to 75%.

19. The solid Form I of claim 2, wherein said solid is stable for at least one month at 40° C.

with relative humidity of up to 75%.

20. A pharmaceutical composition comprising the compound according to claim 1 and a

pharmaceutically acceptable carrier, adjuvant, or vehicle.
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