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Novel polymorphic Crystal forms of 5-(2-{[6-(2,2-difluoro-2-phenylethoxy) 

hexyl]amino}-1-(R)-hydroxyethyl)-8-hydroxyquinolin-2(1 h)-one, heminapadisylate as 

agonist of the J32 adrenergic receptor 

5 FIELD OF THE INVENTION 

The present invention is directed to novel polymorphic crystal forms of a 5-(2-{[6-(2,2-

difluoro-2-phenylethoxy)hexyl]amino}-1-(R)-hydroxyethy1)-B-hydroxyquinolin-2( 1 H)-one, 

heminapadisylate. The invention is also directed to pharmaceutical compositions 

comprising said polymorphic crystal forms, methods of using them to treat respiratory 

10 diseases associated with /32 adrenergic receptor activity and a process for preparing such 

polymorphic crystal forms. 

BACKGROUND OF THE INVENTION 

5-(2-{[6-(2 ,2-difl uoro-2-phenylethoxy)hexyl]amino}-1 (R)-hydroxyethyl)-B-hydroxyquinoli n-

15 2(1H)-one (Compound I) is a potent J32 adrenoceptor agonist first disclosed in WO 

2006/1227BB. This compound has the following chemical formula. 
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Crystalline naphthalene-1 ,5-disulfonic acid salts (heminapadisylates) of 5-(2-{[6-(2,2-

difluoro-2-phenylethoxy)hexyl]am ino}-1 (R)-hydroxyethyl)-B-hydroxyquinoli n-2( 1 H)-one 

20 have been described in WO 200B 1095720. The crystalline heminapadisylate salt of 

compound (I) (hereinafter, called type a polymorph) is identified by the X-Ray Powder 

Diffraction, DSC pattern and TGA pattern. This compound has the following chemical 

formula. 
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