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ORAL FORMULATIONS OF CLADRIBINE
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ORAL FORMULATIONS OF CLADRIBINE

!

FIELD OF THE INVENTION
The mventlon relates to a composmon comprising a. complex cladribine--
cyclodextrin complex f_ormulated into a solid oral dosage form and to a method for

* 5 enhancing the oral bioavailability of cladribine.

) BACKGROUND OF THE INVENTION
Cladrlbme which is an acid-labile drug, has the chemical structure as set
forth below: :

It is also khown as 2-<£hlor6-2'-deoxyadenosine or 2-CdA. Cladribine e)lcists asa
10 white, nonhydroscopic, crystalline powder, consisting of individual crystals and of
' crystalline aggregates.

" Cladribine is an antimetabolite which has use in the treatment of
lymphoproliferative disorders. It has been used to treat experimental leukemias
such as L1210 and clinically for hairy cell leukemia and chronic lymphocytic

15 ' leuicemia as well as Waldenstrom's macroglobulinaemia. It has also been used as

" an immunosuppressive agent and as a modality for the treatment of a variety of
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