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Takeda files Para 1V infringe-
ment suit against Aurobindoi

e
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4E Japanese drug major,

“Takeda Pharmaceuticals and
its USarm sued the Hyderabad-
based Aurobindo Pharma and
its US subsidiary for alleged
Para IV patent rights infringe-
ment by attempting tomanufac-
ture and market generic version
of the former’s Actosplus Met, a
combination of pioglitazone
hydrochloride and metformin,
used to treat type [l diabetes.

Inacomplaint filed with the US
District Court for the Southem
District of Mew York, Takeda
alleged that Aurobindo allegedly
tried to manufacture and market
agenericequivalent tothe combi-
nation oral drug by filing an
Abbreviated New Drug Applica-
tion (ANDA) with the U5 Food
and Drug Administration { FDA).
The company argues that the
move will infringe patent rights
under US Patent Mo 5,965,584
(‘584), 6,166,043 ('43) and
6,172,090 {'090) for Pharmaceuti-
cal Composition,” issued on
October, 1999, December, 2000

and January, 2001, respectively. |

The "584 patent claims a phar- |
maceutical composition com-
prising pioglitazone or salts |
thereof in combination with a |
biguanide such as metformin |
and methods for treating dia- |
betes, which comprise adminis-
tering a therapeutically effective
amount of pioglitazone or salts
thereof in combination with a
biguanide, such as metformin.
The '043 patent claims methods
for reducing the amount of active
components in the combination
administered to a diabetic
patient the ‘090 patent is for
methods for reducing the side
effects of active components
administered to a diabetic
patient. Takeda informed the
Court that all the patents are
valid till June 19, 2016.

The company details that the
Aurobindo has filed ANDA with
the US FIDA secking approval to
market tablets comprising a
combination of 15mg/500 mg
and 15mg/850 mg tablets of
pioglitazone  hydrochloride/
metformin hydrochloride.  #



