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'WISS drug major Novartis has "
J sued DrReddy’sLaboratories Novartis that it had submitted an ANDA
DRL) in an American ¢ourt statingthe  to the FDA seeking approval to engdge
yderabad headquartered company s - inthe commercial manufacture, use - -

ancer drug Gleevec -
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. mg and 400 mg, whrch was approved
‘by the US Food and Drug -

Adminlstratlon on April 18, 2 :

"~ OnDecember23, 2013,DRL notlf ed

andsale of oral capsulescontaining; -
100 mg of Gleevec. “DRUs filing of its .- -
ANDA to obtaln appraval to engagein- - .
the commercial manufacture,

“ (imatinib mesylate) use, offer to sell or sale ofits .
: would infringe imatinib mesylate ANDA . -
.’ Novartis’ patent. capsules, prior to the expira-

" Novartis said tion of the ‘051 Patent, const- -
,» inaDelaware

»federal court-.
cqmplatntthat

_ itutesinfringement ofone
. -ormoreoftheclaims.- ...
of that patent,” - ==

RL’s ahhreviated Novartissaidina . ..
-:new drug.application courtorder. .
'._';" (ANDA) would violate =Continued -
‘.“the.patent for Gleevec onPage 2

Z“issued in 2005, Novartis
= Pharmaceutical Corporation
NPC) holds anapproved new
rug apphcatlon (NDA) for

’ leevec tablets contammg 100

appealagainstrejectionof
patentoncontraceptrves, '
’ \Pages ' -
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Novart|Sooo
“The'051 Patent 1sva11danden—
" forceable and DRL has mfrmged ]

“one or more’ clalms of the ’051?_,_-'
Patent in v1olat10n of 35USC;and -
DRL’s making, using, selling, of-
fering to sell or importing its ima-
tinib mesylate ANDA capsules
will infringe the '051 patent,” No-
vartissaid.

" The patent and Novartis' new
drug application, approved by the
FDA in 2001, make it possible for
Novartis to be the exclusive mar-
keter and seller of Gleevec 50-mg -
and 100-mg capsules inthe US.

However, Novartis has never

- been granted an original patent
for Gleevec in India. In fact, in
April 2013, the Supreme Courtde-
nied an appeal challenging the re- -
jection of a patent for Gleevec, a
life-saving medicine for certain
forms of cancer, patented in near-
ly 40 countries including China,
Russia, and Taiwan. Novartis
filed a special leave petition with
the Supreme Court in 9009 chal-
lenging the denial of the Gleevec -
beta crystal form patent on two
grounds, based on of the Indlan

.patentlaw. :
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