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Ranba‘_.’f

W|I| pursue legai

-options to. preserve

its rights

- DURBUREAU T
New Delhl january 27

After losmg the approval for‘{.'

: manufacturing and selling eso-

"'meprazole magnesium delayed- -

-release capsules:(20 mg and 40
mg) in Novembeér, Ranbaxy Lab--
“oratories has now also’lost the -
180-days excluswlty for the med—
lcme o e

Genencversmns

-'Thedrug-maker had recelved ap- i

! " proval from:the US Food-and"
“Drug Administration (FDA) to

. of AstraZeneca s héartburn med-

magnesmm) in2008;

However, in November 2014,
the US regulator withdrew that
nod, saying the original decision

Tl

| Jaunch the first generic versions -

e .Nexium - (esomeprazole'

to grant tentatlve approval was' :7
an “error” since dt that time the -
company’s facxlmes were under;

scrutiny SR

Now; the FDA’ has mformedf%
the company that the six-month- "'
~ period of exclusivity.for launch-~
ing the generic equivalent of the
' medlcine also stands cancelled e

: - to Dr Reddy’s Laboratories and-
- Endo ‘Pharmaceuticals for man-
~ ufacturing the generic' versions
- of this med1c1ne

Legal eptlons el
R}anbaxy said, on mesday, it wﬂl

pursue “all ‘available legal op i
- tioris to- preserve its-rights”.: :
" In2008, the year Ranbaxy got e
approval for esomeprazole mag!’

- ‘nesium,  the- company had - re-
"ceived two warning lettérs and

. 'the US FDA had issued import -
 alerts against its facilities in De:
.was (Madhya Pradesh)and Poan-.

*ta Sahib (Himachal Pradesh).

The company was under fire
for violations. of several good
manufacturing practices, manu-
facturing adulterated drugs and
other issues.

l()ses 180 day ]
excluswl_]%f for ¢ generlc Ne¢ eX1 _

Along with the withdra_ al of

v_approval for esomepragole mag:. |:

nesium, the US FDA had also re- |
scinded its nod to Ranbaxy for .

-making the generic version of -

Roche’s antiviral medicine, Val-
cyte (valgancrclowr hydrochlo: |
ride). . .

Later, the regulator gave hod

iRestralnlng order

Ranbaxy had sued the US FDA |,

.over thls‘ls_sue_ in the DC Federal

Courtand requested the courtto
issue réstraining order against
the US regulator from giving its
approval to other ANDAs (abbre-
viated ‘new drug applications) |
for generic versions of both val- |
cyte and Nexium. © 1.
The .US court; however, re- |

“fused to block ‘the regulator }
. -from granting such approvals. -






