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High BP pill brings

revenue-sharing
anxiety for Ranbaxy

I Income may
get hitif Toansa

unit comes under

USFDA alert

‘JayatiGhose

New Delhi, Jan 16: Ran-
baxyLaboratories mayhave
toshare30% of therevenues
from sale of the generic ver-
sion of Novartis' block-

-buster  anti-hypertensive
~‘Diovan’ with the multina-
tonalfirmithastiedupwith

for the raw material used to
makethedrug.
Revenue opportunities

from otherbigfirst-to-filesin
_the US, including anti-viral

Valtyte and antacid Nexi-
um, could also be affected if
Ranbaxy's Toansa plant
comes under import alert
from the US Food and Drug
Administration (USFDA),
said analysts. Such a situa-
tion would force Ranbaxy to
seek partnerships with for-
eign players to procure raw
material or active pharma-
ceutical ingredients (APIs),
which, at present, are sup-
pliedfrom Toansa.
Analysts said the total es-
timated revenue from the

launch of Diovan, Nexium

and Valcute is around $800
million for the six-month ex-
clusivity period.

Earlier, Ranbaxy had tied
up with an MNC firm to
source AP for Lipitor. The
company had toshare45% of
its profits from thesale of the
generic version of Pfizer's
blockbuster Lipitor with its
APlpartner.

Last week, the FDA
rapped Ranbaxy for not

‘ maintainingits Toansaplant

in line with the required
manufacturing standards.
GirishBakhru,analystat
HSBC Securities, said:
“While it is possible that the
FDAmay approveapartner-
ship for Ranbaxy to source

API, it would trim the poten-
tial opportunity as the com-
pany would have to share
part of its profits with the
partner”.
Diovan(genericnameval-
sartan) isafirst-to-fileoppor-
tunity for Ranbaxy in the US

andthecompany couldmake |

$200 million from sales dur-

‘ingthesix-monthexclusivity

period. The drug is used to
treathighbloodpressureand
congestive heart failure. It

wentoff-patentin September |
2012 and enjoys sales of over |

$2billion inthe USmarket.
Bakhru added that the
share of potential profits
would bearound30% as “API
s ‘

sourcing for wvalsartan
should be easier given multi-
ple players awaiting ap-
provalpost Ranbaxy”.

On September 21, 2012,
soon after Diovan went off
patent,Mylan started selting
generic Diovan HCT, its low-
cost version of a combina-
tion of valsartan and hy-
drochlorothiazide. Sandoz,
the generic arm of Novartis,
also launched the same low-
cost combination drug with
licencefrom Novartis.

The USFDA had given Au-
robindo Pharma atentative
approvalfor Diovan on April
1, 2013. However, the agency
has not granted a final ap-

proval for the drug to any i

otherfirm.

Sources said that Ran-
baxyhasalsomoveditsappli-

cationforthe Diovan generic
to Ohm Laboratories after
USFDA issued an import
alerl to the company's manu-
facturing facility at Mohali
(from where the original
application was submitted)
lastyear






