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Boehringer Ingelheim Receives Approval From the European Commission for
Mirapexin(R)/Sifrol(R) Prolonged-Release, Once Daily Tablet for the Treatment of
Parkinson's Disease

14.10.2009 - 09:08 Uhr, Boehringer Ingelheim GmbH

I ngel heim Germany (ots/PRNewswire) - - New Fornulation Brings the Established Efficacy of
M rapexin(R)/Sifrol (R) to Patients Wth Parkinson's Di sease in the Conveni ence of a Once
Dai |l y Dose

Boehri nger 1ngel hei mtoday announced that the Mrapexin(R)/Sifrol (R) (pram pexole) new
prol onged-rel ease , once daily tablet has been granted narketing authorisation by the
European Conmission in all EU EEA(*) countries for the treatment of early and advanced

i di opat hi ¢ Parkinson's disease (PD). The approval was based on the subm ssion of clinical
trial results showing that the new fornmulation can offer an efficacy and safety profile
conparable to the imedi ate rel ease tablet taken three tines daily.(1-6)

To view the Multinedia News Rel ease, please click:

http://ww. prnewswi re. comd mr/ boehringeringel hei m 39700/

In addition to clinical trial results that confirmthe inmportant therapeutic benefits of the
new formul ati on when administered in a conveni ent once-a-day reginmen, a further trial has
shown that patients already taking Mrapexin(R)/Sifrol (R) inediate rel ease tablets nmay
easily be switched overnight to the Mrapexin(R)/Sifrol (R) prolonged-rel ease tablet, at the
sanme daily dose. (7, 8)

"The European approval of the new fornulati on marks another big step in nmeeting patients’
needs and represents a milestone for this worldw de highly successful treatment for

Par ki nson' s di sease. W are very pleased that due to the robust evidence base, the

regul atory review experienced no delay, which will allow the first European countries to

al ready make the once daily tablet available to patients," said Dr. Manfred Haehl, ND,

Seni or Vi ce-Presi dent Medicine at Boehringer |ngel hei m Corporate Headquarters. "In addition,
the data show that the prolonged-rel ease Mrapexin(R)/Sifrol (R) tablet causes |ess frequent
fluctuations in the plasma concentration over 24 hours conpared to the three tines daily
admini stration of the imedi ate rel ease tablet, an inportant aspect for physicians when
choosing the best treatnent option for their patient."

Mary Baker, MBE, President of the European Federation of Neurol ogical Associations (EFNA)
conment ed on the European approval of the new fornulation: "Mst people with Parkinson's

di sease take many different pills on a daily basis, to nanage their PD synptons and ot her
conconmitant conditions. Being able to reduce their pill burden wi thout foregoing the

ef fectiveness will be wel coned by patients as well as by their care givers as it is expected
that a once-daily adm nistration can inprove patient adherence to their treatment reginmen.”

A new drug application (NDA) for a once daily, extended rel ease formul ati on of pram pexole
(mar ket ed under the trade nane Mrapex(R) in the US A) isinreviewwth the US. Food and
Drug Administration (FDA) for the treatnent of Parkinson's disease (currently available in
the U S.A as immediate rel ease fornul ation).

(*) all 27 Menber States of the European Union plus Norway and I|cel and

For full version and references please visit http://ww. boehringe r-
i ngel hei m com cor por at e/ news/ press_r el eases/ i ndex. asp.
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