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Dr Eric Abadie, CHMP Chainnan, EMEA 
European Medicines Agency EMEA 
Loading Dock 
Ontario Way 
Canary Wharf 
UK - LONDON El4 4HB

Anthony Humphreys, Head of Sector 
Regulatory Affairs, EMEA 
European Medicines Agency EMEA 
Loading Dock 
Ontario Way 
Canary Wharf 
UK - LONDON El4 4HB

Subject: Withdrawal of Lunivia Marketing Authorisation Application 
EMEAIH/C/000895/0000, Sepracor Phannaceuticals Ltd.

Dear Sirs:

This is to officially infonn you that Sepracor Phannaceuticals Ltd hereby withdraws the 
application for Marketing Authorisation of Lunivia (eszopiclone) 2mg and 3mg tablets, which 
was originally submitted on 23 July 2007.

Although this application received a positive opinion trom the CHMP for the intended use (the 
treatment of insomnia, including difficulty falling asleep, nocturnal awakening or early 
awakening, in adults, usually for short term duration), the decision to withdraw is based upon the 
recommendation by the CHMP to not treat Lunivia as containing a New Active Substance (NAS).

The absence of NAS status leads to uncertainty as to whether the extensive research data 
underlying the application, and upon which the CHMP fonned the opinion that the criteria for 
safety and efficacy were met, are entitled to a 10 year period of regulatory data protection. 
Without data protection the significant investment which Sepracor has made in developing 
Lunivia would equally benefit generic companies who have made no contribution to that 
investment. The commercial viability of launching Lunivia in the EU, in these circumstances, is 
seriously compromised.

For the avoidance of doubt, and for the reasons set out in our letter of 12 May 2009 to the 
European Commission, this withdrawal is without prejudice to Sepracor’s right to bring a 
challenge under Article 230 EC to the Commission’s decision on NAS status.

There are no consequences of the withdrawal on clinical trials and no compassionate use 
programmes are ongolllg.
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