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Dr Eric Abadie

European Medicines Ageacy
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Zvry, 14 November 2008

Subject ; Withdrawal of Vekacia (Ciclosparin), 0,05%, eye drops
EMBAH/CIS04

Dear Dr Abadie,
I would Hke to inform you that, at this point of time, Novagali bas taken the decision to withdraw the
application for Marketing Authorisation of Vekacia {(Ciclosporin), 0,05%, eye drops, which was infended

to be used for the treatment of vernal keratoconjunclivitis (VKC),

This withdrawal is based on the following reason;
The CHMP considers that the data provided do not allow the commiitiee to conclude on a
positive beneflt risk balance of Vekacia at this point of time,

We reserve the right 1o make further submissions af a future date in this or other therapeutic indications.

I agree for this letier to be published on the EMEA website.

Yours sincerely,
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