9=e New A Innovation
MR R

13" March 2012

Dr Nikolazus Kriz

Veterinary Medicines and Inspections Unit
European Medicines Agency

7 Westferry Circus

Canary Wharf

London E14 4HB

United Kingdom

Subject: Withdrawal of Oxapex 65mg/ml solution for infusion for dogs: EMEA/V/C/002342
Dear Sir,

I would like to inform you that, at this point of time, New A Innovation (NL) Limited B.V. has taken
the decision to withdraw the application for Marketing Authorisation of Oxapex 65mg/ml
solution for infusion for dogs, which was intended to be used for the treatment of acute
hemorrhagic shock by increasing plasma hemoglobin to reverse oxygen deficit and improve the

clinical signs of hypoxia.

At this time, this withdrawal is based on the following reasons:
* The company business strategy with internal on-going Research & Development.
e The CVMP considers that the data provided do not allow the committee to conclude on

a positive benefit risk balance.

We reserve the right to make further submissions at a future date in this or other therapeutic

indication(s)/target species, if applicable.
| agree for this letter to be published on the EMEA website.

Yours faithfully,

Peter Pang
General Manager, Scientific Affairs
New A Innovation (NL) Limited B.V.
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