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Post Authorisation Assessments

Amoxival 500 mg/g Oral Powder for Pigs and Chickens

e | 03 April 2018

Change in the specification limits of an excipient.

e | 19 September 2017

Change in the QPPV of an existing pharmacovigilance
system as described in the DDPS.

Change of the back-up procedure of the QPPV of an
existing pharmacovigilance system as described in the
DDPS.

e | 12 January 2017

Deletion of a manufacturing site for an active substance.
Submission of an updated Ph. Eur. certificate of
suitability for an active substance from an already
approved manufacturer.

e | 09 November 2016

Change in the name of the manufacturer of the finished
product including manufacturer responsible for batch
release.

e | 29 June 2016

Introduction of a new pharmacovigilance system which
has been assessed by the relevant national competent
authority/EMA for another product of the same MAH.

e | 16 June 2016

Change of MAH, from Sogeval to Ceva Animal Health
Ltd.

e | 26 November 2015

Change of distributor
Approval of joint-labelled mock-ups

o | 02 September 2015

Approval of mock-ups.
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