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Post Authorisation Assessments

Atrocare 600pug/ml Solution for Injection

27 September 2018

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

Change in the contact details of 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.

26 February 2015

Change in distributor details.

21 June 2013

Change to the MAH address.

19 September 2008

Changes to bring SPC and Product Literature in line with
new legislation and change of legal category from POM
to POM-V.

14 December 2005

Deletion of indications.

14 December 2005

Renewal.

05 November 2004

Changes to bring SPC and Product Literature in line with
new legislation.

26 February 2004

Renewal.

28 November 2001

Change to manufacturing site of the dosage form.

11 October 2001

Change to specification of the finished product.

13 September 2001

Change to name of manufacturing site.

16 February 2001

Change to manufacturer of the active substance.

07 May 1999

Change in name of product from ‘Atrocare’ to ‘Atrocare
Injection’.

19 January 1998

Change to the name of MAH from ‘Animal Care Ltd’ to
‘Animalcare Ltd’ and change in name of product from
‘Atrocare 600ug Solution for Injection’ to ‘Atrocare’.

20 November 1995

Change to dosage and administration details.

02 May 1995

Name of product sold as alternate presentation.
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