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Directorate

Post Authorisation Assessments

Cyclo Spray, Chlortetracycline HCI 2.45% w/w, Cutaneous Spray,
Suspension for Pigs, Sheep and Cattle
Vm 16849/4002

14 January 2026 Alignment of the product information with version 3.0*
of the QRD templates.

12 September 2023 | Minor changes to an approved test procedure for
active substance.

15 March 2023 Editorial changes to part 2 of the dossier.

10 January 2023 Updated certificate of suitability from an already
approved manufacturer.

08 November 2021 Addition of a manufacturer responsible for batch
release of the finished product.

24 January 2019 Change in the QPPV of an existing pharmacovigilance
system as described in the DDPS.

31 July 2018 Deletion of a manufacturing site for an active
substance.

Submission of an updated Ph. Eur. certificate of
suitability from an already approved manufacturer.

17 May 2017 Updates to the SPC and QRD to bring them in line with
legislative requirements.

30 June 2015 Change to the labelling and package leaflet.

14 April 2014 Change in test procedure for the finished product.

12 July 2013 Change of QPPV and QPPV contact details

21 November 2012 Change of an administration device.

08 August 2012 Change of Distributor.

18 April 2012 Variation to remove the storage conditions 'Do not
refrigerate or freeze' and 'Protect from frost'.

27 July 2011 To update the certificate of suitability from an already
approved manufacturer of the active substance.

07 July 2011 Renewal

15 September 2010 | To change the distributor.

13 January 2010 Addition of 520 ml pack size

22 September 2007 | Submission of a new or updated European
Pharmacopoeia certificate of suitability for an active
substance or starting material/reagent/intermediate in
the manufacturing process of the active substance.

19 October 2006 Correction/simple text layout changes to SPC and/or
product literature




