Naaked

Veterinary Woodham Lane, New Haw, Addlestone, Surrey KT15 3LS
Medicines Telephone +44 (0)1932 336911
Directorate
Post Authorisation Assessments
Cazitel Plus Tablets for Dogs
Vm 08749/3002
27 April 2026 Introduction of a summary of the PSMF or changes to the

summary of the PSMF not already covered elsewhere in this
Annex.

06 November 2025

Addition of new adverse events.

19 August 2025

Change of a Local Representative from Zoetis UK Limited 1st
Floor, Birchwood Building Springfield Drive Leatherhead Surrey
KT22 7LP to Zoetis Belgium S.A. 2nd Floor, Building 10
Cherrywood Business Park Loughlinstown Dublin 18 D18 T3Y1
Ireland Tel: +353 (0) 1 256 9800 pvsupportireland@zoetis.com.

19 January 2025

Update to a Ph. Eur. CEP for an already authorised manufacturer
of the active substance (NI)
Update to a Ph. Eur. CEP for an already authorised manufacturer
of the active substance (NI)
Update to a Ph. Eur. CEP for an already authorised manufacturer
of the active substance (NI)

10 April 2024

Deletion of a manufacturer of the active substance.

22 August 2023

SRP to add one member state.

20 June 2023

One-off alignment of the product information with version 9.0* of
the QRD templates i.e. major update of the QRD templates in
accordance with Regulation (EU) 2019/6, for veterinary medicinal
products placed on the market in accordance with Directive
2001/82/EC or Regulation (EC) No 726/2004.

08 June 2023

Addition of a manufacturer of the active substance.

12 May 2023

Substantial changes in the updated version of the ASMF or the
active substance part of the dossier.

23 January 2023

Change in product name from Cazitel Plus XL, Comprimate to
Prazitel Plus XL, Comprimate in RO only.

20 April 2022

Update to ASMF.

06 May 2021

Change in distributor from Zoetis UK Limited, 5th Floor, 6 St.
Andrew Street, London, EC4A 3AE to Zoetis UK Limited, 1st
Floor, Birchwood Building, Springfield Drive, Leatherhead,
Surrey, KT22 7LP.

22 April 2021

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

08 October 2019

Increase in the shelf-life of the finished product as packaged for
sale, from 3 years to 5 years.

15 July 2019

Submission of an updated Ph. Eur. certificate of suitability for an




active substance from an already approved manufacturer.

10 January 2019 Submission of a new Ph. Eur. certificate of suitability for an active
substance from a new manufacturer.
02 July 2018 ASMF updated.

22 December 2017

Addition of a new Ph. Eur. certificate of suitability for an active
substance from a new manufacturer.

15 May 2015

Submission of a new certificate of suitability.

01 October 2014

Change to the product name in Sweden only, from ‘Cazitel,
150mg/144mg/50mg tablet fér hund’ to ‘Cazitel comp 150 mg/144
mg/50 mg tablett for hund’

21 July 2014 Change of distributor from Pfizer Ltd. to Zoetis UK Limited.
18 July 2014 Renewal procedure — Ireland as RMS.
10 June 2013 To add an additional active substance manufacturer.

01 February 2013

Submission of an updated Ph. Eur. Certificate of Suitability for an
already approved manufacturer.

02 May 2012 Submission of a new or updated Ph. Eur. Certificate of Suitability.
26 October 2011 Repeat Use Comm.
02 July 2010 To add a pork flavour to the tablets.

12 May 2010

To change the colour of the mock-ups from blue to yellow.




