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Telephone +44 (0)1932 336911

Post Authorisation Assessments

Avishield ND, Lyophilisate for Oculonasal Suspension/Use in Drinking Water, 
for Chickens and Turkeys

Vm 61812/5000

12 March 2026 Changing the legal entity of the MAH from Genera d.d., 
Svetonedeljska cesta 2, Kalinovica, 10436 Rakov Potok, 
Croatia to IZO S.r.l. a socio unico Via San Zeno 99/A, 25124 
Brescia, Italy.

12 August 2025 Change in the manufacturing process of the finished product.
Deletion of an obsolete in-process parameter.

20 May 2025 Addition of Dechra Veterinary Products Limited, Sansaw Business 
Park, Hadnall, Shrewsbury, Shropshire, SY4 4AS, UK as a local 
representative (NI).

30 April 2025 Change of named distributor details to Genera d.d., 
Svetonedeljska cesta 2, Kalinovica, 10436 Rakov Potok, Croatia.

23 April 2025 Addition of details of the local representative on the outer package 
and the package leaflet.

12 February 2025 Add claim for use in egg laying period. Deletion of the safety 
warning not to use the vaccine during lay. 
G.I.18 update of the product information to version 9.

18 April 2023 Changes in the manufacturing process of the active substance.
Changes in the manufacturing process of the active substance.
Changes in the manufacturing process of the active substance.
Changes in the manufacturing process of the active substance.

09 February 2023 Tightening of specification limits for finished products subject to 
Official Control Authority Batch Release.

20 October 2022 Tightening of specification limits for finished products subject to 
Official Control Authority Batch Release.

08 March 2022 Changes to a test procedure for a starting material.
12 January 2022 Deletion of a non-significant parameter of an active substance in 

the manufacturing process of the active substance. 
Changes to a test procedure for the active substance.
Changes to a test procedure for the active substance. 
Deletion of a specification parameter of the finished product.

25 June 2021 Changes to a test procedure for the finished product.
25 February 2021 Renewal – UK as CMS.
10 March 2020 Addition of a supplier of packaging components or devices.

Deletion of a non-significant parameter of an active substance 
used in the manufacturing process of the active substance.

07 August 2019 Increase in the shelf-life of the finished product, from 12 months to 
24 months

17 May 2019 Change in the QPPV of an existing pharmacovigilance system as 
described in the DDPS



02 April 2019 Change in the QPPV of an existing pharmacovigilance system as 
described in the DDPS

05 December 2018 Change in RMS from UK to NL. 
17 August 2018 Change in the local representative and distributor in Germany
23 May 2018 Change in the address of a manufacturer used in the manufacture 

of the active substance.
Change in the address of a manufacturer of the finished product, 
also responsible for batch release.
Change in the address of the Marketing Authorisation Holder, to 
add 'Cesta'.

15 May 2018 Addition of a supplier of packaging components or devices.
Addition of a supplier of packaging components or devices.
Deletion of a non-significant specification parameter of an 
excipient.
Deletion of a non-significant specification parameter of the 
immediate packaging of the finished product.
Deletion of a non-significant specification parameter of the 
immediate packaging of the finished product.

01 March 2018 Change in the fill volume of the finished product.
26 July 2017 Changes in the manufacturing process of the finished product.
21 March 2017 Change to the QPPV.

Change to the database system outlined in the DDPS.


