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Post Authorisation Assessments

Oxytobel 10 IU/ml Solution for Injection for Horses, Cattle, Pigs, Sheep, 
Goats, Dogs and Cats

Vm 41816/4000

02 April 2026 Changes to the quality part of the dossier: Deletion of a 
manufacturing site for an active substance. (GB + NI).

19 January 2024 Update to a Ph. Eur. CEP for an already authorised 
manufacturer of the active substance.

16 June 2023 Submission of a new or updated Ph. Eur. certificate of suitability 
or deletion of Ph. Eur. certificate of suitability.

06 October 2022 Change in the specification parameters and/or limits of the 
finished product: - Change outside the approved specifications 
limits range.

07 July 2021 Submission of an updated Ph. Eur. certificate of suitability for 
an active substance from an already approved manufacturer.

16 March 2021 Minor changes to an approved test procedure of the finished 
product.

11 July 2019 Change in distributor details.
31 January 2019 Renewal – UK as CMS
23 February 2017 Change in test procedure for the finished product.

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

25 June 2015 Change of distributor details. 
Changes to the labelling and product literature. 

06 March 2015 Submission of updated Ph. Eur. Certificates of Suitability. 
21 October 2014 Repeat Use Comms.
06 August 2014 Change in the invented name of the veterinary medicinal 

product from ‘Oxytocin 10 bela-pharm IU/ml Solution for 
Injection for Horses, Cattle, Pigs, Sheep, Goats, Dogs and 
Cats’ to ‘Oxytobel 10 IU/ml solution for injection for Horses, 
Cattle, Pigs, Sheep, Goats, Dogs and Cats’.

 


