VPA22020/061/001

Baytril 50 mg/ml Solution for Injection

Variation

Summary

Date

Vet - Al ¢)

VNRA - Vet - Al e) - - Vet - Al e) Administrative changes -
Change in the name or address of a manufacturer or importer of
the finished product (including batch release or quality control
testing sites)

12/12/25

Vet - B22

VNRA - Vet - B22 - - Vet - B22 - Change to importer, batch
control arrangements and quality testing (replacement or addition
of a site) for a finished product

10/12/25

Vet - B22

VNRA - Vet - B22 - - Vet - B22 - Change to importer, batch
control arrangements and quality testing (replacement or addition
of a site) for a finished product

10/12/25

Vet - B22

VNRA - Vet - B22 - - Vet - B22 - Change to importer, batch
control arrangements and quality testing (replacement or addition
of a site) for a finished product

10/12/25

Vet - B22

VNRA - Vet - B22 - - Vet - B22 - Change to importer, batch
control arrangements and quality testing (replacement or addition
of a site) for a finished product

10/12/25

Vet - B44 b)

VNRA - Vet - B44 b) - - Vet - B44 b) - Submission of a Ph. Eur.
CEP for:— active substance;— starting material, reagent or
intermediate used in the manufacturing process of the active
substance; — excipient - New cerificate

21/08/25

Vet-G.13 b)

VRA-R - Vet - G.1.3 b) - b) Implementation of wording agreed by
the competent authority that require additional minor assessment,
e.g. translations are not yet agreed upon - G.1.3 b) Safety, Efficacy,
Pharmacovigilance changes - Change(s) in the SPC, labelling or
package leaflet intended to implement the outcome of a procedure
or recommendations from the competent authority or the Agency
concerning risk management measures in pharmacovigilance
related to veterinary medicinal products - Implementation of
wording agreed by the competent authority that require additional
minor assessment, e.g. translations are not yet agreed upon

14/07/23

Vet- Al e)

VNRA - Vet - Al e) - e) Change in the name or address or contact
details of a manufacturer or importer of the finished product
(including batch release or quality control testing sites) - Al e)
Administrative changes: Change in the name or address or contact
details of a manufacturer or importer of the finished product
(including batch release or quality control testing sites)

02/05/23

B.l.c.z

IB - B.Il.c.z - z Other variation - B.Il.c.z - QUALITY CHANGES
- FINISHED PRODUCT - Control of excipients - Other variation

15/02/22




