VPA10996/287/001

Cepralock 2.6 g intramammary suspension for Dry Cows

Variation

Summary

Date

Vet - F.ILd.1 z)

VRA-R - Vet - F.I.d.1 z) - z) Other changes under this code
level e.g. variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021 - F.I1.d.1 z) Quality Changes -
Finished Product -Control of finished product - Change in the
specification parameters and/or limits of the finished product -
Other changes under this code level, e.g. variations outlined in

section 6 and 7 of EMA/CMDv/7381/2021

31/10/23

Vet-FILf.1a) 1.

VRA-R - Vet - F.II.f.1 a) 1. - a) Extension of the shelf life of
the finished product 1. As packaged for sale (supported by real
time data) - F.IL.f.1 a) 1. Quality Changes -Stability - Change
in the shelf-life or storage conditions of the finished product -
Extension of the shelf life of the finished product - As
packaged for sale (supported by real time data)

31/10/23

Vet - B3 p)

VNRA - Vet - B3 p) - p) Deletion of a non-significant
specification parameter (measuring or administration device) -
B3 p) Changes to the quality part of the dossier: Deletion of a
non-significant specification parameter (e.g. deletion of an
obsolete parameter) of a measuring or administration device

07/07/23

B.IL.b.3.b

IT - B.IL.b.3.b - b) Substantial changes to a manufacturing
process that may have a significant impact on the quality,
safety and efficacy of the medicinal product - B.I1.b.3.b -
QUALITY CHANGES - FINISHED PRODUCT -
Manufacture - Change in the manufacturing process of the
finished product, including an intermediate used in the
manufacture of the finished product - Substantial changes to a
manufacturing process that may have a significant impact on
the quality, safety and efficacy of the medicinal product

09/05/22




