VPA10815/013/001

Prid delta 1.55 g vaginal delivery system for cattle

Variation

Summary

Date

Vet - F.ILc.1 2)

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

08/03/23

Vet - F.Lb.1 2)

VRA-R - Vet - F.I.b.1 z) - z) Other changes under this code level
e.g. variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021 - F.I.b.1 z) Quality Changes - Active
Substance - Control of active substance -Change in the
specification parameters and/or limits of an active substance,
starting material/intermediate/reagent used in the manufacturing
process of the active substance - Other changes under this code
level, e.g. variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021

08/03/23

B.III.1.a.2

IA - B.III.1.a.2 - 2. Updated certificate from an already approved
manufacturer - B.IIl.1.a.2 - QUALITY CHANGES -
CEP/TSE/MONOGRAPHS - Submission of a new or updated
Ph. Eur. Certificate of suitability or deletion of Ph. Eur.
certificate of suitability: For an active substance For a starting
material/reagent/intermediate used in the manufacturing process
of the active substance For an excipient - European
Pharmacopoeial Certificate of Suitability to the relevant Ph. Eur.
Monograph - Updated certificate from an already approved
manufacturer

18/02/22




