VPA10996/123/001

Receptal 0.004 mg/ml Solution for injection

Variation

Summary

Date

Vet-F.V.b 1. b)

VRA-S - Vet - F.V.b 1. b) - b) Harmonisation of the quality
dossier after a SPC harmonisation procedure - F.V.b 1. b)
Quality Changes - Changes to a marketing authorisation
resulting from other regulatory procedures - Harmonisation of
the quality dossier - Harmonisation of the quality dossier after a
SPC harmonisation procedure

13/05/25

Vet-B12 a)

VNRA - Vet - B12 a) - a) Minor changes to an approved test
procedure (active, finished product, packaging, measuirng
device) - B12 a) Changes to the quality part of the dossier:
Minor changes — to an approved test procedure — for active
substance; — for the finished product; —for the immediate
packaging of the active substance or the finished product; — of
a measuring or administration device

29/08/24

Vet - B44

VNRA - Vet - B44 - Submission of a new or updated Ph. Eur.
CEP from an already approved manufacturer for a non-sterile
active substance, starting material, reagent or intermediate,
excipient - B44 Changes to the quality part of the dossier:
Submission of a new or updated Ph. Eur. CEP from an already
approved manufacturer for a non-sterile: — active substance; —
starting material, reagent or intermediate used in the
manufacturing process of the active substance; — excipient

12/06/23

Vet- G.L15 2)

VRA-R - Vet - G.I.15 z) - z) Other changes under this code level
e.g. variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021 - G.I.15 z) Safety, Efficacy,
Pharmacovigilance changes - Changes to the labelling or the
package leaflet which are not connected with the summary of
product characteristics - Other changes under this code level,

e.g. variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021

29/09/22

B.IL.b.3.z

IB - B.I1.b.3.z - z Other variation - B.Il.b.3.z - 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 -
Other variation

28/03/22




