VPA10996/242/001

Optimmune 2 mg/g Eye Ointment

Variation

Summary

Date

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

10/10/24

Vet - B39

VNRA - Vet - B39 - Change in any part of the primary packaging
material not in contact with the finished product formulation - B39
Changes to the quality part of the dossier: Change in any part of the
primary packaging material not in contact with the finished product
formulation (such as change of colour due to different plastic used for
flip-off caps, colour code rings on ampoules or change of needle
shield)

04/11/22

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

27/05/22




