
VPA23340/007/001

DUOMYXIN, 3 400 IU/ml / 10 000 IU/ml, Eye drops, powder and solvent for solution 

for dogs and cats

Variation Summary Date

Vet - B32

VNRA - Vet - B32 - - Vet - B32 - Change in the specification 

parameters or limits of the finished product to describe more 

accurately the appearance of the product
10/06/26

Vet - B33 a)

VNRA - Vet - B33 a) - - Vet - B33 a) - Change in test 

procedure for the finished product to comply with Ph. Eur.: 

update of the test procedure to comply with the updated 

general monograph in the Ph. Eur.

10/06/26

Vet - B35 a)

VNRA - Vet - B35 a) - - Vet - B35 a) - Change in the 

specification parameters or limits of the immediate packaging 

of the finished product: tightening of specification limits
10/06/26

Vet - B35 b)

VNRA - Vet - B35 b) - - Vet - B35 b) -Change in the 

specification parameters or limits of the immediate packaging 

of the finished product: addition of a new specification 

parameter to the specification with its corresponding test 

method

10/06/26

Vet - F.II.f.1 a) 1.

VRA-R - Vet - F.II.f.1 a) 1. - - Vet - F.II.f.1 a) 1. - 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)

26/08/25

Vet - C6

VNRA - Vet - C6 - Introduction of a summary of the PSMF or 

changes to the summary of the PSMF not already covered 

elsewhere in the Annex to Regulation (EU) 2021/17 - C6 

Changes to the safety, efficacy and pharmacovigilance part of 

the dossier: Introduction of a summary of the PSMF or 

changes to the summary of the PSMF not already covered 

elsewhere in the Annex to Regulation (EU) 2021/17

26/05/25

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

27/11/24


