
VPA10465/002/001

B. Braun Vet Care hypertonic NaCl solution (7.5 g/100 ml) Solution for infusion for 

horses, cattle, sheep, goats, pigs, dogs and cats

Variation Summary Date

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

19/04/24

Vet - F.II.d.3

VRA-S - Vet - F.II.d.3 - Variations related to the introduction of

real-time release or parametric release in the manufacture of the

finished product - F.II.d.3 Quality Changes - Finished Product -

Variations related to the introduction of real-time release or 

parametric release in the manufacture of the finished product- 

09/05/23

Vet - F.III.1 a) 1.

VRA-R - Vet - F.III.1 a) 1. - a) European Pharmacopoeial 

Certificate of Suitability to the relevant Ph. Eur. Monograph. 1. 

New certificate for a non-sterile active substance that is to be 

used in a sterile medicinal product, where water is used in the 

last steps of the synthesis and the material is not claimed to be 

endotoxin free - F.III.1 a) 1. 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 - New certificate for a non-sterile active 

substance that is to be used in a sterile medicinal product, 

where water is used in the last steps of the synthesis and the 

material is not claimed to be endotoxin free 

20/10/22

Vet - F.III.1 a) 1.

VRA-R - Vet - F.III.1 a) 1. - a) European Pharmacopoeial 

Certificate of Suitability to the relevant Ph. Eur. Monograph. 1. 

New certificate for a non-sterile active substance that is to be 

used in a sterile medicinal product, where water is used in the 

last steps of the synthesis and the material is not claimed to be 

endotoxin free - F.III.1 a) 1. 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 - New certificate for a non-sterile active 

substance that is to be used in a sterile medicinal product, 

where water is used in the last steps of the synthesis and the 

20/10/22



material is not claimed to be endotoxin free 


