VPA23448/001/001

Censulfatrim 200 mg/ml + 40 mg/ml solution for injection

Variation

Summary

Date

Vet - Al ¢)

VNRA - Vet - Al e) - - Vet - Al e¢) Administrative changes

- Change in the name or address of a manufacturer or
importer of the finished product (including batch release
or quality control testing sites)

06/01/26

Vet - Al a)

VNRA - Vet - Al a) - - Al a) Administrative changes -
Change in the name or address of - the marketing
authorisation holder

18/12/25

Vet - FILd.2 b)

VRA-R - Vet - F.I1.d.2 b) - - Vet - F.I1.d.2 b) - Change in
test procedure for the finished product - Other changes to
a test procedure (including replacement or addition)

18/12/25

Vet - F.Il.a.3 z)

VRA-R - Vet - F.ll.a.3 z) - - Vet - F.Il.a.3 z) - Changes in
the composition (excipients) of the finished product -
Other changes under this code level, e.g. variations
outlined in section 6 and 7 of this guidance

18/12/25

Vet - B44(Do not use)

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

11/02/25




