VPA10996/028/001

Dexafort Suspension for Injection

Variation

Summary

Date

Vet - F.Lb.2 b)

VRA-S - Vet - F.1.b.2 b) - b) Other changes to a test procedure
(including replacement or addition) for the active substance -
F.I.b.2 b) Quality Changes - Active Substance - Control of active
substance - Change in test procedure for active substance or
starting material/reagent/intermediate used in the manufacturing
process of the active substance - Other changes to a test
procedure (including replacement or addition) for the active
substance

19/10/23

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

30/11/22

B.IL.d.2.d

IB - B.I1.d.2.d - d) Other changes to a test procedure (including
replacement or addition) - B.I.d.2.d - QUALITY CHANGES -
FINISHED PRODUCT - Control of finished product - Change in
test procedure for the finished product - Other changes to a test
procedure (including replacement or addition)

21/04/22

B.Il.d.2.a

IA - B.II.d.2.a - a) Minor changes to an approved test procedure -
B.I1.d.2.a - QUALITY CHANGES - FINISHED PRODUCT -
Control of finished product - Change in test procedure for the
finished product - Minor changes to an approved test procedure

21/04/22

B.II.a.3.b.6

IB - B.Il.a.3.b.6 - 6. Replacement of a single excipient with a
comparable excipient with the same functional characteristics and
at a similar level - B.Il.a.3.b.6 - QUALITY CHANGES -
FINISHED PRODUCT - Description and composition - Changes
in the composition (excipients) of the finished product - Other
excipients - Replacement of a single excipient with a comparable
excipient with the same functional characteristics and at a similar
level

21/04/22




