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Panacur Equine Oral Paste 18.75 %w/w

Variation Summary Date

Vet - B3 d)

VNRA - Vet - B3 d) - d) Deletion of a non-significant 

specification parameter (active substance, starting material, 

intermediate - B3 d) Changes to the quality part of the dossier: 

Deletion of a non-significant specification parameter (e.g. 

deletion of an obsolete parameter) of — an active substance; — a 

starting material; —an intermediate or reagent used in the 

manufacturing process of the active substance

25/07/23

Vet - B3 n)

VNRA - Vet - B3 n) - n) Deletion of a non-significant 

specification parameter (finished product) - B3 n) Changes to the 

quality part of the dossier: Deletion of a non-significant 

specification parameter (e.g. deletion of an obsolete parameter 

such as odour and taste or identification test for a colouring or 

flavouring material) in the specification parameters or limits of 

the finished product

28/06/23

Vet - B3 m)

VNRA - Vet - B3 m) - m) Deletion of a non-significant 

specification parameter (excipient) - B3 m) Changes to the 

quality part of the dossier: Deletion of a non-significant 

specification parameter (e.g. deletion of an obsolete parameter) in

the specification parameters or limits of an excipient

28/06/23

Vet - F.I.d.1 c)

VRA-R - Vet - F.I.d.1 c) - c) Extension or introduction of a re-test

period/storage period supported by real time data - F.I.d.1 c) 

Quality Changes - Active Substance - Stability -Change in the 

re-test period/storage period of the active substance where no Ph. 

Eur. Certificate of Suitability covering the retest period is part of 

the approved dossier - Extension or introduction of a re-test 

period/storage period supported by real time data

09/12/22

Vet - F.I.a.2 d)

VRA-R - Vet - F.I.a.2 d) - d) Minor change to the restricted part 

of an Active Substance Master File - F.I.a.2 d) Quality Changes - 

Active Substance - Manufacture - Changes in the manufacturing 

process of the active substance - Minor change to the restricted 

part of an Active Substance Master File

09/12/22

B.II.b.2.a

IA - B.II.b.2.a - a) Replacement or addition of a site where batch 

control/testing takes place - B.II.b.2.a - QUALITY CHANGES - 

FINISHED PRODUCT - Manufacture - Change to importer, 

batch release arrangements and quality control testing of the 

finished product - Replacement or addition of a site where batch 

control/testing takes place

28/01/22

B.II.b.2.a

IA - B.II.b.2.a - a) Replacement or addition of a site where batch 

control/testing takes place - B.II.b.2.a - QUALITY CHANGES - 

FINISHED PRODUCT - Manufacture - Change to importer, 

batch release arrangements and quality control testing of the 

finished product - Replacement or addition of a site where batch 

control/testing takes place

28/01/22


