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Quanifen (50 mg Praziquantel / 500 mg Fenbendazole) Tablets for Cats and Dogs

Variation

Summary

Date

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

25/09/24

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

25/09/24

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

25/09/24

Vet - B38

VNRA - Vet - B38 - Change in pack size (number of units e.g. tablets,
ampoules, etc. in a pack) within the range of the currently approved
pack size - B38 Changes to the quality part of the dossier: Change in
pack size (number of units e.g. tablets, ampoules, etc. in a pack)
within the range of the currently approved pack size. In cases where a
given pack size has received an individual marketing authorisation
which is separate to the marketing authorisation for other pack sizes
of the same product, the change of the former will not be a variation
according to Article 61, but a variation according to Article 62 of
Regulation (EU) 2019/6

28/08/23

Vet - Cl

VNRA - Vet - C1 - Change(s) in the name or address or contact details
of a qualified person for pharmacovigilance (QPPV) - C1 Changes to
the safety, efficacy and pharmacovigilance part of the dossier:
Change(s) in the name or address or contact details of a qualified
person for pharmacovigilance (QPPV)

14/07/23

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

14/07/23




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




