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Rifen 100 mg/ml solution for injection for horses, cattle and swine

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

30/01/24

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

20/06/23

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

06/06/23

Vet - A1 e)

VNRA - Vet - A1 e) - e) Change in the name or address or contact 

details of a manufacturer or importer of the finished product 

(including batch release or quality control testing sites) - A1 e) 

Administrative changes: Change in the name or address or contact 

details of a manufacturer or importer of the finished product 

(including batch release or quality control testing sites)

06/06/23

C.II.3

II - C.II.3 - C.II.3 Changes to the withdrawal period for a veterinary 

medicinal product - C.II.3 - SAFETY, EFFICACY, 

PHARMACOVIGILANCE CHANGES - VETERINARY 

MEDICINAL PRODUCT ?SPECIFIC CHANGES - Changes to the 

withdrawal period for a veterinary medicinal product

16/02/22

C.I.6.a

II - C.I.6.a - a) Addition of a new therapeutic indication or 

modification of an approved one - C.I.6.a - SAFETY, EFFICACY, 

PHARMACOVIGILANCE CHANGES - HUMAN AND 

VETERINARY MEDICINAL PRODUCTS - Change(s) to 

therapeutic indication(s) - Addition of a new therapeutic indication or

modification of an approved one

16/02/22


