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MYCOFLOR 200 mg/ml solution for use in drinking water for pigs

Variation Summary Date

Vet - F.I.f.1

VRA-S - Vet - F.I.f.1 - - Vet - F.I.f.1 - Substantial changes in the 

updated version of the ASMF or the active substance part of the 

dossier
14/08/25

Vet - F.I.f.1

VRA-S - Vet - F.I.f.1 - - Vet - F.I.f.1 - Substantial changes in the 

updated version of the ASMF or the active substance part of the 

dossier
29/07/25

Vet - A1 e)

VNRA - Vet - A1 e) - - Vet - A1 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)
27/06/25

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

20/03/25

Vet - B26 a)

VNRA - Vet - B26 a) - a) Up to 10-fold increase compared to the 

originally approved batch size of an immediate release oral 

pharmaceutical forms or of a non-sterile liquid based 

pharmaceutical form - B26 a) Changes to the quality part of the 

dossier: Change in the batch size (including batch size ranges) of 

the finished product: — up to 10-fold increase compared to the 

originally approved batch size of an immediate release oral 

pharmaceutical forms or of a non-sterile liquid based 

pharmaceutical form

06/08/24

Vet - B26 a)

VNRA - Vet - B26 a) - a) Up to 10-fold increase compared to the 

originally approved batch size of an immediate release oral 

pharmaceutical forms or of a non-sterile liquid based 

pharmaceutical form - B26 a) Changes to the quality part of the 

dossier: Change in the batch size (including batch size ranges) of 

the finished product: — up to 10-fold increase compared to the 

originally approved batch size of an immediate release oral 

pharmaceutical forms or of a non-sterile liquid based 

pharmaceutical form

06/08/24

C.I.3.z

IAin - C.I.3.z - z Other variation - C.I.3.z - SAFETY, EFFICACY, 

PHARMACOVIGILANCE CHANGES - HUMAN AND 

VETERINARY MEDICINAL PRODUCTS - Change(s) in the 

Summary of Product Characteristics, Labelling or Package Leaflet 

of human medicinal products intended to implement the outcome of

a procedure concerning PSUR or PASS, or the outcome of the 

assessment done by the competent authority under Articles 45 or 46 

of Regulation 1901/2006 - Other variation

24/03/22


