VPA10791/010/001

Pulmovet 250 mg/ml solution for use in drinking water or milk replacer for cattle, pigs,
chickens and turkeys

Variation

Summary

Date

Vet - G.I.18

VRA-S - Vet - G.I.18 - One-off alignment of the product
information with version 9.0 (or the latest version of the QRD
templates that are in effect at the time that this one-off variation is
submitted) of the QRD templates i.e. major update of the QRD
templates in accordance with Regulation (EU) 2019/6, for veterinary
medicinal products placed on the market in accordance with
Directive 2001/82/EC or Regulation (EC) No 726/2004 - G.I.18
Safety, Efficacy, Pharmacovigilance changes - One-off alignment of
the product information with version 9.0 (or the latest version of the
QRD templates that are in effect at the time that this one-off
variation is submitted) of the QRD templates i.e. major update of the
QRD templates in accordance with Regulation (EU) 2019/6, for
veterinary medicinal products placed on the market in accordance
with Directive 2001/82/EC or Regulation (EC) No 726/2004

27/09/23

Vet - B9 a)

VNRA - Vet - B9 a) - a) Up to 10-fold increase compared to the
originally approved batch size - B9 a) Changes to the quality part of
the dossier: Change in batch size (including batch size ranges) of
active substance or intermediate used in the manufacturing process
of the active substance — up to 10-fold increase compared to the
originally approved batch size

18/08/22

Vet - Al b)

VNRA - Vet - Al b) - b) Change in the name or address or contact
details of a manufacturer or supplier of the active substance, starting
material, reagent or intermediate used in the manufacture of the
active substance or a quality control testing site (where ecified in the
dossier) where no European Pharmacopoeia (Ph. Eur.) Certificate of
Suitability (CEP) is part of the approved dossier. - Al b)
Administratvie changes: Change in the name or address or contact
details of a manufacturer or supplier of the active substance, starting
material, reagent or intermediate used in the manufacture of the
active substance or a quality control testing site (where ecified in the
dossier) where no European Pharmacopoeia (Ph. Eur.) Certificate of
Suitability (CEP) is part of the approved dossier.

10/08/22




