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Macrosyn 100 mg/ml solution for injection for cattle, pigs and sheep

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.1.18 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

01/03/24

Vet - F.I1.b.3 a)

VRA-R - Vet - F.IL.b.3 a) - a) Minor change in the manufacturing
process - F.IL.b.3 a) Quality Changes - Finished Product
-Manufacture - Change in the manufacturing process of the
finished product, including an intermediate used in the
manufacture of the finished product - Minor change in the
manufacturing process

11/04/23

Cl2a

IB - C.1.2.a - a) Implementation of change(s) for which no new
additional data is required to be submitted by the MAH - C.1.2.a

- SAFETY, EFFICACY, PHARMACOVIGILANCE CHANGES
- HUMAN AND VETERINARY MEDICINAL PRODUCTS -
Change(s) in the Summary of Product Characteristics, Labelling
or Package Leaflet of a generic/hybrid/biosimilar medicinal
products following assessment of the same change for the
reference product - Implementation of change(s) for which no
new additional data is required to be submitted by the MAH

07/02/22




