VPA22670/002/001

Formicpro 68.2g Beehive Strips for Honey Bees

Variation

Summary

Date

Vet - F.Il.b.2 a) z.

VRA-R - Vet - F.IL.b.2 a) z. - a) Replacement or addition of a
site where batch control/testing takes place z. Other changes
under this code level, e.g. variations outlined in section 6 and
7 of EMA/CMDv/7381/2021 - F.I1.b.2 a) z. Quality Changes -
Finished Product -Manufacture - Change to importer, batch
release arrangements and quality control testing of the finished
product - Replacement or addition of a site where batch
control/testing takes place - Other changes under this code
level, e.g. variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021

09/04/24

Vet - F.ILb.1 ¢)

VRA-R - Vet - F.ILb.1 ¢) - ¢) Site where any manufacturing
operation(s) take place, except batch-release, batch control,
primary and secondary packaging, for non-sterile medicinal
products - F.ILb.1 ¢) Quality Changes - Finished Product
-Manufacture - Replacement or addition of a manufacturing
site for part or all of the manufacturing process of the finished
product - Site where any manufacturing operation(s) take
place, except batch-release, batch control, primary and
secondary packaging, for non-sterile medicinal products

18/12/23

Vet - B21

VNRA - Vet - B21 - Replacement or addition of a secondary
packaging site of a finished product - B21 Changes to the
quality part of the dossier: Replacement or addition of a
secondary packaging site of a finished product

01/12/23

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

01/12/23

Vet - B20

VNRA - Vet - B20 - Replacement or addition of a primary
packaging site of a non-sterile finished product - B20 Changes
to the quality part of the dossier: Replacement or addition of a
primary packaging site of a non-sterile finished product

01/12/23

Vet - B20

VNRA - Vet - B20 - Replacement or addition of a primary
packaging site of a non-sterile finished product - B20 Changes
to the quality part of the dossier: Replacement or addition of a
primary packaging site of a non-sterile finished product

01/12/23

Vet - B21

VNRA - Vet - B21 - Replacement or addition of a secondary
packaging site of a finished product - B21 Changes to the
quality part of the dossier: Replacement or addition of a
secondary packaging site of a finished product

01/12/23




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

01/12/23

Vet - Al a)

VNRA - Vet - Al a) - a) Change in the name or address or
contact details of the marketing authorisation holder - A1 a)
Administratvie changes: Change in the name or address or
contact details of the marketing authorisation holder

02/09/22

Vet - B21

VNRA - Vet - B21 - Replacement or addition of a secondary
packaging site of a finished product - B21 Changes to the
quality part of the dossier: Replacement or addition of a
secondary packaging site of a finished product

02/09/22

Vet - B22

VNRA - Vet - B22 - Change to importer, batch control
arrangements and quality testing (replacement or addition of a
site) for a finished product - B22 Changes to the quality part of
the dossier: Change to importer, batch control arrangements
and quality testing (replacement or addition of a site) for a
finished product

02/09/22




