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Application Opinion/ Commission | Product Summary?
number Notification® | Decision Information
issued on Issued / affected?
amended
on
IB/0006 C.I.3.z - Change(s) in the SPC, Labelling or PL of 03/12/2021 SPC and PL The Agency accepted the variation to amend section 4.6 of
veterinary medicinal products intended to implement the summary of product characteristics and the
the outcome of a procedure concerning PSUR: corresponding section 6 of the package leaflet, following
implementation of wording agreed by the competent assessment of the surveillance of adverse events. In
authority that does not require additional assessment addition, the MAH has updated the local representatives

contact to the latest QRD template.

I1B/0005 B.II.d.2.d - Change in test procedure for the finished 15/10/2021 n/a n/a
product - Other changes to a test procedure
(including replacement or addition)

1I/0004 B.II.d.2.c - Change in test procedure for the finished 10/12/2020 n/a n/a
product - Substantial change to or replacement of a
biol/immunol/immunochemical test method or a
method using a biol. reagent or replacement of a biol.
reference preparation not covered by an approved

protocol

IA/0003 B.II.c.3.z - Change in source of an excipient or 07/02/2020 n/a n/a
reagent with TSE risk - Other variation

1G/1023/G This was an application for a group of variations. 13/02/2019 n/a n/a

! Notifications are issued for type I variations (unless part of a group including a type II variation or higher procedure or a worksharing application). Opinions are issued for all other
procedures.

2 SPC (Summary of Product Characteristics), Annex II, Labelling, PL (Package Leaflet).

3 Since October 2019 summary information is no longer published for variations that do not impact upon the product information
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C.1.9.a - Changes to an existing pharmacovigilance
system as described in the DDPS - Change in the
QPPV and/or QPPV contact details and/or back-up
procedure

C.1.9.b - Changes to an existing pharmacovigilance
system as described in the DDPS - Change(s) in the
safety database and/or major contractual
arrangements for the fulfilment of PhV obligations,
and/or change of the site undergoing PhV activities

1B/0001 B.II.d.2.d - Change in test procedure for the finished 07/12/2018 n/a n/a
product - Other changes to a test procedure
(including replacement or addition)
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