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The EMEA approved a type IB variation for a change
in test procedure of finished product, and
consequently a change in test procedure for active
substance, to replace the analytical method for the
quantification of the active substance and its related
impurities.

The European Commission renewed the marketing
authorisation for Gonazon.

The EMEA approved a type IA variation to change the
name of the manufacturer of the active substance
from Diosynth N.V. to N. V Organon.

The European Commission approved an extension to
add a new target species, pharmaceutical form and
indication (implant for dogs).

The EMEA accepted a notification for the deletion of
the local representatives from the package insert

! Notifications are issued for gyp nless part of a group or a worksharing application). Opinions are issued for all other procedures.
2 No Commission Decision is |s or tYoe IA and type IB variations or for type Il variations and annual re-assessments that do not affect the annexes.
is
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