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Application number Opinion/ Commission Product Summary

Notification | Decision Information
! issued on | Issued? / affected?
amended on

Variation type IB / This was an application for a group of 17/04/2026

! Notifications are issued for type I variations and Article 61(3) notifications (unless part of a group including a type II variation or extension application or a worksharing application). Opinions
are issued for all other procedures.

2 A Commission decision (CD) is issued for procedures that affect the terms of the marketing authorisation (e.g. summary of product characteristics, annex 11, labelling, package leaflet). The
CD is issued within two months of the opinion for variations falling under the scope of Article 23.1a(a) of Regulation (EU) No. 712/2012, or within one year for other procedures.

3 SmPC (Summary of Product Characteristics), Annex II, Labelling, PL (Package Leaflet).
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EMA/VR/0000338622

Variation type IB /
EMA/VR/0000339062

variations.

Q.I1.b.2 Change to batch release
arrangements and batch control testing of
the finished product - Q.II.b.2.a) Addition or
replacement of a batch control/testing site
applying physicochemical and/or
microbiological analytical procedures for the
finished product - Accepted

Q.II.b.2 Change to batch release
arrangements and batch control testing of
the finished product - Q.II.b.2.b) Addition or
replacement of a batch control/testing site
applying a
biological/immunological/immunochemical
analytical procedure for a biological finished

product - Accepted

This was an application for a group of

variations.

E.4 Change in the name and/or address of
the marketing Term name: E.4 authorisation
holder, ASMF holder, storage site of the
master and/or working cell bank,
manufacturing site for an active substance,
intermediate or finished product, primary
and/or secondary packaging site,
manufacturer responsible for batch release,
site where quality control takes place, and/or

supplier of a packaging component, medical

09/04/2026
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Variation type IB /
EMA/VR/0000332449

device (part), starting material, reagent
and/or excipient (when mentioned in the
dossier - E.4.c) The change in the name
and/or address does not concern a
manufacturer(s) whose activities include
batch release of the finished product nor the
marketing authorisation holder - Accepted
Q.I.a.1 Change in the manufacturing site of
a starting material/intermediate used in the
manufacturing process of the active
substance or change in the manufacturing
site (including where relevant quality control
testing sites) of the active substance -
Q.I.a.1.c) Addition or replacement of a
manufacturing site of a starting material
used in the manufacture of the active
substance or reagent required to be

mentioned in the dossier - Accepted

This was an application for a group of 24/03/2026

variations.

Q.I.a.2 Change in the manufacturing process
of the active substance, intermediate of an
active substance or starting materials for
biological active substance - Q.I.a.2.a) Minor
change in the manufacturing process -
Withdrawn

Q.I.a.4 Change to in-process controls
applied during the manufacture of the active

substance, intermediate of an active
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substance or starting materials for biological
active substance - Q.I.a.4.c) Deletion of a
non-significant or obsolete in-process control
- Withdrawn

Q.I.a.4 Change to in-process controls
applied during the manufacture of the active
substance, intermediate of an active
substance or starting materials for biological
active substance - Q.I.a.4.c) Deletion of a
non-significant or obsolete in-process control
- Withdrawn

Q.I.a.4 Change to in-process controls
applied during the manufacture of the active
substance, intermediate of an active
substance or starting materials for biological
active substance - Q.I.a.4.c) Deletion of a
non-significant or obsolete in-process control
- Withdrawn

Q.I.a.4 Change to in-process controls
applied during the manufacture of the active
substance, intermediate of an active
substance or starting materials for biological
active substance - Q.I.a.4.c) Deletion of a
non-significant or obsolete in-process control
- Withdrawn

Q.I.a.4 Change to in-process controls
applied during the manufacture of the active
substance, intermediate of an active
substance or starting materials for biological
active substance - Q.I.a.4.c) Deletion of a
non-significant or obsolete in-process control

- Accepted
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Q.I.a.4 Change to in-process controls
applied during the manufacture of the active
substance, intermediate of an active
substance or starting materials for biological
active substance - Q.I.a.4.c) Deletion of a
non-significant or obsolete in-process control
- Accepted

Q.I.a.4 Change to in-process controls
applied during the manufacture of the active
substance, intermediate of an active
substance or starting materials for biological
active substance - Q.I.a.4.c) Deletion of a
non-significant or obsolete in-process control
- Accepted

Q.I.a.4 Change to in-process controls
applied during the manufacture of the active
substance, intermediate of an active
substance or starting materials for biological
active substance - Q.I.a.4.c) Deletion of a
non-significant or obsolete in-process control
- Accepted

Q.I.a.4 Change to in-process controls
applied during the manufacture of the active
substance, intermediate of an active
substance or starting materials for biological
active substance - Q.I.a.4.c) Deletion of a
non-significant or obsolete in-process control
- Accepted

Q.I.b.2 Change to analytical procedure for
active substance or starting
material/reagent/intermediate used in the

manufacturing process of the active
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Variation type II /
EMA/VR/0000304280

substance - Q.I.b.2.a) Minor change to an
analytical procedure for the active substance
- Accepted

Q.I.b.2 Change to analytical procedure for
active substance or starting
material/reagent/intermediate used in the
manufacturing process of the active
substance - Q.I.b.2.a) Minor change to an
analytical procedure for the active substance

- Accepted

This was an application for a group of 19/03/2026

variations.

B.II.e.2 Change in the specification
parameters and/or limits of the immediate
packaging of the finished product - B.Il.e.2.c
Deletion of a non-significant specification
parameter (e.g. deletion of an obsolete
parameter) - Accepted

B.II.d.2 Change in test procedure for the
finished product - B.II.d.2.a Minor changes
to an approved test procedure - Accepted
B.II.d.1 Change in the specification
parameters and/or limits of the finished
product - B.II.d.1.c Addition of a new
specification parameter to the specification
with its corresponding test method -
Accepted

B.II.d.1 Change in the specification

parameters and/or limits of the finished

SmPC,
Labelling and
PL

SmPC updated to add a new presentation with a
new fill weight (420 mg) (EU/1/25/1949/002). The
Labelling and PL have been updated accordingly.
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Variation type IA /
EMA/VR/0000318956

product - B.II.d.1.c Addition of a new
specification parameter to the specification
with its corresponding test method -
Accepted

B.II.d.1 Change in the specification
parameters and/or limits of the finished
product - B.II.d.1.c Addition of a new
specification parameter to the specification
with its corresponding test method -
Accepted

B.II.e.5 Change in pack size of the finished
product - B.II.e.5.c Change in the fill
weight/fill volume of sterile multidose (or
single-dose, partial use) parenteral medicinal
products, including biological/ immunological

medicinal products - Accepted

B.I.b.2 Change in test procedure for active
substance or starting
material/reagent/intermediate used in the
manufacturing process of the active
substance - B.I.b.2.a Minor changes to an
approved test procedure - Accepted
B.I.b.1 Change in the specification
parameters and/or limits of an active
substance, starting material / intermediate /
reagent used in the manufacturing process
of the active substance - B.I.b.1.z Other

changes - Accepted

16/12/2025
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Variation type IB /
EMA/VR/0000302457

Variation type IB /
EMA/VR/0000289518

B.II.b.4 Change in the batch size (including
batch size ranges) of the finished product -
B.II.b.4.a Up to 10-fold compared to the

originally approved batch size - Accepted

B.II. FINISHED PRODUCT - B.II.z Other

variation - Accepted

05/11/2025

02/09/2025

Page 8/8



