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information after authorisation (archive).

Application number Opinion/ Commission Product Summary

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

Variation type IA / This was an application for a group of 24/11/2025 N/A

! 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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variations.

A. ADMINISTRATIVE CHANGES - A.4 Change
in the name and/or address of: a
manufacturer (including where relevant
quality control testing sites); or an ASMF
holder; or a supplier of the active substance,
starting material, reagent or intermediate
used in the manufacture of the active
substance (where specified in the technical
dossier) where no Ph. Eur. Certificate of
Suitability is part of the approved dossier; or
a manufacturer of a novel excipient (where

specified in the technical dossier) - Accepted

B.II.b.3 Change in the manufacturing

process of the finished product, including an
intermediate used in the manufacture of the
finished product - B.II.b.3.a Minor change in

the manufacturing process - Accepted

B.II.d.2 Change in test procedure for the
finished product - B.II.d.2.e Update of the
test procedure to comply with the updated
general monograph in the Ph. Eur. -

Accepted

A.5 Change in the name and/or address of a
manufacturer/importer of the finished
product (including batch release or quality
control testing sites) - A.5.b The activities

for which the manufacturer/importer is
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PSUR / EMA/PSUR/0000269024

responsible do not include batch release -

Accepted

B.II.e.6 Change in any part of the (primary)
packaging material not in contact with the
finished product formulation (such as colour
of flip-off caps, colour code rings on
ampoules, change of needle shield (different
plastic used)) - B.II.e.6.b Change that does

not affect the product information - Accepted

18/09/2025 17/11/2025

In view of available data on cases of liver
failure reported in patients both with and
without pre-existing liver disease for
elexacaftor / tezacaftor / ivacaftor
(ELX/TEZ/IVA) and in the context of updates
made to the product information for
ELX/TEZ/IVA, given the very serious nature
of the events in question, the PRAC
considers that the product information of
products containing tezacaftor / ivacaftor
should be amended accordingly. In view of
available data on anxiety and insomnia from
post-marketing reports including in some
cases positive de-challenge, the PRAC
considers a causal relationship between
tezacaftor / ivacaftor and anxiety and
insomnia is at least a reasonable possibility.
The PRAC concluded that the product

information of products containing tezacaftor

SmPC and PL

Variation
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/ ivacaftor should be amended accordingly.
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