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Sabervel
Procedural steps taken and scientific information after the authorisation

Application Opinion/ CommiSsion | Product Summary
number Notification® | Desision Information
issued on ISsed? / affected?
amended
on
A31/0005 On 17 April 2013, further to the emergence of new 22/05/2014 04/09/2014 SmPC and PL For further information please refer to the
evidence from the scientific literature on dual RAS Renin-angiotensin-system (RAS)-acting agents Article 31
blockade therapy and given the seriousness of the referral - Assessment report.

identified safety concerns, the Italian Medicines
Agency (AIFA) initiated a review under Article 31 of
Council Directive 2001/83/EC, requesting the
Pharmacovigilance Risk Assessment Committee
(PRAC) to issue a recommendation on the benefit-risk

of dual RAS blockade therapy through the combined

! Notifications are issued for type | variations and Article 61(3) notifications (unless part of a group including a type Il 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 1, 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.

¥ SmPC (Summary of Product Characteristics), Annex Il, Labelling, PL (Package Leaflet).
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IAIN/0007

N/0006

I1AIN/0004/G

1B/0003/G

use of angiotensin-converting enzyme inhibitors
(ACE-inhibitors), angiotensin Il receptor blockers
(ARBSs) or aliskiren and to determine whether any
regulatory measures should be taken on the
marketing authorisations of the products involved in

this procedure.

C.1.8.a - Introduction of or changes to a summary of 17/10/2013 n/a
Pharmacovigilance system - Changes in QPPV
(including contact details) and/or changes in the PSMF

location

Minor change in labelling or package leaflet not 30/08/2013 20/12/2013
connected with the SPC (Art. 61.3 Notification)

This was an application for a group of variations. 07/12/2012

B.ll.e.5.a.1 - Change in pack size of the finished
product - Change in the number of units (e.g. tablets,
ampoules, etc.) in a pack - Change within the range of
the currently approved pack sizes

B.ll.e.5.a.1 - Change in pack size of the finished
product - Change in the number of units (e.g. tablets,
ampoules, etc.) in a pack - Change within the range of
the currently approved pack sizes

B.ll.e.5.a.1 - Change in pack size of the finished
product - Change in the number of units (e.g. tablets,
ampoules, etc.) in a pack - Change within the range of

the currently approved pack sizes

This was an application for a group of variations. 14/09/2012 n/a

B.ll.e.5.a.2 - Change in pack size of the finished

PL

SmPC,
Labelling and
PL

SmPC,
Labelling and
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product - Change in the number of units (e.g. tablets, PL
ampoules, etc.) in a pack - Change outside the range

of the currently approved pack sizes

B.ll.e.5.a.2 - Change in pack size of the finished

product - Change in the number of units (e.g. tablets,

ampoules, etc.) in a pack - Change outside the range

of the currently approved pack sizes

B.ll.e.5.a.2 - Change in pack size of the finished

product - Change in the number of units (e.g. tablets,

ampoules, etc.) in a pack - Change outside the range

of the currently approved pack sizes

1AIN/0001 B.1ll.1.a.1 - Submission of a new or updated Ph. Eur. 12/07/2012 n/a
Certificate of Suitability to the relevant Ph. Eur.
Monograph - New certificate from an already approved

manufacturer

N/0002 Minor change in labelling or package leaflet not 06/07/2012 n/a PL
connected with the SPC (Art. 61.3 Notification)
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