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Procedural steps taken and scientific information after the authorisation 

Application 

number 

Scope Opinion/ 

Notification
1 issued on 

Commission 

Decision 

Issued2 / 

amended 

on 

Product 

Information 

affected3 

Summary 

R/0010 Renewal of the marketing authorisation. 21/01/2016  22/03/2016 SPC, Annex II, 
Labelling and 
PL 

The European Commission renewed the marketing 
authorisation for Zuprevo. 

IA/0009/G This was an application for a group of variations. 

B.II.b.2.a - Change to importer, batch release 
arrangements and quality control testing of the FP - 
Replacement/addition of a site where batch 
control/testing takes place 
B.II.b.2.a - Change to importer, batch release 
arrangements and quality control testing of the FP - 
Replacement/addition of a site where batch 
control/testing takes place 

22/07/2015  n/a The Agency accepted the group of variations relating to 
additional sites for batch control/testing. 

II/0006/G This was an application for a group of variations. 

C.I.4 - Change(s) in the SPC, Labelling or PL due to 
new quality, preclinical, clinical or pharmacovigilance 
data 

12/02/2015  16/03/2015 SPC, Labelling 
and PL 

The European Commission amended the decision granting 
the marketing authorisation to add a new therapeutic 
indication (metaphylactic use claim) and to delete a 
precautionary statement due to new target animal safety 

1 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 A CD is issued for procedures that affect the terms of the marketing authorisation (e.g. SPC, Annex II, Labelling, PL). The CD is issued within 2 months of the opinion for variations 
falling under the scope of Article 23.1a(a) of Regulation (EU) No. 712/2012, or within 1 year for other procedures. 
3 SPC (Summary of Product Characteristics), Annex II, Labelling, PL (Package Leaflet). 

30 Churchill Place ● Canary Wharf ● London E14 5EU ● United Kingdom 

An agency of the European Union 
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5545 
Send a question via our website www.ema.europa.eu/contact 
 

© European Medicines Agency, 2016. Reproduction is authorised provided the source is acknowledged. 



C.I.6.a - Change(s) to therapeutic indication(s) - 
Addition of a new therapeutic indication or 
modification of an approved one 

data generated in piglets. 

IG/0464 C.I.9.d - Changes to an existing pharmacovigilance 
system as described in the DDPS - Change(s) to a 
DDPS following the assessment of the same DDPS in 
relation to another medicinal product of the same 
MAH 

20/08/2014  n/a The Agency accepted a variation to implement the 
company's updated detailed description of the 
pharmacovigilance system (DDPS). 

IG/0420 C.II.6.a - Changes to the labelling or the PL which are 
not connected with the SPC - Administrative 
information concerning the holder's representative 

04/04/2014  16/03/2015 SPC, Annex II, 
Labelling and 
PL 

The Agency accepted the variation to add the product 
information in the Croatian language as approved during 
PALCIII to the Annexes to the Commission Decision. 

IA/0005 B.I.a.3.a - Change in batch size (including batch size 
ranges) of AS or intermediate - Up to 10-fold increase 
compared to the originally approved batch size 

18/12/2013  n/a The Agency accepted the variation to change the batch size 
. 

IB/0004 B.I.a.4.z - Change to in-process tests or limits applied 
during the manufacture of the AS - Other variation 

03/05/2013  n/a The Agency accepted a variation related to the 
manufacturing process of the active substance. 

IB/0003 B.I.a.2.e - Changes in the manufacturing process of 
the AS - Minor change to the restricted part of an 
ASMF 

08/03/2013  n/a The Agency accepted a variation regarding the 
manufacturing process of the active substance 

IB/0002 C.I.3.a - Implementation of change(s) requested 
following the assessment of an USR, class labelling, a 
PSUR, RMP, FUM/SO, data submitted under A 45/46, 
or amendments to reflect a Core SPC - Changes with 
NO new additional data are submitted by the MAH 

14/09/2012  29/10/2012 SPC, Annex II, 
Labelling and 
PL 

The Agency accepted the variation to take into account 
adverse events in pigs reported in the PSUR period 6-May-
2011 to 30-Nov-2011. 

IB/0001/G This was an application for a group of variations. 

B.I.a.2.e - Changes in the manufacturing process of 
the AS - Minor change to the restricted part of an 
ASMF 
B.I.b.1.z - Change in the specification parameters 
and/or limits of an AS, starting 
material/intermediate/reagent - Other variation 

22/06/2012  n/a The Agency accepted a group of two Type IB variations to 
change the manufacturing process of the active substance 
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