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Profender 
Procedural steps taken and scientific information after the authorisation 

Application 

number 

Scope Opinion/ 

Notification1 

issued on 

Commission 

Decision 

Issued‘ / 

amended 

on 

Product 

Information 

affected2 

Summary3 

T/0051 Transfer of Marketing Authorisation 10/12/2020 14/01/2021 SPC, Labelling 
and PL 

The European Commission transferred the marketing 
authorisation from 'Bayer Animal Health GmbH' in Germany 
to 'Vetoquinol S.A.' in France. 

IA/0050 B.III.1.a.2 - Submission of a new/updated or deletion 
of Ph. Eur. Certificate of Suitability to the relevant Ph. 
Eur. Monograph - Updated certificate from an already 
approved manufacturer 

23/04/2020 n/a  n/a 

IG/1213 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 

31/03/2020 17/06/2020 PL The Agency accepted the group of variations to delete the 
list of local representatives from the package leaflet. 

IAIN/0048 B.III.1.a.3 - Submission of a new/updated or deletion 
of Ph. Eur. Certificate of Suitability to the relevant Ph. 
Eur. Monograph - New certificate from a new 
manufacturer (replacement or addition) 

03/12/2019 n/a  n/a 

IAIN/0047 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 

13/06/2019 17/06/2020 PL The Agency accepted the variation to change the 
administrative information in the package leaflet concerning 
the marketing authorisation holder's local representatives. 

IG/0963/G This was an application for a group of variations. 16/07/2018 n/a  The Agency accepted the group of variations to update the 

 
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 SPC (Summary of Product Characteristics), Annex II, Labelling, PL (Package Leaflet). 
3 Since October 2019 summary information is no longer published for variations that do not impact upon the product information 
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C.I.9.a - Changes to an existing pharmacovigilance 
system as described in the DDPS - Change in the 
QPPV and/or QPPV contact details and/or back-up 
procedure 
C.I.9.c - Changes to an existing pharmacovigilance 
system as described in the DDPS - Other change(s) to 
the DDPS that does not impact on the operation of 
the PhV system 

detailed description of pharmacovigilance system (DDPS). 

IA/0045 B.III.1.a.2 - Submission of a new/updated or deletion 
of Ph. Eur. Certificate of Suitability to the relevant Ph. 
Eur. Monograph - Updated certificate from an already 
approved manufacturer 

04/05/2018 n/a  The Agency accepted the variation to update the current 
certificate of suitability for a manufacturer of the active 
substance with the subsequent version. 

IB/0043 B.III.1.a.3 - Submission of a new/updated or deletion 
of Ph. Eur. Certificate of Suitability to the relevant Ph. 
Eur. Monograph - New certificate from a new 
manufacturer (replacement or addition) 

06/04/2018 n/a  The Agency accepted the variation to add a new 
manufacturer of active substance. 

IAIN/0044 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 

09/03/2018 25/05/2018 PL The Agency accepted the variation to update the 
administrative details of the local representatives for BE 
and LU. 

IA/0042/G This was an application for a group of variations. 
 
A.4 - Administrative change - Change in the name 
and/or address of a manufacturer or an ASMF holder 
or supplier of the AS, starting material, reagent or 
intermediate used in the manufacture of the AS or 
manufacturer of a novel excipient 
B.I.a.2.a - Changes in the manufacturing process of 
the AS - Minor change in the manufacturing process 
of the AS 

27/11/2017 n/a  The Agency accepted the variation to change the name of 
the supplier of the starting material used in the 
manufacture of the active substance and to change the 
fermentation process of the starting material, and accepted 
editorial changes. 

IAIN/0041 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 

12/10/2017 25/05/2018 PL The Agency accepted the variation to update the list of local 
representatives in the package leaflet. 

IAIN/0040 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 

18/05/2017 25/05/2018 PL The Agency accepted the variation to update the list of local 
representatives in the package leaflet. 

IAIN/0039 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 

22/02/2017 24/05/2017 PL The Agency accepted the variation to update the list of local 
representatives in the package leaflet. 

IAIN/0038 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 

21/09/2016 24/05/2017 PL The Agency accepted the variation to update the list of local 
representatives in the package leaflet. 

IAIN/0037 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 

25/05/2016 24/05/2017 PL The Agency accepted the variation to update the list of local 
representatives in the package leaflet. 

II/0032 C.I.6.a - Change(s) to therapeutic indication(s) - 
Addition of a new therapeutic indication or 
modification of an approved one 

17/03/2016 18/04/2016 SPC, Labelling 
and PL 

The European Commission amended the decision granting 
the marketing authorisation to add the following 
therapeutic indications for Profender spot-on solution for 
cats: 
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- Toxocara cati (L3 larvae) - treatment of queens during 
late pregnancy to prevent lactogenic transmission to the 
offspring 
- Dipylidium caninum (immature adult) 
- Aelurostrongylus abstrusus (adult) 

IB/0035 C.I.4.z - Change(s) in the SPC, Labelling or package 
leaflet further to a veterinary PSUR 

04/03/2016 18/04/2016 SPC and PL The Agency accepted the variation to update section 4.6 of 
the SPC to update the safety information following a PSUR 
assessment. The package leaflet is updated accordingly. 

IG/0663/G This was an application for a group of variations. 
 
C.I.9.b - Changes to an existing pharmacovigilance 
system as described in the DDPS - Change(s) in the 
safety database and/or major contractual 
arrangements for the fulfilment of PhV obligations, 
and/or change of the site undergoing PhV activities 
C.I.9.c - Changes to an existing pharmacovigilance 
system as described in the DDPS - Other change(s) to 
the DDPS that does not impact on the operation of 
the PhV system 

25/02/2016 n/a  The Agency accepted the variation to update the Detailed 
Description of the Pharmacovigilance System (DDPS). 

IA/0034 B.III.1.a.2 - Submission of a new/updated or deletion 
of Ph. Eur. Certificate of Suitability to the relevant Ph. 
Eur. Monograph - Updated certificate from an already 
approved manufacturer 

19/11/2015 n/a  The Agency accepted the variation to replace the current 
certificate of suitability for Praziquantel by an updated one 
which includes a retest period of 5 years. 

IA/0033 B.II.c.1.a - Change in the specification parameters 
and/or limits of an excipient - Tightening of 
specification limits 

08/09/2015 n/a  The Agency accepted the variation to tighten the 
specification limits of an excipient. 

IA/0031 A.7 - Administrative change - Deletion of 
manufacturing sites 

19/06/2015 n/a  The Agency accepted the variation to delete a 
manufacturing site for Profender modified-release tablets. 

IAIN/0030 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 

11/03/2015 19/06/2015 PL The Agency accepted the variation to change the 
administrative information concerning the holder's 
representative. 

IB/0028/G This was an application for a group of variations. 
 
B.II.b.1.e - Replacement or addition of a 
manufacturing site for the FP - Site where any 
manufacturing operation(s) take place, except batch-
release, batch control, primary and secondary 
packaging, for non-sterile medicinal products 
B.II.b.3.z - Change in the manufacturing process of 
the finished or intermediate product - Other variation 

30/10/2014 n/a  The Agency accepted the group of variations to add a 
second bulk manufacturing site and to make consequential 
minor changes to the manufacturing process. 

IA/0029 B.II.e.2.b - Change in the specification parameters 
and/or limits of the immediate packaging of the 
finished product - Addition of a new specification 
parameter to the specification with its corresponding 
test method 

24/10/2014 n/a  The Agency accepted the variation to make changes in the 
specification parameters and limits of the immediate 
packaging of the finished product. 

IB/0027 B.III.1.a.2 - Submission of a new/updated or deletion 
of Ph. Eur. Certificate of Suitability to the relevant Ph. 

19/09/2014 n/a  The Agency accepted the variation on the replacement of a 
certificate of suitability for Praziquantel due to an update of 
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Eur. Monograph - Updated certificate from an already 
approved manufacturer 

the Ph.Eur monograph. 

IB/0026/G This was an application for a group of variations. 
 
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 
C.II.6.b - Changes to the labelling or the PL which are 
not connected with the SPC - Other changes 

27/06/2014 19/06/2015 SPC, Labelling 
and PL 

The Agency accepted the group of variations to change the 
contact details of the local representatives and to make 
amendments to the product information. 

II/0025/G This was an application for a group of variations. 
 
B.II.d.1.e - Change in the specification parameters 
and/or limits of the finished product - Change outside 
the approved specifications limits range 
B.II.d.1.g - Change in the specification parameters 
and/or limits of the finished product - Addition or 
replacement (excluding biological or immunological 
product) of a specification parameter as a result of a 
safety or quality issue 

13/02/2014 n/a  The Agency accepted the group of variations to add a 
qualified impurity and to widen a specification limit in the 
finished product specifications. 

II/0023 C.I.4 - Variations related to significant modifications 
of the SPC due in particular to new quality, pre-
clinical, clinical or pharmacovigilance data 

13/12/2012 01/02/2013 SPC, Labelling 
and PL 

The Agency accepted the variation to revise precautions 
from section 4.5 of the SPC, update list of local 
representatives in the package leaflet, modify pipette label 
texts, improve dosage table in SPC/package leaflet and 
implement linguistic correction in Spanish product 
information. 

II/0022 C.I.6.a - Change(s) to therapeutic indication(s) - 
Addition of a new therapeutic indication or 
modification of an approved one 

13/12/2012 01/02/2013 SPC and PL The European Commission amended the decision granting 
the marketing authorisation to add under point 4.2 of the 
SPC a therapeutic indication for the treatment of Trichuris 
vulpis (L4) in dogs and to address the safe use in pregnant 
and lactating bitches under point 4.7 of the SPC. Updates 
to the package leaflet in accordance with QRD template 
have also been submitted. 

IB/0021/G This was an application for a group of variations. 
 
B.I.b.2.e - Change in test procedure for AS or starting 
material/reagent/intermediate - Other changes to a 
test procedure (including replacement or addition) for 
the AS or a starting material/intermediate 
B.I.b.2.a - Change in test procedure for AS or starting 
material/reagent/intermediate - Minor changes to an 
approved test procedure 

30/03/2012 n/a  The Agency accepted the group of variations to make 
changes to test procedures. 

IA/0020 B.II.e.7.b - Change in supplier of packaging 
components or devices (when mentioned in the 
dossier) - Replacement or addition of a supplier 

14/12/2011 n/a  The Agency accepted the variation for a change of supplier 
for microspikes for multiple-use bottles. 

IA/0019 B.I.b.1.d - Change in the specification parameters 
and/or limits of an AS, starting 
material/intermediate/reagent - Deletion of a non-
significant specification parameter (e.g. deletion of an 

30/09/2011 30/09/2011  The Agency accepted the variation relating to specification 
parameters for particle sizes. 
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obsolete parameter) 
IB/0017 B.I.a.2.a - Changes in the manufacturing process of 

the AS - Minor change in the manufacturing process 
of the AS 

05/01/2011 05/01/2011  The Agency accepted the variation relating to the active 
substance. 

IA/0018/G This was an application for a group of variations. 
 
B.I.b.2.a - Change in test procedure for AS or starting 
material/reagent/intermediate - Minor changes to an 
approved test procedure 
B.I.b.2.a - Change in test procedure for AS or starting 
material/reagent/intermediate - Minor changes to an 
approved test procedure 

22/12/2010 22/12/2010  The Agency accepted the group of variations relating to the 
active substance. 

IA/0016 B.II.b.1.a - Replacement or addition of a 
manufacturing site for the FP - Secondary packaging 
site 

09/07/2010 12/07/2010  The Agency accepted the variation for the addition of a 
manufacturing site for secondary packaging of the finished 
product. 

IB/0015 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 

31/03/2010 01/07/2010 SPC, Labelling 
and PL 

The Agency accepted the variation implementing changes 
to the SPC requested by the CVMP following the 
assessment of a periodic safety update report. 

R/0014 Renewal of the marketing authorisation. 14/04/2010 01/07/2010 SPC, Annex II, 
Labelling and 
PL 

The European Commission amended the decision granting 
the marketing authorisation to approve an indefinite 
renewal for Profender. 

IB/0013 1B-10 Minor change in the manufacturing process of 
the active substance 
1A-13-a Change in test procedure for active 
substance or starting material-minor changes test 
procedure 
1B-12-b2 Addition new test parameter to specification 
of starting material/intermediate/ 

23/12/2009 23/12/2009  The Agency accepted the variation regarding a minor 
change in the manufacturing process for one of the active 
substances, and associated consequential changes. 

IB/0012 1B-33 Minor change in the manufacture of the 
finished product 

17/12/2009 17/12/2009  The Agency accepted the variation regarding a minor 
change in the manufacture of the finished product. 

II/0011 II - Other quality changes 09/12/2009 17/12/2009  The European Commission amended the decision granting 
the marketing authorisation regarding changes to the 
finished product specifications. 

IA/0010 1A-32-a Change in the batch size of the finished 
product 

12/02/2009 12/02/2009  The Agency accepted the variation to change the batch size 
of the finished product. 

T/0009 Transfer of Marketing Authorisation 08/08/2008 05/09/2008 SPC, Annex II, 
Labelling and 
PL 

The European Commission transferred the marketing 
authorisation from 'Bayer HealthCare AG' to 'Bayer Animal 
Health GmbH'. 

X/0004 X-4-I Addition or change of target species 18/06/2008 25/08/2008 SPC, Labelling 
and PL 

The European Commission amended the decision granting 
the marketing authorisation to add a new target species 
(dogs), a new pharmaceutical form (modified release 
tablets) and a new route of administration (oral use). 
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IB/0008 1B-38-c Change in test procedure of the finished 
product 

06/05/2008 06/05/2008  The Agency accepted the variation regarding a change in 
test procedure of the finished product. 

IA/0007 1A-04 Change in name and/or address of a 
manufacturer of the active substance 

19/11/2007 19/11/2007  The Agency accepted the variation regarding a change in 
the name of a manufacturer of one of the active 
substances. 

IB/0005 1B-10 Minor change in the manufacturing process of 
the active substance 

14/08/2007 14/08/2007  The Agency accepted the variation regarding minor 
changes in the manufacturing process for one of the active 
substances. 

IA/0006 1A-23-b Change in source of excipient or reagent 
from TSE risk to vegetable or synthetic material 

12/07/2007 12/07/2007  The Agency accepted the variation regarding a change in 
source of a reagent from an animal source to a non-animal 
derived material. 

II/0003 II - Update of SPC and PL 13/12/2006 16/01/2007 SPC and PL The European Commission amended the decision granting 
the marketing authorisation regarding changes to the 
Summary of Product Characteristics and the Package 
Leaflet. These changes consist of updates of the adverse 
reactions sections of the SPC and Package Leaflet 
recommended by the CVMP after assessment of the 
pharmacovigilance data up to 31 July 2006. 

IA/0002 14_Change in specifications of active substance 02/08/2006 02/08/2006  The Agency accepted the variation regarding a change to 
comply with the submission of an updated Ph.Eur. 
Certificate of Suitability for one of the active substances, 
praziquantel. 

IA/0001 1A-25-b-2 Change to comply with Eu. Ph. or with the 
national pharmacopoeia of a Member State 

22/09/2005 22/09/2005  The Agency accepted the variation regarding a change to 
comply with an updated Ph.Eur. monograph for one of the 
excipients. 

 


