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Prac-tic 
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 

T/0025 Transfer of Marketing Authorisation 13/07/2018  27/08/2018 SPC, Annex II, 
Labelling and 
PL 

The European Commission transferred the marketing 
authorisation from 'Elanco Europe Ltd' to 'Elanco GmbH'. 

IB/0024 B.II.d.2.d - Change in test procedure for the finished 
product - Other changes to a test procedure 
(including replacement or addition) 

06/07/2018  n/a  The Agency accepted the variation to change a test method 
for an excipient and to introduce an editorial change 
regarding the updated bulk testing monograph. 

IA/0023/G This was an application for a group of variations. 
 
A.5.b - Administrative change - Change in the name 
and/or address of a manufacturer/importer of the 
finished product, including quality control sites 
(excluding manufacturer for batch release) 
A.7 - Administrative change - Deletion of 
manufacturing sites 

18/01/2018  n/a  The Agency accepted the group of variations to change the 
name of a quality control testing site and to delete another 
quality control testing site.  

IB/0022/G This was an application for a group of variations. 
 
B.II.d.1.a - Change in the specification parameters 

12/04/2017  n/a  The Agency accepted the group of variations to update two 
test methods to comply with the relevant Ph. Eur. 
monographs, to tighten limits for another specification 

                                                
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). 
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and/or limits of the finished product - Tightening of 
specification limits 
B.II.d.1.h - Change in the specification parameters 
and/or limits of the finished product - Update of the 
dossier to comply with the provisions of an updated 
general monograph of the Ph. Eur. for the finished 
product 
B.II.d.1.h - Change in the specification parameters 
and/or limits of the finished product - Update of the 
dossier to comply with the provisions of an updated 
general monograph of the Ph. Eur. for the finished 
product 

parameter and to change the shelf life limit of an excipient. 

WS/1074 This was an application for a variation following a 
worksharing procedure according to Article 20 of 
Commission Regulation (EC) No 1234/2008. 
 
C.II.7.b - Introduction of a new Pharmacovigilance 
system - Which has been assessed by the relevant 
national competent authority/EMA for another product 
of the same MAH 

19/01/2017  n/a  The Agency accepted the variation to update the 
pharmacovigilance system. 

T/0020 Transfer of Marketing Authorisation 27/06/2016  25/07/2016 SPC, Labelling 
and PL 

The European Commission amended the decision granting 
the marketing authorisation to transfer the marketing 
authorisation from 'Novartis Sanidad Animal S.L.' (Spain) to 
'Elanco Europe Ltd' (United Kingdom). 

IG/0681 A.5.a - Administrative change - Change in the name 
and/or address of a manufacturer/importer 
responsible for batch release 

07/06/2016  25/07/2016 Annex II and 
PL 

The Agency accepted the variation to change the name of 
the site responsible for manufacturing and batch release of 
the finished product 

IA/0018/G This was an application for a group of variations. 
 
B.I.a.3.b - Change in batch size (including batch size 
ranges) of AS or intermediate - Downscaling down to 
10-fold 
B.I.a.2.a - Changes in the manufacturing process of 
the AS - Minor change in the manufacturing process 
of the AS 
B.I.a.2.a - Changes in the manufacturing process of 
the AS - Minor change in the manufacturing process 
of the AS 
B.I.a.2.a - Changes in the manufacturing process of 
the AS - Minor change in the manufacturing process 
of the AS 
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.a.4.a - Change to in-process tests or limits applied 
during the manufacture of the AS - Tightening of in-
process limits 
B.I.b.1.b - Change in the specification parameters 
and/or limits of an AS, starting 

19/06/2015  n/a  The Agency accepted the group of variations to implement 
minor changes in the manufacturing process of the active 
substance, changes to non-critical IPC's and minor changes 
to the specifications of other chemicals/raw materials used 
in the manufacturing process. 
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material/intermediate/reagent - Tightening of 
specification limits 
B.I.b.1.b - Change in the specification parameters 
and/or limits of an AS, starting 
material/intermediate/reagent - Tightening of 
specification limits 
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 
obsolete parameter) 
B.I.b.2.a - Change in test procedure for AS or starting 
material/reagent/intermediate - Minor changes to an 
approved test procedure 

IA/0017 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 

21/11/2014  n/a  The Agency accepted the variation to add a new finished 
product testing site. 

IA/0016/G This was an application for a group of variations. 
 
A.7 - Administrative change - Deletion of 
manufacturing sites 
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 

26/06/2014  n/a  The Agency accepted the group of variations to delete the 
finished product packaging site for the secondary packaging 
and to register two batch testing sites. 

IB/0015 C.I.13.z - Other variations not specifically covered 
elsewhere in thes Annex which does not involve the 
submission of studies to the competent authority. 

06/06/2014  11/06/2015 SPC, Annex II, 
Labelling and 
PL 

The Agency accepted the variation to add a special warning 
statement to section 4.5 of the SPC and to section 12 of 
the Package Leaflet, as well as to update the product 
information in accordance with version 8 of the QRD 
template. 

IAIN/0014/G This was an application for a group of variations. 
 
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 
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 

26/02/2014  n/a  The Agency accepted the group of variations to update 
DDPS to the latest version (ref version 2.3) including the 
change in the QPPV and QPPV contact details and/or back-
up procedure. 

II/0011 C.I.5.b - Change in the legal status of a medicinal 
product for centrally authorised products - All other 
legal status changes 

13/12/2012  13/12/2013 SPC, Annex II, 
Labelling and 
PL 

The Agency accepted the variation to change the legal 
status of the marketing authorisation of Prac-tic from 
prescription only to non-prescription veterinary medicine. 

IA/0013/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 supplier of the 
AS, starting material, reagent or intermediate used in 

24/07/2012  n/a  The Agency accepted the group of variations to change the 
name of the manufacturer for the active substance and 
finished product and to delete one of the testing sites. 



    
Prac-tic  
EMA/339566/2007 Page 4/5 

the manufacture of the AS 
A.7 - Administrative change - Deletion of 
manufacturing sites 
A.5.b - Administrative change - Change in the name 
and/or address of a manufacturer of the finished 
product, including quality control sites (excluding 
manufacturer for batch release) 

IA/0012 C.I.9.h - 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 pharmacovigilance system 

06/07/2012  n/a  The Agency accepted the variation to change various 
aspects of the DDPS (detailed description of the 
pharmacovigilance system). 

IB/0010 B.II.f.1.z - Stability of FP - Change in the shelf-life or 
storage conditions of the finished product - Other 
variation 

09/03/2012  n/a  The Agency accepted the variation to increase the 
intermediate shelf life of the pipettes from 6 months to 18 
months. The shelf life of the bulk solution and the finished 
product remain unchanged. 

R/0008 Renewal of the marketing authorisation. 15/09/2011  16/11/2011 SPC, Annex II, 
Labelling and 
PL 

The European Commission renewed the marketing 
authorisation for Prac-tic. 

IA/0007/G This was an application for a group of variations. 
 
A.7 - Administrative change - Deletion of 
manufacturing sites 
B.II.b.2.a - Change to batch release arrangements 
and quality control testing of the FP - Replacement or 
addition of a site where batch control/testing takes 
place 

18/05/2011  18/05/2011  The Agency accepted the group of variations to remove a 
batch release site and a batch control site. 

IG/0003/G This was an application for a group of variations. 
 
C.I.9.a - Changes to an existing pharmacovigilance 
system as described in the DDPS - Change in the 
QPPV 
C.I.9.b - Changes to an existing pharmacovigilance 
system as described in the DDPS - Change in the 
contact details of the QPPV 
C.I.9.h - 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 pharmacovigilance system 

10/03/2011  10/03/2011  The Agency accepted the group of variations to change the 
QPPV, to change the contact details of the QPPV and to 
change the DDPS. 

IB/0006/G This was an application for a group of variations. 
 
B.II.f.1.b.1 - Stability of FP - Extension of the shelf 
life of the finished product - As packaged for sale 
(supported by real time data) 
B.II.f.1.d - Stability of FP - Change in storage 
conditions of the finished product or the 
diluted/reconstituted product 

12/03/2010  30/09/2010 SPC, Labelling 
and PL 

The Agency accepted the group of variations extending the 
shelf life from 3 years to 5 years and changing the storage 
conditions from "Do not store above 30°C" to "Do not store 
above 25°C". 

II/0004 Change to detailed description of pharmacovigilance 
system 

17/09/2008  23/09/2009  The European Commission amended the decision granting 
the marketing authorisation to update the detailed 
description of the pharmacovigilance system (change of a 
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qualified person for pharmacovigilance, QPPV). 

IA/0005 1A-07-a Replacement or addition manufacturing site 
for part or all of manufacturing process 

23/01/2009  23/01/2009  The Agency accepted the variation concerning the addition 
of a new secondary packaging site. 

IB/0003 1B-42-a-1 Change in shelf life of finished product-as 
packaged for sale 

25/02/2008  26/09/2008 SPC The Agency accepted the variation concerning a change in 
the shelf life (from 2 to 3 years). In addition, corrections 
were made to the Polish language version of the package 
leaflet. 

II/0001 II - Update of SPC and PL 11/07/2007  23/08/2007 SPC, Labelling 
and PL 

The European Commission amended the decision granting 
the marketing authorisation to add wording in section 5.1 
of the SPC (pharmacodynamic properties): "Adult fleas are 
killed before they lay eggs for a minimum of 4 weeks after 
treatment. Since Prac-Tic completely eliminates egg 
production, it breaks the flea life cycle." 

IB/0002 1B-10 Minor change in the manufacturing process of 
the active substance 

04/07/2007  04/07/2007  The Agency accepted the variation concerning minor 
changes in the manufacturing process of the active 
substance. 

 

 

  


