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Loxicom 
Procedural steps taken and scientific information after the authorisation 

Application 

number 

Scope Opinion/ 

Notification
1 issued on 

Commission 

Decision 

Issued‘ / 

amended 

on 

Product 

Information 

affected2 

Summary3 

IB/0040 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) 

04/02/2022  SPC The Agency accepted the variation to extend the shelf life 
of "Loxicom 5 mg/mL Solution for Injection for Dogs and 
Cats" from 18 months to 36 months. 

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 

28/10/2021  PL The Agency accepted the variation to update the list of local 
representatives. 

IB/0037/G This was an application for a group of variations. 
 
B.II.b.5.c - Change to in-process tests or limits 
applied during the manufacture of the finished 
product - Deletion of a non-significant in-process test 
B.II.b.5.c - Change to in-process tests or limits 
applied during the manufacture of the finished 
product - Deletion of a non-significant in-process test 
B.II.b.5.c - Change to in-process tests or limits 
applied during the manufacture of the finished 
product - Deletion of a non-significant in-process test 
B.II.b.3.a - Change in the manufacturing process of 
the finished or intermediate product - Minor change in 

25/06/2021 n/a  n/a 

 
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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the manufacturing process 
B.II.b.3.a - Change in the manufacturing process of 
the finished or intermediate product - Minor change in 
the manufacturing process 
B.II.b.3.a - Change in the manufacturing process of 
the finished or intermediate product - Minor change in 
the manufacturing process 

IA/0038 B.II.b.4.a - Change in the batch size (including batch 
size ranges) of the finished product - Up to 10-fold 
compared to the originally approved batch size 

24/06/2021 n/a  n/a 

IAIN/0036 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 

23/06/2020 30/07/2021 PL The Agency accepted the variation to update local 
representatives information for Hungary, Germany, Greece 
and Italy for the Loxicom 20 mg/ml solution for injection 
for cattle, pigs and horses presentations. 

IA/0035 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 

05/07/2019 n/a  n/a 

IAIN/0034 B.II.b.2.c.1 - Change to importer, batch release 
arrangements and quality control testing of the FP - 
Replacement or addition of a manufacturer 
responsible for importation and/or batch release - Not 
including batch control/testing 

26/04/2019 04/05/2020 Annex II and 
PL 

The Agency accepted the variation to introduce an 
additional manufacturer responsible for batch release of the 
finished product. 

IAIN/0033/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 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 

29/03/2019 n/a  The Agency accepted the group of variations to update the 
QPPV contact details. 

T/0032 Transfer of Marketing Authorisation 09/01/2019 14/03/2019 SPC, Labelling 
and PL 

The European Commission transferred the marketing 
authorisation from 'Norbrook Laboratories Limited' to 
'Norbrook Laboratories (Ireland) Limited'. 

R/0031 Renewal of the marketing authorisation. 08/11/2018 23/01/2019 SPC, Annex II, 
Labelling and 
PL 

The European Commission renewed the marketing 
authorisation for Loxicom. 

IB/0029 B.II.b.4.a - Change in the batch size (including batch 
size ranges) of the finished product - Up to 10-fold 
compared to the originally approved batch size 

13/10/2017 n/a  The Agency accepted the variation to introduce a new batch 
size for Loxicom 20mg/ml solution for injection for cattle, 
pigs and horses. 

IA/0030 B.II.d.2.e - Change in test procedure for the finished 
product - Update of the test procedure to comply with 
the updated general monograph in the Ph. Eur. 

20/09/2017 n/a  The Agency accepted the variation to revise a method of 
analysis for Loxicom 50 mg/g Oral Paste for Horses, in 
accordance with Ph. Eur. 



 

  
Loxicom  
EMA/206425/2010 Page 3/5 

IB/0028/G This was an application for a group of variations. 
 
B.II.d.1.a - Change in the specification parameters 
and/or limits of the finished product - Tightening of 
specification limits 
B.II.d.1.a - Change in the specification parameters 
and/or limits of the finished product - Tightening of 
specification limits 
B.II.d.1.a - Change in the specification parameters 
and/or limits of the finished product - Tightening of 
specification limits 

17/11/2016 n/a  The Agency accepted the group of variations to make 
changes to the specifications of the finished product. 

IA/0027 B.II.d.1.a - Change in the specification parameters 
and/or limits of the finished product - Tightening of 
specification limits 

15/08/2016 n/a  The Agency accepted the variation to tighten the 
specification on the finished product specification. 

IAIN/0026 B.II.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 

26/07/2016 28/07/2017 SPC, Labelling 
and PL 

The Agency accepted the variation to add a new pack-size 
of 2 x 100 ml in polyethylene terephthalate bottle for 
Loxicom, 1.5 mg/ml oral suspension for dogs. 

IA/0025 B.II.d.2.a - Change in test procedure for the finished 
product - Minor changes to an approved test 
procedure 

12/02/2016 n/a  The Agency accepted the variation to update the method of 
analysis for release and stability testing for the finished 
product. 

IAIN/0024 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 

05/06/2015 24/06/2016 PL The Agency accepted the variation to change the marketing 
authorisation holder's representative in Austria from 
'Bayer- Austria' to 'Pro Zoon Pharma GmbH - Austria'. 

IAIN/0023 B.III.1.a.1 - Submission of a new/updated or deletion 
of Ph. Eur. Certificate of Suitability to the relevant Ph. 
Eur. Monograph - New certificate from an already 
approved manufacturer 

14/11/2014 n/a  The Agency accepted the variation to replace an active 
substance master file (ASMF) with a new Certificate of 
Suitability for Meloxicam. 

IB/0021 C.I.2.a - Change in the SPC, Labelling or PL of a 
generic/hybrid/biosimilar products following 
assessment of the same change for the reference 
product - Implementation of change(s) for which NO 
new additional data is required to be submitted by the 
MAH 

08/08/2014 21/10/2014 SPC, Labelling 
and PL 

The European Commission amended the decision granting 
the marketing authorisation to add the additional indication 
to Loxicom 20 mg/ml solution for injection for cattle, pigs 
and horses. The new indication is for cattle: For the relief of 
post-operative pain following dehorning in calves. 
Additionaly, Loxicom 0.5 mg/ml oral suspension for cats 
has been updated in the sections 4.5 and 4.9 of the SPC  to 
include the following sentence "Particular care should be 
taken with regard to accuracy of dosing. A suitably 
graduated 1 ml syringe should be used for administration of 
the product to cats.” 

IAIN/0022 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 

28/08/2014 n/a  The Agency accepted the variation to update the DDPS in 
accordance with the assessment of other products of the 
MAH. 

IAIN/0020 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 

09/04/2014 n/a  The Agency accepted the variation to change the marketing 
authorisation holder's appointed Quilified Person 
responsible for Pharmacovigilance (QPPV). 
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R/0018 Renewal of the marketing authorisation. 16/01/2014 12/03/2014  The European Commission renewed the marketing 
authorisation. 

IAIN/0019 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 

13/11/2013 12/03/2014 PL The Agency accepted the variation to change the marketing 
authorisation holder’s representative in Italy for 20 mg/ml 
presentations. 

IB/0015 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) 

10/06/2013 12/03/2014 SPC The Agency accepted the variation to increase the shelf life 
of Loxicom 20 mg/ml solution for injection for cattle, pigs 
and horses from 24 months to 36 months 

IB/0014 B.II.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 

10/06/2013 12/03/2014 SPC, Labelling 
and PL 

The Agency accepted the variation to add an additional 
pack size, a 200 ml bottle, for Loxicom 1.5 mg/ml oral 
suspension for dogs 

IB/0016 C.I.2.a - Change in the SPC, Labelling or PL of a 
generic/hybrid/biosimilar products following 
assessment of the same change for the reference 
product - Implementation of change(s) for which NO 
new additional data are submitted by the MAH 

11/04/2013 12/03/2014 SPC, Labelling 
and PL 

The Agency accepted the variation to add an indication for 
0.5 mg/ml oral suspension for cats. 

IA/0017 B.II.e.7.b - Change in supplier of packaging 
components or devices (when mentioned in the 
dossier) - Replacement or addition of a supplier 

04/04/2013 n/a  The Agency accepted the variation to add an additional 
supplier of the 20 ml glass bottle 

X/0009 Annex I_2.(c) Change or addition of a new 
strength/potency 

10/01/2013 06/03/2013 SPC, Labelling 
and PL 

The European Commission amended the decision granting 
the marketing authorisation for an extension for Loxicom 
5% oral paste for horses. 

IB/0013 C.II.6 - Changes to the labelling or the package 
leaflet which are not connected with the SPC 

27/09/2012 29/10/2012 PL The Agency accepted the variation to make changes to the 
package leaflet 

IB/0012 B.II.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 

05/10/2012 29/10/2012 SPC, Labelling 
and PL 

The Agency accepted the variation to add a 30 ml pack size 
to Loxicom 0.5 mg/ml oral suspension for cats 

IB/0010 C.II.6 - Changes to the labelling or the package 
leaflet which are not connected with the SPC 

25/11/2011 20/04/2012 PL The Agency accepted the variation to change the package 
leaflet relating to the local representatives. 

IB/0008 B.II.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 

18/11/2011 20/04/2012 SPC, Labelling 
and PL 

The Agency accepted the variation for the addition of a new 
pack size, 5 ml pack size for Loxicom 0.5 mg/ml oral 
suspension for cats. 

IB/0007 C.II.6 - Changes to the labelling or the package 
leaflet which are not connected with the SPC 

21/09/2011 21/09/2011 PL The Agency accepted the variation to change the package 
leaflet relating to the local representatives. 

X/0005 X-2-d - Change to strength, pharmaceutical form and 
route of administration - change or addition of a new 
pharmaceutical form 

14/07/2011 16/09/2011 SPC, Annex II, 
Labelling and 
PL 

The European Commission amended the decision granting 
the marketing authorisation for the extension to 1mg and 
2.5 mg chewable tablets for dogs. 

X/0003 X-3-III Extension to a new strength 05/05/2011 13/07/2011 SPC, Labelling 
and PL 

The European Commission amended the decision granting 
the marketing authorisation for the extension to add a new 
pharmaceutical form of 20 mg/ml solution for injection in 
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new food-producing species - cattle, pigs and horses. 

IAIN/0006/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.c - Changes to an existing pharmacovigilance 
system as described in the DDPS - Change of the 
back-up procedure of the QPPV 

06/04/2011 06/04/2011  The Agency accepted the group of variations to change the 
QPPV and the deputy QPPV. 

IA/0004 C.I.9.c - Changes to an existing pharmacovigilance 
system as described in the DDPS - Change of the 
back-up procedure of the QPPV 

07/07/2010 07/07/2010  The Agency accepted the variation to amend the personnel 
listings for the deputy QPPV. 

II/0001 II - New Indication (same therapeutic area) 10/02/2010 23/03/2010 SPC, Labelling 
and PL 

The European Commission amended the decision granting 
the marketing authorisation on Loxicom to include a 0.5 
mg/ml oral suspension for cats. 

II/0002 II - Other quality changes 16/09/2009 28/09/2009  The European Commission amended the decision granting 
the marketing authorisation to change the detailed 
description of the pharmacovigilance system. 

 

 

 


