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Respiporc FLU3 
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 

IG/1256/G This was an application for a group of variations. 
 
B.II.b.1.a - Replacement or addition of a 
manufacturing site for the FP - Secondary packaging 
site 
B.II.b.1.a - Replacement or addition of a 
manufacturing site for the FP - Secondary packaging 
site 
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 

15/09/2020   Annex II and 
PL 

The Agency accepted the group of variations to add 
alternative sites responsible for batch release and 
secondary packaging. 

T/0019 Transfer of Marketing Authorisation 12/02/2020  04/03/2020 SPC, Labelling 
and PL 

The European Commission transferred the marketing 
authorisation from 'IDT Biologika GmbH', Germany to 'Ceva 
Santé Animale', France. 

IG/1122 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 

17/07/2019  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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general monograph of the Ph. Eur. for the finished 
product 

WS/1484 This was an application for a variation following a 
worksharing procedure according to Article 20 of 
Commission Regulation (EC) No 1234/2008. 
 
B.II.e.z - Change in container closure system of the 
Finished Product - Other variation 

06/12/2018  n/a  n/a 

IB/0016 B.II.b.5.z - Change to in-process tests or limits 
applied during the manufacture of the finished 
product - Other variation 

20/07/2018  n/a  n/a 

IAIN/0015/G This was an application for a group of variations. 
 
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 

21/11/2017  n/a  n/a 

II/0014 B.II.e.5.c - Change in pack size of the finished 
product - Change in the fill weight/fill volume of 
sterile multidose (or single-dose, partial use) 
parenteral medicinal products, including 
biological/immunological medicinal products 

07/09/2017  23/07/2018 SPC, Labelling 
and PL 

The European Commission amended the decision granting 
the marketing authorisation to add a new pack size: box of 
8 PET vials, each containing 500 ml (250 doses). 

II/0013/G This was an application for a group of variations. 
 
B.I.a.1.e - Change in the manufacturer of AS or of a 
starting material/reagent/intermediate for AS - The 
change relates to a biological AS or a starting material 
[-] used in the manufacture of a 
biological/immunological product 
B.III.1.b.5 - Submission of a new/updated or deletion 
of Ph. Eur. TSE Certificate of Suitability - 
New/updated certificate from an already 
approved/new manufacturer using materials of 
human/animal origin for which a risk assessment on 
potential contamination with adventitious agents is 
required 
B.III.1.b.5 - Submission of a new/updated or deletion 
of Ph. Eur. TSE Certificate of Suitability - 
New/updated certificate from an already 
approved/new manufacturer using materials of 
human/animal origin for which a risk assessment on 
potential contamination with adventitious agents is 
required 
B.III.1.b.5 - Submission of a new/updated or deletion 

19/01/2017  n/a  The European Commission amended the decision granting 
the marketing authorisation to implement changes to 
starting materials. 
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of Ph. Eur. TSE Certificate of Suitability - 
New/updated certificate from an already 
approved/new manufacturer using materials of 
human/animal origin for which a risk assessment on 
potential contamination with adventitious agents is 
required 

IA/0012/G This was an application for a group of variations. 
 
B.III.1.b.2 - Submission of a new/updated or deletion 
of Ph. Eur. TSE Certificate of Suitability - New 
certificate for a starting 
material/reagent/intermediate/or excipient from a 
new or an already approved manufacturer 
B.III.1.b.2 - Submission of a new/updated or deletion 
of Ph. Eur. TSE Certificate of Suitability - New 
certificate for a starting 
material/reagent/intermediate/or excipient from a 
new or an already approved manufacturer 
B.III.1.b.2 - Submission of a new/updated or deletion 
of Ph. Eur. TSE Certificate of Suitability - New 
certificate for a starting 
material/reagent/intermediate/or excipient from a 
new or an already approved manufacturer 
B.III.1.b.4 - Submission of a new/updated or deletion 
of Ph. Eur. TSE Certificate of Suitability - Deletion of 
certificates (in case multiple certificates exist per 
material) 

21/10/2016  n/a  The Agency accepted the group of variations to add three 
new TSE Certificates of suitability and to delete a TSE 
Certificate of suitability. 

II/0010 B.I.a.1.e - Change in the manufacturer of AS or of a 
starting material/reagent/intermediate for AS - The 
change relates to a biological AS or a starting material 
[-] used in the manufacture of a 
biological/immunological product 

10/09/2015  n/a  The Agency accepted the variation to add a manufacturer 
of the starting material. 

II/0009 B.II.b.5.e - Change to in-process tests or limits 
applied during the manufacture of the finished 
product - Widening of the approved IPC limits, which 
may have a significant effect on overall quality of the 
finished product 

10/04/2015  n/a  The Agency accepted the variation to reduce the IPC 
requirement from HA titre of ≥ 256 to ≥ 128 for strain 
H3N2 concerning antigen content in the final virus bulk pool 
(for the IPCs after virus harvest and before inactivation). 

IA/0011 B.II.d.2.a - Change in test procedure for the finished 
product - Minor changes to an approved test 
procedure 

25/03/2015  n/a  The Agency accepted the variation to introduce a new 
measuring instrument to be used for the finished product 
test for thiomersal content. 

IA/0008/G This was an application for a group of variations. 
 
B.III.1.b.2 - Submission of a new/updated or deletion 
of Ph. Eur. TSE Certificate of Suitability - New 
certificate for a starting 
material/reagent/intermediate/or excipient from a 
new or an already approved manufacturer 
B.III.1.b.2 - Submission of a new/updated or deletion 
of Ph. Eur. TSE Certificate of Suitability - New 
certificate for a starting 

22/12/2014  n/a  The Agency accepted the variation to add three additional 
suppliers for the starting material with new TSE Certificates 
of Suitability (CoS), and to update the Certificate of 
Suitability (CoS) for one of the manufacturers. 
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material/reagent/intermediate/or excipient from a 
new or an already approved manufacturer 
B.III.1.b.2 - Submission of a new/updated or deletion 
of Ph. Eur. TSE Certificate of Suitability - New 
certificate for a starting 
material/reagent/intermediate/or excipient from a 
new or an already approved manufacturer 
B.III.1.b.3 - Submission of a new/updated or deletion 
of Ph. Eur. TSE Certificate of Suitability - Updated 
certificate from an already approved manufacturer 

R/0006 Renewal of the marketing authorisation. 09/10/2014  04/12/2014 SPC, Annex II, 
Labelling and 
PL 

The European Commission renewed the marketing 
authorisation for RESPIPORC FLU3. 

IG/0478 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 

26/09/2014  n/a  The Agency accepted the variation to update the detailed 
description of the pharmacovigilance system (DDPS). 

II/0005 B.I.a.2.b - Changes in the manufacturing process of 
the AS - Substantial change to the manufacturing 
process of the AS which may have a significant impact 
on the quality, safety or efficacy of the medicinal 
product 

10/04/2014  n/a  The Agency accepted the variation to establish a second 
production process using a novel disposable stirred-tank 
reactor (dSTR) for cultivation of the viruses. 

II/0002 B.II.e.1.a.3 - Change in immediate packaging of the 
finished product - Qualitative and quantitative 
composition - Sterile medicinal products and 
biological/immunological medicinal products 

12/09/2013  n/a  The Agency accepted the variation to register a new, 
second material for the PET bottles, "Eastar MN021". 

II/0003 B.I.a.2.c - Changes in the manufacturing process of 
the AS - The change refers to a [-] substance in the 
manufacture of a biological/immunological medicinal 
product and is not related to a protocol 

16/05/2013  n/a  The Agency accepted the variation to change pore size of 
preliminary filter for the media used for the preparation of 
the active substance. 

IB/0004 B.II.b.3.z - Change in the manufacturing process of 
the finished product - Other variation 

17/04/2013  n/a  The Agency accepted the variation to change the 
manufacturing process of the finished product. 

II/0001/G This was an application for a group of variations. 
 
B.I.a.2.c - Changes in the manufacturing process of 
the AS - The change refers to a [-] substance in the 
manufacture of a biological/immunological medicinal 
product and is not related to a protocol 
B.I.b.1.b - Change in the specification parameters 
and/or limits of an AS, starting 
material/intermediate/reagent - Tightening of 
specification limits 

14/06/2012  14/06/2012  The Agency accepted the group of type II and type IA 
variations to increase the size of containers for the virus 
harvest and for the reduction of the shelf life for solutions 
prepared in-house. 

 

 

  


