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Oxyglobin 
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 

IAIN/0025/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 
A.1 - Administrative change - Change in the name 
and/or address of the MAH 

16/10/2020   SPC, Labelling 
and PL 

The Agency accepted the group of variations to change the 
address of the marketing authorisation holder, and to 
change the contact details of the qualified person for 
pharmacovigilance (QPPV). 

IA/0023 A.6 - Administrative change - Change in ATC 
Code/ATC Vet Code 

08/02/2019  11/02/2020 SPC The Agency accepted the variation to update the ATC vet 
code following a change in the WHO ATC code list. 

IAIN/0024 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 

04/02/2019  n/a  n/a 

IAIN/0022 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 

03/09/2015  08/07/2016 PL The Agency accepted the variation to introduce new contact 
information for the French local representative. 

II/0021 B.II.f.1.b.4 - Stability of FP - Extension of the shelf 
life of the finished product - Based on extrapolation of 

09/07/2015  08/07/2016 SPC The Agency accepted the variation to increase the shelf life 

 
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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stability data not in accordance with ICH/VICH 
guidelines 

of the finished product (125 ml) from 3 to 5 years. 

IB/0020 B.II.b.3.z - Change in the manufacturing process of 
the finished or intermediate product - Other variation 

13/11/2013  n/a  The Agency accepted the variation for a change in the 
manufacturing process of the finished product. 

IB/0018 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 

30/10/2013  n/a  The Agency accepted the variation to introduce a further 
variation to cover the change of facility conducting the 
sterility test on the finished product. 

IAIN/0019 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 

06/09/2013  n/a  The Agency accepted the variation to update the DDPS in 
order to reflect an updated agreement in place between the 
applicant and the local representative. 

II/0016/G This was an application for a group of variations. 
 
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 
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 
B.II.b.3.b - Change in the manufacturing process of 
the finished product - Substantial changes to a 
manufacturing process that may have a significant 
impact on the quality, safety and efficacy of the 
medicinal product 
B.II.b.1.d - Replacement or addition of a 
manufacturing site for the FP - Site which requires an 
initial or product specific inspection 
B.I.c.1.b - Change in immediate packaging of the AS - 
Qualitative and/or quantitative composition for sterile 
and non-frozen biological/immunological ASs 
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.e.6.b - Change in any part of the (primary) 
packaging material not in contact with the finished 
product formulation - Change that does not affect the 
product information 
B.II.e.5.b - Change in pack size of the finished 
product - Deletion of a pack size(s) 
B.II.e.5.b - Change in pack size of the finished 
product - Deletion of a pack size(s) 
B.II.e.5.z - Change in pack size of the finished 
product - Other variation 
B.II.e.5.z - Change in pack size of the finished 
product - Other variation 

13/09/2012  15/10/2012 SPC and 
Labelling 

The European Commission amended the decision granting 
the marketing authorisation concerning changes in the 
manufacturing of the active substance and finished 
product. 



 

    
Oxyglobin  
EMA/601/1999 Page 3/4

II/0015/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.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.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.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.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.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.2.d - Change in test procedure for AS or starting 
material/reagent/intermediate - Change 
(replacement) to a biological/immunological/ 
immunochemical test method or a method using a 
biological reagent for a biological AS 
B.I.b.1.f - Change in the specification parameters 
and/or limits of an AS, starting 
material/intermediate/reagent - Change outside the 
approved specifications limits range for the AS 
B.I.b.1.b - Change in the specification parameters 
and/or limits of an AS, starting 
material/intermediate/reagent - Tightening of 
specification limits 
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 
the manufacture of the AS 
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 
the manufacture of the AS 
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 
the manufacture of the AS 

13/09/2012  13/09/2012  The Agency accepted the variation concerning changes to 
the supply and manufacturing of the active substances and 
intermediates. 
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B.I.a.4.c - Change to in-process tests or limits applied 
during the manufacture of the AS - Deletion of a non-
significant in-process test 
B.I.a.4.c - Change to in-process tests or limits applied 
during the manufacture of the AS - Deletion of a non-
significant in-process test 
B.I.a.1.z - Change in the manufacturer of AS or of a 
starting material/reagent/intermediate for AS - Other 
variation 
B.I.a.4.b - Change to in-process tests or limits applied 
during the manufacture of the AS - Addition of a new 
in-process test and limits 
B.I.a.4.b - Change to in-process tests or limits applied 
during the manufacture of the AS - Addition of a new 
in-process test and limits 
B.I.d.1.a.4 - Stability of AS - Change in the re-test 
period/storage period - Extension or introduction of a 
re-test period/storage period supported by real time 
data 
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.a.2.z - Changes in the manufacturing process of 
the AS - Other variation 

IAIN/0014 A.1 - Administrative change - Change in the name 
and/or address of the MAH 

02/12/2011  28/06/2012 SPC and PL The Agency accepted the variation to change the name and 
address of the Marketing Authorisation Holder from Biopure 
Netherlands B.V. to OPK Biotech Netherlands BV. 

II/0017 C.I.8.a - Introduction of a new Pharmacovigilance 
system - which has not been assessed by the relevant 
NCA/EMA for another product of the same MAH 

16/05/2012  16/05/2012  The Agency accepted the variation to introduce a new 
DDPS. 

R/0013 Renewal of the marketing authorisation. 15/07/2009  01/10/2009 SPC and PL The European Commission amended the decision granting 
the marketing authorisation on 1 October 2009 

IB/0011 1B-41-a-2 Change in pack size of finished product-
change in number of units in pack 

21/02/2008  15/09/2008 SPC, Annex II, 
Labelling and 
PL 

The Agency accepted the variation to add a new pack size 
(60 ml). 

IB/0012 1b-31-b Change to in-process tests or limits applied 
during the manufacture of the product 

28/02/2008  28/02/2008  The Agency accepted the variation concerning a change to 
in-process tests or limits applied during the manufacture of 
the product. 

IA/0010 1A-01 Change in name and/or address of MAH 08/06/2007  04/09/2007 SPC, Labelling 
and PL 

The Agency accepted the variation for a change in the 
address of the marketing authorisation holder. 

II/0008 II - Other quality changes 11/07/2007  04/09/2007  The European Commission amended the decision granting 
the marketing authorisation to make a change in the 
primary packaging of the infusion bag and to update the 
product literature in line with the current QRD template. 
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IA/0007 1A-01 Change in name and/or address of MAH 26/09/2006  26/09/2006 SPC, Labelling 
and PL 

The Agency accepted the variation to change the address of 
the marketing authorisation holder. 

R/0006 Renewal of the marketing authorisation. 07/09/2004  07/12/2004 SPC, Annex II, 
Labelling and 
PL 

The European Commission amended the decision granting 
the marketing authorisation on 7 September 2004 

S/0009  12/02/2003  12/05/2003  The CVMP concluded that since all specific obligations 
stated in Annex II.C of the CVMP opinion dated 29 
November 1999 have been fulfilled, there are no remaining 
grounds for the marketing authorisation to be kept under 
exceptional circumstances. Amendments have been 
incorporated into the relevant sections of the Commission 
Decision and of the EPAR. 

II/0005 II - Other quality changes 12/02/2003  27/02/2003  The European Commission approved a type II variation 
relating to several changes in the quality part of the 
dossier.  These resulted from experience gained with 
further production batches and included minor changes in 
the packaging as well as several changes to the 
manufacturing process, specifications and testing.  The 
type II variation did not lead to any amendments in  the 
Annexes to the Commission Decision. 

II/0004 II - New safety warning 12/09/2001  18/12/2001 SPC, Labelling 
and PL 

The European Commission approved a type II variation to 
add a sentence, which refers to episodes of nystagmus that 
have occasionally been observed and a recommendation of 
lower dosages in some circumstances. Amendments have 
been incorporated into the relevant sections of the 
Commission Decision and of the EPAR. 

II/0003 II - Other quality changes 12/09/2001  15/10/2001  The European Commission approved a type II variation to 
comply with Commission Directive 1999/104/EC (TSE 
compliance). Amendments have been incorporated into the 
relevant sections of the Commission Decision and of the 
EPAR. 

I/0002 01a-Modification of manufacturing authorisation 01/03/2001  17/05/2001 Annex II The EMEA approved a type I variation to change the site for 
batch release. Amendments have been incorporated into 
the relevant sections of the Commission Decision and of the 
EPAR. 

I/0001 20_Extension of shelf-life as foreseen at time of 
authorisation 

01/09/2001  17/05/2001 SPC, Annex II, 
Labelling and 
PL 

The EMEA accepted a type I variation to extend the shelf 
life to 3 years for the product when stored at temperatures 
not exceeding 30º C. Amendments have been incorporated 
in the relevant sections of the Commission Decision and of 
the EPAR. 

 


