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number Notification Decision Information
1 issued on Issued? / affected?
amended
on

1AIN/0010 A.5.a - Administrative change - Change in the name e 03/2017 Annex Il and PL

and/or address of a manufacturer/importer

responsible for batch release @

WS/1022/G This was an application for a group of varigtion 19/01/2017 n/a
following a worksharing procedure acco%

20 of Commission Regulation (EC) % 2008.
*

B.l.a.4.e - Change to in-pro¢ sGe}\sor limits applied

Q\rticle 61(3) notifications (unless part of a group including a type Il variation or extension application or a worksharing application). Opinions

Article

1 Notifications are issued for type | variati
are issued for all other procedures.
2 A Commission decision (CD) is issue
CD is issued within two months o
¥ SmPC (Summary of Product Char.
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ocedures that affect the terms of the marketing authorisation (e.g. summary of product characteristics, annex |1, labelling, package leaflet). The
ihion for variations falling under the scope of Article 23.1a(a) of Regulation (EU) No. 712/2012, or within one year for other procedures.
eristics), Annex Il, Labelling, PL (Package Leaflet).




during the manufacture of the AS - Deletion of an
in-process test which may have a significant effect on
the overall quality of the AS

B.l.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.1.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.1.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) Q
B.l.b.1.e - Change in the specification parameters \
and/or limits of an AS, starting 0

material/intermediate/reagent - Deletion of a 60

specification parameter which may have a significant
effect on the overall quality of the AS and/or the F, O
B.1.b.2.e - Change in test procedure for AS or g
material/reagent/intermediate - Other ch es

test procedure (including replacement ion) for

the AS or a starting material/intgrr@

B.l.d.1.c - Stability of AS - Cha i e re-test

period/storage period or ditions - Change

to an approved stability p

1B/0007 B.1.b.2.e - Ch e st procedure for AS or starting 21/09/2016 n/a
material/reagentint€rmediate - Other changes to a
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test procedure (including replacement or addition) for

the AS or a starting material/intermediate

R

1A/0006 A.7 - Administrative change - Deletion of 07/09/2016 n/a ‘\%
manufacturing sites é
PSUSA/2326/ Periodic Safety Update EU Single assessment - 02/09/2016 n/a &C ecommendation - maintenance
201601 pegdfilgrastim 0
1AIN/0004 C.1.12 - Inclusion or deletion of black symbol and 11/05/2016 14/10/2016 SmP and
explanatory statements for medicinal products in the
list of medicinal products that are subject to additional
monitoring Q
1B/0003 B.1l.g.5.c - Implementation of changes foreseen in an 29/04/2016 O
approved change management protocol - For a O
biological/immunological medicinal product Q
WS/0834 This was an application for a variation following a 10/12/201 n/a
worksharing procedure according to Article 20 of 0
Commission Regulation (EC) No 1234/2008. 6
B.ll.g.5.c - Implementation of changes foreseen ir@
approved change management protocol - For
biological/immunological medicinal produt\
1B/0001 C.l.z - Changes (Safety/Efficacy)o®: and 21/10/2015 14/10/2016 SmPC and PL
Veterinary Medicinal Products \ ariation
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